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OutlineOutline
Background:Background: Growing concerns on food quality and human health Growing concerns on food quality and human health 
protectionprotection

Process:Process: Establishing provisional Establishing provisional MRLsMRLs

Impact:Impact: Introduction of Positive List System, May 2006Introduction of Positive List System, May 2006

Implementation/Validation:Implementation/Validation: Role of risk assessmentRole of risk assessment

Challenge:Challenge: Contribution to global food quality and human health Contribution to global food quality and human health 
protectionprotection

Provide an overview on the positive list system in Japan and disProvide an overview on the positive list system in Japan and discuss cuss 
challenges to improve food quality and human health protectionchallenges to improve food quality and human health protection
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Background:Background: Growing ConcernsGrowing Concerns

20012001
The first case of BSE detected in JapanThe first case of BSE detected in Japan

Report from the Committee to investigate the BSE issues in Report from the Committee to investigate the BSE issues in 
Japan (April, 2002) recommended:Japan (April, 2002) recommended:

To establish basic guidelines on risk analysisTo establish basic guidelines on risk analysis

To establish organizations and mechanisms for To establish organizations and mechanisms for 
implementation of risk analysisimplementation of risk analysis

To introduce a new law as the legal basis of To introduce a new law as the legal basis of 
implementing risk analysis to ensure implementing risk analysis to ensure consuconsumer mer 
protectiprotectionon

Ministry of Agriculture, Forestry and FisheriesMinistry of Agriculture, Forestry and Fisheries
http://www.maff.go.jp/soshiki/seisan/eisei/bse/bse_tyosaiinkai_yhttp://www.maff.go.jp/soshiki/seisan/eisei/bse/bse_tyosaiinkai_yoyaku.pdfoyaku.pdf

http://www.maff.go.jp/soshiki/seisan/eisei/bse/bse_tyosaiinkai_yoyaku.pdf
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Framework of Risk AnalysisFramework of Risk Analysis

Risk ManagementRisk Management

（（PolicyPolicy））

Risk CommunicationRisk Communication

Risk AssessmentRisk Assessment

（（ScienceScience））
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20022002
Agricultural chemical residues exceeding MRLs Agricultural chemical residues exceeding MRLs 
detected in imported vegetablesdetected in imported vegetables

Deregistered agricultural chemicals illegally Deregistered agricultural chemicals illegally 
distributed and used for plant protection in Japandistributed and used for plant protection in Japan

Agricultural Chemical Regulation LawAgricultural Chemical Regulation Law revised to revised to 
strengthen prohibitions/penalty to farmersstrengthen prohibitions/penalty to farmers

Background Background (Cont(Cont’’d)d)
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20032003
Food Safety Basic LawFood Safety Basic Law, a new law enforced to ensure , a new law enforced to ensure 
food safety and consumer protectionfood safety and consumer protection

Food Safety CommissionFood Safety Commission (FSC)(FSC), a new independent , a new independent 
regulatory body established to conduct scienceregulatory body established to conduct science--
based risk assessments of substances and issues based risk assessments of substances and issues 
related to food safetyrelated to food safety

Concept and framework of risk analysis Concept and framework of risk analysis 
introduced into the food regulation in Japanintroduced into the food regulation in Japan

BackgroundBackground (Cont(Cont’’d)d)
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20032003
Food Sanitation LawFood Sanitation Law revisedrevised to strengthen regulation to strengthen regulation 
to ensure food safetyto ensure food safety

Revised law required the introduction of positive list     Revised law required the introduction of positive list      
system system within three yearswithin three years after the enforcementafter the enforcement

More stringent regulation of More stringent regulation of 

agricultural chemical residues in foodsagricultural chemical residues in foods

BackgroundBackground (Cont(Cont’’d)d)
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Pesticides with domestic Pesticides with domestic 
registrationregistration：： 492492

((As of Feb. 2005As of Feb. 2005））

Products with MRLsProducts with MRLs：：
274274

((As of Feb. 2005As of Feb. 2005））

Global use : approx. 700 Global use : approx. 700 

Commercial distribution of foods Commercial distribution of foods 
with residues exceeding with residues exceeding 

Maximum Residue Limits (Maximum Residue Limits (MRLsMRLs))
prohibitedprohibited

No regulation No regulation 
on commercial on commercial 
distribution of distribution of 

foods with foods with 
residues residues 

exceeding the exceeding the 
Registration Registration 
Withholding Withholding 

Limits (Limits (RWLsRWLs))

Negative List SystemNegative List System
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Process:Process: Establishing Establishing MRLsMRLs

Food SelfFood Self--Sufficiency Ratio in Japan  Sufficiency Ratio in Japan  (Caloric Base)(Caloric Base)

Japan Ministry of Agriculture, Forestry and FisheriesJapan Ministry of Agriculture, Forestry and Fisheries
http://www.maff.go.jp/jikyuuritsu/index.htmlhttp://www.maff.go.jp/jikyuuritsu/index.html

http://www.maff.go.jp/jikyuuritsu/index.html
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June 2003:  June 2003:  Deliberations started at MHLW (Ministry of Deliberations started at MHLW (Ministry of 
Health Labor and Welfare) on introduction of Health Labor and Welfare) on introduction of 
positive list systempositive list system

Oct. 2003:Oct. 2003: Public comment started on the first draft list Public comment started on the first draft list 
of provisional of provisional MRLsMRLs (three months)(three months)

Aug. 2004:Aug. 2004: Public comment started on the second draft Public comment started on the second draft 
list of provisional list of provisional MRLsMRLs, the proposed , the proposed 
uniform limit, and the draft list of productsuniform limit, and the draft list of products
exempted from the system (three months)exempted from the system (three months)

Process Process (Cont(Cont’’d)d)
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ProcessProcess (Cont(Cont’’d)d)

CODEXCODEX MRLsMRLs No No CODEXCODEX MRLsMRLs

Domestic Domestic RWLsRWLs No Domestic No Domestic RWLsRWLs Domestic Domestic RWLsRWLs No domestic No domestic RWLsRWLs

Overseas Overseas 
MRLsMRLs**

No Overseas No Overseas 
MRLsMRLs

Overseas Overseas 
MRLsMRLs

No Overseas No Overseas 
MRLsMRLs

CODEXCODEX MRLsMRLs

（（Unless the Unless the 
situations of situations of 

domestic domestic 
applications applications 
warrant the warrant the 
choice of choice of 
RWLsRWLs ））

CODEXCODEX

MRLsMRLs RWLsRWLs

（（Unless the Unless the 
situations of situations of 

imported foods imported foods 
warrant the warrant the 
choice of choice of 
ooverseas verseas 
MRLsMRLs ））

Agricultural ChemicalsAgricultural Chemicals

Overseas Overseas 
MRLsMRLs

Uniform Uniform 
LimitLimit

RWLsRWLs

* * Overseas Overseas MRLsMRLs: Residue limits established by  : Residue limits established by  
overseas countries (overseas countries (i.e.i.e. US, EU, Australia, New US, EU, Australia, New 
Zealand, Canada) based on tZealand, Canada) based on thehe review of scientific review of scientific 
data meeting the requirements of JMPR review, etc. data meeting the requirements of JMPR review, etc. 
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Apr. 2005:Apr. 2005: Review by Food Safety Commission (FSC) Review by Food Safety Commission (FSC) 
and the comments provided to MHLW and the comments provided to MHLW 

May 2005:May 2005: Review within MHLWReview within MHLW
Review by FSCReview by FSC

June 2005:  June 2005:  Public comment and WTO notification of the Public comment and WTO notification of the 
final draft list of provisional final draft list of provisional MRLsMRLs, the , the 
uniform limit, and the list of products uniform limit, and the list of products 
exempted from the systemexempted from the system

Process Process (Cont(Cont’’d)d)
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Aug./Sep. 2005:Aug./Sep. 2005:
Review by FSC on the final proposed systemReview by FSC on the final proposed system
Deliberation of the final proposed system Deliberation of the final proposed system 
within MHLWwithin MHLW

Nov. 2005:Nov. 2005: Response from FSC on the proposed systemResponse from FSC on the proposed system
Public announcement of the final list of Public announcement of the final list of 
provisional provisional MRLsMRLs, the uniform limit, and the , the uniform limit, and the 
list of products exempted from the system list of products exempted from the system 
(six months before enforcement)(six months before enforcement)

May 29, 2006:  Introduction of positive list system May 29, 2006:  Introduction of positive list system 

Process Process (Cont(Cont’’d)d)
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Positive List SystemPositive List System

PesticidesPesticides・・Feed AdditivesFeed Additives・・Veterinary MedicinesVeterinary Medicines

Designation by Designation by 
Minister of Minister of 

HLWHLW

65 products with 65 products with 
evidence of no evidence of no 
harm to human harm to human 

healthhealth

Exempted from Exempted from 
the systemthe system

Products with no MRLsProducts with no MRLs

Application of Application of 

the uniform limit the uniform limit 

（（0.01ppm0.01ppm））

Commercial Commercial 
distribution of foods distribution of foods 

with residues with residues 
exceeding the uniform exceeding the uniform 

limit prohibitedlimit prohibited

Products with MRLsProducts with MRLs

Provisional MRLs Provisional MRLs 
established:established:
758 products758 products

Existing Existing MRLsMRLs
maintained: maintained: 
41 products41 products

＋＋

Commercial distribution of Commercial distribution of 
foods with residues foods with residues 
exceeding the MRLs exceeding the MRLs 

prohibitedprohibited
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WebsiteWebsite

In EnglishIn English
http://www.ffcr.or.jp/zaidan/FFCRHOME.nsf/pages/MRLshttp://www.ffcr.or.jp/zaidan/FFCRHOME.nsf/pages/MRLs--pp

In JapaneseIn Japanese
http://www.mhlw.go.jp/topics/bukyoku/iyaku/syokuhttp://www.mhlw.go.jp/topics/bukyoku/iyaku/syoku--anzen/zanryu2/index.htmlanzen/zanryu2/index.html

http://www.mhlw.go.jp/topics/yunyu/tp0130http://www.mhlw.go.jp/topics/yunyu/tp0130--1.html1.html

http://www.fsc.go.jp/senmon/nouyaku/index.htmlhttp://www.fsc.go.jp/senmon/nouyaku/index.html

http://www.ffcr.or.jp/zaidan/FFCRHOME.nsf/pages/MRLs-p
http://www.mhlw.go.jp/topics/bukyoku/iyaku/syoku-anzen/zanryu2/index.html
http://www.mhlw.go.jp/topics/yunyu/tp0130-1.html
http://www.fsc.go.jp/senmon/nouyaku/index.html
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Impact:Impact: Introduction of Positive List SystemIntroduction of Positive List System

Dramatic increase of products with Dramatic increase of products with MRLsMRLs::

From From 283283 before May 29 to before May 29 to 799799

Products with existing Products with existing MRLsMRLs maintained:maintained: 4141

Products with provisional Products with provisional MRLsMRLs:: 743743

Products of which ND is required:Products of which ND is required: 1515
1) genotoxic carcinogens1) genotoxic carcinogens
2) 2) chemicals that have been determined by JMPR or JECFA as those fochemicals that have been determined by JMPR or JECFA as those for r 

which no ADI can be establishedwhich no ADI can be established
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Impact Impact (Cont(Cont’’d)d)

Issues:Issues:

Communication within Japan and globally of the Communication within Japan and globally of the 
new system, and provisional new system, and provisional MRLsMRLs::

Excessive demands from domestic food Excessive demands from domestic food 
distributors/retailers: certificate of analysis/proof of distributors/retailers: certificate of analysis/proof of 
no residues exceeding no residues exceeding MRLsMRLs

Confusions among food importers/manufacturers Confusions among food importers/manufacturers 

Confusions among domestic farmersConfusions among domestic farmers

Confusions outside of JapanConfusions outside of Japan
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ImpactImpact (Cont(Cont’’d)d)

Media coverage before introduction:Media coverage before introduction:

Domestic farmers overly Domestic farmers overly 
concerned with possible concerned with possible 
pesticide drifts to nonpesticide drifts to non--
registered crops and registered crops and 
detectiondetection

Major food manufacturers trying to Major food manufacturers trying to 
secure secure ““safersafer”” foods by selecting foods by selecting 

procurement sources or enhancing procurement sources or enhancing 
capacity of inspection/analysis capacity of inspection/analysis 
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Impact Impact (Cont(Cont’’d)d)

Issues (contIssues (cont’’d):d):

Analytical methods:Analytical methods:

Validation official methods/multiple analysesValidation official methods/multiple analyses
Availability of analytical standardsAvailability of analytical standards
Reliability of analysesReliability of analyses

Quarantine/analysis capacityQuarantine/analysis capacity

Management of cases with detected residues Management of cases with detected residues 
exceeding exceeding MRLsMRLs

Costs associated with regulatory complianceCosts associated with regulatory compliance
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Impact Impact (Cont(Cont’’d)d)

Situations after May 29:Situations after May 29:
CaseCases increased of residues exceeding s increased of residues exceeding MRLsMRLs detected in detected in 
imported foods:imported foods:

Food imports from certain countries slowing down for fears of Food imports from certain countries slowing down for fears of 
possible detection of residues exceeding possible detection of residues exceeding MRLsMRLs

No excessive media coverage nor signs of increasing public No excessive media coverage nor signs of increasing public 
concerns so farconcerns so far

MayMay JuneJune

TotalTotal 8989 122122

Ag. ChemicalsAg. Chemicals 77 1313
Ministry of Health, Labor and WelfareMinistry of Health, Labor and Welfare

http://www.mhlw.go.jp/topics/yunyu/1http://www.mhlw.go.jp/topics/yunyu/1--4/0604.html4/0604.html

http://www.mhlw.go.jp/topics/yunyu/1-4/0604.html
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Implementation/Validation:Implementation/Validation: Role of Risk AssessmentRole of Risk Assessment

Positive list system: risk management introduced Positive list system: risk management introduced 
without a comprehensive risk assessment of each without a comprehensive risk assessment of each 
substance and its substance and its MRLsMRLs

Need to confirm validity and effectiveness Need to confirm validity and effectiveness 
of the positive list system of the positive list system 

as a regulatory measure to ensure food safety and as a regulatory measure to ensure food safety and 
human health protectionhuman health protection
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Step III. Exposure AssessmentStep III. Exposure Assessment

Step IV.  Risk CharacterizationStep IV.  Risk Characterization

Hazard AssessmentAssessment

Step I.  Hazard IdentificationStep I.  Hazard Identification

Step II. DoseStep II. Dose--Response AssessmentResponse Assessment

Framework of Risk AssessmentFramework of Risk Assessment
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Implementation/ValidationImplementation/Validation (Cont(Cont’’d)d)

Validation of the positive list system   Validation of the positive list system   
FSCFSC is charged to conduct hazard evaluation of individual is charged to conduct hazard evaluation of individual 
substances with provisional substances with provisional MRLsMRLs:: 758758 substances to review substances to review 
in about 5 yearsin about 5 years::

MHLW needs to improve and refine consumer exposure MHLW needs to improve and refine consumer exposure 
estimationestimation

Residue databaseResidue database
Food intake databaseFood intake database
Application of mathematical models (?)Application of mathematical models (?)

PesticidePesticide 516516

Veterinary DrugVeterinary Drug 192192

Feed AdditiveFeed Additive 33

Pesticide/Veterinary DrugPesticide/Veterinary Drug 3131

Veterinary Drug/Feed AdditiveVeterinary Drug/Feed Additive 1515

Pesticide/Feed AdditivePesticide/Feed Additive 11
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Implementation/ValidationImplementation/Validation (Cont(Cont’’d)d)

ScienceScience--based risk assessment is a key:based risk assessment is a key:

To confirm validity of the provisional MRLs and the uniform To confirm validity of the provisional MRLs and the uniform 
limitlimit
To realize proper implementation of the positive list system To realize proper implementation of the positive list system 
to ensure health protection of the consumers as well as to to ensure health protection of the consumers as well as to 
prevent foods unnecessarily being discarded due to detection prevent foods unnecessarily being discarded due to detection 
of residues exceeding of residues exceeding MRLsMRLs

Assessment of socioAssessment of socio--economic impacteconomic impact

Considerations on possible risk tradeConsiderations on possible risk trade--off: off: 

e.g. balance between quantity and qualitye.g. balance between quantity and quality
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Challenge: Challenge: Global ContributionGlobal Contribution

Global communication of the hazard evaluation of Global communication of the hazard evaluation of 
758 substances758 substances

To accelerate reTo accelerate re--evaluation of existing agricultural chemicals evaluation of existing agricultural chemicals 
globallyglobally
To contribute to the global harmonization of the guidelines/ To contribute to the global harmonization of the guidelines/ 
methods/criteria for evaluation of agricultural chemicalsmethods/criteria for evaluation of agricultural chemicals

Global communication of the residue analyses of Global communication of the residue analyses of 
foods imported to Japanfoods imported to Japan

To ensure To ensure Good Agricultural Practice (GAP)Good Agricultural Practice (GAP) and improve food and improve food 
quality globallyquality globally
To provide information/alerts on possible sources of residues To provide information/alerts on possible sources of residues 
other than agricultural chemicals used for plant protection, e.gother than agricultural chemicals used for plant protection, e.g. . 
use during storage/transport, environmental contaminants, etc.use during storage/transport, environmental contaminants, etc.
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ChallengeChallenge (Cont(Cont’’d)d)

Residues Residues 
Exceeding Exceeding 

MRLsMRLs

Good Good 
Agricultural Agricultural 

PracticePractice

Improved Improved 
Global Food Global Food 

QualityQuality

Global Food ProductionGlobal Food Production
Positive List System in JapanPositive List System in Japan

FoodFood
Processing Processing 

in Japanin Japan
Food Food 

Consumption Consumption 
in Japanin Japan

Good Good 
Agricultural Agricultural 

PracticePractice
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ChallengeChallenge (Cont(Cont’’d)d)

Success through:Success through:

ScienceScience--based risk assessmentbased risk assessment

Effective risk managementEffective risk management

Global information sharing and risk communicationGlobal information sharing and risk communication

To improve food quality To improve food quality 

and protect human health globallyand protect human health globally

Residues Residues 
Exceeding Exceeding 

MRLsMRLs

Good Good 
Agricultural Agricultural 

PracticePractice

Improved Improved 
Global Food Global Food 

QualityQuality

Global Food ProductionGlobal Food Production
Positive List System in JapanPositive List System in Japan

FoodFood
Processing Processing 

in Japanin Japan
Food Food 

Consumption Consumption 
in Japanin Japan

Good Good 
Agricultural Agricultural 

PracticePractice
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