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Pharmaceutical 
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!Dietary life Safety 
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!Pharmaceutical 
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Quality Management 
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!Medical Device 
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!Medical Device 
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!Pesticide and Verterinary Drug Residues 

Division 

!Food Contaminants Division 

!Food Additives and Packages Division 

!Nutrition and Functional Food Research Team 

!New Hazard Substances Team 

Food Safety Evaluation 

Department
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!Pharmaceutical Standardization Division 

!Cardiovascular and Neurology Products Division 
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Medical Device Evaluation 
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!Biologic Research Division 

!Advanced Therapy Products Research Division 

!Herbal Medicine Research Division 

!Cosmetics Research Team 

!Medical Device Research Division 

!Radiation Safety Division 

Pharmaceutical and 

medical Device Research 

Department 
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!Toxicological screening and Testing 
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!Pharmacological Research Division 

!Clinical Research Division 

!Advanced Analysis Team 

!Laboratory animal Resources Division 

Toxicological 

Evaluation and 

Research Department
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KFDA

MFDS

(OSong)

Seoul!Regional

KFDA

Daegu Regional
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KFDA

Busan Regional

KFDA

Daejeon Regional
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Gwangju Regional
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Imported!food!
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Imported!food!
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Processing

of Livestock 

Products

Act

School

Meals

Act

Functional

Foods for 

Health Act

Liquor

Tax Act

Ginseng

Industry

Act

Agricultural

Products

Quality

Control Act

Salt

Management

Act

Management

of Drinking 

Water Act

Act on Special 

Measures for 

the Control of 

Public Health 

Crimes

Food

Safety

Basic Act

Food Sanitation Act
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Preventing   

adverse health effect 

caused by food

Promoting

Public health

Improving

quality of 

food & nutrition

Provide relevant 

information to 

Consumers
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Federal Food, Drug,
and Cosmetic Act 

(FFDCA)

Tolerance Established Product Registered

Food Quality Protection Act
of 1996 (FQPA)

Federal Insecticide, Fungicide,
and Rodenticide Act

(FIFRA)
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Pesticide
Registration

Improvement 
Act
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!!!! 180.619 Epoxiconazole; tolerances for residues.
(a)General . Tolerances are established for the residues of 

the fungicide epoxiconazole [( rel -1-[[(2R,3S)-3-(2-

chlorophenyl)-2-(4-fluorophenyl)oxiranyl]methyl]-1 H -

1,2,4-triazole]) in or on the following commodities:

Commodity Parts per Million

Banana* 0.5

Coffee* 0.05

*No U.S. Registration as of August 4, 2006
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Direct Contributions

Over $18 million 

� USDA-NIFA $11,000,000

USDA-ARS $  3,800,000

USDA-ARS/DoD $     250,000

USDA-FAS $     500,000

USDA-APHIS $     172,000

State Ag. Exp. Stations $     481,182

Grants from Industry $  1,100,000

� Indirect Contributions - At least $18 million
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The ICGCC Chairperson prepares crop group petitions 

(Chair Bill Barney – barney@aesop.rutgers.edu).

The ICGCC workgroup reviews and comments on the 

petitions. 

Finalized petitions are submitted to U.S. EPA.

Joint review by both U.S. and Canadian regulatory 

agencies.

Approval & publication. 
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Update on ASEAN EWG-MRLs 
and Work Sharing on Residue Study

Nuansri Tayaputch, Ph.D.

Chair, ASEAN EWG-MRLs

2013 International Symposium on Pesticide Residues 

Osong, Korea, November 7,2013

Crop production in ASEAN 

• ASEAN 10 member countries�: 

Brunei,Cambodia,Indonesia,Lao PDR, 

Malaysia,Myanmar, Philippines, Singapore, 

Thailand and Vietnam.

• Varieties of crops could be produced in the 

region, tropical fruits and vegetables are 

considered high value due to export 
demand.
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Pesticide application and problems 
from pesticide residues

• Heavy application of pesticides to high 
valued crops to avoid risk from pest attack

• Extensive monitorings in some ASEAN 
members revealed the residues in some 
fruits and vegetables exceeded Codex 
MRLs

• The problems encountered�were from un 
availability of Codex MRLs on many crops 
grown in the region

Problems (continued)

• Differences in accepting levels for Codex 
MRLs in different importing countries

• Agricultural produce that do not comply 

with import tolerance/MRL will be rejected 
or treated at LOQ
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Harmonization of ASEAN MRLs 
and  work procedures

• The Sectoral Working Group on Crops of 

the ASEAN Ministries of Agriculture and 

Forestry had set up the ASEAN 
EWG/MRLs�in 1996

• The objectives aim at obtaining regional 

cooperation to facilitate intra and extra 

ASEAN trade of agricultural commodities 

and to protect consumers’ health.

Harmonization (continued)

• Agreement had been made during the first 

meeting on procedure in establishing ASEAN 

MRLs, principle of  harmonization,priority of 

crop/pesticide combination,collation of GAP 

information

• The process of setting up ASEAN harmonized 

MRLs bases on scientific protocol and follows 

Codex procedure.
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Principles of Harmonization

• Pesticide proposed must be registered in any 
countries

• ASEAN MRLs could be adopted from Codex 
MRLs, if available and acceptable

• If Codex MRLs are not acceptable,modification 
has to be supported with residue data and/or 
dietary risk assessment

• If Codex MRLs are not available,establishment 
will follow Codex procedure using local residue 
trials and dietary risk assessment

Data requirement for ASEAN MRLs

• Residue data from supervised field trials in 

relation to national GAP

• Dietary exposure estimate, based on food 

consumption data and food chemical 

concentration, using different database for 

chronic exposure and acute exposure 
assessment
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Residue field trials requirements 

• A minimum�number of 3 trials are required 

in the region for tropical fruits and 

vegetables

• Trials must be conducted under worst 

case scenario or critical GAP,e.g.,max.no. 

of applications, highest rate,etc.

• In the case of increasing or decreasing of 
applicatio n rat e, the 25% rul e is al lowe d

Dietary risk assessment data

• 1.Chronic exposure assessment by comparing 
long-term dietary intake (TMDI,NTMDI) with 
the acceptable daily intake (ADI)

• Acute exposure assessment by comparing 
short-term dietary intake (IESTI, NESTI) with 
the acute reference dose (ARfD) 
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Extrapolation

• ASEAN MRLs established by extrapolation from 
one crop to similar crop with Codex 
MRL,e.g.,brassica vegetables to set MRL for 
cabbage, common beans to string bean, leek to 
garlic stem, etc.

• Extrapolation was made on case by case basis 
and consensus required for adoption

• Not many ASEAN MRLs were received from 
extrapolation due to lack of  information on�crop 
grouping and representative crops in the region

Current Status of ASEAN MRLs 

• Until 2012, 858 ASEAN MRLs have been 
established, involving 69 pesticides. Among 
these, 57 MRLs were deleted leaving 801 MRLs 
in the active list 

• Starting from 2008, data generated by ASEAN 
members such as Thailand, Indonesia, Malaysia 
and Singapore could be submitted for 
establishing 38 MRLs (4.7%) 

• All MRLs are subjected to be implemented as 
national MRLs by all member countries. 
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ASEAN needs 

• Capability building in providing residue data from field 
trials and performing dietary risk assessment are 
required for creating more ASEAN MRLs

• Development of global crop grouping and representative 
crops to facilitate extrapolation from major crops to 
specialty crops to save cost and resources

• Data sharing among ASEAN members for generating  
local residue data to reduce the cost and enhance 
regional cooperation

• Database on national food consumption 

• Laboratory training on multi-residues analysis

ASEAN Collaboration/Work Sharing 

under the Project of ASEAN-EWG/ WTO-STDF/
USDA-IR4

Title-ASEAN   Pesticide Residue Data Generation 

Project : Strengthening regional capacity to meet pesticides

export requirements based on international standards.

Malaysia/Singapore               - pyriproxyfen/mango

Indonesia                               - azoxystrobin/dragon fruit 

Thailand (DOA/Central Lab)  - spinetoram/mango

Philippines                             - chlorantraniliprole/pineapple
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Conclusion:

The ASEAN initiation and intensification of 

collaboration in generating residue data on 

minor crops will bring great benefits to the 

region. Future of such collaboration should 

be extended to other regions in Asia to  

gain more achievement in setting more 
MRLs for minor crops. 

Thank you for your attention
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• Regulating the use of all pesticides registration

• Establishing Pre-Harvest Interval(PHI)  of  pesticide uses for 
growing crops

• Protecting against unreasonable adverse ecological effects from 
pesticides use

• Encouraging and promoting introduction and use of safer pest 
management chemicals and practices.
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