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Glossary

Glossary of terms

Acceptabledaily intake (ADI)

The ADI is theestimate of a chemical in food or drinkimgater that can be ingested over a-tifee
without appreciable health risks to the consumer. It is denwetthe basis of all the known facts at the
time of theevaluation. It iexpressed imilligramsof the chemicaper kilogram of bodyweight

Acute referencedose (ARfD)

The ARID is an estimate of the maximum amount of a substance in food or drinking water, expressed
as milligrams per kilogram dfody-weightthat can be ingested mperiod of 24 hours or leggthout
appreciable health risk to the consumer, on the basis of all the knownafatiie time of the
evaluation.

Authoriz ed use

Authorized use refers to the safe use of a pesticide baspdn a use patterdetermined athe
domesticlevel. It includes domesticallyapprovedregistered or recommended uses, which take into
account public and occupational health and environmental safety considérations

Codex Alimentarius Commission

The Codex Alimentarius Commissio(CAC), established by FAO and WHO in 196&@evelops
harmonised international food standards, guidelines and codes of practice to protect the health of the
consumers and ensure fair practices in food trade. The Commissigoratsotes coordination of all

food standards work undertaken by international governmental angdavennmental organizations

Visit the Codex Alimentariusvebsitefor more information

Codex MRL

Codex MRLsareprimarily intended to apply in international trade, are derived from estimations made
by FAO/WHO expert committeesuch asthe Joint FAO/WHO Meeting on Pesticide Residues
(JMPR and the Joint FAO/WHO Expert Committee on Food Additive3eCFA. The JMPR
recommends maximum residue levels for consideration by Cdd#eawing a toxicological
assessment of the pesticide and its residageview of residue dataflecting domesticauthorised
uses; and dietary intake risk assessmenisdicate that foods complying with Codex MRLs are safe
for human consumption.

Definition of the residue

For each pesticide used on food or feed commodities, regulatory authorities need to choose which
residue(s) will be used for i) dietary risk assessmentiigqrstting and enforcing tolerances/MRLSs.

The Odefinition of the residueO or the Oresidue definitionO refers to those residues chosen for these two
regulatory purposés

! FAO Manual on the submission and evaluation of pesticide residues data for the estimation of maximutevekidoe
food and feed. FAO 2015

2 0ECD (2009), OECD Environmental Health and Safety Publications Series on Testidagsasdment Number 63 and
Series on Pesticides Number 31: Guidance Document on the DefofitResidue (as revised in 2009)
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Definition of residues (for compliance with MRLSs)

The definition of a residue (for ompliance with MRLS) is that combination of the pesticide and its
metabolites, derivatives and related compounds to which the MRL applies

Definition of residues (for estimation of dietary intake)

The definition of a residue (for estimation of dietaryak#) is that combination of the pesticide and its
metabolites, impurities and degradation produaftdoxicological significance for risk assessment
purposesaind HRapply.

Domestic MRL
A domestic MRL refers to a standard established atitineesticeconomy level.

Dietary exposure assessment

A dietary exposure assessment is the process of estimating how much of a food chemical a population,
or population sub groupnay beexpodto from the diet ands usuallycompaedto a relevanhealth
basedguidance valuenternationally accepted Odietary modellingd techragaesailabléo conduct
suchdietary exposure assessments. Dietary exposure to (or intake of) food chemicals is estimated by
combining food consumption data with food chemical conme¢ioh dataVisit the WHO GEMS/food
websitefor generainformationand/ortemplatedor dietary exposure assessments

Food Group/Crop Group

A collection of food&rops subject to MRLsthat have similar characteristicqfor exampleStone
fruits) and similar potential for residue for which a common group MRL can beTket Codex
classification of food and animal feed commoditiEscribe thevariousfood grou monng in trade
and lists commodities included in each grbuphe commodities included within food groups may
differ betweenCodex andAPEC economylatabases.

Good Agricultural Practice

Good agricultural practice in the use of pesticides (GAP) includeddheesticallyauthorized safe

uses of pesticides under actual conditions necessary for effective pest, disease or weed control. It
encompasses a range of levels of pesticide applicatipris the highest authorized use, applied in a
manner which leaves a residue which is the smallest amount practicable.

Authorized safe uses are determined atdbmesticlevel and include registered or recommended
uses, which take into account public amtupational health and environmental safety considerations
Actual conditions include any stage in the production, storage, transport, distribution of food
commodites and animal feed.

Health Based Guidance ValugHBGV)

Health based guidance values, such as an acceptable daily intake (ADI) or acute reference dose
(ARfD), are levels of human exposure considered to be without appreciable health risk.

3 JMPR Report 1995, 2.8.1.

* Codex (Codex Alimentarius Commission) 2006. Joint FAO/WHO Food Standards Programme. Codex Classification of
Foods and animal Feeds. Food and Agriculture Organization of the United Nations World Health Organization. Draft revion
1, 2006.

® http://www.fao.org/waicent/faostat/PeResidue/pese.htm
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Highestresidue (HR)

The highest residuef a pesticide and its metabolites, impurities and degradation pradaolketded in
the definition of the residue for dietary intalexpressed amg/kg found in a commodityfrom a
supervised trial that results from using the chemical accordinawimun Good Agricultural
Practice (GAP)Where the residue definitions for dietary intake estimation and for Jethithpliance
are the samehe MRL is usually based on this figure.

HR-P

The HRP is the residue in a processed commodity calculbyedultiplying the highest
residuein the raw agricultural commodity and the corresponding processing ,fazoh
based on the residue defiait for dietary risk assessment.

Intern ational Dietary Exposure Assessmemn (IDEA)

An international Dietary Exposures8essmer(iDEA), in this document, refers to the quantitative
evaluation undertakeatt an international level by the JMRIRthe chronic [EDI) and where relevant,
acute (ESTI) exposures of a chemical when compared to relevant health based guidance values.

International estimated daily intake (IEDI)

The IEDI is a prediction of the loagrm daily intake of a pesticide residue on the basis of the
assumptions of average daily food consumption per person and median residues from supervised trials,
allowing forresidues in the edible portion of a commodity and including residue components defined
by the JMPR for estimation of dietary intake. Changes in residue levels resulting from preparation,
cooking, or commercial processing are included. When informatiowasahle, dietary intake of
resi(gues resulting from other sources should be included. The IEDI is expassagercentage of the

ADI".

International estimated short-term intake (IESTI)

The IESTI isa prediction of the sheterm intake of a pesticide residue on the basis of the
assumptions of high daily food consumption per person and highest residues from supervised trials,
allowing for residues in the edible portion of a commodity and includisigwe components defined

by the JMPR for estimation of dietary intake. The IESTI is expressed in milligrams of residue per kg
body weight.

Note: IESTI has been used as an acronym for Ointernational estimatedeshoinbtakeO and
Ointernational estimatéd shortterm intakeO. Both are intended to have the same meaning.

Joint FAO/WHO meeting onpesticideresidues (JMPR)

The "Joint Meeting on Pesticide Residues" (JMPR) is an erpehbcbody administered jointly by
Food andAgriculture OrganiationandWorld Health Qganisation. TheJMPR has met annually since
1963 to conduct scientific evaluations of pesticide residues in food.

It provides advice on the acceptable levels of pesticide residueteinationally tradedood. The
JMPR consists of expertgho attend as independent internationaigognized specialists aug in a
personal capacity and not as representatives of national governiisitt$he Food aml Agriculture
Organisation of the United Natiomsebsitefor more information.

S WHO (1997) Guidelines for predicting dietary intake of pesticide residues. 2nd Revised Edition, GEMS/Food Document
WHO/FSF/FOS/97.7, Geneva
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Limit of determination (LOD)

The LOD is the lowest concentration of a pesticide residue or contaminant that can be identified and
quantitatively measured in a specified foadricultural commodity or animal feed with an acceptable
degree of certainty by a regulatory method of analysis. (Codex Alimentarius, Vol. 2A)

Explanatory noteLOD has also been used as an abbreviation for Olimit of detection,O which may be
confusing. JMPR has now adopted LOBsee the following definition

Limit of quantification (LOQ)

The LOQ is the smallest concentration of the analyte that can be quantified. It is commonly defined as
the minimum concentration of analyte in the test sample that can be determined with acceptable
precision (repeatability) and accuracy under the statedlitons of the testReference:Joint
FAO/IAEA Expert Consultation on OPractical Procedures to Validate Method Performance of Analysis
of Pesticide and Veterinary Drug Residues, and Trace Organic Contaminants in FoodO (Hdrgary, 8
Nov, 1999). Annex 5, Bssary of Termswww.iaea.org/trc/pesga_val3.htm

Explanatory noteQLimit of quantification® and Olimit of quantitationd are used synonymously and are
abbreviated to LOQ. The FAO Panel estimates LOQ of an analytical method for residues in
specified substrates as being the lowest level where satisfactory recoveries were achieved. JMPR has
used LOD (limit of determination) in the past with the same meaning as LOQ

Maximum residue limit (MRL)

A Maximum Residue Limit (MRL) is the maximum concentration of a pesticide residue legally
permissible in or in food commodities and animal feeds. MRLs are bagpabdragricultural practice
(GAP) data and foods derived from commodities that comply withiebgective MRLs are intended
to be toxicologically acceptable.

National Dietary Exposure Assessmerd (NDEA)?

A National Dietary Exposure gsessment (NDEA), in this document, refers to the quantitative
evaluation undertaken by an economy of the chrMieDI) and where relevantcute (NESTI)
exposures of a chemical when compared to relevant health based guidance values.

National estimate of dietary intake (NEDI)

A national estimate of dietary intake (NEOOr a chemicalcalculated across the populatioh an
economyfor all food commoditieswith a MRL for that chemical The estimatel dietary exposure
derived from theNEDI is compared to theelevantADI in order to determine whethdong term
exposureto the chemicals likely to be a risk to public health and safeBesidues used in the
calculation are based on the risk assessment residue definition.

National estimate of short-term intake (NESTI)

A national estimate of shetérm intake (NESTIfor a chemicakalculatedfor high consumers, ofna
economy of afood commoditythat ha a MRL and an ARfD It determines short term exposure over

one meal or one dajEstimatedexposures calculated for each foocommaodityseparately ang not
summed across all foods. The estimated dietary exposure is compared to the ARfD in order to

7Ti]e term axirpum Residue Limifor cropsis the same athe termOMaximum Residue LevelsO in the European Union

or OTolerancesO in the United States

8 The term national, rather than domestic, is used with regards to dietary exposure assessments reflecting currentlinternationa
terminobgy.
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determine whetheshort termexposures are likely to be a risk to public health and saRstgidues
used in the calculation are based on the risk assessmengerdsiihition.

Pesticide

Pesticidemeans anyhemicalsubstance intended for preventing, destroyattracting, repelling, or
controlling any pest including unwanted specieplahts or animals during the production, storage,
transport, distribution anprocessing of food, agricultural commodities, or animal feeds or which may
be administered to animals for the control of ectoparasites. Thdrneludes substances intended for
use as a plant growth regulator, defoliadgsiccant, fruit thinning agenty gprouting inhibitor and
substances appligd crops either before or after harvest to protect the commodity dedarioration
during storage and transpoih this Guideline the term excludedertilizers, plant and animal
nutrients, food additives, dranimal drugs.

Pesticide Residue

Pesticide Residuemeans any specified substance in food, agricultural commodities, or animal feed
resulting from the use of a pesticide. The term includes any derivatives of a pesticide, such as
conversion productsnetabolites, reaction products, and impurities considered to be of toxicological
significance.

Processing factor

The processing factofor a specific pesticide residue, commodity and food proasss,
calculated by dividing the residue level in the proedgsroduct by the residue level in the
the raw commodity before processing.

Supervisedtrial medianresidue (STMR)

The expected residue level (expressed as mg/kg) in the edible portion of a food commodity when a
pesticide has been used according taximam GAP conditions. The STMR is estimated as the
median of the residue values (one from each trial) from supervised trials conducted according to
maximum GAP conditions.

STMR-P

Supervised trials median residue in a processed commodity calculated by multiplying theiSTHdR
raw commodity by the corresponding processing faegtach based on the residue defmtfor
dietary risk assessment.
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SECTION 1

1.1 Introduction

Eacheconomyin the APEC region has developed its own regulatory system aimed at proteieéing
environment, public and consumieealth, resulting in significant diversity negulatorypolicies and
approachesowardspesticideMaximum ResidueLimit (MRL) setting, compliance and recognition
Trade in food, across the APEC region, can be severely disrupted whetomphance with
importing economystandardsoccurs. Sucimon-compliancecan be due toMRL disparities arising
eitherfrom MRLs based omliffering use pattern§GAPY or the absence of a MRL in an importing
economy Dealing with such breaches can be problematic, particularly wvihere may beo public
healthconcerns over potential dietary expos(fomd safety)

To assistin minimising such discrepancieand facilitate tradewhile continuing toprotect human
health frompotential pesticideisks,the APEC Bod Safety CooperationForum has developedthis
guidance document cappioaches to achieve alignment MRLs for pesticides within APECThe
primary benefit ofthis guidanceas the development of a ewvergentregulatory approachhased on
agreedprinciples that would alloweconomiesto balance their regulatory needs with the goal of
facilitating trade.Other imprtant benefits include providing communication emt$ with relevant

APEC economy practitioners and increased opportunities for cooperation, collaboration and work
sharing.

Codexstandard forMRLs

Codexstandardsare identified in the WTOOs SPS Agreenas international standards upon which
Members can harmonise their sanitary measures to the extent possible in order to facilitate the
international trade of safe food. Currently, most APEC economies incorporate or recognise Codex
MRLs to some extent wiin their MRL standards. Some economies automatically recognise Codex
MRLs in their standards (by referencalthough generally this recognition only applies ifdmmestic

MRL exists. In other economies, Codex MRLs can be considered (where approptiate) tive
promulgation ofdomesticMRLs is under consideration t¢iney are recognisedas informal reference
standards for imported foodn many cases the methodology that underpins Codex standards is
appliedin the development afomesticMRLs in APEC ecoamies

MRL-setting

The MRL-setting systems in many APEC economies follow a Opositive listO approach, where the
legislation specifies that when there is dmmesticMRL (and in some economies, no Codex MRL)

for a pesticidgfood combination, residues must be either Ozero® (not detectable or not measurable),
below a specified default limit (generally 0.01 mg/kg) or below the concentration of dietary intake
concerr’. In economieshat do not use a positive list approach, Codex MRLs (and in some cases
exportingeconomyMRLS) are often used as reference standards when deciding on the acceptance of
imported food tested and found to contain residues not covered in theiatiegi.

This guidance document seeks to provide a framework within which science based standards can be
developed andpplieduniformly andtransparenthacross APEC economies

° Differing GAP can result from differing pest/disease complexes, and differing public and occupational health and
environmental considerations at the domestic level.
19 Below the relevant ADI or ARfD andnlikely to present a public health concern
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1.2 Purpose

This Guiddine is intended tdacilitate a greater degree of clarity amtignmentaround theapplication
of assessment methodologi@esolved in consideringimport MRL requestsfrom the perspective of
consumer protectionacross the APEC region. The aim being rtot only increase consumer
confidence in the MRL setting procesdut where practical and appropriatelso achievegreater
regulatory convergence of MRLpromoing greateralignment with international standardshile
reducing the regulatory burden across APEC econoamdfacilitatingtrade

12 Scope

In the context that APEC agreements moe-binding on APEC economigthis Guiddine is meantto
be usedon a voluntary basisas an aid for APEC economieswhen considering the alignment of
domestic pesticide MRLs of plant protectionproducts with relevant international or regional
standardge.g., CodexASEAN MRLS) or an exportingecononies MRLs. The overallobjective is to
provide acoherentframework within which APEC economies can identify the minimum dataset
the extent necsary”, upon which toassess a request foesticideimport MRLs where health based
guidance value$¢ADI and ARfD), authorised use patterns and MRLs have been establisitesr
internationally or in the exporting economy

The Guiddine is intended toalso create opportunities to share relevant residue trial data and
information across the APEC regicrhis Guiddine provides an outline 6 the procesesthat could be
followed whenevaluatingMRL alignment.This Guidelineis not intended to cover pestieis that are
banned or restricted in the importing economy.

13 How do | use thisguideline?

The Guiddine is intended to ba reference toolSection 2 provides information on timaport MRL
assessmemrocess and Section 3 details thee ofinformationthat may beequired to enable dietary
risk assessments to be undertaken

Further details on the proceand information that could be required tmnsideran import MRL
requests provided inSection 3andAttachment 1 outlines thefactorsthatmay need to be addressed.
Attachment 2 providesdetaiked scenarios showing the type of information that could be submitted in
under differing situations and potential outcomes based on the information provided

" The minimum dataset required by an importing economyOs authorising agency to fulfil its statutory requirements in
undertaking a NDEA

10
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Section 2 Import MRL process

2.1 What is apesticidel mport MRL request?

Essentially a pesticidemport MRL requesis seeking approval from the importing economy to allow
the importation of goods that may contain pesticide residues at atfetel not covered in their
domestic standard§henature of the requestsill vary, with an importing economaskedto accept

or adopteither aCodexor exporting economyIRL or amendther domestic standarde align with
eitherinternationallyestablishedCodexMRLs, regional (e.g. ASEANMRLS or thoseof the trading
partnerfor apesticidécommodity combination

If approved, he import MRL may apply to commodities imported from other economies, as provided
by domesticregulation. These are sometimes referrecettheras Oimport MRIG or import tolerances

or any other form of MRL for food import control purpo¥eSuchrequess shouldcontain specific
information to enabléhe importingeconomyto undertake anrequiredassessens.

Prior to submission, discussions should be Hedtlveen the proponéntof the request anthe
relevantimporting economyauthority to clarify the brm, minimum informationrequirrmentsand
regulatory processeso enable an impoMRL to be established’he nature and type of information
required may vary depending upon whether or not a Codex MRL exists for the particular
commoditypesticidefor which an importMRL is requested. In the absence of a JMPR assessment
and Codex MRL.agreementill be neededon the sourcend derivationof alternativevalues i.e.,

their currency and methodological bd$jsand other additional informationthat the importing
economyagency may require.

This could includeagreement otthe submission languagelarification ofwhat is required to verify
authorisedGAP, e.g., approved laba@r otherauthorisation the quality of data upon which the
requested MRL is bas| and the source of health based guideline valaags, ADI or ARfD,in the
absence oimporting economy o0dMPR established values

The request shouldhen contain information supportingthe requestedMRL. This should include
information on theaelevant authorised use patteire( GAP), the applicable MRL, and the relevant
health based guidance valwbere necessanAdditional information on th@esticideandcommaodity
may be required such agsmmary information derived from supporting supsedi residue trials, e.g.,
STMR and HR values and if pertinent STMRand HRP valuedollowing processing

Finally, to ensure transparencyhenan import MRL requesis approved the importingconomyOs
relevant authority should seek to inform other economigbe decision vidhe notification pursuant
to the WTO SPS Agreement

25uch as provisional MRLs or temporary MRLs

13 An import MRL request could originate from a variety of sources, e.g., meotial enterprise or an exporting economy.
Such requests may be submitted through the competent authority of the exporting economy. However, this should not
prevent a commercial enterprise from making a request and if required, it should be agreedthpaaléyant agencies of
the importing and exporting economies.

4 That the alternative values to be applied, and their derivation, are consistent with currently accepted risk analysis
principles

11
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22 Overview of the import MRL proposal process

An overview of themport MRL process is outlined iffable 1 andFigures 1 and 2 Proposals are
from anexportingeconomyseeking recognitionr adoptionof either Codex MRLs or alignment with
the exporting economyMRLs, where no bilateral trade accord existghere appropriatéand if
required,with the agreement of the importirmgnd exportingegconomyagendes), proposals may also
be prepared byommercial entities includingxporters,importers, producer groups or pesticide
registrants/manufacturers

The first step in the proposal procdssthe notification of anintention to submit a request to the
relevantimporting economyagency prior to the formal submissio.he naotification shouldcontain
details of the scope of the proposal, igngle commoditypesticidés). Following consultatiomnd
agreement on data requiremenke timing for the submission asdbsequerassessment timeframes
can beagreed

Table 10verall procesdor reviewing MRLadoptiorirecognitionrequests

Process

Pre-Proposal

* Impotting economyauthority notified.
o Natification to contain information on the scope of flannedproposal i.e., new
MRL(s) or amended MRL(s) fahe pesticidand commodities involved.
o The purposes for the importing economto provide information on itapplication
pathway data requiementsandto confirm assessment timeframes

Proposal submission

* Agreedcontent ofreview information provided (refer to Figwd and 2 depending upor
whether
0 Codex MRLestablished butiot recognisedFigure 1)or
0 No Codex MRL establishear lower domestic MRI(Figure 2)

Prior tothe assessment, is anticipated thatach request would undergo preliminary screenin
ensure that the requestpesticide MRLis appropriate and thdiasic criteriahave been mét to
complete an assessment

Conduct assessment

* Reviewinformation providedrefer to Figure1 and J
o Formal assessment of data
I Required dietary risk assessments, &N&DI andor NESTIl assessmest
* Prepare assessment summary and any related supporting documents

Agency/Governmentalconsideratiors

Completion of relevant internal governmental procedural steps with regards to the asst
outcomeandor ratification.

Assessment Outcome

* Supportive or not supportive

15 Basic criteria includesData presented ithe agreedanguagethe commaodity is for human consumptidghe commodity

is described in the Codex Classification for Food and Animal Fesmud all essential information, e.g., evidence of
authorised use, internationally recognideehlth based guidance valuesy., JMPR, tosupport the request has been
provided

12
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* Response to requésg economy
* If supportiveprepare formal notification of decision
* Prepareotification pursuant to WTO SPS Agreement

Scenario 1: Codex MRL establishéat the requested pesticidecommodity combinationvhere no
importing APEC economy MRL and no bilateral trade accords dxiftgeen economies

Pesticide import MRL process initiated

Y

Codex MRL(s)

Codex MRL, evidence of
authorised use and IDEA meets

importing economy
requirgments
r—
Nature and source of v If mzortin;économy . A 4
data .
assessmentaccording to ’ Recognise/Adopt
} national regulations Codex MRL(s)
_V/ Importing economy
Provision of data r | National Dietary Exposure
(STMR, HR, GAP) Assessments
IMPR ADI & ARTD [ Assessmentacceptable,ie.
belowHBGVs?
IfNo T IfYes
Decline or Establish alternate Adopt/Recognise Codex MRL or
numerical value(s) establish a MRL harmonised with Codex

e.g., ator below LoQ, or
establish ‘Other foods’ MRL

Figurel  Outlineofindicativeimport MRLassessment process

Figure 1 outlineghree potential pathwayg$or an import MRL requestbased on an existinGodex

MRL andInternational Dietary EposureAssessmestin whichestimates of exposuare considered
unlikely to pose a public health concefithe firstis where an importing economy can recognise or
adopt the Codex MRLThe second and third where the importing economy undertakes a National
Dietary Exposure Assessmeimt which it is either concluded that the estimates of exposure are
acceptable, i.ehelow kealth based guidance values amdikely to pose a public health conceor

not acceptable. The former resulting in the recognition or adoption of the Codex Nk thve latter
could result in either the request beingldeed or a lower protective MRIbeing establishetly the
importing economy.

13
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Scenario 2:Where NO Codex MRLhas beerestablishedand noMRL exists in the importin{
economyor thedomestic MRLis lower

No domestic or lower domestic MRL

assessment

Provision of data Importing econ.omy
(STMR, HR, GAP) ; undertakes risk

Nature and source of
required data agreed

National Dietary Exposure ‘
Assessments

Assessmentacceptable,i.e., ‘

» Source of ADI & ARfD agreed ‘ ‘ below HBGVs? '
If No - If Yes
Decline or establish Establish MRL proposed by
alternate the exporting economy

numerical value where no
domestic MRL

e.g., ator below LoQ, or
establish ‘Other foods” MRL

Figure2  Outlineofimport MRLassessment proceatere there is no Codex MRL

Key issues for the importingconomyin the assessment ohport MRL requests are #i residues do
not pose a potential public health concern and are the resw@pmbved use in the exporting
economy.

Figure2 outlines the potential pathways for an import MRL requéstre there is nexisting Codex
MRL and there is either a lower or no MRL in the importing economy. In this scenario it is
anticipated that the retant agency of the importing economy would undertake a dietary exposure
assessment. This would require agreement on the naturkevel of detailand source of the data to

be submitted Following the completion of the Nationdbietary Exposure Assessmis i the
estimates of exposure are considered unlikely to pose a public health ¢aecdrelowhealth based
guidance values, thienporting economy can recognise or adopt the MRRhposed by the exporting
economy However, shouldt be concluded thabased orthe estimates of exposutke importing
economy cannot be satisfied that residues would not pose a public health dbecerquestould
either bedeclined or a lower protective MRastablishedn the absence of a domestic MRL

Other aspects
All requestshouldbereviewedto ensure that they are reaughtby more tharone requestemoting
that requests for the sanpesticidécommodity combination may bsubmittedby more than one

® However, the compound could be approved for use in other crops
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Import MRL process

requestorimport economies should inform trading partnerslofnges to their regulations through
the WTOnotification procedureand publishedn their domestic list of regulations.

Shouldmore tharonerequestbe receivedfor the same commodityn the absence of a Codex MRL

and different MRLs are requested,hte highest MRLshould beconsidered first, pending outcomes
from the National Dietary Exposure Assessme(MIDEA), i.e., the NEDI andvhere required, the
NESTI. If requests for the sanpesticideMRL are receivedor both a foodCrop group® and an
individual food that sits within # broader food group, therop group MRL requestshould be
consideredirst. If the NDEA for the crop group is found to be unacceptable, then the assessment of
the individual commodity should be undertaken. If #ssessment of threquestedrop groupMRL

is acceptable the NDEA for the individummmodity will be unnecessdry

Examples:

Import MRL request may be received for the sarmpesticidefor Grapes for the Small fruit, vine
climbingsub groupandfor the largeBerries and other small frutommodity groupln this instance
the request foBerries and other small fruitommodity groupwould be considered in the first
instance, pending outcomes from tHBEA.

Where requests are received foultiple individual commodities within a food grolipthe importing
economy can consider the whole food group at the highest MRL requested, pending outcomes from
the dietary risk assessment.

Example:

Individual requests received for the following comntiedi and MRLs: Blackberries 2ng/kg

Cranberry 1.8mg/kg Currants, black, red 1.8&ng/kg Grapes 2mg/kg Raspberries, red, blagk

1 mg/kg Strawberry 2.5ng/kg

* The importing economy authority coubnsider the food grouBerries and other small fruitat
2.5mg/kg, pending outcomes from the dietary modelling.

When a request is considered fadoption orrecognition of an Import MRL and all required
information has been submittethe requestoshould be formally notified the request has been
acceptedfor further consideratich. The NDEA then determineswhether in the context of the
importing economyQdiet, consuming residues of tpesticideon specific food productss likely to
bewithin relevanthealthbasedguidancevalue$’. Only MRL requests thtresult in estimated dietary
exposures to thpesticidebelow the relevarguidance values can becepted.

If the importingeconomyfood consumption datis coveredwithin the relevant GEM%ood cluster
diet, then a NDEA may not be required, as thePRMDEA, supporting the Codex MRL, has
concluded thaintake is unlikely to present a public health concétowever, such an approach may
be inconsistentwith the importing economyQOs lehitve rules e.g., the importing economy
competent authority maype required to undertake its own assessmAido, if the importing
economiedliet is not coverewithin the GEMS Food clusterthe importing economy can condiitst
own NDEA.

Y Details are provided in AttachmentBlements.

18 Cropgroups are described ihe Codex Classification of Foods and Animal Feeds

19 see Section 3.3 OThe Requested Commodity® for more details

DGroupingsas elaboratedither inthe Codex Classificatiofor Food and Animal Feeds or as applied by the importing
economy. Whichever approach is followed it is anticipated would be at the idisa&the importing economy.

% Requestors wuld only be informed about ehrequests they have submitted

2 Details are provided in AttachmentBlement2.
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Import MRL process

If the NDEASs for a givenpesticideexceed the relevaritealth based guahcevalues the importing
economymay inform the requestor/sf this outcomeprior to finalisationto explore whether further
refinement of the assessment is poséibBuch refinementfor examplecould occur through the
consideration of an alternative GAP.

Following the completion of the assessment and any internal governmental procedural/regulatory
steps, the importingconomywould thennotify the requestoof the final review outcomaVhere an
amendment to or establishment of a domestic MRL is proposed the impectngmys relevant
authority should seek to inform other economies of the decision via WTO notifications.

2 Details are provided in AttachmentBlements.
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Information requirements

Section 3Information that may be required to support a request

This section describeshe spectrum ofinformation that may berequired when seeking the
establishment admport MRL. (See the application outline Attachment 2)

Section 3 questions (a)o (n) give guidance oand match the categories of informatibiatcould be
required to suppod MRL adoptionor recognitiorrequest

Requestors should note thidte full rangeinformation may not be required initiallybut may be
requested during thassessmentnability to provide necessary information may result in a request
being declinedHowever, ejection does not preclude a requestor frortodging the requestor
considerationn the future should additional information become available

Note:
Information may be requestéal clarify the request dor NDEA purposes, such dsthe NDEAs need
refinement.

The request and supporting information must be presentetieinagreed languageSupporting
information written in another language should be accompanied by a full translation if the information
is highly relevant@ the request.

3.1 Pre-Proposal notification
(a) Nature of the request

Summary information outliningesticidés) /commodty for which MRL(s) sought.
* s this requedteing maddor a single commodity ocrop group
* and the basis for MRLs sought, i.e., relevant Codex MRLs or expatiogomyMRLs

(b) Is this pesticidecurrently approved for use in the importingconomy (y/n)

If no approvalexistsfor the use of gesticidein an importingeconomybut internationally recognised
evaluations have been completed, e.g., IMPR, US EPA or EFSA, andbwsdth guidance values

have been established and are recognised by the impatimgomy import MRLs can still be
adopted or recognisetlVhere these guidance values are not recognised, a significant data package and
a more comprehensive assessment process magbieed;this latter situation is outside the scayfe

this guiceline document.The importing economy is encouraged to notify the receipt of such requests
through (normal processes/the WTO SPS Enquiry Point) to promote the exchange of scientific and
other relevant information.

3.2 Requested pesticide

(a) State the name of theesticideto be considerednot the trade name)
This informationshouldincludethe ISO common namand IUPAC equivalerf thepesticide
Where relevanthe residue definition(s) for both MRL compliance and dietary intake assessment
and their origincould be included For example, for spinetoram the residue definition for

compliance isSpinetoramwhile for dietary intakeSpinetoram and Nemethyl and NMormyl
metabolites of the major of the major spinetoram component
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Information requirements

(b) State the relevant éceptableDaily Intake (ADI) for this pesticide Include sourceof this
information

This information must be sourceitherthrough thamportingeconomydomesticregulator(in the

first instancewhere a value has been establisaédhe domestic levebr the Join FAO/WHO

meeting on Pesticide Residues (JMPRhere nodomesticor JIMPR value$as beerstablished
a valuesourced from an agency or authority recognised/nominated by the impedimpmy
should be providedThe key criteria will be the currency and tmedology employed in
establishing the health based guidance value

Useful links
JMPR: Inventory of evaluations performed by the JM&RI
JMPR Reports and evaluations

(c) Where required gte the relevant Aute Reference Dose (XD) for this pesticide(if available).
Include source of this informatin®

This information must be sourced eitfesm the relevanimporting economyregulator (in the
first instance where a value has been establishedjoor the Joint FAO/WHO meeting on
Pesticide Residues (JMPR). Where damesticor JMPR valueshas beerestablisheda value
sourcel from an internationally recognised regulatan be nominatédl The key criteria will be

thecurrencyand methodologgmployed in establishing the health based guidance values.

Useful links:

JMPR: Inventory of evaluations performed by the JM&RI

JMPR Reports and evaluations

Exampks

Example a) Name of the|b) Relevant ADI for this|c) Relevant ARfD for this

number?’ pesticide to be | pesticide Include source of this| pesticide (if available). Include

considered information (mg/kg bw) source of this information

(mg/kg bw)

1 Azoxystrobin 0-0.2 (JMPR) Unnecessary (JMPR)

2 Buprofezin 0-0.009 (JIMPR) 0.5 (JMPR)

3 Captan 0-0.1 (JMPR) 0.3 (JMPR)

4 Cyflufenamid 0-0.04 AUST) 0.1 (AUST)

5 Difenoconazole 0-0.01 JMPR) 0.3 (JMPR)

6 Fludioxonil 0-0.4 (JMPR Unnecessary (JMPR)

7 Propiconazole 0-0.07 JMPR) 0.3 (JMPR)

8 Spirotetramat 0-0.5 (JMPR) 1.0 (JMPR)

%4 That the values to be applied, and their derivation, are consistent with currently accepted risk analysis principles
% Where shorterm dietary risk assessments are undertaken by the importing economy
% The acceptance of an alternative source of heaftechguidance values would be at the discretion of the importing

economy

2" Examples 1, 2 and 3 are consistent through sectiorB3&
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Information requirements

3.3 Requested commodity

(d) State the name of the requested commodityfood group as described by Codex domestic
nomenclature

All requested commoditieshouldbe described busingeitherthe standardomesticnomenclaturer

the Codex ClassificatioWwhere commodity names diffeihe equivalentCodex name should also be
provided as a synonymiWhere requests are made for individual commodities the binomial name
shouldalsobe provided.

Useful links:
Requestors may refer tbe relevantCodexdocument/s when preparing their requétsis advised that
themost current up to date versiohthe Codex Classification be used.

« Codex Classication of Foods and Animal Fe&d
+ Codex Pesticide Residues in Food and Feed Commodity Catégories

(e) Include Codex Codéor commodity or food grouif relevan)

Examples:
d) Name of the requested commodity or food group, as described I} e) Codex Code for commodity or
Codex*® food group (if relevant)
Berries and other small fruit FB 0018
Small fruit vine climbing FB 2008
Grapes FB 0269
Tablegrapes FB 1235
Wine-grapes FB 1236
Assorted tropical fruit and sttipopical fruitsBinedible peel FI 0030
Assorted tropical and sttibopical fruitsBinedible smooth peel | FI2022
large
Mango FI 0345

281993 Joint FAO/WHO Food Standards Programme, Codex Alimentarius Commission, Codex Alimentarius Volume 2,
Pesticide Rsidues in Foodsecond Edition.

2 Codex Classifiction of Foods and Animal Feeds

http://www.codexalimentarius.org/download/standards/41/CXA 004 1993e.pdf
ftp://ftp.fao.org/codex/meetings/ccpr/ccpr38/pr38CxCl.aadftp:/ftp.fac.orgtodexreports/reports 2012p12 pre.pdf

%0 Draft Revision to the Codex Classification of Food and Animal Feed (fruit commodity groups) REFh2/PRdex
Classification is currently being revised .
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Information requirements

34 Requested MRL and source

(f) State therequestedMRL (mg/kg and the origin/source of the requested MRL (e.g. Codex/

economyregulator)

The requested MRL should beupled with evidence of authorised ugmn which the MRL is based.

Examples:

Example Requested MRL (mg/kg)

No. Example Grapes Mango

1 Azoxystrobin 2 (Codex) 0.7(Codex)
2 Buprofezin 1 (Codex) 0.1 (Codex)
3 Captan 25 (Codex) 5 (Philippines)
4 Cyflufenamid 0.1 AUST APVMA) -

5 Difenoconazole 3 (Codex) 0.07(Codex)
6 Fludioxonil 2 (Codex) 2 (Codex)

7 Propiconazole - 1 (ASEAN)
8 Spirotetramat 2 (Codex) 0.3 (Codex)

(g) Statethe name of the commoditgr the food or crop group that the sourceMRL applies to, as
described in theelevantinternational database

Does he source/ existing MRL data appb an indvidual food or a group dbods:

* Individual foods: If the commodity is described in a different form to the commodity that has
been requestethe submission should include the rationale for this extrapolation.

* Food or crop group: The commoditiesincluded in thisfood group (covered by th requested
MRL) should be compared the commodities included in threquested foadEnsure all of the
commoditiego beincluded with tle request are captured.

When the request relates to a famdcrop group:

Where a food group MRL ieequested,ie GAP should becomparableand applicable for the whole
food group.Relevant and adequasemmaryresiduetrial datg to be agreed bgach economyshould

be providedfor at least oneepresentativeommodity of the grouf). This approachrecoquizes that
adequate datérom major representativecrops of a group may be sufficient to estimate maximum
residue levels for the whole group

In the submission it should béatsd what commoditiescaptured in th food or cropgroup will be
and/or curratly areimported Where food group names differ, the equivalent Codex name should also
be provided as a synonym.

31 For example, application rate, method and number, frequenchaprest interval.oQ, matrix analysed
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Information requirements

(h) Provide reference link/s to the published MRL in Codgkavailable)

Examples: Mango

Pesticide 0) h) Name of i) Reference link/s to published MRL in Codex (if available)

Origin/source | the

of the commodity or

requested food groupto

MRL 2 which the

L\/IRL applies

Azoxystrobin Codex Mango http://www.codexalimentarius.net/pestres/data/pesticides/search
Buprofezin Codex Mango http://www.codexalimentarius.net/pestres/data/pesticides/search
Difenoconazolgl Codex Mango http://www.codexalimentarius.net/pestres/data/pesticides/search
Fludioxonil Codex Mango http://www.codexalimentarius.net/pestres/data/pesticides/search
Spirotetramat Codex Mango http://www.codexalimentarius.net/pestfdata/pesticides/search.ht
Pesticide 0) h) Name of i) Reference link/s to published MRL in Codex (if available)

Origin/source | the

of the

commodity or

requested food groupto
MRL 2 which the
L\/IRL applies
Azoxystrobin Codex Grapes http://www.codexalimentarius.net/pestres/data/pesticides/search
Buprofezin Codex Grapes http://www.codexalimentarius.net/pestres/data/pesticides/search
Captan Codex Grapes http://www.codexalimentarius.net/pestres/data/pesticides/search
Difenoconazolg Codex Grapes http://www.codexalimentarius.net/pestres/data/pesticides/search
Fludioxonil Codex Grapes http://www.codexalimentarius.net/pestres/data/pesticides/search
Spirotetramat Codex Grapes http://www.codexalimentarius.net/pestres/data/pesticides/search

(i) Provide reference link/s to the published MRIE it was established by aource other than

Codex

Examples:Mango

Pesticide 0) h) Name of j) Reference link/s to published MRL if established by source
Origin/source the other than Codex.
of the requested| commaodity
MRL 2 or food
group to
which the
L\/IRL applies
Captan Japan MHLW Mango http://www.m5.ws001.squarestart.ne.jp/foundation/search.html
Philippine FDA http://fpa.da.gov.ph/
Propiconazole ASEAN Mango http://www.asean.org/communities/asesronomie

community/category/othetocumentst

& Codex oreconomyregulator
® As described in the relevant international database
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Information requirements

Examples:Grapes

Pesticide 0) h) Name of j) Reference link/s to published MRL if established by source
Origin/source the other than Codex.
of the | commodity
requested or food
MRL 2 group to
which the
ll}/IRL applies
Cyflufenamid | Aust APVMA Grapes http://www.comlaw.gov.au/Details/F2015C00165

& Codex oreconomyregulator
® As described in the relevant international database

() Indicate the commodity or commodities intended to be imported using tequestedVIRL,
including any processed commodities associated with this request.

Where the request is for mw agriculturalcommodity, but the intention is to import processed
commodities using this MRthese commaodities should also be listed in the application

Examples:

* Request is foGrapes this request is to suppdite importation ofable grapes and wine

* Request is foMangoesthis request is to support ortlye importation ofiried mango

* Request is foBtone fruitsthis request is to support theportation ofall stone fruits

* Request is forBerries and other small fruitsthis request is to support the imgaidn of
blueberries, raspberries and elderberries.

When the request relates tr includesprocessed commodities

Generally, separate RLs for a processed commoditghould only be consideredif the resulting
residuesin the processed commodity higher than thdRL of the correspondingaw commodity

For the purpose dfietary intake risk assessmetite STMRand HR values of the ravommodity are
multiplied by the processing factor to give the medamd highestresidue in the processed
commodity. The STMRind HRvalues estimated in this way for the processed commoditefeeed
to as the STMRP andHR-P of the processed product

STMR-P and/oHR-Ps where relevantfor commodities for human consumptishould be provided

by the requestor as part of the information submitted to enaliMatmnal Detary Exposure
Assessmertb be undertaken.
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Information requirements

3.5 Comparisons to current status
(k) State the current status for this MRL in Codgthe exportingeconomyand elsewhere

Note whether th@esticideis currently listed:
* Indicate f listedin Codex butthatthe commodity is not captured.

* |If listed, and the commodity is captured, state all of the applicable commodities and the current
CodexMRLs.

* Indicate relevant MRLs in other jurisdictions applicablecommodites and the current MRL

permissios.
Examples:
Example m) Current status for this | n) Current status for this MRL in ternationally
MRL in Codex

CaptanMango Commaodity not listed 2 mg/kg (EVU), 5 mg/kg (Hong Kong, Japan, Kor
Philippines, Thailand)

CyflufenamidGrapes | Pesticidenot listed 0.1 mg/kg (AUST); 0.15mg/kg (EU, USA
0.2mg/kg (Chinese Taipgi5 mg/kg (Japan)
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Information requirements

3.6 Data to support the dietary exposure assessment

The Dietary exposure assessment propesgides arestimateof exposure to a pesticide residue from

the diet by combining food consumption data with residue data. The resultant estimated dietary
exposure carthen be compared to the relevant hedithsed guidance valués determine whether

such residues may or may nesent a public health conceffhere can be two components in the
dietary assessment process; chronic or4mmg exposuregainst the ADland acute or shoterm
exposureagainst the ARfD where required

As a first tierin the assessment procdbe requestedmport MRL value could be ugkin a screening

level assessmewf exposureSuch an approach, whilgpplying a more conservative approaatould

not require the submission of data derived from residue trfgd® which the requested import MRL

was baself. However, sould further refinement be requirethformation on the magnitude of
pesticide residues would be needed upon which chronic or acute dietary exposure assessments could
be based, i.e., theupervised trial median residu8TMR) value for the chronic and théighest

residue HR) valuefor the acute.

() State Hghest Residue (HRand Supervised Trial Median Residue (STMR)

The requestorshould provide relevant information on the magnitude of residudsrived from
supervised residue trials, i.&TMR orHR values to support theNDEA, calculated according to the
dietary exposure residue definitioif, available through JMPRIf no JMPR published values are
available the requestor should providecopy of an Asessment Report, or a link to a publication,
supporting the nominated values.

If data are available for the residues in the edible portion of the commaodity, e.g., in mango flesh, the
HR and STMR should be estimated directly from the residues in the pditien found in supervised

trials at the maximum registered use rate (as opposed to using pesticide residue values for the whole
commodity). If thesedataarenot available for the edible portion, the whole commaodity residue values
can be used in the @sation of dietary exposute

When the request relates tr includesprocessed commodities

Separate MRL$or a processed commoditshouldonly berequestedf the resulting residue value is
higher than thé/MRL of thecorrespondingaw commodity

For the purpose dEDI and NESTI assessmentie STMRand HR values of the raw commodity
are multiplied by the processing factor to give the med#&and highestresidue in the processed
commodity. The STMRand HRvalues estimated in this way for the presed commodity aneferred
to as the STMRP andHR-P of the processed product

STMR-P and/oHR-Ps where relevantfor commodities for human consumptishould be provided
by the requestor as part of the information submitted to enable a dietary expesassment to be
undertaken.

32.5uch an approach could only be followed where allowed under an importing economies legislation
% Thisapproach potentiallyesulsin an overestimate of the actual residues likely to be consumed
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Information requirements

(m) Provide a link to the publication of the HRnd STMRdata

Examples:

Pesticide

0) Highest Residue (HR) and Supervised

Trial Median Residue (STMR)

p) Link to the publication of the HR and
STMR data

Azoxystrobin

In grapegJMPR)

0.53 mg/kg (STMR)
In wine (JMPR)

0.36 mg/kg (STMRP)

In mango(JMPR)
0.05 mg/kg (STMR)

2008Report
http://www.fao.org/agriculture/crops/themati
sitemap/theme/pests/impr/jmpep/aen/

Buprofezin In grapes (JMPR) 2009 Report
0.17mg/kg (STMR) http://www.fao.org/agriculture/crops/themati
0.74 mg/kg (HR) sitemap/theme/pests/impr/jmpep/en/
White wine (JMPR)
0.15 mg/kg (STMRP)
Red wine (JMPR)
0.1 mg/kg (STMRP)
In mango(JMPR) 2008 Report
0.01 mg/kg (STMR) http://www.fao.org/agriculture/crops/themati
0.01 mg/kg (HR) sitemap/theme/pests/impr/jmpep/en/
Captan In grapes (JMPR) 2000 Report
3.7 mg/kg (STMR); http://www.fao.org/agriculture/crops/themati
22 mg/kg (HR) sitemap/theme/pests/impr/jmpep/en/
In mango HR and STMR not available Not available
Cyflufenamid In grapes Aust APVMA) http://apvma.gov.au/node/11376

0.02mg/kg (STMR);
0.07mg/kg (HR)

Difenoconazole

In grapes (JMPR)
0.52 mg/kg (STMR);
1.5 mg/kg (HR)

In wine (JMPR)
0.094 mg/kg (STMRP)

2013 Report
http://www.fao.org/agriculture/crops/themati
sitemap/theme/pests/impr/jmpep/en/

In mango(JMPR)
0.03mg/kg (STMR);
0.04mg/kg (HR)

2007 Report
http://www.fao.org/agriculture/crops/themati
sitemap/theme/pests/impr/jmpep/en/

Fludioxonil

In grapes (JMPR)
0.28 mg/kg (STMR)
In wine (JMPR)
0.01mg/kg

2004 Report
http://www.fao.org/agriculture/crops/themati
sitemap/theme/pests/impr/jmpep/en/

In mango(JMPR)
0.02mg/kg (STMR)

2012 Report
http://www.fao.org/agriculture/crops/thematic
sitemap/theme/pests/jmpr/jmpep/en/

Propiconazole

In mango HR and STMR not available

Not available

Spirotetamat

In grapes (JMPR)
0.41 mg/kg (STMR);
1.3 mg/kg (HR)

In wine (JMPR)
0.23 mg/kg (STMRP)

2008 Report
http://www.fao.org/agriculture/crops/themati
sitemap/theme/pests/impr/jmpep/en/

In mango(JMPR)
0.16 mg/kg (STMR);
0.25mg/kg (HR)

2011
http://www.fao.org/agriculture/crops/themati
sitemap/theme/pests/impr/jmpep/en/
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Attachment 1

ATTACHMENT 1: Provision of data

Element1 The requested pesticide*

Pesticide name(ISO)35

IUPAC

CAS No.

Residue definitions Source

For compliance with MRLs

For estimation of dietary intake

Health based guidance values

ADI

ARfD

Authorised GAP

Residue Summary

Supervised Trial Median Residue (STMR)

Highest Residue (HR)

Link to the source of the HBTMR data

Chemicalidentity of the pesticide

Provide the ISO common nanpesticidename and relevant residue definitions for the requested
pesticide

PesticideGAP

Provide informatioron the approved or authorised use offibsticideleading tothe presence of
residues in the imported product nfay which the MRL is being requested

Residue definitiofs)

Verify that the residue definitiga) for eachpesticidefor which MRL adoption orrecognition is
requested is consistent with the establisheiuesdefinitior(s) in the importingeconomy If the
residue definitions are differenthen the requestor needs to ensure that the information provided
reflects the definition of the importing economy.

Example:
If a request is to harmonise with a Codex MEhe JMPR residue definitigs) shouldbe compared to
the definitior{s) in the importingeconomy

If requests relate tpesticide that have not been previoustyaluatedin the importingeconomy
agreement malge needed on theppropriate residue definitiomsior to anyevaluation If required the
requestingeconomy may need to nominate residue definitions and identify Huwairce of the
definitions for compliance and estimating dietary exposure, e.gJMRR.

34 Minimum required information highghted inbold. Additional information that may be required indicateitafics
%S0 common name
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Attachment 1

Health-based gudance value®ADI and ARf3°

An ADI is used to assess lottgrm or chronic dietary exposure pesticideresidues.The ARfD is
used to assess acute dietayposure topesticideresidues.However, @ ARfD is not always
established because sopesticides ae not acutely toxic

In the first instancehie relevant guidance valued the importingeconomyshould beused for the
dietary exposure assessmeftéhere no values have been establigdmgthe competent agency within

the importing economythen valuesestablishedthrough the JMPR should be usedUtilisation of
reference values established by the JMPR is preferred in the aim of facilitating greater regulatory
convergence between economike to its standing internationally recognised independent saentif
advisory body to FAO/WHOIf no guidance values have been established farsticideby the IMPR

then alternative source®uld be considerede.g.the exportingeconomy the US EPA or the EU
(EFSAY’. If no guidance valuebave beerestablishedthe pesticidecannot be considered under the
import MRL processThis decision makingrocess is described in Figure Al.

Is there a ADI set in the importing economy?

If yes If no
Is there a ARfD set in the importing econorly Is there an ADI from JMPR?

If yes If no If ye Nf g

Chemicalonly considered if
li idan |
Useimporting economyADI Is there an ARfD from JMPR? ':tsetgb?;'g :d %?,\g?hueis
and ARfD inassessment jurisdictions, e.g., UEPA
If no or EU EFSA. y
If yes
¢ If no
- . 1
Use JMPR ADI and UsedomesticADI in assessment If no guidance values in other
JMPR ARfD inassessment No relevant ARfD recognised jurisdictions then
request cannot be considered
J

Figure A1 Process for consideringealth based guidance values

% Where required by importing economy regulator
3" The values established through the JMPR are preferred as they have been developed by intemeatigmidgd
WHO/FAO expert panels. The recognition of any alternative source of health based guidance values would be at the

discretion of the importing economy
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Attachment 1

Element2  The requested commodity

Name of the requested commaodity or food groug
(as described by Codex thre importing economy
agency)

Codex Code for commodity or food gra(ifp
relevant)

Commodity or commodities intended to be
imported using this MRL, including any processe
commodities associated with this request

An appropriate description of the food commodityouldbe providedto ensurethatimport MRLs
appl to the traded commodityl' he descriptiorshould be consistent withe CodexClassification If
commodity or food groupdescriptions vary greatly from th@odex Classification the commodity
descriptor utilised in the importingconomyshould be used with the appropriate Codex description
provided as a synonym.

The description is important as commodities (and food groups) are often described differesly acro
international databases providingthe description in the same terms as @mlex Classification
minimises the chance of misinterpretation

Requests may be received for individual commodities or fmantopgroups:

Example:
In all economies mango is accepted as the individual commodity name. However, care would be
needed where a food or crop group MRL might be sought.

In Codexmango, fals underAssorted tropical and sutvopical fruitsBinedible peeblarge.

In ChineseTaipeimango falls under the Drupe crop group

In the US mangds currentlynot included in any crop gro

Individual foods: MRLs are usually applied to raw and unprocessed commodities. Physical
processing may be required for some commodities (e.gn@illirying or steaming) and magsult in
separatdMRLs. The Internationally accepted approacthhiat unless a separate MRL is included for a
processed food, then the MRL for the raw food applies to the processed food. Theénmggaesbmy

must statefithere are any processed foods associatedthatimport MRL request.

Where requests are received for multiple individu@minmodities within a food groyphe importing
economycan consider the whole food group at the highest MRL requested, pendiognmsd from
the dietaryrisk assessment

Example:

Individual requests received for the following commodities and MRLs: Blackberriesg/Rg

Cranberry 1.8mg/kg Currants, black, red 1.&ng/kg Grapes 2mg/kg Raspberries, red, blagk

1 mg/kg Strawberry 5 mg/kg

* The importingeconomyauthority couldconsider the food grouBerries and other small fruitat
2.5mg/kg, pending outcomes from the dietary modelling.

Food or crop groups: It is important to note that foéztop group descriptorsanvary from economy
to economyand thesegroups can often contain different commodities. Whenrequest is for a

38 Minimum required information highlighted told. Additional information that may be requiritiicated initalics
39US EPA to establish a new crop group in which Mango included, entitled Tropical and Subtropical Fruit, Inedible Peel,
Crop Group 24: Docket ILEPA-HQ-OPR20060766:0054. It is anticipated this will come into effect in January 2016
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food/cropgroup, the commaodities that are included in the food gehwuld follow those adescribed
in the Codex Classification

Example:

In the dex Classificationthe food grougp Assorted tropical and sutvopical fruitsBinedible peel
Psmall contains the following commaodities:

Aisent Bael fruit Burmese grapdngi; Litchi; Longan Madrasthorrn Mandurq Matisia Mesquite
Mongongq Pawpaw, Smalflower; Satinleaf Sierra Leongamarind Spanish limeTamarind Velvet
tamarind Wampi White star apple

The requestowill needto verify these commodities are covered by the existing source MRL.

Element3  The requested MRL®

Requesed MRL (in mg/kg) ‘ ‘ Source

Import MRL requests may be receivéar any MRL that has been establishedCodex or in another
economy MRLs may be described differentfyom economy to economyror example, the United
States term for MRL is OtoleranceQisrsdated in parts per million (ppm). The Crd®ystemlists
MRLs in mg/kg.

Element4  The existing/source MRL data®

Origin/source of the requested MRL
(e.g. Codex/ economy/ regulator)

Link/s to published Codex MRL or alternative
source (if available)

Origin/source of the MRL

The requestedVIRL should be from theeconomyin which the product was growand where a
domesticor regional MRL has been applied.

The name of the commodity or food group for which the existing/source MRL applies

The requesir must ensure thproposedVIRL has been established for a commodity or food gimup
Codex or in anothezconomy andis appropriate to the ggested commodity or food group

Individual foods: Where a commodity is described in a different form betwbenréquest and the
source MRL, for example, dried versus freatiditionalinformationwould berequired to demonstrate
the requested MRL is covered by the source data (the existing MRL).

4O Minimum required information highlighted told. Additional information that may be required indicateitafics
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Examples:
* Request is for peas and existing/source MRL is for dried peas. Additional information is required
to show that the MRL also applies to fresh pBastherwise the requesbuld be considered as
relating to the Codex commodity VID72Peas (dry)

* Request isfor Peppers, Chilli and existing/source MRL is for Sweet peppers/bell peppers.
Additional information is required to show that the MRL also applies to chili pefpaiserwise
the requestould be considered as relating to the Codex commddity445Pepers, Sweet.

Food groups Separate requests are required for commodities that are included in the food group that
has the existing MRL (source data), but is not listed in the fpoup that has been requested

Example:

The U.S. food group/egetabletuberous and corn, subgroup 1i€ts the following commodities:
Arracacha; arrowroot; artichoke, Chinese; artichoke, Jerusalem; canna, edible; cassava, bitter and
sweet; chayote (root); chufa; dasheen; ginger; leren; potato; sweet potato; tanier; fyanetean;
yam, true.

* Note if the request was f&root and tuber vegetabl¢€odex code VR 75}he followingwould
not becaptured- Arracacha, Chayote, Ginger, Leren, Tanier, Turmeric (separate requogts
berequired for these)

Current status of he MRL*

To ensurean import MRL requests suitable the requesting economy should provide additional
supporting information indicating current MRL standards established in other jurisdictions. This can
be particularly important ien the requested MRL isigher than the MRL set by Codext the
importing economy.

Current status for this MRL in Codex Include year of IMPR assessment and Code
promulgation

Current status for this MRL in other jurisdictions | Provide information on any relevant MRLs
existing ininternationally

“IMinimum required information highlighted bold. Additional information that may be required indicateitafics
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Element 5 Dietary exposure assessment process

A key consideration for almport MRL requests is the outcome of thietary exposure assessmgnt

The assessmentre conducted pepesticide and consider all commodities with an eixigt or
requested MRL for that givepesticide The estimated dietary exposure must always be below the
relevantguidance valuefor the request to be considerfed approval If the importingeconomydiet

is covered in the relevant GEM=od cluster diet, then a NDEA may not be required, as the JIMPR
dietary risk assessment, supporting the Codex MRL, has concludedt#tkat is unlikely to present a
public health concerMheassessmemrocess is ilistrated irfFigure A2.

Types of Detary exposure assessments

Two types ofdietary exposure assessmemigy be performed for each requeBthe approaches taken
in completing dietary exposure assessments may vary between economies with respect to food
consumption data setandpopulation groupingt which these are applied.

1. A National Estimate of Dietary Intake (NEDI)

i.  Thisdietary exposure assessménfor a longterm chronic exposure estimate. This estimate
is based on the sum of exposure from all cureerd requested MRLs for each commodity
(raw and processedpr a givenpesticideand toxicologically significant metabolite3 his
estimate of mean dietary exposure for gle@eralpopulation is compared against the ADI.

ii. If domesticconsumption datare unavailable a IEDI assessment can be undertaken utilising
theaverage daily per capita consumption levels indicated in the 17 GEMS/Food Consumption
cluster diet¥, where the data for a cluster in which an economy sits could be Ssed
Attachment 2 foan example.

2. A National Estimate of Short Term Intake (NESTI)

i. If required his assessmerns performed for individual commoditigsaw and processedr a
given pesticide and toxicologically significant metabolitesthere an ARfD has been
establishedWhen used it can beerformed forthe general populationr for specific age
groups within the populatioutilising domesticconsumption data for high consunférs

ii. If domesticlarge portion datare unavailable an IESTI assessment can be undertakem
substitite In this approactithe consumption levelare estimatedfor children and general
populationon the basis of thgaluesprovided by WHO GEMS/Food for the highest large
portion diet with the associated body weight a@mbnomy’. See Attachment 2 for an
example.

Dietary exposureapproach

If required by the importing economy ati pesticidehas an ARfD, the NESTdhould beconducted

first, for each commodityraw and processedhat has a proposed MRL. If the NESTI exceeds the
ARfD for a commaodity,the importing economymay consider using alternate datasets to refine the
estimate of exposure. If the NESTI continues to exceed the ARfD, the commaodity is excluded from

“2 Dietary exposure assessments for agvet chemitaisid be based on importisgnsumptiordata, where availahle

“3 https://extranet.who.int/sree/Reports?op=vs&path=/WHO_HQ_Reports/G7/PROD/EXT/GEMS_cluster_diets_2012
http://www.who.int/foodsafety/areas_work/chiealrisks/gemsfood/en/

4 For example, children aged&years (Australia & USA), other children age@® $ears (EFSA)

“ http:/lwww.who.int/foodsafety/areas_work/chemiciaks/gemsfood/en/
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the proposal and not included in the NEDI calculations. If the NES€ksstharthe ARTD or there is
no ARTD for thepesticide the NEDI calculations are then undertaken

46 FAO/WHO (2009) Principles and methods for the risk assessréchemicals in foadGeneva, World Health
Organization, (Environmental Health Criteria, No. 240;
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If the NEDI and, where required, the NESTI are lower than the relevant guidance values for a given pesticide, the import MRL request(s) can then be accepted
and steps taken for formal acknowledgement and agreement, e.g., applicant receives formal notification.

NESTI

® Only performed for chemicals that have an Acute Reference Dose (ARfD) ) and
where required by the importing economy regulator . If no ARfD, then only a
NEDI is required.

® Exposure from eachindividual commodity compared against the ARfD

® Performed for the relevant population groups

® Based onnational or GEMS/Food consumption data

NEDI
® Performed for all chemicals considered in the proposal

® The sum of exposure from all foods (chronic dietary exposure) compared againstthe
Acceptable Daily Intake (ADI)

® Performed for the relevant population groups
® Based onnational or GEMS/Food consumption data

AW — N

[ NESTI < ARfD [ NESTI > ARfD ] [ NEDI > ADI ] { NEDI <ADI ]

*Consider HR data (if available through JMPR). where relevant to

Commodty includeq o ?élt::z::? nf:;fo‘:;":: ggi??:od consumption data *Consider STMR data (if available through IMPR)
NEDI calculation P *Refine commodity usedin the assessment

*Perform assessmentfor 2-6 years and 2+ years

t T/ ~ / N\

[NESTI<ARﬂ) NESTI>ARﬂ)} [ NEDI > ADI J [ NEDI < ADI ]

\4

Exclude from Import Requested import MRL(s)

MRL proposal accepted.
Formal notification occurs

Figure A2  The dietary exposure assessment process
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ATTACHMENT 2: lllustrative examples of the application process

Scenario 1 Existing Codex MRL can be adopted/recognised without a
National Dietary Exposure Assessment

An APEC economy is seeking the establishment of an import MRL for the insecticide spinetoram in
grapes. The MRL sought is 0.3 mg/kg.

Pesticide Import MRL process initiated

-.\» _‘_/.

N

Codex MRL

\|/

‘ JMPR IEDI and IESTI ‘
Accepted

Exposure Assessments

National Dietary
L Unnecessary J

\/

Recognise Codex MRL(s)

Figure A3 1llustrative import MRL application process for spinetoram in grapes where an importing
economy can either accept or confirm a JMPR assessment of dietary exposure.

Background

The compound is approved for use against a number of insect pest species in grapes in the exporting
economy. It is also approved for use in other crops and situations in the importing economy. The
importing economy recognises or adopts the Codex MRL.

Information provided on the authorised use pattern, the proposed MRL and the relevant JMPR IEDI
and IESTI assessments, see below.
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Data to be provided in support of an import MRL request*’
Pesticide name (ISO) Spinetoram
IUPAC (2R,3aR,5aR,5b8S,98,138S,14R,16aS, 16bR)-2-(6-deoxy-3-O-

ethyl-2,4-di-O-methyl-o-L-mannopyranosyloxy)- 13-
[(2R,5S,6R)-5-(dimethylamino)tetrahydro-6-methylpyran-2-
vioxy]-9-ethyl-2,3,3a,4,5,5a,5b,6,9,10,11,12,13,14,16a,16b-
hexadecahydro-14-methyl-1H-as-indaceno[3,2-
d]oxacyclododecine-7,15-dione*

(2R,3aR,5a8,5b8,9S,13S,14R,16aS, 16bS)-2-(6-deoxy-3-O-
ethyl-2,4-di-O-methyl-o-L-mannopyranosyloxy)- 13-
[(2R,5S,6R)-5-(dimethylamino)tetrahydro-6-methylpyran-2-
vioxy]-9-ethyl-2,3,3a,5a,5b,6,9,10,11,12,13,14,16a,16b-
tetradecahydro-4,14-dimethyl-1H-as-indaceno[3,2-
d]oxacyclododecine-7,15-dione **

CAS No. 187166-40-1* & 187166-15-0**
Residue definitions Source
For compliance with MRLs Spinetoram JMPR
For estimation of dietary intake Spinetoram and N-demethyl and N-formyl JMPR
metabolites of the major spinetoram
component
Health based guidance values
ADI 0-0.05 mg/kg bw JMPR
ARID Unnecessary JMPR
Authorised GAP 5 g ai/hL with a 7 day Pre Harvest Interval.
Residue Summary
Supervised Trial Median Residue 0.074 mg/kg

(STMR)

Highest Residue (HR) -

Link to the source of the HR, STMR data | http://www.fao.org/agriculture/crops/thematic-

sitemap/theme/pests/jmpr/jmpr-rep/en/

Note: In addition to HR and STMR values
individual economies may require the
submission of full residue studies as per
domestic regulations

Name of the requested commodity or Grapes
group

Commodity to be imported, including Grapes RAC

any processed commodities

Codex Code FB 0269
Requested MRLs 0.3 mg/kg
Origin/source of the requested MRL Codex (CAC 2013)

(e.g. Codex/ economy/ regulator)

Reference link/s to published MRL in Codex or http://www.codexalimentarius.net/pestres/data/pesticides/search.html

by alternative source other than Codex (if
available)

Current status for this MRL in other
Jjurisdictions

* Major component ** Minor component

4" Minimum required information highlighted in bold. Additional information that may be required indicated in italics
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Scenario 2: Codex MRL with dietary exposure assessment

An APEC economy is seeking the establishment of an import MRL for the insecticide buprofezin in
mango and grapes. The MRLs sought is 0.1 mg/kg for mangoes and 1 mg/kg in grapes.

Pesticide Import MRL process initiated

| |
\ ‘f' J

" Provision of ’

Nature and source of

buprofezin data
data

(e.g. GAP, MRL,
STMR, HR)

v

Codex MRL(s), JMPR ADI
& ARMD.

\\ v/

National Dietary . . .
Exposure Assessments [ According to national regulations

\l /

NEDI < ADI
NESTI < ARfD

Establishimport MRL — Equivalent to Codex MRL

Figure A4 1llustrative import MRL application process for buprofezin in mango

Background
The compound is approved for use against a number of insect pest species in mango in the exporting
economy. It is also approved for use in other crops and situations in the importing economy.

The importing economy requires a NDEA to be undertaken. Information to be provided on the
authorised use pattern, the proposed MRL and supporting information needed to allow the dietary
intake assessment to be undertaken, i.e., the JMPR health based guidance values and STMR and HR
values reported by the JMPR.
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Pesticide name (ISO)

Buprofezin

IUPAC 2-tert-butylimino-3-isopropyl-5-phenyl-1,3,5-thiadiazinan-4-
one

CAS No. 953030-84-7
Residue definitions Source

For compliance with MRLs Buprofezin JMPR

For estimation of dietary intake Buprofezin JMPR
Health based guidance values

ADI 0-0.009 mg/kg bw JMPR

ARID 0.5 mg/kg bw JMPR
Authorised GAP 10 g ai/hL with a 15 day Pre Harvest Interval

Name of the requested commodity or
group

Mango

Commodity to be imported, including Mango RAC
any processed commodities
Codex Code FI0345
Requested MRLs 0.1 mg/kg
Origin/source of the requested MRL Codex (CAC 2009)
(e.g. Codex/ economy/ regulator)
Residue Summary
Supervised Trial Median Residue 0.01 mg/kg
(STMR)
Highest Residue (HR) 0.01 mg/kg

Link to the source of the HR, STMR data

Note: In addition to HR and STMR values
individual economies may require the
submission of full residue studies as per
domestic regulations

http://www.fao.org/agriculture/crops/thematic-
sitemap/theme/pests/jmpr/jmpr-rep/en/

Reference link/s to published MRL in Codex or
by alternative source other than Codex (if
available)

http://www.codexalimentarius.net/pestres/data/pesticides/search.html

Current status for this MRL in other
Jjurisdictions

Authorised GAP

10 g ai/hL with a 15 day Pre Harvest Interval

Name of the requested commodity or
group

Grapes

Commodity to be imported, including Grapes RAC
any processed commodities

Codex Code FB 0269
Requested MRLs 1 mg/kg

* Minimum required information highlighted in bold. Additional information that may be required indicated in italics
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Origin/source of the requested MRL Codex (CAC 2010)
(e.g. Codex/ economy/ regulator)
Residue Summary
Supervised Trial Median Residue 0.17 mg/kg
(STMR)
Highest Residue (HR) 0.74 mglkg

Link to the source of the HR, STMR data

Note: In addition to HR and STMR values
individual economies may require the
submission of full residue studies as per
domestic regulations

http://www.fao.org/agriculture/crops/thematic-
sitemap/theme/pests/jmpr/jmpr-rep/en/

Reference link/s to published MRL in Codex or
by alternative source other than Codex (if
available)

http://www.codexalimentarius.net/pestres/data/pesticides/search.html

Current status for this MRL in other
Jjurisdictions
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Model Dietary Exposure Assessments

Based on the information outlined above the following estimates of dietary exposure can be
calculated. The first step could be to assess acute exposure. Should the estimated exposure be
determined acceptable the chronic dietary risk assessment could then be undertaken.

Short-term dietary exposure assessment

BUPROFEZIN
Mango
International estimate of short term intake Acute RfD= 0.500 mg/kg bw (500 pg/kg bw)
(IESTI)
Maximum %ARfD: 0% 0% 0% 0%
all-  children women gen pop
mixed
Mixed population
groups
Codex Commodity Processing| STMR HR or dietf Coun Populationn Large Unit |Varia{Case % acute|% acute] % acutel % acute]
Code or HR-P cory| try group portion, weight,| bility RfD | RfD | RfD RfD
STMR- mg/kg fact] g/person edible | factor| rounded rounded rounded rounded
P portion.
mg/kg g
- Mango raw 0.01 [ 1.0|NL |toddler, 8- 11| 160.4 | 288.8| 3 | 2b| 0% 0% 0% 0%
without 20 m
peel

The NESTIs for all relevant commodities were all less than 0.1% of the acute reference dose. It can be
concluded that the acute dietary exposure is acceptable.

Grapes
International estimate of short term intake (IESTI) Acute RfD= 0.500 mg/kg bw (500 pg/kg bw)
Maximum 10% 10% 3% 5%
%ARID:
all-  children women gen pop
mixed
Codex Commodity Processing |STMR HR orfCoun Populationn Large Unit |[Varia{Case % acute]% acutel % acute| % acute]
Code or HR-P| try group portion, weight,| bility RfD | RfD | RfD RfD
STMR- mg/kg g/person edible | factor rounded rounded rounded rounded
P portion.
mg/kg g
- Grape raw with skin| 0.74 |[CN |Child, 1-6| 232 [ 366.7 | 636.6| 3 | 2b| 10% | 10% 3% 5%
yrIs
DF 0269|Grape dried 1.63 |AU (Child,2-6 918 | 83.5 1.0 [ NR | 1 1% 1% - 0%
(currants, yrs
raisins,
sultanas)
JF 0269 |Grape juice 0.17 | 0.03 [NL [Child,2-6] 8 8032 | NR | NR| 3 0% 0% 0% 0%
(pasteurised) yrs
- Grape red wine 0.10 FR |Gen pop, [95.8%] 1006.5( NR | NR | 3 0% 0% 0% 0%
>3 yrs
- Grape white wine 0.15 FR |Gen pop, [95.8% 1006.5( NR | NR | 3 1% 0% 0% 1%
>3 yrs

The NESTIs for all relevant commodities were all less than 10% of the acute reference dose. It can be
concluded that the acute dietary exposure is acceptable.
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Long-term dietary exposure assessment

Where an exporting economy is seeking to export mangoes to an APEC economy represented in
GEMS/Food Clusters G09 or G10 the following could be used as a substitute in the event local
consumption data were unavailable®.

Mango
BUPROFEZIN International Estimated Daily Intake (IEDI
STMR

Commodity description Expr as mg/kg | GO09 G09 G10 G10
diet intake diet intake
Mango, raw (incl canned mango, incl mango juice) | RAC 0.01 | 10.05 | 0.10 | 1.07 | 0.01
Total intake (pug/person)= 0.10 0.01
Bodyweight per region (kg bw) = 55 60
ADI (pg/person)= 495 540
%ADI= 0.02% 0.002%
Rounded %ADI= 0% 0%

Grapes
BUPROFEZIN International Estimated Daily Intake (IEDI
STMR

Commodity description Expr as mg/kg | GO09 G09 G10 G10

diet intake diet intake
Grape, raw RAC I"#$ 5.21 0.89 9.38 1.59
Grape, dried (= currants, raisins and sultanas) PP 0.37 0.10 0.04 1.38 0.51
1"#$%&'()*% RAC 0.03 0.10 [ 2.24 0.07
Grape wine (incl vermouths) RAC 0.15 1.84 0.28 25.07 3.76
Total intake (pg/person)= 1.2 59
Bodyweight per region (kg bw) = 55 60
ADI (ng/person)= 495 540
%ADI= 0.2% 1.1%
Rounded %ADI= 0% 1%

Based on the cluster diets and the IEDI for buprofezin, the added dietary contribution of residues for
the commodities under consideration is 1% of the acceptable daily intake or less.

Decision:

The estimates of short and long-term intake were calculated for mango and grapes. It can be concluded
that that the residues of buprofezin resulting from the uses under the authorised GAP are unlikely to
present a public health concern. Therefore, on the basis of the data provided it could be recommended
to establish an import MRL at the level nominated by the requestor economy, i.e., at the Codex level
of 0.1 mg/kg for mango and 1 mg/kg for grapes.

¥ Group 9 Bangladesh, Cambodia, China, DPR Korea, Guinea Bissau, Indonesia, Loa, Myanmar, Nepal, Philippines, Sierra
Leone, Thailand, Timor Leste, Viet Nam.

Group 10 Belarus, Bulgaria, Canada, Croatia, Cyprus, Estonia, Italy, Japan, Latvia, Malta, New Zealand, Republic of Korea,
Russian Federation, USA
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Scenario 3: No Codex MRL

An APEC economy is seeking the establishment of an import MRL for the fungicide captan in
mango. The MRL sought is 5 mg/kg.

Pesticide Import MRL process initiated

| |
Y
“' ~ Provision of captan ‘

Nature and source of
data

data
(e.g. GAP, MRL,
STMR, HR)

\

JMPR or other relevant ADI
& ARMD but NO Codex MRL.

/

N
J

National Dietary ) . )
Exposure Assessments |< —— According to national regulations

NEDI < ADI
NESTI < ARfD

\

Establishimport MRL

Figure A4 1llustrative import MRL application process where there is no Codex MRL and the
proposed MRL is used to assess exposure in the absence of STMR and HR values

Background

The compound is approved for use against anthracnose in mango in the exporting economy. It is also
approved for use in other crops and situations in the importing economy.

Information to be provided on the authorised use pattern, the proposed MRL and supporting
information needed to allow the dietary intake assessment to be undertaken. For captan however,
information on the STMR and HR is not available. The proposed MRL value can therefore be used as
a default value for the dietary exposure calculations.
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Data to be provided in support of an import MRL request™

Pesticide name (ISO)

Captan

1UPAC N-(trichloromethylthio)cyclohex-4-ene-1,2-
dicarboximide
CAS No. 133-06-2
Residue definitions Source
For compliance with MRLs Captan JMPR
For estimation of dietary intake Captan JMPR
Health based guidance values
ADI 0-0.1 mg/kg bw JMPR
ARID 0.3 mg/kg bw JMPR
Authorised GAP 0.13 kg ai/hL with a 14 day Pre Harvest Interval

Name of the requested commodity or
group

Mango

Commodity to be imported, including Mango RAC
any processed commodities

Codex Code FI0345
Requested MRLs 5 mg/kg

Origin/source of the requested MRL
(e.g. Codex/ economy/ regulator)

Exporting economy

Residue Summary

Supervised Trial Median Residue Not available
(STMR)

Highest Residue (HR) Not available

Link to the source of the HR, STMR data

Note: In addition to HR and STMR values
individual economies may require the
submission of full residue studies as per
domestic regulations

Reference link/s to published MRL in Codex or
by alternative source other than Codex (if
available)

Current status for this MRL in other
Jjurisdictions

MRL of 5§ mg/kg in Japan, Hong Kong, Korea,
Philippines and Thailand

%9 Minimum required information highlighted in bold. Additional information that may be required indicated in italics
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Model Dietary Exposure Assessments

Based on the information outlined above the following estimates of dietary exposure can be calculated
using the MRL value of 5 mg/kg as the default STMR.

The first step could be to assess acute exposure. If the estimated acute exposure is determined to be
acceptable the chronic dietary risk assessment could then be undertaken.

Short-term dietary exposure assessment

CAPTAN
Acute RfD= 0.3 mg/kg bw (300 pg/kg bw) Maximum %ARfD: 20%
WOMEN women
Codex Commodity STMR HRor DCF | Coun Population Unit | Varia- | Case IESTI | % acute
Code or HR-P try group weight, bility neg/kg RfD
STMR- mg/kg edible | factor bw/day | rounded
P portion,
mg/kg g
FI 0345 Mango 0 5| 1.000 | AU gen pop, > 227.4 NR 2a | 60.15 20%
(all commodities) 2 yrs

The NESTI calculated for mango, using the MRL in the absence of any supervised trial data and
assuming that residues are evenly distributed in the pulp and peel, estimated potential exposure for
women of child bearing age at 20% of the acute reference dose. It can be concluded that the estimated
acute dietary exposure is acceptable.

Long-term dietary exposure assessment

Where an exporting economy is seeking to export mangoes to an APEC economy represented in
GEMS/Food Clusters G09 or G10 the following could be used as a substitute in the event local
consumption data were unavailable’'.

Diets as
CAPTAN STMR | g/person/day Intake as pg/person/day
Codex Commodity description Expr mgkg  GO09 G09 G10 G10

Code as diet intake diet intake
F10345 | Mango, raw | RAC | 5] 973 4865 1.07] 535
Total intake (pg/person)= 48.65 5.35
Bodyweight per region (kg bw) = 55 60
ADI (pg/person)= 5500 6000
%ADI= 0.9% 0.1%
Rounded %ADI= 0% 0%

Based on the cluster diets and the IEDI for captan the added dietary contribution of residues in mango
is less than 1% of the ADI).

St Group 9 Bangladesh, Cambodia, China, DPR Korea, Guinea Bissau, Indonesia, Loa, Myanmar, Nepal, Philippines, Sierra
Leone, Thailand, Timor Leste, Viet Nam.

Group 10 Belarus, Bulgaria, Canada, Croatia, Cyprus, Estonia, Italy, Japan, Latvia, Malta, New Zealand, Republic of Korea,
Russian Federation, USA
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Decision:

The estimates of short and long-term intake were calculated for mango. It can be concluded that that
the residues of captan resulting from the use under the authorised GAP is unlikely to present a public
health concern. Therefore, on the basis of the data provided it could be recommended to establish an
import MRL at the level nominated by the requestor economy, i.e., at the nominated level of 5 mg/kg.
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Scenario 4: Import MRL sought is higher

An APEC economy is seeking the establishment of an import MRL for the fungicide pyraclostrobin in
mango. The MRL in the importing economy is 0.05 mg/kg while the import MRL sought is 0.1 mg/kg.

Where no domestic MRL or bilateral trade accords exists

Pesticide Import MRL process initiated

|

Provision of
pyraclostrobin data Nature and source of
(e.g. GAP, MRL, data
STMR, HR)

Relevant ADI & ARD
Lower Codex MRL.

1

National Dietary
Exposure Assessments
(NEDI and NESTI < According to national regulations

required)

NEDI < ADI
NESTI < ARfD

Establish revised import MRL

Figure A5 1llustrative import MRL application process for pyraclostrobin in mango, where the
proposed MRL is higher than the current domestic MRL of the importing economy.

Background

The compound is approved for use against anthracnose (Colletotrichum gloeosporioides) and Stem
end rots (Botryosphaeria spp.) in mango in the exporting economy. It is also approved for use in other
crops and situations in the importing economy.

Information to be provided on the authorised use pattern, the proposed MRL and supporting
information needed to allow the dietary intake assessment to be undertaken. For pyraclostrobin, the
JMPR health based guidance values are proposed, i.e., an ADI of 0-0.3 mg/kg bw with an ARfD of
0.05 mg/kg bw.
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Data to be provided in support of an import MRL request™

Pesticide name (ISO) Pyrcalostrobin
IUPAC Methyl N-{2-[1-(4-chlorophenyl)-1H-pyrazol-3-
ylJoxymethyl]phenyl} (N-methoxy)carbamate
CAS No. 175013-18-0
Residue definitions Source
For compliance with MRLs pyraclostrobin JMPR
For estimation of dietary pyraclostrobin JMPR
intake

Health based guidance values

ADI 0-0.03 mg/kg bw JMPR
ARID 0.05 mg/kg bw JMPR
Authorised GAP 2 x 0.015 kg ai/hL with a 14 day harvest interval™
Name of the requested Mango
commodity or group
Commodity to be imported, Mango RAC
including any processed
commodities
Codex Code FI 0345
Requested MRLs 0.1 mg/kg
Origin/source of the requested Exporting economy
MRL

(e.g. Codex/ economy/ regulator)

Residue Summary

Supervised Trial Median 0.05 mg/kg™
Residue (STMR)

Highest Residue (HR) 0.05 mglkg

Link to the source of the HR, http://apvma.gov.au/node/11046
STMR data

Note: In addition to HR and STMR
values individual economies may
require the submission of full residue
studies as per domestic regulations

Reference link/s to published MRL in http://www.codexalimentarius.net/pestres/data/commodities/details.html?id=134

Codex or by alternative source other | https://www.comlaw.gov.au/Series/F2012L02501
than Codex (if available)

Current status for this MRL in other Codex MRL 0.05* mg/kg”’
Jurisdictions MRL of 0.1 mg/kg in Australia.

52 Minimum required information highlighted in bold. Additional information that may be required indicated in italics

%3 Australian authorised GAP

% STMR value derived from residues found in the edible portion, i.e., mango flesh, whereas the MRL is established on a
whole fruit basis

%5 Codex MRL based on a critical GAP of Brazil 0.1 kg ai/ha with a 7 day harvest interval.
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Model Dietary Exposure Assessments

Based on the information outlined above the following estimates of dietary exposure can be calculated
using the STMR value of 0.05 mg/kg for mango flesh. No short-term exposure assessment is required.
Consequently the chronic assessment will be needed.

Short-term dietary exposure assessment

Pyraclostrobin
Acute RfD= 0.05 mg/kg bw (50 pg/kg bw) Maximum %ARfD: 2%
Codex Commodity STMR HRor DCF | Coun Population Unit | Varia- | Case IESTI | % acute
Code or  HR-P try group weight, bility ng/kg RfD
STMR- mg/kg edible | factor bw/day | rounded
P portion,
mg/kg g
General population
FI 0345 Mango 0 0.05 | 1.000 | FRA | gen pop, > 227.4 3 2a | 091 1%
(all commodities) 2 yrs
Children up to 6 years
FI 0345 Mango 0 0.05 | 1.000 | AUS | Child, 1-6 227.4 3 2b | 091 2%
(all commodities) yrs

The NESTI calculated for mango, using the HR value from the supervised trial data, is estimated at
1% of the acute reference dose for the General population and 2% for children. It can be concluded
that the estimated acute dietary exposure is acceptable.

Long-term dietary exposure assessment

Where an exporting economy is seeking to export mangoes to an APEC economy represented in
GEMS/Food Clusters G09 or G10 the following could be used as a substitute in the event local
consumption data were unavailable™.

Diets as g/person/day

PYRACLOSTROBIN STMR Intake as pg/person/day
Codex Commodity description Expr as mg/kg G09 G09 intake G10 G10

Code diet diet intake
F1 0345 Mango, raw RAC 0.03 I"#$ 0.49 "#$ 0.05
Bodyweight per region (kg bw) = 55 60
ADI (pg/person)= 1650 I"#H#
%ADI= 0..00002% 0.00003%
Rounded %ADI= 0% 0%

Based on the cluster diets and the IEDI for pyraclostrobin the added dietary contribution of residues in
mangoes is less than 0.00003% of the ADI.

56 Group 9 Bangladesh, Cambodia, China, DPR Korea, Guinea Bissau, Indonesia, Loa, Myanmar, Nepal, Philippines, Sierra
Leone, Thailand, Timor Leste, Viet Nam.

Group 10 Belarus, Bulgaria, Canada, Croatia, Cyprus, Estonia, Italy, Japan, Latvia, Malta, New Zealand, Republic of Korea,
Russian Federation, USA
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Decision:

The estimates of long-term intake were calculated for mango. It can be concluded that the residues of
pyraclostrobin resulting from the use under the authorised GAP is unlikely to present a public health
concern. Therefore, on the basis of the data provided it could be recommended to establish an import
MRL at the level nominated by the requestor economy, i.e., at the nominated level of 0.1 mg/kg.
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Scenario 5: With JMPR assessment, No Codex MRL

An APEC economy is seeking the establishment of an import MRL for the insecticide
methidathion in mango. The MRL sought is 2 mg/kg.\

Pesticide import MRL process initiated

l |
\ \r, J

‘ Provision of ’

Nature and source of
data

methidathion data
(e.g. GAP, MRL)

!

JMPR or other relevant ADI & ARD ‘

No Codex MRL.

/

-

National Dietary
Exposure Assessments |<——— According to national regulations

\/

NESTI > ARfD
NEDI unnecessary

\

Import MRL request declined

Figure A6 1llustrative import MRL application process for methidathion in mango, where the proposed

MRL fails the dietary risk assessment.

Background

The compound is approved for use against a number of insect pest species in mango in the exporting

economy. It is not approved for use in other crops and situations in the importing economy.

Information to be provided on the authorised use pattern, the proposed MRL and supporting
information needed to allow the dietary intake assessment to be undertaken. For methidathion
however, information on the STMR and HR is not available. The proposed MRL value can therefore

be used as a default value for the dietary exposure calculations.
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Data to be provided in support of an import MRL request’’

Pesticide name (ISO)

Methidathion

1UPAC 3-(dimethoxyphosphinothioylsulfanylmethyl)-5-
methoxy-1,3,4-thiadiazol-2-one
CAS No. 950-37-8
Residue definitions Source
For compliance with MRLs Methidathion JMPR
For estimation of dietary intake Methidathion JMPR
Health based guidance values
ADI 0-0.001 mg/kg bw JMPR
ARID 0.01 mg/kg bw JMPR
Authorised GAP 50 g ai/hL with a 21 day Pre Harvest Interval

Name of the requested commodity or
group

Mango

Commodity to be imported, including Mango RAC
any processed commodities

Codex Code FI0345
Requested MRLs 2mg/kg

Origin/source of the requested MRL
(e.g. Codex/ economy/ regulator)

Exporting economy

Residue Summary

Supervised Trial Median Residue Not available
(STMR)
Highest Residue (HR) Not available

Link to the source of the HR, STMR data

Note: In addition to HR and STMR values
individual economies may require the
submission of full residue studies as per
domestic regulations

Reference link/s to published MRL in Codex or
by alternative source other than Codex (if
available)

https://www.comlaw.gov.au/Series/F2012L02501

Current status for this MRL in other
Jjurisdictions

MRL of 2 mg/kg in Australia.

57 Minimum required information highlighted in bold. Additional information that may be required indicated in italics
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Model Dietary Exposure Assessments
Based on the information outlined above the following estimates of dietary exposure can be calculated

using the MRL value of 2 mg/kg as HR and STMR values are unavailable.

The first step could be to assess acute exposure. If the estimated acute exposure is determined to be
acceptable the chronic dietary risk assessment could then be undertaken.

Methidathion IESTI 360%  240%  360%

Acute RfD=0.01 mg/kg bw (10 pg/kg bw) Maximum %ARfD: all genpop  child
Codex Commodity [STMRor HRor DCHCoun Population Unif Varia{ Casq IESTI % acutgl % acutg % acute]
Code STMR-P HR-P try group weight|  bility] ng/kel RfD| RfDy RfD|
mg/kg mg/kg edible  factoy bw/day] rounded rounded rounded

portion, g
FI 0345 |Mango 2 1.000AU Child, 2-6 227.4 3 2h 36.3867 360.0% 240.0% 360.0%|
yrs

Short-term dietary exposure assessment

The NESTI calculated for mango, using the MRL in the absence of any supervised trial data, estimated
potential exposure for 240% of the acute reference dose for children and 360% of the ARfD for the
general population. It can be concluded that the estimated acute dietary exposure is unacceptable.

Long-term dietary exposure assessment
No long-term dietary intake assessment required as the proposed import MRL failed the short-term
assessment.

Decision:

The estimates of short-term intake were calculated for mango. It can be concluded that based on the
available information the requested import MRL for methidathion would be unacceptable due to
public health concerns. Therefore, the request to establish an import MRL at the level nominated by
the requestor economy, i.e., 2 mg/kg, would be declined.
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Scenario 6: No IMPR AssessmeyniNo Codex MRL

An APEC economy is seeking the establishment of an iMgirfor the fungicide
fenpyrazaminén grapes The MRLsought is3 mg/kg

Pesticide Import MRL process initiated

Y
’ Provision of ‘

fenpyrazamine data
(e.g. GAP, MRL)

No JMPR ADI

- EFSA Guidance
& AR and .—‘:\_
No Codex MRL. values (ADI & ARfD)

National Dietary P Accordi ional lati
Exposure Assessments | ccording to national regulations

!

NEDI < ADI
NESTI < ARfD

Nature and source of
data

Establishimport MRL

Figure A7 lllustrative importMRL application process for fenpyrazamine in grapes, where there are
no JMPR health based guidance values or MRLs

Background
The compound is approved for use against downy mildew in grapes in the exporting economy. It is
also approved for use in other crops and situations in the importing economy.

Information to be provided on the authorised use pattern, the proposed MRLuppdrtig
information needed to allow the dietary intake assessment to be undertaken. For fenpyrazamine, JIMPR
has not established health based guidance values as the compound had not been evaluated. It is
proposed that the relevant guidance values estalolisy EFSA be used, i.e., an ADI D@3 mg/kg

bw with an ARfD of 0.3 mg/kg.
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Data to be provided in support of an import MRL regifest

Pesticide namg1S0O)

Fenpyrazamine

IUPAC S-allyl 5-amino-2-isopropyt4-(2-methylphenyl3-oxo-2,3-
dihydropyrazolel-carbothioate
CAS No. 473798593
Residue definitions Source
For compliance with Fenpyrazamine EFSA
MRLs
For estimation of Fenpyrazamine + S 2188C EFSA
dietary intake
Health basedguidance
values
ADI 0-0.13mg/kg bw EFSA
ARfD 0.3 mg/kg bw EFSA

Authorised GAP

6009 ai/hawith a 14 day Pre Harvest Interval

Name of the requested
commodity or group

Grapes

Commaodity to be
imported, including any
processed commodities

Grapes, to cover residues in red wine (max PF=1.38) and white
wine (PF=0.78)

Codex Code

FB 0269

Requested MRLs

3 mg/kg

Origin/source of the
requested MRL

(e.g. Codex/ economy/
regulator)

Exporting economy

Residue Summary

Supervised Trial 0.33 mg/kg
MedianResidue (STMR)
Highest Residue (HR) | 1.59 mg/kg

Link to the source of the
HR, STMR data

Note: In addition to HR and
STMR values idividual
economies may require the
submission of full residue
studiesas perdomestic
regulations

http://www.efsa.europa.eu/en/pesticides/pesticidesscdocs.htm

Best estimate of average residues in wine is 0.57 mg/kg

Reference link/s to published
MRL in Codex or by
alternative surce other than
Codex (if available)

http://ec.europa.eu/sanco_pesticides/public/index.cfm?event=homepage&langua

Current status for this MRL in
otherjurisdictions

MRLs of 3mg/kg in theEU and the USA

%8 Minimum required information highlighted told. Additional information that may be required indicateitafics
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Model Dietary Exposure Assessments

Attachment 2

Based on the information outlined above the following estimates of dietary exposure can be

calculated. The first step could be to assess acute exposure. Shasdtinttaged exposure be

determined acceptable the chronic dietary risk assessment could then be undertaken.

FENPYRAZAMINE

Long-term dietary exposure assessment
Where an exportingconomyis seeking to export grapes or grapepbgducts (e.g. wine) to an AT

economy represented in GEMS/Food Clusters G09 or G10 the following could be used as a substitute
in the event local consumption data were unavaifable

FENPYRAZAMINE International Estimated Daily Intake (IEDI)
STMR-P
Codex Commodity description Expr as mg/kg GO09 G09 G10 G10
Code diet | intake | diet | intake
JF 0269 |Grape juice PP 0.04 0.10 0.00 2.24  0.09
- Grape wine (incl vermouths) PP 0.46 1.84 0.8 25.04 11.53
DF 0269 |Grape, dried (= currants, raisins aultanas) PP 0.55 0.10Q 0.06 1.38 0.7§
FB 0269 |Grape, raw (incl must, excl dried, excl juice, g RAC 0.33 5.21 1.72 9.38 3.10
wine)
Total intake ig/person)= 2.6 155
Bodyweight per region (kg bw) 55 60
ADI (pg/person):= 7150 7800

%ADI=
Rounded %ADI=

0%
0%

2%
0%

Based on the cluster diets and the IEDI for fenpyrazamine, the added dietary contribution of residues
in grapes and processed grape commodities (including wine) is less than 0.2% of the ADI).

59Group 9 Bangladesh, Cambodia, China, DPR Korea, Guinea Bissau, Indonesia, Loa, Myanmar, Nepal, Philippines, Sierra
Leone, Thailand, Timor éste, Viet Nam.
Group 10 Belarus, Bulgaria, Canada, Croatia, Cyprus, Estonia, Italy, Japan, Latvia, Malta, New Zealand, Republic of Korea,
Russian Federation, USA
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FENPYRAZAMINE

Short-term dietary exposure assessment

International estimate of short term intake (IESTIAcute RfD= 0.300 mg/kg bw (300g/kg bw)

Maximum %ARfD: 40% 40% 9%  20%
all- childrer womengen poj

mixed
Mixed population
groups
Code>Commodity Processing| STMR HR or diet|Cour Populatiorn Large Unit |Varia{Cast% acut{% acut{% acut{% acut
Code or HR-P corr| try group portion, weight| bility RfD | RfD | RfD RfD
STMR- mg/k¢ fact g/persol edible| facto roundef{rounde{rounde{rounde
P portion
mg/kg g
- Grape raw with 0.33 | 1.59|1.00¢CN |Child, 1-6] 232 366.7| 636.6] 3 | 2b| 40% | 40% | 9% | 20%
skin yrs
DF |Grape dried (currants, 3.26|1.000AU |Child, 26| 918 835 | 1.0 | NR| 1| 5% 5% - 1%
0269 raisins, sultanas) yrs
JF  |Grape juice 0.04 1.00¢NL ([Child, 26 8 | 803.2| NR [ NR| 3 1% 1% 0% 0%
0269 (pasteurise yrs
- Grape red wine 0.46 1.000FR |Gen pop,|95.89 1006.5 NR [ NR| 3 3% 1% 2% 3%
>3yrs
- Grape white wine | 0.26 1.00{FR [Gen pop,|95.89 1006.5 NR [ NR | 3 2% 0% 1% 2%
> 3yrs

The NESTIs for all relevant commodities were less than 40% of the acute reference dose (up to 3% in
wine). It can be concluded that the acute dietary exposure is acceptable.

Decision

The estimates of short and leteym intake were calculated for grapes. It can be concluded that that
the residues of fenpyrazamine resulting from the use under the authorised GAP is unlikely to present a
public health concern. Therefore, on the basishef data provided it could be recommended to
establish an impoMRL at the level nominated by the requestor economy, i.e., at the nominated level
of 3mg/kg.
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ATTACHMENT 3: Contact details, economy web links

Attachment 3

Economy Contacts Links to economy specific Links to resource Links/details of domestic authorities related to pesticide
requirements materials MRL regulation
AUSTRALIA Food Standards Australia Information for stakeholders: Guideline for submitting The Australian Pesticides and Veterinary Medicines Authority
New Zealand http://www.foodstandards.gov.au/code/ | requests for MRL is the Australian government authority responsible for the
changes/limits/Pages/default.aspx proposals: assessment and registration of pesticides and veterinary
Boeing House http://www.foodstandards. | medicines.
55 Blackall Street Information on the MRL Proposal gov.au/publications/Pages/
BARTON ACT 2600 process, where FSANZ considers Guide-for-Submitting- General contact details:
requests to harmonise with MRLs for Requests-for-MRL- Telephone: +61 2 6210 4701
PO Box 5423 import purposes: Proposals.aspx E-mail: +61 2 6210 4701
Kingston ACT 2604 http://www.foodstandards.gov.au/code/ Email: enquiries@apvma.gov.au
Australia changes/limits/Pages/MRL- Information on
proposals.aspx Applications: The Department of Agriculture and Water Resources sets
Email: http://www.foodstandards. | biosecurity requirements for importing goods to Australia.
MRL.Contact@foodstandar | Information on MRL Applications: gov.au/code/changes/pages | Codex Australia coordinates Australia’s position on Codex
ds.gov.au http://www.foodstandards.gov.au/code/ | /applicationshandbook.asp | Standards.
Telephone: +61 2 6271 2222 | changes/limits/Pages/MRL- X
Facsimile: +61 2 6271 2278 | applications.aspx Telephone toll-free: 1800 900 090
General enquiries: http://www.agriculture.gov.au/general-
inquiries?query=nrs
BRUNEI
DARUSSALAM
CANADA Pest Management Information for Registrants and Policies and Guidelines: Health Canada’s Pest Management Regulatory Agency is the

Information Service

Pest Management
Regulatory Agency
Health Canada

2720 Riverside Drive
Ottawa, Ontario

Address Locator: 6606D2
K1A 0K9

E-mail: pmra.infoserv@hc-

Applicants: http://www.hc-
sc.gc.ca/cps-spc/pest/registrant-

titulaire/index-eng.php

Requirements for the establishment of
import MRLs for a new active
ingredients: http://www.hc-
sc.gc.ca/cps-spc/pest/registrant-
titulaire/arborescence-decision-tree-
eng.php?pagelD=6 a

sc.gc.ca

http://www.hc-

sc.gc.ca/cps-
spc/pubs/pest/ pol-
guide/index-eng.php

government body responsible for regulating pesticides in
Canada, which includes responsibility for specifying MRLs.

Acts and Regulations: http://www.hc-sc.gc.ca/cps-
spc/legislation/acts-lois/index-eng.php
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Economy Contacts Links to economy specific Links to resource Links/details of domestic authorities related to pesticide
requirements materials MRL regulation
Telephone: 613-736-3799 Requirements for the establishment of
Toll-free: 1-800-267-6315 import MRLs for a previously assessed
Facsimile: 613-736-3798 active ingredient: http://www.hc-
Teletypewriter: 1-800-465- sc.gc.ca/cps-spe/pest/registrant-
7735 (Service Canada) titulaire/arborescence-decision-tree-
eng.php?pagelD=6 b
CHILE Lorena Rodriguez http://dipol.minsal.cl/departamentos- www.minsal.cl
Jefa del Departamento de 2/nutricion-y-alimentos/reglamento-
Alimentos y Nutricion sanitario-de-los-alimentos/
Ministerio de Salud
lorena.rodriguez@minsal.cl
Paulina Chavez,
Profesional Asesor del
Departamento de Alimentos
y Nutricion
Ministerio de Salud
pchavez@minsal.cl
CHINA www.chinapesticide.gov.cn www.chinapesticide.gov.c | www.chinapesticide.gov.cn
n
HONG KONG, Hong Kong, China Centre for Food Safety http://www legislation.gov | http://www.cfs.gov.hk/english/whatsnew/whatsnew_fstr/whats
CHINA .hk/eng/home.htm (see new_fstr 21 Pesticide.html
Chapter 132CM, Pesticide
Residues in Food
Regulation)
INDONESIA
JAPAN N/A http://www.mhlw.go.jp/english/topics/f | http://www.mhlw.go.jp/en | N/A

oodsafety/residue/index.html

glish/policy/health-
medical/food/index.html

REPUBLIC OF
KOREA

Dr. Yoon, Hae Jung
Director, Food Standard
Divison, MFDS

http://www.foodnara.go kr/residue/arti

cle/view.do?articleKey=942&searchTit
leFlag=1&boardKey=0&menuKey=4&
subMenuKey=5&currentPageNo=1

refered same link

http://www.foodnara.go.kr/residue/main.do
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Economy Contacts Links to economy specific Links to resource Links/details of domestic authorities related to pesticide
requirements materials MRL regulation
Dr. Kim, Jin Sook
Deputy Director, Food
Standard Division, MFDS
Dr. Kwon, Chan Hyeok
Scientific Officier, Food
Standard Division,MFDS
Dr. Kim, Hyochin
Scientific Officier, Food
Standard Division, MFDS
MEXICO José Alberto Rosales http://www.cofepris.gob.mx/MJ/Docu http://www.cofepris.gob. http://senasica.gob.mx/
Castillo ments/Decretos/130214decretoplaguici | mx/AZ/Paginas/Plaguicida
(jarosales@cofepris.gob.mx) | das.pdf $%20y%20Fertilizantes/P1 | http://www.cofepris.gob.mx/Paginas/Inicio.aspx
aguicidasYFertilizantes.as
Luis Ignacio Sanchez px
Cérdoba
(lisanchez@cofepris.gob.mx http://www.senasica.gob.m
) x/?1d=4099
Pamela Suarez Brito
(psuarez@cofepris.gob.mx)
MALAYSIA 1. Badruzzaman bin Abdul | http://www.doa.gov.my/maklumat- http://www.doa.gov.my/m | Food Safety and Quality Division

Rahim

Food Safety and Quality
Division

Ministry of Health
Malaysia

E-mail :
badruzzaman@moh.gov
.my

2. Mohd Nazrul Fahmi bin
Abdul Rahim
Pesticides Control

racun-perosak

aklumat-racun-perosak

http://fsq.moh.gov.my/v5/
ms/food-regulations-1985/

Ministry of Health Malaysia
http://fsq.moh.gov.my/v5/ms/
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Economy Contacts Links to economy specific Links to resource Links/details of domestic authorities related to pesticide
requirements materials MRL regulation

Division

Department of
Agriculture

E-mail :
nazrulfahmi@doa.gov.
my

3. Nurul Emilia binti Abd
Karim
Food Safety and Quality
Division
Ministry of Health
Malaysia
E-mail :
nurulemilia@moh.gov.
my

NEW Warren Hughes http://www.foodsafety.govt.nz/elibrary | http://www.foodsafety.gov | http://www.foodsafety.govt.nz
ZEALAND Principal Adviser ACVM /industry/register-list-mrl-agricultural- t.nz/elibrary/industry/regist
Regulation & Assurance, compounds.htm er-list-mrl-agricultural-
Systems Audit, Assurance & compounds.htm
Monitoring Directorate
Regulation and Assurance
Branch

Ministry for Primary
Industries
Warren.hughes@mpi.govt.n
z

PAPUA NEW Mr. Joel Kolam For wine products: Schedule 2A, item Nil online information Food Sanitation Council, Ministry of Health
GUINEA Joel Kolam@health.gov.pg 1422t014.2.4 database.
Ms. Diane Kave (Food Sanitation Regulation 2007)
dianelkave@gmail.com
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Economy Contacts Links to economy specific Links to resource Links/details of domestic authorities related to pesticide
requirements materials MRL regulation
PERU (a) Ms. Leonor PICON http://www.digesa.minsa.gob.pe/expedi | http://www.digesa.minsa. | Direccion general de salud Ambiental e Inocuidad
Ipicon@digesa.minsa.gob.pe | entes/tupas.aspx gob.pe/Expedientes/Leyes- | Alimentaria (DIGESA) http://www.digesa.minsa.gob.pe
http://www.digesa.minsa.gob.pe/Exped | Reglamentos.aspx
ientes/Leyes-Reglamentos.aspx
PERU (b) Eng. Jorge Barrenechea National Agrarian Health Service — Servicio Nacional de
Cabrera National Head of Sanidad Agraria (SENASA) www.senasa.gob.pe is a
the National Agrarian Health technical public body specialized in agricultural health under
Service. the Ministry of Agriculture and Irrigation with attributions in
jbarrenechea@senasa.gob.pe matters of agricultural health, safety of agricultural foods of
primary production and processing including animal feed,
organic production, and entry control to the country of
modified live organisms in plants, animals and products of
animal origin for purposes of reproduction or propagation.
PERU (c¢) Eng. Josue Carrasco Directorate of Agricultural Inputs and Agrifood Safety
Valiente —General Director establishes mechanisms for monitoring, recording and control
of Agricultural Inputs and of agricultural and forestry; conducts the registration of
Agrifood Safety. producers; verifies quality of chemical pesticides for
jcarrasco(@senasa.gob.pe agricultural use, biological products for agricultural pest
control; pharmaceutical, veterinary biological products and
animal feed; registration of residues; development of residue
plans and performs the corresponding monitoring in
coordination with other functional units of SENASA.
PERU (d) Eng. Pedro Molina Salcedo Technical assistance in understanding Agrifood Safety Subdirectorate protects the health of
— Director Agrifood Safety the risk assessment to set MRLs for consumers and the competitiveness of the agricultural sector.
Subdirectorate pesticides / food, determinants of
pmolina@senasa.gob.pe tolerance in food imports.
PERU (e) Eng. Gerard Blair Arce — Subdirectorate of Agricultural Inputs establishes and
Director Agricultural Inputs conducts the registration and control of chemical pesticides for
Subdirectorate agricultural use and biological products.
gblair@senasa.gob.pe
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PERU (f) Q.F. Orlando Lucas - Requires Proficiency tests on the Unit of the Input Control Center and Toxic Residues
Director of the Unit of Input | determination of pesticide residues in maintains the capacity of official control for agricultural inputs
Control Center and Toxic mangos, quinoa, cacao, table grapes, and the detection of toxic residues in food products and
Residues etc., together with APEC economy provide services in a competitive condition. ISO/IEC
olucas@senasa.gob.pe members. 17025:2005 accreditation by ANSI-ASQ National
- Participation in proficiency tests: Accreditation Board, with Certificate Number AT-1824 Issued
11/03/2015 and valid to 11/26/2017.
a) European Union Reference
Laboratory for Pesticide Residue in
Fruits and Vegetables. European
Proficiency Test- EUPT-FV16
b) EC JRC - Institute for Reference
Materials and Measurement. IMEP-37
Pesticides in Grapes
PHILIPPINES . .
RUSSIA Ministry for agricultural There are four types of danger: * The Federal law dated * Due to article 8.3 of the Russian Code on the administrative

development; the
government of the Russian
Federation

* the pesticides of the first class are not
recommended for the application in
agriculture; retail sales are forbidden;

* the pesticides of the second class of
danger, the retail sales is restricted;

* the pesticides of the third and the
forth classes are applied in
accordance with special enactments;
it is allowed to use the agrochemical
substances for personal use in
housing, gardens, against insects.

* According to the State catalogue
pesticides and agrochemical
substances, permitted to being
applied on the territory of Russia, the

from 19th July, 1997
#109-FL The safe
application of pesticides
and agrochemical
substances;

* SanPin 1.2.2584-10
Sanitary requirements to
the process of treatment,
storage, transportation,
realization, application
and utilization of
pesticides and
agrochemical
substances;

* The State Catalogue of

offenses concerning the storage, transportation, application
of pesticides and other substances, there is a special fine;

* The application of pesticides in each case is realized after
the preliminary research of agricultural grounds;

* There is a special state procedure of pesticides registration
that is implemented by Ministry for agricultural
development, the list of documents is introduced in the
Order dated the 10th 2007;

* Among the agrochemical substances, the obligatory
registration spreads for chemical meliorates (ground
limestone, phosphate fertilizer and others); the substances of
natural and organic extraction, such as wood ash, natural
chalk, drainage sand and others are not submitted to the
registration.

* There is no permission to apply the pesticides within the
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examples of such substances are: pesticides and water zones;
- Bacillus thuringiensis, var.kurstaki, agrochemical * The production, storage and transportation of agrochemical
- Bacillus thuringiensis, var. substances, permitted to substances are fulfilled in the special zones.
Thuringiensis, being applied on the
-Metarhizium anisopliae P-72, territory of Russia
-Steinernema carpocasae (Weiser) and (official annual edition).
others.
SINGAPORE Dr. Paul Chiew, http://www.ava.gov.sg/docs/default- Risk Analysis Principles Agri-Food & Veterinary Authority of Singapore
Group Director source/default-document-library/food- | Applied by the Codex Tel: +65-6805 2992 (General Enquiries)
Laboratories Group regulations-2-feb-2016.pdf Committee on Pesticide Fax: +65-6334 1831
Agri-Food & Veterinary (Note: the MRLs are subject to revision | Residues: Public website: www.ava.gov.sg
Authority of Singapore from time to time) http://www.fao.org/docrep/
Email: 010/a1472e/a1472e00.HT
Paul CHIEW@ava.gov.sg For setting pesticide MRLs or Import M
Tolerance Levels, Singapore generally
Dr. Wu Yuan Sheng follows the requirements as described | JMRR Manual on the
Deputy Director in the following two documents: Submission and Evaluation
Pesticide Residues Section 1). Risk Analysis Principles Applied by | of Pesticide Residues
VPHL Chemistry the Codex Committee on Pesticide Data:
Department Residues; and 2). JMRR Manual on the | http://www.fao.org/agricul
Laboratories Group Submission and Evaluation of Pesticide | ture/crops/thematic-
Agri-Food & Veterinary Residues Data. sitemap/theme/pests/jmpr/j
Authority of Singapore mpr-docs/en/
Email:
WU Yuan Sheng@ava.gov.
sg
CHINESE Dr. Yi-Ting, Emily Kao http://www.fda.gov.tw/TC/download.a | http://consumer.fda.gov.tw | http://consumer.fda.gov.tw/Law/Detail.aspx?nodeID=518&lan
TAIPEI Taiwan Food and Drug spx?pn=2&cid=99 /Law/Detail.aspx?nodelD= | g=1&lawid=127
Administration 518&lang=1&lawid=127
Emily. kao@fda.gov.tw
THAILAND National Bureau of http://www.doa.go.th/ard/ http://iodinethailand.fda.moph.go.th/fda/new/web cms/subcol.

Agricultural Commodity and
Food Standards

e-mail:

codex@acfs.go.th

(Available only Thai
version)

php?SubCol ID=77&Col ID=14
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UNITED It is best to Contact the NAFTA Guidance Document on Data Import Tolerances Specific MRLs (Tolerances) can be found in the Code of

STATES OF Specific Branch Assigned to | Requirements for Tolerances on https://www.epa.gov/pestic | Federal Regulations Title 40 Part 180 Subpart C - Specific

AMERICA a Specific Chemical for Imported Commodities in the United ide-registration/pesticide- Tolerances

Environmental
Protection
Agency (EPA)

Information

To Find a Branch for a
Specific Chemical refer to:
Registration Division

States and Canada
https://www.epa.gov/sites/production/fi

registration-manual-
chapter-11-tolerance-

les/2015-10/documents/nafta-
guidance.pdf

petitions#import

Pesticide Registration

Search for e-cfr

180.101 through 180.2020
http://www.ecfr.gov/cgi-

Office of Chemical List with Branch Toxicity test guidelines: Manual: Chapter 11 - bin/retrieveECFR ?gp=1&SID=bd81dcf10062525{6728fc4061
Pesticide Assignments http://www.epa.gov/test-guidelines- Tolerance Petitions 7013 fc&h=L&mc=true&n=pt40.24.180&r=PART&ty=HTML
Programs https://www.epa.gov/sites/pr | pesticides-and-toxic-substances/series- | https://www.epa.gov/pestic

oduction/files/2014- 870-health-effects-test-guidelines ide-registration/pesticide-

10/documents/publicchemic registration-manual-

albranchpmreport102414 dr | Residue Chemistry test guidelines: chapter-11-tolerance-

3.pdf http://www.epa.gov/test-guidelines- petitions
pesticides-and-toxic-substances/series-

To find the contact for the 860-residue-chemistry-test-guidelines PRIA Fee Category Table

Specific Branch refer to: - Registration Division -

Contacts in the Office of Import and Other

Pesticide Programs, Tolerances

Registration Division https://www.epa.gov/pria-

https://www.epa.gov/pestici fees/pria-fee-category-

de-contacts/contacts-office- table-registration-division-

pesticide-programs- import-and-other-

registration-division tolerances
VIETNAM Mr. Le Hoang 1. MRL for pesticides in | Name: Vietnam Food Administration, Ministry of Health of

phongtckn@gmail.com /
lehoang@vfa.gov.vn

Vu Van Hong
hongvu@tcvn.gov.vn

foods
http://vfa.gov.vn/van-
ban/thong-tu-so-242013tt-
byt-ban-hanh-quy-dinh-
muc-gioi-toi-da-du-luong-
thuoc-thu-y-trong-thuc-
pham-cua-bo-y-te.html

2. MRL for veterinary
drugs in foods

Vietnam
Add: 138A, Giang Vo Str, Ba Dinh Dist, Ha Noi, Vietnam

Link: http://vfa.gov.vn/
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http:/vfa.gov.vn/van
ban/quyeidinh-462007qd
byt-cuabo-y-te-ve-viec-
banhanhquy-dinh-gioi-
hantoi-da-o-nhiemsinh
hocva-hoahoctrong

thuc-pham.html

64




