
農薬名  メタミドホス  （別紙2）  

参考基準値  
基準値  基準値  登録  外国  作物残留試験成績   

農産物名  案  現行  有無  基準   基輩値  
PPm  PPm  PPm   PPm   PPm  

ひまわりの種子  0．01  
ごまの種子  0．01  
ベにばなの種子  0．01  
綿実   0．1   0．2  
なたね  0．1  0．1豪州（Rapeseed）  
その他のオイルシード  0．01  

ぎんなん  0．01  
くリ  0．01  
ペカン  0．01  
アーモンド  0．01  
くるみ  0．01  
その他のナヅソ類  0．05  

茶  2  アセ  0．78（姉D．22（＃），0．828（浸出液），0．040  

コーヒー豆  

カカオ豆  
ホップ  5  5豪州（Hopsdlγ）  

その他のスパイス  0．5        アセ  さんしょう（果実）0．02（∩＝2）  
（（参考）みかん（果皮）0．06．0，05，0．略  
0．047，  

その他のハーブ   0．8  アセ  みずな0．388，0．008  
（非結球ア7うナ科葉菜類）   

陸棲哺乳類の肉類  0．05  0．Ol衰州（Meat（mammalian））  海外STMR：0．01  

陸棲哺乳類の内臓  0．Ol衰州（Edibleoffal（mammalian））   
陸棲哺乳類の乳類  0．02  0．02   海外STMR：0．Ol  

家禽の肉類  005  海外STMR：0   
家禽の卵類  0．01  0．01  海外STMR二0   

乾燥させたその他のスパイス  0．1  

平成17年11月29日厚生労働省告示第499号において新しく設定した基準値については、網をつけて示した。  
登録有無欄の「アセ」は、アセフェートの略、「アセ削」は、今後、登録が削除される見込み。  
（＃）これらの作物残留試験は、適用の範囲内で試験が行われていない。  
（n＝○）作物残留試験の例数を示す。  
STMR（SupervisedTria！sMedianResidue）．監督下吉武験l＝おける中央残留  

（GAPの最大条件に従って実施された監督下残留試瞬から得られた残留値の中央値）  
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（別紙3）  

メタミドホス推定摂取量（単位：一′⊥g／人／／day）  

高齢者  
食品群   

基準値案 （ppnl）  暴露評価 に用いた 数値  国民平均国民平均豊淀‥㌣温 TMい1Eり†Th廿丹 EDl   完訳  票票（｛う鷲賢）     （1う5歳以上） E［）1   

とぅ卓，ろこ P・呈  q・p：3   q．声  0．1 0．9   0．1  0．．   0．1  0．：  0．0   
大更  り・鱒  ・   一・ 1丁  ∩つ  0声  コ？  
′」、豆類  「）   1∩  「＼11  U．（一  ハ   U．1   亡il  

ばれ十L・キ   0   1． ．1  11．〔   0． 只．1  

や葺いむ（長一、む）   P・1   9・ 0．？   0． 1  0，   0．o  u．4  
てんさい   0・q声  q・qq与   0．1  0．0 0．1  0．1   0．0 0．1  

仁いこん類（ラテ1∵ソシ十を名むトや頬   り・り3  q．り   トヰ   りtぅ  0．1   ．（′  0．：  1．8  

だし丁二ん類〔ラデ仁ソ 0■鱒  り・plp   0・1   0. O 0．0 u．0  0．0 0．  

声1亭琴げノ嘩   〔）・3q  ．0 ・   ．1   0．コ  り．1  1．  

かぶ嶺山筆   3  l∴与   0．3  0．1   0．9   0．3 ．  

はくさ＼、  q・q鱒   5・（ナ   1  0．3   4．4   0．6  6．3  
キャベツ   0・三  q・p37   圭   ．4   1．（   0．8 1．  

ケ・一ル   0．】月8   0．1   0．1  0   01   0．0  0．  
∩ ‘1   

二ま／〕′ノ〔   0．5   q・14  1．0  0．3   0．8   0．コ 3．0  
き上1な   0．コ3   0．3   ．1   0．0   ，1   0．0   0．  
子ンケンサイ   0．5  0・1声   U．7   0．コ  U．0   0．5   0．1 1．0  
カリフラワー  0．3  q・0   0・l  ．O   q．0   0．0   0．   0．1  
十王∴コリーー  0・事3ナ  り「ト   J・ 一・り  0．4  J．J  0・り ∩（  

モ叫山グゆノ弓ミらノ瑚華箪   
0・享   ニ P二3 0．1  0．コ   0．0 3．1  

ア）  q・02  q・qq亭   0．1   0．0 0．0   0．   ．0 0．  
レク  0．3  u． 1．   0．S  O．   1．   0． 1．3  
そチノ他げノきく干晒‥葺   0・0冒  ．0q   0．   0▲0   d二0：  0．0  

たまねぎ   0・三  0・q鱒   †   3．7  0．   iう，e   0．り   4．5  

にんにく   0∴享   り 0 り・0 0．0   0．0   ．0 0．  

トア十   0・0三  q・PP5   0．5   0 1   ．   1 ． 

なす   P・亭  q． 与．   0．5   ．1   ．7   03  ：． 
きゆうり   町鱒  0．005   0．3   ．  0．0   0．コ   0  o．3  

すウう   0・与  〔   ．三 0．1   0．0   0．1   0．  
し。Lうが   0．0＝  0．005   0． 0．0   

．   00 

ネ7ご圭め   00 u   0．0   0．0   0．0 0．dT  
そ叫出の野菜   0．05  9・8   0・や   0．1   ．5   0．1  0． 
みかん   0・三   q・ 只．3 7ト   

．   り．：   ：3  8 
なノブキ叫し′の果実主体   q・p声′豊   

． 0ト  ．0   0．1   0． 0．1 
モン   ●  1   0．   0．コ ニ   0．   0．3  0．3 
オレンン  ● q （？．   q！   q．  0．8   （ 
グレープ7ノし山、ソ  暮 0   1・さ  （1・早 q：4  √1  〕・1  0・ p・軍 0ニウ  

ム   0．1  0．1  0．1  0．1   0．1   0．ト  0．1   
モア」他のかヰ′きノブ項畢睾   0．1  q．p：   0．   q 0．0   0．0   0．0   ．1 
ア）？ 0・；  0・qヰ亭   6．3   1．b  0．3   4．3   09   t）． 

その他小栗実   0．1  0．01（ミ   0．4   ぅ   0．1   00   0． 

東   「）  6・q   コ．S  O．7   7．0   1．6   8．6 2．0   
その他のス／くイス  0．   0・q2   0．ト   0．ト  0．0   ．1 ．0  0．1 0   

その他宮ハーフ   0．19S   0．1   0．0   0．1  0．0   0．1 0．0  0．1 0．0   

計  75，コ   14．1   38．6 7．1 67．0  1：：．1   3．6 17．1   

へ「）丁比（？tり  ：35．コ  4：；．！）  40（う．只  74．R   コ00，7  3†ミ．コ  7．Oj   5こ∴5   

●  個別直情拘穫訝瓢難がない∴十かノ、毒露評価ろ1㌻う：二！－l．▲二り、基進値l案）、■こさ工量準値一案）×石倉部猥膏．十，′数値を同ぃ∵  

TM［）Ⅰ：理論最大1日摂取量 川1Pり1・ビtiし－dlル1aMIllし1Ⅲ［ね11†▼I11tal（e）  

E［）t 推定一日摂取量（Estll】1ate〔1じ∂ill▼I11talくP）   



（参考）  

これまでの経緯  

平成17年11月29日 残留基準値の告示  

2月12日 厚生労働大臣から食品安全委員長あてに残留基準設定に係る食  

品健康影響評価について要請  

2月14日 食品安全委員会（要請事項説明）  

2月27日 第36回農薬専門調査会幹事会  

3月 6日 食品安全委員会における食品健康影響評価（案）の公表  

3月11日 薬事・食品衛生審議会へ諮問  

5月 1日 食品安全委員会（報告）  

5月 1日 食品安全委員会委員長から厚生労働大臣あてに食品健康影響評  

平成20年  

平成20年  

平成20年  

平成20年  

平成20年  

平成20年  

平成20年  

価について通知  

平成20年 9月19日 薬事・食品衛生審議会食品衛生分科会農薬・動物用医薬品部会  

●薬事・食品衛生審議会食品衛生分科会農薬・動物用医薬品部会  

【委員］  

東京海洋大学大学院海洋科学技術研究科 教授  

北里大学 副学長  

国立医薬品食品衛生研究所 副所長  

東京大学大学院農学生命科学研究科 教授  

財団法人残留農薬研究所 理事  

星薬科大学薬品分析化学教室 准教授  

国立医薬品食品衛生研究所客員研究員  

元独立行政法人 農業技術研究機構 中央農業総合研究センター  

虫害防除部長  

実践女子大学生活科学部生活基礎化学研究室 教授  

国立医薬品食品衛生研究所食品部長  

日本生活協同組合連合会組織推進本部 本部長  
東北大学大学院薬学研究科医療薬学講座薬物動態学分野 教授  

公立大学法人青森県立保健大学健康科学部 栄養学科長  

独立行政法人国立健康・栄養研究所栄養疫学プログラム  

プログラムリーダー  

大阪市立大学大学院医学研究科都市環境病理学 教授  

青木 宙  

井上 松久  

○大野   

尾崎   

加藤   

斉藤  
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鰐渕 英機   

（○：部会長）  
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Submissionandevaluationofpesticide  

residuesdata払rtheestimationofmaximum  
residuelevelsin払odandlbed  

FoodandAgricultureOrganizationoftheUnitedNations  

Rome，2002  
Firstedition   



Chapter7－EstimatlngdietarylntakeofpeSticideresidues  

SHORT－TEMDIETARYINTAKE  

In1994theJMPRconsideredtheassessmentofacutedietaryriskinresponsetotheCCPR’s  
reservationsaboutMRLsproposedfbracutelytoxicpesticides・TheCCPRhadsuggestedthat  
thetraditionalAI）Imaynotbeapproprlateforassesslngrisksrenectingshort－termeXpOSure  
toresidues．Revisedguidelines ErroI・！BookJnaI－knotdehcJ・ werepublishedin1997byWHOand  
containedchaptersonriskassessmentofacutehazardsandpredictlngdietarylntakeofacutely  
toxicpesticideresidues・Proceduresandpracticalguidelinesweresubsequentlydevelopedand  
the1999JWRcommencedformalroutine assessmentofacute dietaly riskforpesticide  
residuesinfbod．   

Highintakeofaresiduewouldoccurwhenalargeportionofafbodwithahighresiduewas  
consumed．Thelargeportionsizewasagreedasthe97・5thpercentiledailyconsumptlOnfor  
eatersofthatfood．ResearchintheUKandothercountrieshadshownthattheresiduelevelin  
aunitoffruitorvegetable（i・e■aSingleappleoTaSingle？arrOt）maybesubstantiallyhigher  
thantheresidueinacompositesamplerepresentlngthetypICalresidueinthelot・Thisconcept  
providedthebasisforassessmentofshort－termdietarylntakeofpesticideresidues・  

ThehighestresiduefromthesupervisedresiduetrialsatmaximumGAPwasgenerallyseenas  
the better optlOn than the MRLfor short－term dietarylntake calculations・The MRLis  
expressedoncommodityoftraderatherthanedibleportionandtheMRl・COmPlianceresidue  
de坑nitiondoesnotalwaysmatchthedietarylntakeresiduedennition・EstimationofanMRL  
usuallyinvoIves＝rounding up＝to an accepted value，and rounding of values at an  
intermediatestageofacalculationisundesirable・Furthermore，theuseoftheMRLinan  

intakecalculationmayglVetheimpressionthataqjustlngtheMRLwillchangetheintake，  
howevertherewillbenorealchangeofdietarylntakeiftheMRLischangedbutGAPand  
otherfactorsremainthesame．   

The highest residuein the composite sample ofedible portion丘om the trials usedfor  
estimatlngthemaximumresiduelevelisde凸nedastheHR，eXpreSSedasmg／kg・Inthose  
caseswhereinformationisavai1al）1eonly onthewholecommodityandnotontheedible  
portion，the HR expressed on whole commoditymay be usedin the dietaryintake  
Calculations，butasalesspreftrredopt10n．   

A＝highresidue＝isneededintheintakecalculationforthoseprocessedcommoditieswhere  
bulkingandblendingarenotinnuential，e・g・driedfruitorcannedpineapple・Thepreftrence  
wastoapplytheprocesslngfactortothehighestresiduefromthesupervisedresiduetrialsat  
maximum GAP rather than to the MRL．Similar arguments about roundingand residue  
de鎖nition apply hereasfbrtheHRcase．Thehighresiduein aprocessed commodityis  
refbrredtoastheHR－P（highestresidue－prOCeSSedcommodity）・   

TheHR－Pistheresidueinaprocessedcommoditycalculatedfromthehighestresidueofthe  
rawagriculturalcommodityandthecorrespondingprocessingfactor・   

DataonunitweightsandedibleportionpercentageshavebeenprovidedbyFrance，theUK  
andtheUSAtoⅥIOGEMS／Food．   

Large－pOrtionconsumptlOndatahavebeenprovidedbyAustralia，France，TheNetherlands，  
Japan，theUKandtheUSA・Meanbodyweightsforadultsandchildrenaged6andunder  
havebeenprovidedbyAustralia，France，TheNetherlands，theUKandtheUSA・  
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Chapter7－Estimatmgdietaryintakeofpesticideresidues  

The values provided by WHO GEMS／Food fbr the highestlarge－pOrtion dietwith the  

associatedbodyweightandcountryfbrchildrenandgeneralpopulationareusedintheIESTI  
calculations．   

Dataonunitweightsandlargeportionconsumption（97．5percentilediets）andthemeanbody  
Weightsforthepopulations associatedwiththefoodconsumptlOndataareprovidedonthe  
WHOwebsite13．   

Calculationsofintakeyecognizefburdifftrentcases（1，2a，2band3）・Caselisthesimple  

CaSeWherβtheresiduelllaCOmpOSitesamplerenectstheresiduelevelinameal－Sizedporbon  
ofthecommodity．Case2isthesituationwherethemeal－Sizedportionasasinglefruitor  

vegetableunitmighthaveahigherresiduethanthecomposite・Case2isfurtherdividedinto  
case2aandcase2bwheretheunitsizeislessthanorgreaterthanthelargeportion size  
respectively．Case3allowsfbrthelikelybulkingandblendingofprocessedcommoditiessuch  

asflour，Vegetableoilsandfruit」ulCeS．  

HighestlargePOrtionreported（97．5thpercentileofeaters），kgfbod／day  

Iiighestresidueincompositesampleofedibleportionfbumdinthe  
SuPerVisedtrialsusedfbrestimatlngthemaximumresiduelevel，mg／kg  

Highestresidueinaprocessedcommodity，mg／kg，Calcula†edbymultiplying  
thehighestresidueintherawcommoditybytheprocessingfactor  

Meanbodyweight，kg，PrOVidedbythecountry丘omwhichtheLPwas  

reported  

Unitweightoftheedibleportion，kg，PrOVidedbythecountryWherethe  

trialswhichgavethehighestresiduewerecarriedout  

Variabilityfactor－thefactorappliedtothecompositeresiduetoestimatethe  
residuelevelinahigh－reSidueunit．   

U：  

l、  

STMR： Supervisedtrialsmedianresidue，mg几g   

STMR－P：StlperVisedtrialsmedianresidueinprocessedcommodity，mgn｛g   

SeeAppendixII，Glossary ofTerms，fbrdefinitionsofacuteRfD，H軋HR－P，STMRand  
STMR－P．  

（b∫eノ  

Theresidueinacompositesa㌣ple（raworprocessed）renectstheresiduelevelinameal－Sized  
portionofthecommodity（un1tWeightisbelowO・025kg）・  

IESTI＝  LPx（HRorHR－P）  
bw  

C（才Je2  

Themeaトsizedportion，SuChasaslnglefruitorvegetableunitmighthaveahigherresidue  
thanthecoITLPOSite（wholefruitorvegetableunitweightisaboveO・025kg）・  

】3http・／／、ⅥⅥVWho・int／fs打Chemicalcontaminants／Acute＿Haz＿Exp＿Asshtm  
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Chapter7－Estimatlngdietaryintakeofpesticideresidues  

Cα∫e2α  

Unitedibleweightofrawcommodityislessthanlargeportionweight・  

旺STI＝   Ux叫  
bw  

TheCase2aformulaisbasedontheassumptionthatthefirstunitcontainsresiduesatthe【m  
xv］1evelandthenextonescontainresiduesattheHRlevel，Whichrepresentstheresiduein  
thecompositefromthesamelotasthenrstone・   

C（7∫e2∂  

Unitedibleweightofrawcommodityexceedslargeportionweight・  

ⅠモSTI＝  HRorHR－P  

bw  

TheCase2bfbrmulaisbasedontheassumptlOnthatthereisonlyoneconsumedunitandit  
containsresiduesatthe［HRxv］1evel．   

Cα∫ej  

Case3isforthoseprocessedcommoditieswherebulkingorblendingmeansthattheSTMR－P  
representsthelikelyhighestresidue・  

IESTI＝  LPxSTMR－P  

Acuterefbrencedose  

The acuteRfD（acute refbrence dose）ofachemicalis the estimate ofthe amount Ofa  
substanCeinfoodordrinking－Water，eXpreSSedonabodyweightbasis，thatcanbeingested  
overashortperiodoftime，uSual1yduringonemealoroneday，Withoutappreciablehealth  
risktotheconsumeronthebasisofa11theknownfacts atthetimeoftheevaluation．Acute  
RfDsarederivedfromtoxicologlCaldataobtained丘omfbedingstudiesonlaboratoryanimals・  
Theestimatedshort－termdietaryintakeofaresidueiscomparedwithitsacuteRfDintherisk  
assessment．   

TheJMPRWHOCoreAssessmentGrouphasalreadyassessedmanycompoundsandeither  
asslgnedanacuteRfDordecidedthatanaCuteRfDisunneCeSSary・   

TheJMPRdecidedthatitwasinapproprlatetOuSetheADIforacompoundthathasnotyet  
beenassessedforanaCuteRfD．   

Intheshort－termriskassessmentofacompound，therearethen3situationswithrespecttothe  

acuteRjD：   

1）anacuteRfDisavailable   
2）anaCuteRfDisunneCeSSary   
3）thecompoundhasnotyetbeenevaluatedforanacuteRfD・  

WhenanacuteRfDisavailablethecalculatedIESTIvaluesmaybeexpressedas％ofacute  
RfD．  
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Chapter7－Estimatlngdietarylntakeofpesticideresidues  

WhenanacuteRfDisunneCeSSary，IESTIcalculationsarenotnecessary．Inthiscaseinthe  
residueevaluationsitisnotnecessarytoestimateHRandHR－Pvaluesbecausetheyarenot  
needed．   

WhenthecompoundhasnotyetbeenevaluatedfbranacuteRfD，HRandHR－Pvalues  
shouldbeestimatedandIESTIvaluescalculated．TheacuteRfDsectioninthetableheading  
shouldstate二＝maybenecessarybuthasnotyetbeenestablished・”The坑nalcolulminthe  
IESTItablescannotbecompleted（％acuteRfD）andentriesshouldbeindicatedbyadash  
（仁 【【  

IESTI tables 

Anacute risk assessmentis carried out fbr each commodity－COmpOund combination by  
assesslngtheIESTIasapercentageoftheacuteRfDofthecompound・Ifthepercentageis  
higherthan100，theinfbrmationprovidedtotheJMPRdoesnotallowaneStimatethatthe  
acutedietaryintakeoftheresidueinthatcommoditywouldbebelowtheacutereference  
dose．SeeAppendixX，SeCtion＝Dietaryriskassessment”forstandardstatementsdepending  
ontheresultsoftheIESTIcalculations．   

Tables XI．6and XI．7（Appendix XI）are examples ofthe fbrmat ofIESTIcalculation  
spreadsheets；the examples arefbrparathion－methyl・Foreachcompound，tWOtables are  
needed，Onefbrthegeneralpopulationandone丘）rChildren・   

Thetableheadingshould showthe compound，IESTI，generalpopulation or children and  

acuteRfD．   

The commodities and the STMR，STMR－P，HR and HR－P values are taken丘omthe  
recommendationstable．Onlythosevaluesneededinthecalculationsshouldbeenteredinthe  
IESTItables．NotethatSTMRvaluesaregenerallynotusedinIESTIcalculationsandshould  
notbeenteredintothetables（exceptions：STMRvaluesareusedfbrmilk，STMRvaluesfbr  
commoditieslikewheatareprecursorstotheSTMR－Pvaluesfbrtheprocessedcommodities）・   

ThepercentagesoftheacuteRfDareroundedtooneslgnincantngurefbrvaluesuptoand  
including100％andtotwoslgnincant蔦guresfbrvaluesabovelOO％・   

TheIESTIvaluesinthetableareexpressedasトLg／kgbwinpreferencetothetraditionalmg／kg  
bwformoreconvenientreading；the％acuteRfDisunchangedbythechoiceofunits・   

β0み1イノefg加∫  

Inselectlngtheapproprlatebodyweight，anadhocmeetlngln1999recommendedtheuseof  
15kgforchildrenaged6andunderand60kgfbrthegeneralpopulation・Sinceitisnecessary  
toexpresstheIESTIasperkgbodyweightfbrcomparisonwiththeacuteRfD，theJMPR  
recommendedthatbodyweightsprovidedbytheapproprlatenationalGovernmentSShouldbe  
usedinthecalculation．TheJMPRagreedthatwherethesewerenotavailable，defaultvalues  
of150r60kgshouldbeused．   

レbJ′≠α占≠／ゆノわcわr∫  

TheJMPRin1999，afterexaminlngtheavailableinfbrmation，COnCludedthatavariability  
factor（R97．5tl一÷mean）of7formediumsizedunitscouldbeusedonatemporarybasisuntil  
thedatabasewasfurtherrenned．Thevariabilityfactorof7wouldnotapplytogranularsoil  
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treatmentsorleafyvegetal）1eswherethefactoroflOshouldberetainedformediumsized  
unltS．   

Summaryofvariabilityfactors  

Commoditycharacteristic   V   

Wh01e丘uitLOrVegetableunitweightis＜0・025kg   Casel   

Wh01e丘uitorvegetableunitweightis＞0・25kg   5   

Whole丘uitorvegetableunitweightis≦0・25kgbut＞0・025kg   7   

Leafyvegetableswithunitweight≦0・25kgbut＞0・025kg   10   

Residueisderived魚・omgranularsoiltreatmentwithwholefruitor   10   

拘od〟〃〟1化fg／由α〃d％ed≠抽por血〃  

FoodunitweightsarequlteinnuentialonCase2IESTIcalculations・Dataonumitweightsfor  
aparticularfoodprovidedtoWHOGEMSnood 

TheJMPRdecidedtousetheunitweightapproprlatetOthereglOnWhereGAPhadbeenused  
torecommendtheMRL．TheJMPRagreedthatincaseswherenodatahadbeensuppliedthe  
calculationwouldnotbecarriedoutun1essitcouldbeconcludedthatatyplCalunitsizewas  
general1ysimilar丘omreglOntOreg10n・  

NationalgovernmentSthatsuppliedunitweightdataalso・SuPPlied％edibleportion・Theunit  
weightonawholecommoditybasisisusedtodecidethechoiceofvariabilityfactor，butthe  
unitweightinCase2calculationsistheedibleportionunitweight・Forexample，theavocado  
unitweightisO．3kgand60％ofitsweightisedible・Thereforeth9Vforavocadois5（unit  
weight＞0．25kg）andtheunitweightedibleportion（U）inCase2isO・18kg・   

助〃珊αサげc力0加〆γαんJe∫f〃Jg∫〃cα／c〟b血〃甲柁αゐ如eJ∫  

1．Commodity，STMR，STMR－P，HR andI王R－P‥ uSe Values directly from the  
recommendationstable．   

2．Largeportiondiet‥uSethevaluesprovidedbyWHOGEMS庸一00dforthehighestlarge－  
portiondiet，bodyweightandcountryforchildrenandgeneralpopulation・  

3．Unitweight：Choosethecountry，tmitweightandedibleportionweight丘omthevalues  
providedbyW＝OGEMS′FoodE）YOr！BookmaL・knotdefheJ・ ・ThecountryShouldbeassociatedwith  
thereglOnWhereGAPhadbeenusedtorecommendtheMRL・  

4．Variabilityfactorandcase：decidethevariabilityfactorandcasefromtheunitweight，unit  
weightedibleportionandlargeportionsize・   

AnimalcommoditiesIESTIcalculations  

SeealsoChapter6，SeCtion＝EstimationofmaximumresiduelevelsandSTMRvaluesfor  
commoditiesofanimalorlgln．”  
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Accordingtotherecommendedsamplingprinciples14（PesticideResiduesinFood，CODEX  
AIJIMENTARIUS，1993），“alotwouldcomplywiththeMRLif  

a）the丘nalsample（consistingofcombinedprimarysamples）ofcommoditiesotherthan   
meatandpoul叫PrOductsdidnotcontainaresidueabovetheMRL，Or   

b）noneoftheprimarysamplesofmeatandpoultryproductsanalyzedcontainedaresidue   

abovetheMRL”．   

ThisimpliesthatavariabilityfactorshouldnotbeusedintheIESTIcalculationfbranimal  
commodities．   

The acuteintake estirnationfrom the consurnptlOn Ofanimalcommodities，eXCePt milk，  

ShouldbeperfbrmeduslngtheCaselde茄nedbythemethodology，Formilk，Case3should  

beapplied（bulkingorblendinglargeportionatSTMRlevel）．  

WttENJWRESTIMATESOFDIETARYINTAKEEXCEEDTHEADIORACUTERfD  

Aftertheproceduresdescribedinthischapterhavebeenappliedtopesticidesevaluatedas  

newcompoundsorundertheperiodicreviewprogramtheresults arethebestestimatesof  
dietarylntakeofthosepesticidesaccordingtotheavailabledataandmethodsapplicableatthe  

intemationallevel．TheJMpR，bytheuseoffbotnotes，drawsattentiontothosecaseswhen  

intakeestimatesexceedtheADIoracuteRfD．   

IftheJMPRestimateoflong－termintakeofaneworperiodicreviewcompoundstillexceeds  

theADIforoneormoreoftheGEMS／FoodreglOnaldietsafbotnotewillbeattachedtothe  
COmpOundintherecommendationstable：  

－／／いJ／ルーJ仙J／／り〃／り川高山／／りJ／Jl・ノl／／りりり・l・lイ抽／しヾ川J∴＼JJ仙J／＝／＝／J／J．・証／川丁汀佑止  

、…′′／l／／－し／－し／＝＝J／八．＝＝／㌧ノ＝／りりl・し川ノ‥   

IftheJMPRestimateofshort－termintakeofaneworperiodicreviewcompoumdstillexceeds  

the acute RfD fbr one orrnOre fbod commodities＿afootnote willbe attached to those  
commoditiesintherecommendationstable：  

－／／打′／J／iり●′＝りJ′′りりり川・′一人－1／Jり血・・ハ〃りりり・l（／川／し、（〃りし、J〃〃‖Jl／／川J／Jし・．／Jl仙：＝川り人l・  

l＝り′／l／八／－tイ州血り川Jt・／川一－・ハイ川りl…Jノ ー  

14 
FAO／WHO1993LCodexClassiflcationofFoodsandAnimalFeedsinCodexAlimentarius，2nded．，Volume   

2・PesticideResldues，Section2・JointFAO／WHOFoodStalldardProgramme・FAO，Rolne－  
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AppendixXI－Tableandspreadsheetexamples  

TableXI．6．TablefbrmatforIESTIcalculationforgeneralpopulation（parathion－methylexample）．   

PARATHION－METIIYL（59）：internatiollalestimateofshort－termintake（IESTI）forGENERALPOPULATION．AcuteRfD＝0．03mg／kgbw（30甚g此g  
bw）  

Largeportiondiet  Unitweight  

Code  Corrmodity   STMRor HR，    CountryBody Large    Uhlt CountryUnitwt，  Variabiliq′ Case IESTI， ％acute  

STMR－P，mgJkg   Weight，kgportionブg  Weightg   edible  hctor  廿g瓜gbw  Rの，  
POrtiong  rounded   

PO226 Apple   0．18  USA   65  1348   110  Fra  lOO   7   2a   5．4   20   

Applejuice   0．015   60  3  

DOO71BeanS（dry）   0．05  Fra  62．3  255  0．2   

BOO41Cabbages，Head   0．26  Fra  62．3  312   908   USA  717   5  2b   6．5   20   

RO691Cottonseedoil，edible   1，16   USA   65  9．1  3   0．2   

FO269 Dried騨apeS（＝Cu汀antS．‥）   0．70  Fra  62．3  135．2  1，5   5   

BO269 Grapes   0．4l  Aus   67  513   125  Fra  l18   7   2a   7．5   20   

CO645 Maize   0．05   0．09  Fra  62．3  260  seemaizeflour   

F1255 Maizeflour   0．021   Aus   67  90  3   0．03   0   

RO645 Maizeoil，edible   0．051   N1  63  43  0．03   0   

SO247 Peach   0．22  わn   52．6  626   110  Fra  99   7   2a   5．l   20   

DOO72 Peas（drY）   0．24  Fra  62．3  445  1．7   6   

RO589 Potato   0   NL  63  687   122   USA  99   7   2a   0   0   

RO495 Rapeseedoil，edible   0．10   Aus   67  65  0．1   0   

CO654 Wもeat   0．29   4．1   USA   65  383  seewheatbranandflour   

MO654 Wheatbran，unPrOCeSSed   0．64   Aus   67  37  0．35   

F1211 Wheatflour   0．11   USA   65  365  3   0．62   2   

MAXIESTI＝ 20   
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TableXI．7．TablefbrmatfbrIESTIcalculationfbrchildrenupto6years（parathion－methylexample）・   

PARATHION－METHYL（59）：intenlatiollalestilllateOfsl10rt－ternlilltake（IESTI）fbrCHILDRENUPTO6YEARSAcuteRfD＝0・03111g／kgbw（30LLg瓜g  
bⅥり  

Largeportiondiet  UniいVelgllt  

Code  ColnmOdity   STMRor IiR，    CotultrYBodY Large    UnitCountryUnitwt，  Variabili叶  Case IESTI， ％acute  
STMR－P，mg瓜g  Weight，kgportion，g  Weightg   edible  fムctor  甚g此gbv）  Rの，  

rounded   

PO226 Apple   0．18  USA  15  679   110  Fra  lOO   7   Za   15．4   50   

ApplelulCe   0．015   15  

DOO71Beans（血Y）   0．05  Fra  17．8  209  0．59   2   

BOO41Cabbages．Head   0．26  Jpn   15．9   142   908   USA  717   5   2b   11．6   40   

RO691Cottonseedoiledible   1．16   USA  15  6  0．48   2  

FO269Driedgrapes（＝Currants‖．）   0．70  USA  15  59  2．77   9   

BO269 Grapes   0．4l  Aus   19  342   125  Fra  l18   7   2a   22．6   80   

CO645 Maize   0．05   0．09  Fra  17．8  148  seemaizeflour   

CF1255 Maizeflour 0．021   Aus   19  60  0，07   0   

RO645 Maizeoil，edible   0．051   Fra   17．8  21  0．06   0   

SO247 Peacll   0．22  Aus   19  307   110  Fra  99   7   2a   10．4   30   

DOO72 Peas（drv）   0．24  Fra   17，8  107  1．44   5   

RO589 Potato   0   U■K   14．5  279   122   USA  99   7   2a   0   0   

RO495 Rapeseedoil．edible   0．10   Aus   19  18  3   0．1   0   

CO654 Wもeat   0．29   4．1   USA  15  151  seewheatbranandflour   

MO654 Wheatbran，unPrOCeSSed   0．64   AtlS  19  13  0．43   

F1211 Wheatflour   0．11   Aus   19  194  1．13   4   

MAXIESTI＝  80   
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Generalconsiderafions  

nrstintroducedbyaWHOConsultationonexposureassessmentin1997andfurtherdevelopedbythe  
JMPRinsubsequentmeetings（Chapter3；2005JMPRReport），  

Incharacterizingtherisksassotiatedwiththeshort－termdietaryexposuretoapesticidefrom  
theconsumptlOnOfacertainfbod，theIESTIiscomparedwiththeestablishedacutereftrencedose  
（ARfD）ofthecompound，andtheintakeexpressedasapercentageoftheARfD．Thisvaluecanthen  
beusedtomakeajudgmentaboutthepotentialriskassociatedwiththeconsumptlOnOfthatfood  
commodity．  

InacasewhereanIESTIcalculation，fbracrop／pesticidecombination，reSultsinanintake  
higherthan100％ARfD，the Meetingwi11state according to currentpractice：“Theinfbrmation  
PrOVidedtotheJMPRprecludesaneStimatethattheshort－temldietaryintakewouldbebelowthe  
ARfDhrtheconsumpt10n Ofthecommodity”．Dueto theuncertaintiesin the assessment，arising  
from theuncertaintiesineachoftheparameterSOraSSumPt10nSuSed，aneXCeedanceoftheARm  
does】nOtneCeSSarilyrepresentahealthrisktotheconsumers．TheestablishmentofanARfDwhichis  
necessarily conservative and／or a conservative assessment of exposurewi111ead to an overly  
COnSerVativeestimateofacutedietaryrisk．  

Some governmentS，reglOnalauthorities，the CCPR and theJMPR have discussed the  

possibilitiesfbrimprovementinthemethodologycurrentlyusedbytheJMPRinassesslngtheshort－  
termdietaryintakeofpesticideresidues．   

JJ血一〃川Jん〃川Jた－J加J〟Jl・JJ．Ⅲ′げ／一丁l．ヮ・…ん〟〟Al・（Jた†一丁J  

The equations below show theIESTIcalculation used currently by theJMPRfor raw  
agnculturalcommodities andwhenpost－harvesttreatmentofthepesticidewas usedingrains，Oil  
Seedsandpulses：  

Casel：U＜25g  IESTI＝〃犬xエア  

占w  

Ca5e2：U≧25g  

Ca5e2a：LP＞U ノE∫7了＝  
月犬×ソ×U＋（エアーU）×月犬  

占11ノ  

月Ⅵ×ソ×エP  
Ca5e2b：LI〉＜U  Jg∫二汀＝  

ム廿・   

抒ⅥeJ′e．・  

HR〒highestresidueincompositesamplesfrom supervisedtrialsconductedaccordingtoGAP，in  

mg此g  

γ＝Variabilityfactor，Whichgivestherelationshipbetweenthe97・5thpercentileoftheresiduesincrop  
unitsandtheaverageresidueinthesampledlotofthecommodity  

LP＝highestlargeportionprovided（97．5thpercentileofeaters），inkgoffbodperday  

U＝medianunitsizeunit、Veightofthecropunitexamined，inkg  

Bw＝meanbodyweight，Oftheselectedpopulation，inkg．  

TheinfbrmationoneachoftheseparameterSandthelimitationsattachedtothedataprovided  
totheMeetlngaredescribedbelow．   



Gemeraleon5idelta亡iom5  10   

〃ブgタフe∫＝■e∫≠血‘ヲ  

Thehighestresidue（HR）isestimated丘0？Sヤp？ⅣisedtrialsevaluatedbytheMeetingthathavebeen  

conductedaccordingtoGAP．TheuncertalntleSlnthesevaluesaremainlyassociatedwiththeresidue  
datasetavailabletotheJMPR．Form叫OrCOmmOditiesmovlnglntrade，aminimumofeightresidue  
trialsarenecessaryfbrrecommendationstobemade，butforminororspecialb，CrOpS，aSlowasthree  
trialscouldbeacceptable．Whenonlylimitedresiduedatais available，andthedistributionofthe  
residuepopulationisnotkno、Vn，theresultingMRLrecommendationcanbesubstantiallyhigherthan  
theHR．  

TheHRusedintheIESTIcalculationreftrstotheresiduesoftoxicologlCalconcernpreSent  
intheedibleportionofthecrop，WhiletheMRLreftrstoaresiduedefinitionrelevantfbrenforcement  
purposesrelatedtothecommodityintrade．Thereisaconcernthatconductingtheassessmentusing  
theHRvalueinsteadoftheMRLmightnotassurethesafbtyofconsumers，mainlywhentheMRLis  
muchlargerthantheHR．Theincorporationofstatisticalcalculationintherecommendationprocess  
in2006（GeneralConsideration2．10），WillimprovetheconsistencyintheestimationsoftheMRL  

madebytheJMPRbasedontheavailabledata．   

l－りJ・／lJ／り∴什んJ．／．げ   

Forcrops withunit＼Veight＞25g（Case2），aVarlabilityfactorof3applied tothe HRvaluewi11  
representaunitwiththehighestresiduevalue．Thevariabi】ityfactorrenectsthevahabilityofresidues  
inindividualunitsandisde丘nedasthe97r5thperCentileofresiduedata、Vithinalotdividedbythe  
meanofthelot Thefactorof3representsthemeanofvariabilib，factorsestimatedfromadatasetof  

residuedata丘omover22000cropunitsinslngleplotsfrom13countriesrepresentlng13cropsand  
25pesticides（2005JMPRReport）・Furtherimprovementonthisestimationmaybemadebasedon  
newdataornewapproaches．   

エα7官印OJ■加〃，Zノ加′we≠g加α〃d占0みⅥ′e呟加   

Dataontheconsumptionoflargeportions（LP），unitヽVeight（U）andbodyweightusedcurrentlyby  

tlleJMPRwereprovidedbythegovernmentSOfAustralia，France，TheNetherlands，Japan，Sweden，  
SouthA正ica，theUKandtheUSAandcompiledbyGEMS／Food．Thelargeportionvalue丘omeach  
country represemts the97・5th percentiles ofconsumers；however，theinfbrmation provided to  
GEMS／Fooddoesnotincludethemethodusedtocollectthedataneitherthesizeofthedatasetwhich  

＼VaS the base ofthe estimated LP．Conseq11ently，the uncertaintybehind the consumption datais  
unkno＼1′n．  

IntheIESTIcalculation，theunitweightvalue（U）willdeterminelVhetheravariabilityfactor  
istobeappliedtotheHRandwhethertheLPwillbecomposedbymorethanonecropunit（Case2a）  
orlVi11beaportionoftheunit（Case2b）．TheMeetingdoesnotknowwhethertheUvaluesprovided  
representthemedianofunitsconsumedinacountryoradifftrentestimation．Alsoフ1tisnotclearin  
allcases＼Vhetherthatval11erefbrstothewholecommodityortheedibleportion．  

Thebodyweight（blV）dataprovidedrepresentthemeanbodyweightfbrchildrenandfbrthe  
generalpopulationin eacllCOuntry．Ho＼Ve、▼er，the correlation betlVeen thelargeportion andbody  
＼Veightofeachpopulationshouldbeestablished．  

TheIESTI＼VaS Prlmarilv developed to assess the short－term eXpOSure arislng from the  

consumptlOn Offood containlng reSidues atlevels fbundin supen’ised residue trials conducted  
accordingto GAP．SomecountrieshavebeenapplyingtheIESTIequationsto assessthesafttyof  
foodcontainlngreSiduesatlevelsfoundinmonitorlngand／orenfbrcementprograms．Theadequacyof  
suchanaPprOaChneedstobediscussedfurther．   



GenerAI亡OnSiderafions  ll  

乃e〟C〟ねr弓佗rg〃eg（わ∫g何牌   

WhensettlngARfDs＞theWHOpaneloftheJMPRusesthemostappropnatedata＆omtheavailable  
toxicologydatabase・Forsomecompoundssuchasthosewhichhavespecificinvestlgationsofacute  
toxicendpointstheARfDthatissetwi11havearelativelylowlevelofuncertaintyassociatedwithit．  

ForothercompoundssuchasthosewithARLDsbasedonrepeatdosestudieswithlargemarglnS  

betweenNOAELsandLOAELsthedegreeofuncertaintywillbelargeandtheresultingARfDwi11  

beconseIVative．  

Further uncertaintyand potentialconservatism canOCCurin the ARmif the default  
Safety／uncertaintyfhctoroflOO（10×fbrinterspeciesextrapolation，10×fbrvariabilityofrespoTSeSin  

thehumanpopulation）isusedin the absence ofspecinc datawhich supportthe applicatlOn Of  

Chemicalspecifica句ustmentfhctors（CSAFs）．  

Attentionis draLWntO thefactthatwhen theARfDis consenTative，because ofalackof  
approprlatetOXicologlCaldata，thiswi11beclear1ystatedintherelevantsectionoftheJMPRreport，  

togetherwithanindicationofthetypesofdataneededtorennetheestimate・TheMeetingnotesthat  
Sincetheintroductionoftheacutereferencedoseconceptatthenationalandintemationallevelinthe  

7ate1990s，anumberofconservativeARfDswhichweresetinitial1yhavesubsequentlybeenamended  

OnthebasisofrecentlygeneratedacutetoxicitydataandimprovedguidanCeOntheestablishmentof  

ARfDs．  

C∂〃CJ〟∫わ〝∫   

ItisrecognizedthattheIESTIandtheARLDvaluesarenotabsolutenumbersbutareassociatedwith  
uncertaintyandvariabilib，・Whileitispossibletoreduceuncertainty，biologicalvariability9、10can  

OnlybecharaCterized・Botharesetconservativelyandthedegreeofconservatismreflectsthelevelof  
uncertaintyandvariabilityinthedataTheIESTIcalculationshouldassistthedecisionmakingprocess  

ratherthanbethesoledeterminantOfacceptableorunacceptablerisk・Thecalculationtakesinto  
accountonlytheparaneterSpreSentedtoit・Atpresent，thedecisionmakingprocessdoesnottakeinto  

accountimportantqualitativeinfluences，e・g・thenatureofthetoxicologicalendpoint．  

Inordertoimprovetheestimationprocesstheuncertainb，Oftlleindividualcomponentsofthe  
estimationshouldbeexaminedandpossiblewaysofimprovementsbeidentified．  

The Meetlng reCOmmended that FAO and WHO address theissuesidentifiedin this  
document，WiththeparticIPationofallrelevantStakeholders．Themainobjectiveswouldbethe  

improvementoftheestimationoftheshort－termdietaryintakeofpesticidesandoftheinterpretation  

Oftheoutcorneoftheshort－termaSSeSSmentCOnductedbYtheJMPR．Thediscussionshouldinclude  

inle7■aliathefb1lowlngSpeCificissues：  

● Uncertaintyand variabilityoftheparameterSuSedintheestimation；  

● WaystoimprovetheconsumPtlOn，unitweightandbodyweightdataprovidedtotheJMPR；  

●Identincation ofadditionalsubgroups ofthe populationforlVhich the assessmentshould be   

COnducted，e．gJoddlers；  

9uncertainty二Imperftctkno、VledgeconcerningthepresentorfuturestateofanOrganism，SyStem，Or（sub）  
populationunderconsideration・（IPCSRiskAssessmentTerminology，WHOGeneva2004）＿  

10 
variabilitY＝Heterogeneityofvaluesovertime，SPaCe，Ordiffbrentmembersofapopulation，including  

StOChasticvariabilityandcontro11ablevariabihty・Variabilityimpliesrealdifftrencesamongmembersofthat  
POPulation・NationalResourceCouncil，ScienceandJudgementinRiskAssessment（NationalAcademy  

Press，Washington，DC，1994）．  

【1   



12  Genera！corlSideraI雇orlS  

◎ Theadequacyof theIESTIequationswhenresidues負・OmmOnitonng／enforcementdataareused   

Ortheneedofaspec沌cmethodologyforthisapplication；  

¢ Howtoimpro、・eCOmmunicationbetweentheJMPRandtheriskmanagersandthepubliconthe   

OutPutOftheriskassessmentconductedbytheMeetlng   




