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UISHPesticide Regulation

Three agencies working tegether!

A Environmental Protection Ageney (EPA)
A U.S. Department of Agrculitre (USDA)
A Feood and Rrug Administration (FDA)

Joint activities Include collaboration on
regulatory and policy Issues, workplanning,
and data sharing
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EnvirenmeniakProtectionsAgency

A" Registers pesticides, legal uses, -and establisnes:tolerances
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A Required to periodically re-assess registration and residue
tolerances withithe:goal ofispecialiprotections:forbabiles;
Infants; and: children, and the use ofisaler’pesticides

A Use of an unregistered or banned pesticide, or use of a
registered pesticide on a food where the use Is
unapproved, Is a violation offU.S. law. Residues of these
will'resultin an adulterated food, Including Imports
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WIS Depantment,of Agriculture

A Enforces EPA residue tolerancesiornmeat, poultry, and
CErtain egg products

A Conducts the Pesticide Data Program (PDP)-anonR
regulatory approachitoracquire Comprehenswe
residue data in foods primatily for EPA telerance re-
assessments. Several-studies-and thousands-of
analyses conducted annually threugh contracts with
Sitpaitye;s b ekt chces U ES s fealat a @

wehsite)

A Implements the National'‘Organic Program
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UISTEO00 and:Drud /Aaministration

A Enforces residue tolerances on all foods not covered by USDA ({fruit,
vegetable, dairy, grain, sealood, etc.)

A Along with'EPA, established quidance jfor enforcement of environmentally
persistent, unaveidable residues in feod from U.S. banned pesticides
such as DDT, aldrin and dieldrin, heptachlor and heptachlor epoxide,
ete. (EDA Compliance Policy Guide 7141:01)

A Conducts a Total Diet Study Program to previde incident and exposure
estimates of pesticide resiaues, industrial ehemieals, toxic and
nutritional elements; and raaionuclides (strontium 90 and gamma ray
emitters (potassium 40; 1odine 131, etc.). Fourmarket -haskets of ~
300 foods representing the U.S. diet are'analyzed annually. Unusual
findings often lead to regulatory follow -up.
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FEVALS aRegulztor Pest:cide Prvaraszn:: -

Pesticide -Program Keys

A Previde assurance that the FbAregulated U.S. iood
supply Is In compliance with MRLS

A R0 Cl @S s 10N < f.0-0 diS- 10 1 s @lcetcar y
f00AS, and appropriate residue coverage

A Not abeut chasing all petential violations; butwill follow, -
Upron bona fide reporis ofviolations: for minor f00ds

A Aggressive enfareement when vielations detected

A Limited resources combined with size of food supply
reguire strategic aeployment
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FEVALS Regultorss Pest:cide Prvgrazn:: -

Pesd:rcd el Pirogirriam Keys (
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A Several hundred different commodities analyzed in
any one year

A Violative residue findings require special internal
identification and'check analysis (over-
tolerance) procedures before FDA will preceed
with'a regulatory action, including for imports
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EDAIRegulalory,Analyses

A EDA has 6 labs conducting requlatory analyses; nalf nave already
Implemented LGMS Inits sereening

A Using Quechers & PAM:salteut-extractions coupledwith GC witn
element selective and MS detection, and LEMS, routine coverage
expanded te'~ 500 resiaues including OH, OP, S, N, & O residues,
carbamates, phenylureas (e€.g., diuren); neonicitinoias
(Imidacleprid), and macrocyclic lactenes (avermectin)

A Monitering covers most metabolitesiand degradates, which under the
FD&C Act are included with the parent pesticide for enforcement
PUrPOSES

A LOQ for mostresidues is at least 10 ppb. Presently, the FDA
enforcement level for-ano tolerance residue finding 1s 10 ppb
(levels below 10 ppb are not considered of regulatory
significance)
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2,000'Doem = 5,000 Imp Spls
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FDA'IS developing highrthroughputdab proceaures to
Increase output
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EDAVIOlation! Rates-& Nature 'of-Violations

511 % 6% 924%
A

Vicodia-t-10-ns- qare..overnwhel mi ngl
Violation rate increasing with use of: LC/MS
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A EDA has limited information of: import:spray history

A Estimated 15% ofiU.'S. foed supply is impoerted; including
20% ofifresh vegetables; 50% fresh fruits; and:-80%
ofi seafood

A 1n12010 therewere-10 't 1.1 millien Importfood entries
nto'U.S. ,; andincreasing
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UISIEGOU IMPOoIts

By Entry Count (FY 2010 EDAOQASISData)

Canada 28% China 9%
Mexico 22% Central & South America
Europe 19% less MeXxico 5% (S70K)

AsSla less China 11% Rest of world 6%
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ERDANIOO0IS | o Manhage Hmports

A Prior Notice I EDA manadatory advance notice of
entriesrand theirair, sea; or:land entry points

A OASIST EDA electronie system for tracking all
Import-shipments by origin, commodity,; and
dispensation

A PREDICIE Import-entry software-that helps-target FBDA
sampling and review using risk management
principles and compliance histories



\ U.S. Food and Drug Administration
m B)/AN Pesticide Monitoring and Enforeement

LAPRW"2011

Inteligence-Applied [ Torlmpaort Mohitorng

A U.S. Government purehased foreign pesticide usage data
(dependent oniiunding; lastdata was:2007)

A Information from; EDAToreign offices-located in Chile,
China, Costa Riea, Europe (3), India (2), and MexXico
(e:g., Isocarboephoesiin bean and pea pProaducts)

A Re sl teis co i - USDAO:S - PDE -amnrd a\v
(particularly/Califernia)

A Other available reports of pesticide monitoring, such as that
ofithe Eurepean Union
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tnuetlizience Acg=icdeTe Inoress (o1

A EPA'IS providing information to FRA on U.S.
manufactured and expoerted; butinever -
registered pesticides, especially those that
have foreign MRLS and may be used on
childrendos foods

ANLpmMPuos et e diastyas JE5r 0 me =10 SIDVATO1S

A Results of recent FDA monitoring
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EDATSanctions-an Miolative \Import &niAes
A Entry refused admission (exported or destroyed)

A Commaodadity and grower (or:mig) likely piaced on EDA
Impori-Alertfor SpecificsreSiaue-violation

A Future shipments are on Detention W/O Physical
Examination (BWPRE). Applies only to offending
grewer orrmig: Cannot:extend sanctions to those
IN'geod standing: Proeductsion' DWPE permittea
entry only ifiEDA provided acceptanle lab analysis
showing proeduct is in'compliance for: the offending
residue(s).
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EDADetention W/ O Raysical Examtination
(DWPE)

ARemoval of'growerormanufacturergrom DWPE requires a
minimum of 5 consecutive in-compliance shipments
and/or other evidence of correction

A Hundreds of commodity and growers or manufacturers
currently on FDA Import Alert

A For country- or region- wide pesticide problems,
geographical areas can also be placed on Import
Alert



