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Dear Manufacturer:

Thisisto inform you that the Environmenta Protection Agency (heresfter referred to as EPA or
the Agency) has completed its review of the available data and public comments received rdated to the
preliminary and revised human hedlth risk assessment for the organophosphate pesticide mevinphos.
The public comment period on the revised risk assessment phase of the tolerance reassessment process
isclosed. The enclosed “Report on FQPA Tolerance Reassessment Progress and Interim Risk
Management Decision for Mevinphos,” which was approved on September 27, 2000, summarizes the
Agency’ s assessment of the dietary risk from mevinphos as part of the tolerance reassessment process
for this chemica, presents a summary of the related food tolerances for this single chemica, and
provides the Agency’s current risk management decision based on the risk assessment. Mevinphos has
no U.S. regigrations but does have fifteen import tolerances. The dietary risk andysis indicates that the
risk is below the Agency’sleve of concern. Therefore, no mitigation is necessary a thistime.

A Notice of Availability for this*Report on FQPA Tolerance Reassessment Progress
and Interim Risk Management Decison for Mevinphos’ is being published in the Federal Register. To
obtain a copy of this document, please contact the OPP Public Regulatory Docket (7502C), U.S.
EPA, Ariel Rios Building, 1200 Pennsylvania Avenue, N.W., Washington, D.C., 20460, telephone
(703) 305-5805. Electronic copies of this report and the technica documents supporting it are
available on theinternet and can be found on the Agency’ s web page, "www.epa.gov/pesticides/op.”

This document is based on the updated technica information found in the mevinphos public
docket. The docket not only includes background information and comments on the Agency’s
preliminary risk assessments, but aso now includes the revised risk assessment for mevinphos, and a
document summarizing the Agency’s Response to Comments. The Response to Comments document
addresses corrections to the preliminary risk assessment submitted by the chemica manufacturer,
AMVAC Chemicd Corporation, aswell as comments submitted by the generd public and
stakeholders during the comment period on the risk assessment. A technica briefing was not held for
mevinphos since it has no U.S. regigtrations, only import tolerances, and aggregate risk conssts of risk
from food only.



This document and the process used to develop it are the results of a pilot process to facilitate
greater public involvement and participation in the reregistration and /or FQPA tolerance reassessment
decisons on pedicides. As part of the Agency’s effort to involve the public in the implementation of the
Food Quality Protection Act of 1996 (FQPA), the Agency is undertaking a specid effort to maintain
open public dockets on the organophosphate pesticides and to engage the public in the reregistration
and tolerance reassessment processes for these chemicals. Theidea of using such an open process
was developed by the Tolerance Reassessment Advisory Committee (TRAC), alarge multi-
stakeholder advisory body which advised the Agency on implementing the new provisons of the
FQPA. The reregidtration and tolerance reassessment reviews for the organophosphate pesticides are
following this new process.

Please note that the mevinphos risk assessment concerns only this particular organophosphate.
Because the FQPA directs the Agency to consder available information on cumulative risk from
subgtances sharing a common mechanism of toxicity, such as the toxicity expressed by the
organophasphates through a common biochemicd interaction with cholinesterase, the Agency will
evauate the cumulative risk posed by the entire organophosphate class of chemicds after completing
risk assessments for the individua organophosphates. The Agency isworking to complete a
methodology to assess cumulative risk, and individua assessments of each organophosphate are likely
to be necessary elements of any cumulative assessment. The Agency has decided to move forward
with individua assessments and to identify mitigation measures where necessary. The Agency will issue
the find tolerance reassessment decision for mevinphos once the cumulative assessment for dl of the
organophosphates is compl ete.

If you have questions on this document, please contact the Chemica Review Manager, Joseph
Nevolaat (703) 308-8037.

Sincerely yours,

LoisA. Ross, Director

Specid Review and
Reregidration Divison

Attachment
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Drinking Water Equivdent Level (DWEL) The DWEL represents a medium specific
(i.e, drinking water) lifetime exposure at which adverse, noncarcinogenic hedlth effects
are not anticipated to occur.

Drinking Water Level of Comparison.

Emulsfiable Concentrate Formulation

Edtimated Environmenta Concentration. The estimated pesticide concentration in an
environment, such as aterrestria ecosystem.

End-Use Product

U.S. Environmentd Protection Agency

Food and Agriculture Organization
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GM
GRAS
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Hedth Advisory (HA). The HA vdues are used asinformd guidance to municipdities
and other organizations when emergency spills or contamination Situations occur.
Highest Average Feld Trid

Highest Dose Tested

Index Reservoir

Median Letha Concentration. A dtatistically derived concentration of a substance that
can be expected to cause death in 50% of test animals. It isusudly expressed asthe
weight of substance per weight or volume of water, air or feed, eg., mg/l, mg/kg or
ppm.

Median Lethd Dose. A datigticaly derived single dose that can be expected to cause
degth in 50% of the test animas when administered by the route indicated (ord, dermd,
inhaation). Itisexpressed asaweight of substance per unit weight of animal, e.g.,
mgkg.

Lowest Effect Leve

Levd of Concern

Limit of Detection

Lowest Observed Adverse Effect Level

Maximum Acceptable Toxicant Concentration

Maximum Contaminant Level God (MCLG) The MCLG isused by the Agency to
regulate contaminants in drinking water under the Safe Drinking Water Act.

Milligram Per Kilogram Per Day

Milligrams Per Liter

Margin of Exposure

Manufacturing-Use Product

Maximum Permissible Intake

Magter Record Identification (number). EPA's system of recording and tracking
Studies submitted.

Not Applicable

Not Applicable

USGS Nationd Water Quality Assessment

No Observable Effect Concentration

No Observed Effect Level

No Observed Adverse Effect Leve

Nationd Pollutant Discharge Elimination System

Not Required

Organophosphate

EPA Office of Pedticide Programs
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EPA Office of Prevention, Pesticides and Toxic Substances
pascal, the pressure exerted by aforce of one newton acting on an area of one square
meter.

Population Adjusted Dose

Provisond Acceptable Dally Intake

Pedticide Assessment Guiddine

Pegticide Anayticd Method

Percent Crop Area

USDA Pesticide Data Program

Pedticide Handler's Exposure Data

Preharvest Interva

Parts Per Billion

Personal Protective Equipment

Parts Per Million

Pesticide Regigtration Notice

Tier Il Surface Water Computer Mode

The Carcinogenic Potentid of a Compound, Quantified by the EPA's Cancer Risk
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Raw Agriculture Commodity
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Toxic Concentration. The concentration at which a substance produces a toxic effect.
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Technicd Grade Active Ingredient

Thin Layer Chromatography

Theoreticd Maximum Residue Contribution
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EXECUTIVE SUMMARY

EPA has completed its review of public comments on the revised risk assessment for
mevinphos, and is, in this document, issuing its interim decision on tolerance reassessment and risk
mitigation for this chemica. The revised risk assessment is based on review of the required target data
base supporting the mevinphos import tolerances and information received during the public comment
periods in the pilot process developed through the Tolerance Reassessment Advisory Committee
(TRAC). Mevinphosis not registered under FIFRA and may not be sold, distributed, or used in the
U.S. In 1995 EPA reached an agreement with AMVAC Chemica Corporation to cance dl
registrations of mevinphos because of agricultural worker exposure and safety concerns. Subsequently,
most of the mevinphos tolerances were revoked, except for fifteen tolerances which were maintained
for import purposes. EPA’srevised risk assessment for mevinphos indicates that the dietary risk does
not exceed the Agency’s level of concern; therefore, no risk mitigation is necessary at thistime.
Tolerances exist for mevinphos use infon broccoli, cabbage, cauliflower, cdery, cucumbers, grapes,
lettuce, melons, pesas, peppers, spinach, summer squash, strawberries, tomatoes, and watermelon.

The find tolerance reassessment decision for mevinphos will be issued once the cumulative
assessment for dl of the organophosphates is completed. The Agency may need to issue risk
management measures for mevinphos a the time the organophosphate cumulative assessment is
findized.

INTRODUCTION

This report on the progress toward tolerance reassessment of mevinphosisthe result of the
pilot process developed through the TRAC to facilitate greater public involvement in the ongoing
FIFRA reregidtration and FQPA tolerance reassessment initiatives on pesticides. Mevinphosis subject
only to FQPA tolerance reassessment because it is not registered in the U.S,; but it does have import
tolerances. However, some history and background of FIFRA isincluded here for informationa
purposes and to provide a discussion of the existing laws requiring action on pesticides.

The Federd Insecticide, Fungicide, and Rodenticide Act (FIFRA) was amended in 1988 to
accelerate the reregistration of products with active ingredients registered prior to November 1, 1984.
The amended act cals for the development and submission of data to support the reregistration of an
active ingredient, aswell asareview of dl submitted data by the U.S. Environmenta Protection Agency
(referred to as EPA or “the Agency”). Reregidration involves a thorough review of the scientific
database underlying a pesticide’ s regigtration. The purpose of the Agency’ s review isto reassess the
potentid hazards arisng from the currently registered uses of the pesticide; to determine the need for
additiond data on health and environmenta effects; and to determine whether the pesticide meetsthe
“no unreasonable adverse effects’ criteriaof FIFRA.



On August 3, 1996, the Food Quality Protection Act of 1996 (FQPA) was signed into law.
This Act amends FIFRA to require EPA review of dl tolerances in effect when FQPA was enacted.
FQPA amends both FIFRA and the Federa Food, Drug, and Cosmetic Act (FFDCA), but does not
amend any of the exigting reregistration deadlines. Therefore, the Agency is continuing its reregitration
program while it resolves the remaining issues associated with the implementation of FQPA. The
Agency isaso continuing its progress toward tolerance reassessment as required by FQPA for al of
the organophosphate chemica's, whether or not they are subject to the reregistration process. While
the methodology for completion of the cumulative assessment for al of the organophosphatesis being
developed, individua risk assessments and risk mitigation measures, where gppropriate, are being
conducted. Although not subject to the reregistration process, the individud dietary assessment for the
organophosphate mevinphos has been completed.  Since mevinphos shares a common mode of activity
with other organophosphates, a cumulative risk assessment must be conducted prior to determining
whether the safety requirements of FQPA have been satisfied.

Mevinphos is not registered for use in the United States; however, there are fifteen import
tolerances for this chemicd; i.e., tolerances for broccoli, cabbage, cauliflower, ceery, cucumbers,
grapes, lettuce, melons, peas, peppers, spinach, summer squash, strawberries, tomatoes, and
watermelon. Becauseit is not registered in the U.S,, it is not subject to the reregistration process.
However, it is subject to the requirements of FQPA tolerance reassessment; therefore, adietary risk
assessment was completed. This document presents the Agency’ s dietary risk assessment for
mevinphos, as part of the tolerance reassessment process. As part of the process developed by the
TRAC, which sought to open up the process to interested parties, the Agency’ s risk assessment for
mevinphos has dready been subject to numerous public comment periods, and a further comment
period was deemed unnecessary. A Notice of Avallability for this document is being published in the
Federal Register.

The implementation of FQPA has required the Agency to revist some of its existing policies
relating to the determination and regulation of dietary risk, and has d o raised a number of new issues
for which policies need to be created. These issues were refined and devel oped through collaboration
between the Agency and the Tolerance Reassessment Advisory Committee (TRAC), which was
composed of representatives from industry, environmenta groups, and other interested parties. The
TRAC identified the following science policy issuesit believed were key to the implementation of
FQPA and tolerance reassessment:

. Applying the FQPA 10-Fold Safety Factor

. Whether and How to Use "Monte Carlo" Analysesin Dietary Exposure Assessments
. How to Interpret "No Detectable Residues’ in Dietary Exposure Assessments

. Refining Dietary (Food) Exposure EStimates

. Refining Dietary (Drinking Water) Exposure Estimates

. Assessing Residentia Exposure

. Aggregating Exposure from al Non-Occupationd Sources



. How to Conduct a Cumulative Risk Assessment for Organophosphate or Other Pesticides with

a Common Mechanism of Toxicity
. Selection of Appropriate Toxicity Endpoints for Risk Assessments of Organophosphates
. Whether and How to Use Data Derived from Human Studies

The process developed by the TRAC calls for EPA to provide one or more documents for
public comment on each of the policy issues described above. Each of theseissuesisevolvingand ina
different stage of refinement. Some issue papers have aready been published for comment in the
Federd Register and others will be published shortly.

This document conssts of 9x sections. Section | contains the regulatory framework for
tolerance reassessment as well as a description of the process developed by TRAC for public comment
on science policy issues for the organophosphate pesticides. Section Il provides a profile of the usage
of the chemical. Section Il gives an overview of the dietary risk assessment for mevinphos, including a
discussion of any revisons that were made to the preliminary assessment. Section |V presentsthe
Agency's progress towards tolerance reassessment, its interim decision and the regulatory position on
thischemica. Section V discusses what the manufacturer’ s obligations are with respect to further
actions required, and findly, Section VI provides information on how to access related documents.
The entire revised risk assessment is not included in this document, but is available on the Agency's web
page (Www.epa.gov/pesticides/op), and in the Public Docket.

. CHEMICAL OVERVIEW
A. Regulatory History

Mevinphosis a contact/systemic insecticide-acaricide. It is not registered under FIFRA and
may not be sold, distributed, or used in the United States. However, fifteen tolerances remain for
resdues of mevinphos on the following commodities; at 1.0 ppm in/on broccoli, cabbage, cauliflower,
cdery, spinach, and strawberries; at 0.5 ppm in/on grapes, lettuce, melons, and watermelon; a 0.25
ppm in/on peas, peppers, and summer squash; and at 0.2 ppm in/on cucumbers and tomatoes (40 CFR
§180.157). Since there are currently no domestic registrations for mevinphos, these tolerances serve
as “import tolerances.” Data have been or currently are being developed to determine whether these
tolerances need to be modified.

Mevinphosisalist A reregigtration chemical and was the subject of a Regigtration Standard,
dated March 31, 1988, which presented the regulatory decisons on the available data and specified
additiona datarequired for reregistration purposes. Due to concerns over agricultural worker
exposure and safety, EPA was prepared on June 30, 1994 to issue a Notice of Intent to Suspend dll
mevinphos regigrations. Instead, AMVAC requested voluntary cancellation of al its U.S. regidtrations
for products containing mevinphos. The Agency granted this request and dl U.S. regigtrations for



mevinphos were canceled effective July 1, 1994 (59 FR 38973, August 1, 1994); this cancdlation
order was later amended (60 FR 17357, April 5, 1995) to extend the distribution, sae, and use of
AMVAC' s mevinphos-containing products to November 30, 1995. The Agency subsequently
proposed to revoke al mevinphos tolerances (60 FR 39302, August 2, 1995). Inits proposd, the
Agency aso noted that a preliminary acute dietary risk assessment based upon the available data
indicated a concern for acute exposure to mevinphos, particularly for infants and children. In response
to this proposal, AMVAC requested (letter dated October 31, 1995) that the Agency not revoke 13
tolerances for mevinphos residues in/on sdected fruits and vegetables as AMVAC was supporting the
continued use of mevinphos in Mexico on commodities that are imported into the U.S. AMVAC dso
provided (letter dated November 20, 1995) its own acute dietary exposure analysis for mevinphos
residues based upon the crop uses they were continuing to support. AMVAC revised its commitment
on June 7, 1996 to include cauliflower as an import tolerance, and on July 6, 1999 to maintain the
watermelon tolerance in combination with melons. With the exception of those 15 tolerances which
AMVAC agreed to support for import purposes, the Agency revoked al other mevinphos tolerances
effective November 1, 1999 (64 FR 41818, August 2, 1999).

A preliminary human hedlth risk assessment for mevinphos, dated October 19, 1999, was
followed by arevised human hedlth risk assessment, dated May 17, 2000, as part of the tolerance
reassessment process.

B. Chemical | dentification

apha-Mevinphos beta-Mevinphos
H.C CO,CH, H.C H
o " w "
— H COCH
Meo/F{\ ° MeO/F\)\_O o
o] o]
1 Common Name: Mevinphos
1 Chemical Name: methyl 3-
[ (dimethoxyphosphinyl)oxy]butenoeate,

aphaand betaisomers

Chemical Family: Organophosphate

CASRegistry Number: 7786-34-7

OPP Chemical Code: 015801



Empirical Formula:

Molecular Weight:

C7H1306P

224.16

Trade and Other Names: Phosdrin

1 Basic Manufacturers: AMVAC Chemicd Corporation

A detailed discussion on the physica properties of mevinphos can be found in the EPA
document entitled "Mevinphos. Revised Human Hedth Risk Assessment,” dated May 17, 2000.

C. Use Profile

The following information is based on the current uses of mevinphos outside of the United
States, and includes an overview of use sites and application methods.

Type of Pesticide:

Summary of Use Sites:

Target Pests:

Formulation Types.

Method and Rates of Application:

Method and Rate -

Timing -

Use Classification:

I nsecticide-acaricide.

Mevinphosis registered outside the U.S. for usein/on
broccoli, cabbage, cauliflower, ceery, cucumbers,
grapes, lettuce, melons, peas, peppers, spinach,
summer sguash, strawberries, tomatoes, and
watermelon. Mevinphosis not registered under FIFRA
and may not be sold, distributed, or used in the U.S.
Insects.

Emulsion concentrate and Liquid concentrate.

Maximum use rate range 220 g ai/ha (0.2 Ib a/A) to
440 g a/ha(0.39 Ib a/A), a PHIsranging from 3 to 10

days.

Single broadcast gpplication per crop season.

Not registered for useinthe U.S.



D. Estimated Usage of Pesticide

This section summarizes the best estimates available for the pesticide uses of mevinphos. These
edimates are derived from a variety of published and proprietary sources available to the Agency. The
data, reported on an aggregate and Ste (crop) badis, reflect annud fluctuations in use patterns as well as
the variability in using data from various sources.

Mevinphosis used to control insects that attack fruit and vegetable plants. Mexico isamgor
source of commodities trested with mevinphos that are imported into the United States. Based on the
Mexican fidd trid data, a sngle broadcast gpplication of mevinphos can be applied per crop season
ranging from 220 g ai/ha (0.2 Ib a/A) to 440 g a/ha (0.39 Ib a/A), and a PHIsranging from 3 daysto
10 days. Asno Mexican fidd trials were conducted on head lettuce, EPA assumed the maximum use
raeis440ga/ha(0.39 Ib a/A).

Monitoring data indicate that residues of mevinphosin fruits and vegetables are significantly
lower than the established tolerances. Residues were typicaly below the limit of detection (LOD),
between the LOD and the limit of quantitation (LOQ), or at or just above the LOQ.

.  SUMMARY OF MEVINPHOSRISK ASSESSMENT

Thefollowing isasummary of EPA’srevised human hedth risk findings and concdlusonsfor the
organophosphate pesticide mevinphos, as fully presented in the revised risk assessment document,
"Mevinphos. Revised Human Hedlth Risk Assesment,” dated May 17, 2000. Therisk assessment
presented here forms the bags of the Agency’ s interim risk management decision for mevinphos only;
the Agency must complete a cumulative assessment of the risks of al organophosphate pesticides
before it can complete its reassessment of the mevinphos tolerances.

Because mevinphosis not currently registered for use in the U.S,, only a human hedlth dietary
assessment from exposure to this chemical through food was necessary.

Human Health Risk Assessment

The Human Hedlth Risk assessment incorporates the sdient portions of the following Tolerance
reassessment process chapters as well as several memoranda and Agency committee reports: the
Toxicology Chapter prepared by V. Dobozy (August 16, 1999; D251794), the Residue Chemistry
Chapter prepared by W. Hazdl (October 19, 1999; D259802), the anticipated residue/dietary risk
memorandum by C. Olinger and F. Fort (October 18, 1999; D259803), the Hazard Identification
Assessment Review Committee report by V. Dobozy and B. Tarplee dated April 13, 1999, and the
FQPA Safety Factor Committee report by B. Tarplee dated September 28, 1999.



Dietary Risk from Food
Toxicity

The Agency has reviewed dl toxicity studies submitted and has determined that while the
mevinphos data base is not complete, there are sufficient data from the available studies for sdecting
acute and chronic dietary endpoints for an import tolerance. Further details on the toxicity of
mevinphos can be found in the May 17, 2000 Revised Risk Assessment. A brief overview of the
studies used for the dietary risk assessment is outlined in Table 1 of this document.

FQPA Safety Factor

In the case of acute risk assessments, the FQPA safety factor for al population subgroups
other than infants, children, and femaes of child-bearing age (13+ years), was removed (reduced to
1X). Acute aggregate risk conssts solely of food sources of dietary exposure to mevinphos and since
the acute dietary exposure assessment was highly refined, the Agency does not think that acute dietary
exposure is underestimated.

The FQPA safety factor for acute assessments was reduced to 3X for infants, children, and
femaes of child-bearing age (13+ years). When assessing Acute Dietary Risk to Femaes 13-50 and
to the Infants and Children Subgroups, the Safety Factor can be reduced to 3X since no increased
susceptibility was observed following in utero exposure to rats or rabhits in the developmentd studies
(which could potentidly occur after a single dose); and the concern for this exposure scenario isthe
uncertainty associated with the data gap for the developmenta neurotoxicity sudy. The developmenta
neurotoxicity study is designed to evauate neurctoxic effects on the mother and fetus from the time of
implantation of the fertilized egg into thewadll of the uterus through birth. This sudy may provide
additiond information on possble adverse effects of mevinphos on the developing organism.

In the case of chronic risk assessments, the FQPA Safety Factor could not be removed. Itis
10X for dl population subgroups since there is concern for increased susceptibility of the young
demonstrated after repeated ora exposuresin the range-finding study for the 2-generation reproduction
study (which is designed to assess the effects of the pesticide on male and femae reproductive
processes, from egg and sperm production and mating through pregnancy, birth, nurang, growth and
development, and maturation); and since there are data gaps in the toxicology data base for the
subchronic neurotoxicity sudy in rats and the developmentd neurotoxicity study in rats.

Population Adjusted Dose (PAD)
The PAD isaterm that characterizes the dietary risk of achemicd, and reflects the Reference

Dosg, either acute or chronic, that has been adjusted to account for the FQPA safety factor (i.e.,
RfD/FQPA safety factor). In the case of mevinphos, for infants, children, and femades (13+ years), the



acute Population Adjusted Dose (aPAD) level is 0.0003 mg/kg/day (acute RfD level of 0.001
mg/kg/day divided by the FQPA Safety Factor of 3X); for dl other subpopulations, the aPAD is 0.001
mg/kg/day (acute RfD leve of 0.001 mg/kg/day divided by the FQPA Safety Factor of 1X). The
chronic Population Adjusted Dose (CPAD) leve is0.000025 mg/kg/day for al population subgroups
(chronic RfD leve of 0.00025 mg/kg/day divided by the FQPA Safety Factor of 10X). A risk estimate
that islessthan 100% of the acute or chronic PAD does not exceed the Agency’ srisk concern.

Exposure Assumptions

The acute and chronic dietary risk assessments for mevinphos were quite refined, and included
the use of monitoring data as the source of anticipated residues, correction for percent commodity
imported and percent commodity treated, and a probabilistic acute assessment.

The mevinphos dietary exposure anayses were based largely on USDA/PDP (grapes and
tomatoes) and FDA monitoring data (all other crops except head lettuce and cabbage). Only
monitoring data from imported commodities were used for these dietary exposure assessments. Fied
trid data were used in the cases of head lettuce (U.S. fidd trid data) and cabbage (Mexican field trid
data). Avallablefield trid and monitoring dataincluded al residues of regulatory and toxicologica
concern, i.e., the dpha- and beta-isomers of mevinphos.

Both acute and chronic dietary exposure assessments included correction for percent of crop
imported and percent crop treated figures provided by OPP s Biologica and Economic Analysis
Divison (BEAD; August 10, 1999 and September 27, 1999 D. Widawsky reports, see D259803,
Attachment 1). Residues weretypicaly below the limit of detection (LOD), between the LOD and the
limit of quantitation (LOQ), or at or just above the LOQ. The monitoring data indicate that resdues of
mevinphos in fruits and vegetables are Sgnificantly lower than the established tolerances.

As grape and tomato processing studies were not available, default concentration factors were
used in the dietary exposure assessments; submission of such studies would permit further risk
refinemen.

The chronic and acute andyses do not take into consderation the potential for reduction of
mevinphos residues in cooked/canned/processed products since there are no chemica-specific cooking
gudies. The Agency will refine the mevinphos dietary exposure analyses if such data become available.

Dietary risk andyses for mevinphos were conducted with the Dietary Exposure Evauation
Modd (DEEM™). DEEM incorporates consumption data generated in USDA'’'s Continuing Surveys
of Food Intakes by Individuals (CSFII), 1989-1992.



Tablel. Summary of Toxicological Endpoints and Other Factors Used in the Human Dietary

Risk Assessment of Mevinphos.

Assessment | Study Dose Endpoint UF FQPA PAD
Safety
Factor
Acute Dietary | acute NOAEL= Plasma and 100 1X 0.001
neurotoxicity 0.1 brain ChE mg/kg/
study in rats mg/kg/day inhibition day
(MRID (gen.pop.)
42985401)
3X 0.0003
mg/kg/
day
(females
13+,
infants,
children)
Chronic combined NOAEL= Plasma and 100 10X 0.000025
Dietary chronic toxicity/ | 0.025 brain ChE mg/kg/
carcinogenicity mg/kg/day | inhibition day
study in rats
(MRID
430838601)

Acute Food Risk

Acute dietary risk is cdculated consdering what is egten in one day and maximum, or high-end
resdue valuesin food. Thetoxicity endpoint isthe inhibition of plasmaand brain cholinesterase
observed in an acute neurotoxicity study in rats (NOAEL= 0.1 mg/kg/day). The FQPA 10X Safety
Factor was reduced to 3X for infants, children, and femaes of child-bearing age (13+ years) since no
increased susceptibility was observed following in uteroexposure to rats or rabhbitsin the developmenta
gudies, and the concern for this exposure scenario is the uncertainty associated with the data gap for
the developmental neurotoxicity study. For al other subpopulations, the FQPA Safety factor was
removed (reduced to 1X).

A risk estimate that isless than 100% of the acute Population Adjusted Dose (aPAD) (the dose
a which an individual could be exposed on any given day that would not be expected to result in
adverse hedlth effects) does not exceed the Agency’ srisk concern. In the acute dietary assessment for
mevinphas, risk at the 99.9th percentile of exposure is reported since the probabilistic (Monte Carlo)

analyss was highly refined using residue distribution files adjusted by the proportion of U.S.



consumption of each food that has been treated. At the 99.9th percentile of exposure, the most highly
exposed population subgroup is children (1-6 years), with 17% of the aPAD consumed. Estimated
acute dietary exposure to the general U.S. population is much lower, corresponding to 2% aPAD.
Therefore, estimated acute dietary exposure and risk are below the Agency’slevel of concern for
mevinphos i.e, less than 100% of the aPAD is utilized.

The acute dietary assessment is very highly refined. However, the acute anadlysis does not teke
into congderation the potentia for reduction of mevinphos residues in cooked/ canned/processed
products since there are no chemical-specific cooking studies.  Additiond refinements could include
the conduct of grape and tomato processing studies to derive mevinphos-specific processing factors.
(Import tolerances may be needed for mevinphos residues in/on grape and tomato processed
commoditiesif residues are concentrated upon processing, and if they are likely to be processed in the
U.S, or if their processed commodities are imported from Mexico. Alternatively, the manufacturer
may provide dataindicating that mevinphos treated grapes and tomatoes are unlikely to be used for
processing in either Mexico or the U.S)).

Chronic Food Risk

Chronic dietary risk is cdculated by using the average consumption vaues for food and average
residue vaues for those foods over a 70-year lifetime. The toxicologica endpoint is plasmaand brain
cholinesterase inhibition, established in a 2-year ord rat study (NOAEL = 0.025 mg/kg/day). The
FQPA 10X Safety Factor was retained for al population subgroups since there is a concern for
increased susceptibility of the young, and since there are data gaps in the toxicologica data base.

A risk estimate that is less than 100% of the chronic Population Adjusted Dose (cPAD) (the
dose a which an individua could be exposed over the course of alifetime and no adverse hedth effects
would be expected) does not exceed the Agency’ s risk concern. Estimated chronic dietary exposure
and risk for mevinphos are sgnificantly below the Agency’sleve of concern. The most highly exposed
population subgroup is children (1-6 years), with an estimated exposure corresponding to 1.7% of the
cPAD. Estimated dietary exposure to the general U.S. population is even lower, corresponding to
0.8% cPAD.

The risk assessment for mevinphos was conducted using highly refined anticipated residues
(PDP and FDA monitoring data, except for lettuce and cabbage where field trid data were used) and
percent of crop imported and percent crop treated figures. The chronic dietary analysis could be
refined with chemical-specific cooking studies and conduct of grape and tomato processing studiesto
derive mevinphos-specific processing factors.
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Substantive Revision To Preliminary Risk Assessment

During the error-only comment period of Phase 1 on the mevinphos preliminary risk
assessment, AMVAC Chemica Corporation, the manufacturer, submitted substantive commentsin
addition to the technical corrections that were requested by EPA in that phase. AMVAC questioned
the need to submit a developmenta neurctoxicity sudy, additiona field trid data requirements, including
field trid datafor grapes in countries where AMVAC dated that it does not currently market
mevinphos, and sudies to satisfy the 1991 mutagenicity test guidelines.

The Agency bdieves that the range-finding study associated with the two-generation rat
reproduction study showed dlinica Sgns of toxicity and increased acute lethdity in offpring, and
mevinphos is neuratoxic in mammals, therefore, a developmenta neurotoxicity study is necessary.

Additiond fidld trids are necessary to permit mevinphos tolerance reassessment. The Agency
a0 requires use directions that will appear on the Mexican labe(s). A different formulation was used
in the Mexican fidd trids than were used in the trids conducted in the U.S,, in many cases resdues
resulting from the trias conducted in the U.S. were higher than those conducted in Mexico, and
parameters of the field trids do not agree with the current Mexican labd. Also, samples of grapes from
Chile were identified through the PDP monitoring program as having detectable resdues of mevinphos
(1994-1995). However, PDP shows no residues of mevinphos were detected in/on grapes (1996).
Grapes were not sampled in 1997 or 1998, but no residues of mevinphos were detected in grape juice
(1998). Consgtent with the Import Tolerance Guidance (65 FR 35069, June 1, 2000), the Agency
believes that additiond field trid datafor grapes in countries where mevinphos is used in/on grapes are

necessary.

The Agency agrees that, in the case of mevinphos, nothing would be gained from pursuing
genetic toxicology testing in light of the negative response for a carcinogenic effect and the absence of
reproductive effects that would suggest a heritable concern.  The requirement to submit fully acceptable
udiesto satisfy the 1991 mutagenicity test guiddinesis, therefore, waived for mevinphos. Thiswas
the only subsgtantive revision to the risk assessment.

V. FQPA TOLERANCE REASSESSMENT PROGRESS & INTERIM RISK
MANAGEMENT DECISION
A. Tolerance Reassessment Progress & Interim Risk Management Decision
The Agency has completed its assessment of the dietary risk of mevinphos but has not
consdered the cumulative effects of organophosphates asaclass. Based on areview of these generic

data and public comments on the Agency’ s revised risk assessment for the active ingredient mevinphos,
EPA has aufficient information on the human hedlth effects of mevinphos to make some interim
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decisions as part of the tolerance reassessment process under FFDCA, as amended by FQPA.
Although the Agency has not yet completed its cumulative risk assessment for the organophosphates,
the Agency has completed its assessment of risk from dietary exposure to mevinphos done in order to
determine whether any risk reduction measures are necessary to alow the continued importation of
broccoli, cabbage, cauliflower, celery, cucumbers, grapes, |ettuce, melons, peas, peppers, spinach,
summer squash, strawberries, tomatoes, and watermelon containing this chemica, pending completion
of the cumulative assessment.

Asareault of its assessment, EPA has determined that dietary risk from exposure to mevinphos
is not aconcern for the Agency. Therefore, no risk mitigation is necessary and no further actions are
warranted a thistime. The Agency may determine that action is necessary after assessing the
cumulative risk of the organophosphate class. At that time, the Agency will dso address any other
outstanding risk concernsthat may arise. Such an incremental gpproach to the tolerance reassessment
processis consistent with the Agency’ s god of improving the trangparency of the implementation of
FQPA. By evduating each organophosphate in turn and identifying appropriate risk reduction
measures, the Agency is addressing the risks from the organophosphates in astimely a manner as

possible.

Because the Agency has not yet completed the cumulative risk assessment for the
organophosphates, this interim decision does not specificaly address the reassessment of the existing
mevinphos food residue import tolerances as caled for by the FQPA. When the Agency has
completed the cumulative assessment, the mevinphos tolerances will be reassessed in that light. At that
time, the Agency will reassess mevinphaos dong with the other organophosphate pesticides to complete
the FQPA requirements. Nothing in this report will preclude the Agency from making further FQPA
determinations and tolerance-reated rulemaking that may be required on this pesticide or any other in
the future.

If the Agency determines, before findization of the FQPA assessment for mevinphos, that any
of the determinations described in this document are no longer appropriate, the Agency will pursue
gppropriate action, including but not limited to, reconsideration of any portion of this document.

B. Summary of Phase 5 Comments

EPA released its revised risk assessment for mevinphos to the public on June 30, 2000 (65 FR
40631) and provided a 60 day comment period for interested parties to submit information, including
risk mitigation suggestions or proposds. Three comments were received during the comment period.

Comment. A private citizen disagreed with retention of mevinphos import tolerancesin view of a17%
acute Population Adjusted Daose (aPAD) for the highest risk group and in view of cumulative
organophosphate risks. Also, the commenter claimed that EPA’ s regulations will be less stringent than
the international standards of Codex. In addition, the commenter claimed that in R.E.D. Facts,
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Mevinphos, September 1994, EPA identified dietary risks as a concern in canceling mevinphos
regitrations and that retention of import tolerances gppears to be inconsstent with dietary risks and
FFDCA section 408(1)(2) on tolerance revocation.

Response. In response to the commenter’s concern that EPA is retaining the mevinphos import
tolerances despite the fact that the Agency has not yet conducted the cumulative risk assessment, it
should be noted that the tolerance decision presented in this document for mevinphosis only an interim
decison. EPA will conduct a cumulative risk assessment of al organophosphates (OPs). Further
changes to the mevinphos tolerances could be required as necessary as aresult of that cumulative
assessment for OPs.

In response to the commenter’ s assertion that the mevinphos tolerances are not as stringent as
the Codex MRLs, Codex currently shares the same tolerance levels on 6 crops for mevinphos, while
U.S. tolerance levels are currently higher than Codex on only 3 crops for mevinphos, i.e., melons
(except watermelon), peas, and spinach. Thereis no determination for the tolerances on peas and
gpinach a thistime. Theinterim tolerance decision for melons of 0.1 ppm is based on fidd trid data
and the Agency has made the determination that the 0.1 ppm tolerance level is safe. For one crop,
cucumbers, EPA’ s interim decision is to lower the tolerance from 0.2 ppm, the Codex leve, to 0.05
ppm based on field trid data.

In regard to the find point, the primary reason behind the 1994 cancellation actions for
mevinphos was risk concern for agricultural workers (59 FR 38973, August 1, 1994; R.E.D. Facts,
Mevinphaos, September 1994). The commenter is correct that in its proposa of August 2, 1995 (60
FR 39302), the Agency noted that a preliminary acute dietary risk assessment for mevinphaos, based on
available data a the time, indicated a concern for acute exposure to mevinphos, particularly for infants
and children. However, EPA aso noted that it recognized thet the dietary risk concern may be
diminished if interested parties were to submit adequate exposure and/or toxicity data. (This
recognition also gppears asfollows: “If better data are submitted to the Agency, the Agency would
reassessrisk,” as noted in R.E.D. Facts, Mevinphos, September 1994, p. 3). Currently, there are
sufficient data from available studies for selecting acute and chronic dietary endpoints for an import
tolerance. The Agency’s assessments of acute dietary risk and chronic dietary risk are considered to
be highly refined. Both estimated acute dietary exposure and risk (17% aPAD) and chronic dietary
exposure and risk (1.7% cPAD) are below EPA’sleve of concern for mevinphos.

Comment. The Cdifornia Desert Grape Adminigrative Committee (CDGAC) stated that U.S.
imports from countries other than Mexico which use mevinphaos should be included in the risk
assessment. Also, the CDGAC bdieves that EPA used an incorrect production figure for 1996 and an
incorrect 1995-1996 average U.S. grape production level because of amisplaced decima point. The
CDGAC aso expressed concern about tempora differencesin the U.S. consumption of imported

grapes on exposure.
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Response. EPA agreesthat grape imports from countries other than Mexico should be included in the
risk assessment. In “Mevinphos. Dietary Exposure and Risk Anadyses ... ,” the second page of
Attachment 1 shows an updated estimate which includes grapes imported from Chile. EPA hasmade a
determination based on available data that the current tolerance level remains safe. However, thereis
no interim tolerance level set for grapes.

The commenter is correct that adecimd “typographica error” gppearsin “Mevinphos. Dietary
Exposure and Risk Analyses ...,” Attachment 1 incorrectly showsthe 1996 U.S. production of grapes
(537.062 should be 537,062) and 1995-1996 average U.S. production level (320963.531 should be
589,226). However, the second page of Attachment 1 shows an updated estimate of grape
production. It was this correct production level that was used in the risk assessment.

The tempord differencesin U.S. consumption of imports has been indirectly consdered in the
probabiligic anadyss. The Agency conducts dietary risk assessments using the Dietary Exposure
Evduation Mode, which incorporates consumption data generated in USDA’ s Continuing Surveys of
Food Intakes by Individuas (CSFII), 1989-1992. Surveys are conducted annually during the four
different seasons across the country. For chronic dietary risk assessments, the three-day average of
consumption for each subpopulation is combined with average residues in commodities to determine
average exposure. For acute dietary risk assessments, the entire distribution of consumption events for
individudsis multiplied by adigribution of resdues to obtain a distribution of exposures, thisisa
probabilistic anadysis known as “Monte Carlo,” with risk at the 99.9th percentile of exposure reported.
The Agency beievesthat it is not underestimating U.S. exposure.

Comment. The manufacturer, AMVAC Chemica Corporation, requeststhat it not be required to
submit a subchronic neurotoxicity study and a developmental neurotoxicity sudy. AMVAC believes
that no additiona field triads are necessary under EPA’ simport tolerance guidance (65 FR 35069, June
1, 2000) on the basis that crops imported from al countries where mevinphosis registered is lower
than 5% of U.S. consumption (35076 p.). Further, AMVAC believesthat it has already complied with
requirements for fidd tridlsin Mexico. AMVAC questions the need basis for additiond field trids for
grapes in those countries where AMVAC clams mevinphosis not registered or sold. In addition,
AMVAC questions the need for the 10X safety factor in chronic dietary risk. AMVAC notes that it
has submitted storage stability data and grape processing data. AMVAC believesthat thereis no need
to conduct a tomato processing study, and notes that it has submitted awaiver request for tomato
processing data. AMVAC does dtate that it will revise the Mexican label to agree with the parameters
in the submitted Mexican field trid data

Response. AMVAC has dready submitted “A Subchronic (13 week) Neurotoxicity Study of
Mevinphosin Rats” MRID45099101. The developmenta neurotoxicity study, fied trid studies, and
Mexican label revisons are necessary for tolerance reassessment (see this document Part V, section A
on data requirements). The Agency believes the developmenta neurotoxicity study is necessary
because there was some indication of increased senditivity of offspring trested postnatdly in the range-
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finding study associated with the two-generation rat reproduction study; i.e., the range-finding study
showed dlinicd sgns of toxicity and increased acute lethdity in offspring. Additiondly, mevinphosis
neurotoxic in mammals. Therefore, EPA will begin the process of requiring that datain an upcoming
Federd Regigter Noticee. AMVAC can make any further arguments about the necessity of that study in
the context of that data call-in process.

On the import guidance, the commenter is incorrectly asserting that they are exempt from field
tria requirements because the crop imports from al countries were less than 5% of U.S. consumption.
The guidance does not refer to a“consumption” leve but actudly refersto an “imported” level. The
Import Tolerance Guidance of June 1, 2000 Sates thet field triaswill generdly need to be conducted in
al countries that export at least 5% of the total amount of a specific commodity “imported” into the
U.S. (35076 p.). Therefore, the field trial data requirements are in accordance with the Import
Tolerance Guidance.

Additiond fidld trids are needed from Mexico because tolerances may not be set higher than
necessary, which may occur using the existing database. Current monitoring data suggest that lower
tolerances will likely be gppropriate in many cases.

EPA believesthat it is necessary to conduct field trids for grapes and that the trials need to be
representative of al countries where mevinphosis registered or used on grapes. Thisis necessary
because atolerance is not country-specific. Once the tolerance level is s&t, the tolerance will apply to
al countries from which grapes are imported into the U.S. If it can be demondtrated thet for a
particular country mevinphosis not registered or used on grapes, and the Agency aso hasno
information showing that mevinphosiis registered or used on grapesin that country, then EPA will not
require fied trids for grapesin that country.

Regarding the need basis for the 10X safety factor in chronic dietary risk, the Agency believes
that the 10X FQPA safety factor could not be removed due to concern for increased susceptibility of
the young in the range-finding study for the 2-generation reproduction study; and due to datagapsin
the toxicological database.

Storage stability data, grape processing data, and awaiver request for tomato processing data
have been received by the Agency and arein review. The Agency is dill waiting for the revised
Mexican labelsto be submitted. These labels are needed because the parameters of thefield trid data
which have been submitted do not agree with current Mexican labels.
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C. Regulatory Position
1. FQPA Assessment
a. “Risk Cup” Determination

As part of the FQPA tolerance reassessment process, EPA assessed the risks associated with
thisindividua organophosphate. FQPA aso requires the Agency to consider available information on
cumulative risk from substances sharing a common mechanism of toxicity, such asthe toxicity
expressed by the organophosphates through a common biochemical interaction with cholinesterase
enzyme. The Agency will evaduate the cumulative risk posed by the entire class of organophosphates
once the methodology is developed and the policy concerning cumulative assessmentsis resolved.

EPA has determined that risk from exposure to mevinphosiswithin its own “risk cup.” In other
words, if mevinphos did not share acommon mechanism of toxicity with other chemicas, EPA would
be able to conclude today that the import tolerances for mevinphos on broccoli, cabbage, cauliflower,
celery, cucumbers, grapes, lettuce, melons, peas, peppers, spinach, summer squash, strawberries,
tomatoes, and watermelon meet the FQPA safety standards. In reaching this determination, EPA has
conddered the available information on the specid senstivity of infants and children, aswell as chronic
and acute food exposure. An aggregate assessment was not conducted for mevinphos, because there
are no domedtic usss, i.e, thereisno U.S. resdentid or drinking water exposure. But, results of the
acute and chronic food assessments indicate that exposures are within acceptable levels; that is, risk
from exposure to mevinphos “fits’ within the individua risk cup. Therefore, dthough additiond storage
stability data are required to support the cucumber and melon field trid data and provided that revised
Mexican labd directions agree with fidd trid parameters, available dataindicate the import tolerances
for cucumbers and melons should be lowered to 0.05 ppm and to 0.1 ppm, respectively. With the
exception of the tolerance for watermelon, which should be reassigned since it is covered by melons, an
interim tolerance decision for the other exiting tolerances cannot be determined because additiona
dataare required and should remain in effect at their exigting tolerance levels. Tolerances may be
reassessed only upon completion of the cumulative risk assessment of al organophosphates.

b. Tolerance Summary

The established tolerances for residues of mevinphos in/on plant commodities are currently
expressed in terms of residues of mevinphos per se (methyl 3-[(dimethoxyphasphinyl)oxy]butenoate,
aphaand betaisomers) [40 CFR § 180.157]. It should be noted, however, that the preferred
chemicad name for mevinphos is methyl 3-[(dimethoxyphosphinyl)oxy]butenoate.

Mevinphos residues of concern in plants include the dpha- and beta-isomers of mevinphos.

Based upon the avallable anima metabolism data, quantifiable residues of mevinphos are unlikely to
occur in livestock [40 CFR § 180.6(a)(3)]; therefore, tolerancesin anima commaodities are not
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required. Tolerances for resdues of mevinphosin/on plant raw agriculturd commodities (RACs) have
been established under 40 CFR § 180.157 and range from 0.2 ppm in/on cucumbers and tomatoes to
1.0 ppm in/on broccoli, cabbage, cauliflower, cdery, spinach, and strawberries.

AMVAC isonly supporting import tolerances for mevinphos residues in/on the following
commodities. broccoli, cabbage, cauliflower, celery, cucumbers, grapes, lettuce (leaf and head),
melons, peas (succulent), peppers, summer squash, spinach, strawberries, and tomatoes. The
tolerance for watermelons should be removed (reassigned) since the use is covered by the tolerance for
melons (Crop subgroup 9-A).

For risk assessment purposes, adequate plant and anima metabolism data are available.
However, acceptable resdue data are tentatively available only for imported cucumbers and melons.
Additiona residue data are needed to reassess import tolerances for broccoli, cabbage, cauliflower,
celery, grapes, |ettuce, peas, peppers, spinach, squash, strawberries and tomatoes. To support the
existing residue data on cucumbers, melons, pea pods, peppers, strawberries, and tomatoes, data are
necessary depicting the storage stability of mevinphos resdues in these frozen commodities at defined
lengths of storagetime. Additiond field trias are needed for broccali, cabbage, cdery, grapes, leaf
lettuce and head lettuce, succulent peas, peppers, spinach, strawberries, summer squash, and tomatoes.
Field trid data on broccoli will be trandated to cauliflower.

Provided acceptable mevinphos labels are submitted and deficiencies pertaining to storage
gtability of resdues are resolved, sufficient data are available to reassess tolerances for mevinphos in/on
cucumbers and meonsimported from Mexico. Although additiond storage stability deta are necessary
to support the cucumber and melon field trid data, the available data indicate the established tolerances
could be lowered to 0.05 ppm for cucumbers and 0.1 ppm for melonsiif the revised Mexican label
directions agree with the field trid parameters and if the existing cucumber residue data are validated by
storage stability data (a storage stability study MRID 45089101, entitled “ Frozen Storage Stability of
Mevinphos Residuesin/on Tomatoes, Strawberries, Broccoli, Lettuce, and Cucumbers’ has been
submitted and is currently in review). Additiond residue data are needed for broccoli, cabbage,
cauliflower, celery, grapes, lettuce, peas, peppers, spinach, summer squash, strawberries, and tomatoes
before the existing tolerances can be reassessed.

In addition, no resdue data are available for grape and tomato processed commodities (a
grape processing study MRID 45021501 and awaiver request for the tomato processing study have
been submitted and are currently in review). Tolerances may be needed for mevinphos resduesin/on
grape and tomato processed commodities. However, before the need for such tolerances can be
assessed, residue data are necessary depicting mevinphos residues in grape and tomato processed
commodities or information showing that mevinphos treated grapes and tomatoes are unlikely to be
used for processing in either Mexico or the U.S.
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Table 2. Tolerance Summary for Mevinphos

Commodity Tolerance Listed Under 40 Interim Comment
CFR §180.157 Tolerance
Decision #

Broccoli 1.0 ppm TBD" Additional residue data are required.
Cabbage 1.0 ppm TBDP Additional residue data are required.
Cauliflower 1.0 ppm TBDP Additional residue data are required®.
Celery 1.0 ppm TBDP Additional residue data are required.
Cucumbers 0.2 ppm 0.05 Cucumber

Import tolerance based upon

Mexican field trial data.
Grapes 0.5 ppm TBDP Grape

Additional residue data are required.
Lettuce 0.5 ppm TBDP Additional residue data are required.
Melons (incl. 0.5 ppm 01 Melon (Crop subgroup 9-A)
cantal oupes, Import tolerance based upon
honeydew melon, Mexican and U.S. field trial data.
and muskmelon,
determined on the
edible portion
withrind
removed)
Peas 0.25 ppm TBD" Pea, succulent

Additional residue data are required.
Peppers 0.25 ppm TBDP Pepper

Additional residue data are required.
Spinach 1.0 ppm TBD" Additional residue data are required.
Squash, summer 0.25 ppm TBDP Additional residue data are required.
Strawberries 1.0 ppm TBD" Strawberry

Additional residue data are required.
Tomatoes 0.2 ppm TBDP Tomato

Additional residue data are required.
Watermelon 0.5 ppm Reassign Covered by melons (Crop subgroup 9-

A)
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Commodity Tolerance Listed Under 40 Interim Comment
CFR §180.157 Tolerance
Decision #

Tolerances potentially needed under 40 CFR §180.157:

Grape, juice None TBD® Data depicting residuesin grape
processed fraction are required.

Grape, raisin None TBD® Data depicting residuesin grape
processed fraction are required.

Tomato, paste None TBD® Data depicting residues in tomato
processed fraction are required.

Tomato, puree None TBD® Data depicting residues in tomato
processed fraction are required.

@ Tolerances may be reassessed only upon completion of the cumulative risk assessment of all organophosphates.
The tolerance levels provided here are for this single chemical, if no cumulative assessment was required, that is
supported by all of the submitted residue data. The Agency will commence proceedingsto revoke, modify the
existing tolerances, and correct commodity definitions.

® TBD = To be determined. Tolerance cannot be determined at this time because additional data are required. The
raising of any toleranceswill be deferred, pending the outcome of the cumulative assessment.

¢TBD = To be determined because additional data are needed and the establishment of any new tolerances will be
deferred, pending the outcome of the cumulative assessment.

9 Field trial data.on broccoli will be translated to cauliflower.
2. Endocrine Disruptor Effects

EPA isrequired under the FFDCA, as amended by FQPA, to develop a screening program to
determine whether certain substances (including al pesticide active and other ingredients) "may have an
effect in humansthat is Smilar to an effect produced by a naturdly occurring estrogen, or other such
endocrine effects as the Adminigtrator may designate.” Following the recommendations of its
Endocrine Disruptor Screening and Testing Advisory Committee (EDSTAC), EPA determined that
there were scientific bases for including, as part of the program, the androgen and thyroid hormone
systems, in addition to the estrogen hormone system. EPA aso adopted EDSTAC' s recommendation
that the Program include evauations of potentid effectsin wildlife. For pesticide chemicas, EPA will
use FIFRA and, to the extent that effectsin wildlife may help determine whether a substance may have
an effect in humans, FFDCA authority to require the wildlife evauations. As the science develops and
resources alow, screening of additional hormone systems may be added to the Endocrine Disruptor
Screening Program (EDSP).
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When the gppropriate screening and/or testing protocols being considered under the Agency’s
EDSP have been developed, mevinphos may be subjected to additiona screening and/or testing to
better characterize effects related to endocrine disruption.

D. Regulatory Rationale

Mevinphos has fifteen import tolerances, and no U.S. regigrations, therefore, only adietary risk
assessment for food was conducted.  Based on analyses of both acute and chronic dietary risk, the
Agency has determined that the risk estimates are not of concern for the Agency; therefore, no risk
mitigation measures are necessary  thistime.

V. WHAT MANUFACTURERSNEED TO DO
A. Additional Data Requirements

EPA is requiring acute, subchronic, and developmenta neurotoxicity studies for dl
organophosphates, including those with no domestic regigtrations (i.e., tolerances are established only
to alow treated commodities to be imported into the U.S.). A subchronic study MRID 45099101 has
been submitted and is currently in review. A developmenta neurotoxicity study in rats (with expanded
protocol to extend the postnatal trestment period and to measure cholinesterase inhibition in offspring)
and neurotoxic esterase (NTE) data on the hen are needed. Although mevinphoshasno U.S.
registrations and therefore is not subject to a FIFRA DCI, it does have tolerances for resduesin or on
broccoli, cabbage, cauliflower, ceery, cucumbers, grapes, lettuce, melons, peas, peppers, spinach,
summer sguash, strawberries, tomatoes, and watermelon that are imported into the U.S. If EPA needs
additiond data to support the continuance of atolerance or exemption, but there are no U.S. registrants
from whom the Agency can obtain the data under FIFRA, EPA may require data under section 408(f)
of FFDCA. Section 408(f) of FFDCA alows the Agency to publish a Notice in the Federa Register
describing the type of data needed and inviting persons willing to submit the necessary data to support
the tolerance to identify themselves. Tolerances may be revoked if no person commitsto supply the
necessary dataor if the gppropriate data are not submitted in atimely manner. If the proposed
GC/FPD (phosphorous mode) tolerance enforcement method remains the manufacturer’ s choice for
enforcement, an independent |aboratory vaidation of that method must be conducted prior to vaidation
of the method by the Agency (W. Hazdl, October 19, 1999; D196769 and D248311). Alternatively,
FDA Multiresidue Protocol A or D had been demongtrated to be adequate for tolerance enforcement.

The Agency needs use directions that will gppear on the Mexican label(s), additiond fied trid
datafor broccoli, cabbage, celery, grapes, |ettuce, peas, peppers, spinach, strawberries, summer
sguash, and tomatoes; and storage stability data for cucumbers, melons, peas, peppers, strawberries,
and tomatoes to permit mevinphos tolerance reassessment. Thefidd triasare al to be conducted in
Mexico; however, for grapesfidd trids are necessary in other countries where mevinphos is registered
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or used in or on grapes. A storage stability study MRID 45089101 has been submitted and is currently
inreview. Processing studies on grapes and tomatoes are needed to support tolerances for these crops
if theimported crops are likely to be processed in the U.S. or if their processed commodities are
imported from Mexico, unless the Agency is provided with data indicating that mevinphos treated
grapes and tomatoes are unlikely to be used for processing in either Mexico or the U.S. A grape
processing study MRID 45021501 and request for awaiver from the tomato processing study
requirement have been submitted and are currently in review. Results of these studies may further refine
the risk assessments. EPA will be taking the necessary steps to secure these data in the near future.

B. Risk Mitigation Requirements

As discussed in this document, the acute and chronic food risk from the use of mevinphos on
imported broccoli, cabbage, cauliflower, celery, cucumbers, grapes, lettuce, melons, peas, peppers,
Spinach, summer sgquash, strawberries, tomatoes, and watermelon is not of concern to the Agency;
therefore, no mitigation is necessary at thistime. The Agency may need to pursue risk management
measures for mevinphos once the cumulative assessment isfindized.

VI. RELATED DOCUMENTSAND HOW TO ACCESSTHEM

This report is supported by documents that are presently maintained in the OPP docket. The
OPP docket islocated in Room 119, Crystd Mall #2, 1921 Jefferson Davis Highway, Arlington, VA.
It is open Monday through Friday, excluding legd holidays from 8:30 am to 4 pm.

The docket initidly contained preliminary risk assessments and related documents as of January
12, 2000. On March 13, 2000 the first public comment period closed. The EPA then considered
comments, revised the risk assessment, and added the forma “Response to Comments’ document and
the revised risk assessment to the docket on June 30, 2000.

All documents, in hard copy form, may be viewed in the OPP docket room or downloaded or
viewed viathe Internet at the following Site: "http://www.epa.gov/pesticides/op.”
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