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US Environmental Protection Agency
Office of Pesticide Programs

Reregistration Eligibility Decision
for Oxamyl

When EPA concluded the N-methyl carbamate cumulative risk assessment in September 2007, all
tolerance reassessment and reregistration eligibility decisions for individual N-methyl carbamate
pesticides were considered complete. N-methyl carbamate Interim Reregistration Eligibility Decisions
(IREDs), therefore, are considered completed REDs.

Combined PDF document consists of the following:

e Completion of the Tolerance Reassessment and Final Reregistration Eligibility Decisions
for the N-methyl Carbamate Pesticides (September 24, 2007)

e Oxamyl IRED



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

MEMORANDUM

DATE: September 24, 2007

SUBJECT: Completion of the Tolerance Reassessment and Final Reregistration Eligibility
Decisions for the N-methyl Carbamate Pesticides

FROM: Steven Bradbury, Ph.D., Directer
Special Review and Reregi 1
Office of Pesticide Progr

TO: Debra Edwards, Ph.D., Director
Office of Pesticide Programs

The Agency has completed its assessment of the cumulative risks from the N-methyl
carbamate (NMC) class of pesticides as required by the Food Quality Protection Act of 1996. In
addition, the individual NMC pesticides have also been subject to review through the individual
chemical review process. The table below details the dates of previous decisions for the
individual NMC pesticides.

Chemical Decision Date
Document
Aldicarb RED 9/2007
Carbaryl IRED 6/2003
RED 9/2007
Carbofuran IRED 8/2006
Formetenate HCI IRED 3/2006
Methiocarb RED 3/1994
Methomyl RED 12/1998
Oxamyl IRED 12/2000
Pirimicarb NA*
Propoxur RED 9/1997
Thiodicarb RED 12/1998

* Pirimicarb was first registered in 1997 and therefore not subject to reregistration



EPA has concluded that, with the adoption of the risk mitigation measures evaluated in
the N-methyl carbamate cumulative risk assessment, all of the N-methyl carbamate pesticide
tolerances assessed in this risk assessment meet the safety standard set forth in section
408(b)(2)(a) of the FFDCA. For those tolerances, this conclusion terminates the tolerance
reassessment process under section 408(q) of the FFDCA. For all of the chemicals, to the extent
that the safety determination for these uses based on the cumulative risk assessment was the only
remaining issue to complete the reregistration eligibility determination for a particular chemical
under section 4(g)(2)(A) of FIFRA, the Agency now considers that determination (consistent
with the risk mitigation measures described in the cumulative assessment) to be complete. As
noted in the Introduction to the cumulative risk assessment, certain tolerances and uses were
omitted from the risk assessment because EPA had previously determined that these uses or
tolerances did not meet the safety standards based on their individual, aggregate risks or should
be canceled for other reasons. These tolerances and uses are identified in Appendix II.A of the
cumulative risk assessment. The cumulative assessment does not change the Agency’s
determination with respect to those uses. Should any risk mitigation measures identified in the
assessment not subsequently be implemented, EPA will revise the assessment as necessary to
take those residues into account.

In June 2006, the Agency determined that 144 of the N-methyl carbamate tolerances were
insignificant contributors to the overall dietary exposure to the N-methyl carbamates. The uses
associated with these 144 tolerances make an insignificant contribution to the overall N-methyl
carbamate cumulative risk. Therefore, EPA counted these tolerances as reassessed before the
final N-methyl carbamate cumulative assessment was issued. That determination is not changed
by the assessment the Agency is now issuing. As noted above, EPA has now determined that
those tolerances assessed in the N-methyl carbamate cumulative risk assessment meet the
FFDCA safety standard and that no further risk mitigation is necessary for any of the pesticides
involved in the cumulative risk assessment other than the mitigation measures identified in the
individual chemical or cumulative assessments.

The cumulative risk assessment and supporting documents are available on the Agency’s
website at www.epa.gov/pesticides/cumulative and in the docket (EPA-HQ-OPP-2007-0935).
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United States
Environmental Protection

Prevention, Pesticides
and Toxic Substances

Agency (7508C)

EPA 738-F-00-013
November 2000

wEPA Oxamyl Facts

EPA has assessed the risks of oxamyl and reached an Interim Reregidration Eligibility Decison
(IRED) for this carbamate pegticide. With the risk mitigation measures required, oxamyl fitsinto its
own “risk cup’-- itsindividual, aggregate risks are within acceptable levels. Oxamyl dso isdigible for
reregidration, pending afull reassessment of the cumulative risks.

Used on severd vegetables, fruits, and non-
food items, oxamyl residuesin food and drinking
water do not pose risk concerns for the generd
population. Although oxamyl showed potentia
aggregate risksto children (1-6 years), the Agency
does not expect risks to children due to the rapid
revershility of cholinesterase inhibition. Oxamyl has
no resdentia uses, and fitsinto its own “risk cup.”
With required mitigation measures, oxamyl worker
and ecologica risks are believed to be sgnificantly
reduced.

EPA’s next step under the Food Quadlity
Protection Act (FQPA) isto complete a cumulative
risk assessment and risk management decison
encompassing carbamate pesticides that share a
common mechaniam of toxicity. The interim decison
on oxamyl cannot be congidered find until this
cumulative assessment is complete. Further risk
mitigation may be required & thet time.

EPA isreviewing the carbamate pesticides to
determine whether they meet current hedth and safety
gtandards. Carbamates need decisions about their

The Carbamate Public Participation Process

The carbamates are a group of related
pesticides that affect the functioning of the nervous
system. EPA considers them a high priority for
review under the Food Quality Protection Act.

EPA encourages the public to participate
in the review of the carbamate pesticides. The
Agency released the preliminary scientific risk
assessments for review and comment earlier and is
now releasing the revised scientific risk
assessments for oxamyl and its interim
reregistration decision. The Docket telephone is
703-305-5805, or see EPA’s web site,
www.epa.gov/pesticides/reregistration/oxamyl/

EPA is exchanged information with
stakeholders and the public about oxamyl to
address the uses and risks through stakeholder
meetings, conference calls, and other fora. USDA
coordinated input from growers and other oxamyl
pesticide users.

Based on current information from
interested stakeholders and the public, EPA is
making interim risk management decisions for
individual carbamate pesticides, and will make final
decisions through a cumulative carbamate
assessment.

eligibility for reregigration under FIFRA. Additiona carbamates with resduesin food, drinking weter,
and other non-occupational exposures also must be reassessed to make sure they meet the new FQPA

safety standard.

The oxamyl interim decision was made through an abbreviated public participation process,
which increases trangparency and maximizes stakeholder involvement in EPA’s development of risk



http://www.epa.gov/pesticides/reregistration/oxamyl/
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assessments and risk management decisons. EPA worked with affected parties to reach the decisons
presented in this interim decision documen.

Uses

C

A systemic and contact insecticide/acaricide and nematicide, oxamyl is aredtricted use
pesticide used on apples, bananas, carrots, celery, citrus, cotton, cucumbers, eggplants, garlic,
ginger, muskmelon (including cantaloupe and honeydew melon), onion (dry bulb), peants,
pears, peppers, peppermint, pinegpples, plantains, potatoes, pumpkins, soybeans, spearmint,
sguash, sweet potatoes, tobacco, tomatoes, watermelons, yams. Oxamyl isaso used on
Non-bearing apple, cherry, citrus, peach, pear, and tobacco.

Approximately 800,000 of oxamyl active ingredient (a.i.) are gpplied annudly. Although cotton
accounts for most of the usage, 600 thousand pounds a.i. oxamy! is used on only 7 percent of
total cotton acreage. Oxamyl is gpplied 1-2 times per season when it is used, usudly at arate
of about 0.4 pounds a.i. per acre. For most other crops, oxamyl is generdly applied 1 to 2
times per season around 1 1b. ai/A. Ratesaslow as0.2 [b ai/A may be used.

There are no residential uses.

Health Effects

Oxamyl can cause cholinesterase inhibition in humans; thet is, it can oversimulate the nervous
system causing nausea, dizziness, confusion, and at very high exposures (e.g., accidents or
magor spills), respiratory paralysis and degth.

Acute dietary risks from food and drinking water are below the level of concern for dl
segments of the population, except children1-6 years old.

Chronic dietary risks were not assessed for oxamyl due to the rapid reversibility of ChEl.

The Agency believes the acute aggregate (food and water) risks to children (1-6 years) is
largely an overestimated risk concern because the assessment does not account for the rapid
reversibility of ChEl, which occurs within 2 to 3 hours. The Agency believes the results from
an ongoing drinking water study will confirm the assessed risks.

The current occupationa assessment indicates risk concerns for al use scenarios & the current
maximum label rate. Post-gpplication risks for workers entering treated fields are generdly not



of concern under the current restricted entry intervals (REI), except for hand-harvesting of
citrus tree crops.

. However, the Agency bdieves that implementing the mitigation measures which indudes rate
reductions, engineering controls, additiona persond protective equipment, and severd
voluntary cancdllations will effectively reduce exposure and risk to alevd that is not of concern
to the Agency. The Agency isaso increasing the REI for hand-harvesting of citrus tree crops
and expects the risks to be reduced to leve that is not of concern.

. There may be some acute and chronic risks to avian and mammalian species, aswell as,
potential concerns for endangered species of freshwater invertebrates. However, the Agency
believes that the mitigation measures summarized below and the “restricted” use classfication
will reduce potentia ecologica the risks and adequatdly mitigate risks.

Risk Mitigation

To mitigate risks to handlers and workers:

. Reduce maximum aerid gpplication rate to 1.0 Ib a/A for foliar applications on dl
crops except cotton.

. Reduce maximum chemigation gpplication rate to 2.0 Ib ai/A for al crops except
cotton.

. Reduce maximum rate to 0.5 [b a/A for cotton, except for AZ and CA (1.0 lb al/A
with closed systems); and reduce maximum seasond rate to 3.0 Ib. ai/Alyear.

. Reduce maximum soil gpplication rate to 4.0 Ib a/A for al crops, except mint and
pinespple, which must be reduced to 2.0 b ai/A.

. Reduce seasona maximum applications for al cropsto 8 per crop and incorporate dl

groundboom soil treatments by water or mechanical means.

. Require enclosed cockpits for aerid applicators and closed mixing/loading systemsin
CA and AZ for cotton use a 1 Ib. a/A.

. Maintain PPE for al uses (basdine and coverdls, chemica resstant shoes, socks,
chemica resigtant gloves, chemica resistant apron, head gear for airblast, and an
organic vapor respirator).

Also, the regigtrant has decided to voluntarily cancd the following uses:
. Seed piece dip (yams).

. Soybean use.

. Soil broadcast treatment for cotton.

To mitigate the ecologicd risks
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. Measures mentioned above are expected to affect the ecologica concerns.

Next Steps

The oxamyl IRED isbeing issued in fina (see www.epa.gov/REDY or
www.epa.gov/pesticides/reregistration/oxamyl), without aforma comment period. The docket
remains open, however, and any comments submitted will be considered in any future actions.

To effect risk mitigation as quickly as possible, the Agency isrequiring that dl labels must be
amended to include the above mitigation and submitted to the Agency within 90 days after
issuance of thisIRED.

The registrant must submit the fina results of the drinking water sudy by the year 2001.

When the cumulative risk assessment for carbamates, including oxamyl is complete, EPA will
issue itsfina tolerance reassessment decison for oxamyl and may require further risk mitigation
measures. Similarly, the Agency may reconsider any part of thisinterim decision based on new
information which may come to the Agency’s attention. The Agency will revoke fourteen
tolerances because there are either no registered uses or because the commodity is no longer
considered a significant feed item; and decrease three tolerances because available data
supports the decrease. Raising/or establishing new tolerances will be considered once a
cumulative assessment is completed.


http://www.epa.gov/REDs
http://www.epa.gov/pesticides/reregistration/oxamyl/
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! nﬁa %_,: UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
& WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

CERTIFIED MAIL

Dear Regidrant:

Thisisto inform you that the U.S. Environmenta Protection Agency (heresfter referred to as
EPA or the Agency) has completed its review of the available data for the carbamate pesticide oxamyl.
Based on comments received and additiond data, the Agency revised the human hedth and
environmenta effects risk assessments and made them available to the public on June 28, 2000. All
interested parties were invited to participate and provide comments and suggestions on ways the
Agency might mitigate the estimated risks presented in the revised risk assessments. This public
participation and comment period commenced on June 28, 2000, for a period of at least 30 days.

Based on its review, EPA hasidentified risk mitigation measures that the Agency believes are
necessary to address the human health and environmenta risks associated with the current use of
oxamyl. EPA isnow publishing itsinterim reregigtration digibility and risk management decison for the
current uses of oxamyl and its associated human hedlth and environmenta risks. The tolerance
reassessment decison for oxamyl will be findlized once a cumulative assessment with smilar carbamates
iscomplete. The Agency’sdecison on theindividua chemica oxamyl can be found in the attached
document entitled, “Interim Reregidration Eligibility Decison for Oxamyl,” which was gpproved on
September 30, 2000, and contains the Agency’ s decison on the individua chemica oxamyl.

A Noatice of Availability for thisinterim Reregidration Eligibility Decison(RED) for oxamyl is
being published in the Federd Register. To obtain a copy of the interim RED document, please contact
the OPP Public Regulatory Docket (7502), USEPA, Arid Rios Building, 1200 Pennsylvania Avenue,
NW, Washington, DC 20460, telephone (703) 305-5805. Electronic copies of the interim RED and
al supporting documents are available on the Internet a http:www.epa.gov/pesticides/reregistration.

Theinterim RED is basad on the updated technica information found in the oxamyl public
docket. The docket not only includes background information and comments on the Agency’ s risk


http:www.epa.gov/pesticides/reregistration
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assessments, it dso now includes the Agency’ s risk assessments for oxamy! (revised as of September
18, 2000), and a document summarizing the Agency’ s Response to Comments.

This document and the process used to develop it are the result of a pilot processto facilitate
greater public involvement and participation in the reregistration and/or tolerance reassessment
decisons for these pedticides. As part of the Agency’ s effort to involve the public in the implementation
of the Food Qudity Protection Act of 1996 (FQPA), the Agency is undertaking a specid effort to
maintain open public dockets on the carbamate pesticides undergoing reregistration and to engage the
public in the reregistration and tolerance reassessment processes for these chemicas. This open
process follows the guidance developed by the Tolerance Reassessment Advisory Committee (TRAC),
alarge multi-stakeholder advisory body that advised the Agency on implementing the new provisions of
the FQPA.

Please note that the oxamyl risk assessment and the attached interim RED concern only this
particular carbamate. Thisinterim RED presents the Agency’ s conclusions on the dietary risks posed
by exposure to oxamyl done. The Agency has aso concluded its assessment of the ecologica and
worker risks associated with the use of oxamyl. Because the FQPA directs the Agency to consider
available information on the basis of cumulative risk from substances sharing a common mechanism of
toxicity, the Agency will evaluate the cumulative risk, if gopropriate, posed by the entire carbamate
class of chemicds after completing the risk assessments for the individua carbamates. The Agency has
decided to move forward with individua assessments and to identify mitigation measures necessary to
address those human hedlth and environmenta risks associated with the current uses of oxamyl. The
Agency will issue the find tolerance reassessment decison for oxamyl and findize decisonson
reregigtration igibility onceit is determined whether a cumulative assessment for al of the carbamates
is warranted.

This document contains generic and/or specific Data Cdl-Ins (DCI) that outline further data
requirements for this chemical. Note that registrants of oxamyl must respond to DClsissued by the
Agency within 90 days of receipt of this letter.

Inthisinterim RED, the Agency has determined that products containing oxamyl will be eigible
for reregidration provided that al the conditions identified in this document are satisfied, including
implementation of the risk mitigation measures outlined in Section IV of the document. The Agency
believes that current uses of oxamyl may pose unreasonable adverse effects to human hedth and the
environment, and that such effects can be mitigated with the risk mitigation measuresidentified in this
interim RED. Accordingly, the Agency recommends that registrants implement these risk mitigation
messures immediately. Section IV of thisinterim RED describes labeling amendments for end-use
products and data requirements necessary to implement these mitigation measures. Ingructions for
registrants on submitting revised labding and the time frame established to do so can be found in
Section V of this documen.

Should aregigrant fail to implement any of the risk mitigation measures outlined in this
document, the Agency will continue to have concerns about the risks posed by oxamyl. Where the



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

Agency has identified any unreasonable adverse effect to human hedth and the environment, the
Agency may a any time initiate gppropriate regulatory action to address this concern. At that time, any
affected person(s) may chalenge the Agency’ s action. If you have questions on this document or the
label changes necessary for reregistration, please contact the Chemica Review Manager, Carmdita
White, a (703) 308-7038. For questions about product reregistration and/or the product-specific
DCI that accompanies this document, please contact Jane Mitchell, Product Reregistration Branch
(PRB) contact, at (703) 308-8061.

Sincerdy,

LoisA. Ross, Director
Specid Review and
Reregidration Divison

Attachment
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INTERIM REREGISTRATION ELIGIBILITY
DECISION

Oxamyl

LIST A

CASE 0253
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GLOSSARY OF TERMSAND ABBREVIATIONS

ADI Acceptable Daily Intake. A now obsolete term for reference dose (RfD).
AE Acid Equivdent

a Active Ingredient

aPAD Acute Population Adjusted Dose

ARC  Anticipated Residue Contribution

ARI Aggregae Risk Index

CAS  Chemicd Abdracts Sarvice

cl Cation

CNS  Centrd Nervous Sysem

cPAD Chronic Population Adjusted Dose

CsF

Confidentid Statement of Formula

DEEM Dietary Exposure Evauation Model

DFR
DRES
DWEL

HDT

LDy,

LEL
LOC
LOD
LOEL
LOAEL
MATC
MCLG

VleTe]

Didodgegble Foliar Residue

Dietary Risk Evauation System

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

Drinking Weter Leve of Comparison

Edtimated Environmental Concentration. The estimated pesticide concentretion in an environment, such as
aterrestrial ecosystem.

End-Use Product

U.S. Environmenta Protection Agency

Food and Agriculture Organization

Food and Drug Adminigtration

Federd Insecticide, Fungicide, and Rodenticide Act

Federd Food, Drug, and Cosmetic Act

Food Quality Protection Act

Functiona Observation Battery

Geas Liquid Chromatography

Geometric Mean

Generdly Recognized as Safe as Designated by FDA

Hedlth Advisory. The HA vaues are used asinforma guidance to municipdlities and other organizations
when emergency spills or contamination Stuations occur.

Highest Dose Tested

Median Letha Concentretion. A dtetistically derived concentration of a substance that can be expected to
cause death in 50% of test animas. It isusualy expressed asthe weight of substance per weight or volume
of water, ar or feed, eg., mg/l, mg/kg, or ppm.

Median Lethd Dose. A detidticaly derived sngle dose that can be expected to cause degth in 50% of the
test anima s when administered by the route indicated (ord, dermal, inhaation). It isexpressed asaweight
of substance per unit weight of animd, eg., mg/kg.

Lowest Effect Leve

Levd of Concern

Limit of Detection

Lowest Observed Effect Leve

Lowest Observed Adverse Effect Level

Maximum Acceptable Toxicant Concentration

Maximum Contaminant Level God (MCLG) The MCLG is used by the Agency to regulate contaminantsin
drinking weter under the Safe Drinking Water Act.

Micrograms Per Gram
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GLOSSARY OF TERMSAND ABBREVIATIONS

mglL
MOE

MP
MPI
MRID
N/A

Milligrams Per Liter

Margin of Exposure

Manufacturing-Use Product

Maximum Permissible Intake

Master Record I dentification (number). EPA's system of recording and tracking studies submitted.
Not Applicable

NRCS Naiurd Resource Consarvation Sarvice

NOEC
NPDES
NOEL
NOAEL
OPP
Pa
PAD
PADI
PAG
PAM

ppm

RUP

TEP
TGAI
TLC
TMRC
torr
UF
WHO

WPS

No Observable Effect Concentration

Nationa Pollutant Discharge Elimination System

No Observed Effect Level

No Observed Adverse Effect Leve

Office of Pegticide Programs

Pascd, the pressure exerted by aforce of one newton acting on an area of one square meter
Population Adjusted Dose

Provisiona Acceptable Daily Intake

Pesticide Assessment Guiddine

Pesticide Anayticad Method

Pegticide Handler's Exposure Database

Preharvest Interva

Parts Per Billion

Persond Protective Equipment

Parts Per Million

Pesticide Regigtration Notice

The Carcinogenic Potentia of a Compound, Quantified by the EPA's Cancer Risk Moddl
Red Blood Cdll

Reregidration Eligibility Decison

Redtricted Entry Interva

Reference Dose

Registration Standard

Redtricted Use Pedticide

Specid Locd Need (Regigtrations Under Section 24 © of FIFRA)

Toxic Concentration. The concentration at which a substance produces atoxic effect.
Toxic Dose. The dose a which a substance produces atoxic effect.

Typica End-Use Product

Technica Grade Active Ingredient

Thin Layer Chromatography

Theoretical Maximum Residue Contribution

A unit of pressure needed to support a column of mercury 1 mm high under standard conditions
Uncertainty Factor

World Hedlth Organization

Wettable Powder

Worker Protection Standard
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Executive Summary

EPA has completed its review of public comments on the most recent revised human hedth and
ecologica risk assessments and isissuing its risk management decisons for oxamyl. The decisons
outlined in this document do not include the find tolerance reassessment decision for oxamyl; however,
some tolerance actions will be undertaken prior to completion of the find tolerance reassessment. The
find tolerance reassessment decison (e.g., revocation or other adminigtrative actions) for this chemical
will be issued once the Agency determines the scope of cumulative assessment that is needed. The
Agency may need to pursue further risk management measures for oxamyl once the cumuletive
assessment isfindized.

The revised risk assessments are based on review of the data required to support the use
patterns of currently registered products. The Agency invited stakeholders to provide proposals, ideas
or suggestions on gppropriate mitigation measures before the Agency issued its risk mitigation decision
on oxamyl. After congdering the risks in the revised assessments, as well as mitigation proposed by
DuPont de Nemours, Incorporated (the sole registrant of oxamyl), and comments and mitigation
suggestions from other interested parties, EPA developed its risk management decision for uses of
oxamyl that pose risks of concern. Thisdecision is discussed fully in this document.

Oxamyl is a carbamate insecticide, acaricide, and nematicide that controls a broad spectrum of
insects, mites, ticks, and nematodes on various field crops, vegetables, fruits, and non-bearing trees.
There are no registered residentia uses of oxamyl. Oxamyl wasfird registered in 1974. Totd oxamyl
useis gpproximately 800,000 pounds of active ingredient (ai) per year. Cotton accounts for the
mgority of usage (600,000 pounds a), while intermediate use can be found on severa other crops
(apples, cdlery, potatoes, tomatoes). Although cotton accounts for most of the usage, oxamyl is il
used on only asmall proportion of cotton sown area (7%), and, when used, is applied 1-2 times per
season, usudly at arate of about 0.4 pounds a per acre. When oxamyl is used on other crops, itis
generaly applied 1-3 times per season a between 0.2 and 1 pound a per acre, dthough some rates
are higher.

Ovedl Risk Summary

EPA’ s human hedlth risk assessment for oxamyl indicates some risk concerns. Acute food risk,
which is based on modeing that incorporates data from USDA'’ s Pesticide Data Program (PDP), Food
and Drug Adminigtration (FDA) data, fidld trids and assumes percent crop treated information, is
below the Agency’slevel of concern. The PDP program samples commodities a grocery store
digtribution points, while the FDA monitoring survelllance program tests food items directly from the
fidd. Similarly, acute drinking water risk estimates based on monitoring data and screening models, for
ground and surface water exposure, are not of concern for the general population. However, when
drinking water and food risks are aggregated, the results suggest there may be potentia risks to children
(1-6 years).
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There are dso concerns for workers who mix, load, and apply oxamyl to agriculturd Stes.
Additiondly, there are concerns for workers who reenter fields treated with oxamyl. Dietary Risk

The oxamyl risk assessments are based on oxamyl’ s ability to cause cholinesterase inhibition as
measured in plasma, red blood cdlls, and brain. Nether of the degradates, oxime or dimethyloxamic
acid (DMOA), is expected to inhibit cholinesterase and neither is of toxicological concern. Because the
current analytical method does not differentiate between the parent and the degradate (oxime), the
tolerance expression for oxamyl includes both.

The Agency’ s human hedlth risk assessment for oxamyl indicates that the acute dietary risk
from food done for dl populationsis below the Agency’slevel of concern. A chronic dietary risk
assessment was not performed. The Agency believes oxamyl does not pose a chronic dietary risk
because the results of areversbility sudy demonstrated that cholinesterase inhibition was reversed
completey within 2to 3 hours. There are no residentid uses of oxamyl, therefore, aggregate risk is
based only on dietary (food and water) exposures.

Aagregate Risks (food and water)

Again, acute dietary exposure to oxamyl through food alone does not exceed the Agency’s
level of concern. However, the estimated environmenta concentrations (EECs) for oxamyl resduesin
surface and ground water are below the Agency’s drinking water level of comparison (DWLOC) for dl
population subgroups of concern, with the exception of residues in ground water for children 1-6. The
Agency usesa DWLOC, which is atheoretical upper limit on a pesticide’ s concentration in drinking
water in light of tota aggregate exposure to a pesticide in food, drinking water, and through residentia
uses, in the risk assessment process. The Agency based the ground water assessment on an oxamy/l
prospective groundwater (PGW) monitoring sudy on cotton in North Carolina. The EEC vaue for
groundwater sources of drinking water for children 1-6 years old is 4.0 ppb compared to aDWLOC
of 1.9 ppb. For children 1-6 years old, food consumes 81% of alowable dietary exposure or acute
population adjusted dose (aPAD).

Although aggregate food and water exposure estimates suggest oxamyl poses risks for children
1-6 years old, the Agency believes that the assessment resulted in overestimating exposure and
consequently risk because of the rgpid reversibility of oxamyl induced cholinesterase inhibition (ChEl)
was not accounted for. For example, the aggregate assessment assumes children 1-6 years will
consume 3-4 sarvings of food and 1-liter of water with the highest residue levels detected in each
serving within a 24-hour period without congderation that cholinesterase inhibition is reversed within 2
to 3 hours. Other assumptions were aso made, which resulted in overestimates of exposure.
Therefore, the assessment is likely an overly conservative assessment.
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Occupationa Risk

Expaosure to oxamyl may occur viathe derma and inhaation routes during mixing, loading, and
goplication. For oxamyl, the Agency has determined that the concerns for mixers/loaders and
goplicators and flaggers involved in groundboom and aerid gpplications are not of concern after the
proposed mitigation measures have been implemented. The Agency believes that there is potentia
dermd exposure to oxamy! residues for workers reentering treasted areas. To adequately protect
workers, the reentry intervals (REIS) for some uses need to be extended.

In Stuations where the endpoint is the same and the target margin of exposure (MOE) is
different for each exposure route (derma and inhdation), the MOESs are combined using the aggregate
risk index (ARI). ARIsgreater than 1 are not of concern to the Agency. All occupationa scenarios
(eight conducted) produced ARIs greater than 1 with mitigation (e.g., closed systems for mixer/loaders
for aerid and chemigation gpplication, and enclosed cockpits for aerid applicators). The ARIsfor
aerid and chemigation mixers/loaders and applicators ranged from 1.1 to 2.9 with the use of
engineering controls for combined short and intermediate term exposure. ARIs for groundboom,
arblast, and mixer/loaders/applicators using handwands ranged from 1.5 to 4.6 with the use of
additional persond protective equipment (PPE). Therefore, if these controls are implemented,
occupationa risks do not exceed the Agency’sleve of concern.

The Agency caculates that under the present assumptions and proposed use rate changes, the
restricted entry interval (REI) for workers who reenter treated fields to perform routine hand labor
activities for most crops should be 48 hours (current label REI). For citrus trees only, the Agency
caculates that the REI should be extended to 4 days for workers who will be performing high contact
tasks.

Ecologicd Risk

In addition to considering the human hedth effects associated with exposure to oxamyl, the
Agency assessed the environmentd fate and ecologicdl risks that could result from the use of oxamyl.
Oxamyl disspatesin soil by chemica and microbidly-influenced degradation and by leaching.
Hydrolysis is pH-dependent, with oxamyl degrading rapidly in neutrd to akaline environments, but
perssting longer in acidic conditions. Photolysis gppears to be sgnificant in acidic surface water but not
insoil. In soil, oxamyl metabolizes with a haf-life of 2 to 4 weeks under aerobic conditions and less
than one week under anaerobic conditions. In most field studies, haf of the gpplied oxamyl disspated
from the surface in less than aweek.

The mgor transformation products identified in the fate studies were oxime and DMOA.
Although results of a prospective ground-water monitoring study in North Carolina suggest that oxime
may perss for an extended period in ground water and subsurface water columns, it is not significant
because neither of the degradates are of toxicologica concern. In contrast, oxamyl which is of
toxicologica concern, has alow affinity for adsorption and is mobile in avariety of soils.
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Data are adso available to assess the hazard oxamyl poses to nontarget terrestria and aquatic
organigms. Oxamyl is highly to very highly toxic to birds and mammals, highly toxic to bees, and
moderately toxic to fish and aquatic invertebrates. Avian acute risk quotients (RQs) range from 0.70 to
5.65 for al food items, excluding treated seed, which are below the Agency’ s leve of concern (LOC).
The chronic RQs ranged from 2.6 to 192.0. Fish and aguatic invertebrates acute RQs range from 0.08
to 5.65 and chronic RQs range from 2.6 to 192. Small mammals acute RQs range from 0.30 to 76.8.
The Agency is concerned about the potentia acute and chronic risk to these organisms. The Agency
believes that reducing the application rate and the number of applications and the voluntary cancellation
of some uses (see chapters 4 and 5) will adequately reduce the risks to terrestriad and aquetic
organisms.

Risk Mitigation

To mitigate risks of concern posed by the uses of oxamyl, EPA consdered the mitigation
proposa submitted by the technicd registrant, as well as comments and mitigation ideas from other
interested parties, and has determined the need for a number of label amendmentsto address the
worker and ecological concerns. To address human health and ecological risks, the registrant has
agreed to implement, the following mitigation measures. (1) reduce the maximum gpplication rate for
cotton to 0.5 Ib. a/A in dl areas except Cdiforniaand Arizona, which will continueto use 1.0 Ib. al/A
with closed systems; (2) eliminate severa application methods and uses (handwand, soil broadcast
treatment for cotton, soybean use and seedpiece dip in yams); (3) reduce the seasonal maximum
number of applications per crop to 8 timesfyear; (4) reduce foliar gpplicationsto 1 Ib a/A; (5) limit sail
gpplications to amaximum of 4 Ib a/A; (6) require that soil gpplications be incorporated; (7) confine
aerid applicators to enclosed cockpits, and (8) extend the REI for citrus tree crops during irrigation and
harvesting from 48-hoursto 4 days. Results of the risk assessments, and label amendments needed to
mitigate those risks, are presented in thisinterim reregidration digibility decision (interim RED).

The Agency will issueitsfind decison regarding interim mitigation for oxamyl after the public
comment period on thisinterim RED document. Neither the tolerance reassessment nor the interim
RED for oxamyl will be congdered find until the Agency completes acumulative risk assessment if
warranted. The cumulative assessment may result in further risk mitigation measures for oxamyl.
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Introduction

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 cdls for the development and submission of datato support the
reregigtration of an active ingredient, aswell asareview of al submitted data by the U.S. Environmenta
Protection Agency (heresfter referred to as“EPA” or the “Agency”) to determine whether apesticide
containing such active ingredient is digible for reregistration. Thus, reregigtration involves a thorough
review of the scientific database underlying a pesticide s regigration. The purpose of the Agency’s
review isto reassess the potential hazards arising from the currently registered uses of the pesticide; to
determine the need for additiona data on hedth and environmental effects; and to determine whether
the pesticide meets the “ no unreasonable adverse effects’ criterion of FIFRA.

On August 3, 1996, the Food Quality Protection Act of 1996 (FQPA) was signed into law.
This Act amends FIFRA to require tolerance reassessment of al existing tolerances. The Agency had
decided that, for those chemicas that have tolerances and are undergoing reregistration, the tolerance
reassessment will beinitiated through this reregistration process. FQPA aso requires that by 2006,
EPA must review dl tolerances in effect on the day before the date of the enactment of the FQPA,
which was August 3, 1996. FQPA aso amends the FFDCA to require a safety finding in tolerance
reassessment based on factors including an assessment of cumulative effects of chemicaswith a
common mechanism of toxicity. Oxamyl belongsto agroup of pesticides called carbamates, some
which may share a common mechanism of toxicity - they dl affect the nervous system by inhibiting
cholinesterase. Although FQPA sgnificantly affects the Agency’ s reregistration process, it does not
amend any of the existing reregistration deadlines. Therefore, the Agency is continuing its reregidtration
program while it resolves the remaining issues associated with the implementation of FQPA.

The implementation of FQPA has required the Agency to revist some of its exigting policies
relating to the determination and regulation of dietary risk, and has dso raised severd new issues for
which policies need to be established. These issues were developed and refined through collaboration
between the Agency and the Tolerance Reassessment Advisory Committee (TRAC), whichiis
composed of representatives from industry, environmenta groups, and other interested parties. The
TRAC identified the following science policy issues it believed were key to the implementation of
FQPA and tolerance reassessment:

. applying the FQPA10-fold safety factor

. whether and how to use "monte carlo” andysesin 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-occupational sources
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. how to conduct a cumulative risk assessment for carbamate or other pesticides with acommon

mechanism of toxicity
. selection of gppropriate toxicity endpoints for risk assessments of carbamates
. whether and how to use data derived from human studies

The process developed by the TRAC calsfor the Agency to provide one or more documents
for public comment on each of the policy issues described above. Each of these issuesis evolving and
in adifferent stage of refinement. Some issue papers have aready been published for comment in the
Federal Register and otherswill be published shortly.

Furthermore, to provide an opportunity for public participation in the ongoing tolerance
reassessment and reregigiration process, the Agency is following a stakeholder process smilar to the
TRAC process. For oxamyl, the registrant was provided 30 days to review the Agency’s preliminary
human hedlth and ecologica risk assessments and to identify any computationa or other errors. The
Agency subsequently revised the risk assessments based upon the error-correction comments and
opened a Public Docket.

In association with the U.S. Department of Agriculture (USDA), the Agency conferred with
stakeholdersin ateleconference cal on June 8, 2000. The Agency described the revised risk
assessments, including the data used in their development and the factors contributing to or driving the
risks. The Agency invited stakeholders to comment on the risk assessments and offer their thoughts on
risk mitigation options.

The Agency will issue afind RED after completing the cumulative assessment for oxamyl. In
the meantime, the Agency is accepting public comments on thisinterim RED.

This document conssts of Sx sections. Section | introduces the regulatory framework for
reregistration and describes the TRAC process and the worker risk management PR Notice that were
used in preparing this Interim RED for oxamyl. Section 1l provides a profile of the use and usage of
oxamyl. Section Il givesasummary of the human health and ecological risk assessments and provides
agenerd description of oxamyl use patterns and possible dternatives to oxamyl. Section IV discusses
the Agency’ s interim decision regarding measures necessary for the reregidration digibility of oxamyl.
Section V summarizes labd changes needed to meet the Agency’ s interim reregitration digibility
decison st forth in Section V. Findly, an Appendix lisgts dl related documents and how to access
them. The revised risk assessments are not included in this document, but are available in the Public
Docket and on the Agency's web page (www.epa.gov/pesticides/reregistration).
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. Chemical Overview
A. Regulatory History

Oxamyl is a carbamate used to control insects, mites, and nematodes. The pesticide was first
registered on April 4, 1974 by E.I. DuPont de Nemours, Inc., for use on ornamentds, tobacco, and
non-bearing fruit (apple, cherry, peach, pear, strawberry).

Thefirst food uses were added between 1975 and 1980 and include celery, citrus, apple,
cotton, tomato, potato, and pinegpple. Since that time banana, peppers, root crop vegetables,
cucurbits, soybeans, pear, peanut, eggplant, and mint have been added. New uses were commonly
initiated as FIFRA Section 24(c) state labels which were then periodicaly consolidated into the Section
3 Federd labdl.

Initid registered application methods included ground foliar spray, soil spray, soil drench, root
dip, preplant incorporated, or transplant water. Aeria application was added in 1977, ultralow
volume gpplication in 1984, and chemigation in 1987.

A Regidration Standard was issued in 1987, which required additiond datafor animal
metabolism, storage stability, product chemistry, spray drift, and certain crop residues. An update to
the Regidration Standard wasissued in 1991. Again, additiona data were required for animal
metabolism, storage stability, andytical methods, and magnitude of resdues in certain plants and
processed commodities.

In aDecember 12, 1989, Federal Register notice, the expression for oxamyl tolerances was
changed from oxamyl done to both oxamyl plusits oxime metabolite. Thiswas due to the inability of
the andyticd method to separate the parent from the metabolite; however, the oxime metabolite is not
of sgnificant toxicologica concern.

In recent years the registrant has undertaken a number of voluntary actions to reduce
exposures. These include deleting uses (ornamentas, greenhouse use, some non-bearing fruit trees, soil
mixing uses), lowering application rates, and establishing seasond maximums, redtricted entry intervals,
and pre-harvest intervas for onion, tomato, potato, pinegpple, and celery.

B. Chemical Identification



Oxamyl: methyl N',N'-dimethyl-N-[(methylcarbamoyl)-oxy]-1-thiooxamimidate
1 Common Name: Oxamyl

1 Chemical Name: Methyl N',N'-dimethyl-N-[(methylcarbamoyl)-
oxy]-1-thiooxamimidate

! Chemical Family: Carbamate

! CASRegistry Number: 23135-22-0

! OPP Chemical Code: 103801
| Empirical Formula: C,H;3N305S
! Molecular Weight: 219.3 g/mole

! Tradeand Other Names.  Vydate®, Vydate L®
! Basic Manufacturer: DuPont de Nemours, Inc.
Technicd oxamyl isawhite crystdline solid with adight sulfurous odor. The vepor pressureis
3.84 x 10" mm Hg a 25° C. Oxamyl is soluble in water (28 ¢/100 g), methanol (130 g/100 g),
acetone (67 ¢/100 g), ethanol (33 g/100 g), and toluene (1 ¢/100 g) a 25° C. Oxamyl isstablein solid
form, and as aliquid formulation, and in agueous solutions a pH 5 or lower. Oxamyl hydrolyzes
rapidly a pH 9. (See"Revised Occupationa Exposure And Risk Assessment Regarding The Use of
Oxamyl,” August 9, 2000).
C. Use Profile
The following information is based on the currently registered uses of oxamyl.
Type of Pesticide:  Insecticide/neméticide/acaricide
Summary of Use:
Sites. Terrestria food and feed crop.
Food: Apple, banana, cantaloupe, carrot, celery, citrus, cotton, cucumber,

dry onions, eggplant, garlic, ginger, honeydew, mint, peanut, pears,
pepper, pinegpples, plantain, pumpkin, soybean, squash, summer
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Other Uses:
Residential:

Other Nonfood:

Target Pests:

Formulation Types.

Regigtered:

sguash, Sweet potato, tomato, watermelon, white potato, winter
squash, and yam.

Taobacco

No resdential uses.

Nursery grown non-bearing fruit trees.

Broad spectrum of insects (e.g., ball weevil, gphids, lygus, plant bug,

thrips, mites, lesfminer species, pepper weevil and roundworms) and
nematodes.

Technical grade (89% ai), a soluble concentrate/liquid (24% and
42% a) and a solid/technica (42% ai).

Method and Rates of Application:

Equipment -

Method and Rate -

Trend -

Groundboom sprayer, aerid equipment, airblast sprayer, high pressure
handwand, chemigation, and spotgun applicator.

Foliar spray and soil incorporation applied from 0.25 to 8 |bs ai/acre.
Maximum gpplication of 12 times/year. Seed piece dip and shank soil
injection.

Oxamyl end-use products are gpplied a various times including pre-
plant, at planting, or post emergence throughout the growing season
depending upon the crop and pest that istargeted. Application
generdly rangesfrom 1 to 12 times ayear depending on the crop.
Mogt crops have a maximum of 6 seasond gpplications.

According to USDA's National Agricultural Statistics Service and other
sources, oxamyl use has generdly remained consstent over the last five
years. USDA reports that growers are using lower rates (0.46 to 0.62
Ib a/A) and gpplying the pesticide less frequently (about twice per year
compared with the alowable 12 times).
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Use Classification:  Oxamyl isa“redtricted use" chemica due to acute toxicity and toxicity
to birds and mammals.

D. Estimated Usage of Pesticide

Based on available information and from consultation with the USDA, the Agency estimates
that on average approximately 800,000 pounds of oxamyl active ingredient (ai) are used per yesr.
Cotton accounts for the mgority of usage (600,000 pounds a), while intermediate use can be found on
severa other crops aswell (apples, celery, potatoes, tomatoes). Although cotton accounts for most of
the oxamyl usage, it is used on only 7% of cotton produced annudly in the United States. Application
is 1-2 times per season when it is used, usualy at arate of about 0.4 |b a per acre. When oxamyl is
used on other crops, it is generaly applied 1-3 times per season at between 0.2 and 1.0 |b ai per acre
(the current label does dlow for higher use rates on some crops). Table 1 summarizes the best
estimates avalladle for the many oxamyl uses.

10
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Table 1. Oxamyl Usage Summary (current uses)

Site Acres Acres Treated (000) % of Crop LB Al Applied Average Application Rate States of M ost Usage
Grown Treated (000)
(000)

\Wid Est Witd  |Est \Wid Est Ib ai/ #appl/yr |lbai/Alappl  |(% of total Ib a used

Avg Max Avg [Max Avg  |Max acrelyr on this site)
Fruits
Grapefruit 194 1 2 0% 1% 1 1 0.7 13 0.6TX 100%
Apples 572 64 102] 11% 18% 37 70 0.6 11 0.5WA NY PA MO IL MI

64%

Cantal oupes 113 34 371 30% 33% 6 13 0.2 10 0.2|CA 89%
Cherries 128 0 0 0% 0% 0 0 0 0 -|ID MI NY NJ87%
Melons, Honeydew 27 3 71 12% 24% 4 9 13 22 0.6 |CA 86%
Peaches 212 0 0 0 0% 0 0 0 0 -|PA M1 CO NJSC 87%
Pears 78 1 2 1% 2% 1 2 14 10 1.4J0R IA M1 NJ 80%
Stone-Like Fruit, other 189 0 0 0% 0% 0 0 0 0 - JFL 82%
Tomatoes, Fresh 116 9 13 8% 11% 23 34 2.6 26 1.0|FL CA 88%
[Tomatoes, Proc. 324 10 32 3% 10% 13 44 14 14 1.0]CA 100%
Bananas 1 0 0 0% 0% 0 0 0 0 -HI
Pineapple 21 3 5] 15% 24% - - - - -[HI
\Watermelons 258 6 12 2% 4% 3 6 0.5 10 0.5|CA FL AZ 85%
V egetables
Garlic 25 0 2 1% 6% 0 2 10 10 1.0]CA 100%
Ginger 0.350 0 0 0% 0% - - - - -HI
Carrots 108 3 6 3% 6% 3 9 1.0 15 0.7|MI TX 85%
Celery 35 19 23] 54% 65% 30 36 16 25 0.6 |ICA 95%

1




Site Acres Acres Treated (000) % of Crop LB Al Applied Average Application Rate States of M ost Usage
Grown Treated (000)
— (000) , . ,
\Wtd Est wtd |Est \Wtd Est Ib ai/ #appl/yr |Ibai/Alappl (% of total b ai used

z Avg Max Avg [Max Avg [Max acre/yr on this site)
m Cucumbers, Fresh 52 7 15| 14%| 28% 10 19| 1.3007 2.7 0.5|FL CA 92%
z Cucumbers, Proc. 97 1 6| 1% 6% 2 13 22 42 0.5 |FL 100%
: Eggplant 4 0 1| 13% 35% 1 2 16 2.4 0.7|NJNC FL 89%
u Mint 160 30 40| 19% 25% - - - - -
o Onions, Dry 144 6 19 4% 13% 8 28 13 16 0.8 |OR WA 96%

Peppers, Sweet 77 10 22 13% 29% 12 25 12 1.0 1.2|FL CA 93%
n Potatoes 1421 7 14] 0.5% 1% 7 13 1 15 0.676 M| FL ME WI PA WA
w
> Pumpkins -- 0 0 0 0 - - - - -
l I Squash 58 0 1| 0.9% 1.8% - - - - -
: Sweet potatoes 83 0 0 0% 0% 0 0 - - -
U Other Crops
m Cotton 12429 1250 1415] 0.101 11% 625 682 0.5 1.4 0.4|TX ARMSLA AZ 86%
< Peanut 1450 0 0 0 0

Soybeans 68000 0 0 0 0 - - - - -
{ Tobacco 695 4 9 1% 1% 3 12 0.9 11 0.8]MA PA CT SC 87%
n Total 1465.8778 820
m Welghted average--the most recent years and more reliable data are weighted more heavily (data primarily covers 1990 - 1997).

Est Max = Estimated maximum, which is estimated from available data.

Average application rates are calculated from the weighted averages.
m Calculations may not appear to agree because they are rounded.

Dash (-) indicates information is unavailable.
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In the above table, the caculations are rounded to the nearest 1000 for acrestreated or Ib. ai
(0 equals less than 500) and to the nearest whole percentage point for percent of crop treated (0%
equas lessthan 0.5%). Therefore, the totals do not appear to be exact. Also, the Agency uses adash
to represent Stes where the information is either not available or insufficient, sources. Both cherries and
peaches refer to use on non-bearing fruit trees.

[1l.  Summary of Risk Assessment

Using relevant data submitted under section 4(g)(2)(A) of FIFRA, published scientific literature,
and available surrogate data, the Agency assessed the human hedlth and ecologica risks associated
with usng oxamyl on various crops currently listed on thelabel. For more detall, see "OXAMYL. The
Revised HED Chapter of the Reregidration Eligibility Decison Document (RED),” dated March 24,
2000, and subsequently revised August 11, 2000, and September 18, 2000. The endpoint of concern
is cholinesterase inhibition as measured in plasma, red blood cdlls, and brain. The Agency cdculated
human hedlth risks from food, water, and occupationa exposures. Potentia dietary (food) exposure to
oxamyl resdues may occur through the consumption of various agricultural commodities and through
drinking water. There are no residentid, recreationd, or other non-occupationa uses of oxamyl.
Therefore, in quantifying aggregate risks, the Agency only consdered exposures from food and drinking
water. The results of the individua food and drinking water anadlyses indicate that there may be an
acute aggregate dietary risk of concern for children (ages 1-6 years).

The occupationd risk assessment for oxamyl considered exposures that could result from
mixing/loading and application through chemigation, groundboom, airblast, spotgun, high pressure
handwand, aerid equipment, seed piece dipping, aswell as, flagging for liquid aerid applications based
on maximum label gpplication rates. The results of the occupationa risk assessment based on current
labd rates indicate that there are potentid risks for some mixing/loading and applicator scenarios for
certain crops and risks for postapplication workers immediately following trestment. The current
restricted entry interva (REI) of 48 hoursis sufficient for postapplication workers entering fields treated
with oxamyl for most crops. Postapplication workers entering citrus tree crop treated with oxamyl
need alonger REI.

The Agency consdered the toxicity and environmentd fate characterigtics of oxamyl inits
assessment of the potentia adverse effects on nontarget aguatic and terrestriad organisms
(Environmentd Fate and Effects Divison RED Chapter for Oxamyl, dated November 9, 1999). Using
exposure estimates derived from environmenta fate studies, combined with ecologicd toxicity studies,
the risk assessment shows that oxamyl poses acute and chronic risks to avian and mammaian species
from unincorporated spray gpplications. Acute toxicity and reproductive effectsto avian and
mammalian species may result from one-time, or short-pulse, gpplications. The Agency does not have
any incident/field data for bird and mammal mortadity, athough the lack of such data does not
necessarily negate the potentid risks to birds and mammals or imply that mortdity is not occurring.
Birds and mammal's may be exposed, but due to their transent nature, incidents may go unaccounted.

13
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Detecting chronic effects would require years of precise reproduction and population data. Findly,
oxamyl may pose risks to honeybees and endangered species freshwater invertebrates.

The purpose of this decison document is to summarize the key features and findings of the
human hedlth and ecological risk assessmentsin order to help the reader better understand the basis for
the conclusions reached in thisinterim reregidration decison document. The risk assessments and
related addenda are available on the Agency’ s web page www.epa.gov/pesticides/reregigtration, and in
the public docket.

A. Human Health Risk Assessment

The Agency issued its preiminary human health risk assessment for oxamyl on March 24,
2000, following the registrant technica error-correction phase. The risk assessment had acute dietary
risks of concern for children 1-6 years based primarily on expected resduesin pinegpples. The
occupationa risks were of concern for mixers/loaders and applicators.

The Agency has subsequently revised the preliminary risk assessment to address stakeholder
comments and to refine the assessment to the extent practicable using currently available information.
The refinements to the human hedlth risk assessment which are discussed below, resulted in acceptable
acute dietary risks for food, while the aggregate risks for food and water are il of concern for children
1-6 yearsold.

The updates or refinement to the risk assessment include:

- ng the acute dietary exposure estimates based on the following additiond
information:

! Pinegpple and gpple resdue information.

I Processing factors for baked and canned foods.

! Prdiminary, single serving, residue monitoring results from the 1999 USDA-Pesticide
Data Program for non-blended forms of gpple and pear.

! Preliminary carbamate market basket survey data

- Revisng transfer coefficients based on new data received from the Agricultural Reentry Task
Force (ARTF), which resulted in reevaluating the postapplication risks to determine restricted
entry intervals.

- Refining the occupationa assessment by using a newly-submitted acute inhaation study in the

rat (MRID 45155801), which resulted in a new short- and intermediate-term inhaation
endpoint.
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1. Dietary Risk from Food
a. Toxicity

The Agency has reviewed dl toxicity studies submitted for oxamyl and has determined thet the
toxicity database is complete and supports an interim reregigtration digibility
determination for dl currently registered uses. Thetoxicologica database for oxamyl satisfies dl of the
guideline requirements for reregistration.

Acute Endpoint

The Agency consdered the toxicologica database and selected an acute neurotoxicity rat sudy
to establish the endpoint to be used in the acute dietary risk assessment. The endpoint is based on
clinica sgns and cholinesterase inhibition in plasma, red blood cells, and brain with ano observed
adverse effect level (NOAEL) of 0.1 mg/kg (MRID 44254401, 44203001, and 44740701). The
Agency applied the conventiona uncertainty factor (UF) of 100 to account for both interspecies
extrapolation (10X) and intraspecies variability (10X). Further details on the toxicity of oxamyl can be
found in the July 24, 2000, “Oxamyl: Amended Toxicology Chapter For RED.” A brief overview of
the study used for the endpoint selection is outlined in Table 2 below:

Chronic Endpoint

The Agency did not conduct a chronic dietary risk assessment for oxamyl because it istypica
of mogt cholinesterase-inhibiting carbamates in that cholinesterase inhibition is fully reversble around the
LOAEL, where cholinesterase inhibition lasts for two to three hours (as determined in a cholinesterase
reversibility study, MRID 444720-01).

Table2. Toxicological endpoints selected by the Agency to assess human health dietary risks
for oxamyl.

ASSESSMENT DOSE ENDPOINT Acute PAD STUDY*
(mg/kg/day) (RfD)
Acute Dietary NOAEL=0.1 | LOAEL =1.0mgkg/day - dinica signs 0.001 mgkg Acute
and decreasad plasma, red cdll and brain Neurotoxicity
cholineseraseinhibition in femaes -Ra

Chronic Dietary | Cholinesterase inhibition reversesrapidly (within 2 to 3 hours).
Dueto rapid reversihility chronic risks are not expected.

* FQPA Safety Factor = 1 and uncertainty factor = 100 (10X intraspecies extrapolation and 10X interspecies variability)
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b. FQPA Safety Factor

The 10X FQPA safety factor was reduced to 1X based on the completeness of the toxicity and
exposure databases and the lack of increased fetd susceptibility following in utero exposurein
developmentd toxicity studiesin rats (MRID 40859201 and 44737501) and rabbits (MRID
40606501). Further, no increased pup senditivity was exhibited in the 2-generation reproductive study
inthera. Adeguate monitoring data, surrogate data, and/or modeling outputs are available to
satisfactorily assess dietary and non-occupationa sources of exposure to provide a screening level
drinking water exposure assessment The assumptions and models used in the assessments do not
underestimate the potentia risk for infants and children.

C. Exposure Assumptions

Revised dietary risk andyss for oxamyl was conducted with the Dietary Exposure Evauation
Modd (DEEM ™), which incorporates consumption data generated from the U.S. Department of
Agriculture's Continuing Surveys of Food Intakes by Individuas (CSFII), 1989-1992. Acute dietary
risk is caculated congdering maximum, or high end, single-day exposure to pesticide resdues in food.
The no observed adverse effect level (NOAEL ) and uncertainty factors (UF) are used to establish the
“dlowable’ exposures to a pesticide, which isreferred to as the reference dose (RfD).

d. Population Adjusted Dose

The population adjusted dose (PAD) characterizes the dietary risk of achemica and reflects
the Reference Dose, either acute or chronic, that has been adjusted to account for the FQPA safety
factor (i.e., RFID/FQPA safety factor). For oxamyl, the FQPA safety factor is 1; therefore, the acute
RfD equals the acute PAD. A risk estimate that is less than 100% of the acute PAD does not exceed
the Agency’ s risk concern.

e. Food Risk Characterization

For dl populations, the estimated acute dietary food exposure to oxamyl resultsin risk
estimates that are below the Agency’sleved of concern using anticipated residues and percent crop
treated data. For the acute dietary risk assessment, the entire distribution for each food item of single
day food consumption was combined with asingle residue leve to obtain a didtribution of exposure.
Such a non-probabilistic method results in an upper-bound dietary exposure estimate.

Acute Dietary (Food) Risk

A highly refined, Tier 3 acute probabilistic dietary exposure andysis using the DEEM ™ model
was conducted for oxamyl. The assessment incorporated percent crop treated information, USDA
Pedticide Data Program (PDP) and Food and Drug Adminigtration (FDA) monitoring data, and field

16



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

trid data. At the 99.9th percentile, acute dietary risk estimates from dl registered uses of oxamyl are
below the Agency’slevel of concern (<100% of the aPAD) for al population subgroups. Children (1-
6 years old) are the most highly exposed population subgroup at 81% of the aPAD.

The anticipated resdues for gpples are a substantia contributor to the estimated exposure for
children ages 1-6 and are derived from single serving 1999 PDP data. The residue range and
frequency from these data are largely consistent with those found in the Carbamate Market Basket
Survey Task Force Report (July 2000). PDP data showed 6.3% of the single serving apple samplesto
have resdues of oxamyl ranging from 0.017 ppm to 0.056 ppm. The Carbamate Market Basket
Survey showed 5% of the apples contained oxamyl ranging from 0.001 ppm to 0.038 ppm.

In determining the quantity of residues present on these commodities, PDP monitoring data is
basad on an anayticd method that cannot distinguish between the parent oxamyl and its oxime
degradate. Though these data treat residues of parent oxamyl and its oxime degradate
indistinguishably, the oxime does not have any toxicologicd dgnificance.  Conversdy, the methodology
used to detect oxamyl residues in the Carbamate Market Basket Survey, detects the oxamyl parent
only. It does not measure the oxime degradate and, therefore, may be a more redlistic measure of
toxicologicaly sgnificant oxamyl resdues.

In addition, the Agency analyzed consumption over a 24-hour period to determine the potentia
exposure and risks. The DEEM mode assumes that multiple medls are esten within a 24-hour period
and that exposure accumulates over that period. However, for oxamyl, the ChEl reverses within 2-3
hours so that by the time an individual would consume another mesl, the effect would have reversed.

Chronic Dietary (Food) Risk

The Agency did not assess chronic dietary risk. The Agency believes chronic risks are not of
concern due to the short period of time in which the inhibition of ChEl is reversed.

2. Dietary Risk (Drinking Water)

Drinking water exposure to pesticides can occur through ground water and surface water
contamination. For oxamyl, the Agency evaluated only acute drinking water risks because chronic risks
are not of concern as discussed previoudy. Potential surface water exposure was assessed based on
PRZM/EXAMS modding and limited monitoring data. Groundwater environmental concentrations
were based on the results of a prospective groundwater (PGW) study conducted in a cotton growing
area of North Carolina. These assessments are discussed below.
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a. Surface Water

Tier Il PRZM-EXAMS modding provides upper-bound predictions of oxamyl concentrations
in surface water. For drinking water originating in surface water bodies, an acute concentration of 1
ppb was usad in the assessment based on existing monitoring data in combination with the results of
modeling with PRZM-EXAMS. Because of the trangent nature of oxamyl in the environment,
concentrations as high as 30 ppb shown in modding may occur but generdly will not perdst and have
not been observed in monitoring. The Agency is unable to verify pesk environmenta concentrations
without chemica-gpecific monitoring data

b. Ground Water

Based primarily on a prospective groundwater monitoring study conducted in North Caroling,
oxamyl is expected to be very mohile and generdly persstent in highly vulnerable soils. The Agency
requested two PGW studies be conducted to determine the potential impact of oxamyl on groundwater.
The North Carolina site meets the criteria outlined in the “Workshop Draft Guidance For Small-Scae
Prospective Ground Water Studies, dated 1995,” an EPA PGW-guiddine draft. Additiondly, the
results of a non-chemica specific monitoring study found oxamyl could, in fact, contaminate
groundwater.

The non-chemica specific Sudy detected oxamyl in severd samplesin Suffolk County, Long
Idand, at extremely high levels. Three detections were above 70 ppb with the highest detection being
395 ppb. Oxamyl has been banned in Suffolk County because of widespread, low level detections and
the isolated high levels found in groundwater. The Agency is unable to explain these high detections.
However, the Agency believes these detects are atypica because most of the detectionsin
groundwater in Suffolk County, Long Idand, were between 1 to 2 ppb.

The North Carolina PGW study on cotton was conducted to represent the worst-case scenario
for cotton. While oxamyl is used on avariety of crops, cotton represents the broadest potential use
region and is expected to encompass more acreage than other use sites. The maximum concentration
of oxamyl detected in this study was 4 ppb, while most detections werein the 1-2 ppb range. The
oxime degradate was detected a concentrations up to 4.5 ppb. Preliminary data from an ongoing
PGW study on tomatoes in Maryland are consstent with the results of the North Carolinastudy. The
find report for this study is expected to confirm the Agency’ s groundwater assessment.

The acute groundwater estimated environmental concentration (EEC) vaueis 4 ppb based on
typicd maximum vaues derived from non-targeted study and the monitoring studies. Although higher
groundwater concentrations have been reported in some monitoring studies, those values are not typical
and represent extremely vulnerable areas. Oxamyl concentrations in groundwater were generdly
between 1-2 ppb.
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a. Drinking Water Levelsof Comparison

To determine the maximum contribution of oxamyl from water dlowed in the diet, the Agency
fird caculates the overdl risk from food and then determines a drinking water level of comparison
(DWLOC). Asmentioned above, the Agency uses both monitoring and modeling data to determine
the drinking water exposure values for the parent oxamyl. The Agency compares the DWLOCsto the
estimated concentrations of oxamyl in surface water and ground water. Based on the oxamyl
contribution from food in the diet, the acute DWLOC for water is 1.9 ppb.

Asseen in Table 3 below, the Agency’ s estimated environmenta concentrations of oxamy/l
resdues in surface and ground water are less than the acute DWLOCs for the generd population,
except residuesin ground water for children 1-6 years. (Children 1- 6 represent the highest dietary
exposure of al subpopulations). The table below shows that 4.0 ppb is expected in groundwater based
on monitoring data, while the calculated DWLOC is 1.9 ppb for children 1-6.

Table 3. Acute DWLOC Comparison for Surface and Groundwater

Population SURFACE Ground aPAD Acute Food Allowable DWLOC, e
WATER Water (mgkg/d) Exposure Acute (ppb)
EECs EECS (mg/kg/d) Water
(Ppb) (Ppb) Exposure
(mgkg/d)
U.S. Population 10 40 0.001 0.000433 0.000567 20
Children (1-6) 10 40 0.001 0.000807 0.000193 19

! Based on PRZM/EXAMS; 2 Based on monitoring and confirmatory modeling.
3. Residential Risk
There are no resdentid uses of oxamyl.
4, Aggregate Risk

Aggregate risk consders combined exposures from food, drinking water, and non-occupational
uses. As dated previoudy, there are no resdentia or other non-occupationa (e.g., golf course) uses
of oxamyl to consder in an aggregate assessment. Therefore, the aggregate risk for oxamyl includes
only exposures from food and drinking water.

The acute aggregate food and groundwater drinking water risk is above the Agency’sleve of
concern for children 1-6 years. Asseenin Table 3 above, the EECs are less than the leve of
comparison for al subpopulations, except children (ages 1-6). However, the Agency believes that
these risks are overestimated because oxamyl induced ChEl reverseswithin 2 to 3 hours. The ChEl
reversibility was not considered.

19



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

Asdiscussed earlier, the Agency did not perform a chronic aggregate risk assessment, because
the ChEl reverses so rapidly. Therefore no chronic aggregate risks are expected.

5. Occupational Risk

The Agency consdersthe tasks (e.g., mixing, loading, applying); pesticide formulation (e.g.,
liquid, granular), application method (e.g., aerid, groundiboom); application rate and other factorsin
assessing occupationa exposure. The Agency dso reviews any available incident data that reports
information on various chemicas and identifies any poisoning, fatdities, or other adverse effects that
may be attributed to oxamyl.

The Pesticide Handlers Exposure Database (PHED) is used to estimate occupational exposure.
PHED is a comprehensve generic/surrogate exposure database containing alarge number of measured
values of derma and inhalation exposures for pesticide workers (e.g., mixers, loaders, and applicators)
involved in handling or applying pesticides. The database currently contains deta for over 1700
monitored exposure events.

a. Toxicity
Thetoxicity of oxamyl isintegra to assessng occupationd risks. All risk calculaions are based
on the most current toxicity information avallable for oxamyl. The toxicologica endpoints, and other
factors used in the occupationd risk assessment for oxamyl are summarized below in Table 4a

Table4a. Summary of toxicological endpointsused for occupational assessment.

Exposure Dose Endpoint Sudy
Scenario (mgkg/day)
Dermd Dermd LOAEL =75 mg/kg/day is based on 21-Day Dermd Toxicity

(Short and NOAEL=50 plaama, red blood cdl and brain ChEl - Rabbit
Intermediate) UF=100 infemdes (MRID 44751201)

Inhaaion Inhdation LOAEL= LOAEL =0.85 mg/kg/day isbased on Acuteinhdation - Rat

(Short & 0.85 mglkg/day clinica sgns and decreased plaama, (MRID 4555801)
Intermediate) UF=300 red cell and brain cholinesterase

inhibition in rats

The acute toxicity database indicates that oxamyl is moderately to highly toxic viathe ord,
dermd, and inhalation routes (toxicity categories|, 1V, and |1, respectively). Below isthe acute toxicity
profile table for oxamyl.
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Table4b. Acute Toxicity Profilefor Occupational Exposure for Oxamyl

Route of Exposure Sudy Type MRID Measure Tox Category

Oral Acute Ord 00063011 LDg, I

Dermd Acute Dermd (Rabbit) 40606501 LD, v
Inhaation Acute Inhdation 00066902 LC, Il
Eyelrritation Primary Eye Irritation 00066894 - Il

Skin Irritation Primary Skin Irritation 40606501 - v

Derma Sengtizer Dermal Senstization 00066900 - Not a skin sensitizer

b. Exposure

The Agency's firgt step in performing an occupational exposure assessment isto complete a
basdline exposure assessment. The basdline scenario generdly represents a handler wearing long pants,
long-deeved shirt, shoes and socks. If the risks assessed at the baseline are of concern, then additiona
protective measures, such as PPE and engineering controls, are used to reca culate the MOE until
exposure is sufficiently reduced.

A MOE is ameasure of how close the handlers exposure comes to the NOAEL taken from
anima dudies. The Agency uses the MOE as an expression of risk. In Stuations where the endpoint
(ChEl) is the same and the MOEs of concern values are different for different exposure routes (e.g.,
100 derma MOE and 300 inhdation MOE), the MOEs are combined using the aggregate risk index
(ARI). ARIsgreater than or equa to 1 are not of concern.

The current PPE required for dl uses of oxamyl is a short-deeve shirt and short pants with
coveralls, chemica resistant gloves, head gear for arblast, and an organic vapor respirator. The
Agency cdculated ARIsfor oxamyl and used the following levels of protection as the basis for
caculaing exposure from oxamyl activities:

 Basdline: Long pants, long deeved shirt, shoes and socks, no gloves.
«  Maximum
PPE: Basdline clothing and coverdls, chemica resstant gloves, and an organic-vapor
respirator.

* Engineering
controls: Closed mixing/loading and enclosed cab and cockpit.
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Mixer/L oader and Applicator Risk

Inhalation and derma exposure to oxamyl can result from occupationa use. The Agency
assessed dermal and inhdation risks for mixers/loaders and gpplicators during aerid and groundboom
goplications and for flaggers during aeria gpplication. Oxamyl is not expected to be used on a
continuous long-term basi's (greater than 6 months a year) resulting in chronic exposure. Therefore,
only short- (1-7 days) and intermediate- (one week to severd months) term occupationd risk
assessments were conducted.

The short- and intermediate-term derma MOES for occupationa handlers were derived based
on acomparison of dermd exposure estimates against a NOAEL of 50 mg/kg/day from a 21-day
rabbit dermal toxicity sudy (MRID 44751201). The endpoint is based on cholinesterase inhibition
(ChEl) inred blood cdlls, plasma, and brain. An uncertainty factor of 100X was applied to account for
intergpecies extrgpolation (10X) and intraspecies variability (10X). MOESs greater than 100 do not
exceed the Agency’slevel of concern.

The short- and intermediate- term MOES for occupationa inhaation exposure were based on a
comparison of inhaation exposure estimates againg a LOAEL from an acute inhaation study (MRID
45155801) intherat. An uncertainty factor of 100X was applied to account for interspecies
extrapolation (10X) and intraspecies variability (10X). Because aNOAEL for ChEl was not
established, the Agency dso applied an additiond 3X to the short-and intermediate term inhalaion
asessment. Asareault, the target MOE for the inhalation exposure assessment is 300. The endpoint is
based on ChEl in red blood cdlls, plasma, and brain and clinica signs.

In reviewing use patterns for oxamyl, the Agency identified eight mgor exposure scenarios.
(1a) mixing/loading liquids for aerid gpplication/chemigation; (1b) mixing/loading liquids for
groundboom agpplication; (1c) mixing/loading liquids for arblast gpplication; (1d) mixing/loading liquids
for high pressure handwand; (2) gpplying liquids with aerid equipment; (3) applying liquidswith a
groundboom sprayer; (4) applying liquids with an airblast sprayer; (5) applying liquids with ahigh
pressure handwand; (6) mixing/loading/applying liquids for spotgun trestment; (7)
mixing/loading/applying liquids by seed piece dip; and (8) flagging for liquid aerid applications.
Occupationa exposure and risk assessments were completed for these scenarios.

The results of these assessments, which are based on current maximum labd rates, indicate that
both the inhdation and dermd exposures contribute to the overdl exposure a about the same levd.
The combined exposure resultsin ARIs that are not of concern for dmost dl assessed exposure
scenarios when additional PPE isused. However, aerid and chemigation mixer/loader and applicator
scenarios require the use of engineering controls to reduce risks to aleve that is not of concern to the
Agency based on the number of acres treated and maximum application rates (i.e., cotton [1.0 |b
ai/acre] at 1200 acres per day; mint [3 |b ai/acre] and pinegpples [4 |b ai/acre] at 350 acres per day).
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The Agency does not have surrogate data to assess exposure from mixer/|oader and applicator

activities associated with the seedpiece dip use. However, the registrant has proposed voluntarily
canceling this use; thereby iminating the need to consider that use. Table 5aligstheindividua crops
and the respective ARIs for the specific exposure scenarios at the current labeled agpplication rates.

Table5a. Short- and Intermediate-Term Occupational Risk Concerns (Current L abd).

Exposure Scenario App;:taen on i Daily Acres ARI :;;Ii t\i,zlr:; ;‘];Lgf:g
(Soenario #) (Ib ai/acre) Treated Baseline* PPE® Controls®
Mixer/L oader
1 cotton 1200 0.01 0.76 13
Mixing/loading liquids -
sericl/chemigation (12) 3 mint 350 0.01 0.87 14
4 pineapples 350 0.01 0.65 11
Mixing/loading liquids .
sirblast (1b) 2 citrus 40 0.14 11
200 0.06 4.6 -
1 cotton
Mixing/loading liquids 80 0.14 11 -
groundboom (1) 4 celery 0.04 29 -
80
carrots 0.02 14 --
Mixing/loading lig. high . _
oressure handwand (1d) 0.02 |bs ai/ga pears 1000 ga/day 0.56 46
Applicator
1200 17
Applying Liquids with aerial 1 cotton seeeng. seeeng.
. 350 29
equipment (2) controls controls
3 mint 350 20
Applying liquids with .
sirblast equipment (3) 2 citrus 40 0.38 15
200 12 - -
1 cotton
Applying liquids with 80 3 -- G
groundboom sprayer (4)
4 celery* 80 0.76 4.6 G
carrots 0.38 2.3 G
Applying liquids w/ high .
oressure handwand (5) 0.02lbsai/ gd pears 1000 gd 011 1.0 NA
Mixer/L oader/Applicator
Mixing/loading/applying banana
liquids with spotgun (6) 36 (plantain) 2 0.05 54 NA
Mixing/loading/applying 21bai/100
liquid seed piece dip (7) gallon yams no data no data no data NA
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Exposure Scenario App;:tztl on G Daily Acres ARI :(:jli t\i,gr:zl é:;lngf:g

(Scenario #) (Ib ai/acre) Treated Bassline* PPE Controls®
Fagger

Flagging liquid applications 1 cotton 350 14 - -

(8) 3 mint 350 0.46 2.0 -

* Celery isrepresentative of pineapples for the applicator scenario.

a Long pants, long sleeved shirt, no gloves, open mixing/loading, open cab tractor

b Basdline clothing plus coveralls, chemical resistant gloves, and organic vapor respirator

¢ Engineering controls represent the use of closed systems (e.g., closed loading and enclosed cab tractors/cockpit) long

pants, long-sleeved shirt, and no gloves (except for closed loading which is based on the use of chemical resistant

gloves)

To mitigate worker risks the registrant has proposed reducing the maximum application rate for cotton, mint and

pineapple. The proposed reduced rates are 2 Ib. ai/A for mint and pineapples, and 0.5 Ib. ai/A for cotton. |f engineering controls
are used (closed systems for mixer/loaders/applicators), then there would be no risk concerns even at the current userate. Table
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h 5b lists the individual crops and the respective ARIs for the specific exposure scenarios based on the proposed application rate
z reductions.
m Table5b. Short- and Intermediate-Term Occupational Risk Concerns (Proposed L abel).
Exposure Scenario Application Daily Acres ARI ARI. \_Nlth AR.I WIFh
(Scenario #) Rate Crop Trested Basdine Additional Engineering
: (Ib ai/acre) PPE Control
Mixer/Loader
u 05 1200 0.02 1.53 -
Mixing/loading liquids - cotton
o aerial/chemigation (1a) ! 1200 001 0.76 13
a 2 mint** 350 0.02 13 -
" 200 0.06 4.6 -
Mixing/loading liquids cotton
m groundboom (1c) 8 0.14 -
> 4 celery 80 0.04 2.9 -
H Applicator
: 05 1200 34
U Applying Liquids with aerial 1 cotton 1200 seeeng. seeeng. 17
equipment (2) 350 controls controls 5.9
u 2 mint 350 3.0
< 200 1.2 - -
Applying liquids with 1* cotton
{ groundboom sprayer (4) 80 3 - 6
n 4 celery 80 0.76 4.6 6
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Exposure Scenario App;:tztl on G Daily Acres ARI AA\dF;Ii t\ilgr:; é:;lngf:g
(Soenario #) (Ib ai/acre) Treated Basdline” PPE Control
Mixer/L oader/Applicator
Mixing/loading/applying
liquid seed piece dip (7) N/A yams no data no data no data NA
Fagger
Flagging liquid applications 05 cotton 350 2.8
® 1 350 14
2 mint 350 0.69 2.0
* Rate appliesto AZ and CA only.
*k Mint represents commodities with same rate/type of applications (e.g., pineapples).
a Long pants, long sleeved shirt, shoes and socks, no gloves, open mixing/loading, open cab tractor
b Basdline clothing plus coveralls, chemical resistant gloves, and organic vapor respirator

Postapplication Risk

The Agency also assessed risks to postapplication workers. Postapplication workers who
enter previoudy treated fields may be exposed to oxamyl when their skin contacts treated surfaces.
Exposure is directly related to the type of task that is being performed. The Agency evaluated available
information to determine the number of days following application that must elapse before the petticide
resdues disspate to alevel where therisk to workersis no longer of concern. Based on the results of
the postapplication worker assessment, the Agency decides whether to establish early entry restrictions
to alow worker reentry into treated fields for nonroutine hand labor activities or to prohibit entry for a
period of time.

For oxamyl, the Agency reviewed didodgeable foliar residue (DFR) studies (MRIDs 446869
01, 446869-02, and 447048-01) that were conducted on citrus, cucumbers, and tomatoes.
Didodgesble foliar resdue studies are used in reentry assessments to determine the amount of pesticide
residue to which aworker reentering treated areas may be exposed. These studies measured the
average didodgeable foliar resdues. The results were used to determine the restricted entry intervals
(REISs) that would provide adequate protection for workers performing tasks in treated fields. In order
to cdculate the REISs, the Agency assumed an eight-hour workday, used a route specific dermal study
for the toxicity endpoint, didodgesble foliar resdue data, and standard transfer coefficient vaues.

The studies were based on a 1.0 |b. ai/A application rate for tomatoes, cucumbers, and citrus
fruits (dthough the labded maximum includes a 2 Ib. a/A for soil treatment in tomatoes). The sudies
were conducted in Cdifornia, Forida, and Georgia to account for arid and nonarid conditions. Oxamyl
may not aways be used a the maximum application rate; therefore, the assessment may overestimate
the risks in those instances when alower gpplication rate is used. However, pest pressures could
warrant more than one application a the maximum rate. Therefore, the Agency believesthe existing
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data gppropriately measures the highest potentia dermal exposure. (See "'Revised Occupationd
Exposure and Risk Assessment Regarding the Use of Oxamyl," dated August 9, 2000).

Based on the current labeled use rates, the Agency determined that the MOEs for dermdl risks
were above the level of concern (MOE gresater than 100) after 48 hours for most crops. Early entry
workers must wear coverals, chemical resstant gloves made out of any waterproof materia, and shoes
and socks when entering treated fields. The current 48-hour REI for pear, apple, non-bearing trees,
cucumbers and other cucurbits, cotton, ginger, and celery was not protective a the current use rates.
With the proposed rate reductions, the dermal risks do not exceed the Agency’ s level of concern after
48 hoursfor al crops, except hand harvesting of citrustrees. For citrus tree crops, the MOES were of
concern (MOE less than 100) until day 4 for hand harvesting activities. Minima contact activities that
include irrigation, propping, mowing, and handlers acting as scouts have MOES above 100 after 48
hours. The MOE for cucurbitsin Cdiforniawas dightly below the MOE of 100 after 48 hours (MOE
was 97). However, the Agency believes 48 hours will be adequately protective. To be adequately
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h protective and support reregistration, Table 6 shows that the REIs for the tree crop hand harvesting
z activities would need to be increased from 48 hours to 4 days. Below are the results from the REI
m caculations based on current and proposed label application rates:
z Table 6. Summary of Reentry Requirements After Treatment by Crop (Current and
: Proposed).
Existing Requirements? Proposed Requirements®
u Crop Activity Application REIsDays | Application | REI Days
o. Rate (unlessnoted) |Rate(Ibsai/A) | (unless
(Ibsai/A) noted)
a Citrus Trees Hand harvesting 1 4 N/A* N/A*
Pear, Apple, and Non-bearing | Hand harvesting, pruning, 2 1 1
m Trees and propping
> Cucumbers and other Hand harvesting, pruning, 1 3 N/A* N/A*
H cucurbits®, Cotton and ginger and thinning
: Tomatoes, peppers, and Hand harvesting, 1 0 N/A* N/A*
eggplant staking/tying, pruning, and (12 hours)
u thinning
“ Pineapples Hand harvesting 2 0 1 0
(12 hours) (12 hours)
4 Celery Hand harvesting 2 5 1 3P
\White Potatoes and Peanuts Irrigating and scouting 1 1 N/A* N/A*
ﬁ Yams Hand harvesting 0.5 1 N/A* N/A*
n Garlic and onions Irrigation, scouting, 1 0 N/A* N/A*
m thinning and weeding (12 hours)
Day after application when the calculated MOE is greater than the target MOE of 100.
b It isimportant to note that the MOE on day 2 for cucurbits at the California site is only 97 (surrogate data for other crops).
m’ * Unchanged.
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Incident Reports

The Agency reviews the Incident Data System to determine whether oxamyl cases have been
reported. As of September 4, 1996, there were 13 reportsin the system for oxamyl. The reported
incidents included 4 cows that died after ingesting oxamyl, some ecologica incidents, and eleven human
incidents, one of which was an intentiona exposure.

The Agency aso reviewed the Poison Control Centers data which compiles data reported from
1985 through 1992. This database covered 28 carbamate chemicas. Additional dataon all pesticide
exposures were obtained for the years 1993-1996. Mot of the national Poison Control Centers
(PCCs) participate in anationd data collection system, the Toxic Exposure Surveillance System, which
obtains data from about 70 centers at hospitals and universties. There were only three occupationa
cases and four non-occupationa cases involving exposure to oxamyl aone reported from 1985 through
1992. Two occupationa and six non-occupational cases were reported for oxamyl from 1993 through
1996. Non-occupational cases are likely to involve bystanders or workers exposed to spray drift.

B. Environmental Risk Assessment

A summary of the Agency’s environmenta risk assessment is presented below. For detailed
discussons of dl agpects of the environmenta risk assessment, see the Environmentd Fate and Effects
Divison chapter, dated November 9, 1999, available in the public docket or at
WWW.epa.gov/pesticides/reregistration/oxamyl.

Currently, the Agency does not assess for chronic risk to plants, acute or chronic risksto
non-target insects, or chronic risk from granular/bait formulations to birds or mammas. The Agency
does congder, however, any incident data that is submitted concerning adverse effects on non-target
Species.

1. Environmental Fate and Trangport

Oxamyl disspatesin the soil environment by chemicd- and microbidly-influenced degradation
and by leaching, with estimated haf-lives of severd daysto severd weeks. Hydrolyssis pH-
dependent. Oxamyl degradesrapidly in neutrd to dkaline environments, but persstsin acidic
conditions. Photolysis gppears to be significant in acidic surface water but not on soil. In the soil,
oxamyl metabolizes with a hdf-life of 2 to 4 weeks under aerobic conditions and less than 1 week
under anaerobic conditions. In the field, haf of the gpplied oxamyl disspated from the surface within
lessthan aweek in mogt studies. However, groundwater studies show that significant contamination
may result under certain conditions such as vulnerable soils and acidic groundweter. Oxamyl may reach
surface waters through spray drift or runoff. The mgor transformation products identified in the fate
studies were oxime and dimethyloxamic acid (DMOA), however neither degradate is of toxicologica
concern (see Environmentd Fate and Effects Division RED Chapter for Oxamyl, November 9, 1999).

27



-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

2. Ecological Risk Assessment Analysis

The Agency’s ecologicd risk assessment compares toxicity endpoints from ecological toxicity
studies to estimated environmental concentrations based on environmentad fate characterigtics, pesticide
use, and/or monitoring data. To evauate the potentid risk to nontarget organisms from the use of
oxamyl products, EPA cdculates a Risk Quotient (RQ), which istheratio of the estimated exposure
concentration to the toxicity endpoint values, such as LDy, (the median lethal dose at which 50% of the
test animas die) or LCs, (the median concentration of a substance which causes death to 50% of the
test animas). The RQ, anon-probabilistic expresson of risk, is smply ameans of integrating the
results of ecological exposure and ecologicd toxicity. These RQ vaues are compared to levels of
concern (LOCs), which provide an indication of the risk that a particular pesticide and/or use may pose
for nontarget organisms. If the RQ does not exceed the LOC, it is unlikely that the pesticide will pose a
ggnificant risk. Similarly, when RQs are equd to or greater than the LOC, additiond refinements or
mitigation are usualy undertaken. Usg, toxicity, fate, and exposure are consdered to characterize the
risk aswell asthelevel of certainty and uncertainty in the assessment. RQs greater than or equd t0 0.5
exceed the Agency’s LOC.

Toxicity studies do not include testing on dl species of bird, mammal, or aquatic organisms that
may be exposed. Toxicity datafor only one or two surrogate species each for birds, mammas, and
aquatic organisms are used to represent dl bird, mammal, invertebrate and fish speciesin the United
States. For mammals, acute studies are usudly limited to a Norway rat or house mouse. Neither
reptiles nor amphibians are tested. The assessment of risk or hazard to avian and reptiles assumes that
thetoxicity issmilar. This same assumption gpplies to fish and amphibians.

In addition to the toxicity studies, the Agency reviews any incident data that is submitted
concerning adverse effects on non-target species. The Agency reviewed severa incident reports that
may be atributable to oxamyl. In one report where hundreds of ducks and fish died in a pond, it was
expected misuse. Other pesticides were dso used in the incident areaand rainy conditions may have
resulted in runoff, contributing to the fish kills. Oxamyl may aso be responsible for honeybee kil
incidents reported in a summary of American beekeepersin 22 States for 1995-96. No further
information was provided.

a. Risk to Birds
I AcuteRisk ToBirds
Oxamyl is acutdly toxic to birds. The acute toxicity data for nontargeted terrestrid animas
shows cholinesterase inhibition in avian species. For avian species, acute ora Sudies were performed.
Acute LOCs were exceeded for oxamyl based on the LC5, usng bobwhite qual. The acute RQ's

ranged from 0.70 to 5.65 for al food items, except treated seed, which exceeded the Agency’ s level of
concern. Risks from treated seeds were generdly below the LOC. Acute risks are high for dl bird
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species with RQs greater than or equa to 0.5 based on gpplication rates equa to or greater than 1.0 Ib
al/A. Resllts of the risk assessment suggest that oxamyl poses acute risks to avian species from
unincorporated spray applications.

ii. Chronic Risks To Birds

For avian species, reproductive effects include reduction in egg production and egg fertility
based on the results of amallard duck study. Chronic LOC' s were exceeded for dl use patternsfor all
food items (except for seeds) using maximum and average EECs. The RQs ranged from 2.61 - 192.0.

b. Risksto Mammals
i Acute Risks To Mammals

Oxamyl is acutely toxic to mammals as indicated in toxicity studies using laboratory rats (LDs,
of 2.5 mg/kg of body weight for females and 3.1 mg/kg for males). The acute toxicity data for
nontarget terrestrial animals show cholinesterase inhibition in mammalian species. Results of the risk
assessment suggest that oxamyl poses acute risks to mammalian species from unincorporated spray
gpplications. Risks exceeded the LOC for al use patterns even after just one foliar spray application of
equal to or greater than 1 1b a/A of oxamyl. The acute RQs ranged from 3.8 - 15.1 for al foods
except for seed which generdly was a aleve that did not exceed the Agency’s LOC. However,
oxamyl disspates rapidly under most conditions, reducing the probability of prolonged exposure and
risk.

ii. Chronic Risksto Mammals

Results from a chronic reproduction study (MRID 41660801) indicate reproductive toxicity at
aLOAEL of 75 mg/kg of dry weight of food (NOAEL of 25 mg/kg) with decreased body weight
during lactation being the endpoint affected. Reproductive effects to mammaian species may result
from one-time, or short-pulse, exposures to oxamyl shortly after gpplication. Multiple gpplications may
pose even greater hazard. The RQsranged from 13.8 to 111.2, which significantly exceed the LOC.
Results of the risk assessment suggest that oxamyl poses chronic risks to mammaian species from
unincorporated spray applications.

C. Risks To Beneficial I nsects
Oxamyl is moderately to highly toxic to bees on an acute contact basis (MRID 409943-01).
Although the Agency does not usually assess risk to nontarget insects, results of acceptable sudies are

used for recommending gppropriate labdl precautions. Results of aresdue on foliage sudy indicate
that residues of oxamyl applied at 1.0 |b a/acre, may remain toxic to beesfor aslong as 6 days after
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treatment (MRID 409943-01). Because oxamyl is moderately to highly toxic to honeybees,
precautions with respect to spray drift to flowering plants should be followed.

d. Risks To Aquatic Animals

Aqueatic risks were based on results of arefined risk assessment usng PRZM-EXAMS. The
results for various species are discussed below.

i Acute Risks

Acute RQs were less than 0.01 for freshwater fish. For freshwater invertebrates the RQs
ranged from 0.14 to 0.2, while estuarine/marine invertebrate RQs ranged from 0.06 to 0.08. The RQs
for estuarine/marine fish was 0.01. There are no endangered species concerns.

Due to the rapid degradation of the compound, the Agency does not expect oxamyl to have
acute effects to nontarget estuaringmarine fish if it should enter estuarine/marine habitats. The Agency
aso does not have reports of fish kill incidents in waterbodies that can be directly attributed to oxamyl
when used in accordance with the label. Therefore, the Agency believes that oxamyl is unlikely to have
adverse impacts or exceed the Agency’sleve of concern for acute risk to aguatic animals.

ii. Chronic Risks

No chronic level of concern was exceeded for freshwater fish and invertebrates for any use
pattern. The chronic RQs for freshwater fish ranged from less than 0.01 to 0.14. based on afathead
minnow study and less than 0.01 to 0.19 for freshwater invertebrates based on adaphniastudy. The
Agency does not have data to assess the chronic risk for other species. While the absence of these
gudies resultsin uncertainties in terms of potential chronic effects to nontarget estuaring/marine
organisms, the Agency does not expect chronic risks for estuarine or marine fish, because of the
expected rapid degradation of the compound if it should enter estuarine/marine habitats. Therefore, the
Agency does not expect the chronic risks to aguatic animalsto be of concern.

e. Endangered Species

Acute and chronic risks are possible for avian and mammalian endangered species from
oxamyl use. The high acute and chronic toxicity of the compound, as well as, high sngle application
rates, multiple gpplications and unincorporated gpplications contribute to the risk. Risksto some
aguatic organisms (freshwater and estuarinemarine invertebrates) were evident aswell. Results from
field studies suggest that endangered/threatened amphibians may aso be at risk.
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In addition, the Agency consulted with USFWS on oxamyl as part of the corn cluster
asessment in 1981. Oxamyl was found to jeopardize the continued existence of two bird species
(Attwater’ s greater prairie chicken and Aleutian Canada goose) and three insect species (deltagreen
ground beetle, Kern primrose sphinx moth and valey ederberry longhorn beetle). Using current
information, risk to the Aleutian Canada goose is questionable as this bird is only in the US from
October to March and is mainly associated with dfdfa, which is not aregistered use of oxamyl. Risks
to the Kern primrose sphinx moth which is not found near corn, and the delta green ground bestle
which is not found near crops are dso not currently consdered to be sgnificant. The valley ederberry
longhorn beetleis till a concern for the spray applications.

Oxamyl was included in the "reinitiation” of clustersin 1988. The 1989 opinion found jeopardy
to the Wyoming toad (extirpated in the wild except on FWS refuges), four fish species, and four bird
gpecies. In addition, the Agency had “ reasonable and prudent measures’ (RPM) to reduce incidenta
take of approximately 20 fish and aguatic invertebrate species. The decisonsin the 1989 opinion were
based on an gpplication rate of 4 b a per acre. The details of the RPM recommendations are
provided in the USFWS 1989 publication.

Many additiona species, epecidly aguatic species, have been federdly listed as
endangered/threatened since the biologica opinion of 1989 was written, and determination of jeopardy
to these species has not been assessed for oxamyl. In addition, endangered insects were not
considered in the 1989 opinion and need to be addressed. Findly, not only are more refined methods
to define ecologica risks of pesticides being used but so new data, such asthat for spray drift, are
now available that were not existent in 1989. The RPMsin the 1989 opinion may need to be
reassessed and modified based on these new gpproaches. This can occur once the program isfindized
andin place. (A detalled discussion of potentid risks to endangered speciesisincluded in the
“Environmenta Fate and Effects Divison RED Chapter for Oxamyl ,” dated November 9, 1999.)

f. Non-target Plant Risk
Currently, plant testing is not needed for pesticides other than herbicides and fungicides except
on a case-by-case basis. Because oxamyl (Vydate-L; EPA Reg. #352-372) is used as a plant growth

regulator, plant testing is needed (see section V). Oxamyl has aresidua period in plants of
gpproximately 1 to 2 weeks. Plants take oxamyl up through both leaves and roots.
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V. Risk Management, Reregistration and Tolerance Reassessment Decision
A. Determination of Reregistration Eligibility

Section 4(g)(2)(A) of FIFRA cdlsfor the Agency to determine, after submissions of relevant
data concerning an active ingredient, whether products containing the active ingredient are digible for
reregidration. The Agency has previoudy identified and required the submission of the generic (i.e,
active ingredient specific) data required to support reregistration of products containing oxamyl as an
active ingredient.

The Agency has completed its assessment of the human hedlth and ecological risks associated
with the use of pedticides containing the active ingredient oxamyl, including an oxamyl-specific dietary
risk assessment that does not consider the cumulative effects of any other pesticides which may share a
common mechanism of toxicity. Based on areview of these data and public comments on the
Agency’s assessments for the active ingredient oxamyl, EPA has sufficient information on the human
hedlth and ecologicd effects of oxamyl to make interim decisons as part of the tolerance reassessment
process under FFDCA and reregistration under FIFRA, as amended by FQPA. The Agency has
determined that oxamyl is digible for reregistration provided thet: (i) current data ggps and additiona
data needs are addressed; (ii) the risk mitigation measures outlined in this document are adopted, and
label amendments are made to reflect these measures; and (jii) the cumulative risk assessment for the
carbamates support afind reregidration digibility decison. Labe changes are described in Section IV.
Appendix B identifies the generic data requirements the Agency reviewed as part of itsinterim
determination of reregidration digibility of oxamyl, and ligs the submitted studies that the Agency found
acceptable.

Although the Agency has not yet determined whether oxamyl shares a common mechanism of
toxicity with other pesticides, the Agency isissuing this interim assessment now in order to identify risk
reduction measures that are necessary to support the continued use of oxamyl.

Based on its current evauation of oxamyl aone, the Agency has determined that oxamy/l
products, unless labeled and used as specified in this document, would present risks inconsstent with
FIFRA. Accordingly, should aregigrant fall to implement any of the risk mitigation measures identified
in this document, the Agency may take regulatory action to address the risk concerns from use of

oxamyl.

At the time that the Agency determinesif acumulative assessment is warranted, the Agency will
address any outstanding risk concerns. For oxamyl, if dl changes outlined in this document are
incorporated into the labels, then al current riskswill be mitigated. But, because thisis an interim RED,
the Agency may take further actions, if warranted, to findize the reregistration digibility decison for
oxamyl if acumulative risk iswarranted for the carbamate class. Such an incrementa gpproach to the
reregidration process is condstent with the Agency’ sgod of improving the trangparency of the
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reregistration and tolerance reassessment processes. By evaluating each carbamate in turn and
identifying appropriate risk reduction measures, the Agency is addressing the risks from the carbamates
in astimey amanner as possible.

Because the Agency has not yet determined if a cumulative risk assessment is necessary for
some of the carbamates, this reregidtration igibility decison does not fully satisfy the reassessment of
the existing oxamyl food residue tolerances as caled for by the Food Quality Protection Act (FQPA).
When the Agency has made the find determination on whether a cumulative assessment is warranted,
and, if so, when the Agency completes the cumulative assessment, oxamyl tolerances will be
reassessed. At that time, the Agency will reassess oxamyl aong with the other carbamate pesticides to
complete the FQPA requirements and make afind reregidration digibility determination. By publishing
this interim decision on reregigration digibility and requesting mitigation measures now for the individua
chemica oxamyl, the Agency is not deferring or postponing FQPA requirements;, rather, EPA istaking
steps to assure that uses which exceed FIFRA’ s unreasonable risk standard do not remain on the label
indefinitey, pending completion of assessment required under the FQPA. This decison does not
preclude the Agency from making further FQPA determinations and tolerance-related rulemakings that
may be required on this pesticide or any other in the future.

If the Agency determines, before findizing the RED, that any of the determinations described in
thisinterim RED are no longer gppropriate, the Agency will pursue appropriate action, including but not
limited to, recondderation of any portion of thisinterim RED.

B. Summary of Comments and Responses

When making itsinterim reregistration decison, the Agency consdered al comments recelved
during the 30-day informa comment period (see FR 39898, dated June 28, 2000). The Agency
received comments and arisk mitigation proposal from the registrant, DuPont de Nemours, Inc.
Details of this proposd are discussed in the next section. Other commenters included the Nationa
Cotton Council; Apple Growers Association; Infoscientific.com, Inc.; Mercer Ranch, Quality
Washington Grown V egetables, George Good, New Y ork State Apple Profile; and other nonaffiliated
interested stakeholders. Most of the commenters stated the need to retain oxamyl for currently
registered uses.

The Apple Growers Association was especialy concerned about maintaining oxamy! for
postbloom use on gpples. The Agency discussed the feaghility of eiminating the postbloom treatment
for apples with the Apple Growers Association to reduce the potentia resduesin gpples. Growers
indicated that postbloom applications are the primary use for gpples and diminating this treatment
would diminate the key need for oxamyl on gpples. Oxamyl isadso part of the IPM program for
aoples. Thisloss would sgnificantly impact apple growing regions of New Y ork, Washington,
Cdifornia, and Oregon. These states collectively represented 59% of the acreage and 75% of the
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gople production in 1997. A summary of the communications with the gpple growersis available in the
public docket.

C. Toler ance Reassessment

Based on the review of the generic datafor oxamyl, the Agency has sufficient information to
reassess tolerances for oxamyl. Specific findings are discussed in the following section.

D. Regulatory Position
1. FQPA Assessment

As part of the FQPA tolerance reassessment process, EPA assessed the risks associated with
oxamyl. The assessment was for thisindividud carbamate, and does not attempt to fully reassess
tolerances as required under FQPA. FQPA requires the Agency to evauate food tolerances on the
basis of cumulative risk from substances sharing a common mechanism of toxicity. The Agency will
evauate the cumulative risk posed by pesticides sharing a common mechanism of toxicity with oxamyl
once the methodology is developed and the policy concerning cumulative assessmentsis resolved.

EPA has determined that risk from food exposure to oxamyl does not exceed its own “risk
cup.” In other words, without consideration of a cumulative assessment, EPA would be able to
conclude today that the tolerances for oxamyl meet the FQPA safety sandards. In reaching this
determination, EPA has conddered the available information on the specid sengtivity of infants and
children, aswdll as acute food exposures.

An aggregate assessment was conducted for exposures through food and drinking water (no
resdentid usesexist). Results of this aggregate assessment indicate that the human hedlth risks from
these combined acute exposures exceed the risk cup for children 1-6 only; that is, combined risks from
al exposures to oxamyl do not “fit” within the individuad acute risk cup for this population subgroup.
However, the Agency believes that the aggregate risks may be overestimated for the following reasons.

. PDP data measures both the parent and the degradate (which is not of toxicologica concern);
. Anayssincludes somefidd trid data (which tends to be conservative); and
. Dietary and groundwater consumption data represents a 24-hour period without considering

oxamyl induced ChEl reversesin 2-3 hours, and it is unlikely a 1-6 year old would consume a
24-hour dietary burden in 2 to 3 hours.

Evenif alto 6 year old were to consume a 24-hour alocation of oxamyl trested foodsin a
angle sarving, it is unlikely dl foods would contain maximum residue levels. A prdiminary review of the
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carbamate market basket survey indicates that resdues of parent oxamyl may be lower than the
combined residues reported by PDP. The data for the market basket separates the parent oxamyl from
the oxime degradate.

2. Tolerance Summary

Based on the results of available data, the commodity uses covered by the obsolete “root crop
vegetable group” tolerance name are reassigned so asto be covered by individua tolerance names
(carrat, garlic, and onion dry bulbs) and the “tuberous and corm vegetable crop group (subgroup 1C)”
tolerance (arracacha; arrowroot; artichoke, Chinese; artichoke, Jerusalem; canna, edible; cassava,
bitter and sweet; chayote (root); chura; dasheen; ginger; leren; potato; sweet potato; tanier; tumeric;
yambean; and yam, true). The Agency published a Federal Register notice (65 FR 33691, May 24,
2000) that reassigned pinegpple bran to 40 CFR § 180.303(8)(2). Intheindividual assessment,
tolerances for residues of oxamyl in/on plant commodities [40 CFR 8180.303] are presently expressed
in terms of the sum of the residues of the parent oxamyl and its oxime degradate (N’ ,N’ -dimethyl-N-
hydroxy-1-thiooxamimidate). The Agency determined that oximeis not likely to be a potent acetyl
cholinesterase inhibitor and is therefore not of toxicological concern. However, it is not currently
possible to exclude oxime from the tolerance expression, because the PDP analytica method cannot
distinguish between the parent and the metabolite.

The Agency has determined that there is no reasonable expectation of finite oxamyl residuesin
anima commodities; consequently, there are no tolerances for mesat, milk, poultry, or eggs. Adequate
data are available to reassess the established tolerances for oxamyl residues in/on the following
commodities. gpples, bananas (including plantains), cantaloupe, celery, citrus fruits, cottonseed,
cucumbers, eggplants, ginger, honeydews, dry bulb onions, garlic (trandated from dry bulb onion data),
peanuts, peanut hay, pears, peppermint, peppers (bell and non-bdl), pinegpples, potatoes, pumpkins,
soybeans, spearmint, summer squash, sweet potatoes, tomatoes, watermelon, winter squash and yams
(trandated from potato data).

The“root crop vegetable group” isan obsolete tolerance group name. A tolerance for the
uses under the new name, crop subgroup 1C, “ Tuberous and Corm Vegetable’” would cover most
of the crops currently on the label without additiond data. Based on the tolerance reassessment, the
Agency has decided to list carrot, root; onion, dry bulb; and garlic under individua tolerance names,
i.e., carrots, dry onion bulb, and garlic. No additiona datais needed. If the registrant or other
interested party desires tolerances on any commodities for crop subgroup 1C no additiond field trid
datawould be required. To establish acrop group tolerance for al Crop Group 1 commodities,
additiona field trid datawould be required for radish and sugar beet. Also, if data are submitted and
support establishment of a Crop Group 1 tolerance, then Agency would reca culate the dietary
exposure estimates since the present estimates will likely be underestimated.



Because the Agency no longer considers peanut forage and hulls, pinegpple forage, and
soybean straw to be significant livestock feed items, the established tolerances for these commodities
should be revoked.

The proposed new tolerances are summarized below in Table 7 below.

Table7. Tolerance Summary for Oxamyl.

Current Tolerance*
Commodit Tolerance | Reassessment Comment/
" [ Correct Commodity Definition]
(ppm) (ppm)
Tolerances Listed Under 40 CFR 8180.303(a)(1):

Apples 2 20 [Apple]

Bananas 0.3 0.30 [Banana]

Cantaloupe 20
h 2.0 [Muskmelon]

Honeydews 20
z Celery 3 10 Avallab!e data (reflecting a 14-day PHI) support tolerance increase pending
m cumul ative assessment.

Citrus fruits 3 30 [ Fruit, citrus, Group]
z Cottonseed 0.2 0.20 [ Cotton, undelinted seed]
: Cucumbers 20 20 [ Cucumber]
u Eggplants 20 20 [Eggplant]

Peanuts 0.2 0.10 Available data support tolerance decrease for Codex harmonization. [ Peanut]
o Peanut, forage 20 Revoke No longer considered a significant feed item (Table 1, OPPTS 860.1000).
a Peanut, hay 20 20 [ Peanut, hay]

Pears 20 20 [Pear]
m Peppermint, Available data support tolerance decrease.

10.0 6.0 .

> hay [ Peppermint, tops]
H Available data support tolerance decrease for Codex harmonization.

Peppers (bell) 3 20 [Pepper, bell]
: Pepper, non-
U ball 5.0 5.0
m Pineapples 1 1.0 [Pineapple]
< ]l?cl)rrzzppl & 10 Revoke No longer considered a significant feed item (Table 1, OPPTS 816.1000).
{ Pumpkins 20 0.20 Available data support tolerance decrease. [Pumpkin]

Root Crop 0.1 Reassign S
n Vegetables 0.10 [Carrot], individual tolerance
m . The tolerance should be reassigned concomitant with the establishment of tuberous

Reassign
0.1 010 corm crop (subgroup 1C).¢
m ' [Crop, Subgroup 1C, tuberous and corm Vegetable]
Reassign from root crop vegetable group and establish individual tolerance.
: 0.1 0.20 Available data (reflecting a 14-day PHI) support tolerance increase pending
cumul ative assessment [ Garlic, bulb]
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Current Tolerance*
Commodity | Tol Reassessment Comment/
ommocity olerance n [Correct Commodity Definition]
(ppm) (ppm)
Reassign from root crop vegetable group and establish individual tolerance.
0.1 0.20 Available data (reflecting a 14-day PHI) support tolerance increase pending
cumul ative assessment. [Onion, dry bulb]
0.1 Revoke Beet, no registered uses exist
0.1 Revoke Chicory, no registered uses exist
0.1 Revoke Green onion, no registered uses exist
0.1 Revoke Parsnip, no registered uses exist
0.1 Revoke Radish, no registered uses exist
0.1 Revoke Rutabaga, no registered uses exist
0.1 Revoke Salsify, no registered uses exist
0.1 Revoke Shallot, no registered uses exist
0.1 Revoke Spring Onion, no registered uses exist
0.1 Revoke Sugar Beet, no registered uses exist
0.1 Revoke Turnip, no registered uses exist
Soybeans 0.2 0.10 [ Soybean]
Soybean straw 0.2 Revoke No longer considered a significant feed item (Table 1, OPPTS 860.1000).
ﬁzyearml nt, 100 6.0 Available data support tolerance decrease. [ Spearmint, Tops]
Summer 2.0 2.0 [ Squash, summer]
Squash
Tomatoes 2 20 [ Tomato]
' Available data support tolerance decrease.
\Wint 2. .2 .
inter Squash 0 0.20 [ Squash, winter]
\Watermelon 20 20
Tolerancesto be Proposed:
Cotton, gin [The Agency now considers cotton gin byproducts to be araw agricultura
- TBD? _ .
byproducts commodity and datais needed.
Tolerances Listed Under 40 CFR 8180.303(a)(2):
Pineapple 6 20 Feed additive. No toleranceis currently established for oxamyl residues in animal
bran ’ commodities. [ Pineapple, process residue]

2T 0 be determined because additional data are needed in the establishment of any new tolerances, pending the outcome of the
cumulative assessment.
b0ld group name included tolerance for beet, carrot, chicory, garlic, green onion, parsnip, potato, radish, rutabaga, salsify, shallot,
spring onion, sugar beet, sweet potato, turnip, and yam.

¢ Includes arracacha; arrowroot; artichoke, Chinese; artichoke, Jerusalem; canna, edible; cassava, bitter and sweet; chayote (root);
chura; dasheen; ginger; leren; potato; sweet potato; tanier; tumeric; yambean; and yam, true.

* The term “reassessed” here is not meant to imply that the tolerance has been reassessed as required by FQPA, since this tolerance
may be further reassessed only upon completion of the cumulative risk assessment of carbamates deemed to share acommon
mechanism of toxicity, as required by law. Rather, it provides atolerance level for this single chemical., if no cumulative assessment
was required, that is supported by all of the submitted residue data. The raising of any tolerances will be deferred, pending the
determination of whether a cumulative assessment is warranted.

3.

Endocrine Disruptor Effects
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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).

When the appropriate screening and/or testing protocols being considered under the Agency’s
EDSP have been developed, oxamyl may be subjected to additional screening and/or testing to better
characterize effects related to endocrine disruption

4. Labds

The Agency has determined that, for oxamyl to be eigible for reregistration, the oxamyl label
needs to be amended to mitigate aggregate, occupationd, and ecologicd risks. The use of additiona
PPE, reduced gpplication rates, and closed systemsin Cdiforniaand Arizona, in addition to existing
label requirements, will reduce risks to levelsthat are no longer of concern. With regard to worker
post-gpplication risks, the Agency is recommending the continuance of REIs currently on the label for
al crops, other than citrus tree crop. The REI for citrus tree crop must be increased from 48-hoursto
96 hours (4 days). The Agency believes that the agreed-upon rate reductions for cotton, pineapples,
mint, and aeria/chemigation foliage trestment (particularly for cotton) will reduce ecological risk.
Provided the following risk mitigation measures are incorporated in their entirety into labels for oxamyl-
containing products, the Agency findsthat dl currently registered uses of oxamyl (except seedpiece dip,
soybean use, and high-pressure broadcast trestment for cotton, which are being voluntarily canceled)
aredigible for interim reregigtration, pending a decison on cumulative assessment of any pesticides that
show a common mechanism of toxicity with oxamyl. The regulatory rationde and the mitigetion
messures are discussed below for each area of concern.

E. Regulatory Rationale
The following isasummary of the rationde for managing risks associated with the current use of
oxamyl. Where labeling revisons are warranted, specific language is set forth in the summary table of
Section V of this document.
1 Human Health Risk Mitigation

a. Dietary (food) Mitigation
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Acute dietary risk is below the Agency’sleve of concern based on ahighly refined, acute
probabilistic dietary exposure andys's using the DEEM mode which incorporates percent crop treated
information, PDP, FDA monitoring data, and field tria data. The percent aPAD valueis 81% based
solely on food for the most highly exposed population subgroup, children 1-6 yearsold. As mentioned
previoudy, the Agency did not perform achronic risk assessment because oxamyl induced ChEl
reverses within 2 to 3 hours. Therefore, no additiona risk mitigation measures are necessary at this
time to address dietary risk from food.

The Agency found that apples (raw, juice) are the magor food contributor to the children’s
aPAD, contributing approximately 45 % of acute exposure. The amount of pesticide to which an
individud is exposed is determined by combining the consumption data (USDA) and residue data.
Quditatively it follows, that if there is high consumption of atype of food with ardatively low amount of
pesticide, the exposure would be smilar to atype of food where alow consumption and a high
pesticide leve isfound. Applesare an example of afood type that has low residues of oxamyl and high
consumption. Hence, when combined with alow dietary toxicologica endpoint, it becomesa
sgnificant contributor to the acute dietary risk. One of the limitations to the DEEM mode isthat adally
consumption of a particular type of food is added together then combined with the resdue data. In
other words, if someone were to eat three applesin asingle day, the modd assumesthey dl have the
same residue vaue; thus, the DEEM mode may provide a somewhat conservative assessment for some
foods. In this case as previoudy stated, apples account for about 45% of the aPAD dietary risk cup
for food.

b. Dietary (water) Mitigation

Data show that oxamyl can persist and reach groundwater. Based primarily on monitoring
(North Carolina Cotton Study), oxamy! is expected to be very mobile or generdly persstent in highly
vulnerable soils. The regidrant is currently completing an additiona prospective groundwater study on
tomatoes in Maryland, which will further characterize the fate of oxamyl. The prdiminary data from this
study confirm that groundwater contamination can occur at levels consistent with the results of the
North Carolina studly.

Potential surface water and groundwater drinking water exposures do not exceed the acute
DWLOC values for the generd subpopulation, but the acute DWLOC is exceeded for children (1-6
years old) from groundwater sources of drinking water. To evauate this exposure, the Agency
reviewed non-chemical specific sudies that showed similar results to those in the PGW monitoring
study, except for Suffolk County where some detects were higher. This non-chemica specific
monitoring study detected a combination of the parent and degradates. The Agency aso considered,
the North Carolina prospective groundwater (PGW) monitoring study. The PGW detected the parent
oxamyl only. Findly, the Agency considered preliminary results from an ongoing PGW study on
tomatoes in Maryland that have replicated the estimated water concentrations used in this assessment.
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The acute DWLOC for children (ages 1-6) dlows only 1.9 ppb for drinking water, while the
expected concentration in groundwater could reach 4.0 ppb based on the results of PGW monitoring
sudies. The registrant has agreed to reduce the gpplication rate for cotton from 1 1b a/A to 0.5 1b al/A,
which the Agency believes will reduce potentid residuesin groundwater. Due to soil conditions, the
Agency does not expect leaching to groundwater in Arizona and Cdifornia, wherethe 1.0 Ib al/A rate
will be dlowed. As dated earlier, the ongoing PGW monitoring study is expected to subgtantiate the
Agency’ s determination that groundwater contamination above the 4 ppb levd isunlikely.

The Agency is requesting reductions in the rate and number of applications (e.g., cotton, mint,
pinespple, etc) for various crops. The registrant has committed to these reductions, and the Agency
believes these measures will reduce the potentia for oxamyl to reach groundwater.

C. Aggregate (food and water) Mitigation

Aggregate risk is limited to food and water snce there are no resdential uses. The acute
aggregate risk for food and water does not exceed the Agency’sleve of concern for the generd
population. For children 1 to 6 years old, the acute aggregate risk for food and water appear to be of
concern based on the Agency’s DWLOC. Although the Agency’ s acute aggregate risk assessment
shows potentid concern for children from 1 to 6 years of age, the Agency believes that the assessment
included assumptions that overestimate dietary risk. As mentioned previoudy, the anayss assumes an
individua consumes 3-4 servings of food and 1-liter of water (children 1-6) with the highest residue
levels detected in each serving within a 24-hour period. The Agency does not expect that achild, 1 to
6 years old, would consume 3-4 servings of food and 1-liter of weater a asinglemed. And, if it were
to happen, it is unlikely that each food item would be contaminated at the highest residue levels of
oxamyl. Asmentioned previoudy, the effects of oxamyl on ChEl are of ashort duration, and reverses
within 2 to 3 hours. Therefore, oxamyl residues would need to be present in al and food and water
consumed within a 2-4 hour period to result in an acute dietary concern. The Agency believes such
exposure is unlikely.

As discussed eaxrlier, the groundwater monitoring studies detected oxamyl in severd samples at
extremdy high leves (mainly Suffolk County, Long Idand). Oxamyl has been banned in Suffolk Co.
because of widespread, low level detections and isolated high levelsin groundwater. The groundwater
pH in the areas where the samples were taken was acidic. The pH ranged between 4 and 5. While the
Agency is unable to explain these high detections, haf of the applied oxamyl disspated from the surface
within less than aweek in mogt field studies. Therefore, the Agency believes that these detection levels
are atypical. The Agency based the risk assessment on 4 ppb and treated the higher detects as outliers.

Considering the underlying assumptions and their corresponding effect on the aggregate dietary
risk andyss and the pending application reductions on the use of oxamyl, the Agency bdievesthe
asessment is overly conservative for children 1-6 years. The Agency believes the proposed label
modifications will further reduce therisk.
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d. Residential Mitigation
There are no residentia uses. Therefore, no mitigetion is warranted.
e. Occupational Mitigation
i Mixer gloader/applicators

Although the current labd requires PPE beyond the basdine levd, the Agency initidly
conducted the occupational assessment assuming handlers wore baseline attire according to current
policy. Risks, assuming the basdline protection and current maximum labeled application rates, exceed
the Agency’slevel of concern for al scenarios. However, registrant proposed reduced application
rates, use deletions, and the use of PPE are sufficient to mitigate risks to levels that are not of concern
to the Agency for al scenarios except use on cotton at the 1.0 Ib/ai/A application rate. The registrant
has requested the cotton use rate remain a 1.0 |b al/A for cotton in Californiaand Arizona only in order
to control lygus pests. Because oxamyl is only effective againgt the targeted pests at the higher rate,
and these pests are not present in other areas of the country, the Agency bedlieves that the use of oxamyl
a 1.0lb a/afor cotton in Cdiforniaand Arizonais beneficid.

The Agency aso believesthat Cdiforniaand Arizona represent areatively smal percentage of
al cotton grown nationwide. The soil and groundwater conditions are not as vulnerable asthose a the
stes where oxamyl was detected in groundwater. Therefore, the Agency isalowing the use of 1.0 1b

a/A on cotton in Arizona and Cdifornia, provided engineering controls are used. Changesin
gpplication rates and other measures necessary to mitigate occupationa risks are summarized below:

Per sonal Protective Equipment:

C Maintain PPE for al uses (basdine and coverdls, chemica resstant shoes, socks,
chemical resigtant gloves, chemicd resstant gpron, head gear for arblast, and an
organic vapor respirator).

Engineering Controls:

C Enclosed cockpits for aerid applicators
C Closad mixing/loading sysemsin CA and AZ for cotton use

Application Rates:
Aerid:
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C Reduce maximum application rate to 1.0 |b al/A for foliar applications on dl crops
except cotton (see below)

Chemigation:
C Reduce maximum application rate to 2.0 Ib a/A for al crops except cotton (see below)
C Reduce maximum soil application rateto 4.0 Ib a/A for dl crops, except mint and

pinespple, which must be reduced to 2.0 |b al/A.

Cotton:

C Reduce maximum rate to 0.5 Ib al/A, except in areas mentioned below.

C Maintain 1.0 Ib a/A usein Cdiforniaand Arizona only (use closed systems as
discussed above)

C Reduce maximum seasond rate to 3.0 Ib. ai/Alyear

Other:

C Reduce seasona maximum applications to 8 per crop

C Incorporate dl groundboom soil trestments by water or mechanical means

Voluntary Cancellations:

C Seed piece dip (yams)
C Soybean use
C Soil broadcast treatment for cotton

ii. Post-application workersand handlers

The Agency is aso concerned about postapplication exposure and risks to workers performing
routine tasks (i.e., irrigation, harvesting) and crop advising/scouting tasks in the trested area. Based on
the results of DFR gtudies, the Agency is requesting the following mitigation measures, which are
cons stent with the WPS requirements outlined under WPS for risk at thislevel, except for citrus tree
crops (see Section 111.5.b).

C Although, cucurbits showed some risks up to 3 days, the Agency believesthat 48 hours
is adequately protective because the MOE is 97 within 48 hours after treatment.
Maintain 48-hour REI for al crops, except citrus tree crops (see below).
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C For citrus tree crops, the REI is 4 days, EXCEPT: In addition to early-entry exceptions
specified in WPS, after 48-hours, workers may enter treated fields to perform
irrigation, propping and mowing without restriction, and handlers acting as scouts may
enter without the specified PPE.

The Agency bdieves the measures discussed below are necessary to protect postapplication
workers.

C Early Entry workers (as defined by WPS): Due to the severity of the cholinesterase
endpoint, early-entry personnel must use protective equipment of coverdls over short-
deeved shirt and short pants, chemical-resstant gloves, chemicd resstant shoes, and
socks. Early-entry personnel should follow the above restrictions for 48-hours after
treatment for al crop treatment except citrus tree crops. For hand-harvesting citrus
tree crops, the above restrictions should be followed for 4 days after treatment.

f. Ecological Mitigation

As discussed previoudy, the acute and chronic risk quotients for avian and mammaian species
for most food items are based on asingle foliar broadcast application of > 1 Ib a/A exceedsthe
Agency’sleved of concern. Using arefined assessment, the acute and chronic risks for freshwater and
edtuarine/marine fish did not exceed the Agency’s level of concern for any use. Whilethereis some
concern for endangered species freshwater invertebrates, the risks may be mitigated through restricted
use classfication. Oxamyl is currently registered as a“redtricted use’ pesticide and needs to continue
to be restricted.

After consdering and discussing severa options with interested stakeholders, the Agency
believes the following modifications, which include reducing application rates, incorporating ol
goplications immediately, reducing the number of applications for crops per year, and removing soil
broadcast treatment for cotton will reduce the risks to the affected species and will adequately mitigate
the mammadian and avian risks. No further mitigation is needed & thistime.

2. Other Labdling
In order to remain digible for reregigration, other use and safety information needs to be
placed on the labeling of dl end-use products containing oxamyl. For the specific labeling Satements,
refer to Section V of this documen.

a. Spray Drift
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The Agency has been working with the Spray Drift Task Force, EPA Regiond Offices and
State Lead Agencies for pesticide regulation and other parties to develop the best spray drift
management practices. The Agency is proposing interim mitigation measures for agrid gpplications that
should be placed on product |abelslabeling as specified in section V of this document . The Agency
has completed its evauation of the new data base submitted by the Spray Drift Task Force, a
membership of U.S. pesticide regigtrants, and is developing a policy on how to appropriately apply the
data and the AgDRIFT computer mode to itsrisk assessments for pesticides applied by air, orchard
arblast and ground hydraulic methods. After the policy isin place, the Agency may impose further
refinements in pray drift management practicesto reduce off-target drift and risks associated with
aeriad aswell as other gpplication types where appropriate. In the interim, labels should be amended to
include the following soray drift rdlated language.

For products that are gpplied outdoorsin liquid sprays, regardless of gpplication method, the
following must be added to the labels.

"Do not dlow this product to drift"

For outdoor liquid products that are applied aeridly, further label language is necessary for
Soray drift management. Specific label language is outlined in Table 8, “ Summary of Labding Changes
for Oxamyl” of this documentt.

b. Endanger ed Species Statement

The Agency has developed the Endangered Species Protection Program to identify pesticides
whose use may cause adverse impacts on endangered and threatened species, and to implement
mitigation measures that will eiminate the adverse impacts. At present, the program is being
implemented on an interim basis as described in a Federa Register notice (54 FR 27984-28008, July
3, 1989), and is providing information to pesticide users to help them protect these specieson a
voluntary bass. As currently planned, but subject to change asthe fina program is developed, the
find program will cal for label modifications referring to required limitations on pesticide uses, typicaly
as depicted in county-specific bulletins or by other site-gpecific mechanisms as specified by state
partners. A find program, which may be adtered from the interim program, will be described in afuture
Federd Regider notice. The Agency is not imposing label modifications a this time through the RED.
Rather, any requirements for product use modifications will occur in the future under the Endangered
Species Protection Program.
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V. What Registrants Need To Do

In order to be eigible for reregigtration, registrants need to implement the risk mitigation
measures outlined in Section 1V, by submitting labe amendments and meeting the data requirements
described in this section.

A. Manufacturing-Use Products
1 Additional Generic Requirements

The generic data base supporting the reregistration of oxamyl for the eigible uses has been
reviewed and determined to be substantialy complete. At thistime the Agency is requiring the
following Sudies
Product Chemistry:

C Description of Materials Used to Produce the Product (Guideline 830.1600).
C UV/Visble Absorption (Guideline 830.7050).

Resdue Chemidry:
C Directions for Use (Guideline 860.1200).
C Crop Fidd Tridsfor Cotton Gin Byproducts (Guideline 860.1500).

Ecologicd:

C Aquetic plant growth study (Guiddine 122-2)

C Vegetative Vigor (Guiddine (Guiddine 122-1b)

C Seed Germ/Seedling Emergence (Guideline 122-1a)

The pending tomato prospective groundwater monitoring study is consdered confirmatory data.
If the Agency finds that new studies identify additiona risks of concern, the Agency may reconsider any
or dl the measures established in thisinterim RED.

2. L abeling Requirementsfor Manufacturing-Use Products

To remain in compliance with FIFRA, manufacturing use product (MP) labdling should be
revised to comply with al current Agency regulations, PR Notices and gpplicable policies. The MP
labeling must bear the labding contained in the table at the end of this section.

All registrants need to submit gpplications for amended reregistration. This application should
include the following items. EPA gpplication form 8570-1 (filled in), five copies of the draft label with
al label amendments outlined in Table 8 of this document incorporated, and a description on the
gpplication, such as, "Responding to Interim Reregidration Eligibility Decison” document. All amended
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labels need to be submitted within eight months of signature of this document to the Product
Reregigration Branch. The contact is Jane Mitchell a
(703) 308-8061.

B. End-Use Products
1 Additional Generic Data Requirements

Section 4(g)(2)(B) of FIFRA calls for the Agency to obtain any needed product-specific data
regarding the pesticide after a determination of digibility has been made. Regigtrants must review
previous data submissions to ensure that they meet current Agency acceptance criteriaand if not,
commit to conduct new studies. If aregistrant believesthat previoudy submitted data meet current
testing standards, then study MRID numbers should be cited according to the ingtructionsin the
Requirement Status and Registrants Response Form provided for each product.

A product-specific data cal-in, outlining specific data requirements, accompanies this interim
RED.

2. Labding End-Use Products

Labd changes are necessary to implement the mitigation measures outlined in Section 1V
above. These changes include reduction in gpplication rates, additiona engineering controls for AZ and
CA and specific Persona Protective Equipment; incorporate dl soil treatments by water or mechanica
means, and retain the restricted-use classfication due to acute toxicity and toxicity to birds and
mammals. Specific language to incorporate these changes is specified in Table 8 a the end of this
section. Registrants need to submit gpplications for amended regigtration. This application should
include the fallowing items. EPA gpplication form 8570-1 (filled in), five copies of the draft Iabel with all
label amendments outlined in Table 8 of this document incorporated, and a description on the
gpplication, such as, "Responding to Interim Reregigration Eligibility Decison” document. All amended
labels need to be submitted within eight months of signature of this document to the Product
Reregidtration Branch. The contact is Jane Mitchell at (703) 308-8061.

C. Existing Stocks

Regigtrants may generdly distribute and sdll products bearing old labels/labeling for 12 months
from the date of the issuance of this Interim Reregidration Eligibility Decison document. Persons other
than the registrant may generdly distribute or sall such products for 24 months from the date of the
issuance of thisinterim RED. However, existing stocks time frames will be established case-by-case,
depending on the number of products involved, the number of label changes, and other factors. Refer
to “ Existing Stocks of Pesticide Products; Statement of Policy”; Federal Register, VVolume 56, No.
123, June 26, 1991.
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The Agency has determined that the registrant may distribute and sell oxamyl products bearing
old labe g/labding for 12 months from the date of issuance of thisinterim RED. Persons other than the
registrant may distribute or sdll such products for 24 months from the date of the issuance of thisinterim
RED. Regidrants and persons other than the registrant remain obligated to meet pre-existing Agency
imposed labd changes and existing stocks requirements gpplicable to products they sdll or distribute.

D. Labding Changes Summary Table
In order to be digible for reregistration, amend al product labels to incorporate the risk

mitigation measures outlined in Section 1. The following table describes how language on the labels
should be amended.
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Table8. Summary of Labeling Changesfor Oxamyl

Description

Amended L abding L anguage

Placement on L abel

Manufacturing Use Products

Formulation Instructions
required on dl MUPs

[“Only for formulation into an insecticide/acaricide/nematocide.”

Directionsfor Use

One of these satements
may be added to alabdl to
alow reformulation of the
product for a specific use or
dl additiond usss
supported by aformulator
or User group.

[ This product may be used to formulate products for specific use(s) not listed on the MP labd if the formulator,
user group, or grower has complied with U.S. EPA submission requirements regarding support of such us(s).”

[ This product may be used to formulate products for any additional use(s) not listed on the MP label if the
formulator, user group, or grower has complied with U.S. EPA submission requirements regarding support of
such us(s).”

Environmental Hazards
Statements

[ Environmental Hazar ds”

"This chemicd istoxic to aguatic organisms and wildlife. Do not discharge effluent containing this product into

| akes, streams, ponds estuaries, oceans or other waters unless in accordance with the requirements of aNationa
Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has been notified in writing
prior to discharge. Do not discharge effluent containing this product to sewer systems without previoudly
notifying the local sawage trestment plant authority. For guidance contact your state Water Board or Regiond
Office of the EPA.”

Precautionary
Statements under
Environmental Hazards.

End Use Products Intended for Occupeationa Use (WPS)

Restricted Use Pesticide

‘RESTRICTED USE PESTICIDE". "Dueto acute toxicity and toxicity to birds and mammals. For retail sdleto and
use only by certified gpplicators or persons under their direct supervision, and only for those uses covered by
the certified applicator's certification.”

Top of Front Panel
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IRED PPE
Requirements

[ Persond Protective Equipment

Some materiasthat are chemica resistant to this product are (Registrant inserts chemicd resigtant materid). If
you want more options, follow the ingtructions for category [Registrant inserts A, B, C, D, E, F, G, or H] onan
EPA chemica-resistant category sdection chart.

|Mixers, loaders, applicators, flaggers, and other handlers must wear:

- coverdls over long-deeved shirt and long pants,

- chemica-resistant footwear plus socks,

- chemica-resigtant gloves,

- chemica-resistant gpron when mixing, loading and cleaning equipment,

- chemical-resistant head gear for overhead exposures,

- Respirator with:
- an organic-vapor removing cartridge with a prefilter approved for pesticides (MSHA/NIOSH approva
number prefix TC-23C), or
- acanister gpproved for pesticides (MSHA/NIOSH approva number prefix TC-14G), or
- aNIOSH-gpproved respirator with an organic vapor (OV) cartridge or canister with any N, R or Por He
prefilter.

See engineering controls for additiona requirements”

NOTE: The PPE that would otherwise be established based on the acute toxicity of each end-use product must
be compared to the minimum persona protective equipment, specified above. The more protective PPE must be
placed on the product labeling. For guidance on which PPE is considered more protective, see PR Notice 93-7.
NOTE: Theregistrant must drop the N typefilter from the respirator statement if the pesticide product contains
or is used with oil."

Precautionary
Statements: Following
the Hazards to Humans
and Domestic Animds

User Sefety Reguirements

[ Follow manufacturer'singtructions for cleaning/maintaining PPE. 1f no such ingtructions for washables exig,
Use detergent and hot water. Keep and wash PPE separately from other laundry.”

“ Discard clothing or other absorbent materials that have been drenched or heavily contaminated with this
product’s concentrate. Do not reuse them.”

Precautionary
Statements: Following
the PPE requirements
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Enginesring Controls [ Engineering Controls’ Precautionary
Statements:
"Mixers and |loaders supporting use on cotton in Cdiforniaand Arizonamust use aclosed system that meetsthe (Immediately following
requirements listed in the Worker Protection Standard (WPS) for agricultural pesticides [40 CFR 170.240(d)(4)]. User Safety
The system must be designed by the manufacturer to remove aliquid pesticide from its container and transfer it Requirements))
through connecting hoses, pipes, and/or couplings that are sufficiently tight to prevent dermal or inhaation
lexposure of any person to the pesticide concentrate, use dilution, or rinse solution and must be provided and
have immediately available for use in an emergency, suich as a broken package, spill, or equipment breskdown:
coveralls, chemica-resistant footwear, and the type of respirator required for handlers on thislabeling. In
addition, handlers
—may wear long-deaved shirt and long pants, socks and shoes, chemical resstant glovesand a
chemica resistant gpron, instead of the PPE required for mixers and loaders on thislabd,
-- must wear protective eyewear if the system operates under pressure.
Pilots must use an enclosed cockpit in amanner that meets the requirements listed in the Worker Protection
Standard (WPS) for agricultura pesticides [40 CFR 170.240(d)(6)];
\When handlers use closed systems, or enclosed cabs, in amanner that meets the requirements listed in the
\Worker Protection Standard (WPS) for agricultural pesticides (40 CFR 170.240(d)(4-6), the handler PPE
requirements may be reduced or modified as specified in the WPS.”
User Safety ‘User Safety Recommendations’ Precautionary
Recommendations [ Users should wash hands before egting, drinking, chewing gum, using tobacco, or usng thetoilet.” Statements:
[ Users should remove clothing/PPE immediatdly if pesticide getsinsde. Then wash thoroughly and put on clean Immediately Following
clothing.” the Enginesring
[ Users should remove PPE immediately after handling this product. Wash the outside of gloves before Controls.

removing. Assoon as possible, wash thoroughly and change into clean clothing.”

(Must beplacedina

box.)
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Environmental Hazards

[ Environmental Hazards:

This pesticide is toxic to aguatic organisms and extremely toxic to birds and mammas. Cover or disc dl saill
aress. Birds and mammalsfeeding in treated areas may bekilled. Do not apply directly to water, or to areawhere
surface water is present, or to intertidal areas below the mean high water mark. Drift and runoff may be hazardous
to aquitic organismsin neighboring areas. Do not contaminate water when cleaning equipment or digposing of
lequi pment washwaters.”

This product can contaminate surface water through ground spray applications. Under some conditions, it may
dso have a high potentia for runoff into surface water after application. Theseinclude poorly draining or wet
s0ils with readily visible dopes toward adjacent surface waters, frequently flooded areas, areas overlaying
extremely shdlow ground water, areas with in-fild canals or ditchesthat drain to surface weter, areas not
separated from adjacent surface waters with vegetated filter strips, and areas over-laying tile drainage systems
that drain to surface water.

This product is highly toxic to bees exposed to direct trestment or residues on blooming crops or weeds. Do not
apply this product or dlow it to drift to blooming crops or weedsif bees are visiting the treatment area.

Precautionary
Statements

Restricted-Entry Interval

‘Do not enter or alow entry into treated areas during the restricted entry interval (REI) of 48 hoursfor dl crops
lexcept citrus. For citrusthe REI is4 days, EXCEPT: In addition to early entry exceptions specified under WPS,
after 48- hours, workers may enter treated fields to perform irrigation, propping, and mowing without redtriction,
land handlers acting as scouts may enter without specified PPE.

Directionsfor Use,
Agricultural Use
Requirements Box

Persond protective
equipment required for
early entry

[ PPE required for early entry to trested areas that is permitted under the Worker Protection Standard and that
involves contact with anything that has been trested, such as plants, sail, or water is:

- Coverdls

- Chemical resistant gloves made of any waterproof materia

- Socks and shoes
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Application Restrictions

Do not apply this product in away that will contact workers or other persons, either directly or through drift.
Only protected handlers may be in the area during application.
Do not alow this product to drift.”

[ Applications to cotton by handwand or soil broadcast are prohibited”

[ Seed trestments are prohibited”

[ All gpplicationsto soil must beincorporated by water or by mechanical means”

The maximum aerid application rate for al crops except cotton is 1.0 Ib ai/A per application.

The maximum chemigation rate for al crops except cotton is 2.0 Ibsa/A per goplication.

The maximum gpplication rate for cotton (except for Arizonaand Cdifornia) is0.5 1b a/A per gpplication.
[The maximum application rate for Arizonaand Californiarateis 1.0 Ib a/A per gpplication.

The maximum soil application rate for all crops except mint and pineapplesis4lbs ai/A per application.
[The maximum soil gpplication rate for mint and pinegpplesis 2.0 Ibs ai/A per application.

[The maximum number of gpplicationsfor dl crops per growing seasonis 8.

The maximum amount of ai that can be applied to cotton per growing season is 3 Ibs.

Directionsfor Use
immediately preceding
the Agriculturd Use
Requirements box.

Aerid Spray Drift Labe
Languege

“Aerid Spray Drift Management”

[ Avoiding spray drift at the gpplication site isthe responsibility of the applicator. The interaction of many
lequi pment and wesather related factors determine the potentid for spray drift. The gpplicator and the grower are
responsible for considering dl these factors when making decisons”

Directionsfor Use

Aerid Spray Drift Label
Languege

[ The following drift management requirements must be followed to avoid off-target drift movement from aerid
applicationsto agricultura field crops. These requirements do not apply to forestry applications, public heath
uses or to gpplications using dry formulations.

1.The distance of the outer most nozzles on the boom must not exceed 3/4 the length of the wingspan or rotor.
2.Nozzles must dways point backward paralld with the air stream and never be pointed downwards more than 45

degrees.
\Where states have more stringent regul ations, they should be observed.

The gpplicator should be familiar with and take into account the information covered in the Aerid Drift Reduction
Advisory Information.”

Directionsfor Use
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Continued...
Aerid Spray Drift Label

Languege

“Aerid Drift Reduction Advisory”
“ This section is advisory in nature and does not supersede the mandatory label requirements.”
“INFORMATION ON DROPLET SZFE”
[ The most effective way to reduce drift potentia isto apply large droplets. The best drift management strategy is
to apply the largest droplets that provide sufficient coverage and control. Applying larger droplets reduces drift

potential, but will not prevent drift if gpplications are made improperly, or under unfavorable environmental
lconditions (see Wind, Temperature and Humidity, and Temperature Inversions).”

Directionsfor Use

Continued...
Aerid Spray Drift Labe
Language

“CONTROLLING DROPLET SZFE”

[ 1'Volume - Use high flow rate nozzles to apply the highest practical spray volume. Nozzles with higher rated
flows produce larger droplets.

I Pressure - Do not exceed the nozzle manufacturer's recommended pressures. For many nozzle types lower
pressure produces larger droplets. When higher flow rates are needed, use higher flow rate nozzlesingteed of
increasing pressure.

I Number of nozzles - Use the minimum number of nozzles that provide uniform coverage.

I Nozzle Orientation - Orienting nozzles so that the spray isreleased pardld to the airstream produces larger
droplets than other orientations and is the recommended practice. Significant deflection from horizontal will
reduce droplet size and incresse drift potential.

I Nozzle Type - Use anozzle type that is designed for the intended application. With most nozzle types, narrower
Spray angles produce larger droplets. Consder using low-drift nozzles. Solid stream nozzles oriented straight
back produce the largest droplets and the lowest drift.”

Directionsfor Use

Continued...
Aerid Spray Drift Labe
Languege

‘BOOM LENGTH”

[ For some use patterns, reducing the effective boom length to less than 3/4 of the wingspan or rotor length may
further reduce drift without reducing swath width.”

Directionsfor Use
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Continued...

“APPLICATION HEIGHT”

Directionsfor Use

Aerid Spray Drift Label
Language [ Applications should not be made at a height greater than 10 feet above the top of the largest plantsunlessa
greater height isrequired for aircraft safety. Making applications a the lowest height that is safe reduces
lexposure of dropletsto evaporation and wind.”
Continued... [ SWATH ADJUSTMENT” Directionsfor Use
Aerid Spray Drift Label
Languege “\When applications are made with a crosswind, the swath will be displaced downward. Therefore, on the up and
downwind edges of the field, the applicator must compensate for this displacement by adjusting the peth of the
aircraft upwind. Swath adjustment distance should increase, with increasing drift potentia (higher wind, smaller
drops, etc.)”
Continued... “WIND” Directionsfor Use
Aerid Spray Drift Label
Languege [“ Drift potential islowest between wind speeds of 2-10 mph. However, many factors, including droplet size and
lequi pment type determine drift potentia at any given speed. Application should be avoided below 2 mph dueto
variable wind direction and high inversion potentid. NOTE: Locd terrain can influence wind patterns. Every
applicator should be familiar with loca wind patterns and how they affect spray drift.”
Continued... " TEMPERATURE AND HUMIDITY" Directionsfor Use

Aerid Spray Drift Labe
Languege

“When making gpplicationsin low relative humidity, set up equipment to produce larger droplets to compensate
for evaporation. Droplet evaporation is most severe when conditions are both hot and dry.”

Continued...
Aerid Spray Drift Labe
Languege

‘TEMPERATURE INVERS ONS’

[ Applications should not occur during atemperature inversion because drift potentid ishigh. Temperature
inversons restrict vertica ar mixing, which causes smal suspended droplets to remain in a concentrated cloud.
This cloud can move in unpredictable directions due to the light variable winds common during inversons.
Temperature inversons are characterized by increasing temperatures with dtitude and are common on nights
with limited cloud cover and light to no wind. They begin to form as the sun sets and often continue into the
morning. Their presence can beindicated by ground fog; however, if fog is not present, inversons can dso be
identified by the movement of smoke from a ground source or an aircraft smoke generator. Smokethat layersand
moves laterally in aconcentrated cloud (under low wind conditions) indicates an inversion, while smoke that

moves upward and rapidly dissipates indicates good vertica ar mixing.”

Directionsfor Use
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Continued...
Aerid Spray Drift Label

Leanguege

‘SENSITIVE AREAS

“ The pesticide should only be gpplied when the potentia for drift to adjacent sensitive aress (e.g. residentia
areas, bodies of water, known habitat for threatened or endangered species, non-target crops) isminimd (e.g.
when wind is blowing away from the sengitive arees).”

Directionsfor Use
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VI. Related Documents and How to Access Them

This Risk Management Proposal is supported by documents that are presently maintained in the OPP
docket. Thefollowing sections indicate the means to view or obtain copies of paper or eectronic
versons of these documents and ligstitles of documents that are now in the docket files.

Avallability at OPP Docket Room

The OPP docket islocated in Room 119, Cryst Mall #2, 1921 Jefferson Davis Highway, Arlington,
VA. It isopen Monday through Friday, excluding legd holidays from 8:30 am to 4 p.m.

The docket initidly contained preliminary risk assessments and related documents as of [insert date of
docket opening]. Sixty days later the first public comment period closed. The Agency then considered
comments, revised risk assessments, and then added proposed reregigtration digibility and risk
management decision documents, response to comments, and revised risk assessments to the docket
on [insert date of second comment period opening].

All documents, in hard copy form, may be viewed in the OPP docket room or viewed or downloaded
or viewed viathe Internet (http://mww.epa.gov/opps rdl/op/)

Documents Added to Docket After July 28, 2000 open comment period.

Revised HED Assessment

Revised EFED Assessment

Response to Comments (chemical specific)
Response to Generic Comments
Registrant Meeting Minutes
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Appendix A. Oxamyl (Case 0253): Use Patterns Eligible For Reregistration
Site .
Application T Maxirmum
PP o .y;?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation Application Rate | Applications | Seasond Rate Interval
Application Equipment [EPA Reg. No] (a) Per Season (a) (Days) UseLimitations ™2
Apple
Broadcast application 21/A Foliar gpplications may be made as
Delayed dormant and/or or needed or &t 7- to 14-day intervals.
foliar 2lbigd SCIL 05 I/100 g Not specified Applications at bloom or within 30 days
Ground ecLi (352-372] NS 21b/A 14 after bloom are prohibited. Grazing of
round equipment livestock in treated orchardsis
[50-400 gal/A of prohibited.
finished spray]
Dilute spray application Uselimited to PA, VA, WV, or NJ.
After full bloom (between 5 2lb/gdl SCIL 1Ib/A Application may be made done or asa
and 30 days) or 2 21b/A 14 tank mix with other pesticides. Grazing of
, 051/100 gdl livestock in treated orchardsis
Ground euipment prohibited.
Broadcast application Uselimited to WA. Application may be
Aerid equipment 05Ib/A 1 21b/A 14 applications may be made with ground

equipment only. Grazing of livestock in
trested orchardsis prohibited.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Banana
Foliar or soil trestment Uselimited to PR. At plant applicationis
At planting and post plant madein the planting hole; a second
. gpplication may be made asafoliar or sail
Gro‘ljinc‘;?;" pment (Spotgun 2bgd SCL | 24gpercomor " A . trestment 2-3 months after planting,

P [352-372] "seedt Subsequent applications may be made a
3- to4-month intervals. Grazing or
foraging of animalsin trested areasis
prohibited.

Carrot
Soil incorporated trestment Use prohibited in CA. Applications may

Prepart 2 big SCL 8Ib/A NS 8Ib/A 14 - Iiwiérrlsa?lm?bgﬂ?d/gth?la

Ground equipment [352-372] ?nza of damage and may be rrlq%eeted
twice at 2- to 3-week intervas.

Soil in-furrow treatment

At planting 41/A NS

Ground equipment

Directed spray application

Foliar 1Ib/A 3

Ground equipment

Celery
Soil incorporated trestment 2 Ihicd SCIL Uselimited to FL, MI, PA, and TX.
Preplant s 41b/A 1 6Ib/A 21 Preplant application is made asaband (8-
[352-372] 16 inches) trestment using 20 gal/A.

Ground equipment
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest

Application Timing Formulation Application Rate | Applications | Sessond Rate Interval

Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2

Transplant application Uselimited to FL and OH. Application

Foliar 2 loigel SCIL 2 1b/A 1 6 Ib/A 21 may be made in aminimum of 100 ga/A

352-372
Ground eguipment [ ] by ground.
2 biga SCL 2I/A NS NS 21
Directed spray application Uselimitedto FL. Application may be
Foliar madein aminimum of 100 gal/A by
) 21b/gd SCIL round. Thefirgt applicationis made
Ground equipment 9 3P
P [352-372] 2Ib/A 2 6IA 2L three weeks after trangplanting and the
second application is made three weeks
later.
Ceery (continued)
Uselimited to OH. Application may be
medein aminimum of 10 ga/A by
2l/gdl SCIL ground. Thefirst application is made
21A 2 6I/A 21 three weeks after transplanting and the

second application is made three weeks
later.

Directed spray gpplication 21b/gd SCIL Uselimited to MI, PA, and TX.

Foliar Applications may be madein 20 gd/A at

Ground equipment 1Ib/A 3 6 /A 21 2- 10 3-wek intervals.

Broadcast application Uselimitedto FL. Applications may be

Foliar 2 Ibigd SCIL medein aminimum of 5 gd/A by ar.

Ground or arial equipment (352372 1Ib/A NS 6 Ib/A 21 Applications are made when insects first

gppear and may be repeated at 5- to 7-day
intervals or as needed.
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Site

licati Maximum
ApD " cap on Type Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Uselimited to AZ. Applications may be
meadein aminimum of 10 gal/A by air.

2 Ibieel SCL 1Ib/A NS 6 Ib/A 21 Applications are made when insectsfirst
gppear and may be repested at 5- to 7-day
interval's or as needed.

Broadcast application Uselimited to CA. Applications may be
Foliar madeinaminimum of 10 ga/A by ar.
: ; Applications are made when insects first
Ground or aerid equipment 2lb/gd SCIL 21
e 3 1Ib/A NS NS gppear and may be repested at 5- to 7-day
intervals or as needed.
Citrus
Foliar trestment 1Ib/A Applications may be made as needed at
Ground equipment or 2- to 6-week intervals. Grazing of
2 b/od SCIL livestock in treated orchardsis
o 025107100 ¢ 6 6I/A 7 prohibited.
[352-372)
[400 gd/A of
finished spray]
1Ib/A Applications may be made when new
growth is about 3-4 incheslong and
[100-500 gal/A of NS repested as needed. Grazing of livestock
finished spray] in trested orchardsis prohibited.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Foliar trestment Applications may be madein 10-20 gal/A
1Ib/A NS 6 Ib/A 7 inches long and repested as needed.
Grazing of livestock in trested orchardsis
prohibited.
Chemigation Uselimited to CA. Applications may be
Flood irrigation water or 2 bl SCL mide by metering into flood irrigation
drip irrioation svsems water or drip irrigation sysemswith a
PIMg ¥ 2I/A NS 6IA 7 maximum application of 2 Ib a/A inany
30-day period. Grazing of livestock in
trested orchardsis prohibited.
Cotton
Broadcast application Applications may be madein sufficient
Foliar 377 Ibigd SCIL refined vegetable ail (minimum of 3 pt/A)
Ground or aeridl egipment (352-537] 1Ib/A NS 41/A 14 or Waa for thorough coverage a6 to8
day intervas. Grazing or feeding treated
cotton to livestock is prohibited.
Multiple applications may be madein
aufficient refined vegetable ail (minimum
0.25 /A NS 2510/A of 3pt/A) or water for thorough coverage
asheeded. Grazing or feeding trested
cotton to livestock is prohibited.
Broadcast application 2 Ihicd SCIL Applications may be made at 6- to 8-day
Foliar ol 1I/A 4 410/A 21 intervals. Grazing or feeding treated
Ground equipment [352-372] cotton to livestock is prohibited.
Multiple applications may be made as
0.25 /A NS 2510/A needed. Grazing or feeding trested

cotton to livestock is prohibited.




-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

Site

Aoplication T Maximum
PP " .|on 'yee Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Cucumber
Soil incorporated trestment 2 Iicdl SCIL Application may be made as a broadcast
Preplant or a planting ol 410/A NS 6Ib/A 1 or band treatment; useepreporti onately
Ground equiipment [352-372] lower rate for band application.
Broadcast application Applications are made when insects first
Foliar gppear and may be repeated a 7-day
Ground equipment 1I/A NS intervals or as needed Applicati ons may
be made in sufficient water for uniform
coverage
Eggplant
Broadcast application 2 Ibigdl SCIL Applicationsmay berepeated at 1to 3
Foliar 116/A N /A 1 wesk intervals as heed.
, [352-372] b S 61b
Ground equipment
Soil band trestment Nematode use prohibited in CA. Sail
After transplanting 7 goplications are to be made 2-3 weeks
, 21/A NS N after transplanting and again 4 weeks
Ground equipment
b (soilffoliar) later. Two to four weeks after soil
treatments, two foliar gpplications may be
Broadcast application made at 1- to 2- week intervals. A 7-day
Foliar 1 PHI has been established for soil
Ground eatipment 1Ib/A 2 . applications followed by foliar
round equip (foliar only) goplications; al-day PHI hasbeen
established for foliar applications only.
Garlic
In-furrow drench trestment 2 Ibfoel SCIL Uselimited to OR. Applications may be
At planting & 21b/A NS 45 14 medein 100-150 gal/A.
Ground equipment
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest

Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval

Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2

In-furrow band treatment yp— Uselimited to OR. Applications may be

At planting & 410/A NS 45 14 medein 20-50 gal/A.

Ground equipment

Broadcast or band trestment Uselimited to OR. Useaproportionaey

Postemergence 41/A NS lower rate for band application.

Ground equipment Applications may be madein 20-50 ga/A.

In-furrow spray application 2Ibjgal SCIL Uselimited to CA. Follow application

At planting 21b/A NS 4510/A 14 withirrigation water. Topsof treated

Ground equipment garlic may not be harvested.

Soil band application Uselimited to CA. Applicationsmay be

Ground eguipment madein 20-40 gd/A. Follow gpplication
withirrigation water. Tops of trested
garlic may not be harvested.

Irrigation application Uselimited to CA. Injector equipment

Sprinkler or furrow irrigation should be adjusted to 0.5-1 hour

equipment treatment periods. Tops of treated garlic
may not be harvested.

21b/gd SCIL 21/A NS 451b/A 14
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Ginger
Soil incorporated trestment Uselimited to HI. Application may be
Preplant 21bigal SOIL made as abroadcast or band trestment;
Ground equipment 41b/A NS 101/A 30 use a proportionately lower rate for band
gpplication.
Broadcast application Uselimited to HI. Applications may be
Postplant (foliar) 11b/A NS 10 Ib/A 0 mede a monthly or every other month
Ground equipment intervals
Soil band treatment 2 Ibjeel SOIL Uselimited to HI. Applications may be
Postplant ol 1I/A NS 10 Ib/A 30 made at monthly or every other month
Ground equipment intervals.
Muskmelon (including cantaloupe and honeydew melon
Soil incorporated trgetment 2Ihigal SIL See"Cucumber.
Preplant or a planting 410/A NS 6 Ib/A 1
, [352-372]
Ground equipment
Broadcast application
Foliar 1Ib/A NS
Ground equipment
Onion, bulb
In-furrow drench trestment 2 Il SCIL Uselimited to ID, MI, OR, TX, and WA.
At planting 2 1b/A NS A510/A 14 Applications may be madein 100-150
Ground equipment [352-372] gal/A. Topsof treated onions may not
be harvested.
2Ib/gd SCIL
21/A NS 451b/A 14
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation Application Rate | Applications | Seasond Rate Interval
pp pp
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
In-furrow band treatment Uselimited to MI, OR, TX, and WA.
| v | aswa | ow [ty neen 2
Ground equipment [352:372] ha'[\)/seﬂed i
Onion, bulb (continued)
Broadcast application 2 b/ SOIL Uselimited to ID, MI, OR, TX, and WA.
Foliar ol 05I/A NS 451b/A 14 Applications may be made in aminimum
Ground equipment [352-372] of 5ga/A. Applications are made when
insectsfirst gppear and may be repeated
21b/gd SCIL a 14-day intervals. Tops of treated
1Ib/A NS 451b/A 14 onions may not be harvested.
Broadcast application 2 b/ SOIL Uselimited to NM. Applications may be
Foliar 3 05Ib/A NS 451b/A 14 madein 20-50 gl/A by ground or 5-10
Ground or aeridl egipment ga/A by air. Applications are made
when insects first appear and may be
repeated at 5- to 7-day intervals.
21b/gd SCIL 41/A NS 451b/A 14
Broadcast or band trestment Uselimitedto ID and OR. Usea
Postemergence 2Ibigd SCL 41/A NS 451/A 14 proportionately lower rate for band
. gpplication. Applications may be made
Ground egipment in 20-50 gd/A. Topsof trested onions
2Ib/gal L 21b/A NS 45Ib/A 14 mey not be hervested.
In-furrow spray application Uselimited to CA. Follow application
At planting 2 biga SCL 2I1b/A NS 4510/A 14 with irrigation weter. Tops of trested
Ground ecuipment onions may not be harvested.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Soil band gpplication Uselimited to CA. Applications may be
Ground eguipment 21b/A NS madein 20-40 gd/A. Follow gpplication
with irrigation weter. Tops of trested
onions may not be harvested.
Onion, bulb (continued)
Irrigation agpplication Uselimited to CA. Injector equipment
Sprinkler or furrow 2Ib/gd SCIL 2 I/A NS 45Ib/A 14 should be adj usted to 0.5- to 1-hour
irrigation equipment tregtment periods. Tops of treated
onions may not be harvested.
Broadcast 21b/gd 05I/A NS 45Ib/A 14 Uselimited to ID. Make applications
Foliar L when insectsfirst appear in significant
Ground Eqi numbers and repest at 14-day mtgn/ds
Do not harvest tops of trested onions.
Broadcast application Uselimited to UT. Apply inaminimum
Foliar 2lbigd S 1 1A NS 451/A 14 of 5 gds. of water.
, ) UT990004
Ground or agrid equipment
Broadcast 21b/gd SCIL 41/A NS 451b/A 14 UselimitedtoNY. Apply 2gds/Aina
In-furrow Spray q)p“can on minimum of 20 gds of water within one
at planting NY 99000 week of planting.
21b/A Uselimitedto NY. Apply 3/4to 1 gd/A

asan infurrow drench using 100-150
gas. of water per A, or 1%2to 2 gds. /A
asaninfurrow band spray using 20-50
gals. of water/A. Do not harvest tops of
treated bulbs. Do not use on green
onions.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Peanut
Soil incorporated trestment el SOIL Use prohibited in CA. Application may
Preplant or at planting [35?372] 3Ib/A NS 5I/A NS be macde as a band trestment in a
Ground ecuipment minimum of 10 ga/A.
Broadcast application Use prohibited in CA. Foliar applications
Foliar must be used following soil fumigation or
Ground equipment 377 Ibigd SCIL preplant or at planting soil application.
1Ib/A 2 Thefirgt foliar application should be
[352-537] made three weeks postemergence and the
second gpplication three weeks later.
Applications may be madein 20-40 gd/A.
Pear
Broadcast application 2 Ib/A Use prohibited in CA. Applications may
Foliar 2 Ibigd SCIL be made as needed. Applicationsat
; NS 21b/A 14 bloom or within 30 days after bloom are
Ground eqpipmert [352-372] [100-600 gal/A of prohibited. Grazing of livestock in
finished spray] treated orchards s prohibited.
Pepper
Broadcast application Use prohibited in CA. Applications may
Foliar 2Ibgd SCIL 11/A NS 61/A 7 bemade at 1- to 2-wesk intervals or as
] [352-372] nesded
Ground equipment )
21b/gd SCIL Uselimited to CA. Applications may be
1Ib/A NS 6 I/A 7 made a 2-week intervals.
Uselimited to NM and TX on non-bell
2 Ibigd SCIL peppers. Applicationsmay bemadeina
1Ib/A 7 6 I/A 7 minimum of 20 ga/A by ground or 5

gd/A by air a 1- to 2-week intervas or as
needed.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Transplant water treatment 2 loigel SCIL Use prohibited in CA. Application may
05I1b/A 1 6 Ib/A 7 be made in aminimum of 200 gd/A and
[352:372] as a supplement to foliar applications.
2 ligal SCIL Useli.mited.to.CA. Application may be
05Ib/A NS 6 Ib/A 7 made inaminimum of 200 gd/A and asa
supplement to foliar applications.
Soil trestment 21b/gd SCIL Uselimited to CA. Application may be
Drip irrigation equipment LIbA NS 6I/A ! madein 40-200 gal/A.
Greenhousefoliar treatment . 1Ib/A Uselimited to CA. Application may be
Ground eguipment o or NS 6Ib/A 7 madein 100-200 gal/A or 2-5 gal/1,000 sl
2tp/1,000 5. ft ft
Peppermint
Soilffoliar gpplication Uselimited to ID, MI, MT, OR, WA, and
Asmint breaks dormancy WI. Application may bemadeina
. 21b/gd SCIL minimum of 10 ga/A. Sprinkler irrigation
and active root growth
, g 310/A 2 410A 21 (%10 1 inch) must be applied within 7
begins days of trestment to wash oxamyl into
Ground equipment the root zone unless rainfall occurs.
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Site

Application Type
Application Timing
Application Equipment

Pineapple

Formulation
[EPA Reg. No|

Maximum Single
Application Rate
(d)

Maximum
Number of
Applications
Per Season

Maximum
Seasond Rate
(@)

Preharvest
Interval

(Days)

Use Limitations 2

Soil incorporated trestment
Preplant
Ground equipment

Soil broadcagt trestment or
soil application viadrip
irrigation
Postplant (within 1 week)

Soil gpplication viadrip
irrigation
Postplant

Foliar trestment
Ground equipment

Plantain

2Ibigdl SCIL
[352-372]

41b/A

NS

41/A

NS

21b/A

NS

21b/A

NS

8Ib/A

Use prohibited in CA. A 30-day
pregrazing interval has been established.

Multiple sail drip applications may be
made at 2- to 8-week intervals. A 30-day
pregrazing interval has been established.

Multiple foliar gpplications may be made
a 2-to4- week intervals. A 30-day
pregrazing interval has been established.

Foliar or soil trestment

At planting and post plant
Ground equipment (Spotgun
applicator)

21higd SCIL
[352-372]

2.4 g per cormor
Ilwl

NS

41b/A

See"Banana”
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
pplication Equipm EPA Reg. No. a Per a Days UseLimitations ™
Application E ent [ ] (a) Season (a) (Days) L
Potato

Soil incorporated trestment Use prohibited in CA, Northeast and

Preplant 2logdl SCIL Mid-Atlantic states. Application may be

Ground equipment [352-372] 41/A 6 91b/A 7 mede asabroadcast or band treetmgnt _

[352-537] within one week of planting. Application

may be made in aminimum of 20 gd/A.

In-furrow treatment Use prohibited in CA. Application may

At planting 416/A NS be madein aminimum of 20 ga/A.

Ground equipment

Broadcast application Use prohibited in CA. Uselimited to

Foliar Northeast and Mid-Atlantic States.

Ground or aerial equipment Application may be madein su_fflclent
water for thorough coverage usng
ground eguipment or in aminimum of 4
gd/A by air. Applications are made
when pestsfirst gppear and may be

™ 5 SIDA repegted at 5- to 7-day intervasor as

needed.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Pumpkin
Soil incorporated trestment See"Cucumber.”
. 2 lb/gd SCIL

Preplant or at planting [352:372] 41/A NS 6 Ib/A 1

Ground equipment

Broadcast application

Foliar 1Ib/A NS

Ground equipment

Soybean

Soil incorporated trestment 2 Ibigd SCIL Use prohibited in CA. Application may

Preplant or a planting [352-372)] 41b/A NS 210A NS bemadeasa brpajcast trestment in 10-20

Ground equipment S ga/A. The cutting for hay or feeding of

[352-532] treated forageto livestock is prohibited.
Use prohibited in CA. Application may
1IbA NS be made as aband trestment in 10-20

gd/A. The cutting for hay or feeding of
treated forage to livestock is prohibited.

In-furrow trestment

At planting

Ground equipment LIb/A NS
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Spear mint
Soilffoliar gpplication see“ peppermint”
As mint bresks dorm
, ey 2Ibigdl SCIL
and active root growth 3I/A 2 41/A 21
begins
Ground equipment
Squash
Soil incorporated trestment "Cucu
porele e 2 lbigdl SCIL See" Cuoumber
Preplant or a planting — 410/A NS 6 1b/A 1
Ground equipment [352-372]
Broadcast application
Foliar 1Ib/A NS
Ground equipment
Sweet potato
Soil incorporated trestment Use prohibited in CA. Application may
Preplant bemajeasabroadcastqrband
Ground eguipment 2 loigel SCIL treatment; use ap_rop_ortl onately lower
.37 6 Ib/A NS 6 Ib/A NS rate for band application. Broadcast
[352-372] gpplication may be madein aminimum of
20 gd/A. Panting must be made within
one week of treatment.
In-furrow treatment Use prohibited in CA. Application may
At planting 41/A NS be made in aminimum of 200 gd/A of
Ground equipment transplant water.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Tobacco
Sail incorporated treatment 2lbigd SCIL Application may be made asabed,
Preplant [352-372] brpgjm, Oforzlz)agg /t;\e?tment in z?o A
: minimum band) or
Ground egiipment 21bA NS 2IbiA NS | (bed or broadcast). Plantsshould be
377 Ibigdl SCIL transplanted into trested soil within 24
[352-532] hours.
Tomato
Broadcast application Application may be made in sufficient
Foliar water for thorough coverage (minimum of
Ground or aerial equipment 2Ib/gal SCIL 100 gal/A) using ground equipment or in
1Ib/A NS 8 Ib/A 3 aminimum of 4 gd/A by ar.

[352-372] Applications are made when pestsfirst
gppear and may be repeated at 5- to 7-day
intervals or as needed.

Broadcast 21b/gd SC/IL 1Ib/A NS 8 Ib/A 3 Application may be made in sufficient
Foliar water (minimum 100 gdlons) in ground
Ground Equipment equipment or in minimum of 10 galons

per acre by air to obtain uniform
coverage. Make gpplicationswhen
insectsfirst appear and repest at 5to 7
day intervds, or as needed.
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Sail Application 21b/gd 21/A NS 8 Ib/A 3 Apply directly to the soil viadrip
Drip Irrigation TIL irrigation system. Apply with first
irrigetion and repeet at 14 day intervas
asneeded. Use 1-2 quarts per acre every
7 t0 14 days early in the crop cycle when
plantsaresmdl. Asgrowth continues
and plants roots and tops expand,
increase dosage progressively from 3
pintgA to 4 quarts/A at 7 to 14 day
intervals
Soil Application 21b/gd 1251b/A NS 8 Ib/A 3 Using an injection shank during the
At-planting SCL pl anti ng operati_on, apply "Vydate L"
Sprinkler or Furrow Irrigation immediately aj]a:ent tothe planter
furrow. Application must be madeto
moist soil and must be followed as soon
as possible with either sprinkler or furrow
irrigetion water to activate"Vydate L".
Watermelon
Soil incorporated trestment See"Cucumber.”
Preplant or at plantin 21/l SCIL 41/A NS 6 Ib/A 1
P _ P g [352-372
Ground equipment
Broadcast application
Foliar
Ground equipment
= 1Ib/A NS
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Site

Aoplication T Maximum
PP " .|on 'yr?e Maximum Single Number of Maximum Preharvest
Application Timing Formulation ApplicationRate | Applications | Sessond Rate Interval
Application Equipment [EPA Reg. No] (@) Per Season (a) (Days) Use Limitations ™2
Yam
Seed piece dip treatment 21b/100 gd . Uselimited to PR. Apply asadip
2lb/gel SCIL NS Not oplicable NA trestment for 15 minutes, alow seed piece
[352-372] (2400 ppn (NA) to dry for 24 hours before planting.
Foliar trestment Uselimited to PR. Foliar applications
Ground equipment may be made as a supplement to seed
piece dip treatments; thefirst foliar
gpplication is made when adequate
051b/A L 121A 60 foliageis present. Applications may be
mede in sufficient water for thorough
coverage (minimum of 25 gd/A) & 2-
week intervas.
Nonbearing Crops (including apples, cherries, citrus, peaches, pears, and that will not bear fruit within 12 months)
Foliar trestment 11/200gd Foliar applications may be made done or
Ground equipment [200 gal/A of as asupplement to preplant treatments;
finished spray] thefirgt foliar application is made at first
2|/gd SCIL o NS SIbA NA full leaf or when the plants are in active
[352-372] growth phase. Applications may only be
2I/A made to plants that will not bear fruit
[600 gal/A of within 12 months.
water]
Soil incorporated trestment 2 b/ SOIL Applications may only be madeto plants
Preplant 35%3372 8SIb/A NS 8Ib/A NA that will not bear fruit within 12 months.
Ground equipment [352-372
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Appendix B. Table Of Generic Data Requirements And StudiesUsed To Make The
Interim Reregistration Decision

GUIDE TO APPENDIX B

Appendix B contains listing of data requirements which support the reregigtration for active ingredients
within case #0253 (oxamyl) covered by this Interim RED. It contains generic data requirements that apply to
oxamyl indl products, including data requirements for which a"typica formulation” isthe test substance.

The datatable is organized in the following formats:

1. DaaRequirement (Column 1). The data requirements are listed in the order in which they gppear in
40 CFR part 158. the reference numbers accompanying each test refer to the test protocols set in
the Pesticide Assessment Guidance, which are available from the Nationd technical Information
Service, 5285 Port Royd Road, Springfield, VA 22161 (703) 487-4650.

2. Use Pattern (Column 2). This column indicates the use patterns for which the data
requirements apply. The following letter designations are used for the given use patterns.

Terrestria food

Terrestria feed

Terrestrial non-food
Aquatic food

Aquatic non-food outdoor
Aquatic non-food industria
Aquatic non-food residentia
Greenhouse food
Greenhouse non-food
Forestry

Residentiad

Indoor food

Indoor non-food
Indoor medical

Indoor residentia

OCZZErAC-"IQOMMOUO® P

3. Bibliographic Citation (Column 3). If the Agency has acceptable datain itsfiles, this column ligt the
identify number of each sudy. This normdly isthe Master Record Identification (MIRD) number,
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but may bea"GS' number if no MRID number has been assigned. Refer to the Bibliography
gppendix for a complete citation of the study.
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APPENDIX B

Data Supporting Guideline Requirements for the Reregistration of Oxamy!

REQUIREMENT PAUTSTEER CITATION(S)
N
PRODUCT CHEMISTRY
New Guideline | Old
Number Guideline
Number
830.1550 61-1 Product Identity and Composition ALL 40499701, 40790001, 42830301
830.1600 61-2A Start. Mat. & Mnfg. Process ALL 40499701, 42830301
830.1670 61-2B Formation of Impurities ALL 40499701, 42830301
830.1700 62-1 Preliminary Analysis ALL 40790001, 41118201, 42830302
830.1750 62-2 Certification of limits ALL 40499701, 40790001, 42830301
830.1800 62-3 Analytical Method ALL 40790001, 42830302
830.6302 63-2 Color ALL 40499702, 40499704
830.6303 63-3 Physical State ALL 40499702, 40499704
830.6304 63-4 Odor ALL 40499702, 40499704
830.7050 None UV/Visable Absorption ALL Data Gap
830.7200 63-5 Melting Point ALL 40499702
830.7220 63-6 Boiling Point N/A
830.7300 63-7 Density ALL 40499702, 40499704




Data Supporting Guideline Requirements for the Reregistration of Oxamyl

h REQUIREMENT PAUTSTEER CITATION(S)
z N
m 830.7840 63-8 Solubility4 ALL 40499702
z 830.7950 63-9 Vapor Pressure ALL 40499702, 42526101
: 830.7370 63-10 Dissociation Constant ALL 40499702
u 830.7550 63-11 Octanol/Water Partition Coefficient ALL 40499702
o 830.7000 63-12 pH ALL 40499702, 40499704
a 830.6313 63-13 Stability ALL 40499702
830.6314 63-14 Oxidizing/Reducing Action ALL 40499704
m 830.6315 63-15 Flammability ALL 40499704
> 830.6316 63-16 Explodability ALL 40499704
= 830.6317 63-17 Stor age Stability ALL 00081618, 41468002-41468007, 41936401-41936414, 42607008-
: 42607014, 43504901
U 830.7100 63-18 Viscosity ALL 40499704
“ 830.6319 63-19 Miscibility ALL 40499704
< 830.6320 63-20 Corrosion characteristics ALL 40499704
ECOLOGICAL EFFECTS
{ 850.2100 71-1 Avian Oral Toxicity Test 00094660
n_ 850.2200 71-2 Avian Dietary Toxicity Test 406065-11/12
m 850.2300 71-4 Avian Reproduction Test 00116610
850.1075 72-1 Freshwater Fish 40098001
m 950.1010 72-2 Freshwater Invertebrate Acute 40098001
: None 72-3A Estuaring/Marine - Fish 40901101




Data Supporting Guideline Requirements for the Reregistration of Oxamyl

REQUIREMENT PAUTSTEER CITATION(S)
N

None 72-3B Estuarine/Marine - Mollusk 00113414

None 72-3C Estuaring/Marine - Shrimp 00113412

None 72-4A Fish- Early Life Stage 40901101

850.1500 72-5 Life CycleFish Not required
122-1(a) Seed Germ./Seedling Emer gence Data Required
122-1(b) Vegetative Vigor Data Required
122-2 Aquatic Plant Growth Data Required
144-1 Honey Bee Acute Contact 05001991
141-2 Honey Bee Residue on Foliage 40994301
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Data Supporting Guideline Requirements for the Reregistration of Oxamyl

REQUIREMENT PAUTSTEER CITATION(S)
N
TOXICOLOGY
870.1100 81.1 Acute Oral-Rat 00063011
870.1200 81-2 Acute Der mal-Rabbit 40606501
870.1300 81-3 Acute | nhalation-Rat 00066902
870.2400 81-4 Primary Eyelrritation 00066894
870.2500 81-5 Primary Skin Irritation 40606501
870.2600 81-6 Dermal Sensitization 00066900
870.6100 81-7 Delayed Neurotoxicity Waived
870.6200 81-8 Acute Neurotoxicity 44254401, 44420301, 44740701
870.3100 82-1 Subchronic 90 Day Oral Toxicity 44504901
870.3200 82-2 21-Day Dermal - Rabbit/Rat 44751201
870.4100 83-1 Chronic Toxicity 41697901, 42052701
870.3700 83-3A Developmental Toxicity-Rat 40859201, 44737501
870.3700 83-3B Developmental Toxicity - Rabbit 00063009
870.3800 83-4 2-Generation Reproduction - Rat 41660801
870.4300 83-5 Combined Chronic Toxicity/ 00076813
Carcinogenicity
870.7485 85-1 General Metabolism 41520801
OCCUPATIONAL/RESIDENTIAL EXPOSURE
875.2100 132-1A Foliar Residue Dissipation 44686901, 4486902. 44704801

ENVIRONMENTAL FATE
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Data Supporting Guideline Requirements for the Reregistration of Oxamyl

REQUIREMENT PAUTSTEER CITATION(S)

N
835.2120 161-1 Hydrolysis of Parent and Degradates 40606516
835.2240 161-2 Photodegradation - Water 40606515
835.2410 161-3 Photodegradation - Soil 00147704
835.4100 162-1 Aerobic Soil Metabolism 42820001, 41346201, 00063012 ,00040494, 000154748
835.4200 162-2 Anaer obic Soil Metabolism 42820001, 41346201, 00040494, 000113366
835.4300 162-4 Aerobic Aquatic Metabolism No studies are available
835.1240 163-1 L eaching/Adsor ption/Desor ption 40606514, 000141395, 000154748, 00040494
835.6100 164-1 Terrestrial Field Dissipation 41573201, 41963901, 00040494, 00045302, 00049231
None 165-4 Bioaccumulation in Fish
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Data Supporting Guideline Requirements for the Reregistration of Oxamyl

REQUIREMENT USE  CITATION(S)
PATTER

N

RES DUE CHEMISTRY

860-1200 171-3 Directionsfor Use Data Gap

860.1300 171-4B Nature of Residue - Livestock 00028728, 00039511, 00040496, 00040597, 00040605, 00083525,
00134709

860.1300 171-4B Nature of Residue - Plants 00028732, 41469601, 41469602, 43365401, 43431801

860.1340 171-4C Residue Analytical Method - Plants 00081618, 00113341, 00113357

860.1340 171-4D Residue Analytical Method - Animals 00113341

- Plant commodities

. " 00081618, 00113341, 00113357
- Animal commodities

00113341

860.1380 171-4E Storage Stability 00081618, 41468002, 1468007, 41936401, 41936414, 42607008,
42607014, 43504901

860.1480 171-4 M agnitude of Residues - Meat/Milk/Poultry/Egg

- Milk and the Fat, Meat, and Meat Byproducts of
Cattle, Goats, Hogs, Hor ses, and Sheep 00039513, 00040592

- Eggsand theFat, Liver, Meat, and Meat

Byproducts of Poultry 00083524

-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

860.1500 171-4K Crop Field Trials




Data Supporting Guideline Requirements for the Reregistration of Oxamyl

REQUIREMENT USE  CITATION(S)
PATTER

N

Root and Tuber Vegetables Group:

- Carrots 00113339, 41402601, 42725401, 44751202

- Ginger 41632701, 42725416

- Potatoes 00040607, 00113339, 00113370, 41402602, 42725408
- Sweet potatoes 00113339

- Yams?

Bulb Vegetables Group:

- Garlic?

- Onions, dry bulb 41402603, 41468008, 41936415, 42725406, 43365403

L eafy Vegetables (except Brassica Vegetables) Group:

- Celery 00037130, 00061648, 00113410, 00147614, 41402604, 42725402,
43365402 44654301

L egume Vegetables Group:

- Soybean seed and aspirated grain fractions; 00030920
Soybean forage and hay

Fruiting Vegetables (Except Cucurbits):

- Eggplants 00081618
- Peppers PP#9F2266, 40481701, 40817501, 40845101
- _Tomatoes 00040603, 00048060, 00084889, 00113419, 44751203

Cucurbits Vegetables Group:

- Cantaloupe 00143312
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- Cucumbers 00143312
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Data Supporting Guideline Requirements for the Reregistration of Oxamyl

REQUIREMENT

USE CITATION(S)
PATTER
N
- Honeydew melon 00143312
- _Pumpkins
- Squash, summer 00143312
- Squash, winter 00143312
- Watermelon 00143312

Citrus Fruits Group:

- Grapefruit 00113343, 41402605, 42725404
- Lemons 00113343
- Oranges 00113343, 41402605, 42725404

- Tangelos/Tangerines

00113343

Pome Fruits Group:

- Apples

00067234, 00113373

- Pears

00063016

Miscellaneous Commodities:

- Bananas

00113389, 00129354, 00142126

- Cottonseed and cotton gin byproducts

00113341, 41016701, 41402606-41402608, 42725412-42725414

- Peanutsand peanut hay

00083522, 00113357, 41402609, 42725407

- Peppermint PP#3E2860
- Pineapples 00113380
- Plantain

- Spearmint PP#3E2860




Data Supporting Guideline Requirements for the Reregistration of Oxamyl

h REQUIREMENT PAUTSTEER CITATION(S)

z N

m - Tobacco 41402610, 41593301, 41911201
Nonbearing Crops

z - Apples, cherries, citrus, peaches. 41732401, 42725405

: 860-1520 - Apples 00067234, 00113373

u - Citrus 00113343, 41572401, 42725403

o - _Cottonseed 00113341, 41016701, 41572406, 42725415

a - Peanuts 00083522, 41572402, 42016801

m - Peppermint PP#3E2860

> - Pineapples 00113380, 41632702, 42725417

[ - Potatoes 41572403, 42725408

: - _Soybeans 41572404, 42725409

U - __Spearmint PP#3E2360

u - Tomato 00040603, 00048060, 41572405, 42725411

< 860-1850 Rotational Crops (Confined) 41697902

{ 860-1900 Rotational Crops (Field) 42178201

(a8

L

7))

=

91




92

ININWND0A IAIHDOYEY vYd3 SN



-
<
L
=
-
O
o
(@
L
>
—
- -
O
o
<
<
o
Ll
2
=

Appendix C. Technical Support Documents

Additional documentation in support of this Interim RED is maintained in the OPP docket, located in
Room 119, Crystd Madll #2, 1921 Jefferson Davis Highway, Arlington, VA. It is open Monday through
Friday, excdluding legd holidays, from 8:30 am to 4 pm.

The docket initidly contained the preliminary risk assessments and related documents as of (date).
The Agency considered comments on the revised risk assessments and added the formal “Response to
Comments’ document and the revised risk assessment to the docket on September 24, 1999.

All documents, in hard copy form, may be viewed in the OPP docket room or downloaded or
viewed viathe Internet at the following ste:

www.epa.gov/pesticides/
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Appendix D. Citations Considered To Be Part Of The Database Supporting the Interim
Reregistration Eligibility Decision (Bibliography)

GUIDE TO APPENDIX D

1. CONTENTS OF BIBLIOGRAPHY. This hbibliography contains citations of al studies consdered
relevant by EPA in arriving at the positions and conclusons stated e sewhere in the Reregidration
Eligibility Document. Primary sources for studies in this bibliography have been the body of data
submitted to EPA and its predecessor agencies in support of past regulatory decisons. Selections
from other sources including the published literature, in those instances where they have been
consdered, are included.

2. UNITSOF ENTRY. Theunit of entry in this bibliography is called a"sudy.” In the case of
published materids, this corresponds closdly to an article. In the case of unpublished materids
submitted to the Agency, the Agency has sought to identify documents a aleve parale to the
published artidle from within the typicdly larger volumes in which they were submitted. The resulting
"sudies’ generdly have adigtinct title (or at least a Sngle subject), can stand aone for purposes of
review and can be described with a conventiona bibliographic citation. The Agency has aso
attempted to unite basic documents and commentaries upon them, tresting them as a Single study.

3. IDENTIFICATION OF ENTRIES. Theentriesin this bibliography are sorted numericaly by
Madter Record Identifier, or "MRID” number. This number is unique to the citation, and should be
used whenever a specific reference isrequired. It is not related to the six-digit "Accession Number"
which has been used to identify volumes of submitted studies (see paragraph 4(d)(4) below for
further explanation). In afew cases, entries added to the bibliography late in the review may be
preceded by a nine character temporary identifier. These entries are listed after all MRID entries.
This temporary identifying number is also to be used whenever specific reference is needed.

4. FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry conssts of a
citation containing sandard elements followed, in the case of materid submitted to EPA, by a
description of the earliest known submission. Bibliographic conventions used reflect the standard of
the American National Standards Ingtitute (ANSI), expanded to provide for certain specia needs.

a Author. Whenever the author could confidently be identified, the Agency has chosen to show a
persond author. When no individua was identified, the Agency has shown an identifigble
laboratory or testing facility as the author. When no author or laboratory could be identified,
the Agency has shown the first submitter as the author.
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b. Document date. The date of the study is taken directly from the document. When the dateis
followed by a question mark, the bibliographer has deduced the date from the evidence
contained in the document. When the date gppears as (1999), the Agency was unable to
determine or estimate the date of the document.

c. Title Insome cases, it has been necessary for the Agency bibliographers to create or enhance
adocument title. Any such editoria insertions are contained between square brackets.

d. Traling parentheses. For studies submitted to the Agency in the pagt, the trailing parentheses
include (in addition to any sdlf-explanatory text) the following € ements describing the earliest
known submission:

@ Submission date. The date of the earliest known submission appears immediatdly
following the word "received.”

2 Adminigrative number. The next dement immediately following the word "under” isthe
regigtration number, experimenta use permit number, petition number, or other
adminigtrative number associated with the earliest known submission.

3 Submitter. Thethird dement is the submitter. When authorship is defaulted to the
submitter, this eement is omitted.

4 Volume Identification (Accession Numbers). The find dement in thetrailing
parentheses identifies the EPA accesson number of the volumein which the origind
submission of the study appears. The six-digit accession number follows the symbol
"CDL," which gands for "Company Data Library." This accesson number isin turn
followed by an aphabetic suffix which shows the rdative podtion of the sudy within the
volume.
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Appendix D

Oxamyl BIBLIOGRAPHY

MRID Number

00028728

00028732

00030920

00037130

00039511

00039513

00040496

00040505

E.l. du Pont de Nemours & Company (1974) Metabolism of Oxamyl. Summary of
studies 097651-B through 097651-F. (Unpublished study received Jun 14, 1976
under 352-372; CDL:097651-A)

Harvey, J., J. (1975?) Metabolism of 14C-Oxamyl in the Lactating Goat.
(Unpublished study received Jun 14, 1976 under 352-372; submitted by E.I. du Pont
de Nemours & Co., Wilmington, Ddl.; CDL:097651-F)

E.I. du Pont de Nemours & Company (1977) Resdue Data: Soybeans. (Unpublished
study received May 30, 1980 under 352-372; CDL: 099443-F)

Holt, R.F.; Pease, H.L. (1974) Results of Tests on the Amount of Residue Remaining
on Treated Crops. [Oxamyl]. Includes undated method entitled: Determination of
Oxamyl residues using flame photometric gas chromatography. (Unpublished study
received Jun 25, 1975 under 5F1650; submitted by E.I. du Pont de Nemours & Co.,
Inc., Wilmington, Del.; CDL:094497-B)

Harvey, J., Jr.; Gerike, P. Biodegradation of 14C-Oxamyl in Peanuts. Interim rept.
(Unpublished study received on unknown date under 3G1349; submitted by E.I. du
Pont de Nemours & Co., Wilmington, Del.; CDL:093610-J)

Manlove, L. (1973) Oxamyl Livestock Feeding Studies: Milk and Mest. Unpublished
study received on unknown date under 3G1349; submitted by E.I. du Pont de
Nemours & Co., Inc., Wilmington, Ddl.; CDL:093610-L)

Harvey, J, J.; Belina, R.; Mordes, R.; et d. (1970) Metabolism and Biodegradation
of Oxamyl. (Unpublished study received Jul 21, 1977 under 352-372; submitted by
E.I. du Pont de Nemours & Co., Wilmington, Del.; CDL:096301-C)

Barrows, M.E. (1973) Exposure of Bluegill (Lepomis macrochirus) to H-8131.:
Accumulation, Digtribution and Elimination of Resdues. (Unpublished study received
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Jdul 21, 1977 under 352-372; prepared by Bionomics, Inc., submitted by E.I. du Pont
deNemours & Co., Wilmington, Ddl.; CDL:096301-S)

00040592 E.l. du Pont de Nemours & Company, Incorporated (1976) Livestock Feeding Study.
(Unpublished study received Oct 21, 1976 under 6F1696; CDL:095326-A)

00040597 Harvey, J.,, J. (1975) Metabolism of Oxamyl in Tomato Fruit. (Unpublished study
received Oct 21, 1976 under 6F1696; submitted by E.I. du Pont de Nemours & Co.,
Inc., Wilmington, Ddl.; CDL: 095326-F)

00040600 Fink, R. (1974) Find Report: Eight-Day Dietary LCs, Malard Ducks. Project No.
112-101. (Unpublished study received Oct 21,1976 under 6F1696; prepared by
Trudow Farms, Inc., submitted by E.I. du Pont de Nemours & Co., Inc., Wilmington,
Del.; CDL: 095326-I)

00040603 E.l. du Pont de Nemours & Company, Incorporated (1976) Results of Tests on the
Amount of Residue Remaining on Treated Crops. (Unpublished study received Oct
21, 1976 under 6F1696; CDL :095326-N)

00040605 Han, JC.Y.; Harvey, J., J. (1975) Characterization of 14C-Harvest Residuesin
Potato Tubers. (Unpublished study received Oct 30, 1975 under 6F1695; submitted
by E.I. du Pont de Nemours & Co., Inc., Wilmington, Del.; CDL:095227-B)

00040607 E.I. du Pont de Nemours & Company, Incorporated (1975) Oxamyl Residue Data -
Potatoes (Tubers). (Unpublished study received Oct 30, 1975 under 6F1695;
CDL:095227-D)

00048060 E.I. du Pont de Nemours & Company, Incorporated (1975) Results of Tests on the
Amount of Residue Remaining on Treated Crops. [Oxamyl]. (Unpublished study
received Oct 30, 1975 under 6F1696; CDL:095228-B)

00061648 E.l. du Pont de Nemours and Company, Incorporated (1976) Data Supporting the
Use of Vydate L Oxamy! Insecticide/Nematicide on Ceery. (Unpublished study
received Oct 27, 1976 under 352372; CDL:226801-A)

00063009 Hoberman, A.M.; Mossburg, P.A.; Wolfe, GW.; et d. (1980) Teratology Study in
Rabhits: Oxamyl: Project No. 201-545; HLO-0801-80. Fina rept. (Unpublished
study received Nov 21, 1980 under 352-371; prepared by Hazleton Laboratories
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00063011

00063016

00066893

00066894

00066900

00066902

00066914

00066915

America, Inc., submitted by E.I. du Pont de Nemours & Co., Wilmington, Ddl.; CDL:
099754-B)

Dashidl, O.L.; Hinckle, L. (1980) Ora LD50 Test in Rats-EPA Proposed Guiddlines:
Haskell Laboratory Report No. 775-80. (Unpublished study received Nov 21, 1980
under 352-371; submitted by E.I. du Pont de Nemours & Co., Wilmington, Ddl.;
CDL:099754-D)

E.l. du Pont de Nemours & Company (1980) Residue Summary: Oxamyl-Pears.
(Unpublished study received Nov 21, 1980 under 352-371; CDL:099754-L)

Lee, K.P. (1970) Ord ALD and Delayed Paralysis Test (White Leghorn Chickens):
Haskell Laboratory Report No. 234-70. (Unpublished study received Nov 29, 1972
under 3G1316; submitted by E.I. du Pont de Nemours & Co., Inc., Wilmington, Ddl.;
CDL.: 092249-E)

Reinke, R.E. (1968) Eye Irritation Test: Haskell Laboratory Report No. 263-68.
(Unpublished study received Nov 29, 1972 under 3G1316; submitted by E.I. du Pont
de Nemours & Co., Inc., Wilmington, Del.; CDL:092249-F)

Widls, L.A. (1968) Primary Skin Irritation and Sendtization Tests: Haskell Laboratory
Report No. 146-68. (Unpublished study received Nov 29, 1972 under 3G1316;
submitted by E.l. du Pont de Nemours & Co., Inc., Wilmington, Del.; CDL:092249-L)

Tayfun, F.O. (1969) Acute Dugt Inhaation Toxicity: Haskell Laboratory Report No.
280-69. (Unpublished study received Nov 29,1972 under 3G1316; submitted by E.I.
du Pont de Nemours & Co., Inc., Wilmington, Ddl.; CDL:092249-N)

Knott, W.B.; Johnston, C.D. (1969) Insecticide 1410: Evauation of Acute LCs, for
Bluegill Sunfish. (Unpublished study received Nov 29, 1972 under 3G1316; prepared
by Woodard Research Corp., submitted by E.I. du Pont de Nemours & Co., Inc.,
Wilmington, Ddl.; CDL:092249-AA)

Knott, W.B.; Johnston, C.D. (1969) Insecticide 1410: Evduation of Acute LCs, for
Goldfish. (Unpublished study received Nov 29,1972 under 3G1316; prepared by
Woodard Research Corp., submitted by E.I. du Pont de Nemours & Co., Inc.,
Wilmington, Ddl.; CDL: 092249-AB)
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00066916

00067234

00076813

00077313

00081618

00083522

00083524

00083525

00094660

Knott, W.B.; Johnston, C.D. (1969) Insecticide 1410: Evauation of Acute LCs, for
Rainbow Trout. (Unpublished study received Nov 29, 1972 under 3G1316; prepared
by Woodard Research Corp., submitted by E.I. du Pont de Nemours & Co., Inc.,
Wilmington, Del.; CDL:092249-AC)

E.I. du Pont de Nemours & Company (1980) Data Supporting Specia Local Need
Labding for Use of Vydate L Insecticide/Nematicide on Applesin the State of Illinois.
(Unpublished study received Jul 24, 1980 under 1L 80/6; submitted by state of Illinois
for du Pont; CDL:243033-A)

Adamik, E.R.; Criswel, M K.; Mahler, SC.; et d. (1981) Long Term Feeding Study
in Mice with Oxamyl: Project No. WIL-77033; HLO-252-81. (Unpublished study
received May 29, 1981 under 352-372; prepared by WIL Research Laboratories,
Inc., submitted by E.l.du Pont de Nemours & Co., Wilmington, Ddl.; CDL:070136-A;
070137; 070138; 070139; 070140; 070141, 070142; 070143)

Smith, E.J. (1978) 96-Hour LC50 to Rainbow Trout: Haskell Laboratory Report No.
90-78. (Unpublished study received Nov 21, 1980 under 352-371; submitted by E.I.
du Pont de Nemours & Co., Wilmington, Ddl.; CDL:099754-)

Interregiona Research Project Number 4 (1981) Summary of Residue Data:
[Oxamyl/Eggplant Fied Trids]. (Compilation; unpublished study received Sep 4, 1981
under 1E2566; CDL:070295-A)

E.I. du Pont de Nemours & Company (1978) Results of Tests on the Amount of
Residue Remaining on Treeted Crops. [Oxamyl]. (Unpublished study received Jul 30,
1979 under 352-371; CDL :098845-G)

Zahnow, EW. (1978) Oxamyl-chicken and Egg Study. (Unpublished study received
Jul 30, 1978 under 352-371; submitted by E.I. du Pont de Nemours & Co.,
Wilmington, Ddl.; CDL:098845-K)

Harvey, J, J.; Han, JC.Y.; Reser, RW. (1978) Metabolism of oxamyl in plants.
Journd of Agriculturd and Food Chemigtry 26(3):529-536. (dso in unpublished
submission received Jul 30, 1979 under 352-371; submitted by E.I. du Pont de
Nemours & Co., Wilmington, Del.; CDL:098845-L)

Dudeck, S.; Brigtal, K.L. (1981) Fina Report: Single-dose Ora Toxicity Study in
Mallard Ducks: Project No. 201-543. (Unpublished study received Jan 29, 1982
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00094663

00113339

00113341

00113343

00113357

00113370

00113373

00113376

00113380

under 352-372; prepared by Hazleton Laboratories America, Inc., submitted by E.I.
du Pont de Nemours & Co., Inc., Wilmington, Ddl.; CDL:246726-A)

Muska, C.F.; Driscall, R.R. (1982) Early Life Stage Toxicity of Oxamyl to Fathead
Minnow: Haskell Laboratory Report No. 877-81. (Unpublished study received Jan 29,
1982 under 352-372; submitted by E.I. du Pont de Nemours & Co., Inc., Wilmington,
Del.; CDL:246726-D)

E.I. du Pont de Nemours & Co., Inc. (1977) [Determination of Oxamyl Residues on
Treated Crops]. (Compilation; unpublished study received Mar 17, 1977 under 352-
372; CDL:096042-A)

E.I. du Pont de Nemours & Co., Inc. (1976) Results of Tests on the Amount of
Residue Remaining on Treated Crops. [Oxamyl]. (Compilation; unpublished study
received Jan 17, 1977 under 352372; CDL:095720-A)

E.I. du Pont de Nemours & Co., Inc. (1976) Results of Tests on the Amount of
Residue Remaining on Treeted Crops received Oct 15, Amount of Residue Remaining
on Treated Crops. [Oxamyl]. (Comypilation; unpublished study received Jan 18, 1977
under 352-372; CDL:095719-A)

E.I. du Pont de Nemours & Co., Inc. (1974) [Residues of DPX 1410 in Peanuts and
Various Other Crops]. (Compilation; unpublished study received Aug 1, 1974 under
3G1316; CDL:094669-B)

E.I. du Pont de Nemours & Co., Inc. (1974) Residue Data: [Oxamyl]. (Compilation;
unpublished study received Oct 31, 1974 under 3G1316; CDL :095009-C)

E.I. du Pont de Nemours & Co., Inc. (1972) Results of Tests on the Amount of
Residue Remaining on Treated Crops. [Oxamyl]. (Compilation; unpublished study
received Dec 1, 1972 under 3G1316; CDL:095011-L)

E.I. du Pont de Nemours & Co., Inc. (1973) Vydate Oxamy! Insecticide/Nematicide:
Fish Resdue Study. (Compilation; unpublished study recelved Aug 1, 1973 under
352-371; CDL:009019-A)

E.I. du Pont de Nemours & Co., Inc. (1977) Results of Tests on the Amount of
Residue Remaining on Treated Crops. [Oxamyl]. (Compilation; unpublished study
received Aug 17, 1977 under 352-372; CDL:096320-C)
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00113385

00113387

00113389

00113408

00113410

00113412

00113414

00113419

00114398

Fink, R.; Beavers, J. (1977) Acute Oral LD50--Mdlard Duck: H10,858: Project No.
112-111. Find rept. (Unpublished study received Sep 14, 1979 under 352-372;
prepared by Wildlife International, Ltd., submitted by E.I. du Pont de Nemours & Co.,
Inc., Wilmington, DE; CDL:098957-B)

E.I. du Pont de Nemours & Co., Inc. (1979) Results of Tests on the Amount of
Residue Remaining on Treated Crops. [Oxamyl]. (Compilation; unpublished study
received Sep 14, 1979 under 352-372; CDL:098958-A)

E.I. du Pont de Nemours & Co., Inc. (1978) Results of Tests on the Amount of
Residue Remaining on Treated Crops. [Oxamyl]. (Compilation; unpublished study
received Nov 17, 1978 under 9E2148; CDL:097629-A; 098399)

Fink, R.; Beavers, J.; Brown, R. (1977) Eight-day Dietary LC50-Mallard Duck:
H-10,858: Project No. 112-120. Final rept. (Unpublished study received Jan 12,
1978 under 352-372; prepared by Wildlife Internationa, Ltd. and Washington College,
submitted by E.I. du Pont de Nemours & Co., Inc., Wilmington, DE; CDL.:
232671-A)

E.I. du Pont de Nemours & Co., Inc. (1976) [Study: Vydate L Residue on Celery].
(Compilation; unpublished study received Jul 28, 1978 under 352-372; CDL:234575-
A)

Heitmuller, T. (1978) Acute Toxicity of H-11738 to Grass Shrimp: Report No.
BP-78-4-066. (Unpublished study received Sept. 13, 1978 under 352-EX-89;
prepared by EG & G, Bionomics, submitted by E.I. du Pont de Nemours & Co., Inc.,
Wilmington, DE; CDL: 235326-A)

Holligter, T. (1978) Acute Toxicity of H-11738 to Embryos of Eastern Oysters: Report
No. BP-78-4-067. (Unpublished study received Sep 13, 1978 under 352-EX-89;
prepared by EG & G, Bionomics, submitted by E.I. du Pont de Nemours & Co., Inc.,
Wilmington, DE; CDL:235326-C)

Hawaii (1978) [Study: Vydate Residues on Tomatoes]. (Unpublished study received
Oct 29, 1979 under HI 79/8; CDL:241281-B)

Fink, R.; Beavers, J. (1977) Eight-day Dietary L C50--Bobwhite Quail: H-10,858:
Project No. 112-113. Find rept. (Unpublished study received Sep 14, 1979 under
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00116609

00116610

00129354

00134709

00138996

00142126

00143312

00145315

00147614

352-372; prepared by Wildlife Internationd, Ltd., submitted by E.I. du Pont de
Nemours & Co., Inc., Wilmington, DE; CDL:098957-C)

Roberts, N.; Phillips, C.; Chanter, D.; et d. (1982) The Effects of Dietary Inclusion of
Oxamyl on Reproduction in the Mdlard Duck: Report No. DPT 106WL/81992.
(Unpublished study received Oct 3, 1982 under 352-372; prepared by Huntingdon
Research Centre, Eng., submitted by E.I. du Pont de Nemours & Co.,
Inc.,Wilmington, DE; CDL:248464-A)

Roberts, N.; Phillips, c.; Chanter, D.; et d. (1982) The Effects of Dietary Inclusion of
Oxamyl on Reproduction in the Bobwhite Quail: DPT 107 WL/8261. (Unpublished
study received Oct 3, 1982 under 352-372; prepared by Huntingdon Research Centre,
Eng., submitted by E.I. du Pont de Nemours & Co., Inc., Wilmington, DE;

CDL :248465-A)

E.I. du Pont de Nemours & Co., Inc. (1983) Du Pont Vydate L
Insecticide/Nemdticide: Bananas. Resdue Data. (Compilation; unpublished study
received May 23, 1983 under 3F2833; CDL:071622-A)

Harvey, J. (1973) Additionad Studies on the Metabolism and Biodegradation of
Oxamyl in Plants. (Unpublished study received 1973 under 3G1316; submitted by E.I.
du Pont de Nemours & Co., Inc., Wilmington, DE; CDL:092126-B)

Interregional Research Project No. 4 (1983) The Results of Tests on the Amount of
Oxamyl Residues Remaining in or on Peppers, Including a Description of the Andytica
Method Used. (Compilation; unpublished study received Feb 16, 1984 under 352-
372;,CDL:072368-A)

E.I.du Pont de Nemours and Co., Inc. (1984) Du Pont Vydate L
Insecticide/Nematicide Use on Bananas. Unpublished compilation. 90 p.

E.I. du Pont de Nemours & Co., Inc. (197?) Oxamyl/DMCF Residue Anadyses
Cucurbits. Unpublished study. 79 p.

Interregional Research Project No. 4 (1984) Oxamyl/DMCF Residue Analysis.
Unpublished compilation. 10 p.

E. 1. Du Pont De Nemours and Company (1980) Residue Data Supporting the use of
Vydate L Insecticide/Nematicide on Cdery. Unpublished study. 10 p.
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40481701

40606501

40606507

40606509

40606510

40606511

40606512

40606515

40817501

Biehn, W. (1987) Oxamyl--Magnitude of Residue on Non-Bell Pepper: IR-4 PR
1688. Unpublished study prepared by Univ., of FloridaIFAS. 68 p.

Brock, W. (1988) Acute Derma Toxicity Study of IN D1410-196 in Rabbits: Medica
Research No. 4581-572: Haskell Laboratory Report No. 114-88. Unpublished study
prepared by E.I. du Pont de Nemours and Co., Inc., Haskell Laboratory. 18 p.

Vlachos, D. (1987) Mutagenicity Evauation of IND1410-196 in an in vitro Cytogenitic
Assay Measuring Chromosome Aberration Frequencied in Chinese Hamster Ovary
(CHO) Cdls. Medical Research N0.4253-001: LBI Project No. 20990.

Arce, G. (1981) Mutagenicity Evauation of IND1410-196 in Samonella typhimurium:
Haskell Laboratory Report No. 614-81: Medica Research N0.4253-001.
Unpublished study prepared by E.I. du Pont de Nemours and Co., Inc., Haskell
Laboratory. 18 p.

Rickard, L. (1987) Mutagenicity Evauation of IND1410-196 in the

CHO?PHPRT Assay: Medica Research No. 4353-001: Haskell Laboratory Report
No. 265-82. Unpublished study prepared by E.I. du Pont de Nemours and Co., Inc.,
Haskell Laboratory. 22 p.

Boeri, R. (1988) Static Acute Toxicity of Haskell Sample Number16,995 to the
Sheepshead Minnow, Cyprinodon variegatus. Enseco Marblehead Laboratory Project
D2487. Unpublished study prepared by Enseco, Inc. 18 p.

Grimes, J.; Jaber, M. (1988) H #16,995: A Dietary LC50 Study with the Bobwhite:
Wildlife International Ltd. Project No. 112-192: DuPont HL O# 47-88. Unpublished
study prepared by Wildlife Internationd Ltd. 26 p.

McNaly, M.; Whedler, J. (1988) Photodegradation of (1-[Carbon 14]) Oxamyl in
Buffer Solution pH 5 (Conducted in Smulated Sunlight): Laboratory Project ID
AMR-960-87. Unpublished study prepared by E.I. du Pont de Nemours & Co., Inc.
52 p.

Biehn, W. (1988) Oxamyl--Magnitude of Residue on Non-bell Pepper: IR-4 PR#
1688. Unpublished study prepared by IFAS--University of Florida. 116 p.
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40845101

40859201

40901101

40994301

41016701

41096001

41346201

41346201

Biehn, W. (1988) Oxamyl--infon Non-Bell Peppers. (Amendment--IR-4 Petition 8E
3604, ... Response Letter): Project ID: IR-4 PR 1688; IR-4 PR 3664. Unpublished
study prepared by IR-4 Southeast Region Andytica Laboratory. 44 p.

Rickard, L. (1988) Teratogenicity Study of IN D1410-196 in the Rat: Medica
Research No. 8428-001: Laboratory Project ID: 473-88. Unpublished study prepared
by E. I. du Pont de Nemours and Co., Inc. 206 p.

Hutton, D. (1988) Early Life Stage Toxicity of IN D1410-196 (Oxamyl) to Rainbow
Trout: Medical Research Project No. 4581-573: Haskell Laboratory Report No.
468-88. Unpublished study prepared by E. I. du Pont de Nemours and Co., Inc. 24

P.

Hoxter, K.; Jaber, M. (1989) Vydate L: Honey Bee Toxicity Of Residues on Foliage:
Proj. No. 112-200. Unpublished study prepared by Wildlife International Ltd. 63 p.

Fowley, C. (1988) Magnitude of the Residues on or in Cottonseed and Processed
Cottonseed Fractions after Treatment with Oxamyl Technica 42
Insecticide/Nematicide: Laboratory Project ID No. AMR-1251-88. Unpublished
study prepared by Mckenzie Laboratories in cooperation with E.I. du Pont de
Nemours & Co., Inc. 144 p.

Bentley, K. (1982) Assessment of IND 1410-196 in the in vitro Unscheduled DNA
Synthesis Assay in Rat Primary Hepatocytes. Supplement: Project 1D: Haskell
Laboratory Report No. 719-82. Unpublished study prepared by E.I. du Pont de
Nemours and Co. 42 p.

Hawkins, D.; Mayo, B.; Pollard, A.; et d. (1989) The Metabolism of
[Carbon-14]-oxamyl in Silt Loam Soil under Aerobic and Anaerobic Conditions. Lab
Project Number: HRC/DPT 198/891478; Doc. No. AMR-1200-88. Unpublished
study prepared by Huntingdon Research Centre Ltd., Dept. of Chemica Metabolism
and Radiosynthesis. 53 p.

Hawkins, D.; Mayo, B.; Pollard, A.; et d. (1989) The Metabolism of
[Carbon-14]-oxamyl in Silt Loam Soil under Aerobic and Anaerobic Conditions. Lab
Project Number: HRC/DPT 198/891478; Doc. No. AMR-1200-88. Unpublished
study prepared by Huntingdon Research Centre Ltd., Dept. of Chemical Metabolism
and Radiosynthesis. 53 p.
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41402601

41402602

41402603

41402604

41402605

41402606

41402607

41402608

41402609

Eble, J.; Powley, C. (1989) Magnitude of the Residue of Oxamyl
I nsecticide/Nematicide when Applied to Carrots: Lab Project Number: AMR-1027-
88. Unpublished study prepared by McKenzie Laboratories. 26 p.

Eble, J.; Powley, C. (1990) Magnitude of Residues of Oxamyl Insecticide/Nematicide
in Potatoes and their Processed Fractions: Lab Project Number: AMR-1035-88.
Unpublished study prepared by McKenzie Laboratories. 50 p.

Eble, J.; Powley, C. (1990) Magnitude of Residues of Oxamyl Insecticide/Nematicide
when Applied to Onions: Lab Project Number: AMR-1032-88. Unpublished study
prepared by McKenzie Laboratories. 49 p.

Eble, J; Powley, C. (1990) Magnitude of Residues of Oxamyl Insecticide/Neméticide
when Applied to Onions: Lab Project Number: AMR-1028-88. Unpublished study
prepared by McKenzie Laboratories. 9 p.

Eble, J.; Powley, C. (1990) Magnitude of Residues of Oxamyl Insecticide/Nematicide
in Oranges Grapefruit: Lab Project Number: AMR-1030-88. Unpublished study
prepared by McKenzie Laboratories. 29 p.

Eble, J.; Powley, C. (1990) Magnitude of Residues of Oxamyl Insecticide/Nematicide
in Cottonseed Grown in Cdiforniaor Arizonawhen Applications are Made with Water
as Diluent: Lab Project Number: AMR-1147-88. Unpublished study prepared by
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in Peanuts and Their Processed Fractions: Lab Project Number: AMR-1033-88.
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Lin, W.; Kennedy, S. (1990) Freezer Storage Stability of Oxamyl in Cdery: Lab
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Lin, W., Hay, R. (1990) Magnitude of Residues of Oxamy! Insecticide/Nematicide in
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study prepared by E. I. du Pont de Nemours and Company and Hawaiian Sugar
Planters Association. 37 p.
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(IN D1410-196): One-year Feeding Study in Dogs: Lab Project Number: AMR-
1190-88: HRC/DPT 195/901279. Unpublished study prepared by E. I. du Pont de
Nemours and Co. 91 p.
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prepared by Hazleton Laboratories America, Inc. 337 p.

Boeri, R.; Ward, T. (1991) Acute Flow-through Toxicity of DPX-D1410-196
(Oxamyl) to the Sheegpshead Minnow, Cyprinodon variegatus. [Find Report]: Lab
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study prepared by DuPont and McKenzie Labs, Inc. 34 p.

McClory, J.; Sumpter, S.; Tomic, D. (1992) Freezer Storage Stability of Oxamyl in
Peanuts. Supplement No. 1. Lab Project Number: AMR-1400-89. Unpublished
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Cucumbers: Supplement No. 1: Lab Project Number: AMR-1402-89. Unpublished
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Sumpter, S. (1993) Magnitude of Residues of Oxamyl Insecticide/Nematicide When
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Labs, Inc. 14 p.

Sumpter, S. (1993) Magnitude of Residue of Oxamy! Insecticide/Nematicide when
Applied to Ceery: Supplement No. 1: Lab Project Number: AMR-1028-88.
Unpublished study prepared by E. I. du Pont de Nemours and Co. and McKenzie
Labs, Inc. 15p.

McClory, J. (1993) Magnitude of Residues of Oxamy! Insecticide/Nematicide in Citrus
and Their Processed Fractions. Supplement No. 1. Lab Project Number: AMR-1029-
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Citrus Research Center, University of Floridaand McKenzie Labs, Inc. 16 p.
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AMR-1033-88. Unpublished study prepared by E. 1. du Pont de Nemours and Co.,
the Food Protein Research and Development Center of The Texas A& M University
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Soybeans and their Processed Fractions: Supplement No. 1: Lab Project Number:
AMR-1036-88. Unpublished study prepared by E. I. du Pont de Nemours and Co.,
The Texas A&M Universty System and McKenzie Labs, Inc. 26 p.

42725411 Sumpter, S. (1993) Magnitude of Residues of Oxamyl Insecticide/Nematicide in
Tomatoes and their Processed Fractions. Supplement No. 1: Lab Project Number:
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42725412 McClory, J. (1993) Magnitude of Residue of Oxamyl Insecticide/Nematicide in
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study prepared by E. I. du Pont de Nemours and Co. and McKenzie Labs, Inc. 14 p.

42725413 McClory, J. (1993) Magnitude of Residues of Oxamyl Insecticide/Nematicide in
Cottonseed when Applications are Made with Vegetable Oil as the Diluent:
Supplement No. 1: Lab Project Number: AMR-1148-88. Unpublished study
prepared by E.I. du Pont de Nemours and Co. and McKenzie Labs, Inc. 16 p.
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Lab Project Number: AMR-1149-88. Unpublished study prepared by E. I. du Pont
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Cottonseed and its Processed Fractions: Supplement No. 1: Lab Project Number:
AMR-1150-88. Unpublished study prepared by E. I. du Pont de Nemours and Co.,
The Texas A&M Universty System and McKenzie Labs, Inc. 24 p.
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McClory, J. (1993) Magnitude of Residues of Oxamyl Insecticide/Nematicide in
Processed Fractions of Pinegpple: Supplement No. 1: Lab Project Number: AMR-
1390-89. Unpublished study prepared by E. |. du Pont de Nemours and Co. and
Hawaiian Sugar Planters Association. 19 p.

Spare, W. (1991) Anaerobic Soil Metabolism of (carbon 14)-Oxamyl in Madera,
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prepared by Agrisearch Inc. 53 p.

Li, Y. (1994) The Metabolism of (carbon 14)-Oxamyl in Lactating Goats: Lab Project
Number: AMR-2578-92: SC920240. Unpublished study prepared by DuPont
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McClory, J.; Tomic, D. (1994) Magnitude of Residues of Oxamyl in Cdery Following
Application of Vydate L Insecticide/Neméticide at Maximum Labd Rates: Lab Project
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Lab Project Number: AMR-2567-93. Unpublished study prepared by DuPont
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Sumpter, S.; Orescan, D. (1994) Freezer Storage Stability of Oximein Crops: Lab
Project Number: AMR-2488-92. Unpublished study prepared by McKenzie Labs,
Inc. 152 p.

Maley, L. (1997) Acute Ora Neurotoxicity Study of Oxamyl Technicd in Rats: Lab
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Malley, L. (1997) Acute Ora Neurotoxicity Study of Oxamyl Technicd in Rats.
Supplement No. 1. Lab Project Number: 11268-001: 10730-001: 1118-96.
Unpublished study prepared by E.I. du Pont de Nemours and Co. 67 p.

Maley, L. (1998) Oxamyl Technica: Subchronic Ora Neurotoxicity Study in Rats:
Lab Project Number: 10730: HL-1998-00708. Unpublished study prepared by
DuPont Haskell  Laboratory for Toxicology and Industriad Medicine. 457 p.

McClory, J.; Summers, S. (1998) Magnitude of Residues of Oxamyl in Celery
Following Application of Vydate L Insecticide/Nematicide a Maximum Label Rates:
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Merricks, D.; McNed, H. (1998) Dissipation of Didodgeable Foliar Residues of
Oxamyl from Citrus Following Application of Vydate L Insecticide in the
U.S.A.--Season 1997: Lab Project Number: AMR 4391-97: 1757. Unpublished
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McClory, J. (1999) Magnitude of Residues of Oxamyl in Carrots Following
Application of Vydate L Insecticide/Nematicide at Maximum Label Rates. Lab Project
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Products. 325 p.
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Appendix E. Generic Data Call-In
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Generic DCI (P1 of 6)

ININWND0A IAIHDOYEY vYd3 SN
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Generic DCI (P 2 of 6)

ININWND0A IAIHDOYEY vYd3 SN
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Generic DCI (P3 of 6)

ININWND0A IAIHDOYEY vYd3 SN



Generic DCI (P4 of 6)
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Generic DCI (P5 of 6)
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Generic DCI (P6 of 6)

ININWND0A IAIHDOYEY vYd3 SN
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Appendix F.  Product-Specific Data-Call-In
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PDCI (p 1 of 5)
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PDCI (P2 of 5)
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PDCI (p 3 0of 5)
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PDCI (P4 of 5)
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Appendix G. List of All Registrants Sent This Data Call-in
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Appendix H. EPA’sBatching of Oxamyl Productsfor Meeting the Acute Toxicity Data
Requirementsfor Reregistration

In an effort to reduce the time, resources and number of animals needed to fulfill the acute toxicity
data requirements for reregigtration of products containing oxamyl as the primary active ingredient, the
Agency has batched products which can be considered smilar for purposes of acute toxicity. Factors
considered in the sorting process include each product’ s active and inert ingredients (identity, percent
composition and biologicd activity), type of formulation (e.g., emulsfiable concentrate, aerosol,
wettable powder, granular, etc.), and labeling (e.g., signa word, use classification, precautionary
labeling, etc.). Note the Agency is not describing batched products as “substantially smilar” since
some products with in a batch may not be consdered chemicaly smilar or have identica use patterns.

Using available information, batching has been accomplished by the process described in the
preceding paragraph. Notwithstanding the batching process, the Agency reservesthe right to require,
a any time, acute toxicity datafor an individua product should need arise.

Regigtrants of products within a batch may choose to cooperatively generate, submit or citeasingle
battery of six acute toxicologicd studiesto represent dl the products within that batch. Itisthe
registrants option to participate in the process with al other registrants, only some of the other
registrants, or only their own products within in a batch, or to generate al the required acute
toxicologica studiesfor each of their own products. If the registrant chooses to generate the datafor a
batch, he/she must use one of the products within the batch as the test materid. If the registrant
chooses to rely upon previoudy submitted acute toxicity data, he/she may do so provided that the data
base is complete and valid by to-days standards (see acceptance criteria attached), the formulation
tested is consdered by EPA to be smilar for acute toxicity, and the formulation has not been
sgnificantly dtered sSnce submisson and acceptance of the acute toxicity data. Regardless of whether
new datais generated or existing data is referenced, the registrants must clearly identify the test materid
by EPA Regigration Number. If more than one confidentid statement of formula (CSF) exigsfor a
product, the regisirant must indicate the formulation actualy tested by identifying the corresponding
CSF.

In deciding how to meet the product specific data requirements, registrants must follow the directions
given in the Data Call-In Notice and its attachments gppended to the RED. The DCI Notice contains
two response forms which are to be completed and submitted to the Agency within 90 days of receipt.
The firgt form, “Data Cdl-in Response, “ asks whether the registrant will meet the data requirements for
each product. The second form, “ Requirements Status and Registrant’s Response,” lists the product
specific data required for each product, including the standard six acute toxicity tests. A registrant who
wishes to participate in a batch must decide whether he/she will provide the data or depend on
someone elseto do so. If the registrant supplies the data to support a batch of products, he/she must
select the one of the following options: Developing data (Option 1), Submitting an existing Study
(Option 4), Upgrading an existing Study (Option 5), or Citing an Existing Study (Option). If a
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registrant depends on another’ s data, he/she must choose among: Cost sharing (Option 2), Offersto
Cogt Share (Option 3) or Citing an Exigting Study (Option 6). If aregistrant does not want to
participate in a batch, the choices are Options 1, 4, 5 or 6. However, aregistrant should know that
choosing not to participate in a batch does not preciude other registrants in the batch from citing hisher
studies and offering to cost share (Option 3) those studies.

(Fill-in) products were found which contain oxamyl as the active ingredient. These products have
been placed into (fill-in) batches in accordance with the active and inert ingredients and type of

formulation.
Batch 1 EPA Reg. No. Per cent Oxamyl Formulation Type
352-400 420 Liquid
352-532 420 Liquid
No Batch EPA Reg. No. Per cent Oxamyl Formulation Type
352-372 240 Liquid
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Appendix I.

List of Related Documents and Electronically Available Forms

Pesticide Registration Forms ar e available at the following EPA internet site:

http://mww.epa.gov/opprd001l/forms.

Pesticide Regigtration Forms (These forms are in PDF format and require the Acrobat reader)

I ngtructions

Print out and complete the forms. (Note: Form numbers that are bolded can be filled out on

your computer then printed.)

The completed form(s) should be submitted in hardcopy in accord with the existing policy.

3. Mail the forms, dong with any additional documents necessary to comply with EPA
regulations covering your request, to the address below for the Document Processing

Desk.

DO NOT fax or email any form containing ‘Confidential Business Informetion’ or

'Sengtive Information.’

If you have any problems accessing these forms, please contact Nicole Williams at (703)
308-5551 or by e-mail a williams.nicole@epamail .epa.gov.

The following Agency Pesticide Regidtration Forms are currently avallable viathe internet:
a thefollowing locations:

8570-1 Application for Pesticide Registration/Amendment http://www.epa.gov/opprd001/forms/8570-1.pdf.

8570-4 Confidentia Statement of Formula http://www.epa.gov/opprd001/forms/8570-4.pdf.

8570-5 Notice of Supplemental Registration of Distribution of a http://www.epa.gov/opprd001/forms/8570-5.pdf.
Registered Pesticide Product

8570-17 Application for an Experimental Use Permit http://www.epa.gov/opprd001/forms/8570-17.pdf.

8570-25 Application for/Notification of State Registration of a http://www.epa.gov/opprd001/forms/8570-25.pdf.
Pesticide To Meet a Special Local Need

8570-27 Formulator's Exemption Statement http://www.epa.gov/opprd001/forms/8570-27.pdf.

8570-28 Certification of Compliance with Data Gap Procedures http://www.epa.gov/opprd001/forms/8570-28.pdf.
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http://www.epa.gov/opprd001/forms/8570-28.pdf
http://www.epa.gov/opprd001/forms/8570-25.pdf
http://www.epa.gov/opprd001/forms/8570-27.pdf
http://www.epa.gov/opprd001/forms/8570-17.pdf
http://www.epa.gov/opprd001/forms/8570-5.pdf
http://www.epa.gov/opprd001/forms/8570-4.pdf
http://www.epa.gov/opprd001/forms/8570-1.pdf
http://www.epa.gov/opprd001/forms/
http:williams.nicole@epamail.epa.gov

-
<
L
=
-
O
o
(@
L
>
—
- -
o
o
<
<
o
L
2
=

8570-30 Pesticide Registration Maintenance Fee Filing http://www.epa.gov/opprd001/forms/8570-30.pdf.
8570-32 Certification of Attempt to Enter into an Agreement with http://www.epa gov/opprd001/forms/8570-32.pdf.
other Registrants for Development of Data
8570-34 Certification with Respect to Citations of Data (in PR http://www.epa.gov/opppmsdl/PR_Notices/pro8-5
Notice 98-5) .pdf.
8570-35 | DataMatrix (in PR Notice 98-5) http://www.epa.gov/opppmsd1l/PR_Notices/pr98-5
.pdf.
8570-36 | Summary of the Physical/Chemical Properties (in PR Notice | http://www.epa.gov/opppmsd1l/PR_Notices/pro8-1
98-1) .pdf.
8570-37 Self-Certification Statement for the Physical/Chemical http://www.epa.gov/opppmsd1l/PR_Notices/pro8-1
Properties (in PR Notice 98-1) .pdf.
Pesticide Registration Kit wWww.epa.gov/pesticides/registrationkit/.
Dear Regidtrant:
For your convenience, we have assembled an online regigtration kit which contains the following
pertinent forms and information needed to register a pesticide product with the U.S. Environmenta

Protection Agency's Office of Pesticide Programs (OPP):

The Federd Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food, Drug
and Cosmetic Act (FFDCA) as Amended by the Food Quality Protection Act (FQPA) of 1996.

Pedticide Registration (PR) Notices

83-3 Labe Improvement Program--Storage and Disposal Statements

84-1 Clarification of Labe Improvement Program

86-5 Standard Format for Data Submitted under FIFRA

87-1 Labd Improvement Program for Pesticides Applied through Irrigation Systems
(Chemigation)

87-6 Inert Ingredients in Pesticide Products Policy Statement

90-1 Inert Ingredients in Pesticide Products, Revised Policy Statement

95-2 Noatifications, Non-natifications, and Minor Formulation Amendments

98-1 Sdf Certification of Product Chemistry Datawith Attachments (This document isin
PDF format and requires the Acrobat reader.)

oo oo

|)Q ™o

Other PR Notices can be found at http://www.epa.gov/opppmsdl/PR Notices.

3.

Pedticide Product Regigtration Application Forms (These forms are in PDF format and will require
the Acrobat reader.)
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http://www.epa.gov/opppmsd1/PR_Notices/pr98-5.pdf
http://www.epa.gov/opppmsd1/PR_Notices/pr98-5.pdf
http://www.epa.gov/opppmsd1/PR_Notices/pr98-1.pdf
http://www.epa.gov/opppmsd1/PR_Notices/pr98-1.pdf
http://www.epa.gov/pesticides/registrationkit/
http://www.epa.gov/opppmsd1/PR_Notices

EPA Form No. 8570-1, Application for Pesticide Registration/Amendment
EPA Form No. 8570-4, Confidentiad Statement of Formula

EPA Form No. 8570-27, Formulator's Exemption Statement
EPA Form No. 8570-34, Certification with Respect to Citations of Data

EPA Form No. 8570-35, Data Matrix

©®op o

4. Generd Pedticide Information (Some of these forms are in PDF format and will require the
Acrobat reader.)

a Regidration Divison Personnd Contact List

B. Biopedticides and Pallution Prevention Divison (BPPD) Contacts

C. Antimicrobias Divison Organizationd Structure/Contact List

d. 53 F.R. 15952, Pegticide Regigtration Procedures; Pesticide Data Requirements (PDF
formet)

e. 40 CFR Part 156, Labeling Requirements for Pesticides and Devices (PDF format)

—h

40 CFR Part 158, Data Requirements for Regisiration (PDF format)
g. 50 F.R. 48833, Disclosure of Reviews of Pesticide Data (November 27, 1985)

Before submitting your gpplication for regigtration, you may wish to consult some additiond sources of
information. Theseinclude

1. The Office of Pegticide Programs Web Site

2. Thebooklet "Genera Information on Applying for Regigtration of Pesticides in the United States,”
PB92-221811, available through the National Technica Information Service (NTIS) at the
following address.

Nationd Technicad Information Service (NTIS)
5285 Port Roya Road
Springfidd, VA 22161

The telephone number for NTIS is (703) 605-6000. Please note that EPA is currently in the
process of updating this booklet to reflect the changes in the registration program resulting from the
passage of the FQPA and the reorganization of the Office of Pesticide Programs. We anticipate
that this publication will become available during the Fall of 1998.

3. TheNationa Pesticide Information Retrieva System (NPIRS) of Purdue University's Center for
Environmental and Regulatory Information Systems. This service does charge afee for
subscriptions and custom searches. Y ou can contact NPIRS by telephone at (765) 494-6614 or
through their Web ste.
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4. TheNationd Pesticide Telecommunications Network (NPTN) can provide information on active
ingredients, uses, toxicology, and chemistry of pesticides. Y ou can contact NPTN by telephone at
(800) 858-7378 or through their Web site: ace.orst.edu/info/nptn.

The Agency will return a notice of receipt of an gpplication for registration or amended
registration, experimenta use permit, or anendment to a petition if the gpplicant or petitioner
encloses with his submission a slamped, self-addressed postcard. The postcard must contain the
following entries to be completed by OPP:

Date of receipt
EPA identifying number
Product Manager assgnment

Other identifying information may be included by the gpplicant to link the acknowledgment of
receipt to the specific gpplication submitted. EPA will slamp the date of receipt and provide the
EPA identifying File Symbol or petition number for the new submission. The identifying number
should be used whenever you contact the Agency concerning an gpplication for registration,
experimentd use permit, or tolerance petition.

To asss usin ensuring that dl data you have submitted for the chemical are properly coded and
assigned to your company, please include aligt of dl synonyms, common and trade names,
company experimenta codes, and other names which identify the chemica (including "blind" codes
used when a sample was submitted for testing by commercid or academic facilities). Please
provide a CAS number if one has been assigned.

Documents Associated with thisRED

The following documents are part of the Adminigtrative Record for this RED document and may
included in the EPA's Office of Pegticide Programs Public Docket. Copies of these documents are not
available eectronicdly, but may be obtained by contacting the person listed on the respective Chemical
Status Sheet.

a  Hedth and Environmenta Effects Science Chapters.
b. Detaled Labd Usage Information System (LUIS) Report.

! No field residue data have been submitted for yams. Because the use of oxamyl on yams (seed piece dip and foliar treatments)
differs greatly from that for sweet potatoes (preplant or at-planting treatment only), data cannot be translated from sweet
potatoes. Nevertheless, residue data from foliar and pre-plant applications to potatoes are available. Since the PHI for
potatoes is 1 day while that for yamsis 60 days, HED believes that the residue levels in yams following treatment at the
maximum label rate are unlikely to exceed the 0.1 ppm tolerance level for potatoes. Therefore, CBRS concludes that the
available dataindicate that a 0.1 ppm tolerance in yams is appropriate.

2 The available residue data for dry bulb onions can be translated to garlic.
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