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CERTIFIED MAIL

Dear Registrant:

I am pleased to announce that the Environmental Protection Agency has completed its
reregistration eligibility review and decisions on the pesticide active ingredient butylate.
The enclosed Reregistration Eligibility Decision (RED) document contains the Agency’s
evaluation of the data base of this chemical, its conclusions of the potential human health and
environmental risks of the current product uses, and its decisions and conditions under which
these uses and products will be eligible for reregistration. The RED includes the data and
labeling requirements for products for reregistration. It also includes requirements for
additional data (generic) on the active ingredient to confirm the risk assessments.

To assist you with a proper response, read the enclosed document entitled "Pesticide
Reregistration Handbook.” This handbook also refers to other enclosed documents which
include further instructions, You must follow all instructions and submit complete and

timely responses. The first set of required responses are due 90 days from the date of
this letter. The second set of required responses are due 8 months from the date of this
letter. Complete and timely responses will avoid the Agency taking the enforcement action

of suspension against your products.

If you have questions on the product specific data requirements or wish to meet with
the Agency, please contact the Special Review and Reregistration Division
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representative Franklin Gee at (703) 308-8008. Address any questions on required generic
data to the Special Review and Reregistration Division representative Judy Loranger at (703)-
308-8056.

Sincerely yours,

Z M
y .
Daniel M. Barolo, Digé.é'mr

Special Review and
Reregistration Division

Enclosures
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R.E.D. FACTS

Butylate

All pesticides sold or used in the United States must be registered by
EPA, based on scientific studies showing that they can be used without posing
unreasonable risks to people or the environment. Because of advances in
scientific knowledge, the law requires that pesticides which were first
registered years ago be reregistered to ensure that they meet today’s more
stringent standards.

Tn evaluating pesticides for reregistration, EPA obtains and reviews a
complete set of studies from pesticide producers, describing the human health
and environmental effects of each pesticide. The Agency imposes any
regulatory controls that are needed to effectively manage each pesticide’s
risks. [EPA then reregisters pesticides that can be used without posing
unreasonable risks to human health or the environment.

When a pesticide is eligible for reregistration, EPA announces this and
explains why in a Reregistration Eligibility Decision (RED) document. This
fact sheet summarizes the information in the RED for butylate.

Butylate is a selective herbicide registered solely for use on corn Crops
including field comn, sweet corn and popcorn, to control grassy and broadleaf
weeds and nutsedge.  Formulations include emulsifiable concentrates,
granular and encapsulated forms. Butylate is applied with ground equipment
and is incorporated into the soil immediately after application.

Butylate was first registered as a pesticide in the U.S. in 1967. EFA
issued a Data Call-In (DCI) Notice in 1981, and a Registration Standard in
September 1983 (NTIS PB85-147304), which required additional product
chemistry, toxicology, ecological effects and environmental fate data. The
Agency issued a second DCI in October 1990, requiring submission of
product chemistry, ecotoxicity, toxicology, environmental fate, residue
chemistry and exposure information.

Currently, there are 14 active registered products which contain the
active ingredient butylate. Between 6 and 15 million pounds of butylate are
applied annually, treating 2 to 7% of the field corn grown in the U.S.
Butylate is most commonly used in combination with the herbicides atrazine
and/or cyanazine. Butylate/atrazine products are classified as Restricted Use
Pesticides due to ground water concerns.



Human Health
Assessment

Toxicity

Based on results of acute toxicity studies, butylate has been placed in
Toxicity Category I for primary eye imritation, (Category I indicates the
greatest and Category IV the lowest degree of acute toxicity.) It has been
placed in Category IIT for acute oral and dermal toxicity, dermal irritation,
and acute inhalation toxicity. EPA is requiring acute and subchronic
neurotoxicity studies for butylate because it is chemically related to several
pesticides which have shown neurotoxicity in long-term animal studies.

A chronic toxicity study using rats showed decreased body weight gain
and liver effects in high-dose males. A study with Beagle dogs showed de-
creased body weight, increased platelet count, increased thyroid weight and
liver effects at high doses.

Butylate does not appear to be carcinogenic in the mouse. In a study
using rats, a significant increase in benign lesions was found in the livers of
males at the highest dose tested. The Agency has classified butylate as a
"Group E" carcinogen (evidence of non-carcinogenicity for humans).

In developmental toxicity studies, no teratogenicity was found in rats.
Although maternal toxicity was observed at the highest dose level, no
developmental effects were noted at any dose in rabbits. A reproductive
toxicity study using rats showed kidney effects and changes in blood, organ
weights and liver cells at the highest dose level.

Butylate is not mutagenic. Metabolism studies show that it is rapidly

and completely metabolized and excreted, does not bicaccumulate, and does
not produce metabolites of toxicological concemn.

Dietary Exposure

People may be exposed to butylate residues when consuming treated
corn. Tolerances or maximum residue limits of 0.1 ppm have been
established for butylate in or on corn grain (including popcorn), fresh corn
(including sweet corn), and comn forage and fodder (please see 40 CFR
180.232). The Agency has reassessed these tolerances and found that no
changes are needed.

Residues of butylate do not concentrate in processed food or feed.
Therefore, no food or feed additive tolerances have been required. Since it
is metabolized rapidly, finite residues of butylate are not expected in meat,
milk, poultry or eggs. There are no residues of concern to be regulated in
rotational crops.

Plant metabolism studies indicate that no residues of intact butylate are
found in com at harvest. Storage stability studies show that residues of
butylate in corn grain stored frozen remain stable for up to one year, but
decline by about 50% within 2 to 3 years.



Environmental
Assessment

EPA conducted a chronic dietary exposure assessment for butylate using
a Reference Dose (RfD) of 0.05 mg/kg body weight/day, using tolerance-level
residues, and assuming 100% of the crop was treated. A "worst case”
Theoretical Maximum Residue Concentration (TMRC) was estimated for the
overall U.S. population and 22 subgroups. The TMRC for the general
population was found to represent 0.1% of the RfD, and the TMRC for the
most highly exposed subgroups (non-nursing infants and children 1 to 6 years
old) represents 0.3% of the RfD for each subgroup.
Occupational and Residential Exposure

There is potential for dermal and inhalation exposure among workers
involved in mixer/loader/applicator and soil incorporation activities.
However, butylate is of low toxicity so worker exposure studies are not
needed. Further, since butylate is incorporated into soil well before plants are
mature, post-application exposure is unlikely and reentry data are not needed.

Human Risk Assessment

EPA has concluded that the human health risks from current, low-level
exposure to butylate are minimal due to its low acute toxicity and because it
is not believed to cause cancer in humans.

Environmental Fate

The available data indicate that butylate is highly volatile and degrades
moderately rapidly under aerobic conditions. Once in the atmosphere,
butylate may be transported in fogs, mists and rainwater. Runoff to surface
water may follow rainfall.

Based on these properties, EPA has additional questions regarding
runoff into surface water (do concentrations of butylate exceed the Levels of
Concern for fish?), persistence (would butylate residues remain at high levels
long enough to present a chronic risk to terrestrial animals 7), volatility (what
is the amount and nature of residues in air from volatilization of butylate as
a result of normal agricultural use?), and ground water (is degradation
sufficiently rapid to preclude leaching to ground water?). The Agency is
requiring field dissipation studies with volatilization measurements and aged
leaching data to confirm it’s assessment of butylate’s environmental fate.

Ecological Effects

Technical butylate is practically nontoxic to birds, highly toxic to
freshwater fish, slightly toxic to freshwater invertebrates and relatively
nontoxic to honey bees. Available data indicate a potential for chronic risk
to birds and mammals, but butylate residues are not expected to persist long
enough to allow chronic exposure. Runoff, spray drift and volatility from
sprinkler application can be expected to reach plants in adjacent fields. Thus,
butylate may pose a hazard to endangered or threatened species.



Additional Data
Required

Ecological Effects Risk Assessment

Based on available use and exposure information, EPA calculated risk
quotients to assess the acute and chronic risks of butylate granular and spray
formulations to small mammals, birds and aquatic organisms. When the risk
quotient is greater than the LOC, the species exposed may be at risk.

Regarding acute exposure, LOC triggers were exceeded for small
mammals and birds. However, based on mitigating factors including
butylate’s use patterns, its low acute toxicity to birds, and the feeding habits
and preferences of small mammals, the Agency has concluded that minimal
acute risks actually exist for nonendangered species.

LOC chronic risk triggers also were exceeded for small mammals and
birds, but only immediately after application of butylate granules. The
Agency concludes that actual chronic risks are unlikely based on
environmental fate data and mitigating factors including butylate’s volatility,
its use patterns (it is soil incorporated or watered in immediately after
application), and the feeding habits of small mammals and birds, who would
not likely consume enough granules per day required to reach the LEL over
an extended period.

Neither acute nor chronic risks to aquatic organisms appear likely.
Acute risks to nontarget insects also are unlikely. However, since butylate
is a herbicide, risks to nontarget plants are likely.

Endangered Species

Potential acute risks exist for nontarget endangered mammals,
freshwater vertebrates and amphibians. There also is a possibility of chronic
risks to endangered mammals and birds, as well as risks for endangered
plants, which may impact endangered insects. EPA is working with the U.S.
Fish and Wildlife Service to develop a program to avoid jeopardizing the
continued existence of identified species by the use of pesticides. When this
program goes into effect, endangered species labeling will be required.

The generic data base for butylate is substantially complete. However,
for confirmatory purposes, EPA is requiring additional generic studies
including product chemistry, storage stability, aged leaching, terrestrial field
dissipation with volatilization measurements, seed germination/ seedling
emergence, vegetative vigor, aquatic plant growth, droplet size, spray drift
and acute and subchronic neurotoxicity. _

EPA also is requiring product-specific data, including product chemistry
and acute toxicity studies, as well as revised Confidential Statements of
Formula and revised labeling for reregistration of pesticide products
containing butylate.



Product Labeling
Changes Required

All end-use butylate products must comply with EPA’s curtent pesticide
product labeling requirements. In addition:

® Effluent Discharge Statement
All end-use or manufacturing-use products that may be contained in an
effluent discharged to the waters of the U.S. or municipal sewer systems must
bear the following effluent discharge labeling statement, modified to include
a fish toxicity statement:
This pesticide is toxic to fish. Do not discharge effluent containing this
product into lakes, streams, ponds, estuaries, oceans or other waters
unless in accordance with the requirements of a National Pollution
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
previously notifying the local sewage rrearment plant authority.  For
guidance contact your State Water Board or Regional Office of EPA.
& Worker Protection Standard (WPS) Requirements
Any product whose labeling permits use in the production of an
agricultural plant on any agricultural establishment (farm, forest, nursery or
greenhouse) must, within the deadlines specified, comply with the labeling
requirements of:
e PR Notice 93-7, "Labeling Revisions Required by the Worker
Protection Standard (WPS)," and

¢ PR Notice 93-11, "Supplemental Guidance for PR Notice 93-7."

Unless specifically directed in the RED document, all statements required by
these two PR Notices must appear on product labeling exactly as instructed
in the PR Notices.

Labels must be revised to comply with the WPS requirements --

s After April 21, 1994, for products distributed or sold by the primary
registrant or any supplementally registered distributors, and

e After October 23, 1995, for products distributed or sold by any
person.

¢ Restricted Use Pesticides

The 2 registered butylate/atrazine combination products, classified as
Restricted Use Pesticides due to ground water concerns, must retain
current label precautions regarding toxicity and protection of ground and
surface water.

® Personal Protective Equipment (PPE)
The following PPE labeling is required for all end-use products:
Applicators and other handlers must wear:
- Long-sleeved shirt and long pants
- Chemical-resistant or waterproof gloves



- Shoes plus socks

Registrants must compare these PPE requirements with those on current
labeling (if any), and retain the more protective. For guidance, please
see Supplement Three of PR Notice 93-7.

¢ Entry Restrictions
A 12-hour restricted entry interval (REI) is required for all uses on all
butylate end-use product labels. This REI should be inserted into the
standard REI statement required by PR Notice 93-7.
The PPE for early entry should be that required for applicators (see
above), except:
» No apron or respirator (if on the label) is required, and
e "Coveralls" must be specified instead of "long-sleeved shirt and
pants.”
This information should be inserted into the standard early entry PPE
statement required by PR Notice 93-7.
o Sole Active Ingredient Products - Registrants must adopt these entry
restrictions, and remove any conflicting entry restrictions from their
labels.
o Multiple Active Ingredient Products - Registrants must compare these
entry restrictions with those on current labeling, and retain the more
protective.

¢ Protection of Aquatic Organisms

The Environmental Hazard Section of the label must include the
following statements;

o For Granular End-Use Products:

This pesticide is toxic to fish. Do not apply directly to water, or to

areas where surface water is present or to intertidal areas below the

mean high-water mark. Runoff may be hazardous to aquatic organisms

in neighboring areas. Do not contaminate water when disposing of

equipment washwater or rinsate.

o For Non-Granular End-Use Products:

This pesticide is toxic to fish. Do not apply directly to water, or 10
areas where surface water is present or to intertidal areas below the
mean high-water mark. Drift and runoff may be hazardous to aquatic
organisms in neighboring areas. Do not contaminate water when
disposing of equipment washwater or rinsate.

Regulatory The use of currently registered pesticide products containing butylate as
Conclusion labeled and specified in the RED document will not pose unreasonable risks
or adverse effects to humans or the environment. Therefore, all uses of these

products are eligible for reregistration.



For More
Information

Products containing butylate as the sole active ingredient may be
reregistered once the generic and product-specific data, revised Confidentiat
Statements of Formula and revised labeling are received and accepted by
EPA,

Products also containing other active ingredients may be reregistered
only when the other active ingredients are determined to be eligible for
reregistration.

EPA is requesting public comments on the Reregistration Eligibility
Decision (RED) document for butylate during a 60-day time period, as
announced in a Notice of Availability published in the Federal Register. To
obtain a copy of the RED document or to submit written comments, please
contact the Pesticide Docket, Public Response and Program Resources
Branch, Field Operations Division (7506C), Office of Pesticide Programs
(OPP), US EPA, Washington, DC 20460, telephone 703-305-5805.

Following the comment period, the butylate RED document will be
available from the National Technical Information Service (NTIS), 5285 Port
Royal Road, Springfield, VA 22161, telephone 703-487-4650.

For more information about EPA’s pesticide reregistration program, the
butylate RED, or reregistration of individual products containing butylate,
please contact the Special Review and Reregistration Division (7508W), OPP,
US EPA, Washington, DC 20460, telephone 703-308-8000.

For information about the health effects of pesticides, or for assistance
in recognizing and managing pesticide poisoning symptoms, please contact the
National Pesticides Telecommunications Network (NPTN). Call toll-free 1-
800-858-7378, between 8:00 am and 6:00 pm Central Time, Monday through
Friday.
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EEC

EP

EPA
FIFRA
FFDCA
GLC

HDT
K+CWHR

Lng

LD,

LD,

LEL

LOC

LOEL

GLOSSARY OF TERMS AND ABBREVIATIONS
Active Ingredient
Chemical Abstracts Service
Confidential Statement of Formula

Estimated Environmental Concentration. The estimated pesticide concentration
in an environment, such as a terrestrial ecosystem.

End-Use Product

U.S. Environmental Protection Agency

Federal Insecticide, Fungicide, and Rodenticide Act

Federal Food, Drug, and Cosmetic Act

Gas liquid chromatography

Highest Dose Tested

Kernel plus cob with husk removed

An experimentally derived estimate of the median lethal concentration. The
median lethal concentration is that concentration of a chemical in the inspired air
which, when respired will kill 50% of the sampled population. 1t is expressed
as the mass of a substance per unit volume of air.

An experimentally derived estimate of the median lethal dose. The median lethal
dose is that mass of a chemical which, when administered by any route, will kill
50% of the sampled population. It is expressed as mass of a substance per unit

mass of the animal.

Lethal Dose-low. The lowest dose at which lethality has been observed, either
experimentally or following accidental exposure.

Lowest Effect Level

Level of concemn

Lowest Observed Effect Level
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GLOSSARY OF TERMS AND ABBREVIATIONS (cont.)

MATC Maximum Allowable Toxic Concentration

MP Manufacturing-Use Product

MPI Maximum Permissible Intake

MRID Master Record Identification (number). EPA’s system of recording and tracking
studies submitted.

N/A Not Applicable

NPDES Nationat Pollutant Discharge Elimination System

NOEL No Observed Effect Level

OPP Office of Pesticide Programs

PADI Provisional Acceptable Daily Intake

PAM Pesticide Analytical Manual

PPE Personal Protective Equipment

ppm Parts Per Million

REI Restricted Entry Interval

RfD Reference Dose

RS Registration Standard

TD Toxic Dose, The dose at which a substance produces a toxic effect.

TC Toxic Concentration. The concentration at which a substance produces a toxic
effect.

TGAI Technical Grade of the Active Ingredient

TMRC Theoretical Maximum Residue Contribution

TEP Typical End-Use Product
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EXECUTIVE SUMMARY

This Reregistration Eligibility Decision document (RED) addresses the reregistration
eligibility of the pesticide butylate. Butylate is a soil incorporated herbicide produced by Zeneca
Inc. and is registered for use on field corn, sweet corn and popcorn to control grass, broadleaf
weeds and nutsedge. Butylate formulations include emulsifiable concentrates, a granular form,
and a microencapsulated form. Butylate is applied with ground equipment and is incorporated
into the soil immediately after application. In certain geographic areas, butylate is registered for
application into center pivot irrigation systems, injection into the soil before or at planting, fall
application before the ground freezes, or soil application and incorporation between the rows
after corn emergence. Butylate is cleared for use with compatible fluid fertilizers and for
impregnation on certain dry bulk fertilizer formulations.

Butylate was initially registered as a pesticide in 1967 by the Stauffer Chemical
Company. A Registration Standard was issued in September 1983 (NTIS PB85-147304). This
Registration Standard summarized the available data supporting the reregistration of products
containing butylate used for control of grassy and broadleaf weeds and nutsedge prior to
emergence, and with preplant, at-planting, and postplanting applications. The Registration
Standard also required additional product chemistry, toxicology, ecological effects and
environmental fate data. An October 24, 1990 Data Call-In Notice (DCI) required the
submission of product chemistry, ecotoxicity, toxicology, environmental fate, residue chemistry
and exposure information. The Agency has now completed its review of the butylate data base
including the data submitted in response to the 1983 Registration Standard and the 1990 DCI.

The Agency has determined that the uses of butylate as currently registered will not cause
unreasonable risk to humans or the environment and these uses are eligible for reregistration.
However, for confirmatory purposes, the Agency is requiring that additional generic data be
submitted. These data include product chemistry, storage stability for crop field trials, aged
leaching and terrestrial field dissipation studies with volatilization measurements. The Agency
is also requiring that other generic data be submitted. These data, which include acute and
subchronic neurotoxicity, seed germination/seedling emergence, vegetative vigor, aquatic plant
growth and droplet size and spray drift, are not part of the target database for the reregistration
of butylate.

Based on the results of its reregistration review, the EPA has concluded that all registered
uses of butylate are eligible for reregistration. The Agency has classified butylate as a Group
E carcinogen (signifies evidence of non-carcinogenicity in humans). A reference dose of 0.05
mg/kg/day has been established based on a NOEL of 5 mg/kg/day, with an uncertainty factor
of 100, for increased liver weights in male dogs in a long-term feeding study. The dietary risk
assessment is based on a worst-case scenario, assuming treatment of 100% of acreage and
highest legal residue values which result in an overestimation of exposure and risk. Even using
these values, dietary exposure is estimated to be minimal. There are tolerances established for
corn grain (including popcorn), fresh corn (including sweet comn) and cormn forage and fodder
(including sweet corn, field corn, and popcorn). A reassessment of tolerances is included in this

v



document and there are no changes in the previously established tolerances. The Agency has
concluded that human health risks from exposure to butylate are minimal due to its low acute
toxicity and current classification as non-carcinogenic to humans. Available data indicate that
technical butylate is practically nontoxic to birds, highly toxic to freshwater fish, slightly toxic
to freshwater invertebrates and relatively nontoxic to honey bees.

Before reregistering the products containing butylate, the Agency is requiring that product
specific data, revised Confidential Statements of Formula (CSF) and revised labeling be
submitted within eight months of the issuance of this document. These data include product
chemistry for each registration and acute toxicity testing. After reviewing these data and any
revised labels and finding them acceptable, the Agency may reregister a product based on
whether or not it meets the requirements in Section 3(c)(5) of FIFRA. Those products which
contain other active ingredients may be eligible for reregistration only when the other active
ingredients are determined to be eligible for reregistration.






L. INTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was amended
to accelerate the reregistration of products with active ingredients registered prior to November
1, 1984. The amended Act provides a schedule for the reregistration process to be completed
in nine years. There are five phases to the reregistration process. The first four phases of the
process focus on identification of data requirements to support the reregistration of an active
ingredient and the generation and submission of data to fulfill the requirements. The fifth phase
is a review by the U.S. Environmental Protection Agency (referred to as "the Agency”) of all
data submitted to support reregistration.

FIFRA Section 4(g)(2)(A) states that in Phase 5 "the Administrator shall determine
whether pesticides containing such active ingredient are eligible for reregistration” before calling
in data on products and either reregistering products or taking “other appropriate regulatory
action.” Thus, reregistration involves a thorough review of the scientific data base underlying
a pesticide’s registration. The purpose of the Agency’s review is to reassess the potential
hazards arising from the currently registered uses of the pesticide; to determine the need for
additional data on health and environmental effects; and to determine whether the pesticide meets
the "no unreasonable adverse effects” criterion of FIFRA.

This document presents the Agency’s decision regarding the reregistration eligibility of
the registered uses of butylate. The document consists of six sections. Section I is the
introduction. Section II describes butylate, its uses, data requirements and regulatory history.
Section III discusses the human health and environmental assessment based on the data available
to the Agency. Section IV presents the reregistration decision for butylate. Section V discusses
the reregistration requirements for butylate. Finally, Section VI is the Appendices which support
this Reregistration Eligibility Decision. Additional details conceming the Agency’s review of
applicable data are available on request.’

' EPA's reviews of data on the set of registered uses considered for EPA's analysis may be
obtained from the OPP Public Docket, Field Operations Division {H7506C), Office of Pesticide
Programs, EPA, Washington, DC 20460,



CASE OVERVIEW

A,  Chemical Overview
The following active ingredient is covered by this Reregistration Eligibility
Decision:
° Common Name: butylate
e Chemical Name: S-ethyl diisobutylthiocarbamate
. CAS Registry Number: 2008-41-5
o OPP Chemical Code: 041405
L Empirical Formula: C,,H,;NOS
. Trade and Other Names: Sutan +, R-1910, Gennate Plus, Sutazine +
L Basic Manufacturer: Zeneca, Inc.
B. Use Profile

The following is information on the current registered uses of butylate with an

overview of use sites and application methods. A detailed table of these uses can be
found in Appendix A.

Type of Pesticide:
A soil-incorporated herbicide
Mechanism of action:

Inhibits growth in the meristematic region of leaves of grass by unknown
mechanism

Use Groups/sites:

- Terrestrial food and feed crop: field corn, popcorn, sweet corm,
forage/silage



Target Pests:

Barnyardgrass; crabgrass; giant, green, and yellow foxtail; goosegrass;
seedling johnsongrass; and nutsedge

Formulation Types Registered:

Emulsifiable concentrate (89.6%, 88.2%, 85.1%, 78.0%,
(77.3%, 74.2% butylate formulations)

Granular (10% butylate formulation)
Microencapsulated (48.2% butylate formulation)
Technical grade (97.0% technical butylate formulation)

Emulsifiable concentrate combination product of butylate and atrazine
(56.8% butylate), atrazine is suspended in a butylate EC

Granular combination product of butylate and atrazine (18 % butylate)

Method and Rates of Application:

Type of Application - ground (broadcast or band)

Eguipment - boom sprayer, soil injection equipment, center pivot irrigation, and

granule application

Rates - Butylate is applied as a preemergent, preplant, at plant, postplant or fall

application at the following maximum active ingredient rates to corn,
popcomn and sweet corn:

Emulsifiable concentrate- applied at 6.30 Ibs ai/A
Granular- applied at 4.08 Ibs ai/A
Microencapsulated- applied at 5.994 lbs ai/A

C. Estimated Usage of Pesticide

Between 6 to 15 million pounds of butylate are applied annually, treating 2 to 7%
of the field com grown in the United States. No more than 200,000 pounds of butylate

is applied to sweet corn. Butylate is applied to less than 13% of sweet comn acreage.
Data are unavailable for popcorn. These estimates are derived from a varety of

published and proprietary sources available to the Agency.



D. Data Requirements

Data requested in the September 1983 Registration Standard for butylate
included studies on product chemistry, toxicology, ecological effects and
environmental fate. These data were required to support the uses listed in the
Registration Standard. The 1990 DCI required the submission of product
chemistry, ecotoxicity, toxicology, environmental fate, residue chemistry, and
exposure data. Appendix B includes all data requirements identified by the
Agency for currently registered uses needed to support reregistration.

E. Regulatory History

Butylate was initially registered by the Stauffer Chemical Company in
1967. Butylate is a selective herbicide registered solely for use on corn (field,
sweet, and popcorn) for control of grassy and broadleaf weeds and nutsedge.
Butylate is most commonly used in combination with atrazine and/or cyanazine.
Butylate formulations include granular forms, emulsifiable concentrates and an
encapsulated form. The wettable powder formulation and one of the two granular
formulations are sold as package mixes with atrazine. Registered products
containing butylate as the sole active ingredient are not classified as restricted use
at this time. The butylate-atrazine products are currently classified as restricted
use due to groundwater concermns.

Butylate is applied with ground equipment and is incorporated into the soil
immediately after application. In certain geographic areas, butylate is registered
for application into center pivot irrigation systems, injection into the soil before
or at planting, fall application before the ground freezes, or soil application and
incorporation between the rows after com emergence. Butylate is ¢leared for use
with compatible fluid fertilizers, and for impregnation on certain dry bulk
fertilizer formulations.

Data Call-In (DCI) notices were issued in 1981 for butylate requiring
chronic feeding, oncogenicity, reproduction and teratology studies. A Reg-
istration Standard for butylate was issued on September 30, 1983 (NTIS #PB85-
147304) which evaluated the studies submitted as a result of the 1981 DCls. This
Reregistration Eligibility Decision reflects a reassessment of all data which were
submitted in response to the Registration Standard and 1990 Data Call-In.



III.  SCIENCE ASSESSMENT

A. Physical Chemistry Assessment

Color:

Physical State:
Odor:

Boiling Point:
Density:
Solubility:
Vapor Pressure:

QOctanol/Water
Partition Coefficient

pH:

Stability:
Oxidizing/reducing
Action:
Flammability:
Explodability:
Storage Stability:
Viscosity:

Corrosion
Characteristics:

Pale yellow

Liquid

Rubbery sweet

107-109°C at 5 mm Hg

0.8397 g/ml at 20°C

4.4 X 107 g/m] of water at 20°C; miscible with organic solvents
12.9 um Hg at 25°C., 6.8 pm Hg at 20°C

1.4 x 10* at 25°C

5.5 at 22°C

Stable at elevated temperatures (53°C) for two weeks. Stable to sunlight,
to moisture, metals and metal ions

Reacted with oxidizing agent but not reducing agent

Did not flash at 106°C

Not thermally explodable up to 250°C

Stable at ambient temperature for 2 years

4.81 centistokes at 25°C

Noncorrosive to stainless steel, carbon steel, borosilicate glass, soft glass,
and aluminum



The Agency has evaluated the product chemistry data base and has concluded that
available preliminary analysis data are not fully acceptable and additional data must be
submitted. Although this preliminary analysis data gap exists, the Agency considers the
requirement of this study as confirmatory and not critical to the reregistration eligibility decision.
The data requirements and the data gaps are given in Appendix B.

B. Human Health Assessment
1. Toxicology Assessment
At the time of the Registration Standard the following studies were required:

Acute inhalation (rat) study

90 day non-rodent feeding study

Chronic non-rodent toxicity study

Rat and mouse oncogenicity studies

Rat and rabbit developmental toxicity studies
2-Generation reproduction study

Gene mutation study

Chromosomal aberration study

Other genotoxic effects study

General metabolism study

A Data Call-In notice dated 10/