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Trifluralin

All pesticides sold or distributed 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 before November 1, 1984, be
reregistered to ensure that they meet today's more stringent standards.

In 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 develops
any mitigation measures or regulatory controls needed to effectively reduce
each pesticide'srisks. 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 explains the basis
for its decision in a Reregistration Eligibility Decision (RED) document.
This fact sheet summarizes the information in the RED document for
reregistration case 0179, trifluralin.

Trifluralin is a preemergent herbicide used to control annual grasses
and broadleaf weeds on a variety of food crops and is also currently
registered for non-food uses, including residential use sites. The herbicide
isformulated as a liquid, emulsifiable concentrate, granular, flowable
concentrate, impregnated material, soluble concentrate/liquid, soluble
concentrate/solid, and water dispersible granules (dry flowable). Trifluralin
istypically applied at the dormant, semi-dormant, preplant, pre-transplant,
postplant, preemergence, postemergence, layby, or postharvest stage as a
soil-incorporated treatment. It can be applied by aerial equipment, tractor-
drawn groundbooms, tractor-drawn granular spreaders, push-type
spreaders, "whirly-bird" spreaders, and commercial granular turf spreaders.

Trifluralin was first registered in the United States in 1963 as a
selective preemergent herbicide. A Registration Standard for trifluralin was
issued in April 1987 (NTIS# PB87-201935) and a Data Call-In (DCI) for
reentry protection data and mixer/loader/applicator exposure monitoring
datafor trifluralin products used on turf wasissued in March 1995.



Human Health
Assessment

EPA initiated a Special Review of trifluralin in August, 1979 because
it was found to contain N-nitroso-di-n-propylamine (NDPA or nitrosamine)
at levels that met or exceeded the Agency’s oncogenic risk criterion. In
concluding the Special Review in 1982, EPA required registrants to achieve
a 0.5 ppm upper limit for nitrosamines in their technical products. As part
of the reregistration eligibility decision on trifluralin, the Agency is
requiring that all technical and manufacturing-use registrants submit
nitrosamine analysis data to confirm that levels remain at or below the 0.5
ppm limit.

Toxicity

Trifluralin technical is classified under Toxicity Category IV
(practically non-toxic) for acute oral toxicity and dermal irritation, and
Toxicity Category I11 (slightly toxic) for acute dermal toxicity, acute
inhalation toxicity and eye irritation potential. Trifluralinisalso classified
as adermal sensitizer.

Trifluralin has been classified as a Group C, possible human
carcinogen by the OPP Carcinogenicity Peer Review Committee on April 4,
1986. Limited evidence of carcinogenicity exists in male and female rats
based on an increase in combined malignant and benign urinary bladder
tumorsin females, renal pelvis carcinomasin male rats, and thyroid gland
follicular cell tumorsin males.

Dietary Exposure

People may be exposed to residues of trifluralin through the diet.
Tolerances or maximum residue limits have been established for residues of
trifluralin in many food and feed crops (40 CFR 180.207). EPA has
reassessed the trifluralin tolerances and found that some are acceptable,
while others must be revoked because of refinements in established crop
group tolerances and where no registered uses exist. Tolerances that are
revoked because of refinements in crop groups must be replaced with new
tolerances for the new crop groupings. The tolerance for residues of
trifluralin in/on wheat straw, barley straw, and barley hay should be
increased to 0.1 ppm.

Processing studies show that residues of trifluralin concentrate in
peppermint oil and spearmint oil. New processing data are required on a
confirmatory basis for both peppermint and spearmint oils to determine the
actual amount of trifluralin that concentrates in both commodities.
Available processing data are sufficient, however, to determine that
trifluralin residues in ready-to-eat foods prepared from the mint oils will not
exceed existing raw agricultural commodity tolerances. Therefore, the
existing tolerance is sufficient to cover the residue levels of trifluralinin
food containing mint oil, and a food additive regulation under Section 409
of the Federal Food, Drug, and Cosmetic Act is not necessary.



Environmental
Assessment

EPA has assessed the dietary risk posed by trifluralin. The
Anticipated Residue Concentration (ARC) for the overall U.S. population
represents 1% of the Reference Dose (RfD), or amount believed not to
cause adverse effects if consumed daily over a 70-year lifetime. The most
highly exposed subgroup, non-nursing infants less than one year old, has an
ARC which represents 2% of the RfD. Thislow fraction of the allowable
RfD is considered to be an acceptable dietary exposure risk.

Occupational and Residential Exposure

Based on current use patterns, handlers (mixers, loaders, and
applicators) may be exposed to trifluralin during and after applicationsin
agricultural and other use sites. The occupational/residential cancer
exposure risk assessment for all usesindicates alevel of risk that does not
exceed 10 for occupational handlers or 10 for residential handlers, levels
considered reasonable by the Agency.

Human Risk Assessment

Trifluralin generally is of low acute toxicity, but has been classified as
a Group C, possible human carcinogen. Many food crop uses are
registered, however, dietary exposure to trifluralin residuesin food is at a
low level, asisthe cancer risk posed to the general population.

Of greater concern is the carcinogenicity risk posed to trifluralin
handlers, particularly mixers/loaders/applicators, and field workers who
come into contact with treated areas. Exposure and risk to workers will be
mitigated by the use of Personal Protective Equipment required by the
Worker Protection Standard, including coveralls, chemical-resistant gloves,
shoes, and socks. Post-application reentry workers will be required to
observe a 12-hour Restricted Entry Interval.

Environmental Fate

Trifluralin is moderately persistent and non-mobile in a microbially
active soil environment. In general, high persistence and high mobility
promote movement into ground water. Because annual average surface
water concentrations are not likely to exceed the lifetime health advisory
level (2 ug/L) and peak/short term averages are not likely to exceed 1 day
and 10 day health advisory levels, exposure/risk from trifluralin in drinking
water is expected to be minimal. Although trifluralin has no direct aquatic
applications, contamination of surface water may occur by spray drift and
under some circumstances, runoff.

Ecological Effects

Trifluralin is practically non-toxic to birds and mammals on an acute
basis. It does not pose acute risks of concern to terrestrial vertebrates,
except to those which are endangered species. Also, two of four laboratory
bird studies indicate chronic risk, as evidenced by egg shell cracking.



Additional Data
Required

Product Labeling
Changes

Required

Regulatory
Conclusion

For aguatic animals (fish and invertebrates), trifluralin is considered
moderately to highly toxic, and poses acute toxicity risks of concern to
endangered species. In addition, laboratory and field studies suggest
exposure-related abnormalities in vertebral development, at concentrations
below those where acute effects are anticipated. Also, this assessment is
based on trifluralin dissolved in the water column and does not take into
account trifluralin adsorbed to sediment. Trifluralin adsorbed to sediment
may pose arisk for fish species that forage by feeding from sediment,
particularly since it has a moderate tendency to bioaccumulate. EPA will
explore the need for further monitoring efforts or additional analyses with
the registrants of technical trifluralin in order to obtain more refined
characterization of the risk to fish.

While semi-aquatic plants exceed the "high risk" level of concern,
EPA does not note concerns for effects on aquatic plants resulting from use
of trifluralin. To control adverse effects resulting from aerial application of
trifluralin, the Agency will require a spray drift advisory as precautionary
labeling.

EPA isrequiring the following additional generic studies for
trifluralin to confirm its regulatory assessments and conclusions:
nitrosamine analysis data and peppermint oil and spearmint oil processing
data. Residue chemistry data are also required for nongrass
forage/fodder/straw/hay and dill uses because the Agency does not have
enough information at this time to make an eligibility decision for trifluralin
products labeled for those uses.

The Agency also is requiring product-specific data including product
chemistry and acute toxicity studies, revised Confidential Statements of
Formula (CSFs), and revised labeling for reregistration.

All trifluralin end-use products must comply with EPA's pesticide
product labeling requirements. A 12-hour restricted-entry interval (REI) is
required for uses within the scope of the WPS on all trifluralin end-use
products. Early-entry personal protective equipment (PPE) required for
occupational uses within the scope of the WPS include coveralls, chemical-
resistant gloves and socks plus shoes. Aquatic impact labeling is required
for al trifluralin end-use products. For al trifluralin products that can be
applied aerially, special spray drift prevention language is required.

The use of currently registered products containing trifluralinin
accordance with approved labeling will not pose unreasonable risks or
adverse effects to humans or the environment. EPA has determined that
products containing trifluralin are eligible for reregistration except products
labeled for use on nongrass forage/fodder/straw/hay and dill. EPA does
not have enough information at this time to make an eligibility decision for
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For More
Information

trifluralin products labeled for those uses. The Agency isrequiring
additional datain order to develop a more complete data base regarding
these uses of trifluralin.

Before reregistering any trifluralin product, the Agency will review
product specific data, Confidential Statements of Formula and revised
labeling imposed by the RED. Once thisinformation is accepted, the
Agency will reregister trifluralin products bearing only eligible uses. After
the Agency receives the data necessary to make a reregistration eligibility
decision on nongrass forage/fodder/straw/hay and dill and the data show
that these uses will not cause unreasonable adverse effects, the Agency will
reregister products bearing these uses. Products which contain active
ingredients in addition to trifluralin will be reregistered when all of their
other active ingredients also are eligible for reregistration.

EPA isrequesting public comments on the Reregistration Eligibility
Decision (RED) document for trifluralin 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.

Electronic copies of the RED and this fact sheet can be downloaded
from the Pesticide Special Review and Reregistration Information System
at 703-308-7224. They aso are available on the Internet on EPA's gopher
server, GOPHER.EPA.GOV, or using ftp on FTP.EPA.GOV, or using
WWW (World Wide Web) on WWW.EPA.GOV.

Printed copies of the RED and fact sheet can be obtained from EPA's
National Center for Environmental Publications and Information
(EPA/NCEPI), PO Box 42419, Cincinnati, OH 45242-0419, telephone
513-489-8190, fax 513-489-8695.

Following the comment period, the trifluralin RED document also
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 trifluralin RED, or reregistration of individual products containing
trifluralin, 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 9:30 am and 7:30 pm Eastern Standard
Time, Monday through Friday.







persistent under aerobic conditions in soil, degrades relatively rapidly (tv2 <
four weeks) under anaerobic conditions and is very immobile in the vast
majority of agricultural soils. The leaching potential of trifluralin appears to be
very low compared to other pesticides that are common ground water
contaminants.

Relatively few data are available on the environmental fate of trifluralin
degradates. If the Agency determines at some point that any degradation
products are of toxicological concern, then additional data on the ground water
contamination potential of trifluralin degradates may be needed.

b. Surface Water

Trifluralin is not currently regulated under the Safe Drinking Water Act.
Therefore no maximum contaminant level (MCL) has been established and
water supply systems are not required to sample and analyze for the chemical.
It has alifetime water health advisory level of 5 ug/L. The 1 day and the 10
day advisory levels are 80 pg/L. The limited data available to the Agency on
trifluralin in surface water, as well as presumably conservative computer
estimated EECs (Section C.2) suggests that it is probably unlikely that the
annual average concentrations of trifluralin will exceed the lifetime health
advisory or that peak or short term average concentrations will exceed the 1
day or 10 day health advisory in the actual surface water sources for drinking
water. Furthermore, most drinking water supply systems that use surface water
use primary treatment processes likely to be effective in removing trifluralin,
because of the relatively high soil/water partitioning of the chemical. No
surface water advisory is required.

7. Endangered Species Statement

The Agency has concerns about the exposure of threatened and endangered
plant and animal speciesto trifluralin as discussed above in the science assessment
chapter. The endangered species LOCs have been slightly exceeded for birds,
mammals, and semi-aquatic and aquatic plants. Although the LOCs have not been
exceeded for endangered freshwater and marine or estuarine fish, these species may be
adversely affected based on laboratory and field studies which revealed vertebral
dysplasia after exposure to very low levels of trifluralin.

Currently, the Agency is developing a program ("The Endangered Species
Protection Program”) to identify all pesticides whose use may cause adverse impacts
on endangered and threatened species and to implement mitigation measures that will
eliminate the adverse impacts. The program would require use modifications or a
generic product label statement, requiring users to consult county-specific bulletins.
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These bulletins would provide information about specific use restrictions to protect
endangered and threatened species in the county. Consultations with the Fish and
Wildlife Service will be necessary to assess risks to newly listed species or from
proposed new uses.

The Agency plans to publish a description of the Endangered Species Program
in the Federal Register in the near future. Because the Agency is taking this approach
for protecting endangered and threatened species, it is not imposing label
modifications at this time through the RED. Rather, any requirements for product use
modifications will occur in the future under the Endangered Species Protection
Program.

8. Aquatic Impact Labeling

Dueto trifluralin's toxicity to fish, aquatic invertebrates and estuarine/marine
organisms, the Agency is requiring aquatic impact labeling on all trifluralin end-use
products. For specific language, refer to Section V. of this document.

9. Occupational/Residential Labeling Rationale/Risk Mitigation
a. Uses Within the Scope of the Worker Protection Standard

The 1992 Worker Protection Standard for Agricultural Pesticides (WPS)
established certain worker-protection requirements (personal protective
equipment, restricted entry intervals, etc.) to be specified on the labels of all
products that contain uses within the scope of the WPS. Uses within the scope
of the WPS include all commercial (non-homeowner) and research uses on
farms, forests, nurseries, and greenhouses to produce agricultural plants
(including food, feed, and fiber plants, trees, turf grass, flowers, shrubs,
ornamentals, and seedlings). Uses within scope include not only uses on
plants, but also uses on the soil or planting medium that the plants are (or will
be) grown in.

To the Agency's knowledge, some of the currently registered uses of
trifluralin are within the scope of the Worker Protection Standard for
Agricultural Pesticides (WPS) and some uses are outside the scope of the WPS.
Those that are outside the scope of the WPS include use:

. on plants grown for other than commercial or research purposes, which

may include plants in habitations, home fruit and vegetable gardens, and
home greenhouses,
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. on plants that are in ornamental gardens, parks, golf courses, and public
or private lawns and grounds and that are intended only for decorative
or environmental benefit. (However, pesticides used on sod farms ARE
covered by the WPS).

b. Compliance with the Worker Protection Standard (WPS)

Any product whose labeling reasonably permits use in the production of
an agricultural plant on any farm, forest, nursery, or greenhouse must comply
with the labeling requirements of 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, which reflect the requirements of
EPA' slabeling regulations for worker protection statements (40 CFR part 156,
subpart K). These labeling revisions are necessary to implement the Worker
Protection Standard for Agricultural Pesticides (40 CFR part 170) and must be
completed in accordance with, and within the deadlines specified in, PR
Notices 93-7 and 93-11. Unless otherwise specifically directed in this RED, all
statements required by PR Notices 93-7 and 93-11 are to be on the product
label exactly asinstructed in those notices.

After April 21, 1994, except as otherwise provided in PR Notices 93-7
and 93-11, all products within the scope of those notices must bear WPS PR
Notice complying labeling when they are distributed or sold by the primary
registrant or any supplementally registered distributor.

After October 23, 1995, except as otherwise provided in PR Notices
93-7 and 93-11, all products within the scope of those notices must bear WPS
PR Notice complying labeling when they are distributed or sold by any person.

The labels and labeling of all products must comply with EPA's current
regulations and requirements as specified in 40 CFR 8156.10 and other
applicable notices.

C. Personal Protective Equipment (PPE) for Handlers (Mixer/Loaders
and Applicators, WPS, Non-WPS, and Homeowner s)

For each end-use product, PPE requirements for pesticide handlers will
be set during reregistration in one of two ways:

1. If the Agency has no special concerns about the acute or other adverse

effects of an active ingredient, the PPE for pesticide handlers will be
established based on the acute toxicity of the end-use product. For
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occupational-use products, PPE will be established using the process
described in PR Notice 93-7 or more recent Agency guidelines.

2. If the Agency has special concerns about an active ingredient due to
very high acute toxicity or to certain other adverse effects, such as
allergic effects, cancer, developmental toxicity, or reproductive effects:

. In the RED for that active ingredient, the Agency may establish
minimum or "baseline” handler PPE requirements that pertain to
all or most occupational end-use products containing that active
ingredient.

. These minimum PPE requirements must be compared with the
PPE that would be designated on the basis of the acute toxicity
of each end-use product.

. The more stringent choice for each type of PPE (i.e., bodywear,
hand protection, footwear, eyewear, etc.) must be placed on the
label of the end-use product.

Trifluralin risks (cancer) are low enough that the Agency believes that
the establishment of active-ingredient-based handler PPE requirements is not
warranted. The Agency notes that the only data available for assessing
exposure for granular 6 and 8-row-planter equipment were studies in which the
applicator was inside an enclosed cab and wearing coveralls over long-sleeved
shirt and long pants and chemical-resistant gloves. However, since the risk
values are quite low (8.0 X 10 for private applicators and 8.0 X 10 for
commercial applicators) for this exposure scenario and no other exposure
scenario for trifluralin presents unacceptable risk, the Agency has determined
that no active ingredient based PPE should be required for handlers using
granular-8-row-planter equipment or for any other trifluralin handlers.

d. Post-Application Restrictions

Restricted Entry Interval (REI): Under the Worker Protection Standard
(WPS), interim restricted entry intervals (REI) for all uses within the scope of
the WPS are based on the acute toxicity of the active ingredient. The toxicity
categories of the active ingredient for acute dermal toxicity, eye irritation
potential, and skin irritation potential are used to determine the interim WPS
REI. If one or more of the three acute toxicity effects are in toxicity category I,
the interim WPS REI is established at 48 hours. If none of the acute toxicity
effects are in category I, but one or more of the three is classified as category
I1, the interim WPS REI is established at 24 hours. If none of the three acute
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toxicity effects arein category | or Il, the interim WPS REI is established at 12
hours. A 48-hour REI isincreased to 72 hours when an organophosphate
pesticide is applied outdoorsin arid areas. In addition, the WPS specifically
retains two types of REI's established by the Agency prior to the promulgation
of the WPS: (1) product-specific REI's established on the basis of adequate
data, and (2) interim REI's that are longer than those that would be established
under the WPS.

For occupational end-use products containing trifluralin as an active
ingredient, the Agency is requiring that the current WPS-established 12-hour
restricted-entry interval (REI) for each use of the product that is within the
scope of the WPS be maintained. The basis for this recommendation is that
trifluralin is categorized as toxicity category |11 for acute dermal toxicity,
category |11 for eye irritation potential, and category 1V for dermal irritation.
However, since trifluralin is classified as a category C carcinogen, the Agency
has determined that the minimum acceptable REI is 12 hours.

Early Entry Personal Protective Equipment (PPE): The Agency has
determined that potential for exposure exists for persons entering treated sites
after application is complete, such as re-entering treated turf areas (e.g.,
residential lawns, recreational areas, and sod farms), treated ornamental sites
(especially nursery sites), and treated established food/feed/fiber crop areas
(such as tree fruits/nuts, grapes, and brambles). The WPS establishes very
specific restrictions on entry by workers to areas that remain under a restricted-
entry interval if the entry involves contact with treated surfaces. Among those
restrictions is a prohibition of routine entry to perform hand labor tasks and the
requirement that personal protective equipment be worn. Personal protective
equipment requirements for persons who must enter areas that remain under a
restricted-entry interval are based on the toxicity concerns about the active
ingredient. The requirements are set in one of two ways.

1. If the Agency has no special concerns about the acute or other adverse
effects of an active ingredient, it establishes the early-entry PPE
requirements based on the acute dermal toxicity, skin irritation potential,
and eye irritation potential of the active ingredient.

2. If the Agency has special concerns about an active ingredient due to
very high acute toxicity or to certain other adverse effects, such as
allergic effects, cancer, developmental toxicity, or reproductive effects,
it may establish early-entry PPE requirements that are more stringent
than would be established otherwise.
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10.

. In the RED for that active ingredient, the Agency may establish
minimum or "baseline” handler PPE requirements that pertain to
all or most occupational end-use products containing that active
ingredient.

. These minimum PPE requirements must be compared with the
PPE that would be designated on the basis of the acute toxicity
of each end-use product.

. The more stringent choice for each type of PPE (i.e., bodywear,
hand protection, footwear, eyewear, etc.) must be placed on the
label of the end-use product.

Sincetrifluralinis classified as category 1V for acute dermal toxicity
and as category |11 for eyeirritation potential and 1V for dermal irritation, and
the Agency has no concerns with regard to occupational exposure that warrant
the establishment of active ingredient based PPE, the PPE required for early
entry is the minimum post-application early entry PPE required under the WPS:
coveralls, chemical-resistant gloves, shoes, and socks.

Entry Restrictions for Occupational-Use Products (Non-WPS Uses): The
Agency is establishing entry restrictions for all non-WPS occupational uses of
trifluralin liquid and granular end-use products. These requirements are
specified in Section V.

Entry Restrictions for Home-Use Products: The Agency isrequiring that
home-use liquid and granular products carry the label statements specified in
Section V.

Other L abeling Requirements: The Agency is requiring other labeling
requirements pertaining to occupational and residential exposures. These
requirements are specified in Section V.

Other Regulatory Restrictions

The Agency is concerned about trifluralin Special Local Needs (SLN)

registrations for the uses of trifluralin on clover and bermudagrass grown for seed
production only. These uses are eligible for reregistration provided that the
registrant/state lead agencies either 1) reach an agreement within 6 months of the date
of receipt of this RED which provides for adequate legal/regulatory mechanisms to
prevent feed uses of the seed crop(s) and forages, hays, straws from the seed crops or
2) provide aformal commitment to generate residue data depicting residues of
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trifluralin in/on clover forage and hay and bermudagrass forage and hay. See Section

V.2.d.

V. ACTIONSREQUIRED OF REGISTRANTS

This section specifies the data requirements and responses necessary for the reregistration of
both manufacturing-use and end-use products.

A. Manufacturing-Use Products

1. Additional Generic Data Requirements

The generic data base supporting the reregistration of trifluralin for the above
eligible uses has been reviewed and determined to be substantially complete.
However, additional confirmatory data are needed to fulfill the requirements listed
below. Some of these requirements were levied in the trifluralin Registration Standard
and in previously issued Data Call-In Notices. Only the data requirements that have
not been previously levied by the Agency will be included in the generic Data Call-In
Notice (DCI) includes as an attachment to this RED document.

62-1
123-1a
132-1a
133-3
231
232
163-2
171-4e

b T . . .

171-4k
171-4k
171-4k
171-4k

*  F X F

*

171-4k
* 171-4k
* 171-4l

Preliminary Analysis for Nitrosamine

Seed Germination/Seedling Emergence

Foliar Residue Dissipation**

Dermal Exposure Upon Reentry**

Dermal Exposure from Mixing/L oading/Applying**
Inhalation Exposure from Mixing/L oading/Applying**

Lab Volatility

Storage Stability (field trial dataon (i) barley or wheat forage,
hay and straw; (ii) carrots; and (iii) grapes)

Corn, Field, Forage, Fodder, and Silage (method validation data)
Alfalfa, Forage and Hay

Cotton Gin Byproducts

Rape Forage (Alternatively, the Agency would translate
sunflower forage data, if available, to rape forage)

Dill

Non-Grass Forage/Fodder/Straw/Hay

Peppermint/Spearmint Processing

** | evied in the March, 1995 turf DCI
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2. L abeling Requirements for Manufacturing-Use Products

To remain in compliance with FIFRA, manufacturing-use (MP) product
labeling must be revised to comply with all current Agency regulations, PR Notices
and applicable policies. The MP labeling must bear the following statement under
Directions for Use:

"Only for formulation into a herbicide for the following use(s):

(fill blank only with those uses that are being supported by MP registrant).”

An MP registrant may, at his/her discretion, add one of the following
statements to an MP label under "Directions for Use" to permit the reformulation of
the product for a specific use or all additional uses supported by aformulator or user

group:

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

(b) "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 the support of such use(s)."

End-Use Products
1. Additional Product-Specific 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 eligibility has
been made. The product specific data requirements are listed in Appendix G, the
Product Specific Data Call-In Notice.

Registrants must review previous data submissions to ensure that they meet
current EPA acceptance criteria (Appendix F; Attachment E) and if not, commit to
conduct new studies. If aregistrant believes that previously submitted data meet
current testing standards, then study MRID numbers should be cited according to the
instructions in the Requirement Status and Registrants Response Form provided for
each product.
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L abeling Requirements for End-Use Products

a.

Personal Protective Equipment (PPE)/Engineering Control
Requirementsfor Pesticide Handlers (Mixers/L oaders and
Applicators)

For sole-active-ingredient end-use products that contain trifluralin, the

product labeling must be revised to adopt the handler PPE/engineering control
requirements set forth in this section. Any conflicting PPE requirements on the
current labeling must be removed.

For multiple-active-ingredient end-use products that contain trifluralin,

the handler PPE/engineering control requirements set forth in this section must
be compared to the requirements on the current labeling and the more
protective must be retained. For guidance on which requirements are
considered more protective, see PR Notice 93-7.

(1) Products Intended Primarily for Occupational Use (WPS
and Non-WPS)

Minimum (Baseline) PPE/Engineering Control Requirements. The
Agency is not establishing active-ingredient-based minimum (baseline)
PPE/engineering control requirements for trifluralin end-use products
that are intended primarily for occupational use.

Determining PPE Requirementsfor End-use Product L abels: Any
necessary PPE for each trifluralin occupational end-use product will be
established on the basis of the end-use product's acute toxicity
category.

Placement in L abeling: The personal protective equipment
requirements must be placed on the end-use product labeling in the
location specified in PR Notice 93-7, and the format and language of the
PPE requirements must be the same as is specified in PR Notice 93-7.

2 Products Intended Primarily for Homeowner Use

Minimum (Baseline) PPE/Engineering Control Requirements. EPA
is not establishing active-ingredient-based minimum (baseline) handler
PPE for trifluralin end-use products that are intended primarily for
homeowner use.
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Determining PPE Requirementsfor End-Use Product L abels: Any
necessary PPE for each trifluralin end-use product intended primarily
for homeowner use will be established on the basis of the end-use
product's acute toxicity category.

Placement in L abeling: The personal protective equipment
requirements must be placed on the end-use product |abeling
immediately following the precautionary statements in the labeling
section "Hazards to Humans (and domestic animals).”

b. Entry Restrictions

For sole-active-ingredient end-use products that contain trifluralin the
product labeling must be revised to adopt the entry restrictions set forth in this
section. Any conflicting entry restrictions on the current labeling must be
removed.

For multiple-active-ingredient end-use products that contain trifluralin
the entry restrictions set forth in this section must be compared to the entry
restrictions on the current labeling and the more protective must be retained. A
specific time period in hours or days is considered more protective than "sprays
have dried" or "dusts have settled.”

(1) Products Intended Primarily for Occupational Use (WPS
Uses)

Restricted-entry interval: A 12-hour restricted-entry interval (REI)
isrequired for uses within the scope of the WPS on all trifluralin end-
use products.

(Registrant, place the following statement on the labeling, if some WPS
uses may be soil-incorporated:)

"Exception: if the product is soil-injected or soil-incorporated, the
Worker Protection Standard, under certain circumstances, allows
workers to enter the treated area if there will be no contact with
anything that has been treated.”

Early-Entry Personal Protective Equipment (PPE): The PPE
required for early entry is:

* Coveradlls
* Chemical-resistant gloves
* Socks plus shoes
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Placement in Labeling: The REI must be inserted into the
standardized REI statement required by Supplement Three of PR Notice
93-7.

The PPE required for early entry must be inserted into the
standardized early-entry PPE statement required by Supplement Three
of PR Notice 93-7.

(2 Products Intended Primarily for Occupational Use (Non-
WPS Uses)

Entry Restrictions:. The Agency is establishing the following entry
restrictions for non-WPS occupational uses of trifluralin end-use
products:

For liquid applications:

"Do not enter or allow others to enter the treated area until sprays
have dried."

For granular applications:

"Do not enter or allow others to enter the treated area until dusts
have settled. If soil incorporation is required after the
application, do not enter or allow others to enter the treated area
(except those persons involved in the incorporation) until the
incorporation is complete. If the incorporation is accomplished
by watering-in, do not enter or allow others to enter the treated
area until the surface is dry after the watering-in."

Placement in Labeling: If WPS uses are also on the label, follow the
instructions in PR Notice 93-7 for establishing a Non-Agricultural Use
Requirements box, and place the appropriate nonWPS entry restrictions
in that box.

If no WPS uses are on the label, place the appropriate non-
WPS entry restrictions in the Directions for Use, under the heading
"Entry Restrictions.”

3) Products Intended Primarily for Homeowner Use

Entry Restrictions:. The Agency is establishing the following entry
restrictions for all homeowner uses of trifluralin end-use products:
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For liquid applications:

"Do not allow people or pets to enter the treated area until sprays
have dried."

For dry applications:

"Do not allow people or pets to enter the treated area until dusts
have settled. If watering-in is required after the application, do
not enter or allow othersto enter the treated areas (except those
involved in the watering) until the watering-in is complete and
the surfaceisdry."

Placement in L abeling: Place the appropriate entry restrictionsin the
Directions for Use, under the heading "Entry Restrictions.”

Other Labeling Requirements
(D) ProductsIntended Primarily for Occupational Use

The Agency is requiring the following labeling statements to be
located on all end-use products containing trifluralin that are intended
primarily for occupational use.

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.”

Engineering Controls:

"When handlers use closed systems, enclosed cabs, or aircraft 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 Requirements: (Registrant, place the following statements
on the labeling ONLY if coveralls are required for pesticide handlers:)
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"Discard clothing or other absorbent materials that have been
drenched or heavily contaminated with this product's
concentrate. Do not reuse them."

(Registrant, place the following statements on all labeling of
end-use products intended primarily for occupational use:)

"Follow manufacturer's instructions for cleaning/ maintaining
PPE. If no such instructions for washables, use detergent and hot
water. Keep and wash PPE separately from other laundry."

User Safety Recommendations:

"Users should wash hands before eating, drinking, chewing gum,
using tobacco, or using the toilet."

"Users should remove clothing immediately if pesticide gets
inside. Then wash thoroughly and put on clean clothing."

"Users should remove PPE immediately after handling this
product. Wash the outside of gloves before removing. As soon as
possible, wash thoroughly and change into clean clothing.”

Skin Sensitizer Statement:

"This product may cause skin sensitization reactions in some
people.”

(2 Products Intended Primarily for Home Use

Application Restrictions:
"Do not apply this product in away that will contact any person
or pet, either directly or through drift. Keep people and pets out
of the area during application.”

User Safety Recommendations:

"Users should wash hands before eating, drinking, chewing gum,
using tobacco, or using the toilet."

"Users should remove clothing immediately if pesticide gets
inside. Then wash thoroughly and put on clean clothing."
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d. Aquatic Impact Labeling
The following label statement is required on all end-use products:

"This pesticide is extremely toxic to freshwater marine, and estuarine
fish and aguatic invertebrates including shrimp and oyster. Do not
apply in amanner which will directly expose canals, lakes, streams,
ponds, marshes or estuaries to aerial drift. Do not contaminate water
when disposing of equipment washwaters."

For non-homeowner products. "Do not apply directly to water, or to
areas where surface water is present or to intertidal areas below the
mean high water mark."

For homeowner products: "Do not apply directly to water."
e Spray Drift Labeling

The following language must be placed on each product label that can
be applied aerially:

"Avoiding spray drift at the application site is the responsibility of the
applicator. The interaction of many equipment-and-weather-rel ated
factors determine the potential for spray drift. The applicator and the
grower are responsible for considering all these factors when making
decisions.

The following drift management requirements must be followed to
avoid off-target drift movement from aerial applications to agricultural field
crops. These requirements do not apply to forestry applications, public health
uses or to applications 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 always point backward parallel with the air stream and
never be pointed downwards more than 45 degrees.

Where states have more stringent regulations, they should be observed.

The applicator should be familiar with and take into account the
information covered in the Aerial Drift Reduction Advisory Information.
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The following aerial drift reduction advisory information must be contained in
the product labeling: [This section is advisory in nature and does not supersede
the mandatory label requirements.]

Information on Droplet Size

The most effective way to reduce drift potential 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 applications are made improperly, or
under unfavorable environmental conditions (see Wind, Temperature and
Humidity, and Temperature Inversions).

Controlling Droplet Size

° Volume - Use high flow rate nozzles to apply the highest practical spray
volume. Nozzleswith higher rated flows produce larger droplets.

° 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
nozzles instead of increasing pressure.

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

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

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

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.
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Application Height

Applications should not be made at a height greater than 10 feet above the top
of the largest plants unless a greater height is required for aircraft safety.
Making applications at the lowest height that is safe reduces exposure of
droplets to evaporation and wind.

Swath Adjustment

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 path of the
aircraft upwind. Swath adjustment distance should increase, with increasing
drift potential (higher wind, smaller drops, etc.).

Wind

Drift potential is lowest between wind speeds of 2-10 mph. However, many
factors, including droplet size and equipment type determine drift potential at
any given speed. Application should be avoided below 2 mph due to variable
wind direction and high inversion potential. NOTE: Local terrain can
influence wind patterns. Every applicator should be familiar with local wind
patterns and how they affect spray drift.

Temperature and Humidity

When making applications in 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.

Temperature Inversions

Applications should not occur during atemperature inversion because drift
potential is high. Temperature inversions restrict vertical air mixing, which
causes small suspended droplets to remain in a concentrated cloud. This cloud
can move in unpredictable directions due to the light variable winds common
during inversions. Temperature inversions are characterized by increasing
temperatures with altitude 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 be indicated by ground fog; however, if
fog is not present, inversions can aso be identified by the movement of smoke
from a ground source or an aircraft smoke generator. Smoke that layers and
moves laterally in a concentrated cloud (under low wind conditions) indicates
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an inversion, while smoke that moves upward and rapidly dissipates indicates
good vertical air mixing.

Sensitive Areas

The pesticide should only be applied when the potential for drift to adjacent
sensitive areas (e.g. residential areas, bodies of water, known habitat for
threatened or endangered species, non-target crops) is minimal (e.g. when wind
is blowing away from the sensitive areas).

3. Other Regulatory Requirements

In order for the Agency to consider trifluralin Special Local Needs registrations
uses on clover and bermudagrass grown for seed production only eligible for
reregistration, the registrant/state lead agencies must either 1) reach an agreement
within 6 months of the date of receipt of this RED which provides for adequate
legal/regulatory mechanisms to prevent feed uses of the seed crop(s) and forages,
hays, straws from the seed crop(s) or 2) provide aformal commitment to generate data
to support these uses.

C. Existing Stocks

Registrants may generally distribute and sell products bearing old labels/labeling for
26 months from the date of the issuance of this Reregistration Eligibility Decision (RED).
Persons other than the registrant may generally distribute or sell such products for 50
months from the date of the issuance of this 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, Volume 56, No. 123, June 26, 1991.

The Agency has determined that registrants may distribute and sell trifluralin products
bearing old labels/labeling for 26 months from the date of issuance of this RED. Persons
other than the registrant may distribute or sell such products for 50 months from the date of
the issuance of this RED. Registrants and persons other than registrants remain obligated to
meet pre-existing Agency imposed label changes and existing stocks requirements
applicable to products they sell or distribute.
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APPENDIX A.Table for Use Patterns Subject to Reregistration

Appendix A is approximately 600 pageslong and is not being included. Copies of Appendix A are available upon request per the instructionsin Appendix D.
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GUIDE TO APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for active ingredients within
the case trifluralin covered by this Reregistration Eligibility Decision Document. It contains generic data
requirements that apply to trifluralin in all products, including data requirements for which a"typical formulation"”
is the test substance.

The data table is organized in the following format:

1. Data Requirement (Column 1). The data requirements are listed in the order in which they appear in 40 CFR
Part 158. the reference numbers accompanying each test refer to the test protocols set in the Pesticide Assessment
Guidelines, which are available from the National Technical Information Service, 5285 Port Royal 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:

Terrestrial food

Terrestrial feed

Terrestrial non-food
Aquatic food

Aquatic non-food outdoor
Aquatic non-food industrial
Aquatic non-food residential
Greenhouse food
Greenhouse non-food
Forestry

Residential

Indoor food

Indoor non-food

Indoor medical

Indoor residential

oOZZIrxX«e—IToOmmoOm>

3. Bibliographic citation (Column 3). If the Agency has acceptable data in itsfiles, this column lists the
identifying number of each study. Thisnormally isthe Master Record Identification (MRID) number, but may be a
"GS" number if no MRID number has been assigned. Refer to the Bibliography appendix for a complete citation of
the study.
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APPENDIX B

Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY Agan Chemical Manufacturers, Ltd. 98% T (11603-13)
61-1 Chemical Identity ALL 40454701; Additional data arerequired
61-2a Start. Mat. & Mnfg. Process ALL 40454701
61-2b Formation of Impurities ALL 40454701, 43032201; Additional data are
required
62-1 Preliminary Analysis ALL 40454701, 43079901; Additional data are
required
62-2 Certification of Limits ALL 40454701; Additional data arerequired
62-3 Analytical Method ALL 40454701, 40692701, 42922501
Additional data arerequired
63-2 Color ALL 40454701
63-3 Physical State ALL 40454701
63-4 Odor ALL 40454701
63-5 M elting Point ALL 40454701
63-6 Boiling Point N/A - Solid at room temperature
63-7 Density ALL 40454701
63-8 Solubility ALL 40454701
63-9 Vapor Pressure ALL 40454701
63-10 Dissociation Constant ALL 42922502
63-11 Octanol/Water Partition ALL 40454701
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
63-12 pH ALL 40454701
63-13 Stability ALL 40454701, 42922503
63-14 Oxidizing/Reducing Action ALL 42922504
63-15 Flammability N/A - Solid at room temperature
63-16 Explodability ALL 42922505
63-17 Storage stability ALL Additional data arerequired
63-18 Viscosity N/A - Solid at room temperature
63-19 Miscibility N/A - Solid at room temperature
63-20 Corrosion characteristics ALL 42922506
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY Drexel 96% T (19713-384)

61-1 Chemical Identity ALL Data Gap
61-2a Start. Mat. & Mnfg. Process ALL Data Gap
61-2b Formation of Impurities ALL Data Gap
62-1 Preliminary Analysis ALL Data Gap
62-2 Certification of Limits ALL Data Gap
62-3 Analytical Method ALL Data Gap
63-2 Color ALL Data Gap
63-3 Physical State ALL Data Gap
63-4 Odor ALL Data Gap
63-5 M elting Point ALL Data Gap
63-6 Boiling Point N/A - Solid at room temperature
63-7 Density ALL Data Gap
63-8 Solubility ALL Data Gap
63-9 Vapor Pressure ALL Data Gap
63-10 Dissociation Constant ALL Data Gap
63-11 Octanol/Water Partition ALL Data Gap
63-12 pH ALL Data Gap
63-13 Stability ALL Data Gap
63-14 Oxidizing/Reducing Action ALL Data Gap
63-15 Flammability N/A - Solid at room temperature
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
63-16 Explodability ALL Data Gap
63-17 Stor age stability ALL Data Gap
63-18 Viscosity ALL Data Gap
63-19 Miscibility ALL Data Gap
63-20 Corrosion characteristics ALL Data Gap
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY Industria Prodotti Chimici S.P.A (1.Pi.Ci.) 96.3% T (33660-3)

61-1 Chemical Identity ALL 40743901, 43233001, 43614001
61-2a Starting M aterials & ALL 40743901, 43233001, 43614001

Manufacturing Process

61-2b Formation of Impurities ALL 40743901, 43233001
62-1 Preliminary Analysis ALL 40743902, 43233001
62-2 Certification of limits ALL 40743902, 43233001, 43614001
62-3 Analytical Method ALL 40743902, 43233001, 43614001
63-2 Color ALL 40446902
63-3 Physical State ALL 40446902
63-4 Odor ALL 40446902
63-5 M elting Point ALL 40446902
63-6 Boiling Point N/A - Solid at room temperature
63-7 Density ALL 40446902
63-8 Solubility ALL 40446902
63-9 Vapor Pressure ALL 40446902
63-10 Dissociation Constant ALL 40446902
63-11 Octanol/Water Partition ALL 40446902
63-12 pH ALL 40446902
63-13 Stability ALL 40446902
63-14 Oxidizing/Reducing Action ALL 40446902
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT

USE PATTERN CITATION(S)

63-15
63-16
63-17
63-18
63-19
63-20

Flammability
Explodability
Stor age stability
Viscosity
Miscibility

Corrosion characteristics

N/A - Solid at room temperature
ALL 40446902
ALL 40446902, 40834701
N/A - Solid at room temperature
N/A - Solid at room temperature
ALL 40446902, 40446902
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY Albaugh 95.6% T (42750-30)

61-1 Chemical Identity ALL Data Gap
61-2a Starting Materials & ALL Data Gap

Manufacturing Process

61-2b Formation of Impurities ALL Data Gap
62-1 Preliminary Analysis ALL Data Gap
62-2 Certification of limits ALL Data Gap
62-3 Analytical Method ALL Data Gap
63-2 Color ALL Data Gap
63-3 Physical State ALL Data Gap
63-4 Odor ALL Data Gap
63-5 M elting Point ALL Data Gap
63-6 Boiling Point N/A - Solid at room temperature
63-7 Density ALL Data Gap
63-8 Solubility ALL Data Gap
63-9 Vapor Pressure ALL Data Gap
63-10 Dissociation Constant ALL Data Gap
63-11 Octanol/Water Partition ALL Data Gap
63-12 pH ALL Data Gap
63-13 Stability ALL Data Gap
63-14 Oxidizing/Reducing Action ALL Data Gap
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
63-15 Flammability ALL Data Gap
63-16 Explodability ALL Data Gap
63-17 Stor age stability ALL Data Gap
63-18 Viscosity ALL Data Gap
63-19 Miscibility ALL Data Gap
63-20 Corrosion characteristics ALL
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY DowElanco 96.3% (62719-99)
61-1 Chemical Identity ALL 40453302, 41241301, 43186901
61-2a Starting M aterials & ALL 40453302, IN REVIEW
Manufacturing Process
61-2b Formation of Impurities ALL 40453302, IN REVIEW
62-1 Preliminary Analysis ALL 40674702, 40674703; Additional data are
required
62-2 Certification of limits ALL 40453301, 41241301, 43186901
Additional data are required
62-3 Analytical M ethod ALL 40674704, 43186901; Additional data are
required
63-2 Color ALL 40453303, 40453401
63-3 Physical State ALL 40453303, 40453401
63-4 Odor ALL 40453303, 40453401
63-5 M elting Point ALL 40453401
63-6 Boiling Point N/A - Solid at room temperature
63-7 Density ALL 40453303, 40453401, 40453402
63-8 Solubility ALL 40453401, 40453403; Additional data are
required
63-9 Vapor Pressure ALL 40453401, 40453404
63-10 Dissociation Constant ALL 40453401
63-11 Octanol/Water Partition ALL 40453401
63-12 pH ALL 40453303, 40453401
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
63-13 Stability ALL 40453401
63-14 Oxidizing/Reducing Action ALL 40453303, 40453401
63-15 Flammability N/A - Solid at room temperature
63-16 Explodability ALL 40453303, 40453401
63-17 Stor age stability ALL 41792901
63-18 Viscosity N/A - Product is a solid at room temperature
63-19 Miscibility N/A - Product is a solid at room temperature
63-20 Corrosion characteristics ALL 41792901

104



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT

USE PATTERN

CITATION(S)

PRODUCT CHEMISTRY DowElanco 50.8% FI (62719-172)

61-1

61-2a

61-2b
62-1

62-2

62-3
63-2
63-3
63-4
63-5

63-6

63-7
63-8

63-9

Chemical Identity

Starting M aterials &
Manufacturing Process

Formation of Impurities

Preliminary Analysis

Certification of Limits

Analytical Method
Color

Physical State
Odor

M elting Point

Boiling Point

Density
Solubility

Vapor Pressure

ALL

ALL

ALL

ALL

ALL
ALL
ALL
ALL

ALL
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41251801, 43143001; Additional data are
required

41251801, 43143001; Additional data are
required

43143001

N/A - Will be fulfilled by data for the
technical source products

41251801, 43143001; Additional data are
required

40674602, 43194101
40453502
40453502
40453502

N/A - Will be fulfilled by data for the
technical source products

N/A - Will be fulfilled by datafor the
technical source products

40453502

N/A - Will be fulfilled by data for the
technical source products

N/A - Will be fulfilled by data for the
technical source products



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
63-10 Dissociation Constant N/A - Will be fulfilled by data for the
technical source products

63-11 Octanol/Water Partition N/A - Will be fulfilled by data for the
technical source products

63-12 pH ALL 40453502
63-13 Stability N/A - Will be fulfilled by data for the
technical source products

63-14 Oxidizing/Reducing Action ALL 40453502
63-15 Flammability ALL 40453502
63-16 Explodability ALL 40453502
63-17 Storage stability ALL 40453502, 43143002; Additional data are
required

63-18 Viscosity ALL 40453502
63-19 Miscibility N/A - Product not diluted in petroleum
solvents

63-20 Corrosion characteristics ALL 40453502
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY DowElanco 44.5% FI (62719-101)
61-1 Chemical Identity ALL 40452701
61-2a Starting M aterials & ALL 40452701; Additional data are required
Manufacturing Process
61-2b Formation of Impurities ALL 40452701
62-1 Preliminary Analysis ALL N/A - Will be fulfilled by data for the
technical source products
62-2 Certification of limits ALL 40674201
62-3 Analytical M ethod ALL 40674102
63-2 Color ALL 40452702
63-3 Physical State ALL 40452702
63-4 Odor ALL 40452702
63-5 M elting Point ALL N/A - Will be fulfilled by data for the
technical source products
63-6 Boiling Point N/A - Will be fulfilled by data for the
technical source products
63-7 Density ALL 40452702
63-8 Solubility ALL N/A - Will be fulfilled by data for the
technical source products
63-9 Vapor Pressure ALL N/A - Will be fulfilled by data for the
technical source products
63-10 Dissociation Constant ALL N/A - Will be fulfilled by data for the

technical source products
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT

USE PATTERN

CITATION(S)

63-11

63-12
63-13

63-14
63-15
63-16
63-17
63-18
63-19

63-20

Octanol/Water Partition

pH
Stability

Oxidizing/Reducing Action
Flammability
Explodability

Stor age stability

Viscosity

Miscibility

Corrosion characteristics

ALL

ALL
ALL

ALL
ALL
ALL
ALL
ALL

ALL
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N/A - Will be fulfilled by data for the
technical source products

40452702

N/A - Will be fulfilled by datafor the
technical source products

40452702
40452702
40452702
40452702
40452702

N/A - Product is not diluted in petroleum
solvents

40452702



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY DowElanco 20.0% FI (62719-133)
61-1 Chemical Identity ALL 40453701
61-2a Starting M aterials & ALL 40453701; Additional data are required
Manufacturing Process
61-2b Formation of Impurities ALL 40453701
62-1 Preliminary Analysis N/A - Will be fulfilled by data for the
technical source products
62-2 Certification of limits ALL 40675001
62-3 Analytical M ethod ALL 40675002
63-2 Color ALL 40453702
63-3 Physical State ALL 40453702
63-4 Odor ALL 40453702
63-5 M elting Point N/A - Will be fulfilled by data for the
technical source products
63-6 Boiling Point N/A - Will be fulfilled by data for the
technical source products
63-7 Density ALL 40453702
63-8 Solubility N/A - Will be fulfilled by data for the
technical source products
63-9 Vapor Pressure N/A - Will be fulfilled by data for the
technical source products
63-10 Dissociation Constant N/A - Will be fulfilled by data for the

technical source products
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT

USE PATTERN CITATION(S)

63-11

63-12
63-13

63-14
63-15
63-16
63-17
63-18
63-19
63-20

Octanol/Water Partition

pH
Stability

Oxidizing/Reducing Action
Flammability
Explodability

Stor age stability

Viscosity

Miscibility

Corrosion characteristics

ALL

ALL

ALL
ALL

ALL

N/A - Will be fulfilled by data for the
technical source products

40453702

N/A - Will be fulfilled by datafor the
technical source products

40453702
N/A - Product is a solid at room temperature
40453702
40453702
N/A - Product is a solid at room temperature
N/A - Product is a solid at room temperature
40453702

110



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY Tri Corporation 97.47% T (67959-1)

61-1 Chemical Identity ALL Data Gap
61-2a Starting Materials & ALL Data Gap

Manufacturing Process

61-2b Formation of Impurities ALL Data Gap
62-1 Preliminary Analysis ALL Data Gap
62-2 Certification of limits ALL Data Gap
62-3 Analytical Method ALL Data Gap
63-2 Color ALL Data Gap
63-3 Physical State ALL Data Gap
63-4 Odor ALL Data Gap
63-5 M elting Point ALL Data Gap
63-6 Boiling Point N/A - Solid at room temperature
63-7 Density ALL Data Gap
63-8 Solubility ALL Data Gap
63-9 Vapor Pressure ALL Data Gap
63-10 Dissociation Constant ALL Data Gap
63-11 Octanol/Water Partition ALL Data Gap
63-12 pH ALL Data Gap
63-13 Stability ALL Data Gap
63-14 Oxidizing/Reducing Action ALL Data Gap
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT

USE PATTERN CITATION(S)

63-15
63-16
63-17
63-18
63-19
63-20

Flammability
Explodability
Stor age stability
Viscosity
Miscibility

Corrosion characteristics

N/A - Solid at room temperature

ALL Data Gap
ALL Data Gap

N/A - Solid at room temperature
ALL Data Gap
ALL Data Gap

112



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
PRODUCT CHEMISTRY Dintec (68156-3)

61-1 Chemical Identity ALL Data Gap
61-2a Starting Materials & ALL Data Gap

Manufacturing Process

61-2b Formation of Impurities ALL Data Gap
62-1 Preliminary Analysis ALL Data Gap
62-2 Certification of limits ALL Data Gap
62-3 Analytical Method ALL Data Gap
63-2 Color ALL Data Gap
63-3 Physical State ALL Data Gap
63-4 Odor ALL Data Gap
63-5 M elting Point ALL Data Gap
63-6 Boiling Point ALL Data Gap
63-7 Density ALL Data Gap
63-8 Solubility ALL Data Gap
63-9 Vapor Pressure ALL Data Gap
63-10 Dissociation Constant ALL Data Gap
63-11 Octanol/Water Partition ALL Data Gap
63-12 pH ALL Data Gap
63-13 Stability ALL Data Gap
63-14 Oxidizing/Reducing Action ALL Data Gap
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
63-15 Flammability ALL Data Gap
63-16 Explodability ALL Data Gap
63-17 Stor age stability ALL Data Gap
63-18 Viscosity ALL Data Gap
63-19 Miscibility ALL Data Gap
63-20 Corrosion characteristics ALL Data Gap
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
ECOLOGICAL EFFECTS
71-1la Acute Avian Oral - Quail/Duck AB,C 00137573
71-2a Avian Dietary - Quail AB,C 00138857
71-2b Avian Dietary - Duck AB,C 00138858
71-4a Avian Reproduction - Quail AB,C 00131134, 40334706
71-4b Avian Reproduction - Duck AB,C 00131132, 40334704
72-1a Fish Toxicity Bluegill AB,C 40094602
72-1c Fish Toxicity Rainbow Trout AB,C 40094602
72-2a Invertebrate Toxicity AB,C 40094602
72-3a Estuarine/Marine Toxicity - Fish AB,C 42449901
72-3b Estuarine/Marine Toxicity - AB,.C 42449902
Mollusk
72-3c Estuarine/Marine Toxicity - Shrimp AB,C 40674801
72-4a Early Life Stage Fish AB,.C 41386202
72-4b Life Cycle Invertebrate AB,C 05008271, 41386201
72-5 Life Cycle Fish AB,C 05008271
72-7a Simulated Field - Aquatic AB,C 42439601
Organisms
122-1a Seed Ger mination/Seedling AB,C 41934501
Emergence
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)

123-1a Seed Ger mination/Seedling AB.C 42695601; Additional data are required*
Emergence

123-1b Vegetative Vigor AB,C 41934503

123-2 Aquatic Plant Growth AB,.C 42834101, 42834102, 42834103, 42834104

41934502

141-1 Honey Bee Acute Contact AB,C 00028772, 05001991

1 Seedling Emergence: An EC,; was not determined in the submitted study. A new study must be conducted using higher concentrations of trifluralin to ensure an effect level.
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
TOXICOLOGY

81-1 Acute Oral Toxicity - Rat AB,CK 00157486
81-2 Acute Dermal Toxicity - Rabbit/Rat AB,CK 00157482
81-3 Acute Inhalation Toxicity - Rat AB,CK 00155261
81-4 Primary Eye Irritation - Rabbit AB,CK 00157483
81-5 Primary Dermal Irritation - Rabbit AB,CK 00157485
81-6 Dermal Sensitization - Guinea Pig AB,CK 00157484
81-7 Acute Delayed Neurotoxicity - Hen AB,CK 00159616
82-1a 90-Day Feeding - Rodent A,B,CK 40138301, 00151906
82-2 31-Day Feeding - Rat A,B,CK 00153171
83-1a Chronic Feeding Toxicity - Rodent AB,CK 00162456, 00162457
83-1b Chronic Feeding Toxicity - AB,CK 00151908, 00159618, 42447001

Non-Rodent
83-2a Oncogenicity - Rat AB,CK 00044337, 00162456, 00162458
83-2b Oncogenicity - Mouse A,B,CK 00044338, 00158935, 40392313
83-3a Developmental Toxicity - Rat A,B,CK 00152419
83-3b Developmental Toxicity - Rabbit A,B,CK 00152421
83-4 2-Generation Reproduction - Rat A,B,CK 00162543, 00151901, 00151902, 00151903
84-2a Gene Mutation (Ames Test) AB,CK 00126660, 00126661, 00153173
84-2b Structural Chromosomal A,B,CK 00129059
Aberration
84-4 Other Genotoxic Effects A,B,CK 00126662
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)

85-1 General Metabolism A,B,CK 41218901
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
ENVIRONMENTAL FATE
161-1 Hydrolysis A,B,H,D 00131135
161-2 Photodegradation - Water A.BHD 40560101; Partially satisfied
161-3 Photodegradation - Soil ABH 40597801, 40751301; Partially satisfied
161-4 Photodegradation - Air RESERVED
162-1 Aerobic Soil Metabolism ABH 41240501; Partially satisfied
162-2 Anaerobic Soil M etabolism ABH 41240502; Partially satisfied
163-1 L eaching/Adsor ption/Desor ption A.BHD 40673501; Partially satisfied
163-2 Volatility - Lab ABH 40673601A-C; Partially satisfied
163-3 Volatility - Field ABH 40673601D-G; Partially satisfied
164-1 Terrestrial Field Dissipation AB,H 41661101, 41781901, 42309101; Partially
satisfied
165-1 Confined Rotational Crop A,B,H 41661102
165-2 Field Rotational Crop WAIVED?
165-4 Bioaccumulation in Fish A,B,H,D 40673801; Partially satisfied
201-1 Droplet Size Spectrum AB Data Gap?
202-1 Drift Field Evaluation AB Data Gap?
© Draple S Spesrum, D1t Fidd Evauation: Databeing et by the Sy DT Tk Force. 1 e mroaond crops
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT

USE PATTERN

CITATION(S)

RESIDUE CHEMISTRY

171-4a

171-4b

171-4c

171-4d

171-4e

171-4j

171-4k

Natur e of Residue - Plants

Natur e of Residue - Livestock

Residue Analytical M ethods - Plants

Residue Analytical M ethods -
Animals

Storage Stability

Magnitude of Residues -
M eat/Milk/Poultry/Egg

Crop Field Trials
Root and Tuber Vegetables Group

- Carrots

- Potatoes

AB

AB

AB

AB

00024731, 00026054, 00093553, 00105720
00105759, 00124905, 00125299, 41179001
41179002, 41396801, 41396802

00093636, 00105690, 00105772, 41233101
41233102, 41286101

00022793, 00047591, 00047639, 00059532
00067371, 00067435, 00080320, 00105646
00105689, 00105695, 00105720, 00105759

00125303

WAIVED!

00047639, 00105716, 00105720, 41335901
Additional data are required?

00023105, 00080320, 00080322, 00093634
00093636, 00105772; WAIVED?

00033087, 00093554

00022257, 00093574, 00105733, 00105734
00133939

Residue Analyticial M ethod Animal: The requirement for residue analytical methods sutiable for data collection and tolerance enforcement for the determination of trifluralin in animal

commoditiesis waived.

Storage Stability: Information concerning sample storage intervals and conditions for numerous magnitude of the residue studies previously submitted and reviewed in the Trifluralin

Registration Standard (7/12/85) remains outstanding.

Magnitude of the Residuein M eat/Milk, Poultry/Egg: Waived based on the low levels of radioactive residues from the animal metabolism studies.
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
- Radishes, Roots A 42430802
- Sugar Beets, Roots A 00057546, 00105648, 00105666, 00105757
L eaves of Root and Tuber Vegetables Group
- Sugar Beets, Tops A 00057546, 00105648, 00105666, 00105757
- Turnips, Tops A 00105724
Bulb Vegetables Group
- Garlic A 00105678
- Onions, Dry Bulb A 00120263
- Onions, Green A 42448202

L eafy Vegetables Group (except Brassica Vegetables)

- Celery
Brassica (Cole) L eafy Vegetables Group

- Broccoli

- Brussels Sprouts
- Cabbage

- Cauliflower

- Collards

- Kale

- Mustard Greens

L egume Vegetables (Dry or Succulent) Group

- Beans, Dry

A

> >» >» » » > >
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00093549, 00105670

00105650, 00105749
00105749
00105650, 00105749
00105749
00105724
00105724
00105724

00022376, 00105669, 00105726



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
- Field, Peas (Cowpeas, Black-Eyed A 00105669
Peas)

- Guar Beans A 00105670
- LimaBeans A 00033086, 00105669, 00105726
- Mung Beans A 00105670
- Peas (Succulent and Dried) A 00105669, 00105755
- Snap Beans A 00022376, 00033086, 00057547, 00105669
- Soybeans and Aspirated Grain A 00022793, 00030932, 00067433, 00094410
Fractions 00096361, 00104423, 00105655, 00105669
00105717, 00105720, 00105725, 00105746
00124904, 00128308
Foliage and L equme Vegetables Group
- Beans, Forage and Straw/Hay A 00022376, 00105669
- Peas, Vinesand Hay A 00105669
- Soybeans, Forage, and Hay A 00022793, 00030932, 00067433, 00096361
00105720
Fruiting Vegetables (Except Cucurbits) Group
- Peppers A 00105750
- Tomatoes A 00105710, 00105726, 00105750
Cucurbit Vegetables Group
- Cantaloupes A 00093555, 00105726
- Cucumbers A 00093555
- Squash, Summer A 42354502

122



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)

- Watermelons A 00105670

Citrus Fruits Group

- Grapefruit A 00105677
- Lemons A 00105677
- Oranges A 00105677
- Tangelos A 00105677
- Tangerines A 00105677
Stone Fruits Group

- Apricots A 00105667, 00105675
- Cherries A 42430803
- Peaches A 00105667, 00105675
- Plums A 00105675, 00105735
Small Fruitsand Berries Group

- Grapes A 00105678
Tree Nuts Group

- Almonds, Nutmeat and Hulls A 00105675, 00105726
- Pecans A 00105675
- Walnuts A 00105675
Cereal Grains Group

- Barley, Grain A 00070736, 00105704

123



Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
- Corn, Field, Grain and Aspirated A 00032811, 00105697, 00105726, 42448201
Grain Fractions 42779001
- Sorghum, Grain and Aspirated A 00105704, 00105726
Grain Fractions
- Wheat, Grain and Aspirated A 00070736, 00105681, 00105726

Grain Fractions

Forage, Fodder, and Straw of Cereal Grains Group

- Barley Forage, Hay, and Straw B 00070736, 00105704
- Corn, Field, Forage and Fodder A 00032811, 00105726, 42472301

Additional data arerequired*
- Sorghum Forage and Fodder A 00105704
- Wheat Forage, Hay, and Straw A 00070736, 00105681

Non-grass Animal Feeds Group

- Alfalfa, Forage and Hay B 00093637, 00105691, 00105726, 00143667
00155395, 42466001, 42466002, 42466003

42466004, 42466005, 42466006, 42466007

42466008, 42466009, 42466010; Additional

data are required?

M iscellaneous Commodities
- Asparagus A 00105696, 00105702

: Corn, Field, Forage and Fodder: The residue study (MRID 42472301) on corn forage, fodder, and silage is adequte pending submission of acceptable data validating the analytical method
(Method No. GRM92.11) at or below the established 0.05 ppm tolerance level. Additionally, product labels must be amended to limit applications to clearly recognizable growth stages
which assure at least a 6-week interval prior to harvesting forage and fodder.

2 Alfalfa, Forage and Hay: Thefield trial studies submitted (MRID 42466001-42466010) are inadequate because geographic representation was insufficient and storage temperatures were
not reported. Additional field trials are required for alfalfaforage and hay.
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)

- Cotton, Seed and Gin Byproducts B 00093190, 00105669, 00105713, 00105726
00105729, 00105731, 00105751, 00105759

00105780, 00105781, 00124904; Additional

data arerequired*

- Flax, Seed and Straw B 00084581; Additional data are requir ed?
- Hops, Cones, Dried A 00105678
- Mustard Seed A 00067371, 42430801
- Okra A 00105669
- Peanuts, Nutmeat, Hay, and Hulls A 00026049, 00059531, 00067222, 00105646
42472302
- Peppermint, Tops A 00105683
- Rape, Seed and Forage B 00047639
- Safflower, Seed and Forage A 00067371, 00105726, 00105750
- Spearmint, Tops A 00105683
- Sugar cane A 00105668, 00105674, 00105727, 00105730
- Sunflower Seed and Forage A 00057545, 00067371, 00067430, 00105673
Additional data arerequired?
171-4l Processed Food

- Barley* A

- Corn, Field A 42403201, 42917801

: Cotton, Seed and Gin Byproducts: Data are required depicting residues of trifluralin in/on cotton gin byproducts resulting from the maximum registered use of trifluralin to cotton. A
minimum of six field trials are required.

2 Flax, Seed and Straw: The data requirement for flax staw remains outstanding.

3 Sunflower Seed and Forage: The data requirement for sunflower forage remains outstanding.

4 Barley: Available wheat processing data have been translated to barley processed commodities.
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)
- Cottonseed A 42354501
- Flax*

- Grapes A 00105678
- Hops A 00105678
- Citrus A 42642601
- Peanuts A 42430804, 42779001
- Pepper mint A Additional data are required?
- Plums A 00105675, 00105735
- Potato A 42514501
- Rape Seed®

- Safflower Seed*

- Sorghum, Grain A 42325001
- Soybeans A 42448203, 42779001
- Spear mint A Additional data are required®
- Sugar Beets A 42448204
- Sugarcane A 41306701
- Sunflower Seed A 42430805
- Tomatoes A 00105710, 00105726, 00105750

aor W N R

Flax: Cottonseed processing data have been translated ot flax processed commodities.

Peppermint: Peppermint processing data remain outstanding.

Rape Seed: The available sunflower processing data have been translated to rape seed.

Safflower Seed: The available sunflower processing data have been translated to safflower seed.

Spearmint: Searmint processing data remain outstanding.
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Data Supporting Guideline Requirementsfor the Reregistration of Trifluralin

REQUIREMENT USE PATTERN CITATION(S)

- Wheat A 42430806, 42779001
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GUIDE TO APPENDIX C

CONTENTS OF BIBLIOGRAPHY . This bibliography contains citations of all studies
considered relevant by EPA in arriving at the positions and conclusions stated
elsewhere in the Reregistration Eligibility Document. Primary sources for studiesin
this bibliography have been the body of data submitted to EPA and its predecessor
agencies in support of past regulatory decisions. Selections from other sources
including the published literature, in those instances where they have been considered,
are included.

UNITS OF ENTRY. The unit of entry in this bibliography is called a"study". In the
case of published materials, this corresponds closely to an article. In the case of
unpublished materials submitted to the Agency, the Agency has sought to identify
documents at alevel parallel to the published article from within the typically larger
volumes in which they were submitted. The resulting "studies" generally have a
distinct title (or at least a single subject), can stand alone for purposes of review and
can be described with a conventional bibliographic citation. The Agency has also
attempted to unite basic documents and commentaries upon them, treating them as a
single study.

IDENTIFICATION OF ENTRIES. The entriesin this bibliography are sorted
numerically by Master Record Identifier, or "MRID number". This number is unique
to the citation, and should be used whenever a specific reference isrequired. It isnot
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.

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

Author. Whenever the author could confidently be identified, the Agency has chosen
to show a personal author. When no individual was identified, the Agency has shown
an identifiable 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.

Document date. The date of the study is taken directly from the document. When the
date is followed by a question mark, the bibliographer has deduced the date from the
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evidence contained in the document. When the date appears as (197?), the Agency
was unable to determine or estimate the date of the document.

Title. In some cases, it has been necessary for the Agency bibliographers to create or
enhance a document title. Any such editorial insertions are contained between square
brackets.

Trailing parentheses. For studies submitted to the Agency in the past, the trailing
parentheses include (in addition to any self-explanatory text) the following elements
describing the earliest known submission:

D Submission date. The date of the earliest known submission appears
immediately following the word "received."

2 Administrative number. The next element immediately following the word
"under" is the registration number, experimental use permit number, petition
number, or other administrative number associated with the earliest known
submission.

(3) Submitter. The third element is the submitter. When authorship is defaulted to
the submitter, this element is omitted.

(4 Volume Identification (Accession Numbers). The final element in the trailing
parentheses identifies the EPA accession number of the volume in which the
original submission of the study appears. The six-digit accession number
follows the symbol "CDL," which stands for "Company Data Library." This
accession number isin turn followed by an alphabetic suffix which shows the
relative position of the study within the volume.
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MRID

BIBLIOGRAPHY

CITATION

00022257

00022376

00022793

00023105

00024731

00026049

00026054

Eli Lilly and Company (1967) Supplemental Residue Data: Trifluralin--Irish
Potatoes. (Unpublished study received Mar 12, 1968 under 1471-35; submitted
by Elanco Products Co., Div. of Eli Lilly and Co., Indianapolis Ind.;
CDL:006227-B)

Shaw, A.; Thaemert, E.; Binning, L.K.; et a. (1975) Eptam 7-E + Treflan 4-E
Tank Mix on Beans. (Unpublished study received Jul 20, 1976 under
476-2154; prepared in cooperation with Morse Laboratories, Inc. and Univ. of
Wisconsin, submitted by Stauffer Chemical Co., Richmond, Calif.;
CDL:224906-A)

Sckerl, M. (1978) Residue Data Treflan and Planavin Herbicides in Soybeans:
TIR-24-305-76-C. (Unpublished study including TIR24-143-72-B, received
Jul 18 1979 under 201-279; prepared in cooperation with Agri-Research,
submitted by Shell Chemical Co., Washington, D.C.; CDL:098395-0)

Fisher, D.E.; St. John, L.E., Jr.; Guntenman, W.E.; et al. (1965) Fate of Banvel
T, loxynil, Tordon and Trifluorilin in the dairy cow. Journal of Dairy Science
48(12):1711-1715. (Also in unpublished submission received Apr 8, 1976
under 876-203; submitted by Velsicol Chemical Corp., Chicago, Ill.;
CDL:235226-Y)

Penner, D. (1971) Effect of temperature on phytotoxicity and root uptake of
several herbicides. Weed Science 19(5):571-575. (Also in unpublished
submission received Jul 19, 1978 under 201403; submitted by Shell Chemical
Co., Washington, D.C.; CDL: 234470-Al)

Merkle, M.G.; Spears, B.R. (1969) Crop Residue Report: Vernam 6E Treflan
4E: FSDS No. B-0458. (Unpublished study including FSDS nos. B-0457,
B-0456, B-0455..., received Dec 8, 1969 under 476-1807; prepared in
cooperation with Texas A & M Univ., submitted by Stauffer Chemical Co.,
Richmond, Calif.; CDL:003788-B)

Golab, T.; Herberg, R.J.; Parka, S.J.; et al. (1967) Metabolism of Carbon-14
Trifluralin in carrots. Journal of Agricultural and Food Chemistry
15(4):638-641. (Also in unpublished submission received Jan 3, 1971 under
0F0981,; submitted by Shell Chemical Co., Washington, D.C.; CDL:091687-C)
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MRID

BIBLIOGRAPHY

CITATION

00030932

00032811

00033086

00033087

00044337

00044338

00047591

00047639

Baychem Corporation (1973) Treflan plus Sencor--Soybeans. (Unpublished
study received Feb 15, 1973 under 1471-EX-40; submitted by Elanco Products
Co., Div. of Eli Lilly and Co., Indianapolis, Ind.; CDL:210010-B)

Elanco Products Company (1978) Trifluralin--Corn. (Unpublished study
received Jun 23, 1980 under CO 80/9; CDL:242716-B)

Manning, P.B.; Kerr, T.W.; Olney, C.E.; et al. (1964) Residue Study.
(Unpublished study including published data, received Jan 14, 1965 under
100-471; prepared by Univ. of Rhode Island, Agricultural Experiment Station
and others, submitted by CibaGeigy Corp., Greensboro, N.C.; CDL:000459-E)

Manning, P.B.; Kerr, T.W.; Olney, C.E.; et al. (1964) Residue Study.
(Unpublished study including published data, received Jan 14, 1965 under
100-471; prepared in cooperation with Univ. of Rhode Island, Agricultural
Experiment Station and Gaspro, Ltd., submitted by Ciba-Geigy Corp.,
Greensboro, N.C.; CDL: 000459-F)

Emmerson, J.L.; Pierce, E.C.; McGrath, J.P.; et al. (1980) The Chronic Toxicity
of Compound 36352 (Trifluralin) Given as a Component of the Diet to Fischer
344 Rats for Two Years: Studies R-87 and R-97. (Unpublished study received
Sep 18, 1980 under 1471-35; submitted by Elanco Products Co., Div. of Eli
Lilly and Co., Indianapolis, Ind.; CDL:243289-A, 243290)

Emmerson, J.L.; Owen, N.V.; McGrath, J.D.; et a. (1980) The Chronic
Toxicity of Compound 36352 (Trifluralin) Given as a Component of the Diet to
the B6C3F1 Mouse for 24 Months: Studies M9067 and M-9077. (Unpublished
study received Sep 18, 1980 under 1471-35; submitted by Elanco Products Co.,
Div. of Eli Lilly and Co., Indianapolis, Ind.; CDL:243291-A; 243292; 243293)

Elanco Products Company (19677?) Determination of Trifluralin, Diphenamid
and N-Methyl-2,2-diphenylacetamide in Tomatoes. Undated method no.
5800600. (Unpublished study received Aug 22, 1968 under 8F0717;
CDL:093027-B)

Armock, 1.; Knight, C.W.; Leavitt, R.A.; et a. (1979) Summary: Efficacy of

Trifluralin for Weed Control in Rape. (Unpublished study including PR no.
1124, received Jul 29, 1980 under 0E2394; prepared in cooperation with
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MRID

BIBLIOGRAPHY

CITATION

00057545

00057546

00057547

00059531

00059532

00067222

00067371

Michigan State Univ., Pesticide Research Center and others, submitted by
Interregional Research Project No. 4, New Brunswick, N.J.; CDL: 099525-A)

Stauffer Chemical Company (1981) Eptam 7-E + Treflan 4-EC Tank Mix
Applied Preplant Incorporated to Sunflowers. (Compilation; unpublished study
received Feb 13, 1981 under 476-2154; CDL: 244420-A)

Stauffer Chemical Company (1981) Eptam 7-E + Treflan 4-EC Tank Mix
Applied Postemergence Incorporated in Sugarbeets. (Compilation;
unpublished study received Feb 13, 1981 under 476-2154; CDL: 244420-B)

Stauffer Chemical Company (1979) Eptam 7-E + Treflan 4-EC Tank Mix
Applied Preplant Incorporated to Snap Beans. (Compilation; unpublished
study received Feb 13, 1981 under 476-2154; CDL: 244420-C)

Eli Lilly and Company (1975) Peanuts-Treflan plus Vernolate. (Compilation;
unpublished study received Mar 13, 1975 under 1471-EX-47; CDL:224660-B)

Johnson, W.S. (1972) Determination of Trifluralin in Agricultural Crops and
Soil. Method No. 5801616 dated Jul 20, 1972. (Unpublished study received
Mar 13, 1975 under 1471-EX-47; submitted by Elanco Products Co., Div. of
Eli Lilly & Co., Indianapolis, Ind.; CDL:224660-C)

Frank, R.; Johnson, W.S,; Sieck, R.F.; et al. (1978) Residue Data on Trifluralin
and Vernolate in Peanuts When Preplant Incorporated as an EC Formulation.
Includes procedure no. 5801616 dated May 24, 1977 and undated procedure
no. 5801690. (Unpublished study received Jul 25, 1980 under 1471-35;
submitted by Elanco Products Co., Div. of Eli Lilly and Co., Indianapolis, Ind.;
CDL:243059-A)

Danhaus, R.G.; Mestdagh, P.; Schreurs, R.; et al. (1980) Residues of Triallate,
Trifluralin and EPTC in Oilseeds following Preemergent Applications of Fargo,
Fargo + Treflan, and Fargo + Eptam Tank Mixes: Report No. MSL-1323. Final
rept. Includes undated methods entitled: Analytical residue method for triallate
and trifluralin in oilseed crops and Analytical residue method for EPTC in flax
seed. (Unpublished study, including published data, received Dec 23, 1980
under 524-145; submitted by Monsanto Co., Washington, D.C.; CDL.:
099852-A)
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MRID

BIBLIOGRAPHY

CITATION

00067430

00067433

00067435

00070736

00080320

00080322

Harrison, S.L.; Nygren, R.E.; Boros, E.J.; et a. (1980) Chloramben and
Trifluralin Analyses of Sunflowers Treated with Amiben + Treflan Tank Mix
PPI: Project No. 10123/279D. (Unpublished study received Dec 19, 1980
under 264-138; prepared in cooperation with Biospherics, Inc. and Allied
Chemical Services, Ltd., Canada, submitted by Union Carbide Agricultural
Products Co., Inc., Ambler, Pa.; CDL:243984-B)
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AND TOXIC SUBSTANCES

GENERIC AND PRODUCT SPECIFIC
DATA CALL-IN NOTICE

CERTIFIED MAIL

Dear Sir or Madam:

This Notice requires you and other registrants of pesticide products containing the active
ingredient identified in Attachment A of this Notice, the Data Call-In Chemical Status Sheet,
to submit certain data as noted herein to the U.S. Environmental Protection Agency (EPA, the
Agency). These data are necessary to maintain the continued registration of your product(s)
containing this active ingredient. Within 90 days after you receive this Notice you must
respond as set forth in Section |11 below. Y our response must state:

1. How you will comply with the requirements set forth in this Notice and its
Attachments 1 through 7; or

2. Why you believe you are exempt from the requirements listed in this Notice and in
Attachment 3 (for both generic and product specific data), the Requirements Status
and Registrant's Response Form, (see section I11-B); or

3. Why you believe EPA should not require your submission of data in the manner
specified by this Notice (see section 111-D).

If you do not respond to this Notice, or if you do not satisfy EPA that you will comply with
its requirements or should be exempt or excused from doing so, then the registration of your
product(s) subject to this Notice will be subject to suspension. We have provided alist of all
of your products subject to this Notice in Attachment 2. All products are listed on both the
generic and product specific Data Call-In Response Forms. Also included isalist of all
registrants who were sent this Notice (Attachment 6).

The authority for this Notice is section 3(c)(2)(B) of the Federal Insecticide, Fungicide and
Rodenticide Act as amended (FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collection of this
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information is authorized under the Paperwork Reduction Act by OMB Approval No.
2070-0107 and 2070-0057 (expiration date 3-31-96).

This Notice is divided into six sections and seven Attachments. The Notice itself contains
information and instructions applicable to all Data Call-In Notices. The Attachments contain
specific chemical information and instructions. The six sections of the Notice are:

Section | - Why Y ou are Receiving this Notice
Section 11 Data Required by this Notice

Section Il - Compliance with Requirements of this Notice

SectionlvV - Consequences of Failure to Comply with this Notice

Section V - Registrants Obligation to Report Possible Unreasonable Adverse
Effects

SectionVI - Inquiries and Responses to this Notice

The Attachments to this Notice are:

1- DataCall-In Chemical Status Sheet

2 - Generic Data Call-In and Product Specific Data Call-In Response Forms with
Instructions (Form A)

3- Generic Data Call-1n and Product Specific Data Call-In Requirements Status and
Registrant's Response Forms with Instructions (Form B)

4 - EPA Batching of End-Use Products for Meeting Acute Toxicology Data Requirements
for Rereqgistration

5- List of Registrants Receiving This Notice

6 - Cost Share and Data Compensation Forms

SECTIONI|. WHY YOU ARE RECEIVING THISNOTICE

The Agency has reviewed existing data for this active ingredient(s) and reevaluated the data
needed to support continued registration of the subject active ingredient(s). This reevaluation
identified additional data necessary to assess the health and safety of the continued use of
products containing this active ingredient(s). Y ou have been sent this Notice because you
have product(s) containing the subject active ingredients.

SECTION II. DATA REQUIRED BY THISNOTICE

I1-A. DATA REQUIRED

The data required by this Notice are specified in the Reguirements Status and Registrant's
Response Forms: Attachment 3 (for both generic and product specific data requirements).
Depending on the results of the studies required in this Notice, additional studies/testing may
be required.
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11-B. SCHEDULE FOR SUBMISSION OF DATA

Y ou are required to submit the data or otherwise satisfy the data requirements specified in
the Reguirements Status and Registrant's Response Forms (Attachment 3) within the
timeframes provided.

11-C. TESTING PROTOCOL

All studies required under this Notice must be conducted in accordance with test standards
outlined in the Pesticide Assessment Guidelines for those studies for which guidelines have
been established.

These EPA Guidelines are available from the National Technical Information Service
(NTIS), Attn: Order Desk, 5285 Port Royal Road, Springfield, Va 22161 (Telephone number:
703-487-4650).

Protocols approved by the Organization for Economic Cooperation and Development
(OECD) are also acceptable if the OECD recommended test standards conform to those
specified in the Pesticide Data Requirements regulation (40 CFR § 158.70). When using the
OECD protocols, they should be modified as appropriate so that the data generated by the
study will satisfy the requirements of 40 CFR 8§ 158. Normally, the Agency will not extend
deadlines for complying with data requirements when the studies were not conducted in
accordance with acceptable standards. The OECD protocols are available from OECD, 2001
L Street, N.W., Washington, D.C. 20036 (Telephone number 202-785-6323; Fax telephone
number 202-785-0350).

All new studies and proposed protocols submitted in response to this Data Call-In Notice
must be in accordance with Good L aboratory Practices [40 CFR Part 160].

I1-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(c)(2)(B) NOTICES ISSUED
BY THE AGENCY

Unless otherwise noted herein, this Data Call-In does not in any way supersede or change
the requirements of any previous Data Call-In(s), or any other agreements entered into with
the Agency pertaining to such prior Notice. Registrants must comply with the requirements of
all Notices to avoid issuance of a Notice of Intent to Suspend their affected products.

SECTION II1. COMPLIANCE WITH REQUIREMENTSOF THISNOTICE

Y ou must use the correct forms and instructions when completing your response to this
Notice. Thetype of Data Call-In you must comply with (Generic or Product Specific) is
specified in item number 3 on the four Data Call-In forms (Attachments 2 and 3).
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I11-A. SCHEDULE FOR RESPONDING TO THE AGENCY

The appropriate responses initially required by this Notice for generic and product specific
data must be submitted to the Agency within 90 days after your receipt of this Notice. Failure
to adequately respond to this Notice within 90 days of your receipt will be a basis for issuing
aNotice of Intent to Suspend (NOIS) affecting your products. This and other bases for
issuance of NOIS due to failure to comply with this Notice are presented in Section IV-A and
IV-B.

[11-B. OPTIONS FOR RESPONDING TO THE AGENCY

1. Generic Data Reguirements

The options for responding to this Notice for generic data requirements are: (a) voluntary
cancellation, (b) delete use(s), (c) claim generic data exemption, (d) agree to satisfy the
generic data requirements imposed by this Notice or (€) request a data waiver(s).

A discussion of how to respond if you choose the Voluntary Cancellation option, the Delete
Use(s) option or the Generic Data Exemption option is presented below. A discussion of the
various options available for satisfying the generic data requirements of this Noticeis
contained in Section I11-C. A discussion of options relating to requests for data waiversis
contained in Section I11-D.

Two forms apply to generic data requirements, one or both of which must be used in
responding to the Agency, depending upon your response. These two forms are the
Data-Call-1n Response Form, and the Requirements Status and Registrant's Response Form,
(contained in Attachments 2 and 3, respectively).

The Data Call-1n Response Forms must be submitted as part of every response to this
Notice. The Requirements Status and Registrant's Response Forms also must be submitted if
you do not qualify for a Generic Data Exemption or are not requesting voluntary cancellation
of your registration(s). Please note that the company's authorized representative is required to
sign the first page of both Data Call-1n Response Forms and the Requirements Status and
Registrant's Response Forms (if this form is required) and initial any subsequent pages. The
forms contain separate detailed instructions on the response options. Do not alter the printed
material. If you have questions or need assistance in preparing your response, call or write the
contact person(s) identified in Attachment 1.

a  Voluntary Cancellation -

Y ou may avoid the requirements of this Notice by requesting voluntary cancellation of your
product(s) containing the active ingredient that is the subject of this Notice. If you wish to
voluntarily cancel your product, you must submit completed Generic and Product Specific
Data Call-1n Response Forms (Attachment 2), indicating your election of this option.
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Voluntary cancellation isitem number 5 on both Data Call-1n Response Form(s). If you
choose this option, these are the only forms that you are required to complete.

If you chose to voluntarily cancel your product, further sale and distribution of your product
after the effective date of cancellation must be in accordance with the Existing Stocks
provisions of this Notice, which are contained in Section IV-C.

b. UseDeletion -

Y ou may avoid the requirements of this Notice by eliminating the uses of your product to
which the requirements apply. If you wish to amend your registration to delete uses, you must
submit the Reguirements Status and Reqistrant's Response Form (Attachment 3), a completed
application for amendment, a copy of your proposed amended labeling, and all other
information required for processing the application. Use deletion is option number 7 under
item 9 in the instructions for the Regquirements Status and Reqgistrant's Response Forms. Y ou
must also complete a Data Call-In Response Form by signing the certification, item number 8.
Application forms for amending registrations may be obtained from the Registration Support
Branch, Registration Division, Office of Pesticide Programs, EPA, by calling (703) 308-8358.

If you choose to delete the use(s) subject to this Notice or uses subject to specific data
requirements, further sale, distribution, or use of your product after one year from the due date
of your 90 day response, is allowed only if the product bears an amended label.

c. Generic Data Exemption -

Under section 3(c)(2)(D) of FIFRA, an applicant for registration of a product is exempt
from the requirement to submit or cite generic data concerning an active ingredient if the
active ingredient in the product is derived exclusively from purchased, registered pesticide
products containing the active ingredient. EPA has concluded, as an exercise of its discretion,
that it normally will not suspend the registration of a product which would qualify and
continue to qualify for the generic data exemption in section 3(c)(2)(D) of FIFRA. To qualify,
al of the following requirements must be met:

(i). The active ingredient in your registered product must be present solely because of
incorporation of another registered product which contains the subject active ingredient and
is purchased from a source not connected with you;

(it). Every registrant who is the ultimate source of the active ingredient in your product
subject to this DCI must be in compliance with the requirements of this Notice and must
remain in compliance; and

(iii). You must have provided to EPA an accurate and current "Confidential Statement of
Formula" for each of your products to which this Notice applies.
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To apply for the Generic Data Exemption you must submit a completed Data Call-In
Response Form, Attachment 2 and all supporting documentation. The Generic Data
Exemption isitem number 6a on the Data Call-In Response Form. If you claim a generic data
exemption you are not required to complete the Requirements Status and Registrant's
Response Form. Generic Data Exemption cannot be selected as an option for responding to
product specific data requirements.

If you are granted a Generic Data Exemption, you rely on the efforts of other persons to
provide the Agency with the required data. If the registrant(s) who have committed to
generate and submit the required datafail to take appropriate steps to meet requirements or
are no longer in compliance with this Data Call-In Notice, the Agency will consider that both
they and you are not compliance and will normally initiate proceedings to suspend the
registrations of both your and their product(s), unless you commit to submit and do submit the
required data within the specified time. In such cases the Agency generally will not grant a
time extension for submitting the data.

d. Satisfying the Generic Data Reguirements of this Notice

There are various options available to satisfy the generic data requirements of this Notice.
These options are discussed in Section I11-C.1. of this Notice and comprise options 1 through
6 of item 9 in the instructions for the Requirements Status and Registrant's Response Form
and item 6b on the Data Call-In Response Form. If you choose item 6b (agree to satisfy the
generic data requirements), you must submit the Data Call-In Response Form and the
Requirements Status and Registrant's Response Form as well as any other information/data
pertaining to the option chosen to address the data requirement. 'Y our response must be on
the forms marked "GENERIC" in item number 3.

e. Reguest for Generic Data Waivers.

Waivers for generic data are discussed in Section 111-D.1. of this Notice and are covered by
options 8 and 9 of item 9 in the instructions for the Requirements Status and Registrant's
Response Form. If you choose one of these options, you must submit both forms as well as
any other information/data pertaining to the option chosen to address the data requirement.

2. Product Specific Data Requirements

The options for responding to this Notice for product specific data are: (a) voluntary
cancellation, (b) agree to satisfy the product specific data requirements imposed by this
Notice or (c) request a data waiver(s).

A discussion of how to respond if you choose the Voluntary Cancellation option is
presented below. A discussion of the various options available for satisfying the product
specific data requirements of this Notice is contained in Section I11-C.2. A discussion of
options relating to requests for data waiversis contained in Section I11-D.2.
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Two forms apply to the product specific data requirements one or both of which must be
used in responding to the Agency, depending upon your response. These forms are the
Data-Call-1n Response Form, and the Requirements Status and Registrant's Response Form,
for product specific data (contained in Attachments 2 and 3, respectively). The Data Call-In
Response Form must be submitted as part of every response to this Notice. In addition, one
copy of the Requirements Status and Registrant's Response Form also must be submitted for
each product listed on the Data Call-1n Response Form unless the voluntary cancellation
option is selected. Please note that the company's authorized representative is required to sign
the first page of the Data Call-1n Response Form and Requirements Status and Reqistrant's
Response Form (if this form is required) and initial any subsequent pages. The forms contain
separate detailed instructions on the response options. Do not alter the printed material. If you
have questions or need assistance in preparing your response, call or write the contact
person(s) identified in Attachment 1.

a  Voluntary Cancellation

Y ou may avoid the requirements of this Notice by requesting voluntary cancellation of your
product(s) containing the active ingredient that is the subject of this Notice. If you wish to
voluntarily cancel your product, you must submit a completed Data Call-1n Response Form,
indicating your election of this option. Voluntary cancellation is item number 5 on both the
Generic and Product Specific Data Call-In Response Forms. If you choose this
option, you must complete both Data Call-In response forms. These are the only forms that
you are required to complete.

If you choose to voluntarily cancel your product, further sale and distribution of your
product after the effective date of cancellation must be in accordance with the Existing Stocks
provisions of this Notice which are contained in Section 1V-C.

b. Satisfying the Product Specific Data Requirements of this Notice.

There are various options available to satisfy the product specific data requirements of this
Notice. These options are discussed in Section I11-C.2. of this Notice and comprise options 1
through 6 of item 9 in the instructions for the product specific Requirements Status and
Registrant's Response Form and item numbers 7a and 7b (agree to satisfy the product specific
data requirements for an MUP or EUP as applicable) on the product specific Data Call-In
Response Form. Note that the options available for addressing product specific data
requirements differ slightly from those options for fulfilling generic data requirements.
Deletion of a use(s) and the low volume/minor use option are not valid options for fulfilling
product specific data requirements. It is important to ensure that you are using the correct
forms and instructions when completing your response to the Reregistration Eligibility
Decision document.
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c. Reguest for Product Specific Data Waivers.

Waivers for product specific data are discussed in Section 111-D.2. of this Notice and are
covered by option 7 of item 9 in the instructions for the Requirements Status and Registrant's
Response Form. If you choose this option, you must submit the Data Call-In Response Form
and the Requirements Status and Registrant's Response Form as well as any other
information/data pertaining to the option chosen to address the data requirement. Y our
response must be on the forms marked "PRODUCT SPECIFIC" in item number 3.

[11-C SATISFYING THE DATA REQUIREMENTS OF THIS NOTICE

1. Generic Data

If you acknowledge on the Generic Data Call-In Response Form that you agree to satisfy
the generic data requirements (i.e. you select item number 6b), then you must select one of the
six options on the Generic Requirements Status and Registrant's Response Form related to
data production for each data requirement. Y our option selection should be entered under
item number 9, "Registrant Response.” The six options related to data production are the first
six options discussed under item 9 in the instructions for completing the Requirements Status
and Registrant's Response Form. These six options are listed
immediately below with information in parentheses to guide you to additional instructions
provided in this Section. The options are:

(1) 1 will generate and submit data within the specified timeframe (Developing Data)

(2) | have entered into an agreement with one or more registrants to develop data jointly
(Cost Sharing)

(3) | have made offersto cost-share (Offers to Cost Share)

(4) 1 am submitting an existing study that has not been submitted previously to the
Agency by anyone (Submitting an Existing Study)

(5) | am submitting or citing data to upgrade a study classified by EPA as partially
acceptable and upgradeable (Upgrading a Study)

(6) 1 am citing an existing study that EPA has classified as acceptable or an existing study
that has been submitted but not reviewed by the Agency (Citing an Existing Study)

Option 1. Developing Data

If you choose to develop the required data it must be in conformance with Agency deadlines
and with other Agency requirements as referenced herein and in the attachments. All data
generated and submitted must comply with the Good L aboratory Practice (GLP) rule (40 CFR
Part 160), be conducted according to the Pesticide Assessment Guidelines (PAG) and bein
conformance with the requirements of PR Notice 86-5. In addition, certain studies require
Agency approval of test protocols in advance of study initiation. Those studies for which a
protocol must be submitted have been identified in the Requirements Status and Registrant's
Response Form and/or footnotes to the form. If you wish to use a protocol which differs from
the options discussed in Section 11-C of this Notice, you must submit a detailed description of
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the proposed protocol and your reason for wishing to use it. The Agency may choose to reject
a protocol not specified in Section 11-C. If the Agency rejects your protocol you will be
notified in writing, however, you should be aware that rejection of a proposed protocol will
not be a basis for extending the deadline for submission of data.

A progress report must be submitted for each study within 90 days from the date you are
required to commit to generate or undertake some other means to address that study
requirement, such as making an offer to cost share or agreeing to share in the cost of
developing that study. This 90-day progress report must include the date the study was or
will be initiated and, for studies to be started within 12 months of commitment, the name and
address of the laboratory(ies) or individuals who are or will be conducting the study.

In addition, if the time frame for submission of afinal report is more than 1 year, interim
reports must be submitted at 12 month intervals from the date you are required to commit to
generate or otherwise address the requirement for the study. In addition to the other
information specified in the preceding paragraph, at a minimum, a brief description of current
activity on and the status of the study must be included as well as afull
description of any problems encountered since the last progress report.

The time frames in the Requirements Status and Registrant's Response Form are the time
frames that the Agency is allowing for the submission of completed study reports or
protocols. The noted deadlines run from the date of the receipt of this Notice by the registrant.
If the data are not submitted by the deadline, each registrant is subject to receipt of a Notice of
Intent to Suspend the affected registration(s).

If you cannot submit the data/reports to the Agency in the time required by this Notice and
intend to seek additional time to meet the requirements(s), you must submit a request to the
Agency which includes: (1) a detailed description of the expected difficulty and (2) a
proposed schedule including alternative dates for meeting such requirements on a step-by-step
basis. Y ou must explain any technical or laboratory difficulties and provide documentation
from the laboratory performing the testing. While EPA is considering your request, the
original deadline remains. The Agency will respond to your request in writing. If EPA does
not grant your request, the original deadline remains. Normally, extensions can be requested
only in cases of extraordinary testing problems beyond the expectation or control of the
registrant. Extensions will not be given in submitting the 90-day responses. Extensions will
not be considered if the request for extension is not made in atimely fashion; in no event shall
an extension request be considered if it is submitted at or after the lapse of the subject
deadline.

Option 2. Agreement to Share in Cost to Develop Data

If you choose to enter into an agreement to share in the cost of producing the required data
but will not be submitting the data yourself, you must provide the name of the registrant who
will be submitting the data. Y ou must also provide EPA with documentary evidence that an
agreement has been formed. Such evidence may be your letter offering to join in an
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agreement and the other registrant's acceptance of your offer, or awritten statement by the
parties that an agreement exists. The agreement to produce the data need not specify all of the
terms of the final arrangement between the parties or the mechanism to resolve the terms.
Section 3(c)(2)(B) provides that if the parties cannot resolve the terms of the agreement they
may resolve their differences through binding arbitration.

Option 3. Offer to Share in the Cost of Data Development

If you have made an offer to pay in an attempt to enter into an agreement or amend an
existing agreement to meet the requirements of this Notice and have been unsuccessful, you
may request EPA (by selecting this option) to exercise its discretion not to suspend your
registration(s), although you do not comply with the data submission requirements of this
Notice. EPA has determined that as a general policy, absent other relevant considerations, it
will not suspend the registration of a product of a registrant who has in good faith sought and
continues to seek to enter into ajoint data development/cost sharing program, but the other
registrant(s) developing the data has refused to accept the offer. To qualify for this option,
you must submit documentation to the Agency proving that you have made an offer to
another registrant (who has an obligation to submit data) to share in the burden of developing
that data. Y ou must also submit to the Agency a completed EPA Form 8570-32, Certification
of Offer to Cost Share in the Development of Data, Attachment 7. In addition, you must
demonstrate that the other registrant to whom the offer was made has not accepted your offer
to enter into a cost-sharing agreement by including a copy of your offer and proof of the other
registrant's receipt of that offer (such as a certified mail receipt). Y our offer must, in addition
to anything else, offer to share in the burden of producing the data upon terms to be agreed to
or, failing agreement, to be bound by binding arbitration as provided by FIFRA section
3(c)(2)(B)(iii) and must not qualify this offer. The other registrant must also inform EPA of its
election of an option to develop and submit the data required by this Notice by submitting a
Data Call-1n Response Form and a Requirements Status and Registrant's Response Form
committing to develop and submit the data required by this Notice.

In order for you to avoid suspension under this option, you may not withdraw your offer to
share in the burden of developing the data. In addition, the other registrant must fulfill its
commitment to develop and submit the data as required by this Notice. If the other registrant
fails to develop the data or for some other reason is subject to suspension, your registration as
well as that of the other registrant normally will be subject to initiation of suspension
proceedings, unless you commit to submit, and do submit, the required data in the specified
time frame. In such cases, the Agency generally will not grant a time extension for submitting
the data.

Option 4. Submitting an Existing Study

If you choose to submit an existing study in response to this Notice, you must determine
that the study satisfies the requirements imposed by this Notice. Y ou may only submit a study
that has not been previously submitted to the Agency or previously cited by anyone. Existing
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studies are studies which predate issuance of this Notice. Do not use this option if you are
submitting data to upgrade a study. (See Option 5).

Y ou should be aware that if the Agency determines that the study is not acceptable, the
Agency will require you to comply with this Notice, normally without an extension of the
required date of submission. The Agency may determine at any time that a study is not valid
and needs to be repeated.

To meet the requirements of the DCI Notice for submitting an existing study, all of the
following three criteria must be clearly Met:

a

Y ou must certify at the time that the existing study is submitted that the raw data and
specimens from the study are available for audit and review and you must identify
where they are available. This must be done in accordance with the requirements of
the Good L aboratory Practice (GLP) regulation, 40 CFR Part 160. As stated in 40 CFR
160.3 'Raw data’ means any laboratory worksheets, records, memoranda, notes, or
exact copies thereof, that are the result of original observations and activities of a
study and are necessary for the reconstruction and evaluation of the report of that
study. In the event that exact transcripts of raw data have been prepared (e.g., tapes
which have been transcribed verbatim, dated, and verified accurate by signature), the
exact copy or exact transcript may be substituted for the original source as raw data.
'Raw data’ may include photographs, microfilm or microfiche copies, computer
printouts, magnetic media, including dictated observations, and recorded data from
automated instruments.” The term "specimens”, according to 40 CFR 160.3, means
"any material derived from atest system for examination or analysis.”

Health and safety studies completed after May 1984 also must also contain all
GLP-required quality assurance and quality control information, pursuant to the
requirements of 40 CFR Part 160. Registrants also must certify at the time of
submitting the existing study that such GLP information is available for post May
1984 studies by including an appropriate statement on or attached to the study signed
by an authorized official or representative of the registrant.

Y ou must certify that each study fulfills the acceptance criteria for the Guideline
relevant to the study provided in the FIFRA Accelerated Reregistration Phase 3
Technical Guidance and that the study has been conducted according to the Pesticide
Assessment Guidelines (PAG) or meets the purpose of the PAG (both available from
NTIS). A study not conducted according to the PAG may be submitted to the Agency
for consideration if the registrant believes that the study clearly meets the purpose of
the PAG. Theregistrant is referred to 40 CFR 158.70 which states the Agency's policy
regarding acceptable protocols. If you wish to submit the study, you must, in addition
to certifying that the purposes of the PAG are met by the study, clearly articulate the
rationale why you believe the study meets the purpose of the PAG, including copies of
any supporting information or data. It has been the Agency's experience that studies
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completed prior to January 1970 rarely satisfied the purpose of the PAG and that
necessary raw data usually are not available for such studies.

If you submit an existing study, you must certify that the study meets all requirements of the
criteria outlined above.

If EPA has previously reviewed a protocol for a study you are submitting, you must identify
any action taken by the Agency on the protocol and must indicate, as part of your
certification, the manner in which all Agency comments, concerns, or issues were addressed
in the final protocol and study.

If you know of a study pertaining to any requirement in this Notice which does not meet the
criteria outlined above but does contain factual information regarding unreasonable adverse
effects, you must notify the Agency of such astudy. If such study isin the Agency'sfiles, you
need only cite it along with the notification. If not in the Agency's files, you must submit a
summary and copies as required by PR Notice 86-5.

Option 5. Upgrading a Study

If astudy has been classified as partially acceptable and upgradeable, you may submit data
to upgrade that study. The Agency will review the data submitted and determine if the
requirement is satisfied. If the Agency decides the requirement is not satisfied, you may still
be required to submit new data normally without any time extension. Deficient, but
upgradeable studies will normally be classified as supplemental. However, it isimportant to
note that not all studies classified as supplemental are upgradeable. If you have questions
regarding the classification of a study or whether a study may be upgraded, call or write the
contact person listed in Attachment 1. If you submit data to upgrade an existing study you
must satisfy or supply information to correct all deficiencies in the study identified by EPA.
Y ou must provide a clearly articulated rationale of how the deficiencies have been remedied
or corrected and why the study should be rated as acceptable to EPA. Y our submission must
also specify the MRID number(s) of the study which you are attempting to upgrade and must
be in conformance with PR Notice 86-5.

Do not submit additional data for the purpose of upgrading a study classified as
unacceptable and determined by the Agency as not capable of being upgraded.

This option also should be used to cite data that has been previously submitted to upgrade a
study, but has not yet been reviewed by the Agency. Y ou must provide the MRID number of
the data submission as well as the MRID number of the study being upgraded.

The criteriafor submitting an existing study, as specified in Option 4 above, apply to all
data submissions intended to upgrade studies. Additionally, your submission of data intended
to upgrade studies must be accompanied by a certification that you comply with each of those
criteria, as well as a certification regarding protocol compliance with Agency
requirements.
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Option 6. Citing Existing Studies

If you choose to cite a study that has been previously submitted to EPA, that study must
have been previously classified by EPA as acceptable, or it must be a study which has not yet
been reviewed by the Agency. Acceptable toxicology studies generally will have been
classified as "core-guideline” or "core-minimum.” For ecological effects studies, the
classification generally would be arating of "core." For all other disciplines the classification
would be "acceptable." With respect to any studies for which you wish to select this option,
you must provide the MRID number of the study you are citing and, if the study has been
reviewed by the Agency, you must provide the Agency's classification of the study.

If you are citing a study of which you are not the original data submitter, you must submit a
completed copy of EPA Form 8570-31, Certification with Respect to Data Compensation

Requirements.

2. Product Specific Data

If you acknowledge on the product specific Data Call-In Response Form that you agree to
satisfy the product specific data requirements (i.e. you select option 7a or 7b), then you must
select one of the six options on the Reguirements Status and Reqistrant's Response Form
related to data production for each data requirement. Y our option selection should be entered
under item number 9, "Registrant Response.” The six options related to data production are
the first six options discussed under item 9 in the instructions for completing the
Requirements Status and Registrant's Response Form. These six options are listed
immediately below with information in parentheses to guide registrants to additional
instructions provided in this Section. The options are:

(1) 1 will generate and submit data within the specified time-frame (Developing Data)

(2) | have entered into an agreement with one or more registrants to develop data jointly
(Cost Sharing)

(3) | have made offersto cost-share (Offers to Cost Share)

(4) 1 am submitting an existing study that has not been submitted previously to the
Agency by anyone (Submitting an Existing Study)

(5) | am submitting or citing data to upgrade a study classified by EPA as partially
acceptable and upgradeable (Upgrading a Study)

(6) 1 am citing an existing study that EPA has classified as acceptable or an existing study
that has been
submitted but not reviewed by the Agency (Citing an Existing Study)

Option 1. Developing Data -- The requirements for developing product specific data are the
same as those described for generic data (see Section 111.C.1, Option 1) except that normally
Nno protocols or progress reports are required.

Option 2. Agree to Share in Cost to Develop Data -- If you enter into an agreement to cost
share, the same requirements apply to product specific data as to generic data (see Section
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[11.C.1, Option 2). However, registrants may only choose this option for acute toxicity data
and certain efficacy data and only if EPA has indicated in the attached data tables that your
product and at least one other product are similar for purposes of depending on

the same data. If thisisthe case, data may be generated for just one of the productsin the
group. The registration number of the product for which data will be submitted must be noted
in the agreement to cost share by the registrant selecting this option.

Option 3. Offer to Share in the Cost of Data Development --The same requirements for
generic data (Section 111.C.1., Option 3) apply to this option. This option only applies to acute
toxicity and certain efficacy data as described in option 2 above.

Option 4. Submitting an Existing Study -- The same requirements described for generic data
(see Section 111.C.1., Option 4) apply to this option for product specific data.

Option 5. Upgrading a Study -- The same requirements described for generic data (see
Section I11.C.1., Option 5) apply to this option for product specific data.

Option 6. Citing Existing Studies -- The same requirements described for generic data (see
Section I11.C.1., Option 6) apply to this option for product specific data.

Registrants who select one of the above 6 options must meet all of the requirements
described in the instructions for completing the Data Call-In Response Form and the
Requirements Status and Registrant's Response Form, and in the generic data requirements
section (I11.C.1.), as appropriate.

111-D REQUESTS FOR DATA WAIVERS

1. Generic Data

There are two types of data waiver responses to this Notice. The first is arequest for alow
volume/minor use waiver and the second is awaiver request based on your belief that the data
requirement(s) are not appropriate for your product.

a Low Volume/Minor Use Waiver

Option 8 under item 9 on the Requirements Status and Registrant's Response Form.
Section 3(c)(2)(A) of FIFRA requires EPA to consider the appropriateness of requiring data
for low volume, minor use pesticides. In implementing this provision, EPA considers low
volume pesticides to be only those active ingredients whose total

production volume for all pesticide registrants is small. In determining whether to grant alow
volume, minor use waiver, the Agency will consider the extent, pattern and volume of use, the
economic incentive to conduct the testing, the importance of the pesticide, and the exposure
and risk from use of the pesticide. If an active ingredient is used for both high volume and

low volume uses, alow volume exemption will not be approved. If all uses of an active
ingredient are low volume and the combined volumes for all uses are also low, then an
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exemption may be granted, depending on review of other information outlined below. An
exemption will not be granted if any registrant of the active ingredient elects to conduct the
testing. Any registrant receiving alow volume minor use waiver must remain within the sales
figuresin their forecast supporting the waiver request in order to remain qualified for such
waiver. If granted awaiver, aregistrant will be required, as a condition of the waiver, to
submit annual sales reports. The Agency will respond to requests for waiversin writing.

To apply for alow volume, minor use waiver, you must submit the following
information, as applicable to your product(s), as part of your 90-day response to this Notice:

(i). Total company sales (pounds and dollars) of all registered product(s) containing
the active ingredient. If applicable to the active ingredient, include foreign sales for those
products that are not registered in this country but are applied to sugar (cane or beet),
coffee, bananas, cocoa, and other such crops. Present the above information by year for
each of the past five years.

(i) Provide an estimate of the sales (pounds and dollars) of the active ingredient for
each major use site. Present the above information by year for each of the past five years.

(ii1) Total direct production cost of product(s) containing the active ingredient by year
for the past five years. Include information on raw material cost, direct labor cost,
advertising, sales and marketing, and any other significant costs listed separately.

(iv) Total indirect production cost (e.g. plant overhead, amortized plant and
equipment) charged to product(s) containing the active ingredient by year for the past five
years. Exclude all non-recurring costs that were directly related to the active ingredient,
such as costs of initial registration and any data development.

(v) A list of each datarequirement for which you seek awaiver. Indicate the type of
waiver sought and the estimated cost to you (listed separately for each data requirement and
associated test) of conducting the testing needed to fulfill each of these data requirements.

(vi) A list of each datarequirement for which you are not seeking any waiver and the
estimated cost to you (listed separately for each data requirement and associated test) of
conducting the testing needed to fulfill each of these data requirements.

(vii) For each of the next ten years, a year-by-year forecast of company sales (pounds
and dollars) of the active ingredient, direct production costs of product(s) containing the
active ingredient (following the parameters in item 2 above), indirect production costs of
product(s) containing the active ingredient (following the parameters in item 3 above), and
costs of data development pertaining to the active ingredient.

(viii) A description of the importance and unique benefits of the active ingredient to

users. Discuss the use patterns and the effectiveness of the active ingredient relative to
registered alternative chemicals and non-chemical control strategies. Focus on benefits
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unique to the active ingredient, providing information that is as quantitative as possible. If
you do not have quantitative data upon which to base your estimates, then present the
reasoning used to derive your estimates. To assist the Agency in determining the degree of
importance of the active ingredient in terms of its benefits, you should provide information
on any of the following factors, as applicable to your product(s): (a) documentation of the
usefulness of the active ingredient in Integrated Pest Management, (b) description of the
beneficial impacts on the environment of use of the active ingredient, as opposed to its
registered alternatives, (c) information on the breakdown of the active ingredient after use
and on its persistence in the environment, and (d) description of its usefulness against a
pest(s) of public health significance.

Failure to submit sufficient information for the Agency to make a determination
regarding arequest for alow volume/minor use waiver will result in denial of the request
for awaiver.

b. Reguest for Waiver of Data

Option 9, under Item 9, on the Requirements Status and Registrant's Response Form.
This option may be used if you believe that a particular data requirement should not apply
because the requirement is inappropriate. Y ou must submit a rationale explaining why you
believe the data requirements should not apply. Y ou also must submit the current label(s) of
your product(s) and, if a current copy of your Confidential Statement of Formulais not
already on file you must submit a current copy.

Y ou will be informed of the Agency's decision in writing. If the Agency determines
that the data requirements of this Notice are not appropriate to your product(s), you will not
be required to supply the data pursuant to section 3(c)(2)(B). If EPA determines that the
data are required for your product(s), you must choose a method of meeting the
reguirements of this Notice within the time frame provided by this Notice. Within 30 days
of your receipt of the Agency's written decision, you must submit a revised Requirements
Status and Reqgistrant's Response Form indicating the option chosen.

2. Product Specific Data

If you request a waiver for product specific data because you believeitis
inappropriate, you must attach a complete justification for the request including technical
reasons, data and references to relevant EPA regulations, guidelines or policies. (Note: any
supplemental data must be submitted in the format required by PR Notice 86-5). Thiswill
be the only opportunity to state the reasons or provide information in support of your
request. If the Agency approves your waiver request, you will not be required to supply the
data pursuant to section 3(c)(2)(B) of FIFRA. If the Agency denies your waiver request, you
must choose an option for meeting the data requirements of this Notice within 30 days of
the receipt of the Agency's decision. Y ou must indicate and submit the option chosen on
the product specific Requirements Status and Registrant's Response Form. Product specific
data requirements for product chemistry, acute toxicity and efficacy (where appropriate) are
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required for all products and the Agency would grant awaiver only under extraordinary
circumstances. Y ou should also be aware that submitting a waiver request will not
automatically extend the due date for the study in question. Waiver requests submitted
without adequate supporting rationale will be denied and the original due date will remainin
force.

SECTION IV. CONSEQUENCESOF FAILURETO COMPLY WITH THIS
NOTICE

IV-A NOTICE OF INTENT TO SUSPEND

The Agency may issue a Notice of Intent to Suspend products subject to this Notice due to
failure by aregistrant to comply with the requirements of this Data Call-In Notice, pursuant to
FIFRA section 3(c)(2)(B). Events which may be the basis for issuance of a Notice of Intent to
Suspend include, but are not limited to, the following:

1. Failureto respond as required by this Notice within 90 days of your receipt of this
Notice.

2. Failure to submit on the required schedule an acceptable proposed or final protocol
when such is required to be submitted to the Agency for review.

3.  Failureto submit on the required schedule an adequate progress report on a study as
required by this Notice.

4.  Failureto submit on the required schedule acceptable data as required by this Notice.

5. Failureto take arequired action or submit adequate information pertaining to any
option chosen to address the data requirements (e.g., any required action or
information pertaining to submission or citation of existing studies or offers,
arrangements, or arbitration on the sharing of costs or the formation of Task Forces,
failure to comply with the terms of an agreement or arbitration concerning joint data
development or failure to comply with any terms of a data waiver).

6. Failure to submit supportable certifications as to the conditions of submitted studies, as
required by Section I11-C of this Notice.

7.  Withdrawal of an offer to share in the cost of developing required data.
8.  Failure of the registrant to whom you have tendered an offer to share in the cost of

developing data and provided proof of the registrant's receipt of such offer or failure of
aregistrant on whom you rely for a generic data exemption either to:
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i. Inform EPA of intent to develop and submit the data required by this Notice on a
Data Call-In Response Form and a Requirements Status and Reqistrant's Response
Form.

ii. Fulfill the commitment to develop and submit the data as required by this Notice;
or

iii. Otherwise take appropriate steps to meet the requirements stated in this Notice,

unless you commit to submit and do submit the required data in the specified time
frame.

9. Failureto take any required or appropriate steps, not mentioned above, at any time
following the issuance of this Notice.

IV-B. BASIS FOR DETERMINATION THAT SUBMITTED STUDY IS
UNACCEPTABLE

The Agency may determine that a study (even if submitted within the required time) is
unacceptable and constitutes a basis for issuance of a Notice of Intent to Suspend. The
grounds for suspension include, but are not limited to, failure to meet any of the following:

1) EPA requirements specified in the Data Call-In Notice or other documents
incorporated by reference (including, as applicable, EPA Pesticide Assessment Guidelines,
Data Reporting Guidelines, and GeneTox Health Effects Test Guidelines) regarding the
design, conduct, and reporting of required studies. Such requirements include, but are not
limited to, those relating to test material, test procedures, selection of species, number of
animals, sex and distribution of animals, dose and effect levels to be tested or attained,
duration of test, and, as applicable, Good L aboratory Practices.

2) EPA requirements regarding the submission of protocols, including the incorporation
of any changes required by the Agency following review.

3) EPA requirements regarding the reporting of data, including the manner of reporting,
the completeness of results, and the adequacy of any required supporting (or raw) data,
including, but not limited to, requirements referenced or included in this Notice or contained
in PR 86-5. All studies must be submitted in the form of afinal report; a preliminary report
will not be considered to fulfill the submission requirement.

IV-C EXISTING STOCKS OF SUSPENDED OR CANCELLED PRODUCTS

EPA has statutory authority to permit continued sale, distribution and use of existing stocks
of a pesticide product which has been suspended or cancelled if doing so would be consistent
with the purposes of the Act.
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The Agency has determined that such disposition by registrants of existing stocks for a
suspended registration when a section 3(c)(2)(B) data request is outstanding generally would
not be consistent with the Act's purposes. Accordingly, the Agency anticipates granting
registrants permission to sell, distribute, or use existing stocks of suspended product(s) only in
exceptional circumstances. If you believe such disposition of existing stocks of your
product(s) which may be suspended for failure to comply with this Notice should be
permitted, you have the burden of clearly demonstrating to EPA that granting such permission
would be consistent with the Act. You also must explain why an "existing stocks" provision is
necessary, including a statement of the quantity of existing stocks and your estimate of the
time required for their sale, distribution, and use. Unless you meet this burden, the Agency
will not consider any request pertaining to the continued sale, distribution, or use of your
existing stocks after suspension.

If you request a voluntary cancellation of your product(s) as a response to this Notice and
your product isin full compliance with all Agency requirements, you will have, under most
circumstances, one year from the date your 90 day response to this Notice is due, to sell,
distribute, or use existing stocks. Normally, the Agency will allow persons other than the
registrant such as independent distributors, retailers and end users to sell, distribute or use
such existing stocks until the stocks are exhausted. Any sale, distribution or use of stocks of
voluntarily cancelled products containing an active ingredient for which the Agency has
particular risk concerns will be determined on a case-by-case basis.

Requests for voluntary cancellation received after the 90 day response period required by
this Notice will not result in the agency granting any additional time to sell, distribute, or use
existing stocks beyond a year from the date the 90 day response was due, unless you
demonstrate to the Agency that you are in full compliance with all Agency requirements,
including the requirements of this Notice. For example, if you decide to voluntarily cancel
your registration six months before a 3-year study is scheduled to be submitted, all progress
reports and other information necessary to establish that you have been conducting the study
in an acceptable and good faith manner must have been submitted to the Agency, before EPA
will consider granting an existing stocks provision.

SECTION V. REGISTRANTS OBLIGATION TO REPORT POSSIBLE
UNREASONABLE ADVERSE EFFECTS

Registrants are reminded that FIFRA section 6(a)(2) states that if at any time after a
pesticide is registered a registrant has additional factual information regarding unreasonable
adverse effects on the environment by the pesticide, the registrant shall submit the
information to the Agency. Registrants must notify the Agency of any factual information
they have, from whatever source, including but not limited to interim or preliminary results of
studies, regarding unreasonable adverse effects on man or the environment. This requirement
continues as long as the products are registered by the Agency.

SECTION VI. INQUIRIESAND RESPONSESTO THISNOTICE
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If you have any questions regarding the requirements and procedures established by this
Notice, call the contact person(s) listed in Attachment 1, the Data Call-In Chemical Status
Sheet.

All responses to this Notice must include completed Data Call-In Response Forms
(Attachment 2)and completed Requirements Status and Registrant's Response Forms
(Attachment 3), for both (generic and product specific data) and any other documents
required by this Notice, and should be submitted to the contact person(s) identified in
Attachment 1. If the voluntary cancellation or generic data exemption option is chosen, only
the Generic and Product Specific Data Call-In Response Forms need be submitted.

The Office of Compliance (OC) of the Office of Enforcement and Compliance Assurance
(OECA), EPA, will be monitoring the data being generated in response to this Notice.

Sincerely yours,

Lois Rossi, Division Director
Special Review and
Reregistration Division

Attachments:;

The Attachments to this Notice are:

1- DataCall-In Chemical Status Sheet

2 - Generic Data Call-In and Product Specific Data Call-In Response Forms with
Instructions

3- Generic Data Call-1n and Product Specific Data Call-In Reguirements Status and
Reqistrant's Response Forms with Instructions

4 - EPA Batching of End-Use Products for Meeting Acute Toxicology Data Requirements
for Rereqgistration

5- EPA Acceptance Criteria

6 - List of Registrants Receiving This Notice

7 - Confidential Statement of Formula, Cost Share and Data Compensation Forms
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TRIFLURALIN DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

Y ou have been sent this Product Specific Data Call-1n Notice because you have product(s)
containing trifluralin.

This Product Specific Data Call-In Chemical Status Sheet, contains an overview of data
required by this notice, and point of contact for inquiries pertaining to the reregistration of
trifluralin. This attachment is to be used in conjunction with (1) the Product Specific Data
Call-In Notice, (2) the Product Specific Data Call-In Response Form (Attachment 2), (3) the
Requirements Status and Registrant's Form (Attachment 3), (4) EPA's Grouping of End-Use
Products for Meeting Acute Toxicology Data Requirement (Attachment 4), (5) the EPA
Acceptance Criteria (Attachment 5), (6) alist of registrants receiving this DCI (Attachment 6)
and (7) the Cost Share and Data Compensation Forms in replying to this trifluralin Product
Specific Data Call-In (Attachment 7). Instructions and guidance accompany each form.

DATA REQUIRED BY THISNOTICE

The additional data requirements needed to complete the database for trifluralin are
contained in the Requirements Status and Registrant's Response, Attachment 3. The Agency
has concluded that additional data on trifluralin are needed for specific products. These data
are required to be submitted to the Agency within the time frame listed. These data are
needed to fully complete the reregistration of all eligible trifluralin products.

INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the generic database of trifluralin, please contact
Connie Childress at (703) 308-8076.
If you have any questions regarding the product specific data requirements and procedures
established by this Notice, please contact Franklin Gee at (703) 308-8008.
(703) 308-8172.
All responses to this Notice for the Product Specific data requirements should be submitted
to:
Chemical Review Manager Team 81
Product Reregistration Branch
Specia Review and Reregistration Branch 7508W
Office of Pesticide Programs
U.S. Environmental Protection Agency
Washington, D.C. 20460
RE: Trifluralin
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trifluralin DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

Y ou have been sent this Generic Data Call-In Notice because you have product(s)
containing trifluralin.

This Generic Data Call-In Chemical Status Sheet, contains an overview of data required by
this notice, and point of contact for inquiries pertaining to the reregistration of trifluralin. This
attachment is to be used in conjunction with (1) the Generic Data Call-In Notice, (2) the
Generic Data Call-1n Response Form (Attachment 2), (3) the Requirements Status and
Registrant's Form (Attachment 2), (4) alist of registrants receiving this DCI (Attachment 4),
(5) the EPA Acceptance Criteria (Attachment 5), and (6) the Cost Share and Data
Compensation Formsin replying to this trifluralin Generic Data Callln (Attachment F).

I nstructions and guidance accompany each form.

DATA REQUIRED BY THIS NOTICE

The additional data requirements needed to complete the generic database for trifluralin are
contained in the Requirements Status and Registrant's Response, Attachment C. The Agency
has concluded that additional product chemistry data on trifluralin are needed. These data are
needed to fully complete the reregistration of all eligible trifluralin products.

INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the generic data requirements and procedures
established by this Notice, please contact Connie Childress at (703) 308-8076.

All responses to this Notice for the generic data requirements should be submitted to:

Connie Childress, Chemical Review Manager
Reregistration Branch

Special Review and Registration Division (H7508W)
Office of Pesticide Programs

U.S. Environmental Protection Agency

Washington, D.C. 20460

RE: Trifluralin
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Instructions For Completing The " Data Call-In Response Forms' For The Generic And
Product Specific Data Call-In

INTRODUCTION

These instructions apply to the Generic and Product Specific "Data Call-In Response Forms'
and are to be used by registrants to respond to generic and product specific Data Call-Ins as
part of EPA's Reregistration Program under the Federal Insecticide, Fungicide, and
Rodenticide Act. If you are an end-use product registrant only and have been sent this DCI
letter as part of a RED document you have been sent just the product specific "Data Call-In
Response Forms." Only registrants responsible for generic data have been sent the generic
dataresponse form. Thetype of Data Call-In (generic or product specific) isindicated in
item number 3 (" Date and Type of DCI") on each form.

Although the form is the same for both generic and product specific data, instructions for
completing these forms are different. Please read these instructions carefully before filling
out the forms.

EPA has developed these forms individually for each registrant, and has preprinted these
forms with a number of items. DO NOT use these forms for any other active ingredient.

Items 1 through 4 have been preprinted on the form. Items5 through 7 must be completed by
the registrant as appropriate. Items 8 through 11 must be completed by the registrant before
submitting a response to the Agency.

The public reporting burden for this collection of information is estimated to average 15
minutes per response, including time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding the burden estimate or any other aspect
of this collection of information, including suggestions for reducing this burden, to Chief,
Information Policy Branch, Mail Code 2136, U.S. Environmental Protection Agency, 401 M
St., SW., Washington, D.C. 20460; and to the Office of Management and Budget, Paperwork
Reduction Project 2070-0107, Washington, D.C. 20503.
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INSTRUCTIONS FOR COMPLETING THE DATA CALL-IN RESPONSE FORMS

Generic and Product Specific Data Call-In

Item 1.

[tem 2.

[tem 3.

Item 4.

[tem 5.

[tem 6a

ON BOTH FORMS: Thisitem identifies your company name, number and
address.

ON BOTH FORMS: Thisitem identifies the case number, case name, EPA
chemical number and chemical name.

ON BOTH FORMS: Thisitem identifies the type of Data Call-In. The date
of issuance is date stamped.

ON BOTH FORMS: Thisitem identifies the EPA product registrations
relevant to the data call-in. Please note that you are also responsible for
informing the Agency of your response regarding any product that you believe
may be covered by this Data Call-In but that is not listed by the Agency in Item
4. 'Y ou must bring any such apparent omission to the Agency's attention within
the period required for submission of this response form.

ON BOTH FORMS: Check thisitem for each product registration you wish
to cancel voluntarily. If aregistration number islisted for a product for which
you previously requested voluntary cancellation, indicate in Item 5 the date of
that request. Since this Data Call-In requires both generic and product specific
data, you must complete item 5 on both Data Call-In response forms. Y ou do
not need to complete any item on the Requirements Status and Registrant's
Response Forms.

ON THE GENERIC DATA FORM: Check this Item if the Data Call-Inisfor
generic dataasindicated in Item 3 and you are eligible for a Generic Data
Exemption for the chemical listed in Item 2 and used in the subject product.

By electing this exemption, you agree to the terms and conditions of a Generic
Data Exemption as explained in the Data Call-In Notice.

If you are eligible for or claim a Generic Data Exemption, enter the EPA registration
Number of each registered source of that active ingredient that you use in your
product.

Typically, if you purchase an EPA-registered product from one or more other
producers (who, with respect to the incorporated product, are in compliance with this
and any other outstanding Data Call-In Notice), and
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INSTRUCTIONS FOR COMPLETING THE DATA CALL-IN RESPONSE FORMS
Generic and Product Specific Data Call-In

incorporate that product into all your products, you may complete thisitem for all
products listed on this form. If, however, you produce the active ingredient yourself, or
use any unregistered product (regardless of the fact that some of your sources are
registered), you may not claim a Generic Data Exemption and you may not select this
item.

Item 6b. ON THE GENERIC DATA FORM: Check thisItem if the Data Call-Inis
for generic dataasindicated in Item 3 and if you are agreeing to satisfy the
generic data requirements of this Data Call-In. Attach the Requirements Status
and Registrant's Response Form that indicates how you will satisfy those
requirements.

NOTE: Item 6a and 6b are not applicable for Product Specific Data.

ltem 7a. ON THE PRODUCT SPECIFIC DATA FORM: For each manufacturing
use product (MUP) for which you wish to maintain registration, you must agree
to satisfy the data requirements by responding "yes."

Iltem 7b. For each end use product (EUP) for which you wish to maintain registration,
you must agree to satisfy the data requirements by responding "yes."

FOR BOTH MUP and EUP products

Y ou should also respond "yes" to thisitem (7afor MUP'sand 7b for EUP's) if your
product isidentical to another product and you qualify for a data exemption. Y ou
must provide the EPA registration numbers of your source(s); do not complete the
Requirements Status and Registrant's Response form. Examples of such products
include repackaged products and Special Local Needs (Section 24c) products which
are identical to federally registered products.

If you are requesting a data waiver, answer "yes" here; in addition, on the
"Requirements Status and Registrant's Response" form under Item 9, you must
respond with option 7 (Waiver Request) for each study for which you are requesting a
waiver.

NOTE: Item 7aand 7b are not applicable for Generic Data.
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INSTRUCTIONS FOR COMPLETING THE DATA CALL-IN RESPONSE FORMS
Generic and Product Specific Data Call-In

Item 8. ON BOTH FORMS: This certification statement must be signed by an
authorized representative of your company and the person signing must include
his’/her title. Additional pages used in your response must be initialled and
dated in the space provided for the certification.

Item 9. ON BOTH FORMS: Enter the date of signature.

Item 10. ON BOTH FORMS: Enter the name of the person EPA should contact with
guestions regarding your response.

Item 11. ON BOTH FORMS: Enter the phone number of your company contact.

Note: Y ou may provide additional information that does not fit on this form in asigned letter that accompanies your response. For example, you may
wish to report that your product has already been transferred to another company or that you have already voluntarily cancelled this product. For
these cases, please supply all relevant details so that EPA can ensure that its records are correct.
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Instructions For Completing The " Requirements Status and Registrant’'s Response
Forms" For The Generic and Product Specific Data Call-In

INTRODUCTION

These instructions apply to the Generic and Product Specific "Requirements Status and
Registrant's Response Forms" and are to be used by registrants to respond to generic and
product specific Data Call-In's as part of EPA's reregistration program under the Federal
Insecticide, Fungicide, and Rodenticide Act. If you are an end-use product registrant only
and have been sent this DCI letter as part of a RED document you have been sent just the
product specific "Requirements Status and Registrant's Response Forms." Only registrants
responsible for generic data have been sent the generic data response forms. The type of
Data Call-In (generic or product specific) isindicated in item number 3 (* Date and
Type of DCI") on each form.

Although the form is the same for both product specific and generic data, instructions for
completing the forms differ slightly. Specifically, options for satisfying product specific data
requirements do not include (1) deletion of uses or (2) request for alow volume/minor use
waiver. Please read these instructions carefully before filling out the forms.

EPA has developed these forms individually for each registrant, and has preprinted these
formsto include certain information unique to this chemical. DO NOT use these forms for
any other active ingredient.

Items 1 through 8 have been preprinted on the form. Item 9 must be completed by the
registrant as appropriate. Items 10 through 13 must be completed by the registrant before
submitting a response to the Agency.

The public reporting burden for this collection of information is estimated to average 30
minutes per response, including time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding the burden estimate or any other aspect
of this collection of information, including suggestions for reducing this burden, to Chief,
Information Policy Branch, Mail Code 2136, U.S. Environmental Protection Agency, 401 M
St., SW., Washington, D.C. 20460; and to the Office of Management and Budget, Paperwork
Reduction Project 2070-0107, Washington, D.C. 20503.
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INSTRUCTIONSFOR COMPLETING THE "REQUIREMENTS STATUSAND
REGISTRANT'SRESPONSE FORM S’

Generic and Product Specific Data Call-In

ltem 1. ON BOTH FORMS: Thisitem identifies your company name, number and
address.
Item 2. ON THE GENERIC DATA FORM: Thisitem identifies the case number,

case name, EPA chemical number and chemical name.

ON THE PRODUCT SPECIFIC DATA FORM: Thisitem identifiesthe case
number, case name, and the EPA Registration Number of the product for which the
Agency is requesting product specific data.

Item 3. ON THE GENERIC DATA FORM: Thisitem identifies the type of Data
Call-In. The date of issuance is date stamped.

ON THE PRODUCT SPECIFIC DATA FORM: Thisitem identifies the type of
Data Call-In. The date of issuance is also date stamped. Note the unique identifier
number (ID#) assigned by the Agency. This D number must be used in the
transmittal document for any data submissions in response to this Data Call-In Notice.

Item 4. ON BOTH FORMS: Thisitem identifies the guideline reference number of
studies required. These guidelines, in addition to the requirements specified in
the Data Call-In Notice, govern the conduct of the required studies. Note that
series 61 and 62 in product chemistry are now listed under 40 CFR 158.155
through 158.180, Subpart c.

Item 5. ON BOTH FORMS: Thisitem identifies the study title associated with the
guideline reference number and whether protocols and 1, 2, or 3-year progress
reports are required to be submitted in connection with the study. Asnoted in
Section 111 of the Data Call-In Notice, 90-day progress reports are required for
all studies.

If an asterisk appearsin Item 5, EPA has attached information relevant to this
guideline reference number to the Requirements Status and Registrant's Response
Form.
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INSTRUCTIONSFOR COMPLETING THE "REQUIREMENTS STATUSAND

REGISTRANT'SRESPONSE FORM S’

Generic and Product Specific Data Call-In

[tem 6.

Item 7.

ON BOTH FORMS: Thisitem identifies the code associated with the use
pattern of the pesticide. In the case of efficacy data (product specific

requirement), the required study only pertains to products which have the use sites
and/or pestsindicated. A brief description of each code follows:

A Terrestrial food
B Terrestrial feed
C Terrestrial non-food
D Aquatic food
E Aquatic non-food outdoor
F Aquatic non-food industrial
G Aquatic non-food residential
H Greenhouse food
I Greenhouse non-food crop
J Forestry
K Residential
L Indoor food
M Indoor non-food
N Indoor medical
O Indoor residential
ON BOTH FORMS: Thisitem identifies the code assigned to the substance
that must be used for testing. A brief description of each code follows:
EUP End-Use Product
MP Manufacturing-Use Product
MP/TGAI Manufacturing-Use Product and Technical Grade Active
Ingredient
PAI Pure Active Ingredient
PAI/M Pure Active Ingredient and M etabolites
PAI/PAIRA Pure Active Indredient or Pute Active
Ingredient Radiolabelled
PAIRA Pure Active Ingredient Radiolabelled
PAIRA/M Pure Active Ingredient Radiolabelled and Metabolites
PAIRA/PM Pure Active Ingredient Radiolabelled and Plant M etabolites
TEP Typical End-Use Product
TEP _ % Typical End-Use Product, Percent Active Ingredient Specified
TEP/MET Typica End-Use Product and Metabolites
TEP/PAI/M Typica End-Use Product or Pure Active Ingredient and

M etabolites
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TGAI

Technical Grade Active Ingredient

TGAI/PAI Technical Grade Active Ingredient or Pure Active Ingredient

TGAI/PAIRA Technical Grade Active Ingredient or Pure Active Ingredient
Radiolabelled

TGAI/TEP Technical Grade Active Ingredient or Typical End-Use Product

MET Metabolites

IMP Impurities

DEGR Degradates

*

[tem 8.

See: guideline comment

Thisitem completed by the Agency identifies the time frame allowed for
submission of the study or protocol identified initem 5.

ON THE GENERIC DATA FORM: The time frame runs from the date of your

receipt

of the Data Call-In notice.

ON THE PRODUCT SPECIFIC DATA FORM: The due date for submission of
product specific studies begins from the date stamped on the letter transmitting the
Reregistration Eligibility Decision document, and not from the date of receipt.
However, your response to the Data Call-In itself is due 90 days from the date of

receipt

[tem 9.

Option 1.

Option 2.

ON BOTH FORMS: Enter the appropriate Response Code or Codes to show
how you intend to comply with each data requirement. Brief descriptions of
each code follow. The Data Call-In Notice contains a fuller description of each
of these options.

ON BOTH FORMS: (Developing Data) | will conduct a new study and
submit it within the time frames specified in item 8 above. By indicating that |
have chosen this option, | certify that | will comply with all the requirements
pertaining to the conditions for submittal of this study as outlined in the Data
Call-In Notice and that | will provide the protocols and progress reports
required in item 5 above.

ON BOTH FORMS: (Agreement to Cost Share) | have entered into an
agreement with one or more registrants to develop data jointly. By indicating
that | have chosen this option, | certify that | will comply with all the
requirements pertaining to sharing in the cost of developing data as outlined in
the Data Call-In Notice.

However, for Product Specific Data, | understand that this option is
available for acute toxicity or certain efficacy data ONLY if the Agency
indicates in an attachment to this notice that my product is similar enough to
another product to qualify for this option. | certify that another party in the
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Option 3.

Option 4.

Option 5.

Option 6.

agreement is committing to submit or provide the required data; if the required
study is not submitted on time, my product may be subject to suspension.

ON BOTH FORMS: (Offer to Cost Share) | have made an offer to enter into
an agreement with one or more registrants to develop datajointly. | am also
submitting a completed " Certification of offer to Cost Share in the
Development of Data" form. | am submitting evidence that | have made an
offer to another registrant (who has an obligation to submit data) to share in the
cost of that data. | am including a copy of my offer and proof of the other
registrant's receipt of that offer. 1 am identifying the party which is committing
to submit or provide the required data; if the required study is not submitted on
time, my product may be subject to suspension. | understand that other terms
under Option 3 in the Data Call-In Notice apply aswell.

However, for Product Specific Data, | understand that this option is
available only for acute toxicity or certain efficacy data and only if the Agency
indicates in an attachment to this Data Call-In Notice that my product is similar
enough to another product to qualify for this option.

ON BOTH FORMS: (Submitting Existing Data) | will submit an existing
study by the specified due date that has never before been submitted to EPA.
By indicating that | have chosen this option, | certify that this study meets all
the requirements pertaining to the conditions for submittal of existing data
outlined in the Data Call-In Notice and | have attached the needed supporting
information along with this response.

ON BOTH FORMS: (Upgrading a Study) | will submit by the specified due
date, or will cite data to upgrade a study that EPA has classified as partially
acceptable and potentially upgradeable. By indicating that | have chosen this
option, | certify that | have met all the requirements pertaining to the conditions
for submitting or citing existing data to upgrade a study described in the Data
Call-In Notice. | am indicating on attached correspondence the Master Record
|dentification Number (MRID) that EPA has assigned to the data that | am
citing as well asthe MRID of the study | am attempting to upgrade.

ON BOTH FORMS: (Citing a Study) | am citing an existing study that has
been previously classified by EPA as acceptable, core, core minimum, or a
study that has not yet been reviewed by the Agency. If reviewed, | am
providing the Agency's classification of the study.

However, for Product Specific Data, | am citing another registrant's
study. | understand that this option is available ONLY for acute toxicity or
certain efficacy dataand ONLY if the cited study was conducted on my
product, an identical product or a product which the Agency has "grouped"”
with one or more other products for purposes of depending on the same data. |
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may also choose this option if | am citing my own data. In either case, | will
provide the MRID or Accession number (s). If | cite another registrant's data, |
will submit a completed " Certification With Respect To Data Compensation
Requirements” form.

FOR THE GENERIC DATA FORM ONLY: Thefollowing three options (Numbers?7,

8, and 9) areresponses that apply only to the " Requirements Status and Registrant's
Response Form" for_generic data.

Option 7.

Option 8.

Option 9.

(Deleting Uses) | am attaching an application for amendment to my
registration deleting the uses for which the data are required.

(Low Volume/Minor Use Waiver Request) | have read the statements
concerning low volume-minor use data waiversin the Data Call-In Notice and |
request alow-volume minor use waiver of the data requirement. | am attaching
adetailed justification to support this waiver request including, among other
things, all information required to support the request. | understand that, unless
modified by the Agency in writing, the data requirement as stated in the Notice
governs.

(Request for Waiver of Data) | have read the statements concerning data
waivers other than lowvolume minor-use data waiversin the Data Call-In
Notice and | request a waiver of the data requirement. | am attaching a rationale
explaining why | believe the data requirements do not apply. | am also
submitting a copy of my current labels. (Y ou must also submit a copy of your
Confidential Statement of Formulaif not already on file with EPA). |
understand that, unless modified by the Agency in writing, the data requirement
as stated in the Notice governs.

FOR PRODUCT SPECIFIC DATA: Thefollowing option (hnumber 7) isaresponse

that appliesto the" Requirements Status and Registrant's Response Form" for
product specific data.

Option 7.

(Waiver Request) | request awaiver for this study because it is inappropriate
for my product. | am attaching a complete justification for this request,
including technical reasons, data and references to relevant EPA regulations,
guidelines or policies. [Note: any supplemental data must be submitted in the
format required by P.R. Notice 86-5]. | understand that thisis my only
opportunity to state the reasons or provide information in support of my
request. If the Agency approves my waiver request, | will not be required to
supply the data pursuant to Section 3(c) (2) (B) of FIFRA. If the Agency denies
my waiver request, | must choose a method of meeting the data requirements of
this Notice by the due date stated by this Notice. In this case, | must, within 30
days-of my receipt of the Agency's written decision, submit a revised
"Requirements Status" form specifying the option chosen. | also understand
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that the deadline for submission of data as specified by the original Data
Call-In notice will not change.

Item 10. ON BOTH FORMS: Thisitem must be signed by an authorized representative
of your company. The person signing must include his/her title, and must initial
and date all other pages of this form.

ltem 11. ON BOTH FORMS: Enter the date of signature.

ltem 12. ON BOTH FORM S: Enter the name of the person EPA should contact with
guestions regarding your response.

Item 13. ON BOTH FORMS: Enter the phone number of your company contact.

NOTE: Y ou may provide additional information that does not fit on this form in asigned letter that accompanies this your response. For example, you
may wish to report that your product has already been transferred to another company or that you have already voluntarily cancelled this
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EPA'SBATCHING OF PRODUCTS CONTAINING TRIFLURALIN ASTHE
ACTIVE INGREDIENT FOR MEETING 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 reregistration of products containing the active ingredient
trifluralin (a,a,a-trifluoro-2,6-dinitro-N,N-dipropyl-p-toluidine) the Agency has batched
products which can be considered similar in terms of acute toxicity. Factors considered in the
sorting process include each product's active and inert ingredients (identity, percent
composition and biological activity), type of formulation (e.g., emulsifiable concentrate,
aerosol, wettable powder, granular, etc.), and labeling (e.g., signal word, use classification,
precautionary labeling, etc.). Note that the Agency is not describing batched products as
"substantially similar" since some products within a batch may not be considered chemically
similar or have identical use patterns.

Using available information, batching has been accomplished by the process described in
the preceding paragraph. Notwithstanding the batching process, the Agency reserves the right
to require, at any time, acute toxicity data for an individual product should the need arise.

Registrants of products within a batch may choose to cooperatively generate, submit or
cite asingle battery of six acute toxicological studies to represent all the products within that
batch. It isthe registrants' option to participate in the process with all other registrants, only
some of the other registrants, or only their own products within a batch, or to generate all the
required acute toxicological studies for each of their own products. If aregistrant chooses to
generate the data for a batch, he/she must use one of the products within the batch as the test
material. If aregistrant choosesto rely upon previously submitted acute toxicity data, he/she
may do so provided that the data base is complete and valid by today's standards (see
acceptance criteria attached), the formulation tested is considered by EPA to be similar for
acute toxicity, and the formulation has not been significantly altered since submission and
acceptance of the acute toxicity data. Regardless of whether new data is generated or
existing data is referenced, registrants must clearly identify the test material by EPA
Registration Number. If more than one confidential statement of formula (CSF) existsfor a
product, the registrant must indicate the formulation actually 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 appended 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. Thefirst form, "Data Call-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 wishesto participatein a
batch must decide whether he/she will provide the data or depend on someone else to do so.

If aregistrant supplies the datato support a batch of products, he/she must select one of the
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following options. Developing Data (Option 1), Submitting an Existing Study (Option 4),
Upgrading an Existing Study (Option 5) or Citing an Existing Study (Option 6). If a
registrant depends on another's data, he/she must choose among: Cost Sharing (Option 2),
Offersto Cost Share (Option 3) or Citing an Existing 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 preclude other registrantsin
the batch from citing his/her studies and offering to cost share (Option 3) those studies.

Table 1 displays the batches for the active ingredient trifluralin.

Table1.
Batch Registration Percent Active Ingredient Form
Number
1 19713-226 Trifluralin ... 96.0% powder
33660-3 Trifluralin ... 96.0% powder
42750-30 Trifluralin ... 95.6% powder
62719-99 Trifluralin ... 96.3% powder
67959-1 Trifluralin ... 97.47% powder
68153-3 Trifluralin ... 96.3% powder
2 1812-321 Trifluralin ... 80.0% powder
62719-216 Trifluralin ... 80.0% powder
3 241-334 Trifluralin ... 46.0% liquid
241-343 Trifluralin ... 42.8% liquid
1386-609 Trifluralin ... 44.5% liquid
1812-355 Trifluralin ... 42.8% liquid
2749-513 Trifluralin ... 44.5% liquid
5481-172 Trifluralin ... 44.5% liquid
5905-519 Trifluralin ... 44.5% liquid
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Batch Registration Percent Active Ingredient Form
Number
9779-303 Trifluralin ... 46.0% liquid
10163-101 Trifluralin ... 44.5% liquid
10163-181 Trifluralin ... 44.5% liquid
33660-33 Trifluralin ... 44.5% liquid
34704-241 Trifluralin ... 44.5% liquid
34704-242 Trifluralin ... 44.5% liquid
36480-33 Trifluralin ... 44.5% liquid
46193-6 Trifluralin ... 44.5% liquid
46193-10 Trifluralin ... 42.8% liquid
51036-106 Trifluralin ... 44.5% liquid
55467-2 Trifluralin ... 44.5% liquid
62719-93 Triflurdin ...44.5% liquid
62719-97 Triflurdin ...44.5% liquid
62719-101 Trifluralin ... 44.5% liquid
62719-241 Trifluralin ... 44.5% liquid
4 241-332 Trifluralin ... 50.8% liquid
241-333 Trifluralin ... 41.2% liquid
1812-353 Trifluralin ... 50.8% liquid
2749-514 Trifluralin ... 41.2% liquid
9779-304 Trifluralin ... 41.2% liquid
10163-99 Trifluralin ... 50.8% liquid
33660-31 Trifluralin ... 50.8% liquid
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Batch Registration Percent Active Ingredient Form
Number
33660-32 Trifluralin ... 41.2% liquid
34704-709 Trifluralin ... 50.8% liquid
34704-711 Trifluralin ... 41.2% liquid
51036-126 Trifluralin ... 41.2% liquid
62719-116 Trifluralin ... 41.2% liquid
62719-118 Trifluralin ... 50.8% liquid
62719-172 Trifluralin ... 50.8% liquid
66222-13 Trilfuralin ... 41.8% liquid
5 1386-623 Trifluralin ... 10.0% granular
10163-120 Trifluralin ... 10.0% granular
34704-708 Trifluralin ... 10.0% granular
62719-131 Trifluralin ... 10.0% granular
6 279-3104 Trifluralin ... 33.3% liquid
2-(2-Chlorophenyl)methyl-4,4-
dimethyl-3-isoxazolidinone ... 26.7
62719-143 Trifluralin ... 33.2% liquid
2-(2-Chlorophenyl)methyl-4,4-
dimethyl-3-isoxazolidinone ... 24.9%
7 572-324 Trifluralin ... 0.38% granular
Benefin ... 0.77%
572-325 Trifluralin ... 0.38% granular
Benefin ... 0.77%
10370-254 Trifluralin ... 0.31% granular
Benefin ... 0.61%
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Batch Registration Percent Active Ingredient Form
Number
34704-266 Trifluralin ... 0.38% granular
Benefin ... 0.77%
62719-137 Triflurain ... 0.67% granular
Benefin ... 1.33%
8 270-281 Trifluralin ... 1.75% granular
538-102 Trifluralin ... 2.65% granular
557-2001 Trifluralin ... 1.15% granular
572-200 Trifluralin ... 1.15% granular
961-280 Trifluralin ... 1.47% granular
961-335 Trifluralin ... 1.75% granular
961-405 Trifluralin ... 5.00% granular
2217-480 Trifluralin ... 1.47% granular
7401-349 Trifluralin ... 1.47% granular
8378-41 Trifluralin ... 1.47% granular
9198-60 Trifluralin ... 1.47% granular
9198-129 Trifluralin ... 5.00% granular
49585-25 Trifluralin ... 1.75% granular
62719-98 Trifluralin ... 5.00% granular
9 9198-98 Trifluralin ... 0.38% granular
Benefin ... 0.77%
Chloropyrifos ... 0.57%
9198-99 Trifluralin ... 0.19% granular

Benefin ... 0.38%
Chloropyrifos.... 0.57%
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Batch Registration Percent Active Ingredient Form
Number
9198-102 Trifluralin ... 0.28% granular
Benefin ... 0.59%
Chloropyrifos ... 0.58%
10 8660-144 Trifluralin ... 14.00% powder
Benefin ... 14.00%
8660-145 Trifluralin ... 10.89% powder
Benefin ... 21.78%
9198-77 Trifluralin ... 10.89% powder
Benefin ... 21.78%
11 9779-308 Trifluralin ... 60.00% granular
46193-13 Trifluralin ... 60.00% granular
12 59823-1 Trifluralin ... 18.9% powder
59823-3 Trilfuralin ... 18.9% powder

Table 2 lists the products the Agency was unable to batch. These products were not batched
because they were not considered to be similar to other products in terms of acute toxicity, or,
the Agency lacked sufficient information about their chemical formulations. Registrants of
this product are responsible for meeting the acute toxicity data requirements for this product.

Table 2.
Registration Number Percent Active Ingredient Form
228-259 Trifluralin ... 3.33% dust
Benefin ... 6.67%
241-307 Trifluralin 28.6% liquid

Ammonium salt of
imazaquin ...4.72%
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Registration Number Percent Active Ingredient Form

241-325 Triflurdin ... 27.5% liquid
Ammonium salt of
imazethapyr ... 2.2%

524-375 Trifluralin ... 3.0% granular
S (2,3,3-trichloroallyl)
diisopropy! thiocarbamate
... 10.0%

524-422 Trifluralin ... 3.9% liquid
Alachlor ... 31.7%

1812-325 Triflurdin ... 43.8% liquid

2935-446 Triflurain ... 0.17% granular
Disulfoton ... 1.00%

3125-375 Triflurain ... 28% liquid
Metribuzin ... 14%

5905-521 Triflurain ... 60.0% liquid

9198-78 Triflurain ... 14.0% liquid
Benefin ... 14.0%

62719-128 Triflurdin ... 4% granular
Tebuthiuron ... 2%

62719-175 Triflurdin ... 2.0% granular
Isoxaben ... 0.5%

62719-222 Triflurdin ... 36.35% liquid
Flumetsulam ... 2.67%

Table 3 displays a group of products that were not batchable, but were not placed into the
"No Batch" group of products. Each of these products contains significant amounts of
fertilizer. Many of these fertilizer components may change from time-to-time as the registrant
sees fit. as much as 99% of these products formulations may vary, PRS does not feel that it is
possible to batch them. PRS is aso concerned that since the formulation of these products
may vary, a set of acute toxicity studies conducted on one of these products may not be
consistently representative of that product's acute toxicity potential. Registrant of productsis
batch #3 that certify that they do not vary the inert composition of their product(s) may
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request that their products be batched with other, similar, products. PRS does not believe that
requesting acute toxicity data on all possible fertilizer combinationsis sensible. The Agency
has yet to develop a policy to address the labeling for these products.

Table 3.
Registration Number Percent Active Ingredient Form
228-208 Triflurain ... 0.38% granular
Benefin ... 0.77%
228-254 Triflurain ... 0.29% granular
Benefin ... 0.59%
228-255 Trifluralin ... 0.37% dust
Benefin ... 0.74%
228-256 Triflurain ... 0.44% dust
Benefin ... 0.89%
228-257 Trifluralin ... 0.22% dust
Benefin ... 0.45%
228-258 Trifluralin ... 0.75% dust
Benefin ... 0.75%
538-83 Trifluralin ... 0.68% granular
557-2013 Trifluralin ... 0.38% granular
Benefin ... 0.77%
961-283 Triflurain ... 0.74% granular
961-346 Trifluralin ... 0.385% granular
Benefin ... 0.770%
961-348 Trifluralin ... 0.515% granular
Benefin ... 1.030%
6133-13 Trifluralin ... 0.385% granular
Benefin ... 0.765%
8378-17 Trifluralin ... 0.38% granular
Benefin ... 0.76%
8378-18 Trifluralin ... 0.43% granular
Benefin ... 0.84%
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Registration Number Percent Active Ingredient Form
8378-19 Trifluralin ... 0.50% granular
Benefin . 1.00%
8378-20 Trifluralin ... 0.30% granular
Benefin .. 0.62%
8378-37 Trifluralin ... 0.49% granular
Benefin .. 0.93%
8590-667 Trifluralin ... 0.33% granular
Benefin .. 0.67%
8660-19 Trifluralin ... 0.43% granular
Benefin .. 0.85%
8660-143 Trifluralin ... 0.45% granular
Benefin . 0.90%
8660-149 Trifluralin ... 0.45% granular
Benefin . 0.90%
8660-151 Trifluralin ... 0.38% granular
Benefin . 0.76%
9198-79 Trifluralin ... 0.38% granular
Benefin . 0.76%
9198-91 Trifluralin ... 0.19% granular
Benefin . 0.38%
9198-94 Trifluralin ... 0.30% granular
Benefin . 0.62%
9198-101 Trifluralin ... 0.28% granular
Benefin . 0.59%
9198-108 Trifluralin ... 0.33% granular
Benefin . 0.67%
9198-130 Trifluralin ... 0.50% granular
Benefin 1.00%
9198-131 Trifluralin ... 0.515% granular
Benefin 1.030%
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Registration Number Percent Active Ingredient Form

10404-53 Trifluralin ... 0.33% granular
Benefin ... 0.67%

10404-56 Trifluralin ... 0.38% granular
Benefin ... 0.77%

10404-57 Trifluralin ... 0.41% granular
Benefin ... 0.84%

32802-24 Trifluralin ... 0.38% granular
Benefin ... 0.77%

32802-33 Trifluralin ... 0.50% granular
Benefin ... 1.00%

32802-35 Triflurain ... 0.29% granular
Benefin ... 0.58%

32802-40 Trifluralin ... 0.20% granular
Benefin ... 0.38%

43854-1 Trifluralin ... 0.38% granular
Benefin ... 0.77%

44561-7 Triflurdin ... 0.306% granular
Benefin ... 0.613%

44561-8 Trifluralin ... 0.383% granular
Benefin ... 0.766%

44561-9 Triflurdin ... 0.459% granular
Benefin ... 0.919%

52200-4 Trifluralin ... 0.29% granular
Benefin ... 0.58%

62719-150 Trifluralin ... 0.39% granular
Benefin ... 0.76%

62719-151 Trifluralin ... 0.31% granular
Benefin ... 0.61%

62719-152 Trifluralin ... 0.43% granular

Benefin ... 0.82%
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The following is alist of available documents related to trifluralin. It's purposeisto provide
a path to more detailed information if it is needed. These accompanying documents are part
of the Administrative Record for trifluralin and are included in the EPA's Office of Pesticide
Programs Public Docket.

1.

2.

Health and Environmental Effects Science Chapters
Detailed Label Usage Information System (LUIS) Report
trifluralin RED Fact Sheet

PR Notice 86-5 (included in this appendix)

PR Notice 91-2 (included in this appendix) pertains to the Label Ingredient Statement
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Instructionsfor Completing the Confidential Statement of Formula

The Confidential Statement of Formula (CSF) Form 8570-4 must be used. Two legible,
signed copies of the form are required. Following are basic instructions:

a

b.

All the blocks on the form must be filled in and answered completely.
If any block is not applicable, mark it N/A.

The CSF must be signed, dated and the telephone number of the responsible party
must be provided.

All applicable information which is on the product specific data submission must also
be reported on the CSF.

All weights reported under item 7 must be in pounds per gallon for liquids and pounds
per cubic feet for solids.

Flashpoint must be in degrees Fahrenheit and flame extension in inches.

For all active ingredients, the EPA Registration Numbers for the currently registered
source products must be reported under column 12.

The Chemical Abstracts Service (CAS) Numbers for all actives and inerts and all
common names for the trade names must be reported.

For the active ingredients, the percent purity of the source products must be reported
under column 10 and must be exactly the same as on the source product's |abel.

All the weightsin columns 13.a. and 13.b. must be in pounds, kilograms, or grams. In
no case will volumes be accepted. Do not mix English and metric system units (i.e.,
pounds and kilograms).

All the items under column 13.b. must total 100 percent.

All items under columns 14.a. and 14.b. for the active ingredients must represent pure
active form.

The upper and lower certified limitsfor ail active and inert ingredients must follow the
40 CFR 158.175 instructions. An explanation must be provided if the proposed limits
are different than standard certified limits.

When new CSFs are submitted and approved, all previously submitted CSFs become
obsolete for that specific formulation.
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United States Environmental Protection Agency

Form Approved
F @ | Washington, DC 20460
-, CERTIFICATION OF OFFER TO COST |OMB No. 2070-0106
\’ SHARE IN THE DEVELOPMENT OF DATA

Approval Explres 3-31-96

Public reporting burden for this collection of information is estimated to average 15 minutes per response, including
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection ot information. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to Chief, Information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460; and to the Office
of Management and Budget, Paperwork Reduction Project (2070-0106), Washington, DC 20503.

Please fill in blanks below.

Company Name Company Number
Product Name EPA Reg. No.
| Certify that:

My company is willing to develop and submit the data required by EPA under the authority of the Federal
Insecticide, Fungicide and Redenticide Act (FIFRA), if necessary. However, my company would prefer to
enter intc an agreement with one or more registrants to develop jointly or share in the cost of developing
data.

My firm has offered in writing to enter into such an agreement. That offer was irrevocable and included an
offer to be bound by arbitration decision under section 3(c)(2)(B)(iii) of FIFRA if final agreement on all
terms could not be reached otherwise. This offer was made to the following firm(s) on the following
date(s):

Name of Firm(s) Date of Offer

rtitication:

I certify that | am duly authorized to represent the company named above, and that the statements that | have made on
this form and all attachments therein are true, accurate, and compilete. | acknowledge that any knowingly false or
misleading statement may be punishable by fine or imprisonment or both under applicable law.

Signature of Company's Authorized Representative Date

Name and Title (Please Type or Print)

EPA Form 8570-32 (5/91) Replaces EPA Form 8580, which is obsolete
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United States Environmental Protection Agency Form Approved
Washington, DC 20460 OMB No. 2070-0107,
DS 2070-0057
ﬁﬂﬂw &R?'%‘. Approval Expires
7 M 5 3-31-96
- -z-
N4
CERTIFICATION WITH RESPECT TO % 5;
DATA COMPENSATION REQUIREMENTS 6‘4@4{ pnoﬁd\\

Public reporting burden for this collection of information is estimated to average 15 minutes per response, including time for
reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the
collection of information. Send comments regarding the burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden to, Chief Information Policy Branch, PM-233, U.S. Environmental Protection
Agency, 401 M St., SW., Washington, DC 20460; and to the Office of Management and Budget, Paperwork Reduction Project
(2070-0106), Washington, DC 20503.

Please fill in blanks below.

d

(o]

3

2.

3.
reregistration under FIFRA.

Company Name Company Number
Product Name EPA Reg. No.

| Certify that:

1. For each study cited in support of registration or reregistratiion under the Federal Insecticide, Fungicide and Rodenticide Act

(FIFRA) that is an exclusive use study, | am the original data submitter, or | have obtained the written permission of the original

ata submitter to cite that study.

That for each study cited in support of registration or reregistration under FIFRA thatis NOT an exclusive use study, | am the
riginal data submitter, or | have obtained the written permission of the original data submitter, or | have notified in writing the

company(ies) that submitted data | have cited and have offered to: (a) Pay compensation for those data in accordance with sections

(c)(1)(F) and 3(c)(2)(D) of FIFRA; and (b) Commence negotiation to determine which data are subject to the compensation

requirement of FIFRA and the amount of compensation due, if any. The companies | have notified are. (check one)

[ ] The companies who have submitted the studies listed on the back of this form or attached sheets, or indicated on the attached

"Requirements Status and Registrants' Response Form,"

That | have previously complied with section 3(c)(1)(F) of FIFRA for the studies | have cited in support of registration or

Signature Date

N

ame and Title (Please Type or Print)

GENERAL OFFER TO PAY: | hereby offer and agree to pay compensation to other persons, with regard to the registration or
reregistration of my products, to the extent required by FIFRA section 3(c)(1)(F) and 3(c)(2)(D).

Signature Date

N

ame and Title (Please Type or Print)

EPA

Form 8570-31 (4-96)
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