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I. INTRODUCTION

EPA has established the Regisﬁration Standards program
in order to provide an orderly mechanism by which pesticide
products containing the same active ingredient can be reviewed
and standards set for compliance with FIFRA. The standards
are applicable to reregistration and future applications for
registration of products containing the same active ingredient.
Each registrant of a product containing an active ingredient
subject to this Standard who wishes to continue to sell or
distribute that product must bring his product and labeling
into compliance.with.FIFRA,. as .instructed.by. this Standard... .. . ..
Pesticides have been grouped into use clusters and will be
reviewed on the basis of a ranking scheme giving higher
priority to (1) pesticides in clusters used on food and feed
crops: and (2) besticides produced in large volumes.

The Registration Standards program involves a thorough
review of the scientific data base underlying a pesticide's
registration. The purpose of the Agency's review is to
reassess the potential hazards arising from the currently
registered uses of the pesticide; to determine the need for
additionai Aata on health and environmental effects; and to
determine whether the pesticide meets the "no unreasonable
adverse effects" criteria of FIFRA. In its review EPA identifies:

1. Studies.that are acceptable to support the data

requirements for the currently registered uses of the pesticide.



2. Additional studies necessary to support continued
registration. The additional studies may not have been
required when the product was initially registered or may be
needed to replace studies that are now considered inadequate.

3. Labeling revisions needed to ensure that the product
is not misbranded and that the labeling is adequate to protect
man and the environment.

The detailed scientific review, which is not contained
in this document, but is available upon requestl, focuses on
the pesticide active ingredient. The scientific review
primarily discusses the Agency's evaluation of and conclusions

from available data in its files pertaining to the pesticide

active. ingredient.. . However ,.during..the..review of..these.data . awu. . .

the Agency is also looking for potential hazards that may be
associated with the end use products that contain the active
ingredient. The Agency will appl} the provisions of this
Registration Standard to end use products if necessary to
protect man and the environment.

EPA's reassessment results in the development of a
regulatory position, contained in this Registration Standard,
on the pesticide and each of its registered uses. See
Section 1V - Requlatory Position and Rationale. Based on its

regulatory position, the Agency may prescribe a variety of

l1The scientific reviews may be obtained from the Information
Services Section, Program Management and Support Division
(TS-757C), EPA, 401 M St., SW, Washington, D.C. . 20460.



steps to bé taken by registrants to maintain their registrations
in compliance with FIFRA. These steps may include:
1. Submission_of data in support of product registration;
2., Modification of product labels;

3. Modifications to the manufacturing process of the
pesticide to reduce the levels of impurities or contaminants:

4. Restriction of the use of the pesticide to certified
applicators or other specially trained individuals;

5. Modification of uses or formulation types; or

6. Specification of packaging limitations.

Failure to comply with these requirements may result in
the issuance of a Notice of Intent to Cancel or a Notice of
Intent to Suspend (in the case of failure to submit data).

In addition, in. cases in which hazards to man or the
' enviéonment are identified, the Agency may initiate a special
review of the pesticide in accordance with 40 CFR Part 154
to examine in depth the risks and benefits of use of the
pesticide. If the Agency determines that the risks of the
pesticide's use outweigh the benefits of use, the Agency
may proﬁose additional regulatory actions, such as cancellation
of uses of the pesticide which have been determined to cause

unreasonable adverse effects on the environment.

EPA has authority under the Data Call-In (DCI) provisions
of FIFRA-sec. 3(c)(2)(B) to reguire that registrants submit
data to answer our questions regarding the chemical, toxicological,
and environmental characteristics and fate of a pesticide.

This Registration Standard lists the data EPA believes -are



necessatry ﬁo resolve our concerns about this pesticide.
These data are listed in the Tables A, B, and C in Appendix I.
Failure to comply with the DCI requirements enumerated in
this Registration Standard may result in issuance by EPA of a
Notice of Intent to Suspend the affected product registrations.
Registrants are reminded that FIFRA sec. 6(a)(2) requires
them to submit factual information concerning possible unreason-
able adverse effects of a pesticide at any time that they
become aware of such information. Registrants should notify
the Agency of any information, including interim or preliminary
results of studies, if those results suggest possible adverse
effects on man or the environment. This requirement continues

as long as their products are registered by the Agency.

IT. CHEMICAL(S) COVERED BY THIS STANDARD

A. Description of chemical(s)

The following chemical is covered by this Registration
Standard:

Common name: Fenbutatin-oxide

Chemical name: Bis ([tris(2-methyl-2-phenylpropyl)tin] oxide
or hexakis (2-methyl-2-phenylpropyl)-
distannoxane

CAS Number : 13356-08-6

OPP (Shaughnessy) Numbers: 104601

Empirical Formula: CgoH780Sn?2

Trade and Vendex, Fenbutatin oxyde, SD 14114, Torque,

other names: Neostanox, Osadan and Hexakis

Descripticn of physical characteristics of chemical:

Technical Fenbutatin-oxide

Color: White
Odor: Odorless
Physical State: Crystalline solid



Melting point: 145°C

Solubility: Insoluble in water and slightly soluble in
: aromatic sovents

Molecular Weight: 1053

B. Use Profile

Type of Pesticide: Organotin acaricide, refer to Pesticide
Index (Appendix III).

Predominant Use(s): Oranges, grapefruit, pears, apples, grapes,
almonds, cherries, strawberries and
ornamentals

Mode of Activity: It is suspected that fenbutatin-oxide
inhibits adenosine triphosphate (ATP) enzymes.

Methods of Application: Foliar application by ground equipment
only

Fenbutatin-oxide is the common name for hexakis (2-methyl-
2-phenylpr6pyl) distannoxane and this common name will be
used through out this Guidance Document. Fenbutatin-oxide
is a non-systemic‘organotin acaricide that has been marketed
in the United States for 12 years and is used to control more
than 20 different types of mites on about 17 sites. All
fenbutatin-oxide registrations were recently transferred from

Shell Chemical to E.I. du Pont de Nemours and Company.

There are 3 registered products with the following formulations:
Technical (97%)

Wettable Powder (50%)
Flowable Concentrate (4 1lb/gal)

Fenbutatin-oxide is used on a variety of use sites which
- include: almonds, apple, cherry, citrus fruits, eqggplant,
grapes, papaya, peach, pear, pecan, plum, prude, strawberry,
walnut and ornamentals. Recommended application rates range
from 0.5 pounds active ingredient (a.i.) per acre to 2.0

pounds a.i. per acre.



IITI. AGENCY ASSESSMENT

A. SUMMARY

The Agency has reviewed data submitted to support the
registration of fenbutatin-oxide and concluded that numerous
data'gaps exist for fenbutatin-o*ide. However, based on
available data the Agency has reached the following conclusions.
(A detailed discussion of the points summarized below appeats

in Section B.)

1. A primary eye irritation study demonstrates that technical
fenbutation—-oxide is a severe eye irritant and is therefore

classified as a Toxicity I chemical based on eye effects only.

.The Agency believes: that the: precautionary..statements.:concerning.... .. ..

these eye effects presently on:fenbutatin-oxide labels are

adequate to protect the public.

2. Available data demonstrate that the use of fenbutatin-oxide
in citrus groves may present a chronic hazard to nesting and
foraging birds and an acute hazard to freshwater and estuarine
aquatic organisms. Until the required data are developed

and submitted, hazards can be reduced through labeling sta;emgnts.

(Refer to Section IV A for a description of the required data).

Thengéncy has identified the data it feels is necessary
to fully evaluate the human and environmental risks asso;iated
with the use of fenbutatin-oxide. These data must be developed
in order to maintain registrations. of.  products or to register

new products containing fenbutatin-oxide. A summary of these
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data gaps appears in Figure I. Please note that this is‘only'
a summary and complete detaiis can be obtained by referring
to the tables in Appendix I.

The Agency has also determined that certain label re-
strictions and revisions are necessary. Please refer to
Section VI.D. for a description of the required labeling
revisions.

Figure 1- DATA GAP TABLE

Toxicology Environmental Fate

Acute Oral (Rat) Leaching

Acute Inhalation (Rat) Hydrolysis

90 Day Feeding (Non-rodent) Photodegradation (In water)
21 Day Dermal Toxicity Photodegradation {(On soil)
Chronic Toxicity (Non-rodent) Aerobic and Anaerobic Soil
Oncogenicity (Mouse) Soil Metabolism Studies
Mutagenicity Volatility (Lab)

General Metabdlism TeSting~ ' "Soil Dissipation® == = "'~
2-Generation Reproduction Rotational Crops (Confined)

Accumulation in Fish

Re-entry Product Chemistry/Residue Chemistry
Foliar Dissipation Product Chemistry

Animal Metabolism
Storage Stability
Residue Studies

Ecological Effects

Avian Subacute Dietary Toxicity

Avian Reproduction

Freshwater Fish Toxicity 4
Acute Toxicity to Freshwater Invertebrates and Marine Organisms
Fish Early Life Stage and Aquatic Invertebrate Life Cycle
Agquatic Organism Accumulation Testing

Simulated or Actual Field Testing for Aquatic Organisms



B. PRELIMINARY RISK ASSESSMENT

The Agency has reviewed fenbutatin-oxide data in the areas
of acute toxicity, chronic toxicity, oncogenicity, reproductive
effects, mutagenicity, environmental fate and exposure, and
ecological effects. Numerous data gaps exist. The following
assessment is based on available data and is subject to change
when the results of the required studies are available for
Agency review. (Refer to Section C for a detailed discussion
of other science findings not covered in the Preliminary

Risk Assessment Section).

l. Toxicology

a. Eye Irritation

Six male Albino rabbits were administered 100 mg of
undiluted technical fenbutatin-oxide in the conjuctival sac
of the treated eye. All animals showed damage to the cornea,
iris and conjunctiva up to 14 days post treatment. Based
upon this primary eye irritation stﬁdy, technical fenbutatin-
oxide is characterized as a severe eye irritant and is clas-
sified as a Toxicity Category I chemical because of eye

effects.

2. Ecolqgical Effects

An acute oral avian toxicity study indicates that
fenbutatin-oxide, when administered orally in a single dose,
is practically nontoxic to birds.- ‘The LDgg value for-Bobwhite-

Quail is 2510 mg/kg.
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A subaéute dietary toxicity study on Mallard ducks
likewise supports a finding indicating that fenbutatin-oxide
is nontoxic to birds. The LCgg value for Mallard ducks is
greater than 5620 parts per million (ppm). (A subacute dietary
toxicity study using Bobwhite Quail must be repeated because
the administered dose was not sufficient to calculate a

reliable LCgp value).

Agquatic Otganisms

Preliminary freshwater invertebrate acute toxicity
data indicate that fenbutatin-oxide is highly toxic to fresh-
water invertebrates. This study was classified as supplemental
data-and must be repeated because the test water was not
properly characterized and only 3 dose levels, rather than

5 levels, were used. The tentative LDgg value for Daphnia

magnia is 0.04 ppm.

Acute toxidity data on Rainbow trout and Bluegill sunfish
indicate that fenbutatin-oxide is highly toxic to freshwater
€ish. The LCgp value for Rainbow trout is 0.0017 ppm. The

LCgp value for Bluegill sunfish is 0.0048 ppm.

Wildlife Exposure and Hazard

The "highest application rates for fenbhutatin-oxide are

‘applied to citrus crops in Florida at a rate of 2 lbs active

ingredient per acre. Use directions allow for up to 4 total
applications to citrus with each application being 2 to 3°

weeks apart.
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The Agency is carefully evaluating fenbutatin-oxide

use on citrus for the following reasons:

a. Repetitive applications could result in an ac-
cumulation of parent fenbutatin-oxide and metabolites that,
because of the persistent nature of the pesticide, may present
a chronic hazard to birds foraging in soils and nesting in

citrus groves.

b. Although run-off does not appear to present a risk
to aquatic species, spray drift resulting from application
of fenbutatin-oxide to citrus groves may pose an acute toxicity

hazard to freshwater and estuarine species.

- The -Agency: is ~-reguiring:cavian.reproduction, ~»acute.: -uiibme  wuie .

aquatic and avian toxicity testing, chronic toxicity testing
as well as aquatic field monitoring studies be conducted
before the wildlife risk assessment can be completed. (Refer

to Appendix I for a complete listing of required data).

C. OTHER SCIENCE FINDINGS

1. Acute and Subchronic Toxicity

Available dermal toxicity data demonstrate that fenbutatin-
oxide exhibits low toxicity to mammals by dermal route of
exposure‘“ Thé acute dermal toxicity to rabbits is greater
than 2,000 mg/Kg. |

Data are sufficient to indicate that fenbutatin-oxide is
not é dermal sensitizer. - Primary dermal irritation data. ..

demonstrate that fenbutatin-oxide is a mild skin irritant.
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No valid acute oral toxicity, acute inhalation, 90 day
feeding (non-rodent) or subchronic dermal toxicity studies.

are available. These data are required.

2. Chronic Toxicity

Rat

An acceptable 2 year rat feeding study, where 72 male
and 72 female Carworth rats were administered fenbutatin-oxide
in dietary doses of 50, 100, 300 and 600 ppm for 104 weeks,
demonstrated that fenbutatin-oxide was not oncogenic under test
conditions. One hundred forty-four animals of each sex were
used as controls. A systemic No Observed Effect Level (NOEL)
of lQO ppm (or 5 mg/kg) was established based on decreased leuco-,
. cytes in female rats énd reduced body weight in both sexes
receiving dosages greater than 300 ppm. .

Non-rodent

A 2 year dog feeding study:was reviewed and found to be
supplemental because of reporting deficiencies. The study may
be upgraded when the required information listed in Appendix I
is submitted and reviewed.

In this study, male and female dogs (4 animals per sex
per dose) were administerea fenbutatin-oxide in gelatin
capsules‘tohtaining 2.5, 5, 15, 30 and 60 mg/kg. The control
group consisted of 8 animals per sex.

These preliminary data indicate that the NOEL is considered
to be 5 mg/kg/day with a lowest effect level of 15 mg/kg/day

based on clinical observations of vomiting and diarrhea.
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3. Oncogenicity

Rat
The rat chronic/oncogenicity study previously described
in Section C2 adequately assesses the oncogenicity of fenbutatin-
oxide. No oncogenic effects were demonstrated at doses up to
600 ppm, the highest level tested).
Mouse
An 18 month feeding/oncogenicity étudy was reviewed and
found to be supplemental because of reporting deficiencies.
The study may be upgraded when the required information
listed in Appendix I is submitted and reviewed. Sixty male
and sixty female Carworth mice were fed diets containing 5,
.100, 300, 600 ppm of fenbutatin-oxide. A control group of
120 male and 120 female mice received an untreated diet.
Preliminary data indicate that the NOEL is 100 ppm
based on decreased body weight. No oncogenic effects were

reported at the highest dose tested.

4. Reproductive and Teratogenic Effects

Reproduction

There are no valid reproduction studies available to
\assess reproductive effects from fenbutatin-oxide exposure.
This study is required.

Teratology
Rat
An acceptable rat teratology study demonstrates that

fenbutatin-oxide is not teratogenic in the rat. -The-NOEL-for

this.study is 60 mg/kg, the highest dose tested.
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One hundred thirty six* female “Wistar*tats -were-admin=--~-- -
istered fenbutatin-oxide by gavage at doses of 15, 30 or 60
mg/kg from 6 through 15 days of pregnancy. Fifteen female
rats were administered aspirih which served as the positive
control.

Rabbit

A rabbit teratology study was reviewed and found to be
acceptable. Female New Zealand White rabbits were administered
fenbutatin-oxide in gelatin capsules at doses of 1, 5, and 10
mg/kg on days 6-18 of gestation. Thalidomide was given as the

positive control. The NOEL for this study as 5 mg/kg.

5. Mutagenicity and Metabolism

There are 'no-valid- matagenicity~or-metabolism—studiesr === - -
available. These studies must be conducted and submitted to

the Agency.

6. Environmental Fate

The available data are insufficient to fully assess the
environmental fate of fenbutatin-oxide. Refer to Appendix I for

a listing of required data.

D. Tolerance Assessment

1. Tolerances issued

Tolerances have been established for residues of fen-
butatin-oxide in a variety of raw agricultural commodities
including meat, fat and meat by products (refer to 40 CFR-: -~
180.362 for listing of tolerances), and in processed food (21

CRF 193.236) and feed (21 CFR 561.255).



Commodity

Almonds
Almonds, hulls
Apples
Cattle,fat
Cattle,meat
by product
Cattle,meat
Cherries,sour
Cherries, sweet
Citrus fruits
Cucumber
Eggplant
Eggs
Goats, fat
Goats,meat by
product
Goats,meat
Grapes
Hogs,fat
Hogs,meat by
products
Hogs,meat
Horses,fat
Horses,meat by’
product
Horses,meat
milk fat
Papayas
Pecans
Peaches
Pears
Plums
Poultry, fat
Poultry, meat by
products
Poultry,meat
Prunes
Sheep, fat
Sheep, meat by
products
Sheep,meat
Strawberries
Walnuts
Apple pomace,dried
Citrus pulp,dried
Grape pomace,dried
Raisin waste
Prunes,dried
Raisins
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The residue data reviewed in support of these fenbutatin-
oxide tolerances are:

a. 'Data on the nature of the residue in both plants and
animals, including identification of major metabolites and
degradates of fenbutatin-oxide.'

The nature of the residue of fenbutatin-oxide in animals
is not adequately understood because: (1) insuffiéient residue
levels werebpresent in milk and meat of dairy cows for charac-
terization, (2) residues in laying hens were not properly
characterized due to problems with analytical methodology,
and (3) no material balance information was provided for
residues recovered from layiﬁg hens. The limited data do
show that up to 82% of fenbutatin-oxide residues were recovered
from the feces of dairy cattle that were fed diets containing
radiolabeled fenbutatin-oxide. ©No detectable fenbutatin-oxide
residues or metabolites were detected in milk, fat or muscle
of cattle and less than onelpercent of the total administered
dose occured in the lungs, liver, kidneys and urine combined.
Charactefization of residues in the liver and kidney revealed
the presence of fenbutatin-oxide per se, dihydroxy-bis(2-methyl-
2-phenylpropyl) stannane and inorganic tin.

A fenbutatin-oxide hen feeding study indicated that
fenbutatin-oxide residues were found in egg yolks, liver
and kidney. Due to problems with analytical methodology
and residue recovery, however, a new study must be conducted

and submitted.



16

The metabolism of fenbutatin-oxide in plants is adequately
understood and no additional data are required. Available
data demonstrate that fenbutatin-oxide residues (fenbutatin-
oxide, dihydroxy-bis-(2-methyl—2—phenylprdpyl) stannane,
2-methyl=-2phenylpropyl stannonic acid and other organic and
inorganic compounds) were detected in treated leaves and
fruit of apples and oranges.

Tolerances of fenbutatin-oxide are currentiy eipressed
as the combined residues of hexikis (2-methyl-2-phenylpropyl)-
distannoxane and its organotin metabolites. Upon receipt of
the required animal data, the tolerance expression will be

re-evaluated.

Tom BIitua v Y. e seae

b:””Adequate‘gas=rtqutd“chromatographiCM(GLC)Tmebhodsrhmwwwww«'
utilizing either a tin-specific flame photometric detector
or mass Selective detector are available for collection of
data pertaining to residues of fenbutatin-oxide and its
organotin metabolites. A method trial for two procedures is
needed for the determination of fenbutatin-oxide and its
metabolites; Data for residues of fenbutatin-oxide and its
organotin metabolites inAor on crop samples must be analyzed

using the multiresidue methods published in PAM, Vol. I.

c. Storage stability data demonstrate that the metabolites
ST dihydrokxy~bis (2=méthyl-~2=phenypropyl ):'stannane—and 2-methyl—-wem - -
2-phenylpropyl stannonic acid were stable in frozen chicken

tissue and egg samples stored at -10°F for up to four months.
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order to evaluate the adequacy of numerous established
tolerances.

d. Data on the magnitude and levels of residues of
fenbutatin-oxide are sufficient to determine the adequacy
of the established tolerances for residues of fenbutatin-oxide
in or on almonds, almond hulls, apples, cherries (sweet and
sour), citrus fruits, eggplant, grapes, papayas, peaches,
pears, pecans, plums, raspberries, strawberries and walnuts.
There are not éufficient data available to ascertain the
adequacy of the established tolerances for residues of fen-
butatin-oxide in or on cﬁcumbers. Processing studies are

required for apples, citrus fruits, grapes and plums.

-~ - - Because 'of ''the numerous residue~chemistryrdata~gapsy i memes mar: rmors n i e

the Agency cannot conduct a tolerance reassessment until

the required data are received and reviewed.

2. Toxicology

A 2 year rat feeding study, originally used to support
the previously established tolerances for residues of fenbuta-
tin-oxide, has been re-evaluated and found to be acceptable
to continue supporting the existing tolerances. Based upoh a
No Observed Effect Level (NOEL) of 100 ppm for systemic
effects, and using a 100 fold safety factor, the Acceptable
Daily Intake (ADI) was calculated to be 0.05 mg/kg/day. (An
ADI rather than a PADI, or provisional ADI, was used because

available data, deemed to be supplemental due..to reporting
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deficiencies, demonstrate that the no effect level of 100 ppm

cnv et gTnot Iikely 6 cHEngeuponiresubni sstonrtofirequi redmdatia) e et tedan e -

The MPI (Maximum Permissible Intake), for a 60 kg individual
was found to be 3.0 mg/kg/day. The Theoretical Maximum Residue
Contribution (TMRC) for all published tolerances was calculated
to be 0.0357 mg/kg/day for a 1.5 kg diet. The TMRC utilized
71.4% of the ADI.

Because of the extehsive residue chemistry and toxicology
data gaps, the Agency cannot conduct a full tolerance reassess-
ment. The tolerances will be reassessed when the required

data are received and reviewed.

IV. REGULATORY POSITION AND RATIONALE

A. REGULATORY POSITIONS AND RATIONALES

Crormme ot Basedton & review vandrevaluwattontofrallravailablkedataras vieerer nn s

and other relevant information on fenbutatin-oxide, the

- Agency has made the follohing determinations:

1. The Agency is requiring the submission of acute aquatic
toxicity data and aquatic field monitoring data on the end
use formulations and aquatic life stage data and avian

reproduction data on the technical formulation.

Rationale
Based on acute toxicity data, use pattern, and modeling
information, the use of fenbutatin-oxide in citrus groves may

present a chronic hazard to nesting and foraging birds and an
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acute hazard to freshwater and estuarine aquatic organisms.
Upon receipt of the required data, the Agency will complete

the hazard assessment.

2. The Agency is imposing a 24 hour reentry interval and is
requiring that protective~clothing statements for all
fenbutatin-oxide products be revised to include labeling
language for early reentry into treated fields.

(Refer to Section IV D for specific labeling requirements).

Rationale

As required in PR Notice 83-2, fenbutatin-oxide product
labels currently pfohibit workers from reentering treated
field; without protective clothing unless sprays have dried.
However, because of a few California iﬁcidence reports and
the fact that this chemical is acutely toxic due to adverse
eye effects, the Agency is imposing an interim 24 hour reentry
interval in an effort to further reduce exposure. It may be
noted that both California and Texas have established 24 hour
reentry intervais. This interim reentry interval will be retained

until the required reentry data are received and evaluated.

Technical fenbutatin-oxide is characterized as a severe
eye irritant and is classified as a Toxicity Category I
chemical because of eye effects. The Agency is requiring
that these statements be modified and upgraded to further

protect persons involved in early reentry into treated fields.
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3. No significant new food uses* will be granted until the
Agency has received sufficient data to evaluate the dietary

exposure to fenbutatin-oxide.

Rationale

The Residue Chemistry and Toxicology data bases for
fenbutatin-oxide are not sufficient to assess the existing
tolerances. Animal metabolism and residue data including
processing studies as well as data on various commodities
are required. The required toxicology data include: chronic
feeding, oncogenicity, 2-generation reproduction, mutagenicity
and metabolism testing. (Refer to Appendix I, for a listing

of required residue chemistry and toxicology data).

4, The Agency will not require endangered species labeling

at this time.

Rationale

Since 1982, cotton, corn, small grains, sorghum, soybeans,
rangeland, forest and mosquito larvicide uses have been
reviewed under a cluster approach to determine the endangered

species impacted by certain pesticide uses. Fenbutatin-oxide,

* Significant new use us defined in 44 FR 27934, May 11, 1979.
In the case of a new food or feed use, the Agency will
consider as significant an increase in the Theoretical
Maximum Residue Contribution of greater than one percent.
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however, is not registered for the above listed uses and
therefore, does not fall under this cluster analysis for

endangered species.

An analysis of pesticides with similar uses to fenbutatin-
oxide revealed that a number of endangered species were found
to be in jeopardy but based on modeling (exposure concentrations
in this model did not exceed the endangered species tfigger),
use information and available toxicity data, fenbutatin-oxide

does not appear to pose a threat to endangered species.

Future analysis of uses that have not been reviewed in the

cluster project may necessitate the need for endangered species

labelings= om0 e e e

5. The Agency has identified certain data that will receive

immediate review when submitted.

Rationale

Certain data are deemed essential to the Agency's assess-
ment of this pesticide and a review of these data may trigger
the need for further studies which should be initiated as
soon as possible (e.g. tier studies). The following studies
have been identified to receive priority review as soon as

they are received by the Agency:

158.140 Environemntal Fate

132-1 Foliar Dissipation (Re-entry)
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158.145 Ecological Effects

72-4 Fish Early Life Stage and Aquatic Invertebrate Life Cycle
72-3 Acute Toxicity- Aquatic Estuarine and Marine Organism
72-7 Field Testing for Aquatic Organism

6. The tolerance regulation must be revised to separately list

fenbutatin-oxide and its organotin metabolites.

Rationale

At present all established tolerances are expressed as the
combined residues of the parent compound and its organotin
metabolites calculated as the parent compound. The Agency is
requiring that the fenbutatin-oxide organotin metabolites be
listed separately in the tolerance regulation so that established
tolerances can be ﬁade_compatible.with-the Maximum Residue..
Limits (MRL's) established by the Codex Alimentarius Commission,
an organization set up in the United Nations designed to

facilitate international trade.

7. While data gaps are being filled, currently registered
manufacturing use products (MPs) and end use products (EPs)
containing fenbutatin-oxide as the sole active ingredient may
be sold, distributed, formulated and used, subject to the

terms and conditions specified in this Standard. Registrants
must provide or agree to develop additional data, as specified
in the Data Appendices,.in.order to maintain existing registra-

tions.
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No pesticide product containing fenbutatin-oxide may
be distributed, sold, offered for sale, held for sale, shipped,
delivered for shipment, or received and (having so received)
delivered or offered to be delivered by any person after

24 months from receipt of this document unless the product

bears an amended label which complies with the requirements

of this Standard.

In addition to the above, the following information must
appear on the labeling:

1. 1Ingredient Statement

The ingredient statement for all fenbutatin-oxide

products must list the active ingredient as:

ACTIVE INGREDIENTS:

Fenbutatin-oxide (Hexakis(2-methyl-2-
phenylpropyl) distannoxane. . . . %

INERT INGREDIENTS: e e e e e e e e e e e e e 3

2. All products must have a statement of practical
treatment and in the following format:

If in eyes: Immediately flush eyes with plenty of
water. Call a physician.

If inhaled: Remove from exposure and have patient lie
down and keep quiet. If patient is not
breathing, start artificial respiration
immediately. Never give anything to an
unconscious person. :

If on skin: Wash skin with plenty of soap and water.

If swallowed: Do not induce vomiting. Call a physician.
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Manufacturing Use Product Labeling

l. Use Pattern Statements

All manufacturing use products must state that they are
intended for formulation into end-use products for acceptable
use patterns. Labeling must specify sites, which are listed
in the Index in Appendix III. However, no use may be
included on the label where'the registrant fails to agree to
comply with the data requirements in Table A for that use
pattern.

2. Precautionary Statements

Labels for manufacturing-use and end-use products must
bear statements reflecting the compound's acute human toxicity.
Fenbutatin-oxide is classified in Toxicology Category I on

the basis of eye irritation only. All the precautionary labeling

language that is currently on fenbutatin-oxide labels is to be

retained.

3. Environmental Hazards Statement

The following revised environmental hazard statement must
appear on all manufacturing use product labels:

"This pesticide is toxic to fish. Do not discharge
effluent containing this product into lakes, streams,-
ponds, estuaries, oceans, or public water unless

this product is specifically identified and addressed .

in an NPDES permit. Do not discharge effluent containing
this product into sewer systems without previously
notifying the sewer treatment plant authority. For
quidance contact your State Water Board or Regional
office of the EPA."
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End Use Product Labeling

a. Environmental Hazards Statement:

"This product is toxic to fish. Do not apply directly to
water or wetlands (swamps, bogs, marshes, and potholes).
Drift and runoff from treated areas may be hazardous to
aquatic organisms in neighboring areas. Do not
contaminate water by cleaning of equipment or disposal

of wastes."

b. Reentry Statement:

"Do not enter treated fields within 24 hours of
application unless long pants and long-sleeved shirt
(or coveralls); chemical resistant gloves; shoes;
and goggles or a face shield are worn."
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V. PRODUCTS SUBJECT TO THIS STANDARD

All products containing one or more of the pesticides
identified in Section II.A. are subject to certain requirements
for data submission or changes in composition, labeling or

packaging of the product. The applicable requirements depend
on whether the product is a manufacturing or end use product

and whether the pesticide is the sole active ingredient or
one of multiple active ingredients.

Products are subject to this Registration Standard as
follows:

A. Manufacturing use products containing this pesticide as
the sole active ingredient are subject to:

l. The restrictions (if any) upon use, composition, or
packaging listed in Section IV, if they pertain to the
manufacturing use product.

2. The data requirements listed in Tables A and B2

3. The 1abe11ng requirements specified for manufacturlng
use products in Section IV.

4. Administrative requirements (application forms, Confiden-
tial Statement of Formula, data compensation provisions)
associated with reregistration.

2 pata requirements are listed in the three Tables in
Appendix I of this Registration Standard. The Guide to
Tables in that Appendix explains how to read the Tables.

Table A lists generic data requirements applicable to all"
products containing the pesticide subject to this Registra-
tion Standard. Table B lists product-specific data applicable
to manufacturing use products. The data in Tables A and B
need not be submitted by a producer who is eligible for the
formulator's exemption for that active ingredient.

Table C lists product-specific data applicable to end use
products. The Agency has decided that, in most cases, it
will not require the submission of product-specific data for
end use products at this time. Therefore most Registration
Standards do not contain a Table C.
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B. Manufécturing'use products containing this pesticide
as one of multiple active ingredients are subject to:

The data requirements listed in Table A.

C. End use products containing this pesticide as the
sole active ingredient are subject to:

1. The restrictions (if any) upon use, composition, or
packaging listed in Section IV if they pertain to the
end use product.

2. If eligible for the formulator's exemption3, the
data requirements listed in Table C.

3. If not eligible for the formulator's exemption, the
data requlrements listed in Table A and the data require-
.ments listed in Table C.

4. The labeling requirements specified for end use
products in Section IV.

D. End use products containing this pesticide as one of
multiple active ingredients are subject to:

a. If not eligible for the formulator's exemption,
the date requirements listed in Tables A and C.

b. If eligible for the formulator's exemption, the
data requirements listed in Table C.

'3 If you purchase from another producer and use as the

source of your active ingredient only EPA-registered products,
you are eligible for the formulator's exemption for generic
data concerning that active ingredient (Table A) and product-

specific data for the registered manufacturing use product
you purchase (Table B).

Two circumstances nullify this exemption:

1) TIf you change sources of active ingredient to an -
unregistered product, formulate your own active ingredient,
or acquire your active ingredient from a firm with ownership
in common with yours, you individually lose the exemption
and become subject to the data requirements in Table A.

2) If no producer subject to the generic data requirements
in Table A agrees to submit the required data, all end use
producers lose the exemption, and become subject to those
data requirements.
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VI. REQUIREMENT FOR SUBMISSION OF GENERIC DATA

This portion of the Registration Standard is a notice
issued under the authority of FIFRA sec. 3(c)(2)(B). It
refers to the data listed in Table A, which are required to
be submitted by registrants to maintain in effect the regis-
tration of products containing this active ingredient.4

A. What are generic data?

Generic data pertain to the properties or effects of a
particular active ingredient. Such data are relevant to an
evaluation of all products containing that active ingredient
regardless of whether the product contains other ingredients.
(unless the product bears labeling that would make the data

requirement inapplicable).

Generic data may also be data on a "typical formulation"
of a product. "Typical formulation" testing is often required
for ecological effects studies and applies to all products
having that formulation type. These are classed as generic
data, and are contained in Table A.

B. Who must submit generic data?

All current registrants are responsible for submitting
generic data in response to a data request under FIFRA sec.
3(c)(2)(B) (DCI Notice). EPA has decided, however, not to
require a registrant who qualifies for the formulator's
exemption (FIFRA sec. 3(c)(2)(D) and § 152.85) to submit
generic data in response to a DCI notice if the registrant
who supplies the active ingredient in his product is complying
with the data request.

If you are not now eligible for a formulator's exemption,
you may qualify for one if you change your source of supply
to a registered source that does not share ownership in
common with your firm. If you choose to change sources of
supply, the Confidential Statement of Formula must identify
the new source(s) and you must submit a Formulator's Exemption
Statement form.

If you apply for a new registration for products containing
this active ingredient after the issuance of this Registration
Standard, you will be required to submit or cite generic
data relevant to the uses of your product if, at the time

4 Registrations granted after issuance of this Standard will
be conditioned upon submission or citation of the data listed
in this Registration Standard.
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the application is submitted, the data have been submitted

to the Agency by current registrants. If the required data
have not yet been submitted, any new registration will be
conditioned upon the new registrant's submission or citation

of the required data not later than the date upon which

current registrants of similar products are required to provide
such data. See FIFRA sec. 3(c)(7)(A). If you thereafter fail
to comply with the condition of that registration to provide
data, the registration may be cancelled (FIFRA sec. 6(e)).

C. What generic data must be submitted?

You may determine which generic data you must submit by
consulting Table A. That table lists the generic data needed
to evaluate current uses of all products containing this
active ingredient, the uses for which such data are required,
and the dates by which the data must be submitted te the
Agency. '

D. How to comply with DCI requirements.

Within 90 days of your receipt.of this Registration
Standard, you must submit to EPA a completed copy of the form
entitled "FIFRA Section 3(c)(2)(B) Summary Sheet" (EPA Form
8580-1, enclosed) for each of your products. On that form
you must state which of the following six methods you will
use to comply with the DCI requirements:

1. .You will submit the data yourself.

2. You have entered into an agreement with one or more
registrants to jointly develop (or share in the cost of
developing) the data, but will not be submitting the data
yourself. If you use this method, you must state who will
submit the data on which you will rely. You must also provide
EPA with documentary evidence that an agreement has been
formed which allows you to rely upon the data to be submitted.
Such evidence may be: (1) your letter offering to join in
an agreement and the other registrant's acceptance of your
offer, (2) a written statement by the parties that an agreement
exists, or (3) a written statement by the person who will be.
submitting the data that you may rely upon its submission.

The Agency will also require adequate assurance that the

person whom you state will provide the data is taking appropriate
steps to secure it. The agreement to produce the data need

not specify all of the terms of the final arrangement between

the parties or a mechanism to resolve the terms.

If you and other registrants together are generating or
submitting requested data as a task force or consortium, a
representative of the group should request a Joint Data
Submitter Number from the Registration Support and Emergency
Response Branch, Registration Division. The request must
include the following information:



32

a. A list of the members of the consortium;

b. The name and address of the designated representative
of the consortium, with whom EPA will correspond
concerning the data:;

c. Identity of the Registration Standard containing
the data requirement;

d. A list of the products affected (from all members
of the consortium); and

e. Identification of the specific data that the con-
sortium will be generating or submitting.

The Agency wWill assign a number to the consortium, which
should be used on all data submissions by the consortium.

3. You have attempted to enter into an agreement to
jointly develop data, but no other registrant has accepted
your offer. You request that EPA not suspend your registration
for non-compliance with the DCI. EPA has determined that,
as a general policy, it will not suspend the registration of
a product when the registrant has in good faith sought and
continues to seek to enter into a data development/cost
sharing program, but the other registrants developing the
data have refused to accept its offer. [If your offer is
accepted, you may qualify for Option 2 above by entering
into an agreement to supply the data.]

In order to qualify for this method, you must:

1. File with EPA a completed "Certification of Attempt
to Enter into an Agreement with other Registrants: for Develop-
ment of Data" (EPA Form 8580-6, enclosed).

2. Provide us with a copy of your offer to the other
registrant and proof of the other registrant's receipt of your
offer (such as a certified mail receipt). Your offer must,
at a minimum, contain the following language or its equivalent:

(Your company name] offers to share in the burden of
producing the data required pursuant to FIFRA sec.
3(c)(2)(B) in the [name of active ingredient] Registration
Standard upon terms to be agreed or failing agreement

to be bound by binding arbitration as provided by FIFRA
section 3(c)(2)(B)(iii).

The remainder of your offer may not in any way attempt to
limit this commitment. If the other registrant to whom your
offer is made does not accept your offer, and if the other
registrant informs us on a DCI Summary Sheet that he will
develop and submit the data required under the DCI, then you
may qualify for this option. In order for you to avoid
suspension under this method, you may not later withdraw or
limit 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.
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4. You request a waiver of the data requirement. If
you believe that a data requirement does not (or should not)
apply to your product or its uses, you must provide EPA with
a statement of the reasons why you believe this is so. Your
statement must address the specific composition or use factors
that lead you to believe that a requirement does not apply.
Since the Agency has carefully considered the composition and
uses of pesticide products in determining that a data require-
ment applies, EPA does not anticipate that many waivers will
be granted. A request for waiver does not extend the time-
. frames for developing required data, and if your waiver
request is denied, your registration may be suspended if you
fail to submit the data.

5. You request that EPA amend your registration by deleting
the uses for which the data are needed. You are not required
to submit data for uses which are no longer on your label.

6. You request voluntary cancellation of the registration
of your product(s) for which the data are needed.

E. Procedures for requesting a change in testing protocol.

If you will generate the required data and plan to use
test procedures which deviate from (or are not specified in)
either EPA's Pesticide Assessment Guidelines or the Reports
of Expert Groups to the Chemicals Group, Organization for
Economic Cooperation and Development (OECD) Chemicals Testing
Programme, you must submit for EPA approval the protocols
you propose to use.

You should submit your protocols before beginning testing
and await EPA approval, because the Agency will not ordinarily
accept as sufficient studies using unapproved protocols.

A request for protocol approval will not extend the timeframe
for submission of the data, nor will extensions generally be
given to conduct studies due to submittal of inappropriate
protocols.

F. Procedures for requesting extensions of time.

If you think that you will need more time to generate
the data than is allowed by EPA's schedule, you may submit a
request for an extension of time. Any request for a -time
extension which is made as an initial response to a section
3(c)(2)(B) request notice must be submitted in writing to
the Product Manager listed at the end of this section and
must be made before the deadline for response. Once dates
have been committed to and EPA has accepted these commitments,
any subsequent requests for a time extension must be submitted
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in writing to the Office of Compliance Monitoring at the
address given in Section IX.E.

EPA will view failure to request an extension before
the response deadline as a waiver of any future claim that
there was insufficient time to submit the data. While EPA
considers your request, you must strive to meet the deadline
for submitting the data.

The extension request should state the reasons why you
believe that an extension is necessary and the steps you
have taken to meet the testing deadline. Time extensions
normally will not be granted due to problems with laboratory
capacity or adequacy of funding, since the Agency believes
that with proper planning these can be overcome. Time extensions
may be considered when joint data development is planned,
or when the Agency must approve a new or modified protocol
before the study can be begun.

A request for an extension does not extend the timeframe
for submission of the data. If EPA denies your request for
a time extension and you do not submit the data as requested,
EPA may begin proceedings to suspend the registrations of
your products. :

G. Existing stocks provision upon suspension or cancellation.

-The Agency has determined that if a registration is
suspended for failure to respond to a DCI request under
FIFRA sec. 3(c)(2)(B), an existing stocks provision is not
consistent with the Act. Accordingly, the Agency does not
anticipate granting permission to sell or distribute existing
stocks of suspended product except in rare circumstances.
If you believe that your product will be suspended or cancelled
and that an existing stocks provision should be granted, you
have the burden of clearly demonstrating to EPA that granting
such permission would be consistent with the Act. The following
information must be included in any request for an existing
stocks provision:

1. Explanation of 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 or distribution; and

2. Demonstration that such a provision would be consis-
tent with the provisions of FIFRA.
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VII. REQUIREMENT FOR SUBMISSION OF PRODUCT-SPECIFIC DATA

Under its DCI authority, EPA has determined that certain
product-specific data are required to maintain your registrations
in effect. Product-specific data are derived from testing
using a specific formulated product, and, unlike generic
data, generally support only the registration of that product.
All such data must be submitted by the dates specified in
this Registration Standard.

If you have a manufacturing use product, these data are
listed in Table B. If you have an end use product, the data
are listed in Table C. As noted earlier, the Agency has
decided that it will not routinely require product-specific
data for end use products at this time. Therefore, Table C
may not be contained in this Registration Standard; if there
is no Table C, you are not required to submit the data at

this time.

In order to comply with the product specific data require-
ments, you must follow the same procedures as for generic data.
See Section VI.D, E, F, and G. You should note, however, that
product chemistry data are required for every product, and the
only acceptable responses are options VI.D.l. (submit data)
or VI.D.6.(cancellation of registration). .

Failure to comply with the product-specific data require-
ments for your products will result in suspension of the
product's registration. '
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VIII. REQUIREMENT FOR SUBMISSION OF REVISED LABELING

FIFRA requires each product to be labeled with accurate,
complete and sufficient instructions and precautions, reflecting
the Agency's assessment of the data supporting the product
and its uses. General labeling requirements are set out in
40 CFR 162.10 (see Appendix II - LABELING and SUMMARY). 1In
addition, labeling requirements specific to products containing
this pesticide are specified in Section IV.D of this Registra-
tion Standard. Applications submitted in response to this
notice must include draft labeling for Agency review.

If you fail to submit revised labeling as required,
which complies with 40 CFR 162.10 and the specific instructions
in Section IV.D., EPA may seek to cancel or suspend the
registration of your product under FIFRA sec. 6.
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IX. INSTRUCTIONS FOR SUBMISSION

A. Manufacturing Use Products (MUPs) containing FENBUTATIN-
OXIDE as sole active ingredient.

1. Within 90 days from receipt of this document, you
must submit to the Product Manager in the Registration Division
for each product subject to this Registration Standard:

a. The "FIFRA Section 3(c)(2)(B) Summary Sheet” (EPA
Form 8580-1), with appropriate attachments.>

b. Confidential Statement of Formula (EPA Form 8570-4).

c. Formulator's Exemption Statement (EPA Form 8570-27),
if applicable. -

d. Evidence of compliance with data compensation
requirements of FIFRA sec. 3(c)(1l)(D). Refer to 40 CFR
152.80-152.99. .

2. Within 9 months from receipt of this document you
must submit to the Product Manager:

a. Application for Pesticide Registration (EPA
Form 8570-~-1).

b. Two copies of any required product-specific data
(See Table B).

¢. Three copies of draft labeling, including the
container label and any associated supplemental labeling.
Labeling should be either typewritten text on 8-1/2 x 1l
inch paper or a mockup of the labeling suitable for
storage in 8-1/2 x 11 files. The draft label must indicate
the intended colors of the final label, clear indication
of the front panel of the label, and the intended type
sizes of the text.

d. Product Specific Data Report (EPA Form 8580-4).

5 If on the Summary Sheet, you commit to develop the data,
present arguments that a data requirement is not applicable

or should be waived, or submit protocols or modified protocols
for Agency review, you must submit a copy of the Summary

Sheet (and any supporting information) to the Office of
Compliance Monitoring, which will be monitoring the data
generated in response to this notice. This submission is in
addition to responding to the Product Manager, and should be
submitted to the Office of Compliance Monitoring at the
address given at the end of this section. (Actual studies

are not to be submitted to the Office of Compliance Monitoring.) .
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3. Within the times set forth in Table A, you must
submit to the Registration Division all generic data, unless
you are eligible for the formulator's exemption. If for any
reason any test is delayed or aborted so that the schedule
cannot be met, immediately notify the Product Manager and
the Office of Compliance Monitoring of the problem, the
reasons for the problem, and your proposed course of action.

B. Manufacturing Use Products containing FENBUTATIN-OXIDE
in combination with other active ingredients.

1. Within 90 days from receipt of this document, you
must submit to the Product Manager in the Registration Division:

a. FIFRA sec. 3(c)(2)(B) Summary Sheet, with appropriate
attachments® (EPA Form 8580-1).

b. Confidential Statement of Formula (EPA Form 8570-4)

c. Formulator's Exemption Statement (EPA Form 8570-27),
if applicable.

+

2. Within the time frames set forth in Table A, you must
submit to the Registration Division all generic data, unless
you are eligible for the formulator's exemption. If for any
reason any test is delayed or aborted so that the schedule
cannot be met, immediately notify the Product Manager and
the Office of Compliance Monitoring of the problem, the
reasons for the problem, and your proposed course of action.

C. End Use Products containing FENBUTATIN-OXIDE as sole
active ingredient.

1. Within 90 days from receipt of this document, you
must submit to the Product Manager in the Registration Division:

a. FIFRA Section 3(c)(2)(B) Summary Sheet, with
appropriate attachments® (EPA Form 8580-1).

b. Confidential Statement of Formula (EPA Form 8570-4).

c. Formulator's Exemption Statement (EPA Form 8570-27),
if applicable.

2. “Within 9 months from receipt of this document you
must submit to the Product Manager:

a. Two copies of any product-specific data, if required
by Table C.

b. Product Specific Data Report (EPA Form 8580-4),
if Table C lists required product-specific data.
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c. Three copies of draft labeling, including the container
label and any associated supplemental labeling. Labeling should
be either typewritten text on 8-1/2 x 1l inch paper or a mockup
of the labeling suitable for storage in 8-1/2 x 11 files. The
draft labeling must indicate the intended colors of the final
label, clear indication of the front panel of the label, and
the intended type sizes of the text. End use product labeling
must comply specifically with the instructions in Section IV
(Regulatory Position and Rationale).

E. Addresses

The required information must be submitted to the following
address:

Dennis Edwards (PM-12)
Registration Division (TS-767)
Office of Pesticide Programs
Environmental Protection Agency
401 M St., SW

Washington, D.C. 20460

The address for submissions to the Office of Compliance
Monitoring is:

Laboratory Data Integrity Program
Office of Compliance Monitoring (EN-342)
Environmental Protection Agency

401 M St., SW

Washington, D.C. 20460.

F. Intrastate Products containing FENBUTATIN-OXIDE either
as sole active ingredient or in combination with other
active ingredients.

These products are being called in for full Federal regis-
tration. Producers of these products are being sent a letter
instructing them how to submit an application for registration.

G. Address

The required information for intrastate products only must be
submitted to the following address: '

Stuart McArthur

Registration Support and Emergency Response Branch (TS-=767)
Office of Pesticide Programs

Environmental Protection Agency

401 M St., SW

Washington, D.C. 20460
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TGUIDE-1
GUIDE TO TABLES

Tables A, B, and C contain listings of data requirements
for the pesticides covered by this Registration Standard.

Table A contains generic data requirements that apply to
the pesticide in all products, including data requirements
for which a "typical formulation" is the test substance.

Table B contains product-specific data requirements that
apply only to a manufacturing use product.

Table C contains product~-specific data requirements that
apply only to an end use product.

The data tables are generally organized according to 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 ocut in the Pesticide Assessment Guidelines,
which are available from the National Technical Information
Service, 5285 Port Royal Road, Springfield, VA 22161.

2. Test Substance (Column 2). This column lists the composition
of the test substance required to be used for the test, as
follows:

TGAI = Technical grade of the active ingredient
PAI = Pure active ingredient

PAIRA = Pure active ingredient, radio labeled
TEP = Typical end use formulation

MP = Manufacturing use product

EP = End use product

Any other test substances, such as metabolites, will be
specifically named in Column 2 or in footnotes to the table.

3. Use pattern (Column 3). This column indicates the use
patterns to which the data requirement applies. Use patterns
are the same as those given in 40 CFR Part 158. The following
letter designations are used for the given use patterns:

Terrestrial, food
Terrestrial, non-food
Aquatic, food
Aquatic, non-food
Greenhouse, food
Greenhouse, non-~-food
Forestry

Domestic outdoor
Indoor

HEQ™MEO QW
EEEEERER

Any other designations will be defined in a footnote to the table.
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TGUIDE-2

4. Does EPA have data? (Column 4). This column indicates one
of three answers:

YES - EPA has data in its files that completely satisfy
this data requirement. These data may be cited by
other registrants in accordance with data compensation
requirements of Part 152, Subpart E.

PARTIALLY - EPA has some data in its files, but such data
do not fully satisfy the data requirement. 1In some cases,
the Agency may possess data on one of two required species,
or may possess data on one test substance but not all.

The term may also indicate that the data available to

EPA are incomplete. 1In this case, when the data are
clarified, or additional details of the testing submitted
by the original data submitter, the data may be determined
to be acceptable. If this is the case, a footnote to

the table will usually say so.

NO - EPA either possesses no data which are sufficient
to fulfill the. data requirement, or the data which EPA
does possess are flawed scientifically in a manner that
cannot be remedied by clarification or additional infor-
mation.

5. Bibliographic citation (Column 5). If the Agency has
acceptable data in its files, this column lists the identifying
number of each study. This normally is the Master Record
Identification (MRID) number, but may be a GS number if no
MRID number has been assigned. Refer to the Bibliography
Appendices for a complete citation of the study.

6. Must additional data be submitted? (Column 6). This
column indicates whether the data must be submitted to the
Agency. - If column 3 indicates that the Agency already has
data, this column will usually indicate NO. If column 3
indicates that the Agency has only partial data or no data,
this column will usually indicate YES. In some cases, even
though the Agency does not have the data, EPA will not require
its submission because of the unique characteristics of the
chemical; because data on another chemical can be used to
fulfill the data requirement; or because the data requirement
has been waived or reserved. Any such unusual situations
will be explained in a footnote to the table.

7. Timeframe for submission (Column 7). If column 5 requires
that data be submitted, this column indicates when the data
are to be submitted, based on the issuance date of the Regis-
tration Standard. The timeframes are those established either
as a result of a previous Data Call-In letter, or standardized
timeframes established by PR Notice 85-5 (August 22, 1985).

8. Footnotes (at the end of each table). Self-explanatory.



TABLE A
GENERIC DATA REQUIREMENTS FOR FENBUTATIN-OXIDE

Data Requirement , Test Use Does EPA Bibliographic Must Additional Time Frame
o Substance Patterns Have Data? Citation Data be for
1/ Submitted? 2/ Submission

§158.120 Product Chemistry

Product Identity

61-2 - Description of Beginning TGAI All No - Yes 2/ 6 Months
Materials and Manufacturing
Process

61-3 - Discussion of Formation of TGAI All No - Yes 2/ 6 Months
Impurities

Analysis and Certification of
Product Ingredients

62-1 - Preliminary Analysis TGAI All No - Yes 2/ 12 Months
Physical and Chemical

Characteristics

63-2 - Color TGAI All No - Yes 2/ 6 Months
63-3 - Physical State TGAL all No - | Yes 2/ 6 Months
63-4 - Odor TGAI All No - Yes 2/ 6 Months
63-5 - Melting Point TGAI All No. - Yes 2/ 6 Months
63-6 - Boiling Point . ' TGAT All No - Yes 2/ 6 Months

A



TABLE A
GENERIC DATA REQUIREMENTS FOR FENBUTATIN-OXIDE

Data Requirement Test Use Does EPA Bibliographic Must Additional Time Frame
Substance Patterns Have Data? Citation Data be for
1/ Submitted? 2/ Submission

§158.120 Product Chemistry (Continued)

Physical and Chemical Characteristics

(Continued)
63-7 - Density, Bulk Density, or TGAI All No - Yes 2/ _ 6 Months
Specific Gravity
63-8 - Solubility - TGAI or PAI  All No - Yes 2/ 6 Months
63-9 - Vapor Pressure PAI All No - Yes 2/ 6 Months
63-10 - Dissociation constant PAI All No - Yes 2/ 6 Months
63-11 - Octanol/wéter partition PAI aAll No - Yes 2/ 6 Months
coefficient
63-12 - pH TGAI All No - Yes 2/ 6 Months
63-13 - Storage Stability TGAIL All No - Yes 2/ 15 Months

1/ Although product chemistry data may have been submitted in the past, the Agency has determined that these data must be

resubmitted. New requirements have been introduced and previously submitted data must be updated. Therefore biblio-
graphic citations for the old data are not applicable.
2/ Generic data are required for the following technical formulation : EPA RBEG. NO. 201-367.
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENBUTATIN-OXIDE

Does EPA Bibliographic Must Additional Time Frame
Data Requirement b Test Substance Have Data? Citation Data be for
Submitted? Submission
158.125 Residue Chemistry
171-4 Nature of the residue
(Metabolism)
-~ Plants PAIRA Yes . 00113018 Nol/
- Livestock PAIRA Partially 00113018 Yes?/ 18 Months
00113020
00113078
00113029
171-4 Residue analytical
methods
- Plant and Animal TGAI & Partially 00026038 Yes3/ 15 Months
Residues Metabolites 00030349
00045869
00045870
00069881
00070506
00077245
00093721
00105161
00105203
00105204

00109280
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TABLE A
GENERIC DATA REQUIREMENTS FOR FENBUTATIN-OXIDE

~Does EPA Bibliographic Must Additional Time Frame

Jata Requirement " Test Substance Have Data? Citation D