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INTRODUCTION

The Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA
sec., 3(g)) directs EPA to reregister all pesticides as expeditiously
as possible,

To carry out this task, EPA has established the Registration
Standards program, which will review all pesticide products
containing active ingredients first registered before
January 1, 1977. Pesticides will be reviewed in use clusters which
have been ranked to give earliest review to pesticides used on food
and feed crops.

The Registration Standards program involves a thorough review
of the scientific data base underlying pesticide registrations and
an identification of essential but missing studies which may not
have been reguired when the product was initially registered or
studies that are now considered insufficient. EPA's reassessment
results in the development of a regulatory position, contained in a
Registration Standard, on each pesticide and its uses. The Agency
may require the registrant to modify product labels to provide
additional precautionary statements, restrict the use of the pesti-
cide to certified applicators, provide reentry intervals, modify
uses or formulation types, specify certain packaging limitations,
or other reguirements to assure that proper use of the pesticide
will not result in adverse effects on the environment.

The scientific review, which is not contained in this Guidance
Package but is available upon request, concentrates on the technical
grade of the active ingredient and identifies missing generic data.
However, during the review of these data we were also looking for
potential hazards that may be associated with the end-use
(formulated) products that contain the active ingredient. 1If we
have serious concerns, we will address end use products as part of
the Registration Standards program and will propose regulatory
actions to the extent necessary to protect the public,

EPA has the authority under FIFRA sec. 3(c)(2)(B) to require
registrants to submit data that will answer our questions regarding
the hazard that may result from the intended use of a pesticide.
Although sec. 3(c)(2)(B) provides that all registrants are
responsible for these data, the Agency generally imposes generic
data requirements only on the registrants of the manufacturing-use
products (basic suppliers of the active ingredient). End-use
producers who do not qualify for the formulator's exemption* are
also required to submit these data.

* The formulator's exemption applies to a registrant if the source
of his active ingredient(s): (1) is a registered product and (2)
is purchased from a source which does not have ownership in common
with the registrant's firm,



An end-use producer who wishes to qualify for the formu-
lator's exemption may change his source of supply to a registered
source, provided the source does not share ownership in common
with the registrant's firm. An end-use registrant may do so by
submitting a new Confidential Statement of Formula, EPA Form
8570-4, identifying the registered source of the active ingredient,
to the appropriate Product Manager within 90 days of receipt of
this Guidance Document. The chart on the following page shows
what is generally required of those who do and do not qualify for
the formulator's exemption in the Registration Standards program.

If your decide to request the Agency to cancel the registra-
tion of any of your products subject to the requirements of this
Guidance Document, please notify the Product Manager named in the
cover letter, within 90 days from the receipt of this document.
I1f you decide to maintain your product registration(s), you must
provide the information described in the following pages within
the timeframes outlined., EPA will issue a notice of intent to
cancel or suspend the registration of any currently registered
product which does not comply with the requirements set forth in
this Guidance Document.

You are reminded that FIFRA sec. 6(a)(2) requires you to
submit factual information raising concerns of possible unreason-
able adverse effects of a pesticide. You should notify the
Agency of interim results of studies in progress if those results
show possible adverse effects.



PRODUCTS SUBJECT TO THE ACTION(S) REQUIRED TO
REGISTRATION STANDARDS PROGRAM MAINTAIN REGISTRATION

I. Products That Do Not Qualify
For the Formulator's Exemption

A. Single Active Ingredient These products must be reregis-
Products* tered, To obtain reregistration,
labeling, packaging and data
requirements must be satisfied
in accordance with the Registra-
tion Standards Guidance Document,
B. Multiple Active Ingredient These products will not be
Products reregistered at this time.
However, generic data required
to continue the registration of
the active ingredient under
review, as described in the
Registration Standards Guidance
Document, will be required and
some labeling precautions may
also be required.

I1. Products That Do Qualify For Only when additional restrictions
The Formulator's Exemption or labeling are needed to protect
man or the environment will these
products be subject to the
Registration Standard require-
ments, Affected products will be
dealt with in a variety of ways,
including but not limited to the
Label Improvement Program and
special intent to cancel notices.

* "End use products of reglstrants who also produce a manufacturing use
product will not be required to be reregistered provided that registrant
fulfills the requirements specified in the Guidance Document for manu-
facturing-use product(s). Such end-use products will be subject to the
labeling changes required for products in "II" above. If there are no
manufacturing-use products registered by any company end-use products
will be required to be reregistered.

NOTE: 1If all registrants in "I" above fail to meet the requirements in
I-A and B above, then the registrants in "II" lose their right to
qualify for the formulator's exemption and become subject to the
requirements in I-A and B.




IT. REGULATORY POSITION AND RATIONALE

A. Introduction

This chapter contains the Agency's regulatory position and
rationale on manufacturing-use products containing the pesticide
cyhexatin as a sole active ingredient. The Agency bases its
position and rationale on a consideration of all uses of cyhexatin
appearing on pesticide products registered under Sections 3 and
24(c) of the FIFRA as well as on products authorized for distribu-
tion in intrastate commerce under 40 CFR 162.17. The Agency has
reviewed the known chemical, environmental, and toxicological
characteristics of this pesticide and its established tolerances
for residues in or on food and feed commodities. From thes%
considerations the Agency sets forth the data and labeling
requirements that must be met by registrants and applicants for
registration of cyhexatin manufacturing-use products (MPs) in
order for their products to be registered or reregistered under
this Standard. Unique labeling requirements and certain data
needs for end-use products (EPs) containing cyhexatin are also

established by this Standard.

Only those data and labeling requirements for current and future
substantially similar MPs and EPs are addressed here. Applications
to register products that differ appreciably from those described
in this Standard may be subject to additional data and/or labeling

requirements.



B. Description of Chemical and Use Profile

Cyhexatin is the American National Standards Institute (ANSI),
International Organization For Standardization (1SO), and

British Standards Institute (BSI) approved name for a miticide
produced by Dow Chemical Co., U.S.A., in Germany by Bayer A.G.

and in Taiwan by GENP International.

The chemical name for cyhexatin is tricyclohexylhydroxystannane.
Another name is tricyclohexyltin hydroxide. Trade names in-

clude Acarstin®, Plictran® and Dowco® 213.

Other identifying characteristics and codes are:

Empirical Formula: C1gH340Sn
Molecular Weight: 385

CAS Registry No.: 13121-70-5
ENT Registry No.: 27-395-X
Shaughnessy No.: 101601

Some physical and chemical properties of the 95% technical
cyhexatin product is that it is a white crystalline powder,
nearly odorless, has no true melting point, degrades to bis-
tricyclohexyltin oxide at 121-135°C, decomposes at 228°C and is
soluble at various amounts in organic solvents such as carbon
disulfide, carbon tetrachloride, chloroform, chlorobenzene,
methyl chloride tetrahydrofuran, and toluene. Cyhexatin is

practically insoluble in water,



The vapor pressure is negligible at 25°C for the pure active
ingredient of cyhexatin., Cyhexatin is stable in aqueous
suspensions with neutral and alkaline pPH. Cyhexatin reacts
ionically in the presence of a strong acid to form salts,
and cyhexatin is converted by exposure to UV radiation to

dicyclohexyltin oxide, then to cyclohexylstannoic acid.

There are three products currently registered which contain
cyhexatin as an active ingredient of which one is a technical
Cyhexatin product (95%). The other two are 50% wettable powder
formulations. These are all single active ingredient formula-
tions. There are eight intrastate products. Cyhexatin is a
miticide registered for use on almonds, apples, ‘citrus fruits,
hops, macadamia nuts, nectarines, peaches, pears, plums (fresh
prunes), strawberries, walnuts, ornamental plants and greenhouse
grown carnations, chrysanthemums, poinsettias, and roses. Foliar
applications are made when pests first appear and are repeated
as needed; applications to apples, citrus fruits, and pears may
be made with aerial equipment, Apples and walnuts comprise most

of the use of cyhexatin in the U.s.

Tolerances for food/feed items are currently expressed in terms
of combined residues of cyhexatin and its organotin metabolites
(expressed as cyhexatin) (40 CFR 180.144, 21 CFR 561.400, and

21 CFR 193.430).



C. Regulatory Position and Rationale

Based on a review and evaluation of all available data and other

relevant information on cyhexatin, the Agency has made the

following determinations:

1.

All products containing cyhexatin as a sole active ingredient
may continue to be registered for sale, distribution,
reformulation, and use, subject to the terms and conditions
specified in this Guidance Document. Registrants must provide
or agree to develop additional data, as specified in Tables A
and B in order to maintain existing registrations or to

permit new registrations.

Rationale: Under FIFRA, the Agency normally does not cancel

or withhold registration simply because data are missing or

are inadequate (see Sections 3(c)(2)(B) and 3(c)(7) of the
FIFRA). Rather, issuance of this Standard provides a mechanism
for identifying data needs. These data will be reviewed and
evaluated after they are received and the Agency will determine
at that time whether they will affect the registration(s) of

cyhexatin.



2. The Agency will not allow any significant new uses* to be
established for cyhexatin until the toxicological and residue
chemistry data deficiencies identified in Table A have been
received and evaluated and the Agency concludes that new uses

are supportable.

Rationale: The Agency is unable to complete a tolerance
reassessment of cyhexatin because of extensive residue
chemistry and toxicology data gaps. The data requested in
Table A are needed for EPA to calculate an acceptable daily
intake (ADI) level of cyhexatin and its metabolites and to
reassess the present tolerances. For a complete discussion
of the tolerance reassessment for cyhexatin, see section G

entitled "Tolerance Reassessment.,"

3. The Agency is requiring that existing food additive tolerances
for dried prunes and dried hops be amended and that food
and feed tolerances be proposed and established for wet apple

pumace, citrus oil and molasses and possibly spent hops.

Rationale: Current established food additive tolerances for

dried prunes (4ppm) and dried hops (90 ppm) are considered

* The terminology "significant new use” is defined in 44 FR
27934, May 11, 1979, 1In the case of a new food or feed use,
the Agency will generally consider as significant an increase
in the Theoretical Maximal Residue Concentration of greater
than 1%.



inadequate from the Agency's reassessment of the existing
residue data for these commodities. These data demonstrate
that residues will concentrate at higher factors. These
tolerances must be amended to 7 ppm and 135 ppm, respectively,
unless it can be demonstrated otherwise with additional data.
Also, existing data demonstrate that cyhexatin and its
metabolites concentrate such that food and feed additive
tolerances must be proposed and established for wet apple
pumace, citrus oil and molasses. Required data for spent
hops, after it is received and evaluated, may also demonstrate

the need for a tolerance on this commodity.

The Agency is requiring extensive environmental fate and
chemistry data to characterize cyhexatin's behavior in the

environment, including its potential to leach through soil.

Rationale: At present, only very limited data are available
to assess the environmental fate of cyhexatin or to charac-
terize its potential for contaminating ground water. These
data suggest that cyhexatin leaches slowly. The Agency has
become increasingly concerned about the presence of pesticide
chemicals in ground waters in the United States and has
identified a number of chemicals, including cyhexatin, which
may have the potential to enter ground waters based on factors

such as chemical structure, solubility and use patterns.



The Agency is requiring that labels be revised to require the
use of protective clothing. It is also requiring that data
gaps in the existing exposure and toxicology data base be
filled. Upon receipt and review of the exposure and toxicol-
ogy data, the Agency will determine if field reentry restric-
tions and additional protective clothing requirements are

necessary.

Rationale: Adequate toxicology data are not available to

fully characterize the acute, subchronic and chronic effects
of cyhexatin in humans. Acute oral and eye irritation toxicit:
data are sufficient to categorize the current MP and EP
formulations as Toxicity Category II. Product labeling
precautions inform and instruct applicators to minimize
exposure and therefore acute hazards. The existing toxicology
data base does not include any studies conducted by Industrial

Bio-Test Laboratories, Inc.

Between the years of 1966 and 1981, the Pesticide Incident
Monitoring System (PIMS) report includes 14 humans, 1 domestic
animal and no environmental incidents in which cyhexatin

alone was involved. During that same time, there were 26
human, no domestic animal and 1 environment incidents reported
in which cyhexatin in combination with other pesticides

were involved. Most of the human incidents were agricultural

related and a few were industrial. Circumstances of exposure

10



were mixed between the various handling and application
operations (mixing, loading, application, flagging) and
involved different exposures--dermal, inhalation and eye
contact, Usually, the exposures were caused by the lack of
or improper use of protective clothing, spray drift or spills.
Contact dermatitis was a common effect from dermal exposure.
Because of these reported incidents, it is necessary to
prescribe protective clothing. This requirement is presented

in Section F (Required Labeling).

Studies to determine the effects on nontarget avian and

aquatic organisms are being required.

Rationale: Acute toxicity studies indicate that cyhexatin is

highly toxic to birds. Due to this toxicity and the probable
repeated exposure resulting from multiple applications, the
avian reproduction study is now required for cyhexatin. The
fish early-life stage and aquatic invertebrate life-cycle
studies are reserved since the currently existing
environmental fate data are not sufficient for the Agency to
estimate aquatic exposure., In addition, the guideline trigger
for persistence in water cannot be addressed until a valid
study is available. Once the Agency has reviewed these
studies, it will determine if higher tier studies such as

aquatic and avian field studies should be required.

11



The Agency will impose interim labeling to protect endangered
species, if the generic (cluster) analysis for endangered
species has not been completed in time to impose appropriate
labeling in time for the 1986 growing season. At this time,

no label statements are being imposed.

Rationale: Appropriate labeling for the protection of

endangered species determined to be in jeopardy is being
developed in conjunction with a generic (cluster) approach,
rather than under this Standard. This generic approach,
which entails the analysis of the effects of all pesticides
on endangered species on a crop-by-crop basis, rather than a
chemical-by-chemical approach, is being developed in coopera-
tion with Federal and State enforcement agencies, the Office
of Endangered Species (OES) of the U.S. Fish & Wildlife
Service and the U.S. Department of Agriculture (USDA), using
the extension services, and the National Agricultural Chemical
Association (NACA). Since the cluster approach does not
currently address small crops, those uses will be reviewed
separately by the Office of Endangered Species through
Section 7 consultation. A comprehensive consultation will
require EPA to provide an estimated environmental concentra-
tion (EEC) for the habitats of endangered species. EEC's are
made available through computer models which require environ-

mental fate data. As shown by the data requirement tables,

12



minimal environmental data are available. By agreement with

the Office of Endangered Species, consultation will be delayed

until these data are available.

The Agency is requiring that use directions for end-use
products for ground application to pears, peached, plums
(prunes) and nectarines be amended to reflect reductions
of the maximum spray gallonage from 800 to 500 gallons

per acre.

Rationale: Current spray coverage recommendations and

practices for the above orchard crops follow a spray regime
of 300 to 500 gallons per acre to obtain full coverage.
Higher volumes are excessive. A reduction will eliminate
unnecessary and excessive spray dosages and reduce the
environmental impact by reducing runoff which does not

contribute to efficacy.

Registrants of end-use products must submit revised labeling

which incorporates the label precautions found in Section F.

Rationale: The Agency believes that label statements

prescribed in this Guidance Document should minimize the
acute hazards associated with the oral, dermal, inhalation
and ocular routes of exposure to users of cyhexatin, and
should minimize the hazards to terrestrial and aquatic

organisms.

13



D. Criteria for Registration Under This Standard

To conform to this Guidance Document, products must contain
cyhexatin as the sole active ingredient, bear required labeling,
and conform to the product composition, acute toxicity limits,
and use patterns listed in Sections E and F of this document.
The application for registration or reregistration of
manufacturing-use products subject to this Guidance Document
must comply with all terms and conditions described in it,
including submission of an up-to-date Confidential Statement

of Formula and Certification of Ingredients statement, revised
labeling, commitment to £ill data gaps on the schedule specified
by the Agency and, when applicable, offer to pay compensation

as required by 3(c¢)(1)(D) and 3(c)(2)(D) of the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended,
7 U.S.C. 136(c)(1)(D) and 136(c)(2)(D). Registrants of end-use
products who qualify for the Formulator's Exemption must submit
five (5) copies of draft labeling incorporating the unique label

statements identified in Section F.

E. Acceptable Ranges and Limits

Product Composition Standard

To conform to this Guidance Document, manufacturing-use products
must contain cyhexatin as the sole active ingredient. Each MP
formulation proposed for registration must be fully described

with an appropriate certification of limits, stating maximum

14



and minimum amounts of the active and intentionally added inert
ingredients which will be present in products.

Acute Toxicity Limits

The Agency will consider registration of technical grade and
manufacturing-use products containing cyhexatin, provided that

the product labeling bears appropriate precautionary statements
for the acute toxicity category in which each product is placed.
The attached index entry lists all registered uses (and intrastate
label uses*) as well as approved maximum application rates and

frequencies.,

F. Required Labeling

All manufacturing-use and end-use cyhexatin products must bear
appropriate labeling as specified in 40 CFR 162.10. In addition
to the above, the following information must appear on the

labeling:

l. Ingredient Statement

The ingredient statement for MPs must list the active ingredient
as:

Cyhexatin (tricyclohexylhydroxystannane) ....ceeeeesveee 2.

* Product uses that appear only on the labels of intrastate products
have not been subject to review under sec. 3 of the FIFRA.
Therefore, these uses may not be added to the label of any product
registered under sec. 3 until the supporting data have been
submitted, reviewed and found to be acceptable.

15



Use Pattern Statements

All manufacturing-use cyhexatin products must state that they
are intended for formulation into other manufacturing-use
products or end-use products for uses accepted by the U.S.
Environmental Protection Agency. A limiting faétor will be
data that supports these use patterns. No use may be included
on the label for which the registrant fails to agree to comply
with the data requirements in either Table A or Table B for
that use pattern., The attached "EPA Index to Registered
Pesticides" entry summarizes all currently acceptable uses for
cyhexatin including sites of application, target pests, dosage
rates, restrictions and limitations, and the method and

frequency of application.

Acute Toxicity Precautionary Statements

Labels for manufacturing-use cyhexatin products must bear
statements reflecting the compound's acute human toxicity.

The acute oral and eye irritation toxicity data are sufficient
to categorize the current MP and EP formulations as Toxicity
Category II. The required precautionary statements associated

with this category are specified in 40 CFR 162.10.

Protective Clothing

Because of the reported incidents of dermatitis, the following

protective clothing statements are required for product labels,

16



a. Manufacturing-Use Products:

"When handling this product wear chemically resistant
gloves.”

The use of goggles is also required.

b. End-Use Products:

"When mixing, loading, and applying wear chemically
resistant gloves,"

Use of goggles, a mask or pesticide respirator is required.

5. Environmental Hazards Statements

a. The following revised environmental hazard statement must
appear on all MP labels:

"ENVIRONMENTAL HAZARDS

This pesticide is toxic to fish and wildlife. Do not
discharge effluent containing this active ingredient
into lakes, streams, ponds, estuaries, oceans or public
waters unless this product is specifically identified
and addressed in an NPDES permit. Do not discharge
effluent containing this product to sewer systems without
previously notifying the sewage treatment plant authority.
For guidance contact your State Water Board or Regional
Office of the EPA."

b. For end-use products the environmental hazards statement
shall read:

"ENVIRONMENTAL HAZARDS

This pesticide is toxic to fish and wildlife. Do not

17



apply directly to water or wetlands. Drift and runoff
from treated areas may be hazardous to fish in neighboring
areas. Do not contaminate water by cleaning of equipment

or disposal of wastes. Cover or incorporate spills."

EP labels must be revised to reduce the recommended spray
gallonage from 300-800 gallons to 300-500 gallons per acre
for ground application to pears, peaches, plums (prunes) and

nectarines.

Tolerance Reassessment

The adequacy of the established tolerances (40 CFR 180.144,

21 CFR 193.430 and 561.400 and Table 1), covering residues of
cyhexatin in crop and animal products cannot be determined at
the present time due to significant data gaps in residue
chemistry and toxicology. The nature of residues in plants
and animals and the chronic toxicity of cyhexatin has not

been adequately described. Available residue data are suffic-
ient to characterize the expected residue levels of cyhexatin
in or on the following raw agricultural commodities (RACs):
hops, macadamia nuts, and strawberries. Additional crop
residue data are required to support the established tolerances
for residues in or on peaches, plums, nectarines, apples,
pears, almonds, almond hulls, walnuts, and citrus fruits.

The adequacy of the tolerances for residues in dried citrus

pulp and dried apple pomace cannot be determined until the

18



adequacy of the tolerances for residues in the RACs (apples

and citrus) has been ascertained. Data are available to the
Agency which indicate that residues in dried prunes concentrate
by a factor of 7 over residues present in the raw agricultural
commodity. The tolerances for residues in dried prunes must

be revised from 1 ppm to 7 ppm to reflect this potential 7X
concentration. Additional data to support the established
tolerance of 30 ppm or a proposal for a tolerance revision

are needed for dried hops; data available to the Agency suggest

that a revision to 135 ppm may be appropriate.

In addition to the conclusions given above regarding established
tolerances, the following requirements pertain to residues in
processed products: (1) after the adequacy of the apple
tolerance 1s determined, a food additilve tolerance at 3x that
of the tolerance for residues in or on apples must be proposed
for residues in wet apple pomace; (11) a food additive
tolerance at 22x that of the tolerance for residues in or on
citrus fruit must be proposed for residues in citrus oil;
(111) a food and feed additive tolerance at 2x that of the
tolerance for residues in or on citrus fruilt must be proposed
for residues in citrus molasses; and, (iv) data are needed to
determine whether residues concentrate 1n spent hops, &

processed product of fresh hops.

The food and feed additive tolerance mentloned above are
required because data available to the Agency 1indicate that
residues in processed fruits are greater than residues in raw

agricultural commodities.

19



The acceptable daily intake (ADI) for cyhexatin was previously
based on the no observable effect level (NOEL) of 0.75 mg/kg
of the 2-year dog feeding study. However, a recent review of
this study indicates effects at this level which was also the
lowest tested dosage level. Therefore, without a NOEL this
study is now classified as supplementary and can no longer be
utilized as a basis for an ADI calculation. There are no
other available appropriate studies to the Agency on which
the ADI for cyhexatin can be based. The Agency has concluded
that the chronic toxicology is inadequate and therefore is
requiring the full complement of studies: chronic feeding,

oncogenicity, reproduction and teratology studies.

20



Cyhexatin
TABLE I
SUMMARY OF PRESENT TOLERANCES

Tolerances (ppm)
Cammodi ty United States®/ CanadaP/ Mexico International (Codex)S/

Almonds 0.5

Almond Hulls 60.0 -

Apples 2.0 2.0 -_ 2,0
Apple pumace (dried) 8.0

0.3 - —

Cattle, fat 0

Cattle, kidney 0.

Cattle, liver 0

Cattle, MBYP 0
(exec. kidney, liver)

Cattle, meat 0.2 —_— _— 0.5

Citrus fruits 2
Citrus pulp (dried) 8

Goat, fat 0

Goat, kidney 0

Goat, liver 0.

Goats, MBYP 0
(except kideny, liver)

Goat, meat 0.2 _— — 0.5

Hogs, fat 0
Hogs, kidney 0
Hogs, liver 0
Hogs, MBYP 0
(exec. kidney, liver)
Hogs, meat 0.2 -_— — 0.5
Hops 30
Hops (dried) 90
Horses, fat 0
Horses, kidney 0
Horses, liver 0
Horses, MBYP 0

(exec, kidney, liver)
Horses, meat 0.2 — — 0.5

Macadamia nuts 0.5 - _— _—

21



Cyhexatin
TABLE I
SUMMARY OF PRESENT TOLERANCES (Con't.)

Tolerances (ppm)

Cammodity United Statesd@/ Canadab/ Mexico International (Codex)S/
(= N in whole milk)
Necatrines 4.0 — _— _—
Peaches 4.0 4.0 —-— 5.0
PearS 200 2.0 — 2.0
Plums or Prunes (fresh) 1.0 1.0 -_— 2.0
Prunes (dried) 4.0 — — —
Sheep, fat 0.2 S —— ——
Sheep, kidney 0.5 — _— _—
Sheep, liver 0.5 _— —_— —
(exec. kidney, liver)
Sheep, meat 0.2 -— -_— 0.5
Strawberries 3.0 2.0 —-— 2.0
Walnuts 0.5 0.3 _— —-—

Note, a = The U,S. tolerance is expressed in terms of residues of cyhexatin and
its organotin metabolites; b = The Canadian tolerance in tems of cambined
residues of cyhexatin DCHTO and CHSA; ¢ = Cocex is for cyhexatin and DCHTO.
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TABLE A
GENERIC DATA RBEQUIREMENTS FOR CYHEXATIN

Data Must Be

Guideline Citation and Test Guidelines Are Data Footnote Submitted Within
Name of Test Substance Status Required Number Timeframes Listed
Yes No Below 2/

§158.120 Product Chemistry

Product Identity:

61-2 - Product Identity and Disclosure TGAI R x1 [ 7 Months
of Ingredients -

61-3 - Discussion of Formation of TGAI R x) (] 7 Months
Impurities

Analysis and Certification of Product

Ingredients

62-1 - Preliminary Analysis TGAI CR X1 ) 12 Months

Physical and Chemical Characteristics

63-2 - OQolor TGAI R ] X - -
63-3 — pPhysical State TGAI R (0 X - -
63-4 - Odor TGAL R X1 ] 7 Months
63-5 - Melting Point TGAI R L] X --
63-6 - Boiling Point TGAI R ] @ - -
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TABLE A
GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Data must BRe

Guideline Citation and Test Guidelines Are Data Footnote Submitted Within
Name of Test Substancel Status Required Number Timeframes Listed
Yes No Below?2

§158.120 Product Chemistry (Continued)

Physical and Chemical Characteristics

(Continued)

63-7 - Density, Bulk Density, or TGAT R (X) ] 7 Months
Specific Gravity

63-8 - Solubility TGAI or PAI R (] (X) - -

63-9 - Vapor Pressure PAI R 1 [X] - -

63-10 - Dissociation constant PAI R (X] (] 7 Months

63-11 - Octanol/water partition PAI R [x] ] 7 Months
coefficient -

63-12 - pH TGAI R (X] (] 7 Months

63-13 - Stability TGAT R (X) (] 7 Months

Other Requirements:

64— 1 - submittal of samples TGAI, PAI CR (] (X1 - -

1/ TGAI = Technical Grade of the Active Ingredient; PAT = pure Active Ingredient; R = Required;
CR = Conditionally Required.
2/ Data must be submitted within the indicated timeframes which begin on the date of the Registration

Standard (see front cover).
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TABLE A

GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Does EPA Have Data
To Satisfy This

Must Additional Data
Be Submitted Under

1/ Requirement? (Yes, Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirements Composition No, or Partially) Citation Timeframes For Data
Submission 2/
§158.125 Residue Chemistry
171-4 - Nature of Residue (Metabolism)
- Plants PAIRA Partially 00034893, 00080462, 00081491, Yes3 24 Months
00112208, 00112217, 00040803,
00071437, 00112230, 00065985,
00108766, 00112232, 00065986
00112181, 00112236, 00065987,
00112207, 00112237, 00065991,
00112218, 00065993, 00112220,
00112225
- Livestock PAIRA and Plant Partially 00112187, 00112217 Yes4 18 Months
Metabolites
171-4 - Residue Analytical Method
- Plant residues TGAI and Yes 00040803, 00071437, 00112236, Reserved
Metabolites 00065985, 00108766, 00112237,
00065986, 00112218, 00065987,
00112225, 00065991, 00065993,
00112232
- Animal residues TGAI and Yes 00112207, 00112218, 00112220,
Metabolites 00112230 Reserved
171-4 - Storage Stability Data PAI Partially 00108766, 00112225 Yes® 13 Months
171-4 - Magnitude of the Residue-
Residue Studies for Each
Food Use
Citrus Fruits Group TEP Partially 00112236 Yes?/ 24 Months
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TABLE A
GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Does EPA Have Data
To Satisfy This
1/ Requirement? (Yes, Bibliographic

Must Additional Data
Be Submitted Under
FIFRA § 3(c)(2)(B)?

Data Requirements Camposition No, or Partially) Citation Timeframes For Data
Submission 2
§158.125 Residue Chemistry (continued)
171-4 - Magnitude of the Residue -
Residue Studies
Pare Fruits Group TEP No - Yes8 24 Months
Apples TEP Partially 00052033, 00065984, 00065985, Yes9 24 Months
00065986, 00065987, 00112181,
00112218, 00112236
Pears TEP Partially 00052033, 00065986, 00065987, YeslO 24 Months
00112181, 00112236
Stone Fruits Group TEP No — Yesll 24 Months
Nectarines TEP Partially 00040803 Yesl2 24 Months
Peaches TEP Partially 00040803 Yesl3 24 Months
Plums TEP Partially 00040803, 00112237 Yesl4 24 Months
Small Fruits and Berries TEP No - Yesl5 24 Months
Group
Strawberries TEP Yes 00040803 No
Tree Nuts Group TEP No -— Yesl6 24 Months
Almonds TEP Partially 00040803, 00112237 Yesl7 24 Months
Macadamia Nuts TEP Yes 00112225 No
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TABLE A
GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Does EPA Have Data Must Additional Data
To Satisfy This Be Submitted Under
1/ Requirement? (Yes, Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirements Camposition No, or Partially) Citation Timeframes For Data
Submission 2/
§158.125 Residue Chemistry (continued)
Walnuts TEP Yes 00040803, 00112237 Yesl8 24 Months
Misc. Commodities - - -_— No
Hops TEP Partially 00108766 Yes19 24 Months
Meat/milk/poultry/eggs TEP Partially 00112207, 00112230, 00112232 Reserved20 18 Months

1/ Composition: TGAI = Technical grade of the active ingredient; EP = End-use product.
2/ Data must be sutmitted within the indicated timeframes which begin on the date of the Registration
Standard (see front cover).
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TABLE A
GENERIC DATA RBQUIREMENTS FOR CYHEXATIN

§158.125 Residue chemistry (continued)

3/ Data reflecting the distribution and metabolism of ring-labeled [119sn]cyhexatin in a tree fruit
(preferably apples) following foliar application at 3 1b ai/A are required.

4/ Metabolism studies utilizing ruminants are needed. Animals must be dosed for 3 days with ring-labeled
[119sn]cyhexatin at a level sufficient to make residue identification possible. Milk must be collected
twice daily during the dosing period. Animals must be sacrificed within 24 hours of the final dose.

The distribution and characterization of residues must be determined in milk, liver, kidney, muscle, and
fat. Metabolism studies utilizing poultry are required. Hens must be dosed with ring-labeled [119snj]
cyhexatin for 3 days at a level sufficient to permit residue identification., Eggs must be collected
twice daily during the dosing period. Animals must be sacrificed within 24 hours of the final dose and
residues characterized in eggs, muscle, liver, kidney, and fat.

5/ Should the data which were requested in the section entitled "Nature of the Residue in Plants" and
"Nature of the Residue in Animals" indicate additional metabolites of toxicological concern or that the
methods will not adequately determine all residues of concern, then submission of additional validated
methods for data collection and tolerance enforcement will be required. The [1198n]cyhexatin labeled
samples should be analyzed by both radiocounting techniques and "cold" enforcement methodology to deter-
mine the percent of the total residue measured by the enforcement method.

6/ The available storage stability data are acceptable for plant cammodities; however, no data pertaining
to the stability of cyhexatin residues in animal tissues or products were presented, thus, constituting
a data gap.

7/ Data are needed depicting residues of cyhexatin in or on oranges, grapefruit, and lemons harvested the
same day as the last of six foliar treatments at 10- to 14—day intervals with the 50% WP at 0.1875 1lb
ai/100 gal using a spray volume to runoff. Tests must be conducted in FL and CA. Alternatively, must
clarify the total spray volume utilized for data submitted under PP#3F1312 (117973). A food additive
tolerance for citrus oil and citrus molasses at respective levels of 22x and 2x the residues found in or
on whole citrus must be proposed. An appropriate feed additive tolerance for citrus molasses at 2x the
residues found in or on whole citrus must be proposed and, if necessary, a revision of the existing 8 ppm
feed additive tolerance for residues in dried citrus pulp is required.

8/ To establish a pame fruits group tolerance additional data must be submitted for apples and pears.

See footnotes 9 and 10 below.

9/ Information must be provided as to the gal/A/application applied in the high-volume ground application
data submitted; alternatively, data must be submitted which reflect residues in or on apples harvested
14 days after the last of four applications at 1.5 1lb ai/800 gal/A. Tests must be conducted in all the
major U.S. apple production regions. A food additive tolerance must be proposed for residues in wet
apple pamace at 3x that of the accepted tolerance for residues in or on the raw agricultural cammodity
(apples).
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GENERIC DATA REQUIREMENTS FOR CYHEXATIN

§158.125 Residue chemistry (continued)

10/ The available data provide insufficient support for the established tolerance for the following reasons:
(i) gal/A rates were not provided for high-volume ground applications; (ii) the aerial data do not
reflect use of a registered formulation; and (iii) no low-volume ground application data were provided.
In our opinion, the available ULV aerial data for apples may be used to support low-volume ground and
aerial use on pears. Also, since data have been requested reflecting high-volume ground applications
to apples, no additional data reflecting such use on pears are needed. It should be noted, however,
that translated data may not be used to support a crop group tolerance.

11/ To establish a stone fruits group tolerance additional data must be submitted for peaches and plums
(prunes) (see footnotes 13 and 14 below) and for one additional crop member of this group. Data for
cherries are currently under review.

12/ Available data are insufficient for the evaluation of the adequacy of the established tolerance for the

" cambined residues for cyhexatin and its organotin metabolites in or on nectarines since no data were
submitted reflecting aerial or ULV ground application. No additional data reflecting aerial application
will be required since the aerial application data requested for peaches may be translated to nectarines.
However, the following additional data are required:

° Data fram tests (in CA) reflecting low volume (40 gal/A) ground application of the 50% WP at 1.25
1b ai/A at a seasonal maximum of 3 1b ai/A; samples must be harvested on the day of the last
application,

13/ Residue data for peaches in CA and SC receiving aerial treatment of the 50% WP at 1.25 lb ai/A in 15 gal
water, reflecting a seasonal use rate of 3 1lb ai/A, and a 1-day PHI are required. Residue data for
peaches are required. Samples must be collected on the day of the last treatment. Also, additional
data fram tests in CA reflecting ULV ground and aerial application of 1.25 1lb ai/A in at least 15 gal
water/A, and a seasonal use rate of 3.0 1b ai/A, must be submitted.

14/ Residue data fram tests in CA, using ground equipment to apply the 50% WP at 4.5 1lb ai/A per season, at
0.1875 1lb ai/100 gal of water (dilute spray), and, in separate tests, at 1.25 1lb ai/A (40 gal/A) are
required. Samples must be collected immediately after the last treatment. Residue data from CA tests
reflecting aerial application of the 50% WP at 1.25/15 gal/A (using 3 lb ai/A per season), and a l-day
PHI are required. An appropriate tolerance revision must be proposed for residues in or on dried prunes.

15/ To establish a small fruits and berries group tolerance residue data are required for three additional
crop members of this group (blackberry or other Rubus spp., blueberry and cranberry).

16/ To establish a tree nuts group tolerance additional data are needed for almonds and walnuts (see
footnotes 17 and 18 below) and for an additional representative nut crop (pecans).
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GENERIC DATA REQUIREMENTS FOR CYHEXATIN

§158.125 Residue Chemistry (continued)

17/ Residue levels on or in almonds and almond hulls fram trees receiving at least three applications of

18/

19/

20/

1.25 1b ai/A of the 50% WP (for a seasonal total of at least 4.5 1lb ai/A) by ground ULV application,
with a 0-day PHI are required. These tests must be conducted in CA. Additional data on residues on/in
almond hulls and nuts are required. These data must be from CA tests reflecting a 1.25 1b ai/A use rate,
a seasonal use rate of 4.5 1b ai/A, ULV application by ground equipment, and no PHI.

The available data are inadequate for the determination of the adequacy of the established tolerance for
residues of cyhexatin and its organotin metabolites in or on walnuts, since only one test reflecting ULV
application was submitted (and it did not reflect a 0O-day PHI). The required data for ULV ground
application for almonds can be translated to walnuts. These translated data cannot be used to support a
Crop group tolerance.

Data reflecting residues in dried hops processed fram fresh hops bearing measurable weathered residues
are required. Alternatively, the tolerance for residues in dried hops may be revised. If so, we recom
mend a level of 135 ppm (4.5 x 30). Data reflecting residues in spent hops processed from fresh hops
bearing measurable weathered residues are required. If residues are found to concentrate in spent hops,
an appropriate feed additive tolerance must be proposed.

The nature of residues in ruminants (including milk) and poultry (including eggs) is not adequately
understood. The adequacy of the established tolerances and of the data submitted in support of the
established tolerances cannot be assessed at the present time. Upon receipt of the data required under
the section "Nature of Residue in Animals," the adequacy of the available data and the established
tolerances will be assessed.
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TABLE A

GENERIC DATA RBEQUIREMENTS FOR CYHEXATIN

Does EPA Have Data
To Satisfy This

Must Additional Data
Be Submitted Under

1/ Use 2/ Requirement? Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern (Yes, No Citation Timeframe for Data
or Partially) Submission 3/
§158.130 Environmental Fate
DEGRADATION STUDIES~-LAB:
161-1 - Hydrolysis TGAI or PAIRA A,B,F No - Yes 9 Months
Photodegradation
161-2 - In water TGAI or PATRA A,B No - Yes 9 Months
161-3 - On soil TGALI or PAIRA A No - Yes 9 Months
161-4 - In air TGAI or PAIRA A No - Reserved? -
METABOLISM STUDIES-LAB:
162-1 - Aerobic Soil TGAI or PAIRA A,B,F No - Yes 27 Months
162-2 - Anaerobic Soil TGAI or PAIRA A No - Yes 27 Months
MOBILITY STUDIES:
163-1 - Ieaching and TGAI or PAIRA A,B,F No 00034894 Yes 12 Months
Adsorption/Desorption 00034895
163-2 - volatility (Lab) TEP A,F N/A4 00081485, 0008148 No -
00034894
163-3 - Volatility (Field) TEP A,F N/a4 - NO -
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TABLE A

GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Data Requirement

1/ Use 2/

Composition  Pattern

Does EPA Have Data
To Satisfy This
Requirement?

(Yes, No

or Partially)

Bibliographic
Citation

Must Additional Data
Be Submitted Under
FIFRA § 3(c)(2)(B)?
Timeframe for Data
Submission 3

§158.130 Envirommental Fate (continued)

DISSIPATION STUDIES-FIELD:

164-1 - Soil

164-4 - Cawbination and
Tank Mixes

164-5 - Soil, Long-term

ACCUMULATION STUDIES:

165-1 - Rotational Crops
(Confined)

165-2 - Rotational Crops
(Field)

165-4 - In Fish

TEP A,B

TEP A
PAIRA A

TEP A

TGAI or PAIRA A,B

N/A
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TABLE A
GENERIC DATA REQUIREMENTS FOR CYHEXATIN

§158.130 Environmental Fate (continued)

1/ Camposition: TGAI = Technical grade of the active ingredient; PAIRA = Pure active ingredient, radio-
labeled; TEP = Typical end-use product.

2/ The use patterns are coded as follows: A = Terrestrial, Food Crop; B = Terrestrial, Non-Food;
C = Aquatic, Food Crop; D = Aquatic, Non-Food; E = Greenhouse, Food Crop; F = Greenhouse, Non-Food;
G = Forestry; H = Domestic Outdoor; I = Indoor.

3/ Data must be submitted within the indicated timeframes which begin on the date of the Registration
Standard (see front cover).

4/ No data are required because cyhexatin has negligible vapor pressure.

5/ This Guidance Document deals only with single active ingredients.

6/ No data are required pending the results of metabolism and field dissipation studies.

z/ Data may be required, depending upon the results of the confined studies.
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GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1/ use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?

Data Requirement Composition Pattern ment? (Yes, No Citation Timeframe for Data

or Partially) Submission 3/
§158.140 Reentry Protection
132-1 - Foliar Dissipation TEP A,B No - Reserved3 —
132-2 - Soil Dissipation TEP A,B No - Reserved3 -
132-3 - Dermal Exposure TEP A,B No - Reserved3 -
132-4 - Inhalation Exposure TEP A,B No - Reserved3 -

1/ Camposition: TEP = Typical end-use product.

2/ The use patterns are coded as follows: A = Terrestrial, Food Crop; B = Terrestrial, Non-Food;
C = Aquatic, Food Crop; D = Aquatic, Non-Food; E = Greenhouse, Food Crop; F = Greenhouse, Non-Food;
G = Forestry; H = Damestic Outdoor; I = Indoor.

3/ Data to support the establishment of reentry standards are reserved. No reentry intervals are
needed for cyhexatin based on available envirormental fate and toxicological data. However, if
results of new required toxicity studies indicate potential problems, then studies will be required,
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TABLE A

GENERIC DATA RBQUIREMENTS FOR CYHEXATIN

Does EPA Have
pData To Satisfy

Must Additional Datd
Be Submitted Under

1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Reguirement Camposition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) submission 3/
§158.135 Toxicology
ACUTE TESTING:
81-1 - Oral Rat TGAT A,B,F Yes 00080464 No —_
81-2 - Acute Dermal TGAI A,B,F No - Yes 9 Months
81-3 - Acute Inhalation - Rat TGAI A,B,F Yes 00112180 No —
81-7 - Acute Delayed TGAI A,B,F N/ad - No
Neurotoxicity — Hen
SUBCHRONIC TESTING:
82-1 - 90-Day Feeding - TGAI A,B,F N/A° -
Rodent, Non—-rodent No
82-2 - 21-Day Dermal TGAI A,B,F No - Yes 12 Months
82-3 - 90-Day Dermal TGAI A,B,F N/AS - No —_
82-4 - 90-Day Inhalation - TGAI A,B,F N/ADS -
Rat No _
82-5 - 90-Day Neurotoxicity - TGAI A,B,F N/A4 - NO —

Hen/Mammal
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GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) Submission 3/
§158.135 Toxicol
{(continued)
CHRONIC TESTING:
83-1 - Chronic Toxicity - TGAI A,B,F No - Yes 50 Months
2 species: Rodent
and Non-rodent
83-2 - Oncogenicity Study - TGAI A,B,F No - Yes 50 Months
2 species: Rat and
Mouse preferred
83-3 - Teratogenicity - TGAI A,B,F No - Yes 15 Months
2 species
83-4 - Reproduction, TGAI A,B,F No - Yes 39 Months
2-generation
MUTAGENICITY TESTING:
84-2 - Gene Mutation TGAI A,B,F No - Yes 9 Months
84-2 - Chramosamal Aberration TGAI A,B,F No - Yes 12 Months
84-4 - Other Mechanisms of TGAI A,B,F No - Yes 12 Months
Mutagenicity
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TABLE A
GENERIC DATA RBQUIREMENTS FOR CYHEXATIN

Does EPA Have Must Additional Date
Data To Satisfy Be Submitted Under
1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Camposition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) Submission 3/
§158.135 Toxicology (continued)
SPECIAL TESTING
85-1 - General Metabolism PAT or PAIRA A,B,F Yes 00112206 No

1/ Camposition: TGAI = Technical grade of the active ingredient.

2/ The use patterns are coded as follows: A = Terrestrial, Food Crop, B = Terrestrial, Non-Food; C = Aquatic,
Food Crop; D = Aquatic, Non-Food; E = Greenhouse, Food Crop; F = Greenhouse, Non-Food; G = Forestry;
H = Damestic Outdoor; I = Indoor.

3/ Data must be submitted within the indicated timeframes which begin on the date of the Registration

~ standard (see front cover).

4/ Cyhexatin is neither an organophosphate, nor an analog of the neurotoxic campound, hence, no delayed

~ neurctoxicity study is required.

5/ Not applicable.
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GENERIC DATA REQUIREMENTS FOR CYHEXATIN

TABLE A

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) submission 3/
§158.145 wildlife and
Aquatic Organisms
AVIAN AND MAMMALIAN TESTING:
71-1 - Avian Oral LDg, TGAI A,B,F Partially 00112178 Yes? 9 Months
71-2 - Avian Dietary LCsg
a. Water fowl TGAI A,B No
b. Upland game TGAL A,B,F Partially 00112178 Yes4 9 Months
71-3 - Wild Mammal Toxicity TGAI A N/A - -
71-4 - Avian Reproduction TGAI A,B No YesS 24 Months
71-5 - simulated and Actual TEP A,B No Reservedb
Field Testing-
Mammals and Birds
AQUATIC ORGANISM TESTING:
72-1 -~ Freshwater Fish LCgg
a. Warmwater TGAI A,B,F Yes 00003503* No
GS00237001*
b. Coldwater TGAI A,B Yes 00081739* No
TEP A Yes GS00237002* Reserved/
00081743**
72-2 - Acute ICgqg Freshwater TGAI A,B,F Yes 00003503 No
Invertebrate
72-3 - Acute IC;g Freshwater TGAI
and Marine Organisms
a. Shrimp A No None Yes8 12 Months
b. Marine fish A No None Yes8 "
c. Oyster A No None yes8 "
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TABLE A
GENERIC DATA RBEQUIREMENTS FOR CYHEXATIN

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Camposition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) Submission 3/
§158.145 Wildlife and
Aquatic Organisms (continued)
72-4 - Fish Early Life-Stage TGAI A,B No - Reservedd/
and Aquatic Inverte-
brate Life-Cycle
75-5 - Fish Life-Cycle TGAI A,B No - Reservedl0/
72-6 - Aquatic Organism TGAI, PAI OR A,B N/A - -
Accumulation Degradation
Product
72-7 - Simulated or Actual TEP A,B No - ReservedlO/

Field Testing-
Aquatic Organisms

1/ Camposition: TGAI = Technical grade of the active ingredient; PAI = pure ingredient; TEP = Typical end-use product;

2/ The use patterns are coded as follows: A = Terrestrial, Food Crop; B = Terrestrial, Non-Food Crop; C = Aquatic,
Food Crop; D = Aquatic, Non-Food; E = Greenhouse, Food Crop; F = Greenhouse, Non-Food; G = Forestry; H = Damestic
Outdoor; I = Indoor.

3/ Data must be submitted within the indicated timeframes which begin on the date of the Registration Standard (see
front cover).

4/ The acute LCsg is only supplemental because the birds were below the minimum age of 10 days. The acute oral LDs(
is supplemental because the birds were below the minimum age of 16 weeks.

5/ Avian reproduction study is required since repeat applications are allowed.

6/ Preliminary toxicity data indicate cyhexatin is "highly toxic"™ to birds. However, the lack of certain environmental
fate and ecological effects studies prevent a requirement at this time for field testing. Upon Agency receipt and
review of those studies, this field testing study may be required.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL CYHEXATIN

§158.145 Wildlife and Aquatic Organisms (continued)

1/ Pending environmental fate studies needed to develop an estimated envirommental concentration.

8/ Acute estuarine and marine studies are required for crops which are grown in excess of 300,000 acres in coastal

" counties. Of the currently registered uses, cotton and citrus meet this requirement.,

9/ Fish early life-stage and aquatic invertebrate life-cycle studies are reserved since the environmental fate data
are not sufficient for camputer modeling. 1In addition, the guideline trigger for persistence in water cannot be
addressed until a valid study is available.

10/ The requirement for fish life-cycle and simulated or actual field testing, and for aquatic organisms is reserved,

" pending the requirement and results of the fish early life-stage and aquatic invertebrate life-cycle studies.

* Study on its own fulfills the requirement.
** Study does not on its own fulfill the requirement.
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GENERIC DATA RBEQUIREMENTS FOR CYHEXATIN

TABLE A

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
pata Requirement Camposition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) Submission 3/
§158.150 Plant Protection

121-1 - TARGET AREA EP B No - No3 -
PHYTOTOXICITY

NONTARGET AREA PHYTOTOXICITY:
TIER I

122-1 - Seed Germination/ TGAT B No - No3 -
Seedling Emergence

122-1 - Vegetative Vigor TGAI B No - No3 —_

122-2 - Aquatic Plant Growth TGAI B No - No3 -
TIER 11

123-1 - Seed Germination/ TGAI B No - No3 —_
Seedling Emergence

123-1 ~ Vegetative vigor TGAI B No - No3 _—

123-2 - Aquatic Plant Growth TGAI B No - No3 —
TIER III

124-1 - Terrestrial Field TEP B No - No3 —

124-2 - Aquatic Field TEP B No - No3 —_—

1/ Camwposition: TGAI = Technical grade of the active ingredient; TEP = Typical end-use product.

z/ The use patterns are coded as follows: A = Terrestrial, Food Crop; B = Terrestrial, Non-Food Crop; C = Aquatic, Food
Crop; D = Aquatic, Non-Food; E = Greenhouse, Food Crop; F = Greenhouse, Non-Food; G = Forestry; H = pDamestic Outdoor;

I = Indoor.

3/ These data are not required because it is believed there is no phytotoxicity problem with cyhexatin.
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GENERIC DATA REQUIREMENTS FOR CYHEXATIN

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) Submission 3
§158.155 Nontarget Insect
NONTARGET INSECT TESTING -~
POLLINATORS :
141-1 - Honeybee acute TGAI A,B Yes 00018842 No
contact LDgg
141-2 - Honeybee - toxicity TEP A,B No - No3/
of residues on
foliage
141-4 - Honeybee subacute - - No - Reserved?/
feeding study
141-5 - Field testing for TEP A,B No - No3/

pollinators
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GENERIC DATA RBEQUIREMENTS FOR CYHEXATIN

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? (Yes, No Citation Timeframe for Data
or Partially) Submission 3/
§158.155 Nontarget Insect (continued)
NONTARGET INSECT TESTING -
AQUATIC INSECTS:
142-1 - Acute toxicity to (Reserved) - - - Reservedd/
aquatic insects
142-2 - Aquatic insect (Reserved) - - - Reserved>/
life-cycle study
142-3 - Simulated or actual (Reserved) - - - Reserved>/
field testing for
aquatic insects
143-1 - NONTARGET INSECT (Reserved) - - - Reservedd/

TESTING — PREDATORS
thru AND PARASITES

143-3

1/ Camposition: TGAI = Technical grade of the active ingredient; TEP = Typical end-use product.

2/ The use patterns are coded as follows: A = Terrestrial, Food Crop; B = Terrestrial, Non-Food; C = Aquatic, Food Crop;
D = Agautic, Non—-Food; E = Greenhouse, Food Crop; F = Greenhouse, Non-Food; G = Forestry; H = Domestic Outdoor;
I = Indoor.

3/ As the data fram the acute contact study indicate low toxicity, no further testing is required.

4/ Reserved pending development of test methodology.

5/ Reserved pending Agency decision as to whether the data requirement should be established.
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TABLE B
PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS OONTAINING CYHEXATIN
Tricyclohexylhydroxystannane- 464-451

Guideline Citation and Test Guidelines Are Data Data Must Be Submitted Within
Name of Test Substancel Status Required Timeframes Listed Below?2
Yes No

§158.120 Product Chemistry

Product Identity:

61-1 - Product Identity and Disclosure MP R (X . 6 Months
of Ingredients

61-2 - Description of Beginning Materials Mp R X (] 6 Months
and Manufacturing Process

61-3 - Discussion of Formation of MP R [X] ] 6 Months
Impurities

Analysis and Certification of Product

Ingredients

62-1 - Preliminary Analysis MP CR (X (] 12 Months

62-2 - Certification of Limits MP R [X] ) 12 Months

62-3 - Analytical Methods to Verify MP R (X} (] 12 Months
Certified Limit

Physical and Chemical Characteristics

63-2 - Color MP R (x] ] 6 Months

63-3 - Physical State MP R [X) ] 6 Months

63~-4 - odor MP R [X] ) 6 Months

oooooooooooooooooo
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TABLE B
PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CYHEXATIN
Tricyclohexylhydroxystannane- 464-451

Guideline Citation and Test Guidelines Are Data Data Must Be Submitted wWithin
Name of Test Substancel Status Required Timeframes Listed Below2
Yes No

§158.120 Product Chemistry (continued)

Physical and Chemical Characteristics

(Continued)
63-7 - Density, Bulk Density, or MP R [X) (] 6 Months
Specific Gravity
63-12 - pH MP CR [X] (1 6 Months
63-14 - Oxidizing or Reducing MP CR [X) (1] 6 Months
Action

63-15 - Flammability MP CR [X) ] 6 Months
63-16 - Explodability MP R [X) (] 6 Months
63-17 ~ Storage Stability MP R [X) (] 15 Months
63-18 - Viscosity MP CR [X] (] 6 Months
63-19 - Miscibility MP CR (X ] 6 Months
63-20 - Corrosion Characteristics MP R X (] 15 Months
Other Requirements:

64— 1 - Submittal of samples MP CR (1 (X

1/ MP = Manufacturing-use Product; R = Required; CR = Conditionally Required.

z/ Data must be submitted within the indicated timeframes which begin on the date of the Registration Standard (see
front cover),
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TABLE B

PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CYHEXATIN

Tricyclohexylhydroxystannane- 464-451

Does EPA Have
Data To Satisfy

Must Additicnal Data
Be Submitted Under

)4 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition ment? (Yes, No Citation Timeframe for Data
or Partially) Submission 3/
§158.135 Toxicology
AQUTE TESTING:
81-1 - Acute Oral - Rat MP Yes 00080464 No
81-2 - Acute Dermal MP No - Yes 9 Months
81-3 - Acute Inhalation - Rat MP Yes 00112180 No
81-4 - Primary Eye MP Yes 00112183 No
Irritation - Rabbit
81-5 - Primary Dermal MP Yes 00112215 No
Irritation
81-6 - Dermal Sensitization MP Yes 00081748 No

1/ Camposition: MP = Manufacturing-use product.

2/ Data must be submitted within the indicated timeframes which begin on the date of the Registration Standard (see front

cover).
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101601

EPA Index to Pesticide Chemicals
CYHEXATIN*

TYPE PESTICIDE: Acaricide

FORMULATIONS :
Tech (95%)
WP (50%)

GENERAL WARNINGS AND LIMITATIONS: Apply when pests first appear and re-
peat as needed to prevent buildup of damaging populations. If all life
stages of mites are present at the time of application, a repeat applica-
tion should.be considered in 10 to 14 days. Thorough coverage of foliage
and fruit is essential for adequate control.

Agricultural Crop Tolerances:

Macadamia Nuts - 0.5 ppm

Livestock Tolerances:

Cattle (fat, meat, meat byproducts excluding kidney and liver) - 0.2 ppm
Cattle (kidney and liver) - 0.5 ppm

Goats (fat, meat, meat byproducts excluding kidney and liver) - 0.2 ppm
Goats (kidney and liver) - 0.5 ppm

Hogs (fat, meat, meat byproducts including kidney and liver) - 0.2 ppm
Hogs (kidney and liver) - 0.5 ppm

Horses (fat, meat, meat byproducts including kidney and liver) - 0.2 ppm
Horses (kidney and liver) - 0.5 ppm

Milk (fat) - 0.05 ppm

Sheep (fat, meat, meat byproducts excluding kidney and liver) - 0.2 ppm
Sheep (kidney and liver) - 0.5 ppm

Site and Pest Dosages and Tolerance, Use, Limitations
Formulation(s)

TERRESTRIAL FOOD CROP

General Warnings and Limitations: Do not tank mix with petroleum distil-
late (Gormant Or summer 011s) oI apply in the same growing season as vary-
ing degrees of foliar and fruit injury will occur to almond, nectarine,
peach, plum, strawberry, and walnut.

*Plictran
tricyclohexylhydroxystannane
tricyclohexyltin hydroxide

Issued: 10-28-83 III-101601-1
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J3001AA
J3009AA

LAVASA
LAVBAA
LAVBEA

0400144

LAJAKA
LAVASA
LAVAYA

LAVBAA
LAVBBA
LAVBEA

LAVAEA

EPA Index to Pesticide Chemicals

CYHEXATIN

Tolerance, Use, Limitations

Site and Pest Dosages and
Formulation(s)
Almond
Walnut

European red mite (,125-0.1875

Pacific spider mite 1b/100 gal
Twospotted spider [300-800
nite gal/Al
or
0.5-1.25 1b/A
(50% wp)
Apple

Apple rust mite 0.125-0.1875

European red mite 1b/100 gal
McDaniel spider [300-800
mite gal/A]

Pacific spider mite or

Schoene spider mite 0.5-1 1b/A
Twospotted spider or

nite 0.5-1.5 1b/A
Yellow spider mite (50% WP)

Issued: 10-28-83

0.5 ppm (almonds, walnuts)

60 ppm (almond hulls)

No preharvest interval through 1.5
pounds per acre for foliar applica-
tion.

Do not apply more than 3 pounds per
acre during the growing season.

Do not feed or allow livestock to
graze on cover crops growing in
treated areas.

Foliar applicationm.

2 ppm (apple)

8 ppn (dried apple pomace)

14 day preharvest interval through
1.5 pounds per acre for foliar ap-
plication.

Do not make more than 3 applicatiomns
or apply more than 3 pounds per acre
during the growing season by air-
craft.

Do not apply more than 6 pounds per
acre during the growing season by
ground equipment.

Do not feed or allow livestock to
graze on cover crops growing in
treated areas.

Foliar application. Apply when
mites are active, at or soon after
petal fall. Apply lower per acre
rate by aircraft in a minimum of 5
gallons of water or higher per acre
rate by low volume ground equipment.

II1-101601-2
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02000AA

LAVARA
LATBCA
LAVBAA
LAVARA

Site and Pest

EPA Index to Pesticide Chemicals

CYHEXATIN

Dosages and

Tolerance, Use, Limitations

Formulation(s)

Citrus Fruits (including grape-

fruit, lemon, lime, orange, and

tangerine)

Citrus red mite
Citrus rust mite

0.125-0.1875
1b/100 gal

Pacific spider mite [800-1600

Texas citrus mite

Issued:

10-28-83

gal/A)
or
1-2 1b/A
(50% Wp)

2 ppu (citrus)

8 ppm (dried citrus pulp)

No preharvest interval through 3
pounds per acre for foliar applica-
tion.

Do not feed or allow livestock to
graze on cover crops growing inm
treated areas.

Do not apply petroleum distillate
(dormant or summer oils) within 28
days before or after application of
cyhexatin in FL or within 56 days
in other areas. Time applications
to avoid feather growth and new
growth flushes that have not hard-
ened off since a pimpling type of
injury will occur to new foliage.
In AZ and CA, do not apply to bear-
ing trees during the period between
the appearance of first blooms and
until the fruit has hardened off,
normally about mid-August, because
of possible injury to the fruit.

Do not apply to lemon when yellow
fruit is present.

Foliar application. Per acre rate
may be applied by aircraft im a
minimum of 10 gallons of water or
by low volume ground equipment.

I11I-101601-3
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EPA Index to Pesticide Cnemicals

CYHEXATIN
Site and Pest Dosages and Tolerance, Use, Limitations
Formulation(s)
080.uAA Hops 30 ppm (hops)
90 ppm (dried hops)
21 day preharvest interval through
1.97 pounds per acre for foliar ap-
plication.
Do not apply more than 4.5 pounds
per acre during the growing season.
Do not feed hop cones or refuse to
livestock.
LAVBEA Twospotted spider 0.5-0.875 Foliar application. For concentrate
mite 1b/100 gal applications, use first per acre
[150-225 rate for first application and se-
gal/a) cond per acre rate for second and
or third applications.
1.1 1b/150
gal/A
or
1.75 1b/ 225
gal/A
(50% wp)
0500344 Nectarine 4 ppm
057 A Peach No preharvest interval through 1.5
05. A pounds per acre for foliar applica-
tion.
Do not apply more than 3 pounds per
acre during the growing season.
Do not feed or allow livestock to
graze on cover crops growing in
treated areas.
LAVASA European red mite 0.125-0.1875 Foliar application.
LAVAYA McDaniel spider 1b/100 gal
mite [300-800
LAVBAA Pacific spider mite gal/A)
LAJATA Peach silver mite or
LAVBEA Twospotted spider 0.5-1.25
mite 1b/A
(50% wWp)
Issued: 10-28-83 II1I-101601=4
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04003AA

LAJARA
LAVASA
1 4

.LAVBAA
LAJAOA
LAVBBA
LAVBEA
LAVAEA

05006AA

EPA Index to Pesticide Chemicals

CYHEXATIN
Site and Pest Dosages and Tolerance, Use, Limitations
Formulation(s)
Pear 2 ppm

Apple rust mite 0.125-0.1875
European red mite 1b/100 gal
McDaniel spider [300~800
mite gal/A)

Pacific spider mite or
Pear rust mite 0.5-1 1b/A
Schoene spider mite or

Twospotted spider 0.5-1.25
mite 1b/A
Yellow spider mite (50% WP)

Pium (Prune)

14 day preharvest interval through
1.5 pounds per acre for foliar ap-
plication.

Do not make more than 3 applications
or apply more than 3 pounds per acre
during the growing season by
aircraft.

Do not apply more than 5 pounds per
acre during the growing season by
ground equipment.

Do not apply cyhexatin and petroleum
distillate (dormant or summer oils)
as a tank mix or separately within
28 days of each other because of
possible injury to the fruit.

Do not feed or allow livestock to
graze on cover crops growing in
treated areas.

Foliar application. Apply when
mites™are active, at or soon after
petal fall. Apply lower per acre
rate by aircraft in a minimum of 5
gallons of water or higher per acre
rate by low volume ground equipment.

1 ppm (fresh prunes)

4 ppm (dried prunes)

No preharvest interval through 1.5
pounds per acre for foliar applice-
tion.

Do not apply more than 3 pounds per
acre during the growing season.

Do not feed or allow livestock to
graze on cover crops growing in
treated areas.

Refer to Nectarine cluster.

Issued: 10-28-83

I111-101601-5
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01016AA

LAVBEA

3200044
31057CcA
3" ‘A
3. LA
34120cA

LAVBEA

31057¢cA
31065¢CA
31159CA
34120CA

EPA Index to Pesticide Chemicals

CYHEXATIN
Site and Pest Dosages and Tolerance, Use, Limitations
Formulation(s)
Strawberry 3 ppm

1 day preharvest interval through
1.25 pound per acre for foliar ap-

plication.
Twospotted spider  0.375-0.5 1b/ Foliar application. Apply a minimum
mite 100 gal of 0.75 pound per acre per applica-
[150-250 tion. Apply higher rates in plant-
gal/Al ing with dense foliage or to prolong
(50% wp) the interval between applications.

In CA and FL, it will sometimes be
desirable to apply at 7 to 14 day
intervals during periods of intense
mite pressure.

TERRESTIAL NON-FOOD CROP -

(Ornamentals)

Ornamental Plants

Apply to the foliage only of
chrysanthemums (prebloom) and
poinsettias (prebract) to avoid
possible injury to blossoms and
bracts.

Twospotted spider (0.125-0,1875 Foliar application.

mite 1b/100 gal
(50% wp)

GREENHOUSE NON~FOOD CROP

(Ornamentals)

Carnation
Chrysanthemun
Poinsettia
Rose

Refer to TERRESTIAL NON-FOOD CROP, (Ornamentals)
Ornamental Plants.

Issued: 10-28-83 J11-101601-6
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EPA Index to Pesticide Chemicals
CYHEXATIN

Site and Pest Dosages and Tolerance, Use, Limitations
Formulation(s)

AERIAL, MOTHPROOFING AND TANK MIX APPLICATIONS

101560 Aerial Application
AAARAA
- Refer to
TERRESTRIAL FOOD CROP
Apple, Citrus Fruits, Pear.
Issued: 10-28-83 II1-101601-7
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EPA Index to Pesticide Chemicals
CYHEXATIN
Listing of Reglstered Pesticide Products by Formulation
'95.0u001  95% technical chemical

cyhexatin (101601)
000464-00451

50,0006 50 wettable powder
cyhexatin (101601)
000239-02414 000464-00393

999999 State label Registrations

CA Reg. No.
000239-05851  000464-06840  010965-09999  010965-10000
035296-05819

WA Reg. No.
000464-06841

Issued: 10-28-83 1I1I1-101601-8
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EPA Index to Pesticide Chemicals
CYHEXATIN
Appendix B
Listing of Registration Numbers by Site/Pest and Formulation

TERRESTRIAL FOOD CROP

03001AA Almond

LAVASA European red mite

LAVBAA Pacific spider mite

LAVBEA Twospotted spider mite
(50% wp)

000239-02414 000464-00393
04001AA Apple
LAJARA Apple rust mite
LAVASA European red mite
LAVAYA McDaniel spider mite
LAVBAA Pacific spider mite
LAVBBA Schoene spider mite
LAVBEA Twospotted spider mite
LAVAEA Yellow spider mite

(50% wp)

000239-02414 D00464-00393
02000AA Citrus Fruits (including grapefruit, lemon, lime, orange, and tangerine)
L "A Citrus red mite
L s Citrus rust mite
LAvuaA Pacific spider mite
LAVAKA Texas citrus mite

(502 WP)

000239-02414  000464-00393
08020AA Hops
LAVBEA Twospotted spider mite

(50% wp)

000239-02414  000464-00393
0500344 Nectarine
LAVASA European red mite
LAVAYA McDaniel spider mite
LAVBAA Pacific spider mite
LAJATA Peach silver mite
LAVBEA Twospotted spider mite

(50% wp)

000239-02414  000464-00393

Issued: 10-28-83 111-101601-9
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EPA Index to Pesticide Chemicals
CYHEXATIN
Appendix B

Listing of Registration Numbers by Site/Pest and Formulation (continued)

1500444 Peach
LAVASA European red mite
LAVAYA McDaniel spider mite
LAVBAA Pacific spider mite
LAJAIA Peach silver mite
LAVBEA Twospotted spider mite
(502 wp)

000239-02414  000464-00393
)4003AA Pear
LAJARA Apple rust mite
LAVASA European red mite
LAVAYA McDaniel spider mite
LAVBAA Pacific spider mite
GLAJAOA Pear rust mite
LAVBBA Schoene spider mite
LAVBEA Twospotted spider mite
LAVAEA Yellow spider mite

(50% wp)

00023%-02414 000464-00393
0se” Plum (Prune)
LA European red mite
LAVauaA McDaniel spider mite
LAVBAA Pacific spider mite
LAJATA Peach silver mite
LAVBEA Twospotted spider mite

(50% wp)

000239-02414  000464~00393

0101644 Strawberrz

ZAVBEA Twospotted spider mite

(50% Wr)

000239-02414  000464-00393

1300944 Walnuts
LAVASA European red mite
LAVBAA Pacific spider mite
LAVBEA Twospotted spider mite

(50% wp)

000239-02414  000464-00393

Issued: 10-28-83 I11-101601-10
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32000AA
LAVREA

31057cA
LAVBEA

31065CA
LAVBEA

31159CA
LAVBEA

34120CA
LAVBEA

EPA Index to Pesticide Chemicals
CYHEXATIN
Appendix B
Listing of Registration Numbers by Site/Pest and Formulation (continued)

JERRESTRIAL NON-FOOD CROP

(Ornamentals)

Ornamental Plants
Twospotted spider mite
(50% WP)
000239-02414 000464-00393

GREENHOUSE NON-FOOD CROP

(Ornamentals)

Carnation
Twospotted spider mite
(50% WP)
000239-02414  000464-00393

Chrysanthemum
Twospotted spider mite
(50% WP)
000239-02414 000464-00393

Poinsettia
Twospotted spider mite
(50% wp)
000239-02414 000464-00393

Rose

Twospotted spider mite
(50% WP)

000239-02414

Issued: 10-28-83 111-101601-11
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REQUIREMENT FOR SUBMISSION OF GENERIC DATA

A. This portion of the guidance document is a Notice
issued under the authority of FIFRA sec. 3(c¢)(2)(B). The
tables following this section list the data requlired for
maintaining the registrability of each product.

EPA has determined that additional generic data -described
in Table A must be submitted to EPA for evaluation in order
to maintain in effect the registration(s) of your product(s)
identiflied as an attachment to the cover letter acconpanying
tnis guidance document. As required by FIFRA sec. 3(c)(2)(B),
you are required to take appropriate steps to comply with
this Notice.

EPA may suspend the registration of each of those products
unless, within the specified time, you have informed EPA how
you will satisfy the requirements of this Notice. Any such
suspension will remain in effect until you have complied with
the terms of this Notice.

B. What Generic Datal/ Must be Submitted. You may deter-
mine which generic data you must submit by consulting Table A
at the end of this chapter. That table lists the generic
data needed to evaluate the continued registrability of all
products, and the dates by which the data must be submitted.
The required studies must be conducted in accordance with
EPA approved protocols }such as those contained in the Pesticide
Assessment Guidelines 2/ or data collected under the approved
protocols of the Organization for Economic Cooperation and
Development (OECD). If you do not wish to develop data
in support of certain uses appearing in your labeling, you
may delete those uses at the time you submit your revised
labeling.

For certain kinds of testing (generally ecological

effects), EPA requires the test substance to be a "typical
formulation," and in those cases EPA needs data of that type

l/ Generic data pertain to the properties or effects of a
particular ingredient, and thus are relevant to an evaluation of
the risks of all products containing that ingredient, regardless
of the product's unique composition or specific use. Product-

specific deta relate only to the properties or effects of a
product with a particular composition (or a group of products

with closely similar composition).

2/ The Pesticide Assessment Guidelines are avallable in hard
copy or microfiche from the National Technical Information
Service, 5285 Port Royal Road, Springfield, Va. 2216].
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for each major formulation category (e.g., emulsifiable concen-
trates, wettable powders, granulars, etc.) These are classifled
as generic data and when needed are specified in Table A.

EPA may possess data on certain "typical formulations" but

not others. Note: "Typical formulation" data should not be
confused with product-specific data (Table B) which are

required on each formulation. Product-specific data are

further explained in Chapter III of this document.

C. Options Available for Complying With Requirements
to Submit Data

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

1. (a) Notify EPA that you will submit the data, and

(b) either submit the existing data you believe will
satisfy the requirement, or state that you will generate
the data by conducting testing. If the test procedures
you will use deviate from (or are not specified in) the
Pesticide Assessment Guidelines or protocols contained in
the Reports of Expert Groups to the Chemicals Group,
Organization for Economic Cooperation and Development
(OECD) Chemicals Testing Programme, you must enclose the
protocols you will use.

OR
2. Notify EPA that you have entered into an agreement
with one or more other registrants to jointly develop (or
share in the cost of developing) the data. If you elect
this option, you must notify EPA which registrant(s) ere
parties to the agreement.

OR

3. 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, Appendix II-4)¥/

#/ FIFRA sec. 3(c)(2)(B) authorizes joint development of
data by two or more registrants, and provides a mechanism by

which parties can obtain an arbitrator's decision 1f they agree
to jointly develop data but fall to agree on all the terms of

the agreement. The statute does not compel any reglstrant to

agree to develop data Jjointly.
(Footnote continued on next page)
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OR

., Request that EPA amend your registration by deleting
the uses for which the data are needed. (This option 1s
not avalilable to applicants for new products.)

OR
5. Request voluntary cancellation of the registration(s)

of your products for which the data are needed. (This option
is not available to applicants for new products.)

D. Procedures for Requesting Changes in Testing Methodology
and kxtensions of Time

EPA recognizes that you may disagree with our conclusions
regarding the approprlate ways to develop the required data
or how quickly the data must be submitted. If the test
procedures you plan to use deviate from (or are not specified
in) the registration guidelines or protocols contained in
the reports of the Expert Groups to the Chemical Groups,
Organization for Economic Cooperation and Development (OECD)
Chemicals Testling Programme, you must submlit the protocol
for Agency review prior to the initiation of the test.

If you think that you will need more time to generate the
required data than 1s allowed by EPA's schedule, you may

submit a request for en extension of time. The extension
request must be submitted in writing to the Product Manager.

(Footnote continued from previous page)

In EPA's opinion, joint data development by all regis-
trants subject to a data requirement or a cost-sharing agreement
among all such registrants 1s clearly in the public interest.
Duplication of testing could increase costs, tie up testing
facilities, and subject an unnecessarily large number of
animals to testing.

As noted earller, EPA has discretion to suspend the
registration of a product when a reglstrant falls to submit data
required under FIFRA Section 3(c)(2)(B). EPA has concluded that
it should encourage joint testing rather than duplicative
testing, and that suspension should be withheld in certain cases.
to further this goal. Accordingly, if (1) a registrant has
informed us of his intent to develop and submit data required
by this Notice; and (2) a second registrant informs EPA that
it has made a bona fide offer to the first reglstrant to share
in the expenses of the testing [on terms to be agreed upon
or determined by arbitration under FIFRA Section 3(c)(2)(B)(111)];
and (3) the first reglstrant has declined to agree to enter
into & cost-sharing agreement, EPA will not suspend the
second firm's registration.
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The extenslon request should state the reasons why you belleve
that an extension 1s appropriate. While EPA considers your
request, you must strive to meet the deadline for submitting
the required data,

ITII. REQUIREMENT FOR SUBMISSION OF PRODUCT-SPECIFIC DATA

Note: Unless stated otherwlse in Section I, Regulatory
Position and Rationale, thils Section appllies only to manufac-
turing use products, not to end use products.

A necessary first step in determining which statements
must appear on your product's label is the completion and
submission to EPA of product-specific data*® listed on the
form entitled "Product Specific Data Report" (EPA Form
8580-4, Appendix III-1) to fill gaps identified by EPA
concerning your product. Under the authority of FIFRA sec.
3(c)(2)(B), EPA has determined that you must submit these
data to EPA in order to reregister your product(s). All of
these data must be submitted not later than six months after

you recelve this guidance document.

Table B--Product-Specific Data Requirements for Manufacturing
Use Products--lists the product specific data you must submit.
Data that are required to be submitted are identified in the
column of those tables entitled "Must Data By Submitted
Under §3(c)(2)(B)."

IV. SUBMISSION OF REVISED LABELING

Note: This section applies to end use products only to the
extent described in Section I (Regulatory Position and
Rationale). Otherwise, the following informetion pertains
exclusively to manufacturing use products.

FIFRA requires each product to be labeled with accurate,
complete and sufficient instructions and precautions, reflecting
the results of data concerning the product and its ingredients.
Labeling reguirements are set out in 40 CFR 162.10 (see
Appendix IV-1) and are summarized for products containing
this active ingredient as part of this Guldance Document
(See Appendix IV-2). Applications submitted in response to
this notice must include draft labeling for Agency review.

*/ Product specific deta pertein to data that support the
formulation which is marketed; 1t usually includes product
chemistry data and acute toxiclity data.
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If you fail to submit revised labeling information
complying with this section (supplemented by requirements
described in Sectlon I, Regulatory Position and Rationale),
EPA may 1ssue a notlice of intent to cancel thne regilstration

under FIFRA sec. 6(b)(1).

A. Label Contents

40 CFR 162.10 requires that certain specific labeling
statements appear at certaln locations on the label. This
is referred to as format labeling. Specific label items
listed below are keyed to Appendix IV-2.

Item 1. PRODUCT NAME - The name, brand or trademark 1is
required to be located on the front panel, preferably centered
in the upper part of the panel. The name of a product will
not be accepted 1f 1t 1s false or misleading.

Item 2. COMPANY NAME AND ADDRESS - The name and address
of the reglistrant or distributor 1s required on the label.
The name and address should preferably be located at the
bottom of the front panel or at the end of the label text.

Item 3. NET CONTENTS - A net contents statement 1is
required on all labels or on the container of the pesticide.
The preferred locatlon 1s the bottom of the front panel
immedliately above the company name and address, or at the end
of the label text. The net contents must be expressed in the
largest suitable unit, e.g., "1 pound 10 ounces" rather than
"26 ounces." In addition to English units, net contents may
be expressed in metric units. See Appendix IV-1. [40 CFR

162.10(d)]

Item 4. EPA REGISTRATION NUMBER - The registration
number assigned to the pesticide product must appear on the
label, preceded by the phrase "EPA Registration No.," or "EPA
Reg. No." The reglstration number must be set in type of a
size and style similar to other print on that part of the
label on which it appears and must run parallel to it. The
reglstration number and the required identifying phrase must

not appear 1in such a manner as to suggest or imply recommendation
or endorsement of the product by the Agency. See Appendix IV-1.

[40 CFR 162.10(e)]

Item 5. EPA ESTABLISHMENT NUMBER - The EPA establishment
number, preceded by the phrase "EPA Est." is the final estab-
lishment at which the product was produced, ané may appear
in any suitable locatlon on the label or immediate container.

It must also appear on the wrapper or outside container of

the package 1f the EPA establishment number on the immediate
contalner cannot be clearly read through such wrapper or container.
See Appendix IV-1. [40 CFR 162.10(f)]
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Item 6A. INGREDIENTS STATEMENT - An ingredients statement
is required on the front panel. The ingredients statement must
contain the name and percentage by welght of each active ingredient
and the total percentage by weight of all inert ingredients.
The preferred location 1is immediately below the product name.
The ingredients statement must run parallel with, and be clearly
distinguished from, other text on the panel. It must not be
placed in the body of other text. See Appendix IV-1. [40 CFR

162.10(g) ]

Item 6B. POUNDS PER GALLON STATEMENT - For 1liguid agricul-
tural formulations, the pounds per gallon of active ingredient
must be indicated on the label.

Item 7. FRONT LABEL PRECAUTIONARY STATEMENTS - Front panel

precautionary statements must be grouped together, preferably
within a block outline. The table below shows the minimum type
size requirements for various size labels.

Size of Label Signal Word "Keep Out of Reach
on Front Panel Minimum Type Size of Children"

in Square Inches All Capitals Minimum Type Size
5 and under 6 point 6 point
above 5 to 10 10 point 6 point
above 10 to 15 12 point 8 point
above 15 to 30 14 point 10 point

over 30 18 point 12 point

Item 7TA. CHILD HAZARD WARNING STATEMENT - The statement
"Keep Out of Reach of Children" must be located on the front
panel above the signel word except where contact with children
during distributlon or use is unlikely. See Appendix IV-1.
[40 CFR 162.10(h)(1)(11)]

Item 7B. SIGNAL WORD - The signal word (DANGER, WARNING,
or CAUTION) 1s reguired on the front panel immediately below
the child hazard warning statement. See Appendix IV-1.

[40 CFR 162.10 (h)(1)(1)]

Item 7C. SKULL & CROSSBONES AND WORD "POISON" - On products
assigned a toxicity Category I on the basils of orel, dermel,
or inhalation toxlcity, the word "Poison" shall appear on the
label in red on a background of distinctly contrasting color and
the skull and crossbones shall appear in immediate proximity to

the word POISON. See Appendix IV-1. [40 CFR 162.10(h)(1)(1)]

Item 7D. STATEMENT OF PRACTICAL TREATMENT - A statement
of practical treatment (first ald or other) shall appear on
the label of pesticide products in toxicity Categories I,
II, and III. See Appendix IV-1. [40 CFR 162.10(h)(1)(111)]
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Item TE. REFERRAL STATEMENT - The statement "See Slde
(or Back) Panel for Additional Precautionary Statements" is
required on the front panel for all products, unless all
required precautionary statements appear on the front panel.
See Appendix IV-1. [40 CFR 162.10(h)(1)(111)]

Item 8. SIDE/BACK PANEL PRECAUTIONARY LABELING - The
precautionary statements listed below must appear together
on the label under the heading "PRECAUTIONARY STATEMENTS."
The preferred location is at the top of the side or back
panel precedlng the directions for use, and it is preferred
that these statements be surrounded by a block outline. Each
of the three hazard warning statements must be headed by the
?§§€§§51ate hazard title. See Appendix IV-1. [40 CFR 162.10

Item 8A. HAZARD TO HUMANS AND DOMESTIC ANIMALS - Where a
hazard exlsts to humans or domestic animals, precautilonary
statements are required indicating the particular hazard, the
route(s) of exposure and the precautions to be taken to avoid
accident, injury or damage. See Appendix IV-1. [40 CFR 162.10

(h)(2)(1)]

Item 8B. ENVIRONMENTAL HAZARD - Where a hazard exists to
non-target organisms excluding humens and domestic animals,
precautionary statements are required stating the nature of
the hazard and the appropriate precautions to avoid potential
accident, injury, or damage. See Appendix IV-1, [40 CFR

162.10(h)(2)(11)]
Item 8C. PHYSICAL OR CHEMICAL HAZARD

l. Flammability statement. Precautionary statements relating
to flammability of a product are required to appear on the

label 1f 1t meets the criteria in Appendix IV-3. The require-
ment 1s based on the results of the flashpoint determinations

and flame extension tests required to be submitted for all
products. These statements are to be located in the side/back
panel precautionary statements sectlon, preceded by the
heading "Physical/Chemical Hazards." Note that no signal

word 1s used in conjunction with the flammability statements.

2. Criteris for declaration of non-flammability. The
following criteria will be used to determine if & product
is non-flammable:

2. A "non-flammable gas" is a gas (or mixture of gases)
that will not ignite when a lighted match is placed
against the open c¢ylinder valve.

b. A "non-flammable liquid" 1s one having a flashpoint
greater than 350°F (177°C).
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¢. A "non-flammable aerosol" 1s one which meets the
following criterla:

1. The flame extension 1s zero inches;
1i. There 1s no flashback; and

111. The flashpoint of the non-volatile liquid
component 1is greater than 350°F (177°C).

3. Declaration of non-flammability. Products which
meet the criteria for non-flammability specifiled

above may bear the notatlon "non-flammable" or "non-
flammable (gas, liquid, etc.)" on the label. It may
appear as a substatement to the ingredients statement,
or on a back or side panel, but shall not be highlighted
or emphasized (as with an inordinately large type

size) in any way that may detract from precaution.

4, Other physical/chemical hazard statements. When
chemistry data demonstrate hazards of a physical or
chemical nature other than flammability, appropriate
statements of hazard will be prescribed. Such statements
may address hazards of explosivity, oxidizing or reducing
capability, or mixing with other substances to produce
toxic fumes.

Item 9A. RESTRICTED USE CLASSIFICATION - FIFRA sec. 3(d)
requires that all pesticide formulations/uses be classifled
for eilther general or restricted use. Products classifled

for restricted use may be limited to use by certifled applicators
or persons under their direct supervision (or may be subject

to other restrictions that may be imposed by regulation).

In the Registration Standard, the Agency has (1) indicated
certain formulations/uses are to be restricted (Section I
indicates why the product has been classified for restricted
use); or (2) reserved any classification declision until
appropriate data are submitted.

The Regulatory Position and Rationale states whether
products containing this active ingredient are classified
for restricted use. If they are restricted the draft label(s)
submitted to the Agency as part of your application must
reflect this determination (see below).

If you do not believe that your product should be classified
for restricted use, you must submit any information and
rationale with your application for reregistration. During
the Agency's review of your application, your proposed classi-
fication determination will be evaluated in accordance with
the provisions of 40 CFR 162.11(c). You will be notified of
the Agency's classiflicetion decision.
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A. Classification Labeling Requirements

If Section I of this Guidance Document indicates that
your product has been classified for restricted use, the
following label requirements apply:

l. Front panel statement of restricted use classification.

a. The statement "Restricted Use Pesticide" must
appear at the top of the front panel of the label.
The statement must be set in type of the same

minimum size as required for human hazard signal
word (see table in 40 CFR 162.10(h)(1)(1iv)

b. Directly below this statement on the front panel,
& summary statement of the terms of restriction must
appear (including the reasons for restriction if
specified in Section I). 1If use 1is restricted to
certified applicators, the following statement is
required: "For retail sale to and use only by
Certified Applicators or persons under thelyr direct
Supervision and only for those uses covered by the
Certified Applicator's Certification."

2. Some but not all uses restricted. If the Regulatory
Position and Rationale states that some uses are classified
for restricted use, and some are unclassified, several courses
of action are available:

a. You may label the product for Restricted use.
If you do so, you may include on the label uses that
are unrestricted, but you may not distinguish them
on the label as being unrestricted.

b. You may delete all restricted uses from your

label and submit draft labeling bearing only unrestricted
uses.

¢. You may "split" your reglstration, 1.e., register
two separate products with identical formulations, one
bearing only unrestricted uses, and the other bearing
restricted uses. To do so, submit two applications for
reregistration, each containing all forms and necessary
labels. Both applications should be submitted simul-
taneously. Note that the products will be assigned
separate registration numbers.
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B. Compliance Schedules

No product with a use classified for restricted use
under this Standard may be released for shipment by the
registrant or producer after one year from the date of
issuance of this Standard, unless such product bears the
restricted use classificetion. All products still in

channels of treade after two years from the date of issuance
of this Standard must be labeled for restricted use.

Item 9B [There is no Item 9B].

Item 9C., MISUSE STATEMENT - All products must bear the
misuse statement, "It 1s a violatlion of Federal law to use
this product in a manner inconsistent with its labellng.”
This statement appears at the beginning of the dlrections
for use, directly beneath the heading of that section.

Item 10A. REENTRY STATEMENT - If a reentry interval
has been established by the Agency, 1t must be included on

the label. Additional worker protection statements may be
required in accordance with PR Notice 83-2, March 29, 1983.

Item 10B [There is no Item 10B].

Item 10C. STORAGE AND DISPOSAL BLOCK - All labels are
required to bear storage and disposal statements. These
statements are developed for specific contalners, slzes, and
chemical content. These instructions must be grouped and
appear under the heading "Storage and Disposal" 1n the directlons
for use. This heading must be set in the same type slzes as
required for the child hazard warning. Refer to Appendix
IV-4 to determine the disposal instructlons appropriate for
your products.

Item 10D. DIRECTIONS FOR USE - Directions for use must
be stated in terms which can be easily read and understood by
tne average person likely to use or to supervise the use of
the pesticide. When followed, directions must be adequate to
protect the public from fraud and from personal injury and to
prevent unreasonable adverse effects on the environment. See
Appendix IV-1. [40 CFR 162.10]

B. Collateral Labeling

Bulletins, leaflets, circulars, brochures, data sheets,
flyers, or other written or graphic printed matter which 1s
referred to on the label or which is to accompany the product
are termed collateral labeling. Such labeling may not bear
claims or representations that differ in substance from
those accepted in connection with registration of the product.
It should be made part of the response to this notice and
submitted for review.
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V. INSTRUCTIONS FOR SUBMISSION

A. For Manufacturing Products (NP) containing (name of
pesticlide) as an active ingredient.

l. Within 90 days from receipt of this document, you must
submit to the Product Manager 1n the Registration Division at
the address given at the end of this section the "FIFRA Section
3(c)(2)(B) Summary Sheet" EPA Form 8580-1. Refer to -Appendix
II-3 with appropriate attachments.

If on the Summary Sheet, you commlit to develop the data,
request a minor chemical exemption, present arguments that a
data requirement 1s not applicable, or submit protocols or modified
protocols for Agency review, you must also 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 information should be submitted
to the Office of Compliance Monitoring at the address given at
the end of thls section. (Actual studies are not to be submitted.)

2. Within 6 months from receipt of this document you must
submit to the Product Manager on the Registration Division:

a. Confidential Statement of Formula, EPA Form 8570-4.

b. Product Specific Data Report, EPA Form 8580-4
(Appendix III-1).

c. Two coples of any required product-specific data.

d. Two coples of draft labeling, including the label and
assoclated brochures. If current labeling conforms to the
requirements of this guidance document and the results of
the short-term data, you may submit such labeling. End use
product labeling must comply specifically with the instructions
in Section I (Regulatory Position and Rationale) of this
guldance document. The labeling should be elther typewritten
text on 8-1/2 x 11 inch paper or & mockup of the labeling
sultable for storage in 8-1/2 x 11 inch files. The draft
label must indicate the intended colors of the final lavel,
clear 1ndication of the front panel label, and the intended
type slzes of the text.

e. Evidence of compliance with data support requirements
of FIFRA sec. 3(c)(1)(D). Refer to 40 CFR 152.80-152.99
(enclosed) for latest requirements.

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 1s delayed or aborted so that the agreed schedule cannot be
met, notify the Product Manager and the Office of Compliance
Monitoring.
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B. For Manufacturing Use Products containing (neme of pesticide)
in combination with other active lngredients

1. Within 90 days from receipt of this document, you must

submit the "FIFRA Section 3(c)(2)(B) Summary Sheet," EPA Form
8580-1. Refer to Appendix II-3 with appropriate attachments.

If on the Summary Sheet, you commit to develop the data,
request a minor chemical exemption, present arguments that a data
requirement 1s not applicable, or submit protocols or modified
protocols for Agency review, you must also 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. Thils information should be submitted
to the 0ffice of Compliance Monitoring at the address given at
the end of thls section. (Actual studies are not to be submitted.)

2. Within the times set forth in Table A, you must submit
to the Registration Divislon all generic data, unless you are

eligible for the formuletor's exemption. If for any reason eany
test 1s delayed or aborted so that the agreed schedule cannot be

met, notify the Product Manager and the O0ffice of Compllance
Monitoring.

C. For End Use Products containing (name of pesticide) alone
or in combination with other active ingredients:

1. Within 90 days from receipt of thls document, you must
submit the "FIFRA Section 3(c)(2)(B) Summary Sheet," EPA Form
8580-1. Refer to Appendix II-3 with appropriate attachments.

If on the Summzry Sheet, you commit to develop the data,
request a minor chemical exemption, present arguments that a
data requirement is not applicable, or submit protocols or modified
protocols for Agency review, you must also submit a copy of the
Summary Sheet (and any supporting information) to the Office of
Compliance Monltoring, which will be monitoring the data generated
in response to this notice. This information should be submitted
to the Office of Compliance Monltoring at the address glven at
the end of this section. (Actual studies are not to be submitted.)

2. Within 6 months from receipt of this document you must
submit:

a. Confidential Statement of Formula, EPA Form 8570-4.

b. Product-Specific Data Report, EPA Form 8580-4
(Appendix I11I-1).

c. Two coples of any reqguired product-specific data.
(Refer to Table C).
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d. Two coples of draft labeling, including the label and
assocliated brochures. If current labeling conforms to the
requirements of this guldance document and the results of
the short-term data, you may submit such labeling. End use
product labeling must comply specifically with the instructions
in Section I (Regulatory Position and Rationale) of this
guidance document. Labeling should be either typewritten
text on 8 1/2 x 11 inch paper or a mockup of the labeling
suitable for storage in 8 1/2 inch files. The draft label
must indicate the intended colors of the final label, clear
indication of the front panel label, and the intended type
slzes of the text.

e. Evidence of compliance with data support requirements
of FIFRA sec. 3(c¢)(1)(D). Refer to 40 CFR 152.80-152.99
(enclosed) for latest reqguirements.

3. Within the time frames set forth in Table A, submit all

generic data, unless you are eligible for tne formulator's
exemption.

D.

For intrastate products containing (name of pesticide)
either as the sole active ingredient or in combinatlion
with other active ingredients

These products are being called in for full Federal

reglstration. Producers of these products are being sent
a letter instructing them how to submit an application for
registration.

El

Applications and other required information should be

submitted to the following address:

The
is:

Product Manager

Registration Division (TS-767C)
Office of Pesticide Programs
Environmental Protection Agency
4ol M St., SW.

Washington, D.C. 20460

Phone No. (703)

address for submlission to the Office of Compliance Monitoring

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

401 M St., SW.

Washington, D.C. 20460
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1.

Appendix II-1

Guide to Use of This Bibliography

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

UNITS OF ENTRY. The unit of entry in this bibliography
is called a "study." 1In the case of published materials,
this corresponds closely to an article. 1In the case of
unpublished materials submitted to the Agency, the Agency
hes sought to identify documents at a level parallel to
the published article fram 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 attempted also to unite basic
documents and camnentaries upon them, treating them as a
single study.

IDENTIFICATION OF ENTRIES. The entries in this bibliography
are sorted numerically by "Master Record Identifier,® or
MRID, number. This number is unigue to the citation, and
should be used at any time specific reference is required.
It is not related to the six-digit "Accession Number®
which has been used to identify volumes of submitted
studies; see paragraph 4(d)(4) below for a further explana-
tion. In a few 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 identifier 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
standards of the American National Standards Institute
(ANSI), expanded to provide for certain special needs.
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Appendix II-1 (continued)

Autho:. Whenever the Agoncy could confidently identify
one, the Agency has chosen to show a personal author.
When no individual was identified, the Agency has
shown an jdentifiable laboratory or testing facility
as author. As a last resort, the Agency has shown

the first submitter as author.

Document Date. When the date appears as four digits
with no question marks, the Agency took it directly
fram the document. When a four-digit date is followed
by a question mark, the bibliographer deduced the
date fram evidence in the document. When the date
appears as (192??), the Agency was unable to determine
or estimate the date of the document.

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

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

(1) 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,
following the phrase "submitted by." when
authorship is defaulted to the submitter, this
element is amitted.

(4) Volume Identification (Accession Numbers). The
final element in the trailing parentheses
identifies the EPA accession number of the volume
in which the original sutmission of the study
appears. The six-digit accession number follows
the symbol *CDL," standing for "Company Data
Library.” This accession number is in turn
followed by an alphabetic suffix which shows the
relative position of the study within the volume.
For example, within accession number 123456, the
first study would be 123456-A; the second, 123456-
B; the 26th, 123456-Z; and the 27th, 123456~AA.
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Cyhexatin Standard

MRID CITATION

0018842 Atkins, E.L., Jr.; Anderson, L.D.; Greywood, E.A. (1969) Effect of
Pesticides on Apiculture: Project No. 1499; Research Report CF-
7501. (Unpublished study received May 8, 1971 under 1F1174;
prepared by Univ. of California--Riverside, Dept. of Entomology,
submitted by Ciba Agrochemical Co., Summit, N.J.; CDL:090973-B)

00034893 Smith, G.N.; Fischer, F.S.; Axelson, R.J.-(1970) The Volatilization
and Photodecomposition of Plictran (R) Miticide. (Unpub-
lished study received Jul 20, 1970 under OF1005; submitted by
Dow Chemical U.S.A., Midland, Mich.; CDL:091734-B)

00034894 Smith, G.N.; Axelson, R.J.; Schiesser, L.H. {1970) The Loss of
Plictran (R) Miticide from Various Soils. (Unpublished study
received Jul 20, 1970 under OF1005; submitted by Dow Chemical
U.S.A., Midland, Mich,; CDL:091734-D)

00034895 Whitney, W.K.; Hummel, R.A.; Bartel, J. (1966) Leaching Tests with
Dowco 213 in Soil. (Unpublished study received Jul 20, 1970
under OF1005; submitted by Dow Chemical U.S.A., Midland, Mich.;
CDL:091734-E)

00034896 Smith, G.N.; Fischer, F.S.; Axelson, R.J. (1970) The Fate of Tri-
cyclohexyltin hydroxide in Fish Tanks Containing Water, Plants,
Soil, and Fish. (Unpublished study received Jul 20, 1970 under
OF1005; submitted by Dow Chemical U.S.A., Midland, Mich.; CDL:
091734-F)

00040803 Getzendaner, M.E.; Corbin, H.B.; Stewart, D.; et al, (1973) Resi-
dues of Tricyclohexyltin hydroxide on Apples and Pears|. In-
c¢ludes method ACR 73.2 dated May 1, 1973. (Unpublished study
received May 23, 1973 under 3F1400; prepared in cooperation with
M & T Chemicals, Inc. and others, submitted by Dow Chemical
U.S.A., Midland, Mich.; CDL:091962-8)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Cyhexatin Standard

MRID CITATION

00052033 Komblas, K.N. (1969) Determination of Residues of Plictran Acari-
cide on Apples and Pears in Italy. (Translation; unpublished
study received Mar 10, 1969 under 9G0815; prepared by Societa
Italo-Americana Produtti Antipararassitari, Italy, submitted by
Dow Chemical U.S.A., Midland, Mich.; CDL:093133-J)

00065984 Dow Chemical U.S.A. (1969) Summary and Conclusions: Plictran.
{Unpublished study received Jul 20, 1970 under OF1005; CDL:
091735-A)

00065985 Getzendaner, M.E. (1968) A Review of Residue Information on Tri-
cyclohexyltin Hydroxide. Includes method dated Jul 18, 1967;
method no. V-0r-47 dated May 2, 1966; method no. V-Or-48 dated
May 2, 1966; method no. V-Or-51 dated Aug 15, 1966. (Unpub-
lished study received Jul 20, 1970 under OF1005; CDL:091735-B)

00065986 Getzendaner, M.E.; Corbin, H.B. (1969) Inorganic and Organic Tin
Compounds in or on Apples and Pears from Field Applications of
Plictran (R) Miticide. (Unpublished study received Jul 20,
1970 under OF1005; prepared in cooperation with M & T Chemicals,
Inc., submitted by Dow Chemical U.S.A., Midland, Mich.; CDL:
091735-D)

00065987 Getzendaner, M.E.; Corbin, H.B. (1969) Inorganic and Organic Tin
Residues in or on Apples and Pears from Field Applications of
Plictron (R) Miticide. (Unpublished study receilved Jul 20,
1970 under OF1005; prepared in cooperation with M & T Chemicals,
Inc., submitted by Dow Chemical U.S.A., Midland, Mich.; CDL:
091735-E)

00065991 Corbin, H.B. (1970) Separation and determination of trace amounts
of tin present as organotin residues on fruits. Journal of the
Association of Official Analytical Chemists 53(1):140-146. (Al-
so in unpublished submission received Jul 20, 1970 under 0F1005;
submitted by Dow Chemical U.S.A., Midland, Mich.; CDL:091735-1)

00065993 M & T Chemicals, Incorporated (19??) Recovery of Total Tin from
Apple with Arsenic Present: TA-6-1 with Arsenic Elimination
Modification. (Unpublished study received Jul 20, 1970 under
0F1005; submitted by Dow Chemical U.S.A., Midland, Mich.; CDL:
091735-K)
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MRID
00071437

00080462

00080464

00080472

00081485

00081487

00081491

00081739

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Cyhexatin Standard

CITATION

Norton, E.J. (1980) Organotin Residues in Pecan Nutmeats and Shells
after Treatment with Plictran 50W Miticide. (Unpublished study
received Mar 19, 1981 under 464-393; submitted by Dow Chemical
u.S.A., Midland, Mich.; CDL:099953-A)

Smith, G.N.; Axelson, R.J. (1969) Radiotracer Evaluation of the Up-
take of Tricyclohexyltin Hydroxide from Various Soils by Bean,
Radish, and Corn Plants. (Unpublished study received Jun 5,
1969 under 9F0815; submitted by Dow Chemical Co., Indianapolis,
Ind.; CDL:091406-L)

Wazeter, F.X.: Buller, R.H,; Geil, R.G.; et al. (1968) Acute Oral
Toxicity Study in the Wistar Rat: 221-031. (Unpublished study
received Jun 5, 1969 under 9G0815; prepared by International
Research and Development Corp., submitted by Dow Chemical Co.,
Indianapolis, Ind.; CDL:091406-N)

Starnes, C.J. (1966) Stability of Tricyclohexylhydroxy Tin to Sun-
lamp Exposure: AL No. S-66-648. (Unpublished study received Jun
5, 1969 under 9G0815; submitted by Dow Chemical Co., Indianapo-
1is, Ind.; CDL:091406-X)

smith, G.N.; Fischer, F.S.; Axelson, R.J. (1968) The Volatilization
and Photodecomposition of Plictran (R) Miticide, (Unpublished
study received Jun 5, 1969 under 9G0815; submitted by Dow
Chemical Co., Indianapolis, Ind.; CDL:091406-AH)

Whitney, W.K.; Kenaga, E.E. (1966) Bioassay Experiments To Deter-
mine the Volatility of Tricyclohexyltin Hydroxide. (Unpublished
study received Jun 5, 1969 under 9G0B15; submitted by Dow Chemi-
cal Co., Indianapolis, Ind.; CDL:091406-AJ)

smith, G.N. (1969) A Simple Method for Combusting Tissues for Tin--
Sn 119 Analysis., (Unpublished study received Jun 5, 1969 under
9G0815; submitted by Dow Chemical Co., Indianapolis, Ind.; CDL:
091406-AN)

Batchelder, T.L. (1967) Acute Fish Toxicity of Tricyclohexyltin
Hydroxide to Three Species of Fish. (Unpublished study received
Jun 6, 1969 under 9G0815; submitted by Dow Chemical Co., Indian-
apolis, Ind.; CDL:091407-F)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Cyhexatin Standard

MRID CITATION

00081743 Duddles, G.A. (1968) The Acute Fish Toxicity of Cyclohexyl Stannoic
Actd. (Unpublished study received Jun 6, 1969 under 9G0815;
submitted by Dow Chemical Co., Indianapolis, Ind.; CDL:091407-K)

00081748 Laker, T.L.; Elsea, J.R.; Ede, M. (1966) Repeated Insult Patch Test
on M-2527 and Cloth Material TE98-S.E.U.3501: Report Q-246.
(Unpublished study, including letter dated Sep 26, 1966 from
K.J. Olson to G.E. Lynn, received Jun 6, 1969 under 9G0815;
prepared by Hill Top Research, Inc., submitted by Dow Chemical
Co., Indianapolis, Ind.; CDL:091407-P)

00108766 Interregional Research Project No. 4 (1973) Plictran: Residues
in Hops. (Compilation; unpublished study received Jun 7, 1973
under 3E1405; CDL:093758-8B)

00112178 Shellenberger, T. (1971) Acute Toxicological Evaluations of Dowco
213 and Plictran 50W Miticide with Bobwhite and Japanese Quail:
GSRI Project No. NC-471. Final rept. (Unpublished study re-
ceived Dec 6, 1971 under 464-393; prepared by Gulf South
Research Institute, submitted by Dow Chemical U.S.A., Midland,
MI; CDL:003643-8)

00112180 Leong, B.; Jersey, G. (1972) Acute Inhalation Toxicity of Plictran
50W Miticide. (Unpublished study received Feb 14, 1973 under
464-470; submitted by Dow Chemical U.S.A., Midland, MI; CDL:
003678-B)

00112181 Getzendaner, M. (1973) A Study of Residues of Tin in Apples and
Pears from Applications of Plictran Miticide as a 2% Dust by
Helicopter: GHC 625. (Unpublished study received Feb 14, 1973
under 464-470; submitted by Dow Chemical U.S.A., Midland, MI;
CDL:003678-C)

00112183 Rampy, L.; Keeler, P, (1973) Acute Eye Irritation Studies Conducted
on Trichyclohexyltin Hydroxide. (Unpublished study received Nov
6, 1973 under 464-393; submitted by Dow Chemical U.S.A., Mid-
land, MI; CDL:050104-A)

00112187 Dow Chemical Co. (1969) Full Reports of Investigations Made with
Respect to the Safety of the Pesticide Chemical: Tricyclohexyl-
tin Hydroxide. Summary of studies 091408-B through 091408-N,
091737-A through 091737-C, 091406-K, 091737-E, and 091406-L
through 091406-N. (Compilation; unpublished study received Jun
6, 1969 under 9G0815; CDL:091408-A)
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00112206 Dow Chemical Co. (1970) Tin Content of Tissues of Rats and Dogs Fed
Varying Amounts of Tricyclohexyltin Hydroxide in the Daily Diet
for Two Years. (Unpublished study received Jul 20, 1970 under
OF1005; CDL:091737-B)

00112207 Dow Chemical Co. (1970) Study of Tin Residues in Dairy Products
and Tissue from Cattle Fed Tricyclohexyltin Hydroxide., (Compi-
lation; unpublished study received Jul 20, 1970 under OF1005;
C01:091737-C)

00112208 Smith, G.; Taylor, Y. (1970) The Absorption and Translocation of
Plictran Miticide and Its Decomposition Products in Bean and
Corn Plants, (Unpublished study received Jul 20, 1970 under
0F1005; submitted by Dow Chemical Co., Indianapolis, IN:; CDL:
091737-E)

00112215 Wazeter, P.: Buller, R.; Geil, R.; et al. (1969) 21 Day Dermal
Study in Albino Rabbits: Piictran M-3180: 221-064. (Unpub-
lished study received Jul 20, 1970 under OF1005; prepared by
International Research and Development Corp., submitted by Dow
Chemical Corp., Indianapolis, IN: CDL:091738-J)

00112217 Dow Chemical Co. (1970) Full Reports of Investigtions Made with
Respect to the Safety of the Pesticide Chemical: Tricyclohexyl-
tin Hydroxide. Summary of studies 091407-L, 091408-B through
091408-N and 091738-B through 091738-J. (Unpublished study re-
ceived Jul 20, 1970 under OF1005; CDL:091743-A)

00112218 Dow Chemical Co. (1972) Study: Tricyclohexyltin Hydroxide Residue
in Meat, Fat, and Meat Byproducts--Dairy Cattle. (Compilation;
unpublished study received on unknown date under OF1005; CDL:
091744-A)

00112220 Dow Chemical Co. (1972) Study: Tricyclohexyltin Hydroxide Residue
in Meat & Milk. (Compilation; unpublished study received on
unknown date under OF1005; CDL:093315-A)

00112225 Interregional Research Project No. 4 (1975) The Results of Tests
on the Amount of Tricyclohexyltin Hydroxide Residue Remaining
in or on Macadamia Nuts, Including a Description of the Analyt-
jcal Methods Used. (Compilation; unpublished study received

Nov 20, 1975 under 6E1706; CDL:097367-A)
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00112230 Dow Chemical U.S.A. (1975) Residues: Tricyclohexyltin Hydroxide 1n
or on Crop and Animal Products. (Compilation; unpublished
study received Jun 11, 1975 under SF1641; CDL:097475-C)

00112232 Dow Chemical U.S.A. (1976) Study: Plictran 50W Residue on Grapes
and Raisins, (Compilation; unpublished study received Feb 17,
1976 under 5F1641; CDL:097508-A)

00112236 Dow Chemical U.S.A. (1975) Performance and Residue Data: Aerial Ap-
- plication of Plictran 50W Miticide on Apples, Pears, Citrus.
(Compilation; unpublished study received Apr 10, 1975 under 464-
383; CDL:220007-A)

00112237 Dow Chemical U.S.A. (1975) Residue Data in Support of Concentrated
Applications of Plictran 50W Miticide on Stone Fruits ana Nuts.
(Compilation; unpublished study received Apr 28, 1975 under
464-393; CDL:220413-A)

00138963 Johnson, W.; Finley, M. (1980) Handbook of Acute Toxicity of Chem-
cals to Fish and Aquatic Invertebrates. By U.S. Fish and Wild-
life Service. Washington, D.C.: USFWS. (Resource publication
137; also in unpublished submission received Feb 6, 1984 under
239-2424; submitted by Chevron Chemical Co., Richmond, CA; CDL:
252355-C)
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under PP#3F1312 (117973).]

Dow Chemical Co. 1971. Determination of small amounts of tin
in fruit. Method No. TA-6-2. [Submitted under PP#3F1312

(117973).]

Dow Chemical Co. 1971. Determination of total and organic
tin on orange oil. Method No. TA-19. [Submitted under
PP#3F1312 (117973).]

Dow Chemical Co. 1972. Trace organotin in the presence of
inorganic tin, Method No. TA-29, [Submitted under PP§3F1312

(117973).]

Dow Chemical Co. 1972. Gas chromatographic method for the
determination of tricyclohexyltin hydroxice in organge
juice. Method No. ACR 72.11. [Submitted under PP§3F1312
(117973)].

Kovacs, M. 1972. Method trail on GLC confirmatory method for
Plictran in liver; in correspondence file of PP#3F1005.

Makhijani, G. 1971. Report on method tryout for Plictran; in
correspondence file of OF1005.

Makhijani, G. 1973. Report on method trial for Plictran in meat
and milk; in correspondence file of PP#0F1005.

Seibert, E. 1971. Method tryout for Plictran on apples; in
correspondence file of PP#0F1005.
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Appendix 11-3 OMB Approval No 2000-0468 (E xpires 12 3:.8°
JEPA REGISTRATION NO

FIFRA SECTION 3(C)(2)(B) SUMMARY SHEET

PRODUCT NAME

APPLICANT'S NAME DATE GUIDANCE DOCUMENT ISSUED

With respect to the requrement to submrt “genenic” date imposed by the FIF RA section 3(C)(2)(B] notice contained in the referenced
Guidance Document, | sm rasponding m the following manner.

1. 1 will submit data in s timely mannasr to satisfy the following requirements. If the test procedures | will use deviste from {or are not
specified in} the Regstration Guidelines or the Protocols contsined in the Reports of Expert Groups to the Chemicals Group, 0ECD
Chemicals Testing Progrsmme, | enclose the protocols that | will use:

32 1 have entared into sn sgreement with one or more other regsstrants under FIFRA section 3(CH2)(B) (i) 1o satusty the toliowing date
requirements. The tests, and any required protocols, will be submrred to EPA by:

" “NAME OF OTHER REGISTRANT

D 3. i enclose a completed “Centification of Attempt to Enter into an Agresmant with Other Regstrants for Development of Dere” with
respect to the followinp dsta requirements:

4. 1 equest tet you smanc my regmtration by delsting the following uses (this option & not availsble to applicants for new progucts).

Os regquest voluntary cancelistion of the regustration of this product (This option 15 not svailable to applicants tor new products.)

REGISTRANT'S AUTHORIZED REPRESENTATIVE SIGNATURE DATE

EPA Form 8580-1 (10-82)



EPA Registration No.

Appendix III-1

PRODUCT SPECIFIC DATA REPORT

Guidance Document for

Date

Test not |
required |I am complying with
for my |data requirements by
product Submit-
listed ting
above Data (For EPA Use Only)
Registration (check (At- Accession Numbers
Guideline No. Name of Test below) |Citing MRID# |tached) [Assigned
§158.20
PRODUCT
CHEMISTRY
ol-1 ddentity of
ingredients
61-2 Statement of
composition
61-3 Discussion of
formation of
ingredients
62-1 Preliminary
analysis
02-2 Certification of
limits
62-3 Analytical methods
for enforcement
limits
63-2 Color
03-3 Pnysical state
63-4 Odor
623-5 Melting point
63-6 Boiling point
63-7 Density, bulk-
density, or
specific gravity
63-8 Solubility
-9 vapor pressure
63-10 Dissociation
constant
b3-11 Octanol/water
partition
coefficient
3-12 P




Appendix III-1 (continued)

tion

Test not B
required|I am complying with |
for my |data reguirements by
product Submit-|
listed ting
above Data (For EPA Use Only)
Registration (check (At- Accession Numbers
Guideline No. Name of Test below) |Citing MRID# {tached) [Assigned
63-13 Stability
t63-14 Oxidizing/reducing
reaction
63-15 Flammability
63-16 Explodability
63-17 Storage stability
63-18 Viscosity
63-19 Miscibility
63-20 Corrosion
characteristics
63-21 Dielectric break-
down voltage
- §158.135
TOXICOLOGY
8l-1 Acute oral LD-50,
rat
B1-2 Acute germal
LD-50
81-3 Acute innalation,
1C-50 rat
8i-4 Primary eye
irritetion, rabbit
81-5 Primary dermal
irritation
B1-6 Dermal sensitiza-
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t obtained the dats from anoth

m (identify), applicant copied da
ffom a publication. applicant obtaingd
8 dppy of the data from EPA).

(Q) The spplicant shall submit ¥ith
his ypplication a statement that KPA,
tn 1th evaluation of the properties/etfi-
eacy.\ and safety of the formiflated
end-ule product, may not considfr any
data supporting the appljtation,
except the following data:

) e data the applicant 8 sub-
mitted EPA under p ph (b) of
thus sectibn.

(2) Other data D nifg to the
safety of dhe product's actie ingred-
ents. rathe} than to the syiety of the
end-use projuct. and

(3) Exisunk tolerances. food additive
regulations. \exemptions/ and other
clearances isfued undey the FPederal
Food. Drug. ang Cosmeyic Act.

(e¢) If the aphlicant fnows that any
itern of data hd submfited under this
section was gen dpy (or at the ex-
pense of) anothel peghon who original.
1y submitted the\ds to EPA (or its
predecessor, USDAYon or after Janu-
ary 1. 1970. to supiport an application
for registration, xpeﬂ:nenu.l use
permit. or amendinint adding s new
use oD ¢ N stration. or for
reregistration (ynlesy the applicant
and the © natl data\submitter have
reached wN pment on the
mo\mt and tiye terms Ypf payment of

compensstion that\may be pay-
cblc undg [FR section
$eXINDXI) /with 4 0 approval
of the spplightion), the applicant shall
submit to Alluuxn nt that he
has furnialied to each such identified
origtnal daga submitter.

(1) A ngrifieation of the spplicant’s

{ntent LOADPDlY for nunnuo tnelud-

product namae.

(2) AY offer to pay the persqn com-
pensation. with regard to the ajproval
of the application, to the Ant re-
qQ d by FIFRA sectioms MeRIXD)

and ¥eX2XD);

(3Y An identification of the itemn(s)

of dawa to which the offer applies:

() An offer t0 commence Degolia-
1o escertain the amount and
of compensation to be pald. and

(3) The applicant’s pame, addre:

telephone nurnber.

APPENDIX IV-]

§162.00

) 11 the applieant's product cop.
\s any active tngredient other thé
thode that are present solely b

UC. l“d“)
(¢4 PR 77983, May 11, 207)

§16210 Labeling requirements.

bear & label containing the informa-
tion specitied by the Act and the regu-
jations 1o this Part. The contents of &
lade] must ahow glearly and promi-
pently the following:

() The name, brand, or trademark
under which the product is s0ld as pre-
scribed tn paragraph (b) of this sec:
tion;

(1) The pame and address of the
producer, registrant, or person for
wham produced as prescribed in pars-
graph (c) of this pection:

i) The pet contents as prescridbed
tn paragraph (d) of this section;



(lv) The product registration
number as prescribed In paragraph (e)
of this section;

(v) The producing establlshment
number as prescribed in paragraph ()
of Lhis section;

(vl) An Ingredient statement as pre-
scribed In paragraph (g) of Lhis asec-
tion;

(vil) Warning or precautionary state-
ments a8 prescribed in paragraph th)
of this section;

(vill) The directions for use as pre-
scribed in paragraph (1) of this section;
and

(Ix) The use classification(s) as pre-
scribed In parmgraph (§) of Lhis section.

(3) Prominence and legibility. (1) All
words, statements, graphic representa-
tions, designs or olther Information re-
quired on the labellng by the Act or
the regulations in this part must be
clearly legible Lo a person with normal
viston, and must be placed with such
conspicucusness (as compared with
other words, statements, designs, or
sraphic matier on the labeling) and
expressed in such terms as to render it
likely to be read and understood by
the ordinary individual under custom-
ary conditions of purchase and wse,

(1) All required label text must:

(A) Be sel in 6-point or larger type;

(B) Appear on a clear contrasting
background; and

(C) Not be obecured or crowded.

(3) Language (0 be used. All required
tabel or labeling lext shall appear In
the English language. However, the
Agency may require or the applicant
mey propose additional lext In other
languages as Is considered to
protect the public. When additional
text |L :nothcr l:nluu:. hﬂm
all labeling requiremen
plied equally (o both the English and
other-language versions of the label.
ing.

(4) Placement of Label—(1) General
‘The label shsll appesr on or be secure-
Iy stiached (o the immediate contain-
er of the pesticide product. Por purs-
poses of this Bection, snd the mis-
branding provisions of the Act, “se-
curely attached” shall mean that a
label can reasonably be expecled o
remain sffixed during the foreseeable
condillons and period of uae If the Im.
mediate container la enclosed within a

Tile 40—Pretection of Envirenment

wrapper or oulside container through
which the label cannot be clearly read,
the Iabel must also be securely at-
tached to such outside wrapper or con-
tainer, I{ it is & part of the package as
customarily dlatribuled or sold.

(i) Tank cars and other bulk con-
tainers—(A) Transportalion. While a
pesticide product Is in transit, the ap-
propriate provisions of 49 CFR Parls
170-189, concerning the tranaporiation
of hazardous materials, and specifical-
ly those provisions concerning the la-
beling, marking and placarding of has-
ardous materials and the vehicles car-
rying them, define the basic Federul
requirements. In addition, when cuy
registered pesticide product is trans.
porled in & tank car, lank truck or
other mobile or portable bulk contain-
er, a copy of the accepted label must
be attached to the shipping papers,
and left with the consignee at the time
of dellvery.

(B) Storage. When pesticide prod.-
ucls are stored In bulk contalners,
whether mobile or stationary, which
remsin in the custody of the user, a
copy of the label of labeling, including
all appropriate direclions for use, shall
be securely attached to the container
tn the fmmedlate vicinity of the dls-
charge control valve.

(8) False or nuled:lu:l ;l::em'a::l:
Pursuant (o section 3(q ()

Act, s pesticide or a device declared
subject to the Act pursuant to
1 16218, Is misdranded If iis labeling o
false or misleading in any particular
including both pesticidal and non-pes-
Ucidal claims. Exampies of statements
or representatioom In the labeling
which constitute misbranding include:

) A false or misleading estalement
concerning Lhe composition of the
product;

(i) A false or mislesding statement
concerning the effectivenems of Lhe
product as s pesticide or devioe;

il) A false or misieading statement

about the wvalue of the product for
purpoees other than as a pesticide or
device; [}

(iv) A false or misleading comparison
wilh other pesticides or devices;

(v) Any statement directly or Indl-
rectly implying that the pesticide or
device ls recommended or endorsed by

Chepter I—Environmental Protection Agency

any agency of Lthe Pederal Govern-

ment;

(vl) The name of a pesticide which
containa two or more principal active
Ingredients If the name sugrests one
or mare but nol all auch principal
active Ingredienta even though the
names of the other Ingredienils are
alated elsewhere In Lhe tabeling:

(vil} A true statement used In such o
way as Lo give a false ar misleading Im-
nression to the purchaser,

(i) Label disclaimers which negate
or detract from Iabeling statements re-
quired under the Act and Lhese regula.
tions;

Ux) Clalma an (o the safely of the
pesticlde or iIts Ingredients, Including
statements such as “‘aafe,” “‘nonpolson-
ous” “‘noninjurioun,” “harmless” or
“nontoxic to humans and pela” with
or without auch a qualifying phrase as
"“when uned as directed °, and

{x) Non-numerical and/or compara-
tive atatements on Lhe salfety of Lhe
product, Including but not limited to

(A) “Contalns all naturs! Ingredi.
enta™;

(B) “Among the least toxle cheml-
cals known”

(C) "Pollution approved”

(8) Final printed labeling (1) Except
a8 provided In paragraph (aX6XN) of
this section, final printed labeling
must be submiited and accepted prior
(o registration. However, fina} printed
Iabeling need not be submitted untit
draft iabe) texla have been provision-
ally accepted by the Agency.

(1) Clearly legible reproductions or
photo reductions will be accepted for
unusual fabels such as those aflk-
octeened directly onlo giass or metal
containers or large bag or drum labels.
8Buch reproductions must be of micro-
fiim reproduction quality.

(b) Name, brand, or trademark. n
The name, brand, or trademark under
which the pesticide product Is sold
shall appear on the front panel of the
labe)

(2) No name, brand, or trademark
may appear on the label which:

<) Is fatae or misleading, or

4D Has not been approved by the
Administrator throush regliatration or
supplemental registration as an addi-
(tonnl name pursuant to §16268(hx4)

APPLIIIX IV-L
(cont{inued)

§ 162.10

(¢) Name and address of producer,
registrant, or person for whom pro-
duced An unqualifted name and ad-
dreas given on the Iabel shall be con
sldered as Lthe name and address of the
producer. If the regisiranl's name ap
pears on the label and the registrant ia
not the producer, or if the name of the
person for whom the pesticide was
produced appeara on the label, B must
be qualified by appropriate wording
such aa “Packed for * * *." “Distribul
edby * * *“orSoldby® * * (o show
that the name s not that of the nro-
ducer

(d) Netl weight or measure of con
tenls (1) The nel weight or measure
of content ahall be exclusive of wrap
pere or other materiala and ahall be
the average content unleas eaplicitly
stated as & minimum quantity

(2) ¥ the penticide is a Hquid. the
net conlent atatement ahall be In
terma of liquid menxiire at 68° F (20°C)
and shall be expressed in conventional
American units of fluld ounces, pinta,
quarts, and gallona.

(J) If the pesticide s aolid or semisn.
lid, viscous or presaurized, or Is & mix.
ture of liquid and solld, the net con
tent statement shall be In terms of
welght  expressed as avolrdupols
pounds and ounces

(4) In all cases, net content shail be
stated In terms of the Iargest suitable
units, le., “1 pound 10 ouncea” rather
than *°26 ounces.”

(8) In addition to the required unila
specified, net content may be ex-
pressed In metric units

(@) Varlation above minimum con-
tent or around an average ls permiasi-
ble only to the extent that It repre-
senls deviation unsvoldadble In good
manufacturing practice. Varlation
below a stated minimum Is not permit-
ted. In no case shall the average con-
tent of the packagea in a shipment (al}
below the stated average content.

(¢) Product registration number.
The reglstration number assigned to
the pesticide product at the time of
registration ehall appear on the label,
preceded by the phrase “EPA Regls-
tration No.” or the phrase "EPA Reg
No.” The reglatration number ahall be
set In type of a alze and atyle similar 10
other print on that part nf the labe]
on which (t appears and shall run par



§162.10

allel o It. The registration number
and the reguired identifying phrase
shall not appear In such & manner as
to suggest or imply recommendstion
or endorsement of the product by the
Agency. .

(1) Producing establisAmentls repis-
tration number. The ‘produeing estab-
lishment registration number preced-
ed by the phrease “EPA Est.”, of the
final establishment at which the prod-
uct was produced may sppear in any
suitable tocation on Lhe iabel or imme-
diste container. It must appear on Lhe
wrapper or outside container of the
package {f the EPA establishment reg-
stration number on the Immediate
container cannot be . clenrly read
through such wrapper or container.

(g) Ingredient statemeni—(1) Qener-
al. The label of each pesticide product
must bear s statement which contains
the name and percentage by weight of
each active Ingredient, the total per-
centage by welight of all Inert Ingredi-
enls, and If the pesticide contains ar-
senic In sny form, a statement of the
percentages of total and water-soluble
arsenic calculsted as elemental ar.
senic. The active ingredients must be
designated by the Lerm “aclive ingred!-
ents” and the Inert Ingredients by the
term “inert ingredients,” or the singu-
lar forms of these terms when appro-
priate. Both terms shall be in the
same type size, be aligned to the same
margin and be equaily prominent. The
statement “Inert Ingredients, none” is
not required for pesticides which con-
tain 100 percent active ingredients.
Unless the Ingredient statement Is &
complete analysis of the pesticide, the
term “analysis” shall not be used ss 8
heading for the Ingredient statement.

(2) Position of ingredient statement
(1) The ingredient statement is nor-
mally required on the front panel of
the label, If there is an outside con-
tainer or wrapper through which the
Ingredient statement cannot be clearly
read, the ingredient statement must
also nppear on such outnide container
or wrapper. i{ the size or form of the
package makes it Impractieabte to
place the ingredient statement on Lthe

front panel of the label, permiasion
may be aranted for the Ingredient
statement to appenr elsewhere

Title 40—Pretection of Environment

(1) The text of the Ingredient state-
ment must run parsllel with other
text on the panel on which (t appears,
and must be clearly distinguishable
from and must not be placed in the
body of other text.

(3) Names (o be used in {ngredient
statement. The name used for each In-
gredient shall be the accepled
common name, |{ there ts one, [ol-
lowed by the chemical name. The
common name may be used alone only
11 It ts well known. I no commeon name
has been entablished, the chemical
name alone shall be used. In no case
will the use of a trademark or propri-
elary name be permitted uniess such
name has been accepted a8 & common
name by the Administrator under the
authority of Section 38(cX8).

(4) Statemenls of percenlages. The
percentages of ingredients shall be
stated in terms of welght-to-weight.
The sum of percentages of the active
and the Inert Ingredients shall be 100.
Percentages shall nol be expressed by
a range of values such as “32-38%.° If
the uzes of the pesticide product are
exprensed as weight of sctive ingredi-
ent per unit area. & statement of the
welght bf active ingredient per unit
volume of the pesticide formulation
shall slso sppear in the ingredient
statement.

(8) Accuracy of slaled perceniapes.
The petfcentages given shall be as pre-
cise as possible reflecting good manu-
facturing practice. I{ there may be un-
avoidable variation between manulec-
turing balches, the value stated for
each aétive Ingredient shall be the
lowest percentage which may be pres-

ent.

(8) Detertoration. Pesticides which
change |In chemical composition sig-
nificantly must meet the following la-
beling requirements:

() In cases where it Is determined
that a pesticide formulation changes
chemicsl composition significantly,
the product must bear the following
statement In a prominent position on
the label; “Mot for sale or use altler
(date).””

(1) The product must meet all ladbel
ciaims up o the expirstion time Indl-
caled on the label,

{7) Inert tngredients The Adminis-
Lralor may require the name of any

Chapter |—Environmental Protection Agency

Inert Ingredient(s) to be liated In the
Ingredient statement If he determines
that siich ingredient(s) may pose a
harard to man or Lthe environment.

(h) Wamings and precautionary
statements Required wamings and
precautionary statements concerning
the general areas of toxicological
harzard Including hazard to children,
environmental hazard, and physical or
chemlieal harard fall Into two groups;
those required on the front panel of
the Iabeling and those which may

AJLLNDIX 1V-1
{(continued)

§162.10

appear elsewhere Specific require-
ments concernine content, placement,
type size, and prominence are glven
below,

(1) Required front panel statemente
With the exception of the child
harard warning statement. (he text ¢e.
quired on the front panel af Lhe Iabel
Is determined by the Toxicity Catego
ry of Lthe penticide The category ls as
stgned on the baste of the highest
hazard shown by anv of the indicators
In the table below-

Hared beficstons | ———— - — - —— foihy =
R . (] [} » ~
OO, ... wn:mmso Froem 30 Boy 500 mg/hg | From SO0 Sy 30NN my/ | (et San YN0 my/

~y
dalption |C. !b.::m' From £ Sve § mp/Ber h::) Pww 20 g Mex ﬁ?.h-b-l'-‘lh
Owrmat L0, .. - .. w_:’;omm From 200 Oww J000 ... | Feom 2 000 Suw J0000 | (raster hem 20 AN
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(1 Human ARazard stonal word—(A)
Tozicity Calepory 1. ANl pesticide prod-
ucls meeting the criteria of Toxicity
Category | shall bear on the front
panel the signal word "Da:rler." in ed.
ditlon If the product was assigned to
‘Toxicity Categery 1 on the basts of its
oral, inhslation or dermal toxicity (as
disttnet from skin and eye local el-
fects) the word “'Polson" shall appear
in red on a background of distinetly
contrasting color and the skull and
crosrbones shall appear In Immediste
proximity to the word “poison.”

(B) Toricily Category II. ANl pestl.
clde products meeting the criteris of
Toxlcily Category 11 shall besr on the
:roqt panel the signal word “Warn.
nR.'’

(C) Toxicity Catepory 11]. All pesti.
clde products meeting the criteria of
‘Toxlcily Category 111 shall bear on
:|he front panel the signal word “Cau.

on."

(D) Toricity Category IV. All pestl-
clde producta meeting the criteria of
Toxlcity Category IV ahall bear on the
front panel the signal word “Cautlon.”

(F) U/er of slonal words Use of any
alenal wordis) awociated with a higher

Toxricity Category Iz not permitted
except when the Agenry determines
that such labellng ia necessary to pre
vent unreasonable adverne effecls on
man or the environment. In no care
shall more than one human harard
signsl word appear on the front panel
of & label.

(1) Child hazard warming Fvery pes-
ticide product label shall bear on the
front panel the statement “keep out of
reach of children.” Only (n cares
where the likelfhood of contart with
children during distribution, market.
Ing. storage or use ls demonatrated by
the applicant Lo be exiremely remote,
or If the nsture of the pesticide Is such
that it is approved for use on Infanta
or small children, may the Administra.
tor walve this requirement.

(1) Statement of practicel! treatl-
menl—(A) Toricily Categorv | A
statement of prectical trratment (first
ald or other) shall appear on the front
panel of the label of all pesticiden fall-
ing Into Toxicity Crirgory | on the
basis of oral, iInhaiation or dermal tox-
fefty. The Agency may, hawever,
permit reasonable variatians In the
plarement of the statement nf pract
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cal treatment fs some reference such
a8y “See atalement of practical trest-
ment on back panel” appesrs on the
fronl panel near the word "Polson”
and the skull and crossbones.

(B) Other (oxicily. catlepories. The
statement of praclical treatment ts not
required on the front panel except as
described In paragraph (hX1XIHXA) of
thia section. ‘The applicant may. how-
ever, include such a front panel atate-
ment at his optlon. Statements of
practical lreatment are, however, re-
quired elsewhere on the label In
accord with parsgraph (hX32) of this
section If they do not appear on the
front panel.

(lv) Placement and prominence. All
the require front panel warning state-
menta shall be grouped together on
the label, and shall appear with suffl-
clent prominence relative to other
front panel text and graphic material
(o make them uniikely to be over.
looked under customary conditions of
purchase and use. The [ollowing table
shows the minimum type size require-
ments for the front panel wamning
stalements on various sizes of labels:

Title 40—Pretection of Environment
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(2) Other required warnings and pre-
caulionary stalements. The wamings
and precautionary statements as re-
quired below shall appear Logether on
the label under the general heading
“Precautionary Statements” and
under appropriate subheadings of
“Harard to Humans and Domestic Ani.
mais” “Environmental flarard” and
“Physical or Chemical Haeard.”

() Hazard (o humans and domestlic
animals. (A) Where a hazard exista o
humans or domestic animals, precau-
tionary statements are required indl-
cating the particular harard, the
route(s) of exposure and the precau.
tions to be laken (o avold sccident,
injury or damage. The precautionary
paragraph shall be Immediately pre-
ceded by the appropriate hazard elgnal
word.

{B) The following lable depicts typl-
cal precautionary statements. These
statementa must be modified o= ex-

panded (o refiect specific hasarda.
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) Environmental Aasards. Where &
hazard exista Lo non target organtams
excluding humans and domestie ani-
mals, precautionary statementa are re-
quired stating the nature of (he
hazard and the mppropriate preean-
tions to avold potential acrident,

injury or damage. Examples of the
harard statements and the cireum-
stances under which they are required
lollow:

(A) If a pesticlde Intended for out.
dont use contains an active Ingredient
with & mammalian acute ora) LD, of

Chapter I—Environmentol Protection Ageney

100 or lexs, the statement “This Pestl-
clde Is Toxlc to Wiidiife" Is required.

(B) Il a peaticide Intended for out.
doar use eontains an aclive Ingredient
with & fish acute LC, of 1 PDM Or leas,
the stalement “This Pesticlde is Toxic
Lo Fish” Is required.

(C) I & pesticide Intended for out-
dnor use contains an fetive ingredient
with an avian acute oral LD of 100
mMR/RK or lees, or a aubacute dletary
LC. of 300 ppm or lesn, the statement
“This Pesticide s Toxle to Witdiife In
required,

(D) 11 elther aceident history or field
studies demonstrate that uxe of tLhe
pesticide may result In fatality to
birds, fish or mammals, the atatement

AV CLEDLY, TV-1
(continued)
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“This pesticide Ia extremely toxie to
wildlife (fish)” In required

(F) For usen Involving follar appliea.
tion to agricultural cropa, forests, or
shade trees, or for mosquilo abate
ment lreatments, peeticides loxke to
pollinating Insecta must bear Approprl
Ate label cautlona,

(F) For all outdoor neen other than
aquatic applicatinne (he label muet
bear the caution “"Keep out of lakes,
ponds or atreams. Do not conlaminate
WALPTr by cleaning of equipment or dis
posal of wastes =

(HD Fhvsteal or chemical harards
Warning atatementiz nn Lthe flammabil-
Ity or explosive chararleristien of the
prsticide are required as follown

———— ———— . .
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() Directions for Use—(1) General
reguirements—¢i) Adequacy and clar-
ity of directions, Direclions for use
must be stated In terms which can be
easlly read and understood by the
average person likely Lo use or to su-
pervize the use of the pesticide. When
followed, directions must be adequste
to protect the pubdlic from fraud and
from personal Infury and to prevent
unreasonable adverse effects on the
environment.

(ah Ptacement of directions for uge,
Directions Ay appear on any portion
of the label provided that they are
consplevous enough to be ennily read
by the user of the peaticife product,
Directions for IR¢ mMAy appear on
ptinted or Rraphic matier which ac.
companies the peaticide nrovided t hat:

(A) I required by the Arency, such
printed or graphic matter Is aecurely
attached to each package of the peat!.
cide, or placed within the outaide
Wrapper or bag:

(B) The labe! bears o reference lo
the directions for use in accompanying
leaflets or circutars, such aa “See d1.
rections In the enclosed cireulnr” and

(C) The Administrator determines
that It s not necemsary for such diree.
tions to appesr on the Iabel,

() Bzceptions (o requirement for
direction for wre—(A) Detalled direc-
tions for use may be omitted from Ia
beling of pesticides which are intended
for use only by manufacturere of prod
ucls other than pesticide producta in
thelr reguiar manufarturing proreasee
provided that
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(1) The Iabel clearly shows that the
product s intended for use only In
manufacturing processes end specifies
the type(s) of products involved.

(2) Adequste Information such as
technical dala sheets or bdbulletins, Is
available to the trade specifying the
type of product involved and (s
proper use in manufecturing process-

B,

(3) The product will not come Into
the hands of Lhe general public except
after Incorporation into finished prod-
ucts: and

(4) The Administrator determines
that such directions are not necesssry
to prevent unreasonable adverse ef.
fects on man or the environment.

(D) Detatled directiona for use mey
be omitted from the labeling of pest!-
etde products for which sate is limited
o physiciana, veterinarians, or drug-
gists, provided that:

(1) The label clearly siates that the
product is for use only by physiclans
or veterinarians;

(2) The Administrator delermines
that such directions are not necessary
o prevent unreasonable adverse ef-
fects on man or the environment; and

(3) The product ia also & drug snd
regulsted under the provisions of the
Federal Food, Drug hnd Cosmetie Act.

(C) Detalled directions for use may
be omitted from the labeling of pesti-
cide producta which are Intended for
use only by formulators In preparing
pesticides {or sale to the pubdlle pro-
vided that:

(1) There is information readlly
avallable to the Hformul:‘;‘o& ot; the
composition, toxicity, m of uwse,
applicable restrictions or limitations,
and effectiveness of the product for

pesticide purposes;

(2) The labe!l clearly states Lhat Lhe
produet ls Intended for use only (n
manufecturing, formulating, mixing,
or repacking (or use as s pesticide and
speciities the type(s) of pesticide prod-
ucts Involved;

(J) The product as linally mlnuhe-
tured, formulated, mixed, or repack.
aged is registered; and

(€) The Administrator determines
that such directions are not necesanry
to prevent unreasonahle adverse ef-
fects on man or Lhe enviranment,

Tile 40—Pretection of Environment

(2) Codtents of Directions for Use.
The directions for une shall Inel.‘ude
the lollo"ln{'. under the headings “Di-
rections for Use':

1) The statement of use clasnifica-
tion as prescribed In 163.10()) tmmedi-
stely under the heading “Directions
for Use.”

() Immediately below the state-
ment of use ciaksification, the state-
ment “It Is a violstion of Federal Iaw
Lo use this product In 8 manner incon-
siatent with Ita labeling.”

(1) The site(s) of application, as for
example the tiem:d animals, aress, or
objecta Lo be ated.

({14} 'l':‘u;':raet pest(s) sssociated
with esc .

(v) The dosagé rale associsted with

h site and pest.
“5!1 The method of spplication, in-
eluding instructions for ditution, If re-
quired, and type(s) of spplication ap-
paratus or equipment required.

(vil) The frequency and Uming of sp-
plications necesaary th obtain eflective
resulls without causing unreasonable
adverse effecta on the environment.

(vlil) Bpecific iimilations on reentry
to areas where the pesticide hus been
applled, meetling the requirements
concerning reentry provided by 40
CFR Part 170.

(ix) Bpecilic directions cotwcerning
the storage and dizposal of the pest!.
cide and its container, meeting the re-
quirements of 40 CFR Part 188. These
instroctions ch:.:l :emmuved and

appear under ] “Storage
and Distposal.” Thid hesding must be
set In type of the same minimum sizes
as required for the chitd hasard wam-
ing (Bee Tabdle tn § 162.10(hX I Xiv),)

(x) AnY limitatiohs or restrictions on
use mulm m;venl unressonable
adverse ¢ such ox

(A) Required intervals between ap-
plication and harvest of food or feed

crope.

(B) Rotational crop restrietions.

(C) Wamnings as required against use
on certain crops, animals, objects, or
in or adjacent w, certaln areas,

(D) (Reserved

(E) For resiricted use pesticides, o
sltatement that the pesticide may be
apnited under the direct supervision of
a certified applicator who I8 not phys-
leally preaent at the site of application

Chapler |—Environmental Protection Agency

but nonethrires avallable to the
person applying Lthe pesticide. unless
the Agency has determined that Lhe
pesticide may only be applled under
the direct supervision of a certifled ap-
plicator who (s physically present

(F) Other perlinent Information
which the Adminisirator determines
to be necessary for the protection of
man and the environment.

(J) Stalement of Use Classification.
By October 22, 1976, all pesticlde prod-
ucls must dbear on Lheir Inbels a state-
ment of use cirasification as described
fn paragraphs ()X 1) and (2) of this see-
tion. Any pesticide product for which
nome usea are claasified for general use
and others (or restricted use shall be
separately Iabeled according Lo the ta-
beling standards set forth In Lhis sub-
section, and shall be marketed as aepa-
rale producta with difterent reglstra-
tion numbers, one bearing directions
only for gencral useta) and the other
bearing directions for reatricted usetn)
excepl that, if a product has both re-
stricted use(a) and general ure(s), both
of these uses may appear on a product
Inbeled for reatricted use. SBuch prod-
ucta shall be subject to the provisions
of § 102.10()u D),

(1) General Use Classtfication. Pesti-
cide prodicts bearing directiona for
use(s) classiflied general shall be ta-
beled with the exact words “Ceneral
Classification™ immediately below the
heading “Directions for Use.” And ref-
erence W the geners! clamsification
that suggesta or implies that the gen-
eral utliity of the pesticide extends
beyond Lhose purpores and uses con-
tatned In the Directions for Use will be
considered a false or misleading state-
ment under the statutory definitions
of misbranding.

(23) Restricted Use Classification
Pesaticide produets bearing direction
for usets) ciannified reatricted shail
beal atatements of restricted use clss-
sitiéation on the front panel as de-
actibed below:

(1) Front panel statement of restrict.
ed use classiTcation. (A) At the top of
the front panel of the Iabel, set In type
of the same minimum slizes an tequired
for human hazard slanal words (see
table tn § 162 10th I XIv)), and ApPpear-
Ing with sufficlent prominence relative
Ln olher text and geaphic material on

AFP"LLNDIX 1V-1
(cont inued)
§rer

Lhe front panel to make it unlikely to
be overlooked under cudtnmary condi
Uons of purchase and use, the atale-
ment “Restricted Uice Pesticide ° shall
AppeAr

(A) Directly below thia statement on
the front panel, & summary statement
of the terms of reatriction Impoeed as
a precondition to registratinn <hall
appear I use Is restricted 10 certilied
applicalors. the folinwing staliement i«
required. “‘For relall aale (o and e
only by Certifled Applicators or per
sona under thelr direct supervidon and
only for thore urrs rovered by the Crr
tifled Applicator's rertification ®  If,
however, other regulniory restrictiong
are imponed, the Adminietrator wil)
define the approprinte wording (or the
terms of reatriction by reguintion

(k) Advertiasing 1 Resrrved]
(40 FR 20368, July 3. 1973, 40 PFTX M,

Aur. 1, 1978; 40 FR 38471, Aug 21, 1978 an
amended at 43 PR 8788, Feb 9, 1978)

182.11 Criterin tne determinations of un.

umption. (1) A rebuttaple pre.
shall arise that a

want to
section 3(tX€) of the Act. & notice of

intent to pursuant
to section Art, or a
notice of In 8 heartne to
determine w regiatration

pesticide meejl or enceeds any of
the criterla for rfkk
zvh (axd) of

registrant shall have ¢
ays from the date auch n
Lo submit evidenre In rebut
preaumption; provided, how
at for good causr chnwn the Ad
trator may grant an addittonat <ialy
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APPENDIX IV-2

LABELING REQUIREMENTS OF THE FIFRA, AS AMENDED

APPLICABILITY PLACEMENT ON LABEIL
ITEM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
1 Product name All products Front panel Center front
panel
2 Company namne All products None Bottom front If registrant 1i1s not the producer, must
and address panel or end be qualifiied by "Packed for . . .,"
of label text "Distributed by. . .," etc.
3 Net contents All products None Bottom front May be in metric units in addltion to
panel or end U.S. units
of label text
h EPA Reg. No. All products None Front panel Must be 1n similar type size and run
parallel to other type.
5 EPA Est. No. All products None Front panel, May appear on the container instead of
immedlately the label.
before or
following
Reg. No.
6A Ingredients All products Front panel Immediately Text must run parallel with other text
statement following on the panel.
product name
68 Pounds/gallon Liguid products Front panel Directly below
statement where dosage the main
glven as 1lbs. ingredlents
ai/unit area statement
7 Front panel All products Front panel All front panel precautionary statements
precautionary must be grouped together, preferably
statements blocked. '
TA Keep Out of Reach | All products Front panel Above signal Note type slze requlrements.
of Children word
(Child hazard
warning)
B Signal word All products Front panel Immedlately Note type size requirements.
below child
hazard

warning




APPENDIX IV-2 (contlnued)

APPLICABILITY PLACEMENT ON LABEL
ITEM IABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
7¢C Skull & cross- All products Front panel Both in close
bones and word which are Cat- proximity to
POISON (in red) egory 1 based signal word
on oral, der-
mal, or inhala-
tion toxlcity
7D Statement of All products Category I: Front panel
practical in Categories ront panel for all.
treatment I, II, and IIL unless refer-
ral statement
is used.
Others:
Grouped with
side panel
precautionary
statements.
TE Referral All products Front panel
statement where pre-
cautionary.
labeling
appears on
other than
front panel.

8 Side/back panel All products None Top or side Must be grouped under the headings in
precautionary of back panel 8A, 8B, and 8C; preferably blocked.
statements preceding

directions
for use
8A Hazards to All products None Same as above Must be preceded by appropriate signal
humans and in Categories word.
domestlc I, II, and II1I
animals
8B Environmental All products None Same as above Environmental hazards include bee
hazards | caution where applicable.




APPENDIX IV-2 (continued)

for use

APPLICABILITY PLACEMENT ON LABEL
ITEM LABEL ELEMENT OF REQUIREMENT REQU1RED PREFERRED COMMENTS
8c Physical or All pressurized None Same as above
chemical products, others
hazards with flash
points under
150°F
QA Restricted All restricted Top center Preferably Includes a statement of' the terms of
block products of front blocked restriction. The words "RESIRICTED USE
panel PESTICIDE" must be same type size as
slgnal word.
9C Misuse All products Immediately
statement following
heading of
directions
for use
10A Reentry All In the Immediately
statement chollnesterase directions after misuse
N inhibitors for use statement
10C Storage and All products In the Immediately Must be set apart and clearly distin-
disposal block directions before guishable from from other directlons
for use specifie for use.
directions
for use or
at the end of
directions
for use
10D Directions All products None None May be in metric as well as U.S. units




Appendéix IV-3

PHYSICAL-CHEMICAL HAZARDS

Criteria

I.

II.

Pressurized Containers

A. Flashpoint at or below
20°F; or if there 1s a
flashback at any valve
opening.

B. Flashpoint above 20°F
end not over 80°F; or
if the flame extension
is more than 18 inches
long at a distance of
6 inches from the
valve opening.

C. ALL OTHER PRESSURIZED
CONTAINERS

Non-Pressurized Contalners

A. Flashpolnt at or below
20°F,

B. Flashpoint above 20°F

and not over B80°F.

C. Flashpoint over 80°F
and not over 150°F.

D. Flashpolnt above
150°F.

Required Label Statement

Extremely flammable.
Contents under pressure.
Keep away from fire, sparks,
and heated surfaces. Do not
puncture or incinerate
container. Exposure to
temperatures above 130°F

may cause bursting.

Flammable. Contents under
pressure. Keep away from
heat, sparks, and flame. Do
not puncture or incinerate
container. Exposure to
temperatures above 130°F

may cause bursting.

Contents under pressure.

Do not use or store near
heat or open flame. Do not
puncture or incinerate
container. Exposure to
temperatures above 130°F
may cause bursting.

Extremely flammable. Keep
away from fire, sparks, and
heated surfaces.

Flammable. Keep away from
heat and open flame.

Do not use or store near
heat and open flane.

None reguired.



Appendix IV-4

STORAGE AND DISPOSAL INSTRUCTIONS FOR PESTICIDES

All products are required to bear specific label instructions
about storage and disposal. Storage and disposal instructions
must be grouped together in the directions for use portion of
the label under the heading STORAGE AND DISPOSAL. Products
intended solely for domestic use need not include the heading
"STORAGE AND DISPOSAL." The STORAGE AND DISPOSAL heading
must appear in the minimum type size listed below:

Required type size

Size of label for the heading
front panel in STORAGE AND DISPOSAL
square inches (all capitels)

10 and under . . . . . . .. ... ... .6 point

Above 10 to 15 . . . . . . . ... . . . .8 point

Above 15 to 30 . . . . . . . .. .. . .10 point

Over 30. . . . . . . . . . ¢ . ¢ . . . . 12 point

Storage and disposal instructions must be set apart and
clearly distinguishable from other directions for use.
Blocking storage and disposal statements with a solid line 1s
suggested as a means of increasing their prominence.

A. Storage Instructions:

All product labels are required to have appropriate storage

instructions. Specific storage instructions are not prescribed.
Each registrant must develop his own storage instructions,

considering, when applicable, the following factors:

1. Conditions of storage that might alter the composition or
usefulness of the pesticide. Examples could be temperature
extremes, excessive moisture or humidity, heat, sunlight,
friction, or contaminating substances or media.

2. Physical requirements of storage which might adversely
affect the contaliner of the product and its ability to
continue to function properly. Requirements might include
positioning of the container in storage, storage or damage
due to stacking, penetration of moisture, and ability to
withstand shock or friction.

3. Speclfications for handling the pesticide container,
including movement of contailner within the storage area,
proper opening and closing procedures (particularly for
opened containers), and measures to minimize exposure
while opening or closing container.



Appendix IV-4
(continued)

4. Instructions on what to do if the cortainer 1is damaged in
any way, or if the pesticide is leaking or has been
spilled, and precautions to mlinimize exposure if damage occurs.

5. General precautions concerning locked storage, storage 1n
original container only, and separation of pesticlédes
during storage to prevent cross-contamination of other
pesticides, fertilizer, food, and feed.

6. General storage instructions for household products should
emphasize storage in original container and placement 1n
locked storage aresas.

B. Pesticide Disposal Instructions:

The label of all products, except those intended solely for
domestic use, must bear explicit instructions about pesticlde
disposal. The statements listed below contaln the exect wording
that must appear on the label of these products:

1. The labels of &ll products, except domestic use, must
contain the statement, "Do not contaminate water, food,
or feed by storage or disposal."

2. Except those products intended solely for domestic use,
the labels of all products that contain active ingredlents
appearing on the "Acutely Hazardous" Commercial Pesticide
Products List (RCRA "E" List) at the end of thils appendilx
or are assigned to Toxicity Category I on the basis of
oral or dermal toxicity, skin or eye irritation potential,
or Toxicity Category I or II on the basis of acute inhala-
tion toxlclty must bear the following pesticlde disposeal
statement:

"Pesticide wastes are acutely hazardous. Improper dis-
posal of excess pesticide, spray mixture, or rinsate 1is
a violation of Federal Law. If these wastes cannot be
disposed of by use according to label instructlons,
contact your State Pesticide or Environmental Control
Agency, or the Hazardous Weste representative at the
nearest EPA Regional Office for guidance."

The labels of all products, except those intended for
domestic use, containing active or 1nert ingredients
that appear on the "Toxic" Commercial Pesticide Products
List (RCRA "F" List) at the end of this appendix or

presently meet any of the criteria in Subpart C, 40 CFR
261 for a hazardous waste must bear the following pesticlde

disposal statement:
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"Pesticide wastes are toxic. Improper disposal of excess
pesticlde, spray mixture, or rinsate 1s a vioclation of
Federal Law. If these wastes cannot be disposed of by

use according to label instructions, contact your State
Pesticlde or Environmental Control Agency, or the Hazardous
Waste representative at the nearest EPA Regional Office

for guidance."

Labels for all other products, except those intended for
domestic use, must bear the following pesticlde disposal
statement:

"Wastes resulting from the use of this product may be
disposed of on site or at an approved waste disposal
facility."

3. Products intended for domestic use only must bear the

following disposal statement: "Securely wrap original
contalner in several layers of newspaper and discard in

trash."

C. Container Disposal Instructions

The label of each product must bear container disposal
instructions appropriate to the type of container.

1. All products intended for domestic use must bear one
of the following container disposal statements:

Container Type Statement

|Non-aerosol products Do not reuse container (bottle, can, jar).
(bottles, cans, jars)| Rinse thoroughly before discarding in trash.

Non-aerosol products Do not reuse bag. Discara bag in trash.
(bags)

|Aerosol products Replace cap and discard conteiners in
trash. Do not incinerate or puncture.
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2. The labels for all other products must bear container disposal
instructions, based on container type, listed below:

Container Type Statement

Metal Triple rinse (or equivalent). -Then offer
contaliners for recycling or reconditioning, or puncture
(non-aerosol) and dispose of in a sanitary landfill, or by

other procedures approved by state and local
authorities.

Plastic containers Triple rinse (or equivalent). Tnen offer
for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or
incineration, or, 1f allowed by state and
local authorities, by burning. If burned,
stay out of smoke.

Glass containers Triple rinse (or equivalent). Then aispose
of in a sanitary landfill or by other
approved stete and local procedures.

Fiber drums Completely empty liner by shaking and

with liners tapping sides and bottom to loosen clinging
particles. Empty residue into application
equipment. Then dispose of liner in a
sanitary landfill or by incineration 1if
allowed by state and local authorilties.

If drum is contaminated and cannot be
reusedl, dispose of in the same manner.
Paper and Completely empty bag into application
plastic bags equipment. Then dispose of empty bag in

a sanitary landfill or by incineration,

or, if allowed by State and local
authorities, by burning. If burned, stay
out of smoke.

Compressed gas Return empty cylinder for reuse (or
cylinders similar wording)

i/ Manufacturer may replace this phrase with one indicating
whether and how fiber drum may be reused.,
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Pesticides that are hazardous wastes under 40 CFR 261.33(e) and (f)
when discarded.

"Acutely Hazardous" Commercial Pesticides (RCRA "E" List)
Active Ingredients, (no inerts):

Acrolein

Aldicard

Aldrin

Allyl alcohol

Aluminum phosphide

4-Aminopyridine

Arsenic acid

Arsenlc pentoxide

Arsenlc trioxide

Calclum cyanide

Carbon disulfide

p-Chloroeaniline

Cyanides (soluble cyanide salts, not specified elsewere)

Cyanogen chloride

2-Cyclohexyl-4,6-dinitrophenol

Dieldrin

0,0-Diethyl S-[2-ethylthio)ethyl] phosphorodithioate
(disulfoton, Di-Syston)

0,0-Diethyl O-pyrazinyl phosphorothiocate (Zinophos)

Dimethoate

0,0-Dimethyl O-p-nitrophenyl phosphorothioate (methyl parathion)

4,6-Dinitro-o~cresol and salts

4,6-Dinitro-o-cyclohexylphenol

2,4 Dinitrophenol

Dinoseb

Endosulfan

Endothall

Endrin

Famphur

Fluoroacetamide

Heptachlor

Hexanethyl tetraphosphate

Hydrocyanic acid

Hydrogen cyanide

Methomyl

alpha-Naphthylthiourea (ANTU)

Nicotine and salts

Octamethylpyrophosphoramide (OMPA, schradan)

Parathion
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"pcutely Hazardous" Commercial Pesticldes (RCRA "E" List)
Active Ingredients continued:

Phenylmercuric acetate (PMA)
Phorate

Potassium cyanide

Propargyl alcohol

Sodium azlde

Sodium cyanide

Sodium fluoroacetate
Strychnine and salts
0,0,0,0-Tetraethyl dithiopyrophosphate (sulfotepp)
Tetraethyl pyrophosphate
Thallium sulfate

Thiofanox

Toxaphene

Warfarin

Zinc phosphlde
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"Toxlc" Commercial Pesticide Products (RCRA "F" List)
Active Ingredients:

Acetone

Acrylonitrile

Amitrole

Benzene

Bis(2-ethylhexyl)pthalate

Cacodylic acid

Carbon tetrachloride

Chlorael (hydrate)

Chlordane (technical)

Chlorobenzene

4-Chloro-m-cresol

Chloroform

o-Chlorophenol

4-Chloro-o-toluidine hydrochloride

Creosote

Cresylic acid

Cyclohexane

Decachlorooctahydro-l,3,U-metheno-2H-cyclobuta[c,d]-pentalen-?-one
(kepone, chlordecone)

1,2-Dibromo-3-chloropropane (DBCP)

Dibutyl phthalate

S-3,3-(Dichloroallyl diisopropylthiocarbamate (diallate, Avadex)

o-Dichlorobenzene

p-Dichlorobenzene

Dichlorodifluoromethane (Freon 12°%)

3,5-Dichloro-N-(1,1-dimethyl-2-propynyl) benzamide (pronamide,Kerb)

Dichloro diphenyl dichloroethane (DDD)

Dichloro diphenyl trichloroethane (DDT)

Dichlorethyl ether

2,4-Dichlorophenoxyacetic, esters and salts (2,4-D)

l,2-Dichloropropane

1,3-Dichloropropane (Telone)

Dimethyl phthalate

Ethyl acetate

Ethyl 4,4'-dichlorobenzilate (chlorobenzilate)

Ethylene dibromide (EDB)

Ethylene dichloride

Ethylene oxide

Formaldehyde

Furfural

Hexachlorobenzene

Hexachlorocyclopentadiene

Hexachloroethane

Hydrofluoric acid
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"Toxic" Commercial Pesticide Products (RCRA "F" List)
Active Ingredlents:

Isobutyl alcohol

Lead acetate

Lindane

Maleic hydrazide

Mercury

Methyl alcohol

Methyl bromlde

Methyl chloride

2,2'-Methylenebls (3,4,6-trichlorophenol) (hexachlorophene)
Methylene chloride

Methyl ethyl ketone

4-Methyl-2-pentanone (methyl 1sobutyl ketone)
Naphthalene

Nitrobenzene

p-Nitrophenol

Pentachloroethane

Pentachloronitrobenzene (PCNB)
Pentaclorophenol

Phenol

Phosphorodithicic acid, 0,0-diethyl, methyl ester
Propylene dichlorilde

Pyridine

Resorcinol

Safrole

Selenium disulfide

Silvex

l1,2,4,5-Tetrachlorobenzene
1,1,2,2-Tetrachloroethane
Tetrachloroethylene
2,3,4,6-Tetrachlorophenol

Thiram

Toluene

1,1,1-Trichloroethane

Trichloroethylene
Trichloromonofluoromethane (Freon 11%)
2,4,5-Trichlorophenol

2,4,6-Trichlorophenol
2,4,5-Trichlorophenoxyacetic acid (2,4,5-T)
Xylene
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"Toxic" Commercial Pesticide Products (RCRA "F" List)

Inert Ingredients:

Acetone
Acetonitrile
Acetophenone
Acryllc aclid
Aniline
Benzene
Chlorobenzene
Chloroform
Cyclohexane

Cyclohexanone
Dichlorodifluoromethane (Freon 12%)

Diethyl phthalate
Dimethylamine
Dimethyl phthalate
l1,4-Dioxane
Ethylene oxide

Formaldehyde

Formlc acid

Isobutyl alcohol

Meleic anhydride

Methyl alcohol (methanol)
Methyl ethyl ketone
Methyl methacrylate
Naphthalene

Saccharin and salts
Thiourea

Toluene
1,1,1-Trichloroethane
l,1,2-Trichloroethane
Trichlorofluoromethane (Freon 11
Vinyl chloride

Xylene



