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I. INTRODUCTION

EPA has established the Registration Standards program
in order to provide an orderly mechanism by which pesticide
products containing the same active ingredient can be reviewed
and standards set for compliance with FIFRA. The standards
are applicable to reregistration and future applications for
registration of products containing the same active ingredient.
Each registrant of a product containing an active ingredient
subject to this Standard who wishes to continue to sell or
distribute that product must bring his product and labeling
into compliance with FIFRA, as instructed by this Standard.

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

1. Studies that are acceptable to support the data
requirements for the currently registered uses of the pesticide.

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

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

The detailed scientific review, which is not contained
in this document, but is available upon requestl, focuses on
the pesticide active ingredient. The scientific review
primarily discusses the Agency's evaluation of and conclusions
from available data in its files pertaining to the pesticide
active ingredient. However, during the review of these data
the Agency is also looking for potential hazards that may be
associated with the end use products that contain the active
ingredient. The Agency will apply the provisions of this
Registration Standard to end use products if necessary to
protect man and the environment.

lThe scientific reviews may be obtained after April 1, 1988
from the National Technical Information Service,

5285 Port Royal Road, Springfield, Virginia 22161
(703-487-4650).
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EPA's reassessment results in the development of a
regulatory position, contained in this Registration Standard,
on the pesticide and each of its registered uses. See
Section IV - Regulatory Position and Rationale. Based on its
regulatory position, the Agency may prescribe a variety of

steps to be taken by registrants to maintain their registrations
in compliance with FIFRA. These steps may include:

1. Submission of data in support of product registration;
2. Modification of product labels;

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

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

5. Modification of uses or formulation types; or
6. Specification of packaging limitations.

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

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

‘'of uses of the pesticide which have been determined to cause
unreasonable adverse effects on the environment.

EPA has authority under the Data Call-In (DCI) provisions
of FIFRA sec. 3(c)(2)(B) to require that registrants submit
data to answer our questions regarding the chemical, toxicological,
and environmental characteristics and fate of a pesticide.
This Registration Standard lists the data EPA believes are
necessary to resolve our concerns about this pesticide.
These data are listed in the Tables A, B, and C in Appendix I.
Failure to comply with the DCI requirements enumerated in
this Registration Standard may result in issuance by EPA of a
Notice of Intent to Suspend the affected product registrations.

Registrants are reminded that FIFRA sec. 6(a)(2) requires
them to submit factual information concerning possible unreason-
able adverse effects of a pesticide at any time that they
become aware of such information. Registrants should notify
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the Agency of any information, including interim or preliminary

results of studies, if those results suggest possible adverse
effects on man or the environment. This requirement continues

as long as the products are registered by the Agency.
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II. CHEMICAL(S) COVERED BY THIS STANDARD

A. Description of chemical(s)

The following chemical(s) are covered by this Registration
Standard:

Common name: Sulfotepp
Chemical name: ©0,0,0',0'~ tetraethyl dithiopyrophosphate
CAS Number: 3689-24-5

Sulfotep is the British Standards Institution (BSI) and
International Organization for Standardization (ISO) approved
common name of an acaricide/insecticide registered in the U. S.

by Centerchem, Inc., Fuller Systems, Inc., and Plant Products
Corp. The molecular structure is depicted below.

S S
ol
(C2H50) 2P-0-P(0OC2H5) 2
OPP (Shaughnessy) Number: 079501
Empirical Formula: CgH2005P2S?
Trade names: Bladafume, Dithio, Dithione, and Thiotepp.

Description of physical characteristics of chemical:
Pale yellow liquid with a boiling point of 136-139°C at
2 mm Hg; specific gravity of 1.196 d25/4 °C; solubility
of 25 mg/l1 water at room temperature; completely misci-
ble with chloromethane and most organic solvents; a
vapor pressure of 22.6 mPa at 20°C.

B. Use Profile

Type of Pesticide: Insecticide/Acaricide
First Registration: 1951

Pests Controlled: aphids, mealybugs, spider mites, thrips,
scales, whiteflies

Registered Uses: commercial greenhouses, non-food
Predominant Use(s): azaleas, carnations, chrysanthemums,
geraniums, roses, snapdragons

Mode of Activity: organophosphate, non-systemic, contact

Formulation Types Registered: technical material, ready-
to-use solution, impregnated materials

Method(s) of Application: liquid fog, smoke generating
impregnated materials
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IITI. AGENCY ASSESSMENT

The Agency has reviewed all data in its files as of
March 8, 1988 supporting the registration of sulfotepp.
Data received by the Agency after this date have not been
reviewed for the purposes of this Standard. This section
discusses the Agency's scientific findings and conclusions
based on these data.

A. SUMMARY

The main area of concern is for human exposure to
airborne residues of sulfotepp when used in greenhouses,

since this chemical is known to be highly acutely toxic.
There are major data gaps in the areas of toxicology, en-

vironmental fate, exposure to humans, ecological effects,
and product chemistry.

1. TOXICOLOGY

No data are available that meet the Agency's
Guideline requirements for the toxicity of sulfotepp.
However, data available in the public literature indicate
that sulfotepp is highly toxic. In addition, some data
on human poisonings are available, but there is no conclu-
sive evidence of a significant poisoning problem due to
the pesticide. Studies to fulfill all acute toxicity
requirements are required, including an acute delayed
neurotoxicity study in the hen. Subchronic 2l1-day dermal
and 90-day inhalation studies are required. A 90-day
neurotoxicity study is reserved depending on the results
from the acute delayed neurotoxicity study. A teratology
study in one species is required and all mutagenicity
studies are required.

2. ENVIRONMENTAL FATE

There are no available environmental fate studies on
sulfotepp. Therefore, groundwater contamination potential
cannot be assessed at this time. Because of toxicological
concerns involving acute hazards (see above), an interim

reentry interval in accordance with the proposed § 170.66
of 40 CFR as it pertains to application of smokes, mists,

fogs and aerosols in greenhouses is being imposed for the
registered uses of sulfotepp. Once adequate data have been

submitted and evaluated, the Agency will reconsider this
issue. The following list summarizes the environmental

fate data requirements for sulfotepp.

Environmental Fate Data Requirements Summary

DEGRADATION STUDIES - LAB
Hydrolysis
Photodegradation - air



METABOLISM STUDIES -~ LAB
Aerobic metabolism - soil

MOBILITY STUDIES

Adsorption/desorption studies (batch equilibrium study is
preferred)

Volatility (lab)

Volatility (field) - [reserved]

REENTRY PROTECTION

Air monitoring of toxicologically significant residues are
required for purposes of calculating human exposure (no

actual monitoring of human inhalation exposure is to be
conducted).

3. ECOLOGICAL EFFECTS

Terrestrial

No data are available for any terrestrial species.
An avian single-dose acute oral LDgg study and a subacute
dietary ILCsp study using the bobwhite quail are required.
No data are required for toxic effects on wild mammals or
on honey bees for the existing indoor use patterns.

Aquatic

Freshwater Invertebrates and Fish

The available data indicate that sulfotepp is highly
toxic to the rainbow trout and bluegill sunfish. No data
are available on effects on freshwater invertebrates. The

fish studies only partially fulfill the Agency's data re-
quirements, but may be acceptable if additional data con-

cerning the studies are submitted. An acute LCgg study
on aquatic invertebrates is required.

Ecological Effects Data Requirement Summary

The following data are required for the present use pat-
terns:

Avian single-dose oral LDgg (bobwhite quail)
Avian dietary LCsg in one species (bobwhite quail)
Fish acute LCgyg

Acute LCgp on aquatic invertebrates

4. RESIDUE CHEMISTRY




There are no registered uses of sulfotepp on agricul-
tural crops. Residue chemistry data are not required to

support the registered uses of sulfotepp on greenhouse
non-food crops, except for chemical identity and directions
for use. These requirements may be met by submission of
the required product chemistry data discussed below.

5. PRODUCT CHEMISTRY

a. PRODUCT IDENTITY AND COMPOSITION

61l-1. Product Identity and Disclosure of Ingredients

Sulfotep is the British Standards Institution (BSI)
and International Organization for Standardization
(IS0) approved common name of an acaricide/insecti-
cide registered in the U. S. by Centerchem, Inc.,

Fuller Systems, Inc., and Plant Products Corp. The
molecular structure is depicted below.

s s
]

(C2H50) 2P-0-P(0OCoH5) 2

0,0,0',0'-tetraethyl dithiopyrophosphate is the chemi-
cal name (International Union for Pure and Applied
Chemistry). Other chemical, common, and trade names -
include: tetraethyl thiodiphosphate (9th Collective
Index), tetraethyl thiopyrophosphate (8th Collective
Index), thiodiphosphoric acid tetraethyl ester,
ASP-47, Bayer E 393, Bladafume, Dithio, Dithione,
sulfotepp (Entomological Society of America approved),
and Thiotepp.

Other identifying characteristics and codes are:

Empirical Formula: CgHy0O05P2S5

Molecular Weight: 322.3

CAS Registry No.: 3689-24-5

Shaughnessy No.: 079501

Wiswesser Line-Formula Notation*
20PS&02&0PS&02&02

U. S. Department of Agriculture: ENT 16 273

* A single-line representation of the structural formula
for organic chemical molecules.
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The above information was obtained from the following
sources: Acceptable Common Names and Chemical Names
for the Ingredient Statement on Pesticide Labels, 4th
Ed., 1979, p. 225; British Crop Protection Council,
The Pesticide Manual - A World Compendium, 7th Ed.,
1980, p. 498; Farm Chemicals Handbook '88, p. C33;
and Analytical Reference Standards and Supplemental
Data: The Pesticide and Industrial Chemicals Reposi-
tory, 1984, p. 98.

The sulfotepp technical products are summarized in
Table 1. Confidential Statements of Formula were not
available in the registration jackets for EPA Reg.
Nos. 8241-5 and 9382-4.

Table 1. Technical sulfotepp products.

Percent Active EPA Reg. No. Registrant
95 1327-39 Fuller Systems, Inc.
95 8241-5 Plant Products Corp.
90 9382-4 Centerchem, Inc.
61-2. Description of Beginning Materials and Manu-

facturing Process

No description has been submitted for this topic by

- the registrants. The following manufacturing process

was obtained from Marshall Sittig's Pesticide Manu-

facturing and Toxic Materials Control Encyclopedia,
pp. 689-690.

Sulfotep is manufactured by reaction of sulfur
with tetraethylpyrophosphate (TEPP) or 0O,0-di-
ethyl phosphorochloridothioate and aqueous sod-
ium carbonate in the presence of pyridine.

61-3. Discussion of the Formation of Impurities

No discussion was submitted for this topic by the
registrants.

ANALYSIS AND CERTIFICATION OF PRODUCT INGREDIENTS

62-1. Preliminary Analysis

No data were submitted for this topic by the regis-
trants.
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62-2. Certification of Ingredient Limits

Only ingredient limits of the Fuller System, Inc.

95% technical product are known. No data were sub-
mitted for this topic by the other registrants.

62-3. Analytical Methods to Verify Certified Limits

No methods were submitted for this topic by the reg-
istrants.

c. PHYSICAL AND CHEMICAL CHARACTERISTICS

No data pertaining to the physical and chemical
characteristics of any technical product have been
submitted. Summarized in Table 2 are physical and
chemical properties of the PAI obtained from the
British Crop Protection Council, The Pesticide Man-
ual - A World Compendium, 7th Ed., 1980, p. 498.
This information is provided for reference purposes
only.

Table 2. Physical and chemical properties of pure
sulfotepp.

Guidelines Reference
No., 40 CFR 158, Subpt C

Name of Property Description

63-2. Color pale yellow

63-3. Physical state liquid

63-6. Boiling point 136-139°C/2mm Hg
63-7. Specific gravity 1.196 d425/4°C

63-8. Solubility 25 mg/l water at room

temperature; completely
miscible with chloromethane
and most organic solvents

63-9. Vapor pressure 22.6 mPa at 20°C

Product Chemistry Data Requirements Summary

Product Identity and Composition

Product Identity and Disclosure of Ingredients
Description of Beginning Materials
and Manufacturing Process
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Discussion of Formation of Impurities

Analysis and Certification of Product Ingredients

Preliminary Analysis of Product Samples
Certification of Ingredient Limits
Analytical Methods to Certify Limits

Physical and Chemical Characteristics

Color

Physical State

Odor o

Melting Point .

Boiling Point

Density, Bulk Density or Specific Gravity
Solubility

Vapor Pressure

Dissociation Constant

Octanol/Water Partitioning Coefficient
pH

Stability

Oxidizing or Reducing Action
Flammability

Explodability

Storage Stability

Viscosity

Miscibility

Corrosion Characteristics
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B. PRELIMINARY RISK ASSESSMENT

As previously discussed briefly above, there are no data
available on technical sulfotepp satisfying the basic toxi-
cology requirements of the Guidelines. Therefore, no prelimi-
nary risk assessment is possible at this time. In the absence
of such an assessment, the toxicology summary is presented
below.

1. Toxicology Summary

Sulfotepp is a restricted use pesticide. It is used on
greenhouse nonfood crops (ornamental plants and forest
trees), for control of aphids, mealybugs, spider mites,
scales, thrips and whiteflies. 1In the past, sulfotepp

has been known to be an impurity in the pesticide, Diazi-
non. From the toxicity data on Diazinon, the Agency is
aware that sulfotepp is highly acutely toxic. However,

no data are available on the Technical Product. No toler-
ances exist for sulfotepp. No studies are available for
registered uses. Data required are listed in Tables A and
B in Appendices I, the Data Appendices.

2. ADI Reassessment

An ADI reassessment is not necessary because there
are no approved tolerances for sulfotepp.

C. OTHER SCIENCE FINDINGS

l. Exposure Assessment:

The Agency does not have any exposure data on sulfotepp.

Data are required to do an assessment of exposure under
40 CFR 158.390 and these data are listed in Table A.

The only health statistics available for sulfotepp come

from California. The ratio of poisonings to applica-
tions reported in 1981-1984 was somewhat higher than the
average reported for 54 selected pesticides, but not un-
usually high. This ratio is based on a single poisoning
only (to a chamber fumigator). There was only one other
poisoning in California since 1975, which was listed as

a worker exposed to drift or residue in 1977. Given
these data, there is no conclusive evidence of a signifi-
cant poisoning problem due to sulfotepp.

2. Ecological Effects

a. Ecological Effects Profile

Freshwater fish acute toxicity data indicate that sulfo-
tepp is highly toxic to the rainbow trout [LCs0 = 1.0
(0.8 - 1.3) ppm] and bluegill sunfish [LCgg = 0.36 (0.27
- 0.46 ppm)].
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b. Ecological Hazard Assessment

Sulfotepp is registered only for indoor greenhouse use on
ornamental plants. Ecological hazard assessments are not
performed for indoor uses.

D. TOLERANCE REASSESSMENT

A tolerance reassessment is not necessary since there are

no registered uses for sulfotepp that require tolerances under
FFDCA.
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IV. REGULATORY POSITION AND RATIONALE

A. REGULATORY POSITIONS AND RATIONALES

Based on review and evaluation of the limited data avail-
able and other relevant information on sulfotepp the Agency has
made the following determinations:

1. Sulfotepp is not a candidate for Special Review at
this time.

Rationale: Since available data are quite limited, the Agency
is not yet able to make a determination as to whether any of

the criteria specified in 40 CFR 154.7 have been met or
exceeded.

2. Restricted use

The current position stated in 40 CFR 162.31 that all

products containing the active ingredient sulfotepp must
bear labeling for RESTRICTED USE is to be continued,
based on an acute inhalation hazard to humans.

Rationale: There is sufficient information of a collateral
nature based on sulfotepp as an impurity in Diazinon for the
Agency to conclude that sulfotepp is highly acutely toxic to

mammals, and by inference to humans. Data to characterize the
risk are required.

3. Groundwater concerns

The Agency is requiring submission of the minimal studies
needed for determination of the groundwater contamination
potential of sulfotepp. These include laboratory degre-
dation studies on hydrolysis (161-1) and photodegradation
in air (161-4): a laboratory metabolism study for aerobic
soil organisms (162-1); and mobility studies on adsorp-
tion/desorption (163-1), and volatility in the laboratory
(163-2). The mobility study on volatility in the field
(163-3) is being reserved at the present time, but may be
required depending on the results of laboratory studies.

Rationale:. Since it is not possible to determine the groundwater
contamination potential without data on the environmental fate

of a pesticide and since the aforementioned studies are required
by the Guidelines for any pesticide used on greenhouse non-food
crops, these studies are necessary in order to fill the data

gaps for the environmental fate of sulfotepp. The laboratory
study on photodegradation in air is being required due to the
high vapor pressure of sulfotepp [1.7x10~4 mm Hg or 22.6 mPa at
20°C.] and the possibility that fumes may be sensitive to photo-
degradation.
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4. Reentry requirements

The Agency has determined that the present reentry
requirements of from 1.5 hours to overnight, and
ventilation of the greenhouse structure for one or

two hours, are inadequate to fully protect humans
exposed to airborne residues of sulfotepp. An interim
reentry interval in accordance with proposed Subpart F,
§ 170.66 of 40 CFR, as it pertains to application of
smokes, mists, fogs or aerosols in greenhouses is being
imposed for the uses of sulfotepp until adequate data
have been submitted and evaluated.

Rationale: Reentry data are required for sulfotepp under

40 CFR § 158.390. Those data are required by § 158.390 if the
pesticide and its use patterns meet both of certain toxicity and
exposure criteria. Sulfotepp meets these criteria.

In the case of sulfotepp, human exposure monitoring data must
not be submitted. 1In other cases, human exposure monitoring
data have been accepted when the Registrants chose to submit
those, but the hazard at high levels of airborne sulfotepp resi-
dues could be so great that those data must not be gathered.
Therefore, the Agency is requiring monitoring of toxicologically
significant residues in air over a given time period.

According to the provisions of proposed § 170.66(a), no worker
shall be allowed or directed to enter or remain in a reentry-
restricted area before the reentry interval specified in para-
graph (b) has expired, unless: (1) The worker will have no con-
tact with pesticide residues on treated surfaces or in soil,
water, or air; or (2) The following requirements for early re-
entry workers are met: (i) Personal protective equipment spec-
ified on the pesticide labeling for early reentry activities is
worn; (ii) Duties related to personal protective equipment
specified in § 170.16 are met; (iii) Decontamination provisions
specified in § 170.18 are available; (iv) Training specified in
§ 170.12(b) is given; (v) Any other requirement regarding early
reentry specified on the pesticide labeling is met.

§ 170.66(b) as proposed, states in (2) that for any pesticide
applied in the form of a smoke, mist, fog or aerosol [in the
greenhouse], the reentry-restricted area shall be the entire
nonporous enclosed area within which the pesticide is applied
until the reentry interval specified on the pesticide labeling
has expired. Since sulfotepp has a vapor pressure such that it
behaves like a fumigant, the Agency is imposing a reentry inter-
val in accordance with § 170.66(b)(1), which states:

For any pesticide identified on the pesticide labeling as a
fumigant, the reentry-restricted area shall be the entire
nonporous enclosed area within which the pesticide is ap-

plied. The reentry interval shall extend until all vapors
have dispersed, as defined by one of the following criteria:
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(i) Two hours of ventilation using fans or other mechanical
ventilation systems.

(ii) Four hours of ventilation using vents, windows or
other passive ventilation systems.

(iii) Eleven hours with no ventilation, followed by one
hour of mechanical ventilation.

(iv) Eleven hours with no ventilation, followed by two
hours of passive ventilation.

(v) Twenty-four hours with no ventilation.

(vi) The air concentration of the fumigant is measured to
be less than or equal to the permissible exposure level
specified on the product labeling.

Since (vi) is not applicable until the registrants have submit-
ted air monitoring data in accordance with § 158.390 to estab-
lish a permissible exposure level for sulfotepp, and (v) would
not allow the present common practice of overnight treatments
of greenhouses to continue during the data-gathering phase, the
Agency proposes to limit the reentry interval options to (i)
through (iv), as described in Sec. IV.D. below.

5. Protective clothing requirements are being imposed as
labeling amendments for all registered products con-
taining sulfotepp for end-use application in commercial
greenhouses, as described in Sec. IV.D. below.

Rationale: Sulfotepp is highly acutely toxic (approx. 5 mg/kg
acute oral LDgsg to rat according to Pesticide Index - Fourth
Edition, 1969, p. 356, D. E. H. Frear, editor). Although we
do not have a complete toxicological data base or enough in-
formation to allow a preliminary risk assessment to be made,
the early history of use recognized the acute hazard involved
and called for the use of protective clothing. To come into
compliance with FIFRA, uniform wording will be required in
order to standardize the text on current labels.

6. Labeling regquirements

The requirements specified in Section IV.D.3. below
and in the Labeling Appendices must be satisfied, as
appropriate, for all products containing sulfotepp,
whether the products are used in the formulation or

manufacture of end-use products containing sulfotepp
or as end-use products for treating greenhouse flower

crops (non-food) of azaleas, carnations, chrysanthemums,
geraniums, roses and snapdragons, applied as liquid fog

or smoke-generating impregnated materials.
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7. Studies that will receive immediate review.

The Agency has identified certain data that will receive
immediate review when submitted.

Rationale: Certain of the data being required by the Agency
are essential to resolve risk concerns, or may trigger the need
for further studies which should be initiated as soon as possi-
ble. The following studies have been identified to receive
immediate review.

40 CFR §158.290 Environmental Fate

161-1 Hydrolysis
161-4 Photodegradation in Air
162-1 Aerobic Soil Metabolism

163-1 Adsorption/Desorption
163-3 Volatility (Lab)

§158.340 Toxicology

81-1 Acute Oral - Rat
81-2 Acute Dermal

81-3 Acute Inhalation - Rat

81-4 Eye Irritation - Rabbit

81-5 Dermal Irritation - Rabbit

81-6 Dermal Sensitization - Guinea Pig
81-7 Acute Delayed Neurotoxicity - Hen

§158.490 Ecological Effects

71-1 Avian Single-Dose Oral LDgqg

71-2 Avian Dietary LCsgg

72-1 Fish Acute LCsgg

72-2 Acute LCsg Aquatic Invertebrates
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8. Continuation of registration.

While data gaps are being filled, currently registered
manufacturing use products (MPs) and end use products (EPs)
containing sulfotepp may be sold, distributed, formulated
and used. Registrants must provide or agree to develop
additional data, as specified in the Data Appendices, in
order to maintain existing registrations.

Rationale: Under FIFRA, the Agency does not normally cancel
or withhold registration simply because data are missing or
are ‘inadequate (see FIFRA sec. 3(c)(2)(B) and 3(c)(7)).

Issuance of this Standard provides a mechanism for identifying
data needs and labeling changes arising from available data.
Required data will be reviewed and evaluated, after which

the Agency will determine if additional regulatory changes

are necessary.

B. CRITERIA FOR REGISTRATION

To be registered or reregistered under this Standard,
products must contain sulfotepp, bear required labeling, and
conform to the product composition, acute toxicity limits,
and use pattern requirements listed in this section.

C. ACCEPTABLE RANGES AND LIMITS

1. Product Composition Standard

To be registered or reregistered under this Standard,
manufacturing-use products (MPs) must contain sulfotepp.
Each MP formulation proposed for registration must be fully
described with an appropriate certification of limits, stating
maximum and minimum amounts of the active ingredient and
inert ingredients which are present in products, as well as
impurities found at greater than 0.1%.

2. Acute Toxicity Limits

In order to remain in compliance with FIFRA, the Agency
will require that product labeling of technical grade and
manufacturing-use products containing sulfotepp bear approp-
riate precautionary statements for the acute toxicity category
in which each product is placed.

3. Use Patterns

To remain in compliance with FIFRA, manufacturing-use
products may be labeled for formulation into end-use products
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only for the commodities listed below. The EPA Compendium
of Acceptable Usesl lists all registered uses, as well as
approved maximum application rates and frequencies.

-Greenhouse non~-food use on:

Azaleas
Carnations

Chrysanthemums
Geraniums

Roses
Snapdragons

1 The Compendium may be obtained from the National Technical
Information Service, 5285 Port Royal Road, Springfield,
Virginia 22161 (703-487-4650).
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D. REQUIRED LABELING

In order to remain in compliance with FIFRA, manufacturing
use products {(and end~use products, if covered by Standard)
must bear appropriate labeling as specified in 40 CFR 135,10,
Appendix II contains information on lLabel requirements.

No pesticide product containing sulfotepp may be released
for shipment by the registrant after September 30, 1989,
unless the product bears an amaandael Tabal which ooHuaplies
with the raais2neats of this Standard.

No pesticide product containing sulfotepp may be dis-
tributed, sold, offered for sale, held for sale, shipped,
delivered for shipment, or received and (having be2a s
received) deilivzced or offarsd to be delivered by any parson
aftar September 30, 1990, unless the product bears an amended
label which complies with the requirements of this Standard.

The following specific information mist —ppaar ¥ e

labeling in order for produacis Lo remain in compliance with
FIFRA:

1. Ingredients Statement

The ingredient statement for MPs in.st Lial il 08 7o
ingredient as:

0,0,0"',0"'=tetrasriiyl dithiopyrophospli~ie

2. Use Pattern Statemani.s

All manufacturing-use products musit sitaba ivak thay
are intended >y~ Formilation into aal-use products for
acceptable use patterns. Labeling must specify sites,
which are listed in Use Patterns, Section C.3. However,
no use may Ha inclialad on the label where the ragisircaat
fails to agree to comply with the data requiremanis iLa
TABLE A for that use pattern.
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Precautionary Statements

a.

Statements applicable to all products

GENERAL WARNINGS AND LIMITATIONS: Sulfotepp is
classified as a RESTRICTED USE PESTICIDE by Title 40,
Code of Federal Regulations, Part 162, Section 31, on
the basis of its acute inhalation hazard to humans.

Statements for Manufacturing-Use Products

ENVIRONMENTAL HAZARDS:

This pesticide is toxic to fish. Do not discharge
effluent containing this product directly into
lakes, streams, ponds, estuaries, oceans, wetlands,
or public waters unless this product is specifically
identified and addressed in a 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

Environmental Protection Agency.

Statements for End-Use Products'

RESTRICTED USE:

RESTRICTED USE PESTICIDE

Due to very high acute inhalation toxicity to humans.

For retail sale to and use only by Certified Applicators
or persons under their direct supervision and only for
those uses covered by the Certified Applicator's
certification.

General Warnings and Limitations:

Close all greenhouse vents prior to use. Block or
barricade entries and post warning signs. Do not
place generators on wood or other flammable materi-
als as fire hazard may result.

Reentry Statement: Reentry after applying is restric-
ted until one of the following intervals has elapsed:

(1) Two hours of ventilation using fans or other me-
chanical ventilation systems.

(2) Four hours of ventilation using vents, windows or
other passive ventilation systems.
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(3) Eleven hours with no ventilation, followed by one
hour of mechanical ventilation.

(4) Eleven hours with no ventilation, followed by
two hours of passive ventilation.

If necessary to reenter the greenhouse for any reason
during the specified intervals after application,

protective clothing described in the Worker Protection
Statement must be worn. All greenhouses must be posted

during the exposure period and until safe to reenter.

Worker Protection Statement:

WEAR THE FOLLOWING PROTECTIVE CLOTHING DURING LOADING,
APPLICATION, EQUIPMENT REPAIR, EQUIPMENT CLEANING, EARLY
REENTRY TO TREATED AREAS, AND DISPOSAL OF THE PESTICIDE.

Wear a protective suit of one or two pieces that
covers all parts of the body except the head, hands, and
feet. Wear chemical-resistant gloves and chemical-resis-
tant shoes, shoe coverings, or boots. Wear goggles and a
pesticide respirator approved by the National Institute
for Occupational Safety and Health (NIOSH) and the Mine
Safety and Health Administration (MSHA) at all times
during application and early reentry to treated areas.

IMPORTANT! Before removing gloves, wash them with
soap and water. Always wash hands, face, and arms with
soap and water before smoking, drinking, eating, or use
of the toilet.

AFTER WORK, that is, immediately after completing
work with this pesticide, take off all clothing and
shoes. Shower using soap and water. Do not reclothe
with contaminated clothing and shoes. Wash protective
clothing and protective equipment with soap and water
after each use. Respirators must be cleaned and filters
replaced according to the instructions included with the
respirators. Personal clothing worn during use must De
laundered separately from household articles. Clothing
and protective equipment heavily contaminated, so that
routine maintenance with soap and water cannot remove
spilled or undiluted sulfotepp from any drenched non-
chemical-resistant protective suit, must be destroyed
according to State and local regulations. HEAVILY CON-
TAMINATED CLOTHING CANNOT BE ADEQUATELY DECONTAMINATED.

4., Directions for Use

a. Statements for Manufacturing Use Products

The following identifying phrase must appear directly
below the product name:
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"An ‘insecticide for formulating use only."

The following statement must appear in the Directions
for Use section of the label:

"Formulators using this product are responsible for
obtaining EPA registration of their formulated prod-
uct."

In the Directions for Use, the following statement
regarding acceptable use patterns must appear:

"For formulation into end-use insecticide products
intended only for greenhouse ornamental flowers:

azaleas, carnations, chrysanthemums, geraniums,
roses, and snapdragons."

Statements for End-Use Products

The following statement must appear in the Direc-

tions for Use section of the label for all end-use
products:

"Calculate volume in cubic feet of greenhouse space

to be treated in order to determine amount of prod-
uct required for application. Use only this amount."

The following paragraph or similar wording should

appear in the Directions for Use section for all
end-use products:

"General Application and Use Directions:

Apply in greenhouses with ornamental plants only.
Do not use on edible plants. Turn off all misting
systems. Keep generators a minimum of 2 feet away
from plants. Temperatures in the greennouse should
be between 70°F to 90°F (21.1°C to 32.2°C). Foli-
age and blooms should be free of moisture and rela-
tive humidity should be low. Soil should be moist
but do not water on the day of application. Do not
apply on rainy or windy days. Pick open blooms be-
fore application."

The following optional wording is recommended for
smoke generator products:

"Where the greenhouse being fumigated is large
enough to require that generators be placed in more
than one walk, it is recommended that one person be
assigned to light the generators in each walk start-
ing at the end farthest from the exit, so that the
fumigation in each walk may start simultaneously and
all persons exit from the house simultaneously."”



-23-

V. PRODUCTS SUBJECT TO THIS STANDARD

All products containing one or more of the pesticides
identified in Section II.A. are subject to certain requirements
for data submittal or changes in composition, labeling or
packaging of the product. The applicable requirements depend
on whether the product is a manufacturing or end use product
and whether the pesticide is the sole active ingredient or
one of multiple active ingredients.

Products are subject to this Registration Standard as
follows:

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

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

manufacturing use product.

2. The data requirements listed in Tables A and B2

3. The labeling requirements specified for manufacturing
use products in Section IV.

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

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

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

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

1. The data requirements listed in Table A.

2. The labeling requirements specified for manufacturing
use products in Section IV.

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

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

2. If eligible for the generic data exemption3, the
data requirements listed in Table C.

3. If not eligible for the generic data exemption, the

data requirements listed in Table A and the data require-
ments listed in Table C.

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

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

1. If not eligible for the generic data exemption,
the data requirements listed in Tables A and C.

3 If you purchase from another producer and use as the

source of your active ingredient only EPA-registered products,
you are eligible for the generic data exemption for generic
data concerning that active ingredient (Table A) and product-
specific data for the registered manufacturing use product
you purchase (Table B).

Two circumstances nullify this exemption:

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

2) 1I1If no producer subject to the generic data requirements
in Table A agrees to submit the required data, all end use
producers lose the exemption, and become subject to the data
requirements in Table A.
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2. If eligible for the generic data exemption, the
data requirements listed in Table C.

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

VI. REQUIREMENT FOR SUBMISSION OF GENERIC DATA

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

A. What are generic data?

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

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

B. Who must submit generic data?

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

If you are granted a generic data exemption, you rely on
the efforts of other persons to provide the Agency with the
required data. If the registrants who have committed to
generate and submit the required data fail to take appropriate
steps to meet the requirements or are no longer in compliance
with this data requirements notice, the Agency will consider

4 Registrations granted after issuance of this Standard will
be conditioned upon submittal or citation of the data listed
in this Registration Standard.
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that both they and you are not in compliance and will normally
initiate proceedings to suspend the registrations of both

your product(s) and their product(s) unless you commit to submit
and submit the required data in the specified timeframe. 1In
such cases, the Agency generally will not grant a time extension
for submitting the data.

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

If you apply for a new registration for products containing
this active ingredient after the issuance of this Rpglstratlon
Standard, you will be required to submit or cite generic data
relevant to the uses of your product if, at the time the
application is submitted, the data have been submitted to the
Agency by current registrants. If the required data have not
yet been submitted, any new registration will be conditioned
upon the new registrant's submittal or citation of the
required data not later than the date upon which current
registrants of similar products are required to provide such
data. See FIFRA sec. 3(c)(7)(A). 1If you thereafter fail to
comply with the condition of that registration to provide
data, the registration may be cancelled (FIFRA sec. 6(e)).

C. What generic data must be submitted?

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

D. How to comply with DCI requirements.

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

1. You will submit the data yourself.

2. You have entered into an agreement with one or more
registrants to jointly develop (or share in the cost of
developing) the data, but will not be submitting the data
yourself. If you use this method, you must state who will
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EPA with documentary evidence that an agreement has been

formed which allows you to rely upon the data to be submitted.
Such evidence may be: (1) your letter offering to join in

an agreement and the other registrant's acceptance of your
offer, (2) a written statement by the parties that an agreement
exists, or (3) a written statement by the person who will be
submitting the data that you may rely upon its submittal.

The Agency will also require adequate assurance that the

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

not specify all of the terms of the final arrangement between
the parties or a mechanism to resolve the terms.

If you and other registrants together are generating or
submitting requested data as a task force or consortium, a
representative of the group should request a Joint Data
Submitter Number, as part of your 90-day response. The
request must include the following information:

a A list of the members of the consortium;

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

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

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

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

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

3. You have attempted to enter into an agreement to
jointly develop data, but no other registrant has accepted

your offer. VYou request that EPA not suspend your registration
for non-compliance with the DCI. EPA has determined that,

as a general policy, it will not suspend the registration of

a product when the registrant has in good faith sought and
continues to seek to enter into a data development/cost

sharing program, but the other registrants developing the

data have refused to accept its offer. [If your offer is
accepted, you may qualify for Option 2 above by entering

into an agreement to supply the data.]

In order to qualify for this method, you must:

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

2. Provide us with a copy of your offer to the other
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registrant and proof of the other registrant's receipt of your
offer (such as a certified mail receipt). Your offer must,

at a minimum, contain the following language or its equivalent:

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

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

The remainder of your offer may not in any way attempt to
limit this commitment. If the other registrant to whom your
offer is made does not accept your offer, and if the other
registrant informs us on a DCI Summary Sheet that he will
develop and submit the data required under the DCI, then you
may qualify for this option. 1In order for you to avoid
suspension under this method, you may not later withdraw or
limit your offer to share in the burden of developing the
data.

In addition, the other registrant must fulfill its
commitment to develop and submit the data as required by this
Notice in a timely manner. If the other registrant fails to
develop the data or for some other reason would be subject to
suspension, your registration as well as that of the other
registrant will normally be subject to initiation of suspension
proceedings, unless you commit to submit and submit the required
data in the specified timeframe. In such cases, the Agency
generally will not grant a time extension for submitting the data.

4. You request a waiver of the data requirement. 1If
you believe that a data requirement does not (or should not)
apply to your product or its uses, you must provide EPA with
a statement of the reasons why you believe this is so. Your
statement must address the specific composition or use factors
that lead you to believe that a requirement does not apply.
Since the Agency has carefully considered the composition and
uses of pesticide products in determining that a data require-
ment applies, EPA does not anticipate that many waivers will
be granted. A request for waiver does not extend the time-
frames for developing required data, and if your waiver
request is denied, your registration may be suspended if you
fail to submit the data. The Agency will respond in writing
to your request for a waiver.

5. You request that EPA amend your registration by deleting

the uses for which the data are needed. You are not required
to submit data for uses which are no longer on your label.
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6. You request voluntary cancellation of the registration
of your product(s) for which the data are needed.

E. Registrant Requests Regarding Data Requirements and Agency
Responses

All requests for modification of data requirements
(inapplicability, waiver), approval of protocols or protocol
changes, or time extensions must be submitted in writing.

The original requirement remains in effect unless the Agency
has notified you in writing that it has agreed to a change in
the requirement. While being considered by the Agency, such
requests for changes in the requirements do not alter the
original requirements or extend the time allowed for meeting
the requirement.

F. Testing Protocols, Standards for Conducting Acceptable
Tests, Guidance on Evaluating and Reporting Data.

All studies required under this Notice must be conducted
in accordance with test standards outlined in the Pesticide
Assessment Guidelines, unless other protocol or standards are
approved for use by the Agency in writing. All testing must
be conducted in accordance with applicable Good Laboratory
Practices regulations in 40 CFR Part 160.

The Pesticide Assessment Guidelines, which are referenced
in the Data Tables, are available from the National Technical
Information Service (NTIS), Attn: Order Desk, 5285 Port Royal
Road, Springfield, VA 22161 (tel: 703-487-4650).

Protocols approved by the Organization for Economic
Cooperation and Development (OECD) are also acceptable if
the OECD-recommended test standards conform to those specified
in the Pesticide Data Requirements regulation (Part 158.70).
Please note, however, that certain OECD standards (such as
test duration, selection of test species, and degradate
identification which are environmental fate requirements) are
less restrictive than those in the EPA Assessment Guidelines
listed above. When using the OECD protocols, they should be
modified as appropriate so that the data generated by the
study will satisfy the requirements of Part 158. Normally,
the Agency will not extend deadlines for complying with data
requirements when the studies were not conducted in accord
with acceptable standards. The OECD protocols are available

from OECD, 1750 Pennsylvania Avenue, N.W., Washington, D.C.
20006.
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G. Procedures for requesting a change in testing protocol.

If you will generate the required data and plan to use
test procedures which deviate from EPA's Pesticide Assessment
Guidelines or the Reports of Expert Groups to the Chemicals
Group, Organization for Economic Cooperation and Development

(OECD) Chemicals Testing Programme, you must submit for EPA
approval the protocols you propose to use.

You should submit your protocols before beginning testing,
because the Agency will not ordinarily accept as sufficient
studies using unapproved protocols. A request for protocol
approval will not extend the timeframe for submittal of the
data, nor will extensions generally be given to conduct
studies due to submittal of inappropriate protocols. The

Agency will respond in writing to your request for protocol
approval or change.

H. Procedures for requesting extensions of time.

If you think that you will need more time to generate
the data than is allowed by EPA's schedule, you may submit a
request for an extension of time.

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

The extension request should state the reasons why you
believe that an extension is necessary and the steps you
have taken to meet the testing deadline. Time extensions
normally will not be granted due to problems with laboratory
capacity or adequacy of funding, since the Agency believes
that with proper planning these can be overcome. The Agency
will respond in writing to any requests for extension of time.

I. Data Format and Reporting Requirements

All data submitted in response to this Notice must comply
with EPA requirements regarding the reporting of data,
including the manner of reporting, the completeness of results,
and the adequacy of any required supporting (or raw) data,
including, but not limited to, requirements referenced or
included in this Notice or contained in PR Notice 86-5 (issued
July 29, 1986). All studies must be submitted in the form of

a final report; a preliminary report will not be considered
to fulfill the submittal requirement.
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J. Existing stocks provision upon suspension or cancellation.

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

1. Explanation of why an existing stocks provision is
necessary, including a statement of the quantity of
existing stocks and your estimate of the time required
for their sale or distribution:; and

2. Demonstration that such a provision would be consis-
tent with the provisions of FIFRA.

VII. REQUIREMENT FOR SUBMISSION OF PRODUCT-SPECIFIC DATA

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

I1f you have a manufacturing use product, these data are
listed in Table B. If you have an end use product, the data
are listed in Table C. As noted earlier, the Agency has
decided that it will not routinely require product-specific
data for end use products at this time. Therefore, Table C
may not be contained in this Registration Standard; if there
is no Table C, you are not required to submit the data at
this time.

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

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

FIFRA requires each product to be labeled with accurate,
complete and sufficient instructions and precautions, reflecting
the Agency's assessment of the data supporting the product
and its uses. General labeling requirements are set out in
40 CFR 156.10 (see Appendix II - LABELING and SUMMARY). 1In
addition, labeling language specific to products containing
this pesticide is specified in Section IV.D of this Registra-
tion Standard. Responses to this Registration Standard must
include draft labeling for Agency review.

Labeling must 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 x 11 files. Draft labeling must indicate the intended
colors of the final label, clear indication of the front panel
of the label, and the intended type sizes of the text.

If you fail to submit revised labeling as required,
which complies with 40 CFR 156.10 and the specific instructions
in Section IV.D., EPA may seek to cancel or suspend the
registration of your product under FIFRA sec. 6.

IX. INSTRUCTIONS FOR SUBMITTAL

All submittals in response to this Registration Standard
must be sent to the following address:

Office of Pesticide Programs
OPP Mailroom (TS-767C)
Environmental Protection Agency
401 M St., SW

Washington, D.C. 20460

Attn: Sulfotepp Registration Standard

All submittals in response to this Registration Standard
are non-fee items, including 90-day responses, protocols and
waiver requests, data, and revised labeling. Submittals must
be clearly identified as being in response to the Registration
Standard. Under no circumstances may Registration Standard
responses be combined with other types of filings for which
fees are required.

A. Manufacturing Use Products (MUPs) containing the subject
pesticide as sole active ingredient.

1. Within 90 days from receipt of this document, you
must submit for each product subject to this Registration
Standard:
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a. Generic Data Exemption Statement (EPA Form 8580-3),
if applicable, or the "FIFRA Section 3(c)(2)(B)
Summary Sheet" (EPA Form 8580-1), with appropriate
attachments.

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

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

2. Within 9 months from receipt of this document you
must submit:

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

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

c. Three copies of draft labeling, including the
container label and any associated supplemental
labeling.

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

3. Within the times set forth in Table A, you must
submit all generic data, unless you are eligible for the
generic data exemption. If for any reason any test is delayed
or aborted so that the schedule cannot be met, immediately
notify the Agency of the problem, the reasons for the problem,

and your proposed course of action.

B. Manufacturing Use Products containing the subject pesticide
in combination with other active ingredients.

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

a. Generic Data Exemption Statement (EPA Form 8580-3),
if applicable, or the FIFRA sec. 3(c)(2)(B)
Summary Sheet, with appropriate attachments (EPA

Form 8580-1).
b. Confidential Statement of Formula (EPA Form 8570-4)

2. Within 9 months of receipt of this document, you must
submit:

Three copies of draft labeling, including the container
label and any associated supplemental labeling.
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3. Within the time frames set forth in Table A, you must
submit all generic data, unless you are eligible for the
generic data exemption. If for any reason any test is delayed
or aborted so that the schedule cannot be met, immediately
notify the Agency of the problem, the reasons for the problem,
and your proposed course of actionm.

C. End Use Products containing the subject pesticide as sole
active ingredient.

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

a. Generic Data Exemption Statement (EPA Form 8580-3),
if applicable, or the FIFRA Section 3(c)(2)(B)
Summary Sheet, with appropriate attachments (EPA
Form 8580-1).

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

2. Within 9 months from receipt of this document you
must submit:

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

b. Product Specific Data Report (EPA Form 8580-4),
if Table C lists required product-specific data.

c. Three copies of draft labeling, including the

container label and any associated supplemental
labeling.

3. Within the times set forth in Table A, you must submit
all generic data, unless you are eligible for the generic data
exemption. If for any reason any test is delayed or aborted so
that the schedule cannot be met, immediately notify the Agency
of the problem, the reasons for the problem, and your proposed
course of action.

D. End Use Products containing the subject active ingredient
as one of multiple active ingredients

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

a. Generic Data Exemption Statement (EPA Form 8580-3),
if applicable, or the FIFRA Section 3(c)(2)(B)
Summary Sheet, with appropriate attachments (EPA
Form 8580-1).

b. Coﬁfidential Statement of Formula (EPA Form 8570-4).
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2. Within 9 months from the receipt of this document, you
must submit: '

Three copies of draft labeling, including the container
label and any associated supplemental labeling.

3. Within the times set forth in Table A, you must submit
all generic data, unless you are eligible for the generic data
exemption. If for any reason any test is delayed or aborted so
that the schedule cannot be met, immediately notify the Agency
of the problem, the reasons for the problem, and your proposed
course of action.

E. Intrastate Products.

Applications for full Federal registration of intrastate
products were required to be submitted no later than July 31,
1988. Unless an application for registration was submitted
by thnat date, no product may be released for shipment by the
producer after July 31, 1988,
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GUIDE TO TABLES

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

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

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

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

The data tables are generally organized according to the
following format:

1. Data Requirement (Column 1). The data requirements are
listed in the order in which they appear in 40 CFR Part 158.
The reference numbers accompanying each test refer to the
test protocols set out in the Pesticide Assessment Guidelines,
which are available from the National Technical Information
Service, 5285 Port Royal Road, Springfield, VA 2216l.

2. Test Substance (Column 2). This column lists the composition

of the test substance required to be used for the test, as
follows:

TGAI = Technical grade of the active ingredient

PAI = Pure active ingredient

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

MP Manufacturing use product

EP End use product

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

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

A = Terrestrial, food

B = Terrestrial, non-food
C = Aquatic, food

D = Aquatic, non-food

E = Greenhouse, food

F = Greenhouse, non-food
G = Forestry

H = Domestic outdoor

I = Indoor

Any other designations will be defined in a footnote to the table.
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4. Does EPA have data? (Column 4). This column indicates one
of three answers:

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

Part 152, Subpart E.

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

The term may also indicate that the data available to

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

the table will usually say so.

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

mation.

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

MRID number has been assigned. Refer to the Bibliography
Appendices for a complete citation of the study.

6. Must additional data be submitted? (Column 6). This
column indicates whether the data must be submitted to the
Agency. If column 3 indicates that the Agency already has
data, this column will usually indicate NO. If column 3
indicates that the Agency has only partial data or no data,
this column will usually indicate YES. 1In some cases, even
though the Agency does not have the data, EPA will not require
its submission because of the unique characteristics of the
chemical; because data on another chemical can be used to
fulfill the data requirement; or because the data requirement
has been waived or reserved. Any such unusual situations
will be explained in a footnote to the table.

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

8. Footnotes (at the end of each table). Self-explanatory.
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TABLE A. GENERIC DATA REQUIREMENTS FOR THE TECHNICAL GRADE OF THE ACTIVE INGREDIENT Sulfotepp. (Continued).

Does EPA Must additional
have data to data be submitted Time Frame
Test satisfy this Bibliographic under FIFRA Sec. For Data
Data Requirement Substance requirement?l/ Citationl/ 3(c)(2)(B)? Submission
§158, Subpart C, Product Chemistry
Product Identity and Composition:
61-2 - Description of Beginning TGAT No N/A | Yes2/ 6 Months
Materials and Manufac-
turing Process
61-3 - Discussion of Formation TGAI No N/A Yes3/ 6 Months
of Impurities
Analysis and Certification of
Product Ingredients:
62-1 - Preliminary Analysis of TGAIL No N/A Yes4/ 12 Months

Product Sanmples

(Continued).
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Does EPA Must additional
have data to data be submitted Time Frame
Test satisfy this Bibliographic under FIFRA Sec. For Data
Data Requirement Substance requirement?l/ Citationl/ 3(c)(2)(B)? Submission
§ 158, Subpart C, Product Chemistry (continued).
Physical and Chemical Characteristics:
63-2 - Color TGAI No N/A Yes5/ 6 Months
63-3 - Physical State TGAT No N/A Yes3/ 6 Months
63-4 - Odor TGAI No N/A Yes5/ 6 Months
63-5 - Melting Point TGAI No N/A Yes5.6/ 6 Months
63-6 - Boiling Point TGAI No N/A Yes5: 7/ 6 Months
63-7 -~ Density, Bulk Density, TGAI No N/A YesS/ 6 Months |
or Specific Gravity 0
63-8 - Solubility TGAI or PAI No N/A Yes5/ 6 Months
63-9 -~ Vapor Pressure TGAI or PAI No N/A Yes3/ 6 Months
63-10 - Dissociation Constant TGAI or PAI No N/A Yes3/ 6 Months
63-11 - Octanol/Water Partition PAL No N/A Yes3:8/ 6 Months
Coefficient

63-12 - pH TGAIL No N/A Yes5: 9/ 6 Months
63-13 - Stability TGAI No N/A Yes5/ 6 Months

(Continued).
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TABLE A. GENERIC DATA REQUIREMENTS FOR THE TECHNICAL GRADE OF THE ACTIVE INGREDIENT Sulfotepp (Continued).

Does EPA Must additional
have data to data be submitted Time Frame
Test satisfy this Bibliographic under FIFRA Sec. For Data
Data Requirement Substance requirement?_];/ Citationl/ 3(c)(2)(B)? Sulmission
§ 158, Subpart C, Product Chemistry (continued).
Other Requirements: -
64-1 - Submittal of Samples N/A N/A N/A No

FOOTNOTES :

1. Not applicable. Although product chemistry data may have been submitted in the past, the Agency has determined

that these data must be resubmitted for each pesticide. New requirements have been introduced and previously
submitted data must be updated. Therefore, bibliographic citations for the old data are not applicable.

2. Complete information must be provided regarding the nature of the process (batch or continuous), the relative
amounts of beginning materials and the order in which they are added, the chemical equations for each intended
reaction, equipment used to produce each intermediate and the final product, reaction conditions, the duration of
each step of the process, purification procedures, and quality control measures. In addition, the name and address
of the manufacturer, producer, or supplier of each beginning material used in the manufacture of each product must
be provided, along with information regarding the properties” of those materials.

3. A detailed discussion of all impurities that are or may be present at >0.1%, based on knowledge of the beginning

materials, chemical reactions (intended and side) in the manufacturing process, and any contamination during and
after production must be submitted.

{(Continued).
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TABLE A. GENERIC DATA REQUIREMENTS FOR THE TECHNICAL GRADE OF THE ACTIVE INGREDIENT Sulfotepp (Continued).

§ 158, Subpart C, Product Chemistry (continued).

FOOTNOTES (Continued):

4. Five or more representative samples must be analyzed for the amount of active ingredient and each impurity for

which certified limits are required. Complete validation data (accuracy and precision) must be submitted for each
analytical method used.

5. Physicochemical characteristics (color, physical state, odor, melting point, .boiling point, specific gravity,
solubility, vapor pressure, dissociation constant, partition coefficient, pH, and stability) as required in 40 CFR
158.190 and more fully described in the Pesticide Assessment Guidelines, Subdivision D, must be submitted.

6. Data needed if the technical chemical is a solid at room temperature.

7. Data required if the technical product is a liquid at room temperature.

8. Data required if the technical product is organic and nonpolar.

9. Data required if the test substance is dispersible in water.
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TABLE A. GENERIC DATA REQUIREMENTS FOR SULFOTEPP.
Must addi- Time frame
Test Does EPA Bibliographic tional data for

Data Requirement substance have data? Citation be submitted? submission
§158, Subpart D
§158.240 Residue Chemistry
171-2 Chemical Identityl/
171-3 Directions for use (See Index)
171-4  Nature of the residue No N/A No2/

(Metabolism)

- Plants
171-4 Nature of the residue No N/A No2/

(Metabolism)

- Livestock
171-4 Residue analytical No N/A No2/

methods
171-4 Storage stability No N/A No2/
171-4  Magnitude of the residue No N/A No2/

in plants
171-4  Magnitude of residue in No N/A No2/

Meat/Milk/Poultry/Eggs

1. The same chemical identity data are required as under §158, Subpart C, with emphasis on impurities that could

constitute residue problems.

2. Nt rarmiirad fr +tha ranictarad sica makdavn~

Refer to Product Chemistry Data Requirements tables.
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TABLE A

GENERIC DATA REQUIREMENTS FOR Sulfotepp

Does EPA have

Must additional Time frame

Test Use data to satisfy Bibliographic data be submitted for

Data Requirement Substance Pattern this requirement? citationl/ under FIFRA submission
(Yes, No, Partially) § 3(c)(2)(B)?

§158, Subpart D (Continued)
§158.290 Environmental Fate
DEGRADATION STUDIES-LAB: ‘
161-1 - Hydrolysis TGAI or PAIRA F No Yes 9 Months
Photodegradation
161-2 - In Water TGAI or PAIRA
161-3 - On Soil TGAI or PAIRA
161-4 - In Air TGAI or PAIRA F No Yes2/ 9 Months
METABOLISM STUDIES-1AB:
162-1 - Aerobic Soil TGAI or PAIRA F No Yes 27 Months
162-2 ~ Anaerobic Soil TGAI or PAIRA 27 Months
162-3 - Anaerobic Aquatic TGAI or PAIRA 27 Months
162-4 - Aerobic Aquatic TGAI or PAIRA 27 Months

(12 Months - i:”rogress
Report )

(Continued).
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TABLE A

GENERIC DATA REQUIREMENTS FOR Sulfotepp

Does EPA have

Must additional Time frame

Test Use data to satisfy Bibliographic data be submitted for

Data Requirement Substance Pattern this requirement? citationl/ under FIFRA submission
’ (Yes, No, Partially) § 3(c)(2)(B)?
§158, Subpart D (Continued)
§158.290 Environmental Fate (continued)
MOBILITY STUDIES:
163-1 - Adsorption/Desorption TGAI F No Yes3/ 12 Months
and Leaching or PAIRA

163-2 - Volatility (Lab) TEP F No Yes4/ 12 Months
163-3 - Volatility (Field) TEP F No Reserved3/  To be Determined

FOOINOTES :

1. EPA Accession Number.

2. Sulfotepp has a high vapor pressure; sulfotepp fumes may be sensitive to photodegradation.

3. The adsorption/desorption (batch equilibrium) study is preferred. This study should also be conducted
with major metabolites found in the aerobic soil metabolism study.

4. The reported vapor pressure of sulfotepp is 1.7x10~4 mm Hg or 22.6 mPa (20°C); sulfotepp is considered

highly toxic.

5. The field studies may be required depending on the results of the laboratory studies.
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe.
Substance Patterns Have Data? Citation Data be for
Submitted? Submission

§158, Subpart D (Continued)

§158.340 Toxicology

ACUTE TESTING: o

81-1 - Acute Oral Toxicity - Rat TGAI F No - Yes 9 nonths

81-2 ~ Acute Dermal Toxicity - TGAI F No - Yes 9 months
Rabbit

81-3 - Acute Inhalation Toxicity - TGAI F No - Yes 9 months
Rat

81-4 - Eye Irritation - Rabbit TGAI F No - Yes 9 months

81-5 - Dermal Irritation - Rabbit TGAI F No - Yes 9 months

81-6 - Dermal Sensitization - TGAI F No - Yes 9 nonths
Guinea Pig

81-7 - Acute Delayed TGAI F No - Yes 12 months

Neurotoxicity -~ Hen

(Continued).
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe
Substance Patterns Have Data? Citation Data be for
Submitted? Submission

§158, Subpart D (Continued)

§158.340 Toxicology (continued)

SUBCHRONIC TESTING:

82-1 - 90-Day Feeding -

Rodent TGAI F No - Nol/

Non-rodent TGAT F No - Nol/
82-2 - 21-Day Dermal - Rabbit TGAI F No - Yes 12 months
82-3 - 90-Day Dermal - Rat TGAI F No - No2/
82-4 - 90-Day Inhalation - Rat TGAI F No - Yes 15 months
82-5 — 90-Day Neurotoxicity TGAI F No . - [Reserved]3/

{Continued).
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe
Substance Patterns Have Data? Citation Data be for
Sulmitted? Sulbmission

§158, Subpart D (Continued)

§158.340 Toxicology (continued)

CHRONIC TESTING:

83-1 - Chronic Toxicity -
Rodent TGAT F No - No2/
Non—Rodent TGAI F No - No2/

83-2 - Oncogenicity Study -

Rat TGAI F No - No2/

Mouse TGAI F No - No2/
83-3 - Teratogenicity - Rat TGAI F No - Yesd/ 15 months
83-3 -~ Teratogenicity - Rabbit TGAI F No - Yesd/ 15 months
83-4 - Reproduction - Rat TGAI F No - No2/

(Continued, footnotes follow).
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement

Test Use Does EPA Bibliographic

Must Additional Timeframe

Substance Patterns Have Data? Citation Data be for

Submitted? Submission

§158, Subpart D (Continued)

§158.340 Toxicology (continued)

MUTAGENICITY TESTING: 3

84-2 - Gene Mutation (Ames Test) TGAT F No - Yes 9 months

84-2 - Chromosomal Aberration TGAI F No - Yes 12 months

84-4 - Other Mechanisms of TGAI F No - Yes 12 months

Mutagenicity

SPECIAL TESTING:

85-1 - General Metabolism PAI or PAIRA  F No - No2/

86-1 -~ Domestic Animal Choice F No - No2/

Safety

(Continued, footnotes follow).
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

§158, Subpart D (Continued)

§158.340 Toxicology (contimed)

FOOTNOTES :

.1. This study is not required because there is no oral exposure and because of requirements for subchronic
dermal and inhalation studies.

2. This study is not required under the existing use patterns.

3. This study is reserved until the results of the acute delayed neurotoxicity study become available. If the
results of the acute study are positive in the hen, then this study is required.

4. A teratology study in one species is required.
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TABLE A

GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe

Substance Patterns Have Data? Citation Data be for
Submitted? Submission

§158, Subpart D (Continued)

§158.390 Reentry Protection

132-1 - Foliar Dissipation TEP

132-1 - Soil Dissipation TEP

133-3 - Dermal Exposure TEP

133-4 - Inhalation Exposure TEP F No - Yesl/ 27 nonths

§158.440 Spray Drift

201-1 - Droplet Size Spectrum TEP F No - Reserved2/

202-1 - Drift Field Evaluation TEP F No - Reserved2/

1. The registrant is required to propose an acceptable reentry label statement based upon airborne residue

levels measured after observing the proposed label conditions, on estimated human exposure to those residues,
Human exposure should be estimated fram the levels

and on toxicity (No Observed Effect Level) of Sulfotepp.
of the airborne residues assuming a respiration rate of 60 liters/minute.

inhalation exposure must not be gathered.

Data from monitoring of actual human

2. Reserved until all the toxicity data requirements are fulfilled.
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe
Substance Patterns Have Data? Citation Data be for
Submitted? Submission_l_/___

§158, Subpart D (Continued)
§158.490 wildlife and Aquatic Organisms 3
AVIAN AND MAMMALIAN TESTING:
71-1 ~ Acute Avian Oral Toxicity TGAI F N§ - Yes3/ 9 months
71-2 - Avian Subacute Dietary

- Upland Game Bird TGAI F No - Yes3/ 9 months
71-3 - Wild Mammal Toxicity TGAI F No - No2/
71-4 - Avian Reproduction TGAI F No - No2/
71-5 - Simuilated and Actual TEP F No - No2/

Field Testing for
Mammals & Birds

(Continued, footnotes follow).
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe
Substance Patterns Have Data? Citation Data be for
Submitted? Submissionl/

§158, Subpart D (Continued)

§158.490 wildlife and Aquatic Organisms (Continued)

AQUATIC ORGANISM TESTING:

72-1 - Freshwater Fish Toxicity

- Coldwater Species TGAI F Partially5/ 00104043 Yesd/ 9 months
72-2 Acute Toxicity TGAL F No - Yes 9 nonths
to Freshwater
Invertebrates
72-3 - Acute Toxicity to TGAI F No - No2/
Estuarine and Marine
Organisms
72-4 - Fish Early Life Stage TGAI F No - No2/
72-4 - Aquatic Invertebrate Life TGAIL F No - No2/
Cycle
72-5 - Fish Full Life-Cycle TGAT F No - No2/
72-6 - Aquatic Organism TGAI,PAI or F No - No2/
Accumulation Degradation Product

72-7 - Simlated or Actual

Field Testing for -
Aquatic Organisms TEP F No - No2/

(Continued, footnotes follow).
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

§158, Subpart D (Continued)

§158.490 Wildlife and Aquatic Organisms (continued)

FOOTNOTES :

1. Data must be submitted no later than [9 months from receipt of Guidance Package], unless
otherwise indicated. .

2. As per 40 CFR 158.490, data are not required for this indoor, greenhouse use pattern.

3. Only testing with one species (bobwhite quail) is required for this use pattern.

4. Only testing with one species (rainbow trout) is required for this use pattern.

5. Certain information, such as the amount of solvent used; whether control contained solvent and, if so, how much;
photoperiod; time and location of water quality measurements; fish behavior, including signs of toxicity other

than mortality; were not reported. If this information was recorded and can be reported to the Agency, it is
possible that these studies may be upgraded.
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TABLE A
GENERIC DATA REQUIREMENTS FOR Sulfotepp

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe
Substance Patterns Have Data? Citation Data be for
Submitted?l/  Submission

§158, Subpart D (Continued)

§158.590 Nontarget Insects

NONTARGET INSECT TESTING — POLLINATORS:

141-1 - Honey Bee Acute Contact TGAI F No - No
Toxicity
141-2 - Honey Bee ~ Toxicity of TEP F No - No

Residues on Foliage

141-4 - Honey Bee Subacute
Feeding Study

141-5 - Field Testing for TEP F " No - No
Pollinators

1. Ecological Effects Branch, Hazard Evaluation Division, has determined that no data are required on sulfotepp and
honey bees, as sulfotepp is registered only for indoor use.
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TABLE B. PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING Sulfotepp.

Does EPA Must additional
have data to data be submitted Time Frame
Test satisfy this Bibliographic under FIFRA Sec. For Data

Data Requirement Substance requirement?l/ Citationl/ 3(c)(2)(B)? Sulnmission

§ 158, Subpart C, Product Chemistry

Product Identity and Composition

61-1 - Product Identity and Disclosure MP No N/A Yes2/ 6 months
of Ingredients

61-2 - Description of Beginning Mater- MP No N/A Yes3/ 6 months
ials and Manufacturing Process

61-3 - Discussion of Formation of MP ' No N/A Yes4d/ 6 months
Impurities

Analysis and Certification of Product

Ingredients

62-1 - Preliminary Analysis of Product MP No N/A Yes5/ 12 months
Samples

62-2 - Certification of Ingredient MP No N/A Yes6/ 12 months
Limits

62-3 - Analytical Method to Verify MP No N/A Yes?/ 12 months

Certified Limits

(Continued).



. -56-
TABLE B. PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING Sulfotepp.

Does EPA Must additional
have data to data be submitted Time Frame
Test satisfy this Bibliographic under FIFRA Sec. For Data
Data Requirement Substance requirement?_l./ Citationl/ 3(c)(2)(B)? Submission
§ 158, Subpart C, Product Chemistry (Continued)
Physical and Chemical Characteristics
63-2 - Color MP No N/A .ol Yes8/ 6 months
63-3 - Physical State MP No N/A Yes8/ 6 months
63-4 - Odor MP No N/A Yes8/ 6 months
63-7 - Density, Bulk Density or MP No N/A Yes8/ 6 months
Specific Gravity

63-12 - pH MP No N/A Yes8,9/ 6 months
63-14 - Oxidizing or Reducing Action MP No N/A Yes8,10/ 6 months
63-15 - Flammability MP No N/A Yes8,11/ 6 months
63-16 - Explodability MP No N/A Yes8,12/ 6 months
63-17 - Storage Stability MP No N/A Yes8,13/ 15 months

(Continued).
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TABLE B. PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING Sulfotepp (continued).

Does EPA Must additional
have data to data be submitted Time Frame
Test satisfy this Bibliographic under FIFRA Sec. For Data

Data Requirement Substance requirement?_l_/ Citationl/ 3(c)(2)(B)? Submission
§158, Subpart C, Product Chemistry (Continued)
Physical and Chemical Characteristics (continued) "
63-18 ~ Viscosity MP No N/A Yes8,14/ 6 months
63-19 - Miscibility MP No N/A Yes8:15/ 6 months
63-20 - Corrosion Characteristics MP No N/A Yes8/ 15 months
Other Requirements:
64-1 - Submittal of Samples N/A N/A N/A No

FOOTNOTES

1. Not applicable. Although product chemistry data may have been submitted in the past, the Agency has determined
that these data must be resubmitted for each pesticide. New requirements have been introduced and previocusly
submitted data must be updated. Therefore, bibliographic citations for the old data are not applicable.

2. The chemical name, nominal concentration, Chemical Abstracts (CAS) Registry Number, and purpose of the active
ingredient and each intentionally added inert must be provided. For the active ingredients, the following must
also be provided: the product, common and trade names; the molecular, structural and empirical formulas; the
molecular weight or weight range; and any experimental or internally assigned campany code nunbers.

3. Camplete information must be provided regarding the nature of the process (batch or continuous), the relative
amounts of beginning materials and the order in which they are added, the chemical equations for each intended
reaction, equipment used to produce each intermediate and the final product, reaction conditions, the duration of
each step of the process, purification procedures, and quality control measures. In addition, the name and address

of the manufacturer, producer, or supplier of each beginning material used in the manufacture of each product must
be provided, along with information regarding the properties of those materials.

(Continued).
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TABLE B. PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING Sulfotepp (continued).

§158, Subpart C, Product Chemistry (Continued)

FOOTNOTES, continued:

4. A detailed discussion of all impurities that are or may be present at >0.1%, based on knowledge of the beginning
materials, chemical reactions (intended and side) in the manufacturing process, and any contamination during and
after production must be submitted.

5. Five or more representative samples must be analyzed for the amount of active ingredient and each impurity for
which certified limits are required. Complete validation data (accuracy and precision) must be submitted for each
analytical method used.

6. Upper and lower limits for the active ingredient and each intentionally added inert, and upper limits for each
impurity present at >0.1% (w/w) and each "toxicologically significant" impurity present at <0.1% (w/w) must be
provided and certified. Also, an explanation of how each certified limit was established must be provided (e.q.,
sample analysis using validated analytical procedures, gquantitative estimate based on amounts of ingredients used,
etc.). Limits for impurities not associated with the active ingredient need be provided only if they are
considered to be of toxicological significance, regardless of the concentration at which they are present.
Certifications must be submitted on EPA Form 8570 Rev. 2-85.

7. Analytical methods must be provided to determine the active ingredient, and each toxicologically significant
impurity and intentionally added inert for which certified limits are required. FEach method must be accampanied by
validation studies indicating its accuracy and precision. These methods must be suitable for enforcement of certi-
fied limits.

8. Physicochémical characteristics (color, physical state, odor, melting point, boiling point, specific gravity,
solubility, vapor pressure, dissociation constant, partition coefficient, pH, and stability) as required in 40 CFR
158.190 and more fully described in the Pesticide Assessment Guidelines, Subdivision D, must be submitted.

9. Data required if the test substance is dispersible in water.

10. Data required if the product contains any oxidizing or reducing agents.

(Continued).
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TABLE B. PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING Sulfotepp (continued).

§158, Subpart C, Product Chemistry (Continued)

FOOTNOTES, continued:

11. Data required if the product contains combustible liquids.

12. Data required if the product is potentially explosive.

13. This test for long term storage stability must be under warehouse conditions.
14. Data required if the product is a liquid.

15. Data required if the product is a liquid and is to be diluted with petroleum solvents.
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TABLE B

Data Requirement Test Use Does EPA Bibliographic Must Additional Timeframe
Substance Patterns Have Data? Citation Data be for
Submitted? Submission

§ 158, Section D

§ 158.340 Toxicology

ACUTE TESTING: ’

81-1 -~ Acute Oral Toxicity - Rat MP F No - Yes 9 months

81-2 - Acute Dermal Toxicity MP F No - Yes 9 months
- Rabbit

81-3 - Acute Inhalation Toxicity MP F No - Yes 9 months
- Rat

81-4 -~ Primary Eye Irritation MP F No - Yes 9 months
- Rabbit

81-5 - Primary Dermal Irritation MP F No - Yes 9 months
- Rabbit

81-6 - Dermal Sensitization MP F No - Yes 9 months

- Guinea Pig
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II. LABELING APPENDICES
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SUMMARY-1

LABEL CONTENTS

40 CFR 156.10 requires that certain specific labeling
statements appear at certain locations on the label. This
is referred to as format labeling. Specific label items listed
below are keyed to the table at the end of this Appendix.

Item 1. PRODUCT NAME - The name, brand or trademark is
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 if it is false or misleading.

Item 2. COMPANY NAME AND ADDRESS - The name and address
of the registrant.or distributor is 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 is
required on all labels or on the container of the pesticide.
The preferred location is the bottom of the front panel
immediately 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. [40 CFR 156.10(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 registration 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
registration number and the required identifying phrase must
not appear in such a manner as to suggest or imply recommendation
or endorsement of the product by the Agency.
[40 CFR 156.10(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, and may appear
in any suitable location on the label or immediate container.

It must also appear on the wrapper or outside container of

the package if the EPA establishment number on the immediate
container cannot be clearly read through such wrapper or container.
[40 CFR 156.10(f)]

Item 6A. INGREDIENTS STATEMENT - An ingredients statement
is required on the front panel. The ingredients statement must
contain the name and percentage by weight of each active ingredient
and the total percentage by weight of all inert ingredients.
The preferred location is 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. [40 CFR 156.10(g)]
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SUMMARY-2

Item 6B. POUNDS PER GALLON STATEMENT - For liquid agricul-

tural formulations, the pounds per gallon of active ingredient
must be indicated on the 1label.

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 7A. CHILD HAZARD WARNING STATEMENT - The statement
"Keep Out- of Reach of Children" must be located on the front
panel above the signal word except where contact with children

during distribution or use is unlikely. [40 CFR 156.10(h)(1)(ii)]

Item 7B. SIGNAL WORD - The signal word (DANGER, WARNING,

or CAUTION) is required on the front panel immediately below
the child hazard warning statement. [40 CFR 156.10 (h)(1)(i)]

Item 7C. SKULL & CROSSBONES AND WORD "POISON" - On products
assigned a toxicity Category I on the basis of oral, dermal,
or inhalation toxicity, 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. [40 CFR 156.10(h)(1)(1i)]

Item 7D. STATEMENT OF PRACTICAL TREATMENT - A statement
of practical treatment (first aid or other) shall appear on
the label of pesticide products in toxicity Categories I,
II, and III. [40 CFR 156.10(h)(1)(iii)]

Item 7E. REFERRAL STATEMENT - The statement "See Side
(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.
[40 CFR 156.10(h)(1)(iii)]

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 preceding 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
appropriate hazard title. [40 CFR 156.10(h)(2)].



-64~
SUMMARY-3

Item 8A. HAZARD TO HUMANS AND DOMESTIC ANIMALS - Where a
hazard exists to humans or domestic animals, precautionary
statements are required indicating the particular hazard, the
route(s) of exposure and the precautions to be taken to avoid
accident, injury or damage. [40 CFR 156.10(h)(2)(i)]

Item 8B. ENVIRONMENTAL HAZARD - Where a hazard exists to
non-target organisms excluding humans and domestic animals,
precautionary statements are required stating the nature of
the hazard and the appropriate precautions to avoid potential
accident, injury, or damage. [40 CFR 156.10(h)(2)(ii)]

Item 8C. PHYSICAL OR CHEMICAL HAZARD - FLAMMABILITY
Precautionary statements relating to flammability of a product
are required to appear on the label if it meets the criteria
in the PHYS/CHEM Labeling Appendix. The requirement is
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 section, preceded by the heading
"Physical/Chemical Hazards." Note that no signal word is
used in conjunction with the flammability statements.

Item 9A. RESTRICTED USE CLASSIFICATION - FIFRA sec. 3(4d)
requires that all pesticide formulations/uses be classified
for either general or restricted use. Products classified
for restricted use may be limited to use by certified 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 IV
indicates why the product has been classified for restricted
use); or (2) reserved any classification decision 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 156.11(c). You will be notified of
the Agency's classification decision.
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Classification Labeling Requirements

If your product has been classified for restricted use,
the following label requirements apply:

1. All uses restricted.

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 156.10(h)}(1)(iv)

b. Directly below this statement on the front panel,
a summary statement of the terms of restriction must
appear (including the reasons for restriction if specified
in Section I). If use is restricted to certified applicators,
the following statement is required: "For retail sale
to and use only by Certified Applicators or persons
under their 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.

c. You may "split" your registration, i.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.

Item 9B. MISUSE STATEMENT - All products must bear the
misuse statement, "It is a violation of Federal law to use

this product in a manner inconsistent with its labeling."
This statement appears at the beginning of the directions

for use, directly beneath the heading of that section.
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Item 10A. REENTRY STATEMENT - If a reentry interval
has been established by the Agency, it 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. STORAGE AND DISPOSAL BLOCK - All labels are
required to bear storage and disposal statements. These
statements are developed for specific containers, sizes, and
chemical content. These instructions must be grouped and
appear under the heading "Storage and Disposal" in the directions
for use. This heading must be set in the same type sizes as
required for the child hazard warning. Refer to Appendix II,
STOR, PEST/DIS, and CONT/DIS to determine the storage and
disposal instructions appropriate for your products.

Item 10C. DIRECTIONS FOR USE - Directions for use must
be stated in terms which can be easily read and understood by
the 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.

[40 CFR 156.10]

COLLATERAL LABELING

Bulletins, leaflets, circulars, brochures, data sheets,
flyers, or other written or graphic printed matter which is
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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LABELING REQUIREMENTS OF THE FIFRA, AS AMENDED

APPLICABILITY PLACEMENT ON LABEIL,
ITEM LABEL. ELFMENT OF REQUIREMENT REQUIRED PREFERRED CQOMMENTS
1 Product name All products Front panel Center front
panel
2 Campany name All products None Bottom front I1f.registrant is not the producer, must
and address panel or end be qualified by "Packed for .-. .,"
of label text "Distributed by. . .," etc.
3 Net contents All products None Bottom front May be in metric units in addition to
panel or end U.S. units
of label text
4 EPA Reg. No. All products None Front panel Must be in 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
immediately 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
6B Pounds/gallon Liquid products Front panel Directly below
statement where dosage the main
given as 1bs. ingredients
ai/unit area statement
7 Front panel All products Front panel All front panel precautionary statements
precautionary must be grouped together, preferably
statements blocked. '
7A Keep Out of Reach | All products Front panel Above signal Note type size requirements.
of Children word
(Child hazard
warning)
/B Signal word All products Front panel Immediately Note type size requirements.
below child
hazard

warning
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SUMMARY-7

APPLICABILITY PLACEMENT ON LABEL
ITEM LABEI, ELFMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
7C Skull & cross- All products Front panel Both 1n close
bones and word which are Cat- proximity to
POISON (in red) egory 1 based signal word
on oral, der-
mal, or inhala- g
tion toxicity
D Statement of All products Category I: Front panel
Practical in Categories Front panel -for all.
Treatment or I, II, and III unless refer-
First Aid ral statement
is used.
Others:
Grouped with
side panel
precautionary
statements.
7E 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.
damestic I, 11, and III
animals
8B Environmental All products None Same as above Environmental hazards include bee
hazards caution where applicable.
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SUMMARY-8
APPLICABILITY PLACEMENT ON LABEL
ITEM LABEL, ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
8cC Physical or All pressurized None Same as above Refer to Appendix II guide
Cchemical products, others PHYS/CHEM
hazards with flash
points under
150°F
9A Restricted All restricted Top center Preferably Includes a statement of the terms of
block products of front blocked restriction. The words "RESTRICTED USE
panel PESTICIDE" must be same type size as
signal word.
9B Misuse All products Immediately Required statement is:
statement following "It is a violation of Federal law
heading of to use this product in a manner
directions inconsistent with its labeling."
for use
10A Reentry PR Notice 83-2 In the Immediately
statement or as determined| directions after misuse
by the Agency for use statement
10B Storage and All products In the Immediately Must be set apart and clearly distin-
disposal block directions before guishable fram from other directions
for use specific for use.
directions Refer to Appendix II gquides STOR,
for use or CONT/DIS, and PEST/DIS for further
at the end of information and required statements.
directions
for use
10C Directions All products None None May be in metric as well as U.S. units

for use




PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS
(8 DOMESTIC ANMALS)
DANGER

—
——

i

ENVIRONMENTAL HAZARDS

PHYSICAL OR CHEMICAL
HAZARDS

I

RESTRICTED USE
PESTICIDE

(reason for classifyinp)
FOR RETAIL SALZ TO AND UBE ONLY BY CERTIFIED APPLICATORS OR
PERSONS UNDER THEIR DIRECT SUPERVISION AND ONLY FOR THOSE
USES COVERED BY THE CERTIPIED APPLICATOR'S CERTIPICATION

OMECTIONS POR UsE

B 8 viohiion of Fodorsd b B e
grodust B 8 Mmewver esrshiend
s hbelng.

REENTRY STATEMENT
# Appiceble)

PRODUCT
NAME

ACTIVE INGREDIENT: %
INERT NGREDIENTS: %

T0TAL: 100,00 %

THIS PRODUCT CONTAINS  LBS OF  PER GALLON

STORAGE AND
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KEEP OUT OF REACH OF CHILDREN
DANGER —POISON

STATEMENT OF PRACTICAL TREATMENY
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¥ ON 8XN
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]

SEE BIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS

MFQ BY =
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ESTABLISHMENT NO. =~
EPA REGISTRATION NO. .

NET CONTENTS

WARRANTY STATEMENT
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EPA REGISTRATION NQ.
NET CONTENTS

f

——:M
CROP:
- e

* &
P —————————
e ——
e N
— -

I
|

g

;

STORAGE AND
DISPOSAL

sTomsaE

DIBPOSAL

e
e ——

—— e

WARRANTY STATEMENT

- s

| —.

...'[L_



NOTE:

-72-

Cheptor I—invirenmental Protection Agency

qant obtained the data from anothe
fym (identify); applicant copled da,
from a publication: applicant obtaingd
a SppY of the data from EPA).

(4 The applicant shall submit yith

his ypplication s statement that EPA,
in itd evaluation of the properties/ effl-
cacy.\and safety of the formyl
end- product, may not considgr any
data supporting the application,
except the following datas

(1) The data the applicant fsas sub-
mitted t4 EPA under p raph (b) of
this sectidn:

(2) Otlrer data pe nigg to the

safety of the product’s actjve ingredi-
ents, rathed than to the sgfety of the
end-use proquct: and

(3) Existing tolerances, food additive
regulations, ‘exemption
clearances ed undey the Federal
Food, Drug, arxd Cosmetic Act.

(e) If the apilicant knows that any
ftem of data he\ submftted under. this
section was genelated/by (or at the ex-
pense of) another\pemon who original-
1y submitted the to EPA (or its
predecessor. USDAY ont or after Janu-
ary 1, 1970, to supkort an application
for registration, /{xperimental use

permit, or amendtndnt adding a new
use to an existin tration, or for
reregistration (ynlesd the applicant
and the originaj data\submitter have
reached written reqment on the

amount and tie terms ©f payment of
any compensation that\may beé pay-
able unde FIFRY section
3 eXIXDXil)/with regard\to approval
of the appligation), the aphlicant shall
submit to FPA a statemept that he
has furnisifed to each such) identified
original d submitter:

(1) A ngtification of the applicant’s
fntent to/apply for registration, includ-
ing the groposed product name

(2) Ag offer to pay the persqn com-
pensatipn, with regard to the approval

of the application, to the extent re-
q by FIFRA sections HcXYXD)
and XexXIxXDr

(37 An identification of the item(s)
of data to which the offer applies:
(4) An offer to commence nNegoYa-
tighs to ascertain the amount and
of compensation to be paid: ang
(3) The applicant’'s name,
nd telephone number.

and other -

§16210

) If the applicant's product cog
any active ingredient other thyn
thosy that are present solely becas
of thk incorporation into the pro
formulation, of one or /more
other fistered pesticide ppoOc
purchasdd from another pjyoducer,
then the\applicant shall o comply
with § 16 as to such ve ingre-
dient, and the application /h con-
tain an owledgment ¢ for pur-
poses of FIF section IfeX1XD) the
application relles on (andl any_ rgesult-
ing registration\should pe regarded as
if it were based op the Administrator's
consideration of) \he {Oliowing data:
(1) All data subm d or specifically
cited by the applidfnt in support of
the registration; and

(2) Lach other /Atem of data in the
Agency’s {{les which:

(1) Concerns t)ie propéyties or effects
of any such ve ingredient; and

(1) 1Is one of the types of data that
EPA would rfquire to be submitted for
scientific refiew by EPA the appli-
cant sought the imitial ristration
under FIIFR Section JcX%) of a

product #ith composition and\{ntend-
ed uses /dentical to those propoded for
the ayplicant's product, unded the
data quirements in effect on\the
date/ EPA approves the applicant’s
present application.

(Sevs. 3, 8, and 28 of FIFRA. as amended,
US.C. 136 ¢t 3e9.)

PR 27983, May 11, 1979)

$162.10 Labeling requirements.

(s) General—(1) Contents of the
labdel. Every pesticide products shall
bear & label containing the informa-
tion specified by the Act and the regu-
lations 1n this Part. The contents of a
jabel must show clearly and promi-
nently the following:

(1) The name, brand, or trademark
under which the product s sold as pre-
scribed in paragraph (b) of this sec-
tion:

(1) The name and address of the
producer, registrant, or berson for
whom produced as prescribed {n para-
graph (¢) of this section:

(i{1) The net contents as prescribed
in paragraph (d) of this section:
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(", The proagucs FCH v Berves
number as prescribed In paragraph (e)
of this section;

(v) The producing establishment
number as prescribed in paragraph (f)
of this section;

(vD) An Ingredient statement as pre-
scribed in paragraph (g) of this sec.
tion;

(vil) Warning or precautionary state-
ments as preacribed In paragraph 131}

of this section;

(vlil) The directions for use as pre-
scribed In paragraph (D of this section;
and

(1x) The use cinssification(s) as pre-
scribed In paragraph (1) of Lhis section.

(2) Prominence and legibility. (0 Al
words, statements, graphic representa-
tions, designs or other information re-
quired on the abeling by the Act or
the regulations in this part must be
clearly legible to a person with normsl!
virion, and must be piaced with such
conapicuousness (as compared with
other words, statements, designs, or
graphic matter on the labeling) and
expressed in such terms as to render it
likely to be read and understood by
the ordinary individua! under custom-
ary conditions of purchane and use.

(H Al required Iabel text must:

(A) Be set In 8-point or Inrger type;

(B) Appear on & clear contrasting
background; and

(C) Not be obacured or crowded,

(3) Language to be uzed. ANl required
label or labeling text shall appear In
the Engiish language. However, the
Agency may require or the applicant

. may propose additional text in other
Ianguages as is consldered necessary to
protect the public. When additional
text in another language {8 necessary,
all Iabeling requirements will be sp-
plied equally to both the English and
other-Ianguage versions of the label-

Ing.

(4) Placement of Label—(1) General.
The inbel shall appear on or be secure-
ly attached to the immediate contain-
er of the pesticide product. For pur-
poses of this Section, and the mis-
branding provisions of the Act, “se-
curely atiached” shall mean that a
inbel can rensonably be expected to
remain affixed during the foreseeable
conditions and period of use. If the im-
mediate conlainer ia enclosed within a

which the fabel cannot be clenrly read.,
the Inbel must aiso be securely at-
tached to such oulside wrapper or con-
talner, i It iz & part of the package as
customarily distributed or sold.

() Tank cars and other dbulk con-
tatners—(A) Tmmportmsz::ne 1

fcide product Is In e ap-
m ate provisions of 49 CFR Puaris
170-189, concerning the transportation
of hazardous materials, and specifical-
Iy those provisions concerning the la-
beling, marking snd piacarding of has-
ardous materints and the vehicles car-
rying them, define the basic Pederat
requirements. In addition, when any
registered pesticlde product ta tmans-
ported In & tank car, tank truck or
other mobile or portable bk contslin-
er, s copy of the accepted inbel must
be sltached to the shipping papers,
and left with the consignee at the time
of dellvery.

(B) Storage. When pesticide prod-
ucts are stored In bulk containers,
whether mobile or stationary, which
remaln In the custody of the user, 8
copy of the iabel of labeling, including
all appropriate directiona for use, shall
be securely atiached to the container
in the Iimmediate vicinity of the dis-
charge control valve.

(8) False or misteading statements.
Pursuant to eection 2(qX1XA) of the
Act, a pesticide or a device declared
subject to the Act pursuant to
§ 162,18, is misbranded if its Inbeling Is
false or misleading In any particular
including both pesticidst and non-pes-
ticidn! ciaims. Examples of statements
or representations in the labeling
which constitute misbranding include:

() A false or minleading statement
concerning the composition of the
product;

() A false or misieading statement
concerning the elfectiveness of the
prodict as & pesticide or device;

(D) A fslre or misteading statement
about the value of the product for
purposes other than as a pesticide or
device;

(iv) A Inlse or misieading comparison
with other pestictdes or devices;

(v) Any statement directiy or indl-
rectly implying that the pesticlde or
device is recommended or endorsed by

28
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ment;

(vl) The name of a pesticide which
containa Lwo or more principal active
ingredients if the name suggesta one
or more but not all such principal
sctive Ingredients even though the
names of the other Ingredienta are
stated eisewhere in Lhe Inbeling;

(vi) A true statement used in such a
way as Lo give a (nise or misleading tm-
pression Lo the purchaser;

(viif) Lmbel disclalmers which negate
or detract from Inbeling statements re.
quired under the Act and these regula-
tions;

{ix) Clalma as to the safety of the
pesticlde or its Ingredients, Including
statements such as ““safe,” ‘'nonpoison.
our,” “noninjurions,” “harmiess” or
“nontoxic to humans and pets” with
or without such a qualifying phrase as
“when used as directed”; and

(x) Non-numerical and/or compar.-
tive statcments on the salety of the
product, inciuding but not limited lo:

(A) “Contains all natural ingredi-
ents’”;

(B) “Among the least toxic chemi.
cnls known”

(C) “Pollution approved”

(8) Final printed labeling. (1) Except
as provided In paragraph (aX8XID) of
this seclion, final printed Iabeling
must be submitied and accepled prior
Lo registrution. However, final printed
iabeling need not be submitted until
draft Inbel texta have been provision-
ally accepted by the Agency.

(i) Clenrly legidle reproductions or
photo reductions will be accepted for
unusual Inbels such as those siik-
screened directly onto giass or metal
containers or iarge bag or drum Iabels.
8uch reproductions must be of micro-
{im reproduction quality.

(b) Name, drand, or trademark. (1)
The name, brand, or trademark under
which the pesticide product Is sold
shall appenrr on the front panel of the
Iabel.

(2) No name, brand, or t(rademark
may appear on the Iabel which:

¢1) In faise or misleading, or

) Has not been approved by the
Adminiatrator through registration or
supplemental registration as sn addi-
tional name pursuant to § 162.6(bX4).

v©) seame And address of producer,
registrant, or person for whom pro-
duced. An unquniificd name and ad-
drean given on the tabel ahall be con-
sidered as Lhe name and address of Lthe
producer. If the registrant’s name ap-
pears on Lthe Iabet and the registrant is
not the producer, or If Lhe name of Lhe
person for whom Lhe pesticide was
produced appears on the label, it must
be qualified by mppropriate wording
such as “Packed for * * *,” "Distribut-
erdby* * ¢ or “Sold by * * *" o show
that the name Is not thal of the pro-
ducer,

(d) Net welght or measure of con.
fenis. (1) The nel welght or measure
of contenl shall be exclusive of wrap-
pers or other materials and shall be
the average conlent unless eaplicitly
stated as 8 minimum quantily.

(D) 1t Lthe pexticide Is a liguld, the
net content statement sbalt be In
terms of llquid mensure at 88" F (20°C)
and shall be expressed In conventional
American units of fluld ouncea, pints,
quarts, and gallons.

(3) If the pesticide Is solld or semiso-
11d, viscoun or pressurized, or ix a mix-
ture of liquld and solld, the nel con.
tent statement shall be In terms of
welghlt  expressed  as  avolrdupols |}
pounds and ounces, 3

(4) In all cases, net content chall be )
atated In terms of the Iargest sultable
units, Le,, 1 pound 10 ounces” rather
than 26 ounces.”

(5) In addition to the required unita
rpecified, net content may be ex-
preased In metric units.

(6) Varlation above minimum con-
tent or around an average iIs permissi-
ble only to the extent that it repre.
sents deviation unavoldable In good
manufacturing practice.  Variatlon
below a stated mintmum is notl permit.
ted. In no case shall the average con-
tent of the packages in a shipment Iall
below the stated average content.

(e) Product registration number,
The registration number assigned to
the pesticide product at the Uime of
registration shall appear on the label,
preceded by the phrase “EPA Regis.
tration No.,” or the phrase “EPA Reg.
No.” The registmation number shall be

set in type of a size and atyle similar to
other print on that part of the inbel
on which it appears and shall run par.
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allel to it. The registration number
and the required identifying phrase
shall not appear in such 8 manner as
to suggest or imply recommendation
or endorsement of -the product by the

Agency.

) Producing establishments repis-
trefion numbder. The producing estab-
lishment registration number preced-
ed by the phrase “EPA Est.”, of the
final establishment at which the prod-
uct was produced may sppear In any
suitable location on the label or imme-
diate contalner. It must appear on the
wrapper or oulside container of the
peckage If the EPA establishment reg-
istration number on the Iimmediste
container cannot be clearly read
through such wrapper or container.

(g) Ingredient statement—(1) Gener-
cl.'l‘ltelabeloleuchmucldepmduct
must bear a statement which contains
the name and percentage by weight of
each active ingredient, the total per-
centage by welght of all inert ingredl-
ents: and Il the pesticide contains ar-
senic In any Jorm, a statement of the
percentages of total and waler-soluble
arsenic calculated as elemental ar-
senic. The active ingredients must be
designated by the term “active Ingredi-
ents” and the inert Ingredients by the
term “inert ingredients,” or the singu-
iar forms of these terms when appro-
printe. Both terms shall be in the
same type size, be aligned to the same
margin and be equsily prominent. The
stalement “Inert Ingredients, none™ Is
not required for pesticides which con-
tain 100 percent active ingredients.
Unless the ingredient statement s s
complele analysis of the pesticide, the
term “analysis” shall not be used as &
heanding for the ingredient statement.

(2) Position of ingredient statement.
() The Ingredient statement is not-
mally required on the front panel of
the label. If there Is an outside con-
tainer or wrapper through which the
ingredient statement cannol be clearly
read, the ingredient statement must
alno appear on such outside contalner
or wrapper. I the sixe or form of the
package makes It impracticable to
place Lhe Ingredient statement on the

front panel of the label, permission
may be granted for the ingredient
statement Lo appesr elsewhere.

Title 40—Proteciion of Exvirenment

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

(3) Names (o be wsed in ingredient
ntamal.'l'mmmemedloreachh-
gredient  shall be the

name, If there is one, fol-
Iowa by the chemical name. The
commonnunemuybemeddoneonly
if it is well known. If no common name
has been established, the chemical
name alone shall be used. In NO case
will the use of a trademark or propri-
elary name be permitled uniess such
name has been accepled as 8 common
name by the Administrator under the
authotity of Section 25(cX8).

(4) Statements of percentages. The
percentages of ts shall be
stated In terms of weight-to-weight.
The sum of percentages of the active
and the Inert Ingredients shall be 100.
Percentages shall not be expressed by
a range of values such as ~22-26%." Il
the uses of the pesticide product are
expresned as weight of aclive Ingredi-
ent per unit area, s stalement of the
weight of active ingredient per unit
volume of the pesticide formulation
in the Ingredient
statement.

(8) Accurecy of staled percentsges
The percenlages given shall be as pre-
cise as possible reflecting good manu-
facturing practice. If there may be un-
avoldable variation between manufac-
turing batches, the value siated for
each active Ingredient shall be the
Jowest percentage which may be pres-
ent.

(6) Deterioration. Pesticides which
change in chemical composition slg-
nificantly must meet the following la-
beling requirements:

) In cases where it is determined
thal a pesticide formulation changes
chemical composition significantly,
the product must bear the following
statement in s prominent position on
the Jabel: “Not for sale or use alter
idate).”

(1) The product must meet all tabel
claims up o the expiration time indl-
cated on Lhe label.

(1) Inert ingredients. The Adminls-
trator may require the name ol any

Chapler |—Envirenmentel Pretection Agoney

Inert Ingredienl(s) (o be listed In Lhe
ingredient statement i he delermines
that such ingredienl(s) may pose a
hazard to man or the environment.

(h) Warnings end precautionary
statemenis. Required warnings and
precautionary stalemenis concerning
the general areas of toxicological
harzard Iincluding hazard to children,
environmen'al hazard, and phyzical or
chemical hazard fall Into two groups;
those required on the front panel of
the labeling and those which may

appear elsewhere. Specilic requii
ments concerning content, placement,
type sixe, and prominence are glven
below.

(1) Reguired front panel stalerments,
With the exception of the chiid
hazard warning statement, the text re-
quired on the front pancl of the labr!
{s determined by the Toxlcily Calego-
1y of the pesticide. The ealegory In ax
signed on the baxis of the highest
hazard shown by any of the indicators
In the tabie below:

N A L
N B DU SN SR IR
Ol ... Up o ovd inchuding 59 Fourm 59 Suu 500 mg/ig | From 500 Suw 3000 my/ | Creatar than N my/
datution LC... Up to and inchaling 2 From 2 Gwe ¢ og/Ber ... ﬁl:l.hﬂ-yl-. Coantm Gan 20 mg/Siee
Ovvaet (0w _| Up b0 0rrd Inchating 200 | From 200 Pvw 2000 ___ | From 2,000 0 20008, | Gretoe than 70,000
Eye alfacts... _...... | Coweshva comedl Ceornogl apachy Mo spnest epedily; [ Y
emacily not reversihle rovercdbin within 7 hﬂ-"*’h i
within 7 doys duy; lindion wiihdn 7 days.
pareinting for 7 duya.
Shin oflacts........ Coweshe ..._ ... Severs intinlion al 72 Mpdwete brftation at 72 | M or sAgiV brilann ot
hown. howe 77 bomary

() Human hazard signal word-(A)
Toxicity Calegory 1. All pesticide prod-
ucts meeting the criteria of Toxicity
Category 1 shall bear on the front
panel the signal word “Danger.” In ad-
dition if the product was assigned Lo
Toxicity Category 1 on the basis of its
oral, inhalation or dermal toxicity (as
distinct from skin and eye local ef-
fects) the word “Polson’ shall appear
in red on a background of distinctly
contrasting color and the skull and
crossbones shall appear in immediate
proximity to the word “polson.”

(B) Tarxicily Category I1. All pestl-
cide products meeting the criteria of
Toxicity Category II shall bear on the
:mnt panel the signal word “Wamn-
(C) Toxicily Catlegory I11. All pestl-
clde products meeting the criteria of
Toxicity Catlegory 111 shall bear on
:D‘:’c l:ont panel the signal) word "Cau-

n.

(D) Toxicity Category 1V. All pestt-
cide products meeting the criteris of
Toxlcity Category 1V shall bear on the
front pane! the signal word “Caution.”

(E) Use of signal words. Use of sny
slgna?) word(s) annociated with a higher

Toxicily Category s not permitied
except when Lhe Agency determines
thatl such labeling ix necessary Lo pre-
vent unreasonable adverse effecls on
man or the environment. In no case
shall more than one human hazard
slgnal word appear on the front panel
of a label.

() Chid hazrard warning. Every pes-
ticide product label shall bear on the
front panel the statemenl “keep out of
rerch of children ™ Only
where the likelihood of conlacl with
children during distribution, market-
ing, storage or use Is demonstrated hy
the applicant Lo be extremely remole,
or I the nature of the pesticide ks such
that it is approved for use on Infants
or small children, may the Administra.
tor walve this requirement.

(M) Statement of practical ireal
ment—(A) Toxtcity GCategory I. A
statement of practical treatment (first
ald or other) shall appear on the front
panel of the label of al) pesticides fall-
Ing Into Toxicity Calegory 1 on Lhe
basis of oral, inhalation or dermal tox-
icity. The Agency may, however,
permit reasonsble wvariatlons In the
placement of the statement of piact)
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as “See statement of practical treat-
ment on back panel” appears on the
front panel near the word “Poison”
and the skull and crossbones.

(B) Other toxicily categories. The
atatement of practical treatment Is not
required on the front panel except ss
described In paragraph (hX1XIHXA) of
this section. The applicant may, how-
ever, include such a front panel state-
ment at his optlon. Statements of
practical treatment are, however, re-
quired elsewhere on the jabel In
accord with paragraph (hX2) of $his
section if they do not appear on the
front panel.

(iv) Placement and prominence. All
the require front panel warning state-
ments shall be grouped together on
the label, and shall appear with suffl-
clent prominence reiative to other
front panel text and graphic materinl
to make them unlikely to be over-
looked under customary conditions of
purchase and use. The following table
shows the minimum type stze require-
ments for the front panel waming
statements on various sives of Iabels:

Sire of el bont panel In squwe | POQEWE [ <oy gut

ctee "v"" of rasch of

caphate Chiidron

Sodedw ... [} [
Above 3 %o 10 " [ ]
Above 10 % 16.... 12 [ ]
A>ove 181030 ... " 10
Ovar’30. . 10 L}
A

(2) Other required warmings and pre-
cautionary stalements. The warnings
and precautionary statements as re-
quired below shall appear together on
the iabel under the general heading
“Precautionary Statements” and
under appropriate xubheadings of
“Harard to Humans and Domestic Anl-
maln,” “Environmental Hazard” and
“Physical or Chemical Hazard.”

() Hazard (0 humans and domestic
animals. (A) Where a hazard exists to
humans or domestic animals, precau-
tionary statements are required Indi-
cating the particular  hazard, the
route(s) of exposure snd the precau-
tions to be taken to avold accident,
fnjury or damage. The precautionary
paragraph shall be immediately pre-
ceded by the sppropriate harard signal
word.

(B) The following table depicts typl-
cal precautionary statements. These
statements must be modifled or ex-
panded to reflect specific harards.

Toukcty Procavlionery s by Sosiclly category
Cotogory Orel, Shateton, o durmel towicSly _ Shin e oye fecal aftects
Fotd o ) @ swaligwed (Whaled & sbasbed | Comesiva, oye ond shin domnge for on
' Swough shin]. Ov not braathe vaper (dust or spray Mlhlﬂﬂhq‘ﬂﬂ\x
mist). O not got ™ oyes, on shin, & on clothing mhm-hﬂoﬂ'-ﬂ
(Front parel word o p L3 rn“m.ﬁ-“-w wwsllowed
! et “Doau:ﬂhqﬂ.
.......... bo il § owslowsd (Whaied o chowbed | Covess oye {wnd shin) iviiaton,
§ o hmnnl.oommmlu- on shin, @ on cloting, Horwiud f sweliowed (A-
W"‘"lo""""“"":\':-‘? propriste frel ol statement roquired |
fret oM sbatomerds
m... *.?: m.."i:ﬁniawmu Avold cortect i ohin, oyse & clolting In cese of
hin). Avold Sreatiing vapors (duet o eproy miut). mw__nq---m:mmd
Mn—'ﬂnﬁhlq.-,ml (Agpre- | wetm. Ot . »
et ok stmtewent .
N e ":.: y m.....u (s pracoutionary rombet )

(1) Environmental hardrds. Where &
hazard exists Lo non target organisms
excluding humane and domestic anl-
mals, precautionary statements are re-
quired stating the nature of the
hazard and the sppropriate precau-
tions to avold potentinl accident,

injury or damage. Examples of the
hazard statements and the circum-
stances under which they are required
follow:

(A) If a pesticide Intended for out-
door use contains an active ingredient
with a mammalian sacute oral LD, of

(B) If & pesticide Intended for out.
door use contains an active Ingredient
with a fish acute LC. of 1 ppm or lexe,
the statement ““This Pesticlde Is Toxic
to Fish"” Is required.

(C) If a pesticide Intended for out-
door use contains an active Ingredient
with an avian acute oral LD.. of 100
mg/kg or less, or a subacute dietary
LC,. of 500 ppm or less, Lthe statement
*“This Pesticide Is Toxic to Wildiife” is
required.

(D) If elther accident history or fleld
studies demonstrate that use of the
pesticide may resull In [atality to
blirds, fish or mammals, the siatement

Flash poirt

Flash point ot or betow 20° F; § thare In 8 Maahbech ot | €

e

(A) Prssoumre0 Contanmns

N LA D AT AL AR I

(E) For usea involving foliar applica.
tion to agricuttural crops, forests, or
shade trees, or for mosguito abale.
ment trentments, pesticldes toxie to
pollinating insects must bear approprl-
nle labe!l cautions.

(F) For all outdoor uses other than
aquatic appllcations the label must
bear the cautlon “Keep out of inkes,
ponds or streams. Do not contaiminate
watler by cleaning of equipment. or dis.
rosal of wastes.”

(i) Physical or chemical hazards.
Warning statements on the flammablil.
ity ot explosive characieristics of Lhe
pesticide are required as follows:

Rogirad tert

e Ci

oy valve opering

v (e Koap awny kom

e, sparke, ond hoated surfaces Do ned prmetime ot Incinerate
€ [

Ewp v ohowve 130° F ey cammn
wating

Flash poird shove 20° F erd not over 00° F or Il the | Fin bie O wnder pr . Heorp owmy bom heant,

Rerma entwrveion la more Twan 10 in long &t 8 dstance spowke, ond open flame Do not p o retsvirs

of § In from the flerne.

Ewpomsn 10 torpirehres sbove 130° F may coun threiing.

Al ot prossurtred coniminars . | Corderts yndwr prevmse 0o Aol ven o0 Wiore naw heed or open
fame Do not p or Inciy h Fapowna o
nrparehees ahove 130° F may cmre teneting

(8) Now Coe ]
MOrDmow 80" F ... e o s e € y N in Kenp owey from fre, sparka. and hewted

Above 0" Fodrotovm OO°F,. . . ... .
Above 80" F erd not over 130°F ... ...

() Directions for Use—(1) General
requirements—(1) Adequacy aend clar-
ity of directions. Dircctions for use
must be atated In terms which can be
easily read and understood by the
average person likely to use or to su-
pervise the use of the pesticlde, When
followed, directions must be adequate
to protect the public from fraud and
from personal Injury and to prevent
unrensonable adverse effects on the
environment.

1) Placement of directions for use.
Directions may appear on any portion
of the Iabel provided that they are
conspicuous enough to be ensily read
by the user of the pesticide product.
Directlions for use may appear on
printed or graphic matter which ac-
companies the pesticide provided that:

arfnces
.. J Flommable Xeup sway fom heet ond open fame
. DO Aot wee o More near hael o open Reme

(A) 1f required by the Agceney, such
printed or graphic matter is securely
attached to each package of Lthe pesti-
cide, or placed within the outside
wrapper or bag;

(B) The Inbel bears & reference Lo
the directions for use in accompanying
lenflets or circulars, such as “S8ce dl-
rections in the enclosed circular:” and

(C) The Administrator determines
that it Is not necessary for such direc.
tions to appear on the Iabel.

(1) Exceptions (o requiremen! for
direction for use—(A) Detalled dirce-
tions for use may be omlitted from Ia-
beling of pesticides which are intended
for use only by manufacturers of prod.
ucts other than pesticide producis in
thelr regular manufacturing processes,
provided that:

-Gl-
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(1) The lsbel clearly shows that the
product is Intended for use only in
‘manufacturing processes and specifles
the type(s) of products involved.

(2) Adequate information such as
technical data sheets or bulleting, is
avallable Lo the trade specilying the
type of product involved and its
proper use in manufacturing process-

es;

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

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

(B) Detalled directions for use may
be omitted from the labeling of pesti-
clde products for which sale is limited
to physicians, veterinarians, or drug-
gists, provided that:

(1) The label clearly states that the
product is for use only by phynicians
or velerinarians;

(2) The Administrator determincs
that such directions are nol necessary
to prevent unreascnable adverse ef-
fects on man or the environment; and

(3) The product s also s drug and
regulated under the provisions of the
Pederal FPood, Drug and Cosmetic Act,

(C) Delalicd directions for use may
be omitted from the Iabeling of pesti-
cide products which are intended for
use only by formulators in preparing
pesticides for sale to the public, pro-
vided that:

() There Is Information readily
avallsble to the formulators on the
composition, toxicity, methods of use,
applicable restrictions or Mimitations,
and effcctiveness of the product for
pesticide purposes;

(2) The Iabel clearly states that the
prodict Is intended for use only In
manufacturing, formulating, mixing,
or repacking for use as a pesticide and
apecifles the typeds) of pesticide prod-
ucts Involved;

(3) The product as [inally manufac-
tured, formulated, mixed, or repack-
aged is registered; and

(§) The Administrator determines
that such directions are nol necessary
s~ meauvant unrensonable adverse el-

Title 40—Protection of Environment

(2) Cositents of Directions for Use.
The directions for use shall include
the following, under the headings “pt-
rections for Use’: .

(1) The statement of ise classifica-
tion as prescribed In 162.10(J) immedi-
stely under the heading “Directions
for Use.”

1) Immediately below the state-
ment of use ciansification, the state-
ment “It is 8 violation of Federsl Jaw
to use thia product in & manner Incon-
sistent with its Iabeling.”

(Ii) The site(s) of application, as for
example the tcros::,dmlmnh. aress, of
objecls Lo be treated.

(lv) The target pesis) associated
with each site.

(v) The doaage rate sssociated with
each site and pest.

(v1) The method of spplication, in-
cluding instructions for dilution, if re-
quired, and type(s) of application ap-
paratus or equipment required.

(vil) The frequency snd timing of ap-
plications necessary to obtain effective
resnits without causing unreasonable
adverse ellects on the environment.

(vii) Bpectfic Mimitations on reentry
o areas where the pesticide has been
applied, meeting the requirements
concerning reentry provided by 40
CFR Part 170.

(x) Bpecific directions concerning
the storage and disposal of the pest!-
cide and its container, meeting the re-
quirements of 40 CFR Part 165, These
fnstructions shall be grouped and
sppear under the heading “Storage
and Disposal.” This heading must be
sel In Lype of the same minimum sizes
as required for the child hazard warn-
Ing (See Table in § 162.10hX 1 Xiv).)

(x) Any limitations or restrictions on

~ use required to prevent unreasonable
adverse effects, such as: )

(A) Required Intervals between ap-
plication and harvest of food or feed
cropa.

(B) Rotational crop reatrictions.

(C) Wamnings as reqitired against use
on cerlain crops, animasls, objects, or
In or adjucent to certain areas.

(D) {Reserved)

(F) For restricted use pesticides, s
statement that the pesticide may be
appiled under the direct supervision of

a certified applicator who Is not phys-
. s 8 wb Sha =lta nf annlicstlion
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but nonetheless avallable o the
person applying the pesticide, uniexs
the Agency has determined that the
pesticide may only be applled under
the direct supervision of & certificd ap-
plicalor who Is physically present.

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

(§) Stalement of Use Class{ficalion.
By Oclober 22, 1976, all pesticide prod-
ucts must bear on thelir labels a state-
ment of nse classification as described
in paragraphs (JX1) and (2) of this scc-
tlon. Any pesticide product for which
some uses are classified for general use
and others for restricted use shall be
separately labeled according Lo the Ia-
beling standards set forth In this sub.-
section, and shall be markeled as acpa-
rate producls with dif(erent registra-
tion numbers, one berring direclions
only [or general use(s) and Lthe other
benring direclions [or reatricted use(s)
except that, If a product has bolh re-
stricted usc(s) and general use(s), both
of these uses may appear on & product
Inbeled for restricted use. Such prod-
ucts shall be subject Lo the provisions
of § 162.10(IXD),

(1) General Use Class{fication. Pestl-
cide products bearing directions for
uac(s) classified general shall be la-
beled with the exact words “General
Cliassification” Immediately below the
heading “Directions for Use.” And rel-
erence to the general classification
that suggestis or implles that the gen-
eral utility of the pesticide extends
beyond those purposes and uses con-
tained In the Directions for Usq will be
constdered & false or misteading state-
ment under the statutory definitions
of misbranding.

(2) Restricted Use Classification.
Pesiiclde products bearing direction
for use(s) ciassified restricted shall
bear statements of restricted use clas-
silication on the front panel as de-
scribed below:

(1) Fronl panel statement of restrict-
ed use classification. {A) Al the top of
the front panel of the Iabel, set In Ltype
of the same minimum sizes as required
for human hazard signal words (see
table In § 162.10(h X1 Xiv)), and appear-
Ing with sufficlent prominence reintive
to nther text and graphic material on

§ 162.00

Lhe front pancl Lo make L untikely to
be overiooked under customary condi-
tions of purchase and use, Lhe atale-
ment “Restricted Use Pesticlde” shall
appear.

(B) Directly below Lhis statement on
the front pancl, & summary sialement
of Lthe Lterms of restriction Imposed as
a precondition to registration shail
appear. Il use is restriclted to cerlified
applicators, the following statement. Is
required: “For relall sale to and use
only by Certifled Applicators or per-
sons under thelr direcl supervision and
only for those uses covered by the Cer-
tified Applicator's certilication.” If,

. however, olher regulatory resirictions
are Imposed, the Administrator will
define Lthe approprinte wording for Lhe
terms of restriction by reguiation.

(k) Advertising. [ Reserved)

{40 FR 28288, July 3, 1978, 40 FR 32329,
Aug. 1, 1975; 40 FTR J6817), Aug. 2}, 1978, an
amended at 43 PR 5788, Frb. 8, 1978)

2 211 Criterin for determinaliona of
canonable adverse effecta,

rsuant to
notice of

& hearing to
e registration
r denled, /s ap-
ued, upon a de-
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PHYS/CHEM-1

PHYSICAL/CHEMICAL HAZARDS

Criteria Required Label Statement

I. Pressurized Containers

A. Flashpoint at or below Extremely flammable.
20°F; or if there is a Contents under pressure.
flashback at any valve Keep away from fire, sparks,
opening. and heated surfaces. Do not

puncture or incinerate
container. Exposure to
temperatures above 130°F

may cause bursting.

B. Flashpoint above 20°F Flammable. Contents under
and not over 80°F; or pressure. Keep away from
if the flame extension heat, sparks, and flame. Do
is more than 18 inches not puncture or incinerate
long at a distance of container. Exposure to
6 inches from the temperatures above 130°F
valve opening. may cause bursting.

C. All Other Pressurized Contents under pressure.
Containers 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.

II. Non-Pressurized Containers
A. Flashpoint at or below Extremely flammable. Keep

20°F. away from fire, sparks, and
heated surfaces.

B. Flashpoint above 20°F Flammable. Keep away from
and not over 80°F. heat and open flame.

C. Flashpoint over 80°F Do not use or store near
and not over 150°F. heat and open flame.

D. Flashpoint above None required.

150°F.
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STOR-1

STORAGE INSTRUCTIONS FOR PESTICIDES

Heading:

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."

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:

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

4. Instructions on what to do if the container is damaged in

any way, or if the pesticide is leaking or has been
spilled, and precautions to minimize exposure if damage occurs.

5. General precautions concerning locked storage, storage in

original container only, and separation of pesticides
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 in
locked storage areas.
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CONTAINER DISPOSAL INSTRUCTIONS

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

l.

Domestic use products must bear one of the following

container disposal statements:

Container Type

Statement

|Non-aerosol products
(bottles, cans, jars)

Do not reuse container (bottle, can, jar).
Rinse thoroughly before discarding in trash

Non-aerosol products
(bags)

Do not reuse bag. Discard bag in trash.

Aerosol products’’

Replace cap and discard containers in
trash. Do not incinerate or puncture.

2.

Container Type

listed below:

Statement

All other products must bear container disposal instructions,
based on container type,

Metal
containers
(non-aerosol)

Triple rinse (or egquivalent). Then offer
for recycling or reconditioning,

authorities.

or puncture
and dispose of in a sanitary landfill, or by
other procedures approved by state and local

Plastic contailners

Triple rinse (or equivalent). Then offer

for recycling or reconditioning, or puncture

and dispose of in a sanitary landfill, or
incineration, or, if allowed by state and
local authorities, by burning. If burned,
stay out of smoke.

Glass containers

Triple rinse (or equivalent). Then dispose
of in a sanitary landfill or by other
approved state and local procedures.

Fiber drums
with liners

Completely empty liner by shaking and
tapping sides and bottom to loosen clinging
particles. Empty residue into application
equipment. Then dispose of liner in a
sanitary landfill or by incineration if
allowed by state and local authorities.

If drum is contaminated and cannot be
reusedl, dispose of in the same manner.

Paper and
plastic bags

Completely empty bag 1nto application
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,
out of smoke.

stay

Compressed gas
cylinders

Return empty cylinder for reuse (or
similar wording)

1/ Manufacturer may replace this phrase with one indicating
whether and how fiber drum may be reused.



-80-
PEST/DIS-1

PESTICIDE DISPOSAL INSTRUCTIONS

The label of all products, except those intended solely for domestic
use, must bear explicit instructions about pesticide disposal. The
statements listed below contain the exact wording that must appear on

the label of these products:

l.

2.

The labels of all products, except domestic use, must contain the
statement, "Do not contaminate water, food, or feed by storage or disp

Except those products intended solely for domestic use, the labels

of all products that contain active ingredients that are Acute Hazardo
Wastes or are assigned to Toxicity Category I on the basis of oral or
dermal toxicity, or Toxicity Category I or II on the basis of acute
inhalation toxicity must bear the following pesticide disposal stateme

"Pesticide wastes are acutely hazardous. Improper disposal of

excess pesticide, spray mixture, or rinsate is a violation of Federal
Law. If these wastes cannot be disposed of by use according to

label instructions, contact your State Pesticide or Environmental
Control Agency, or the Hazardous Waste representative at the nearest
EPA Regional Office for guidance."

The labels of all products, except those intended for domestic use,
containing active or inert ingredients that are Toxic Hazardous Wastes
or meet any of the criteria in 40 CFR 261, Subpart C for a hazardous
waste must bear the following pesticide disposal statement:

"Pesticide wastes are toxic. Improper disposal of excess pesticide,

spray mixture, or rinsate is a violation of Federal Law. If these
wastes cannot be disposed of by use according to label instructions,

contact your State Pesticide 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 pesticide disposal statement:

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

Products intended for domestic use only must bear the following
disposal statement: "Securely wrap original container in several lay:
of newspaper and discard in trash."
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PESTICIDE ACTIVE INGREDIENTS THAT ARE ACUTE HAZARDOUS WASTES

-

v
I. PESTICIDES ON THE "E" LIST (with"RCRA # and CAS #
[40 CFR 261.33(e)]

Acrolein P0O03 107-13-1
Aldicarb P070 116-06-3
Aldrin POU4 309-00-2
Allyl alcohol . P0O05 107-18-6
Aluminum phosphide . POU6 1302-45-0
4-Aminopyridine (Avitrol) P0O0O8 504-24-5
Arsenic acid °? PO10 7778-39-4
Arsenic pentoxide PO11 1303-28-2
Arsenic trioxide P0O12 1327-53-3
Calcium cyanide . P021 592-01-8
Carbon disulfide . P022 75-15-0
p-Chloroaniline P024 106-47-8
Cyanides (soluble cyanide salts P0O30
not otherwise specified)
Cyanogen chloride PU31 506-77-4
Dieldrin P037 60-57-1
0,0~-Diethyl S-[2-ethylthio)ethyl] P039 298-04-4
phosphorodithioate (disulfoton)
0,0-Diethyl O-pyrazinyl P040 297-97-2
phosphorethioate (Zinophos?®)
Dimethoate . P044 60-51-5
0,0-Dimethyl OJp-nitrophenyl P071 298-00-0
phosphorothioate (methyl parathion)
4,6-Dinitro-o-cresol and salts P047 534-52-1
4,6-Dinitro-o-cyclohexylphenol PO34 131-89-5
Dinoseb ) PO20 88-85-7
Endosulfan PO50 115-29-7
Endothall P088 129-67-9
Endrin PO51 72-20~8
Famphur P097 52-85-7
Fluoroacetamide P057 640-19-7
Heptachlor P059 76-48~-8
Hexachlorohexahydro-exo, exo- PO69 465-73-6
dimethanonaphthalene (Isodrin)
Hydrocyanic acid PO63 74-90-8
Methomyl P066 16752-77-5
alpha-Naphthylthiourea (ANTU) P072 86-88-41
Nicotine and salts P0O75 54-11-5
Octamethylpyrophosphoramide P085 152-16-9
(OMPA, schradan)
Parathion P089 56-38-2
Phenylmercuric acetate (PMA) P092 62-38-4
Phorate P094 298-02-2
Potassium cyanide P098 151-50-8
Propargyl alcohol Pl02 107-19-7
Sodium azide P105 26628-22-8
Sodium cyanide P106 143-33-9

Sodium fluoroacetate P058 62-74-8
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Strychnine and salts “

0,0,0,0-Tetraethyl
dithiopyrophosphate (sulfotepp)

Tetraethyl pyrophosphate

Thallium sulfate

Thiofanox

Toxaphene

Warfarin " (>0.3%) A

Zinc phosphide (>10%)

3

50 ACTIVES

e

P108

P109

P11l
P115
P045
P123
POO1
Pl122

57-24-9
60-41-3
3689-24-5

107-49-3
7446-18-6
39196-18-4
8001-35-2
81-81-2
1314-84-7
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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 from 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
has sought to identify documents at a level parallel to
the published article from within the typically larger
volumes in which they were submitted. The resulting
"studies" generally have a distinct title (or at least a
single subject), can stand alone for purposes of review,
and can be described with a conventional bibliographic
citation. The Agency has attempted also to unite basic
documents and commentaries 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 unique 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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Author. Whenever the Agency could confidently identify
one, the Agency has chosen to show a personal author.
When no individual was identified, the Agency has

shown an identifiable laboratory or testing facility

as 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
from the document. When a four-digit date is followed
by a question mark, the bibliographer deduced the

date from evidence in the document. When the date
appears as (192?), the Agency was unable to determine
or estimate the date of the document.

Title. 1In some cases, 1t has been necessary for
Agency bibliographers to create or enhance a document

title. Any such editorial insertions are contained
between square brackets.

Trailing Parentheses. For studies submitted to the
Agency in the past, the trailing parentheses include

(in addition to any self-explanatory text) the fol-
lowing elements describing the earliest known submission:

(1) sSubmission 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 omitted.

(4) Volume Identification (Accession Numbers). The
final element in the trailing parentheses
identifies the EPA accession number of the volume
in which the original submission of the study
appears. The six-digit accession number follows
the symbol "CDL," 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 Sulfotepp Standard

MRID CITATION

00104043 Allen, R. (1975) Toxicity of Dieldrin to Bluegill
Sunfish and Rainbow Trout. (Unpublished study
received July 16, 1975 under 9386-10; submitted
by Vinings Chemical Company, Atlanta, Georgia;
CBL: 223094-B)
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-88-~ OMB Approval No. 2070-0057
Expires 11/30/89

A REGISTRATION NO.
FIFRA SECTION 3(C)(2)(B) SUMMARY SHEET

PRODUCT NAME

APPLICANT'S NAME OATE GUIDANCE DOCUMENT ISSUED

With respect to the requirement to submit “generic™ data imposed by the FIFRA section 3(C)(2)(B) notice contained in the refecenced
Guidance Document, | am resporiding in the following manner:

3 1. 1 witt submit detasn a timely manner to sstisty the lollowing requirements. If the test procedures | will use deyiate from (or ace nat
specified in) the Registration Guidelines or the Pratocols contained in the Reports of Expert Groups ta the Chemicals Group, 0ECO
Chemicals Testing Programme, | enclose the protocols that | will uss:

32 1 have entered into an agreement with one or mors ather registrants under FIFRA section 3(CH2)(BNii) to satisty the following data
requirements. The tests, and any required protocols, will be submitted to EPA by:

NAME OF OTHER REGISTRANT

£33, 1 enclose s completed “Certification of Attempt to Enter Into an Agreement with Qther Registrants for Development of Data” with
respect to the following deta requirements: .

{J4. 1 request that you amend my registration by deleting the following uses {this optian i not svailable to applicants for new products):

Os { request voluntary cancelistion of the registration of this product. (This option is not eveilable to applicants for mew products.)

REGISTRANT'S AUTHORIZED REPRESENTATIVE SIGNATURE DATE

EPA Form 8580-1



OMB Approval No. 2070-0057
-89- Expiration Date 11/30/89

GENERIC DATA EXEMPTION STATEMENT

EPA Product Registration Number:

Registrant's Name and Address:

As an authorized representative of the registrant of the product identified
above, I certify that:

(1) I have read and am familiar with the terms of the Notice from EPA dated
concerning a requirement for submission of generic data on the
active ingredient named under FIFRA Section 3(c)(2)(B).

(2) My firm requests that EPA not suspend the registration of our oroduct,
despite our lack of intent to submit the generic data in question, on the grounds
that the product contains the active ingredient solely as the result of the
incorporation into the product of another product which contains that active
ingredient, which is registered under FIFRA Section 3, and which is purchased by
us from another producer.

(3) An accurate Confidental Statement of Formula{(CSF) for the above-identified
product is attached to this statement. That formula statement indicates, by

campany name, reglstratlon nutber, and product name, the source of the subject
active ingredient in my firm's product, or

The CSF dated on file with EPA is complete, current and accurate and
contains the information requested on the current CSF Form No. 8570-4. The
registered source(s) of the above named active ingredient in my product(s) is/are
and their registration number(s) is/are

(4) My firm will apply for an amendment to the registration prior to changing

the source of the active ingredient in our product to one that is not registered
and purchased.

(5) I understand, and agree on behalf of my firm, that if at any time any
portion of this Statement is no longer true, or if my firm fails to comply with
the undertakings made in this Statement, my firm's product's registration may be
suspended under FIFRA Section 3(c)(2)(B).

(6) I further understand that if my firm is granted a generic data exemption
for the product, my firm relies on the efforts of other persons to provide the
Agency with the required generic data. If the registrant(s) who have committed
to generate and submit the required data fail to take appropriate steps to meet
requirements or are no longer in compliance with this Notice's data requirements,
the Agency will consider that both they and my firm are not in compliance and
will normally initiate proceedings to suspend the registrations of my firm's
product(s) and their product(s), unless my firm commits to submit and submits
the required data in the specified time frame. I understand that, in such cases,
the Agency generally will not grant a time extension for submitting the data.

Registrant's authorized representative:

(Signature)

Dated:

(Typed)

EPA Form 8580-3
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| certify that the statements | have

- US Environmental Protection Agency | Registration Standard for:  |EPA Registration Number -
Washington, DC 20460 R Form Approved
¥ 5 ) aps - -
<EPA . Product Specific - OMB #2070-0057
Data Report - ) i - |Brpires 119089
) ) : Testing not 1 am complying with (For EPA Use
) . required for my Data Requirements by - Only)
Registration - product listed "1 Submitting Data Accession
Guideline No. Name of Test above Citing MR ID No. (Attached) numbers
: (Check beiow) (Check below) assigned
Sec. 158. Subpart C
Product
Chemistry
61-1 Identity of ingredients
61-2 Statement of composition
61-3 Discussion of formation of ingredients
62-1 Preliminary analysis
62-2 Certification of limits .
62-3 Analytical methods for enforcement limits
63-2 Color N
63-3 Physical state
634 Odor
63-5 Meiting point
636 Boiling point
63-7 Density, bulk-density, or specific gravity
63-8 Solubility
63-9 Vapor pressure
63-10 Dissociation constant
63-11 Octanol/water partition coefficient
63-12 pH
63-13 Stability
63-14 Oxidizing freducing reaction
63-15 Flammability
63-16 Explodability
63-17 Storage stability
63-18 Viscosity
63-19 Miscibility
63-20 Corrosion Characteristics
63-21 Dielectric breakdown voitage
Sec. 158.340 |of Subpart D
Toxicology
81-1 Acute oral toxicity, rat
81-2 Acute dermal toxicity, rabbit
81-3 Acute inhalation toxicity, rat
814 Primary eye irritation, rabbit
81-5 Primary dermal irritation
81-6 Dermal sensitization
Certification

made on this form and all attachments thereto are
true, accurate; and complete. | acknowledge that any knowingly false or misleading
statement may be punishable by fine or imprisonment or both under applicable law.

Typed Name and Title

Signature

Date

EPA Form 8580-4 (Rev. 5-88) Previous edition is obsolete.
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CERTIFICATION OF ATTEMPY TO ENTER

INTO AN AGREEMENT WITH OTHER REGISTRANTS
(To qualify, certify ALL four items) FOR DEVELOPMENT OF DATA

GUIDANCE OOCUMENT DATE

1. | am duly suthorized to represent the following firm({s} who are subject 10 the require-
ments of a Notice under FIFRA Section 3(c}(2){8) contained in 3 Guidance Document
1o submit data concerning the active ingredient:

ACTIVE INGREOCIENT

NAME OF FIRM EPA COMPANY NUMBER

{This firm or group of firms is referred to below as “my firm™,)

2. My firm is willing to develop and submit the data as required by that Notice, if necessacy. However, my firm would prefer to enter
into an agreement with one or more other registrants to develop jointly, or 10 share in the cost of developing, the following required
items or data:

3. My firm has offered in writing to enter into such an sgreement. Copies of the offers are attached. That offer was irrevocable and included an offer ta be
bound by sn arbitration decision under FIFRA Secticn 3(cH2}(B)(iii) # final agreement on all terms could not be reached otherwise. This offer was made
1o the foliowing firm(s} on the foliowing date(s):

NAME OF FIRM DATE OF OFFER

However, none of those firm(s} accepted my offer.

4. My firm requests that EPA not suspend the registration{s) of my firm‘s product(s), if any of the firms named in paragraph (3) sbove
have agreed 10 submit the data listed in parsgraph (2) above in sccordance with the Notice. | understand EPA will promptly inform
me whether my firm must submit data to avoid suspension of its registration(s) under FIFRA Section 3(c)(2)(B). (This statement
does not apply to applicants for new products.} | give EPA permission to disclose this statement upon request.

TYPEOD NAME SIGNATURE OATE

EPA Form 8580-8



