United States Office of
Environmental Protection Pesticides and Toxic Substances
Agency Washington DC 20480 December 1985

Pesticic ™

s EPA Guidance for the
Reregistration of
Pesticide Prcducts
Contzining
Thiopn.anate Ethyil
as t* = Active Ingredien®

|




GUIDANCE FOR THE
REREGISTRATION OF PESTICIDE PRODUCTS

CONTAINING
AS THE ACTIVE INGREDIENT
THIOPHANATE ETHYL
EPA CASE NUMBER: 378
CAS: 23564-06-9
ENVIRONMENTAL PROTECTION AGENCY
OFFICE OF PESTICIDE PROGRAMS
WASHINGTON, D.C. 20460

DECEMBER 31, 1985



II.

I1I.

Iv.

TABLE OF CONTENTS

Introduction . . . . . . . .

Regulatory Position and Rationale.
Requirement for Submission of Generic Data .
Requirement for Submission of Product-Specific

Submission of Revised Labeling

A, Label Contents . . . . .
B. Collateral Information .

Instructions for Submission.

13
30
34
35
40

41



APPENDICES

II-1 . Guide to Bibliography . . « « ¢ « & ¢ v « o« « o o
II-2 Bibliography. . « ¢ « « ¢ ¢ ¢ ¢ ¢ o o o o o o o o
11-3 FIFRA §3(c)(2)(B) Summary Sheet - EPA Form 8580-1 .
I1-4 Certification of Attempt to Enter Into an Agreement
with Other Registrants for Development of Data
EPA Form 8580-2. . ¢ « « o o ¢ o s o s s+ o o o o
III-1 Product Specific Data Report (End-Use Products)
Iv-1 40 CFR 162.10 Labeling Requirements . . . . . . .
Iv-2 Table of Labeling Requirements. . . . . . . . .« .
v-3 Physical/Chemical Hazards Labeling Statement. . .
IV-4 Storage Instructions. . . + ¢ « ¢ o o ¢ o o a0 e
Iv-5 Pesticide Disposal Instructions . . . . ¢« ¢« « + &
IV-6 Container Disposal Instructions ., . . . « « « « .

ii

49

50
51
53
58
61
62
63

70



INTRODUCTION

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

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

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

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

EPA has the authority under FIFRA sec. 3(c)(2)(B) to
require registrants to submit data that will answer our
questions regarding the hazard that may result from the
intended use of a pesticide. Although sec. 3(c)(2)(B) provides
that all registrants are responsible for these data, the
Agency generally imposes generic data requirements only on the
registrants of the manufacturing use products (basic suppliers



of the active ingredient) and other producers who do not
qualify for the formulator's exemption.*

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

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

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

*The formulator's exemption applies to a registrant of an
product if the source of his active ingredient(s): (1) is a
registered product and (2) is purchased from a source which

does not have ownership in common with the registrant's
firm.
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PRODUCTS SUBJECT TO THE | ACTION(S) REQUIRED TO
REGISTRATION STANDARDS PROGRAM MAINTAIN REGISTRATION

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

A. Single Active Ingredient These products must be reregis-

Products* tered. To obtain reregistration,
labeling, packaging and data
requirements must be satisfied
in accordance with the Regis-
tration Standards Guidance
Document .

B. Multiple Active Ingredient These products will not be
Products reregistered at this time.
However, generic data required
to continue the registration of

the active ingredient under
review, as described in the
Registration Standards Guidance
Document, will be required and
some labeling precautions may
also be required.

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

*End use products of registrants who also produce a manufacturing
use product will not be required to be reregistered provided that
registrant fulfills the requirements specified in the Guidance
Document for manufacturing use product(s). Such end use products

will be subject to the labeling changes required for products in "II"
above. If there are no manufacturing use products registered by any
company end use products will be required to be reregistered.

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




I. REGULATORY ASSESSMENT

A, INTRODUCTION

This chapter describes the regulatory position of the
Environmental Protection Agency ("the Agency") on thiophanate
ethyl. This position is based on an evaluation of the one
manufacturing use product (MP) containing thiophanate ethyl
as the sole active ingredient and the registered thiophanate
ethyl uses., Future requests for registrations of substantially
similar products will be covered by this standard. After
briefly describing the chemical and its uses, this chapter
presents the regulatory position and rationale, the criteria
for registration, the acceptable ranges and limits, and the
labeling requirements for manufacturing use products (MPs) and
end use products (EPs).

B. DESCRIPTION OF CHEMICAL

"Thiophanate" is the common name (British Standards
Institution, International Organization for Standardization) for
diethyl 4,4 '-o-phenylene bis[3-thiocallaphanate]. Trade and
other chemical names for this compound include 1,2-bis[3-(ethoxy-
carbonyl)-2-thioureido] benzene, diethyl [1,2-phenylene bis
(iminocarbonothioyl)]-bis-(carbamate), Topsin, Cleary's 3336,
Cercobin, Topsin E, NF-35, and TD-1604. The Chemical Abstracts
Service (CAS) Registry Number is 23564-06-9 and the Office of
Pesticide Program's Internal Control Number (EPA Shaughnessy
number) is 103401.

Thiophanate ethyl is a broad spectrum systemic fungicide
registered for use on turf (golf courses), roses, flowers,
ornamentals, and shade trees. Technical thiophanate is manu-
factured--by- Nippon Soda Co. Ltd., Japan and is marketed in the
United States by Pennwalt Corporation. There are four
formulations of thiophanate ethyl, 2 wettable powders (16.67
percent and 50 percent) and 2 flowable concentrates (1.09 lb/gal
and 4 lb/gal). Application rates range from 1.36 to 10.9 1lbs
ai per acre for turf uses and 0.25 1b to 0.75 1lb ai per 100 gallons
for ornamental uses.



C. REGULATORY POSITION AND RATIONALE

Based on a review and evaluation of the available data
and other relevant information on thiophanate ethyl, the Agency
has made the following determinations.

1. None of the risk criteria set forth in Title 40

Code of Federal Regulations (CFR) §162.11 have been met or
exceeded by thiophanate ethyl.

Rationale:

a. Thiophanate ethyl is not oncogenic in rats or mice.
A chronic toxicity/oncogenicity study in rats which resulted
in reduced body weight in both sexes, thyroid follicular
hypertrophy in older male rats, and elevated liver weights
and liver-to-body weight ratios in males, indicated a LEL (lowest
effect level) of 1000 ppm (50 mg/kg/day) and a NOEL (no observable
effect level) of 200 ppm (10 mg/kg/day). Tumors were observed
predominantly in older animals, but there were no statistically
significant increases in their incidences. A mouse oncogenicity
study did not indicate an oncogenic effect for thiophanate ethyl
at doses tested up to 2000 ppm (300 mg/kg/day).

b. Methyl benzimidazole carbamate (MBC), which is a
metabolite of the fungicide thiophanate methyl and a structural
analog of ethyl benzimidazole carbamate (EBC), the metabolite of
thiophanate ethyl, is associated with increased liver tumors in
mice. However, there are no studies available suggesting that
EBC similarly induces tumors in laboratory animals, and
oncogenicity studies with thiophanate ethyl and thiophanate
methyl do not suggest an oncogenic potential similar to that of
MBC for either fungicide. Because of the low potential for human
exposure to thiophanate ethyl from current uses, exposure to EBC
is also expected to be low, even though we do not have data which
show the proportion of thiophanate ethyl that is likely to be
metabolized to EBC. If uses are expanded, thereby increasing
potential human exposure, data to determine the proportion of
thiophanate ethyl that is metabolized to EBC in animals, and data
on the toxicity of EBC may be required to complete a hazard
assessment,

¢. Thiophanate ethyl has moderate to low acute toxicity
to humans. Acute toxicity studies indicate Toxicity Category III
for acute inhalation (LCgg = 6.7 mg/L), acute dermal (LDgg >
15,000 mg/kg), and primary skin irritation (non-irritating),
and Toxicity Category IV for acute oral (LDsg > 15,000 mg/kg),
and primary eye irritation (non-irritating).



2. The Agency is requiring the submission of teratology,
mutagenicity, and repeated dermal toxicity studies,

Rationale: Registrants of thiophanate ethyl products were
not previously required to submit the above studies to the
Agency. Teratology studies in two mammalian species are required
to assess the teratogenic potential of thiophanate ethyl.
Mutagenicity studies that evaluate the potential of thiophanate
ethyl to cause gene mutations, chromosomal damage, or other related
effects are also required, and a 21-day dermal toxicity study in
rabbits is required to fully assess the dermal toxicity of
thiophanate ethyl,

3. Since there are no food/feed uses registered for
thiophanate ethyl, plant and livestock metabolism, residue, and
feeding data for thiophanate ethyl are not required at this time.

Rationale: To date there have been no U.S. tolerances or
registrations on food/feed items for thiophanate ethyl. All
currently registered labels contain a restriction prohibiting
grazing on treated turf or feeding clippings to livestock.

In the event that future food uses for thiophanate ethyl
are proposed, all appropriate metabolism, residue, and feeding
data will be required, pursuant to 40 CFR §158.

4. The Agency is requiring the submission of studies to
fully assess the environmental fate of thiophanate ethyl and the
exposure of human and nontarget organisms to thiophanate ethyl.

Rationale: Registrants of thiophanate ethyl products were
not previously required to submit environmental fate studies,
The following studies are required to fully assess the environ-
mental fate and transport of, and the potential exposure to
thiophanate ethyl: hydrolysis studies; photodegradation studies
in water; aerobic soil metabolism studies; leaching or adsorption/
desorption studies; terrestrial field dissipation studies; and
accumulation studies in fish,

5. The Agency may require additional avian toxicity
data depending on the outcome of the required environmental
fate studies.

Rationale: Thiophanate ethyl has an extremely low acute
toxicity to birds. Thiophanate ethyl has an acute oral LDgg to
bobwhite quail greater than 2510 mg/kg and LCgsg values of
greater than 5620 ppm to both mallard ducks and bobwhite quail.
If after receipt and evaluation of environmental fate data
it is concluded that avian species are subject to significant
or recurrent exposure to thiophanate ethyl and EBC, the Agency
may request a complete avian toxicity battery on EBC and avian
reproduction studies on thiophanate ethyl and EBC.



6. The Agency is requiring data to evaluate the acute
toxicity of EBC to aquatic species, and to evaluate the
toxicity of thiophanate ethyl and EBC to channel catfish in
particular, Depending on the outcome of the environmental
fate studies, additional aquatic toxicity testing may be
required.

Rationale: Thiophanate ethyl has moderate acute toxicity
to fish and aquatic invertebrates. Thiophanate ethyl has an LCgg
of 2.6 ppm to bluegill sunfish, 2.26 ppm to rainbow trout, and
2.6 ppm to Daphia magna. However, studies performed with the
chemically related compounds, thiophanate methyl and benomyl,
show a toxicity to channel catfish in the "very highly toxic"
range. Furthermore, the primary metabolite of both these compounds,
MBC, is also very toxic to channel catfish. There is reason to
suspect that thiophanate ethyl may be more highly toxic to
ictalurid fishes (catfish family) than to other types of fish,
and therefore, a 96-hour LCsg on channel catfish using thiophanate
ethyl and EBC is being required. As there are also no data
available to assess the acute aquatic toxicity of EBC, these
data must also be submitted. If after receipt and evaluation of
environmental fate data it is concluded that there may be
significant or recurrent exposure to aquatic habitats, chronic
aguatic testing on both thiophanate ethyl and ethyl benzimidazole
carbamate may be required in order to complete this hazard
assessment,

7. Based on available data, the currently registered uses
of thiophanate ethyl should not result in adverse effects to
endangered species. A formal consultation with the OES (Office of
Endangered Species) may be initiated if data to be generated
indicate risks to endangered species.

Rationale: There are two ictalurid finfishes (catfish
family) on the endangered species list, the scioto madtom and the
yellowfin madtom. 1If, after the receipt of additional data
thiophanate ethyl proves to be highly toxic to ictalurids
and if significant aquatic exposure seems likely, a formal
consultation with the Office of Endangered Species will be
initiated.



8. Manufacturing use pesticide products containing
thiophanate ethyl as a sole active ingredient may be registered
for sale, distribution, formulation, and use in the United States,
subject to the terms and conditions specified in the Standard.
Registrants must provide or agree to develop additional data,
as specified in the tables, in order to maintain existing
registrations or to permit new thiophanate ethyl registrations.

Rationale: 1In the absence of evidence indicating that the
use of a pesticide would cause unreasonable adverse effects to
the environment, the Agency can register or allow the continued
registration of a product for which data are missing or inadequate.
Issuance of this Standard provides a mechanism for identifying
such data needs. Data submitted to fill these gaps will be
reviewed and evaluated. The Agency will then determine if they
will affect registration(s) of thiophanate ethyl.

9. 1In order to meet statutory standards under FIFRA,
MP labels must bear. a statement regarding discharge to bodies of
water and sewer systems (see Section F. Labeling requirements).

Rationale: These precautions will minimize the discharge
of effluents from manufacturing plants and also meet the
Effluent Guideline requirements

10. No protective clothing statements or reentry intervals
are required,

Rationale: Thiophanate ethyl has moderate to low acute
toxicity to humans. Acute toxicity studies indicate Toxicity
Category III for acute inhalation (LCsg = 6.7 mg/L), acute dermal
(LDgg > 15,000 mg/kg), and primary skin irritation (non-irritating),
and Toxicity Category IV for acute oral (LDsg > 15,000 mg/kg),
and primary eye irritation (non-irritating).

11. EP labels will be required to bear a revised
environmental hazard statement regarding application to bodies of
water, This statement however, may be subject to further
revisions (see Section F. Labeling requirements).

Rationale: After evaluation of the required environmental
fate data and ecological effects data on the parent compound
and its metabolite EBC, the basic environmental hazard
statement may need to be further revised to protect the
non-target species.



12. EP labels will be required to maintain the grazing
restriction statement (See Section F. Labeling Requirements).

Rationale: There are currently no established U.S.
tolerances for thiophanate ethyl on food/feed items.
This restriction is necessary to prevent the occurrence
of secondary residues in meat and milk products.



D. CRITERIA FOR REGISTRATION UNDER THIS DOCUMENT

To be subject to this guidance document, MPs must meet the
following condition:

1. Contain thiophanate ethyl as the sole active ingredient
and,

2. Conform to the acute toxicity limits, product composition,
and use pattern requirements listed in Section E of this

document.

In order to meet applicable statutory standards under FIFRA,
registration of products subject to this document must comply
with all terms and conditions described in it, including
commitment to fill data gaps on a schedule acceptable to EPA
and consistent with that required of the present registrant.
All registrants and applicants for registration under this
document must follow the instructions contained in this
document and complete and submit the appropriate forms within
the specified time.

E. ACCEPTABLE RANGES AND LIMITS
1. Product Composition Standard

Each MP formulation proposed for registration must be fully
described with an appropriate certification of limits.

In addition, the active ingredient found in the MPs must be
substantially similar to that in the currently registered
product. Any MP not meeting these requirements will be
considered a new product and will not be registerable

under this standard.

2. Acute Toxicity Limits

The Agency will consider registration of products containing

thiophanate ethyl, provided that the product labeling bears
appropriate precautionary statements for the acute toxicity

category in which each product is placed.

3. Use Patterns:
To be registered under this standard, MPs containing thiophanate
ethyl must be labeled for formulation only into end-use

fungicide products for use on turf (golf courses), roses,
flowers, ornamentals, and shade trees,

10



F. REQUIRED LABELING

All technical grade products, MPs, and EPs containing thiophanate
ethyl must bear appropriate labeling as specified in

40 CFR § 162.10. Other portions of this guidance package contain
specific information regarding label requirements.

In addition to the requirements stated in 40 CFR § 162.10, the
following i1nformation must appear on the labeling of all products
1n the channels of trade after June 30, 1987.

1. Ingredient Statement

The i1ngredient statement for MPs and EPs must list the
active 1ngredient as:

Thiophanate ethyl: diethyl 4,4'-o-phenylene bis([thio-
allophanate], ..., %

2. Precautionary Statements

Manufacturing-Use Product Statements

All products intended for formulation into EPs must bear
the following environmental hazard statement:

"Do not discharge effluent containing this product directly
into lakes, streams, ponds, estuaries, oceans or public
waters unless this product is specifically 1dentified

and addressed in a National Pollutant Discharge

Elimination System (NPDES) permit. Do not discharge
effluent containing this product into 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."

End-Use Product Statements

The following environmental hazard statement must appear
on all EP products:

"Do not apply directly to water or wetlands (swamps, bogs,

marshes, and potholes). Do not contaminate water by cleaning
of equipment or disposal of waste."

The following feeding/grazing restriction must appear
on all EP products:

"Do not graze treated area or feed clippings to livestock."

In



G. TOLERANCE REASSESSMENT

To date there have been no U.S. tolerances oOr registrations
on food/feed items for thiopnanate ethyl.

12



REQUIREMENT FOR SUBMISSION OF GENERIC DATA

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

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

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

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

For certain kinds of testing (generally ecological
effects), EPA requires the test substance to be a "typical
formulation," and in those cases EPA needs data of that type

L/ Generic data pertain to the properties or effects of a
particular ingredient, and thus are relevant to an evaluation of
the risks of all products containing that ingredient, regardless
of the product's unique composition or specific use. Product-
specific data relate only to the properties or effects of a
product with a particular composition (or a group of products
with closely similar composition).

E/ The Pesticide Assessment Guidelines are available in hard

copy or microfiche from the National Technical Information
Service, 5285 Port Royal Road, Springfield, va. 22161.

13



for each major formulation category (e.g., emulsifiable concen-
trates, wettable powders, granulars, etc.) These are classified
as generic data and when needed are specified in Table A.

EPA may possess data on certain "typical formulations" but

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

required on each formulation. Product-specific data are

further explained in Chapter III of this document.

C. Options Available for Complying With Requirements
to Submit Data

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

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

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

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

OR
3., File with EPA a completed "Certification of Attempt to
Enter Into an Agreement With Other Registrants for Develop-
ment of Data" (EPA Form 8580-6, Appendix II-4)*/

*/ FIFRA sec., 3(c)(2)(B) authorizes joint development of
data by two or more registrants, and provides a mechanism by
which parties can obtain an arbitrator's decision if they agree
to jointly develop data but fail to agree on all the terms of
the agreement., The statute does not ccmpel any registrant to
agree to develop data jointly.

(Footnote continued on next page)
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OR

4. Request that EPA amend your registration by deleting
the uses for which the data are needed. (This option is
not available to applicants for new products.)

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

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

D. Procedures for Requesting Changeé in Testing Methodology
and Extensions of Time

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

If you think that you will need more time to generate the

required data than is allowed by EPA's schedule, you may
submit a request for an extension of time. The extension

request must be submitted in writing to the Product Manager.

(Footnote continued from previous page)

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

As noted earlier, EPA has discretion to suspend the
registration of a product when a registrant fails to submit data
required under FIFRA Section 3(c)(2)(B). EPA has concluded that
it should encourage joint testing rather than duplicative
testing, and that suspension should be withheld in certain cases.
to further this goal. Accordingly, if (1) a registrant has
informed us of his intent to develop and submit data required
by this Notice; and (2) a second registrant informs EPA that
it has made a bona fide offer to the first registrant to share
in the expenses of the testing [on terms to be agreed upon
or determined by arbitration under FIFRA Section 3(c)(2)(B)(iii)];
and (3) the first registrant has declined to agree to enter
into a cost-sharing agreement, EPA will not suspend the
second firm's registration.

15



The extension request should state the reasons why you believe

that an extension is appropriate. While EPA considers your

request, you must strive to meet the deadline for submitting
the required data.

16



TABLE A
GENERIC DATA REQUIREMENTS FOR THIOPHANATE ETHYL

Data Must Be

Guideline Citation and Test Guidelines Are Data Submitted Within
Name of Test Substance Status Required Reference Time Frames Liste
Yes No Citation Below 1

§158.120 Product Chemistry

Product Identity:

61-1 - Identity of Ingredients TGAI R () (x) 00089068

61-2 - Description of Beginning Materials TGAI R [Z] [:] 12 Months
and Marufacturing Process

61-3 — Discussion of Formation of TGAI R (X) (] 12 Months
Impurities

Analysis and Certification of Product
Ingredients

62-1 - Preliminary Analysis TGAT R X} (1 6 Months

62-2 - Certification of Ingredient TGAI R (X [ 6 Months
Limits

62-3 - Analytical Methods to Verify TGAI R (X (] 12 Months

Certified Limits

Physical and Chemical Characteristics

63-2 - Color TGAL R () (X} 00068776
63-3 - Physical State TGAIL R (1 (X] 00068776
63-4 - Odor TGAI R (] x) 00068776
63-5 — Melting Point TGAIL R (] [X] 00068776
63-6 — Boiling Point TGAI NA (] (]

17



TABLE A
GENERIC DATA REQUIREMENTS FOR THIOPHANATE ETHYL

Data must Be

Guideline Citation and Test Guidelines Are Data Submitted Within
Name of Test Substance Status Required Reference Time Frames Listed
Yes No Citation Below 1

§158.120 Product Chemistry (Continued)

Physical and Chemical Characteristics

(Continued)
63-7 - Density, Bulk Density, or TGAl R () (X} 00068776
Specific Gravity
63-8 - Solubility TGAI R (Xl [l 6 Months
63-9 - Vapor Pressure TGAT R [x} ) 6 Months
63-10 - Dissociation constant TGAT R (x) () 6 Months
63-11 - Octanol/water partition TGAT R {X) (] 6 Months
coefficient
63-12 - pH TGAT R X (] 6 Months
63-13 - Stability TGAI R ) (x] 0088444

TGAI = Technical Grade of the Active Ingredient; PAI = Pure Active Ingredient; R = Required; CR = Conditionally Required
1/ Data must be submitted within the indicated time frame, based on the date of the Guidance Document.

° 6 Month Due Date is June 30, 1986 .

° 12 Month Due Date is December 31, 1986 .

18



TABLE A

GENERIC DATA REDUIREMENTS FOR THIOPHANATE ETHYL

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ uUse 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattem ment? (Yes, No Citation Time Frame for Data
or Partially) Submission 3
§158.130 Environmental Fate
DEGRADATION STUDIES-LAB:
161-1 - Hydrolysis TGAI or PAIRA B, F No Yes 6 Months
Photodegradation
161-2 - In water TGAI or PAIRA B No Yes 6 Months
161-3 - On soil TGAI or PAIRA N/Ai/
161-4 - In Air TGAI or PAIRA N/Ai/
METABOLISM STUDIES-LAB:
162-1 - Aerobic Soil TGAI or PAIRA B, F NOo Yes 24 Months
162-2 - Anaerobic Soil TGAI or PAIRA N/Aq—/
4/
162-3 - Anaerobic Aguatic TGAI or PAIRA N/A
162-4 - Aercbic Agquatic TGAI or PAIRA N/A4_/
MOBILITY STUDIES:
163-1 - Leaching and TGAI or PAIRA B, F No Yes 6 Months
Adsorption/Desorption
163-2 - Volatility (Lab) TEP N/A4_/ ,
163-3 - Volatility (Field) TEP N/A4_/
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TABLE A
GENERIC DATA REDQUIREMENLS FOR THIOPHANATE ETHYL

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattem ment? (Yes, No Citation Time Frame for Data
or Partially) Submission
§158.130 Environmental Fate - Contimued
DISSIPATION STUDIES - FIELD:
164-1 - Soil TEP B No Yes 24 months
. 0 . o~ L] L] - . 9—/
164-2 — Aquatic (Sediment) TEP N/A
4/
164-3 - Forestry TEP N/A
164-4 - Cavbination and S/
Tank Mixes No
4/
164-5 - Soil, Long term TEP N/A
ACCUMULATION STUDIES:
165-1 - Rotational Crops 4/
(Confined) PAIRA N/A
165-2 - Rotational Crops . 4/
(Field) TEP N/A
4
165-3 - Irrigated Crops TEP N/A
165-4 - In Fish TGAI or
PAIRA B No Yes 6 months
165-5 - In Aquatic Non-Target 4/
Organisms TEP N/A
6/
> 158.140 Reentry Protection No
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TABLE A
GENERIC DATA REDUIREMENTS FOR THIOPHANATE ETHYL

§158.130 Environmental Fate - Continued

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

2/ The use patterns are coded as follows: A=Terrestrial, Food Crop; B=Terrestrial, Non-Food; C=Aquatic, Food Crop;

D=Aguatic, Non-Food; E=Greenhouse, Food Crop; F=Greenhouse, Non-Food; G=Forestry; H=Domestic Outdoor; I=Indoor.

3/ Data must be submitted within the indicated time frame, based on the date of the Guidance Document.
° 6 Month Due Date is June 30, 1986

° 24 Month Due Date is December 31, 1987 .
4/ Not applicable. Data are not required to support current registered uses.
5/ Data requirements for combination products and tank mixes are not addressed in this standard.
6/ The criteria for reentry data requirements as defined in 40 CFR Part 158.140 are not met for this chemical.
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TABLE A

GENERIC DATA REDUIREMENTS FOR THIOPHANATE ETHYL

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ Use 2/  This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattem ment? (Yes, No Citation Time Frame for Data
or Partially) Submission 3
$5158.135 Toxicology
ACUTE TESTING:
81-1 - Acute Oral Toxicity - Rat  TGAI B, F Yes 00089070 No
81-2 ~ Acute Dermal Toxicity TGAI B, F Yes 00089070 No
- Rabbit
81-3 - Acute Inhalation Toxicity  TGAI B, F Yes 00098045 No
- Rat
81-4 — Eye Irritation - Rabbit TGAI B, F Yes 00098046 No
81-5 - Dermal Irritation - Rabbit TGAI B, F Yes 00098047 NO
81-6 — Dermal Sensitization -
Guinea Pig TGAI B, F Yes 00089070 No
81-7 - Acute Delayed 4/
Neurotoxicity - Hen TGAI B, F No No
SUBCHRONIC TESTING:
5/
82-1 -~ 90-Day Feeding : TGAI B, F Yes 00032673 No
- Rodent, and
6/
- Non-rodent (Dog) TGAI B, F No No
82-2 - 21-Day Dermal - Rabbit TGAI B, F No Yes 6 Months
1/
82-3 - 90-Day Dermal - Rabbit TGAI B, F No No

22



TABLE A
GENERIC DATA REDUIREMENTS FOR THIOPHANATE ETHYL

Does EPA Have
Data To Satisfy

Must Additional Data
Be Sulmitted Under

1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattemn ment? (Yes, No Citation Time Frame for Data
or Partially) Submission
§158.135 Toxicology - Continued
SUBCHRONIC TESTING (Cont'd.):
8/
82-4 - 90-Day Inhalation: TGAI B, F No No
- Rat
4/
82-5 - 90-Day Neurotoxicity: TGAI B, F No No
- Hen/Mammal
CHRONIC TESTING:
83-1 - Chronic Toxicity~—
2 species:
- Rodent, and TGAI B, F Yes 00032673 No
6/
- Non-rodent (Dog) TGAT B, F No No
83-2 - Oncogenicity -
2 species:
- Rat (preferred), and TGAI B, F Yes 00032673 No
- Mouse (preferred) TGAI B, F Yes 00032674 No
83-3 - Teratogenicity -
2 species:
- Rat TGAI B, F No Yes 9 Months
- Rabbit TGAI B, F No Yes 9 Months
9
83-4 - Reproduction - Rat TGAI B, F N> No

2-generation
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TABLE A
GENERIC DATA REQUIREMENTS FOR THIOPHANATE ETHYL

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ Use 2/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? (Yes, No Citation Time Frame for Data
or Partially) Submission 3/ .
§158.135 Toxicology - Continued
MUTAGENICITY TESTING
84-2 - Gene Mutation (Ames Test) TGAI B, F No Yes 6 Months
84-2 - Structural Chromosomal TGAI B, F No Yes 6 Months
Aberration
84-4 - Other Genotoxic Effects TGAI B, F No Yes 6 Months
SPECIAL TESTING
10/
85-1 - General Metabolism PAI or PAIRA B, F No No
11/
85-2 - Dermal Penetration Choice B,F No No
12/
86-1 - Domestic Animal Choice B No No
Safety
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TABLE A
GENERIC DATA RBOQUIREMENTS FOR THIOPHANATE ETHYL

§158.135 Toxicology - Continued

1/ Camposition: PAI = Pure active ingredient; PAIRA = Pure active ingredient, radiolabelled; Choice = Choice of several
test substances determined on a case-by-case basis.

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

3/ Data must be submitted within the indicated time frame, based on the date of the Guidance Document....

° 6 Month Due Date is June 30, 1986 .
° 9 Month Due Date is September 30, 1986

4/ Test material is not an organophosphate or degradatlon product thereof, and it is not structurally related to a
known acute delayed neurotoxic substance,

5/ Satisfied by chronic rodent studies.

6/ Not required to support registration for non-food uses.

7/ No direct application to the skin or prolonged dermal exposures are expected with uses of thiophanate ethyl.

8/ Repeated inhalation exposure to toxic concentrations is not likely under normal use conditions.

9/ Not expected to result in human exposure over a portion of the human lifespan which is significant in terms of
frequency of exposure, magnitude of exposure, or the duration of exposure.

10/ Only required in conjunction with chronic feeding or oncogenicity studies which are not required for this use
pattern,

11/ Thiophanate ethyl has moderate to low acute toxicity to humans and its limited use pattern will not result in
a significant amount of dermal exposure.

12/ The likelihood of domestic animal exposure to thiophanate ethyl is minimal.
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TABLE A
GENERIC DATA RHQUIREMENTS FOR THIOPHANATE ETHYL

, Does EPA Have Must Additional Data
! Data To Satisfy Be Submitted Under
1/ | Use 2/ This Require- Bibliographic FIFRA § 3(¢c)(2)(B)?
ita Requirement Composition Pattern ment? (Yes, No Citation Time Frame for Data
f or Partially) Submission 3
58.145 Wildlife and
\quatic Organisms
AVIAN AND MAMMALIAN TESTING
1/
71-1 - Acute Avian Oral Toxicity  TGAI B, F Yes 00085643 No
a/
TEP B, F Yes 00050517
5/ 6/
EBC B, F No Reserved
71-2 - Avian Subacute Dietary
Toxicity 1/
- Upland Game Bird, and TGAI B, F Yes 00079196 No
s/ 6/
EBC B, F No Reserved
- Waterfowl TGAI B, F Yes 00079197 No
5/ 6/
EBC B, F No Reserved

71-3 - Wild Mammal Toxicity N/A
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TABLE A
GENERIC DATA REQUIREMENTS FOR THIOPHANATE ETHYL

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1/ Use 2/ This Require— Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Camposition Pattern ment? (Yes, No Citation Time Frame for Data
_ or Partially) Submission 3
§158.145 wildlife and
Aquatic Organisms — Continued
71-4 - Avian Reproduction 6/
- Upland Game Bird, and TGAL B No Reserved
5/ 6/
EBC B No Reserved
6/
- Waterfowl TGAIL B No Reserved
3/ 6/
EBC B No Reserved
AVIAN AND MAMMALIAN TESTING (cont'd.)
. 8/
71-5 - Simulated Field Testing TEP B No Reserved
- Mammals, and
Birds
8/
- Actual Field Testing TEP B No Reserved
- Mammals, and
Birds
AQUATIC ORGANISM TESTING
72-1 - Freshwater Fish Toxicity 9/
- Coldwater Fish Species, TGAI B, F Yes 00079198 No
and 5/
EBC B, F No Yes 9 Months
9/ 10/
- Warmwater Fish Species TGAL B, F Partially 00079199 Yes 9 Months
5/ 11/
EBC B, F No Yes 9 Months
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TABLE A
GENERIC DATA REQUIREMENTS FOR THIOPHANATE ETHYL

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1/ Use 2/  This Require- Bibliographic FIFRA § 3(c)(2)(B)?
data Requirement Composition Pattern ment? (Yes, No Citation Time Frame for Data
or Partially) Submission 3/
158.145 Wildlife and
Aquatic Organisms - Continued
1/
72-2 - Acute Toxicity to TGAI B, F Yes 00079200 No
Freshwater Invertebrates 5/
EBC B, F No Yes 9 Months
12/ '
72-3 - Acute Toxicity to TGAI B No No
Estuarine and Marine
Organisms
6/
72-4 - Fish Early Life Stage, TGAI B No Reserved
and 5/ 6/
- Aquatic Invertebrate EBC B No Reserved
Life—-Cycle
13/
72-5 - Fish - Life-Cycle TGAI B NO No y
6
72-6 - Agquatic Organism TGAI B No Reserved
Accumulation S/ 6/
EBC B No Reserved
6/ 14/
72-7 - Simulated or Actual TEP B No Reserved

Field Testing for
Aquatic Organisms
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TABLE A
GENERIC DATA REQUIREMENIS FOR THIOPHANATE ETHYL

§158.145 Wildlife and Aquatic Organisms - Continued

1/ Camposition: TGAI = Technical grade of the active ingredient; PAI = pure active ingredient;
TEP = Typical end-use product;
2/ The use patterns are coded as follows: A=Terrestrial, Food Crop; B=Terrestrial, Non-Food Crop; C=Aguatic, Food Crop;
D=Aquatic, Non-Food; E=Greenhouse, Food Crop; F=Greenhouse, Non-Food; G=Forestry; H=Domestic Outdoor; I=Indoor.
3/ Data must be submitted within the indicated time frame, based on the date of the Guidance Document.
¢ 9 Month Due Date is September 30, 1986 .
4/ Although this study exists and is acceptable, currently there are no requirements for formulated product testing.
5/ EBC is the prlmary metabolite of thiophanate ethyl.
6/ Pending review of environmental fate data by EAB,
7/ Study is requ1red to support the MP formulated into these end use products.
8/ Pending review of environmental fate data and subsequent lower tier EEB data, e.g., studies on EBC.
9/ only one fish study, either on a coldwater or a warmwater fish, is required to support the MP formulated
into these end use products.
10/ A 96-hour LCg) test performed on the channel catfish using the parent compound thiophanate ethyl is required.
(Chemically related campounds have been shown to be very highly toxic to channel catfish,
11/ Two 96-hour LCsy tests, the standard 96-hour LCggy test performed on bluegill sunfish, and a second
LCgy test performed on channel catfish. The second study is required because chemically related campounds
have been shown to be very highly toxic to channel catfish.
_g/ Product not intended for direct application to marine or estuarine environment.
13/ Product not intended for direct application to water.
14/ Residue monitoring with caged catfish.
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III. REQUIREMENT FOR SUBMISSION OF PRODUCT-SPECIFIC DATA

Note: Unless stated otherwise in Section I, Regulatory
Position and Rationale, this Section applies only to manufac-
turing use products, not to end use products.

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

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

*/ Product specific data pertain to data that support the
formulation which is marketed; it usually includes product
chemistry data and acute toxicity data.
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TABLE B

PRODUCT SPECIFIC DATA RBEQUIREMENIS FOR MANUFACTURING-USE PRODUCTS CONTAINING THIOPHANATE ETHYLE/

Data Must Be

Guideline Citation and Test Guidelines Are Data Reference Submitted Within
Name of Test Substance Status Required Citation Time Frames Listed
Yes No Below 1
§158.120 Product Chemistry
Product Identity:
61-1 - Product Identity and Disclosure MP R (] x] 00089068
of Ingredients
61-2 - Description of Beginning Materials MP R [X] () 12 Months
and Manufacturing Process
61-3 - Discussion of Formation of MP R (x] [] 12 Months
Impurities
Analysis and Certification of Product
Ingredients
62-1 - Preliminary Analysis MP R (x] (] 6 Months
62-2 - Certification of Limits MP R X O 6 Months
62-3 - Analytical Methods to Verify MP R (X) (1 12 Months

Certified Limit
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TABLE B
PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING THIOPHANATLE ETHYLE_/

Data Must Be

sJuideline Citation and Test Guidelines Are Data Footnote Submitted Within
Name of Test Substance Status Required Number Time Framnes Listed
Yes NO Below 1/

158.120 Product Chemistry (Continued)

hysical and Chemical Characteristics

63-12 - pH MP CR (x [ 6 Months

Other Requirements:

64- 1 - Submittal of samples MP CR X () 3 6 Months

MP = Mamnufacturing-use Product; R = Required; CR = Conditionally Required

1/ Data must be submitted within the indicated time frame, based on.the date of the Guidance Document.
° 6 Month Due Date is June 30, 1986 .
° 12 Month Due Date is December 30, 1986 .

2/ The technical (T) also serves as a mamufacturing-use product.

3/ 1f needed, the Agency will request the samples.
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TABLE B

PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHEMICAL THIOPHANATE ETHYL

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

1/ This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition ment? (Yes, No Citation Time Frame for Data
or Partially) Submission
§158.135 Toxicology
ACUTE TESTING
81-1 - Acute Oral Toxicity — Rat MP Yes 00089070 No
81-2 - Acute Dermal Toxicity MP Yes 00089070 No
- Rabbit
81-3 - Acute Inhalation Toxicity MP Yes 00098045 No
- Rat
81-4 - Primary Eye MP Yes 00098046 NO
Irritation - Rabbit
81-5 ~ Primary Dermal MpP Yes 00098047 No
Irritation - Rabbit
81-6 - Dermal Sensitization - MP Yes 00089070 No

Guinea Pig

1/ Camposition: MP = Manufacturing-use product.
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IV. SUBMISSION OF REVISED LABELING

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

If you fail to submit revised labeling information
complying with this section (supplemented by requirements
described in Section I, Regulatory Position and Rationale),
EPA may issue a notice of intent to cancel the registration
under FIFRA sec., 6(b)(1).
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A, Label Contents

40 CFR 162.10 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 Appendix IvV-2,

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. See Appendix IV-1, [40 CFR
162.10(d)]

Item 4. EPA REGISTRATION NUMBER - The registration
number assigned to the pesticide product must appear on the
label, preceded by the phrase "EPA Registration No.," or "EPA
Reg. No." The 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. See Appendix IV-1l.
(40 CFR 162.10(e)]

Item 5. EPA ESTABLISHMENT NUMBER - The EPA establishment
number, preceded by the phrase "EPA Est." is the final estab-
lishment at which the product was produced, 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,
See Appendix IV-1. [40 CFR 162.10(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
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placed in the body of other text. See Appendix IV-1. [40 CFR
162.10(g))

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

Item 7. FRONT LABEL PRECAUTIONARY STATEMENTS - Front panel
precautionary statements must be grouped together, preferably
within a block outline. The table below shows the minimum type
size requirements for various size labels.

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

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

over 30 18 point 12 point

Item 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. See Appendix IV-1.
(40 CFR 162.10(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. See Appendix IV-1.

(40 CFR 162.10 (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. See Appendix IV-1. (40 CFR 162.10(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. See Appendix IV-1l. (40 CFR 162.10(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.

See Appendix IV-1l., [40 CFR 162.10(h)(1)(iii)]
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iii. The flashpoint of the non-volatile liquid
component is greater than 350°F (177°C).

3. Declaration of non-flammability. Products which

meet the criteria for non-flammability specified above
may bear the notation "non-flammable" or "non-flammable
(gas, liquid, etc.)" on the label. It may appear as a
substatement to the ingredients statement, or on a back
or side panel, but shall not be highlighted or emphasized
(as with an inordinately large type size) in any way

that may detract from precaution.

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

toxic fumes.

Item 9A. RESTRICTED USE CLASSIFICATION - FIFRA sec. 3(d)
requires that all pesticide formulations/uses be 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 I
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 ndt believe that your product should be classified
for restricted use, you must submit any information and
rationale with your application for reregistration. During
the Agency's review of your application, your proposed classi-
fication determination will be evaluated in accordance with
the provisions of 40 CFR 162.ll(c). You will be notified of
the Agency's classification decision.

Classification Labeling Requirements

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

1. Front panel statement of restricted use classification.
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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. See Appendix IV-1l. [40 CFR 162.10

(h)(2)].

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. See Appendix Iv-1. [40 CFR 162.10
(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. See Appendix IV-1. [40 CFR
162.10(h)(2) (ii)]

Item 8C., PHYSICAL OR CHEMICAL HAZARD

1. Flammability statement. Precautionary statements relating
to flammability of a product are required to appear on the
label if it meets the criteria in Appendix IV-3. The require-
ment 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
headlng "Phy51cal/Chem1ca1 Hazards." Note that no signal

word is used in conjunction with the flammability statements.

2. Criteria for declaration of non-flammability. The
following criteria will be used to determine 1f a product

is non-flammable:

a. A "non-flammable gas" 1s a gas (or mixture of gases)
that will not ignite when a lighted match is placed
against the open cylinder valve.

b. A "non-flammable liquid" is one having a flashpoint
greater than 350°F (177°C).

c. A "non-flammable aerosol"” is one which meets the
following criteria:

i. The flame extension is zero inches;

ii. There is no flashback; and
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a. The statement "Restricted Use Pesticide” must

appear at the top of the front panel of the label.
The statement must be set in type of the same

minimum size as required for human hazard signal
word (see table in 40 CFR 162.10(h)(1)(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). 1If 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 9C. 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.

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.
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Item 10C. 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 1in the same type sizes as
required for the child hazard warning. Refer to Appendix
IV-4, IV-5, and IV-6 to determine the storage and disposal
instructions appropriate for your products,

Item 10D, DIRECTIONS FOR USE - Directions for use must
be stated in terms which can be easily read and understood by
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. See
Appendix Iv-1. [40 CFR 162.10]

B. Collateral Labeling

Bulletins, leaflets, circulars, brochures, data sheets,
flyers, or other written or graphic printed matter which 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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VI. INSTRUCTIONS FOR SUBMISSION

A. For Manufacturing Products (MP) containing Thiophanate
ethyl as sole active 1ingredient,

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

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

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

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

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

c. Two copies of any required product-specific data
(See Tables B).

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

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

3. Within the times set forth in Table A, you must submit
to the Registration Division all generic data, .unless you are
eligible for the formulator's exemption. 1If for any reason any
test is delayed or aborted so that the agreed schedule cannot be
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met, notify the Product Manager and the Office of Compliance
Monitoring.

B. For Manufacturing Use Products containing Thiophanate ethyl
in combination with other active ingredients

1. Within 90 days from receipt of this document, you must
submit the "FIFRA Section 3(c¢)(2)(B) Summary Sheet," EPA Form

8580-1., Refer to Appendix II-3 with appropriate attachments.

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

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

C. For End Use Products containing Thiophanate ethyl alone
or 1n combination with other active ingredients:

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

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

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

a. Confidential Statement of Formula, EPA Form 8570-4.
b. Product-Specific Data Report, EPA Form 8580-4

(Appendix III-1), if applicable (if Table C lists required
product-specific data).
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c. Two copies of any required product-specific data,
if applicable (if Table C lists required product-specific
data).

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

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

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

D.

For intrastate products containing Thiophanate ethyl
either as the sole active ingredient or in combination
with other active 1ingredients

These products are being called in for full Federal

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

registration.
E. Addresses

Applications and other required information should be

submitted to the following address:

The
is:

Product Manager 21

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

Washington, D.C. 20460

Phone No. (703)

address for submission to the Office of Compliance Monitoring

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

401 M St., SW.

Washington, D.C. 20460
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Appendix II-1
Guide to Use of This Bibliography

CONTENT OF BIBLIOGRAPHY. This bibliography contains
citations of all studies considered relevant by EPA in
arriving at the positions and conclusions stated elsewhere
in the Standard. Primary sources for studies in this
bibliography have been the body of data submitted to EPA
and its predecessor agencies in support of past regulatory
decisions. Selections 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. In 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 unigque 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. 1In addition to the Master Record Identifier
(MRID), each entry consists of a citation containing
standard elements followed, in the case of material
submitted to EPA, by a description of the earliest known
submission, Bibliographic conventions used reflect the
standards of the American National Standards Institute

(ANSI), expanded to provide for certain special needs.
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Appendix II-1 (continued)

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 (19??), the Agency was unable to determine
or estimate the date of the document.

Title. 1In some cases, it 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) Submission Date. The date of the earliest known
submission appears immediately following the word
"received."

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

(3) Submitter. The third element is the submitter,
following the phrase "submitted by." When
authorship is defaulted to the submitter, this
element is 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, 123456-2; and the 27th, 123456-AA,
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APPENDIX II-2

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registration Under the Standard For Thiophanate Ethyl

MRID Citation

00032673 Noguchi, T.; Hashimoto, Y.; Makita, T.; et al. (1971) Chronic Oral
Toxicity Studies of Thiophanate, Diethyl 4,4'-O-phenylene bis
3-thioallophanate in Sprague-Dawley Strain Rats. (Unpublished
study received Jun 27, 1980 under 4581-336; prepared by Nippon
Soda Co., Ltd. in cooperation with Nara Medical Univ., Second
Dept. of Pathology, submitted by Penmwalt Corp., Agchem Div.,
King of Prussia, Pa.; CDL:242740-B)

00032674 Hashimoto, Y.; Makita, T.; Nishibe, T.; et al. (1972) Toxicological
Evaluation of Thiophanate (X): The Final Report on the Carcino-
genesis Studies of Thiophanate, Diethyl 4 ,4'-o-phenylenebis (3-
thiocallophanate), in Mice of C57BL Strain for Full Life Span.
(Unpublished study received Jun 27, 1980 under 4581-336; pre-
pared by Nippon Soda Co., Ltd. in cooperation with Nara Medical
Univ., Second Dept. of Pathology, submitted by Penrwalt Corp.,
Agchem Div,., King of Prussia, Pa.; CDL:242740-C)

00050517 Shellenberger, T.E. (1971) Letter sent to Paul Sartoretto dated
Mar 4, 1971 : An acute toxicological evaluation of Cleary 3336
fungicide with adult mallard ducks. (Unpublished study received
Mar 4, 1971 under unknown admin. no.; prepared by Gulf Scuth
Research Institute, submitted by W.A. Cleary Corp., Somerset,
NJ.; CDL:104612-B)

00068776 Penrwalt Corporation (192?) Product Chemistry—-Data Requirements:
[Thiophanate]. (Unpublished study received Mar 3, 1978 under

4581-336; CDL:233302-A)

00079196 Fink, R.; Beavers, J.B.; Joiner, G.; et al, (1981) Final Report:
Eight-day Dietary LCSO--Bobwhite Quail: Project No. 110-125.
(Unpublished study, including letter dated Mar 20, 1981 from
A.0. Landskov to Bernalyn McGaughey, received Jun 10, 1981 under
4581-336; prepared by Wildlife International, Ltd. and Washing-
ton College, submitted by Pennwalt Corp., Philadelphia, Pa.;
CDL:245301-C)

00079197 Fink, R.; Beavers, J.B.; Joiner, G.; et al. (1981) Final Report:
Eight-day Dietary LCS50--Mallard Duck: Project No. 110-126. (Un-
published study received Jun 10, 1981 under 4581-336; prepared
by Wildlife International, Ltd. and Washington College, submit-
ted by Penrwalt Corp., Philadelphia, Pa.; CDL:245301-D)
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APPENDIX II-2

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY

Citations Considered to be Part of the Data Base Supporting

MRID

00079198

00079199

00079200

00085643

00088444

00089068

00089070

Registration Under the Standard For Thiophanate Ethyl

Citation

LeBlanc, G.A.; Sousa, J.V. (1981) Acute Toxicity of Topsin E Fungi-
cide to Rainbow Trout (Salmo gairdneri): Report #Bw-81-3-
843. (Unpublished study, including letter dated Apr 9, 1981
from A.0. Landskov to Bernalyn McGaughey, received Jun 1981
under 4581-336; prepared by EG & G, Bionamics, submitted by
Penrwalt Corp., Philadelphia, Pa.; CDL:245301-E)

LeBlanc, G.A.; Sousa, J.V. (1981) Acute Toxicity of Topsin E Fungi-
cide to Bluegill (Lepomis macrochirus): Report #Bw-81-2-835.
(Unpublished study, including letter dated Apr 9, 1981 from A.O.
Landskov to Bernalyn McGaughey, received Jun 10, 1981 under
4581-336; prepared by BG & G, Bionamics, submitted by Pennwalt
Corp., Philadelphia, Pa.; CDL:245301-F)

LeBlanc, G.A.: Surprenant, D.C. (1981) Acute Toxicity of Topsin E
Fungicide to the Water Flea (Daphnia magna): Report #Bw-81-
2-814. (Unpublished study, including letter dated May 21, 1981
from A.O0. Lanskov to Bernalyn McGaughey, received Jun 10, 1981
under 4581-336; prepared by EG & G, Bioncmics, submitted by
Pennwalt Corp., Philadelphia, Pa.; CDL:245301-G)

Fink, R.; Beavers, J.B.; Joiner, G.; et al. (1981) Final Report:
Acute Oral LDS0-—Bobwhite Quail: Project No. 110-127. (Unpub-
lished study, including letter dated Mar 20, 1981 from A.O.
Landskov to Bernalyn McGaughey, received Jun 10, 1981 under
4581-336; prepared by Wildlife International, Ltd. and Washing-
ton College, submitted by Pennwalt Corp., Philadelphia, Pa.;
CDL:245301-B)

Pennwalt Corporation (19??) Chemical and Physical Properties of
Topsin E and Topsin M. (Unpublished study, including letter
dated Dec 8, 1971 fram R.E. Carlson to J.L. Sandeno, received
Feb 9, 1973 under 4581-288; CDL:007463-A)

Pennwalt Corporation (19??) Introduction: [Topsin and Topsin M].
(Unpublished study received Jan 12, 1971 under 4581-278; CDL:
007453-A)

Hashimoto, Y.; Makita, T.; Mori, T.; et al. (1970) Toxicological
evaluations of thiophanate: (I) Acute and subacute toxicity of a
new fungicide, thiophanate (active ingredient of NF-35), 1,2-
bis-(ethoxy carbonyl-thicureido)-benzene. Pharmacometrics 4(1):
5-21. (Also in unpublished submission received Jan 12, 1971
under 4581-278; submitted by Penrwalt Corp., Philadelphia, Pa.;
CDL:007453-D)
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APPENDIX II-2

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registration Under the Standard For Thiophanate Ethyl

MRID Citation

00098045 Collins, C.J.; Breckenridge, C.; Broxup, B.; et al. (1981) The
Acute Toxicity of Inhaled Topsin E Technical in the Albino Rat:

Project No. 81197. (Unpublished study received Apr 1, 1982
under 4581-336; prepared by Bio-Research Laboratories Ltd.,
Canada, submitted by Pennwalt Corp, Philadelphia, Pa.; CDL:
247128-A)

00098046 Bier, C.B.; Bramwell, S.; Procter, B.G. (1981) Primary Eye Irri-
tation Study in Albino Rabbits Administered Test Article Top-
sin (R) E Technical: Project No. 50110, (Unpublished study re-
ceived Apr 1, 1982 under 4581-336; prepared by Bio-Research
Laboratories Ltd., Canada, submitted by Pennwalt Corp., Phila-
delphia, Pa.; CDL:247128-B)

00098047 Bier, C.B.; Reuben, M.A.; Procter, B.G. (1981) Primary Dermal
Irritation Study in Albino Rabbits Administered Test Article
Topsin (R) E Technical: Project No. 50111. (Unpublished study
received Apr 1, 1982 under 4581-336; prepared by Bio-Research
Laboratories Ltd., Canada, submitted by Pennwalt Corp., Phila-
delphia, Pa.; CDL:247128-C)
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207 ,-0057
(Expire /3 /8A)

o2 REGISTRATION NO
FIFRA SECTION 3(C)(2)() SUMMARY SHEET

PRODUCT NAM:S

J APPLICANT'S NAME | DATE GUIDANCE DOCUMENT ISSUED

With respect to the requirement to submit “generic”’ data imposed by the FIFRA section 3(C)(2)(B) notice contained in tne referenced
Guidance Document, | am responding in the following manner

1. 1 wall submut data in @ timely manner to sausty the following requirements. If the test procedures | will use deviate from (or are not
specsfied in) the Regsstration Guidslines or the Protocols contained in the Reports of Expert Groups to tne Chemcals Group, OECD
Chemucals Testing Programme, | enclose the protocols that | will use

2. 1 have entered into an agreement with one or more ather registrants under FIFRA section 3(C)2)(B){n) to satisfy the following data
requirements. The tests, and any required protocols, will be submitted to EPA by.

" "NAME OF OTHER REGISTRANT

(33. 1enclose a completed “Certification of Attempt to Enter Into an Agreement with Other Registrants for Development of Data” with
respect to the following data requirements:

(3 4. 1 request that you amend my registration by deleting the following uses (this option s not avaiiable to applicants for new products):

Os. i request voluntary cancellation of the registration of this product. (This option is not available te applicants for new products.)

REGISTRANT'S AUTHORIZED REPRESENTATIVE SIGNATURE DATE

EPA Form 8580-1 (10-82)



OMB Approval 2070-0057 (expires 5/31/86)

CERTIFICATION OF ATTEMPT TO ENTER
INTO AN AGREEMENT WITH OTHER REGISTRANTS
(To qualify, certify ALL four items) FOR DEVELOPMENT OF DATA
GUIDANCE DOCUMENT DATE

‘1. 1 am duly authorized to represent the following firm(s) who are subject to the require-
ments of a Notice under FIFRA Section 3(c)(2)}(B) contained in a Guidance Document

to submit data concerning the active ingredient
NAME OF FIRM

ACTIVE INGREDIENT

EPA COMPANY NUMBER

(This firm or group of firms 15 referred to below as “my firm"".)

2. My firm is willing to develop and submt the data as required by that Notice, if ne

cessary. However, my firm would prefer to enter
Into an agreement with one or more other registrants to develop jointly, or to share in the cost of developing, the follow

ing required

items or data:

3. My firm has offered in writing to enter into such an agreement. Copies of the offers are attached. That offer was irrevocable and included an offer to be
pound by an arbrtration decision under FIFRA Section 3(c)(2)(B)iii) if final agreement on ali terms could not be reached otherwise. This offer was made

ta the following firm{s) on the following 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), f any of the firms named in paragraph (3) above

have agreed to submit the data listed in paragraph (2) above in accordance 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 apphcants for new products.) | give EPA permission to disclose this statement upon request.

DATE

TYPED NAME SIGNATURE

FPFBA P OO S e ONY



EPA Registration No.

PRODUCT SPECIFIC DATA REPORT

Guidance Document for

Appendix III-1

Test not
required|{I am complying with
for my |data requirements by
product Submit-
listed ting
above Data (For EPA Use Only)
Registration (check (At- Accession Numbers
Guideline No. Name of Test below) |Citing MRID¥|tached)|Assigned
§158.20
PRODUCT
CHEMISTRY
61-1 Identity of
ingredients
61-2 Statement of
camposition
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
63-3 Physical state
63-4 Odor
63-5 Melting point
63-6 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
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Appendix III-1 (continued)

Test not
required|{I am complying with
for my |data requirements by
product Submit-
listed ting
above Data (For EPA Use Only)
Registration (check (At- Accession Nurbers
Guideline No. Name of Test below) |Citing MRID¥|tached)|Assigned
63-13 Stability
63-14 Oxidizing/reducing
reaction
63-15 Flammability
63-16 Explodability
63-17 Storage stability
63-18 Viscosity
63-19 Miscibility
63-20 Corrosion
characteristics
63-21 Dielectric break-
down voltage
§158.135
TOXICOLOGY
8l-1 Acute oral LD-30,
rat
81-2 Acute dermal
LD-50
81-3 Acute inhalation,
LC-50 rat
81-4 Primary eye
irritation, rabbit
81-5 Primary dermal
irritation
81-6 Dermal sensitiza-

tion
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ftutis  Lor shall den,
reviewed under

not met, or if there

data to make the required determina-

tians,

(1)  Notification. Promptly after
making a determination to deny a reg-
{stration, the Administrator shall
notify the applicant by certified letter
of the denlal of registration and shall
set forth the reasons and factual basis
for the determination and the condi-
tions, if any, which must be satisfied
In order for the registration to be ap-
proved.

(2) Opportunity for remedy by appli-
cant. () The applicant will have 30
days from the date of recelpt of the
certifled letter to take the specified
corrective action. ’

db The applicant may petition the
Administrator to withdraw his applica-
tlon. The Adminstrator may, in his
digcretion, deny any petition for with-
drawal and proceed to issue a notice of
denlal In accordance with paragraph
(£)(3) of this section,

(3) FEDERAL REGISTER publication. 1t
the applicant fajls to remedy the def]-
clency of his registration application,
the Administrator shall promptly
fssue in the FepgRrar REGISTER a notice

of denial of registration. Such notice
shall set forth the reasons and factua)
basis for the denla] and shall contain
the name and address of the applicant,
the product name, the name and per-
centage by weight of each active ingre-
dient In the product, the proposed pat-
terns of use, and the proposed classifi-
cation.

(4) Hearing rights, Within 30 days
following publication of the denial |n
the FEpeRaL REGISTER, the applicant or
any Interested party with the written
authorization of the applicant may re-
quest a hearing pbursuant to section
6(b) of the Act and Part 164 of these
regulations. If no hearing is timely re-
Quested, the denial shal) become effec-
tive at the end of the 30 days.

(g) Disposition of malerial submit.
ted with the application. The test data
and other information submitted with
an application shal) become a part of
the official file of the Agency for that

92

4n application
paragraph (d) of this
gection If any of "the requirements of
paragraph (d)}2) of this sectlon are
are Insufficient

amravanivas U

Lgiattation. ko opt oy
provided by section 10 of the Ac
within 30 days after the registrationg
a pesticide, the data called for in ty
registration statement together win
such other sclentific information &
the Administrator deems relevant y
his decision shal) be made avallaby
for public inspection.

{48 FR 34004, July 28, 1983)

§162.8 Data to be furnished by applicax

(a) An applicant for registration, n
reglstration, or amendment of a regh
tration under FIFRA sec. 3(c)§) shd
furnish data as required by
Agency to determine whether his gp
plication may be approved under thy
Part.

(b) An applicant shall submlt win
his application any factua! Inform
tion regarding adverse effects of th
pesticide on the environment or ma
that.

(1) Has been obtalned by him or ha
come to his attention: and

(2) Insofar as he s aware, has nao
previously been submitted to th
Agency.

Such Information shall include, by
shall not be limited to, published ¢
unpublished laboratory studies and ac
cldent experlence.

{48 FR 34005, July 28, 1983]

516210 Labeling requirements.

(a) Qeneral—(1) Contents of the
label. Every pesticide products shall
bear a label containing the informs
tlon specitied by the Act and the regu
lations In this Part. The contents of a
label must show clearly and prom|
nently the following-

() The name, brand, or trademark
under which the product is sold as pre
flcrlbed In paragraph (b) of this sec

on;

() The name and address of the
producer, registrant, or person for
whom produced as prescribed in para.
graph (c¢) of this section;

1 The net contents as prescribed
In paragraph (d) of thls section:

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

tv) TL_ producing e..ablishment
tumber as prescribed in paragraph (1)
¢f this section;

(vl) An Ingredlent statement as pre-
scribed in paragraph (g) of this sec-
thon;

{vfl) Warning or precautionary state-
wents as prescribed in paragraph (h)
of this section;

(viil) The directions for use as pre-
xcribed In paragraph (1) of this section;
and

(ix) The use classification(s) as pre-
scribed in paragraph (§) of this section.

(3) Prominence and legibility. (1) All
words, statements, graphic representa-
Uons, designs or other Information re-
quired on the labeling by the Act or
the regulations In this part must be
clearly legible to a person with normal
vizion, and must be placed with such
conspicuousness (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 individual under custom-
ary conditions of purchase and use.

(i) All required label text must:

(A) Be set in 8-point or larger type;

(B) Appear on a clear contrasting
background; and

(C) Not be obscured or crowded.

(3) Language to be used. All required
label or labeling text shall appear in
the English language. However, the
Agency may require or the applicant
may propose additional text in other
languages as is considered necessary to

. protect the public. When additional

text In another language is necessary,
all labeling requirements will be ap-
plled equally to both the English and
other-language versions of the label-
Ing

(4) Placement of Label—(1) General
The label shall appear on or be secure-
ly attached to the iImmediate contain-
er of the pesticlde product. For pur-
poses of this Section, and the mls-
branding provisions of the Act, ‘‘se-
curely attached” shall mean that a
label can reasonably be expected to
remaln affixed during the foreseeable
conditions and period of use. If the Im-
mediate container is enclosed within a
wrapper or outside container through
which the label cannot be clearly read,
the label must also be securely at-

tw..ned to such ouwide wrapper or von-
tainer, if it 18 a part of the patkage as
customarily distributed or sold.

(1) Tank cars and othér bulk con-
tainers—(A) Transportation. While a
pesticide product is in transit, the ap-
propriate provisions of 49 CFR Parts
170-189, concerning the transportation
of hazardous materials, and specifical-
ly those provisions concerning the la-
beling, marking and placarding of haz-
ardous materials and the vehicles car-
rying them, define the basic Federal
requirements. In addition, when any
registered pesticide product is trans-
ported in a tank car, tank truck or
other mobile or portable bulk contain-
er, a copy of the accepted label must
be attached to the shipping papers,
and left with the consignee at the time
of delivery.

(B) Storage. When pesticide prod-
ucts are stored in bulk contalners,
whether mobile or stationary, which
remain in the custody of the user, a
copy of the label of labeling, including
all appropriate directions for use, shall
be securely attached to the contalner
in the immediate vicinity of the dis-
charge control valve. ,

(6) False or misleading statements.
Pursuant to section 2(qQ)(1)A) of the
Act, a pesticide or a device declared
gsubject to the Act pursuant to
§ 162.15, 1s misbranded 1f its labeling is
false or misleading In any particular
including both pesticidal and non-pes-
ticidal claims. Examples of statements
or representations In the labeling
which constitute misbranding include:

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

(i1) A false or misleading statement
concerning the effectlveness of the
product as a pesticide or device;

(ii1) A false or misleading statement
about the value of the product for
purposes other than as a pesticilde or
device;

(lv) A false or misleading comparison
with other pesticides or devices;

(v) Any statement directly or indi-
rectly implying that the pesticide or
device is recommended or endorsed by
any agency of the Federal Govern-
ment;

(vi) The name of a pesticide which
contains two or more principal active
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ingredients lf the name suggests one
or more but not all such principal
active Ingredients even though the
names of the other Ingredients are
stated elsewhere in the labeling:

(viD) A true statement. used in such a
way as to give a tals; or misleading im-

esston to the purchaser;
pl'(vlll) Label disclaimers which negate
or detract from labeling statements re-
quired under the Act and these regula-
t.lc(;&s; Clalms as to the safety of the
pesticide or its ingredients, Including
statements such as “safe,” “nonpo‘l‘son-
ous,” "noninjurious,” “harmle:v.'s or

“nontoxic to humans and pets” with
or without such a qualifying phrase as
“when used as directed’’; and

(x) Non-numerical and/or compara-
tive statements on the safety of the
product, including but not limited to:

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

(B) “Among the least toxic cheml-
T knowlrl\"u oved”

) “Pollution appr

:g) Final printed labeling. (1) Except
as provided in paragraph (a)8)il) of
this section, final printed labellng
must be submitted and accepted prior

registration. However, final printed

eling need not be submitted until
{t label texts have been provision-
ally accepted by the Agency.

(1) Clearly legible reproductions or
photo reductions will be accepted for
unusual labels such as those silk-
gcreened directly onto glass or metal
containers or large bag or drum labels.
Such reproductions must be of micro-
film reproduction quality.

(b) Name, brand, or trademark. (1)
The name, brand, or trademark under
which the pesticlde product is sold
shall appear on the front panel of the
label.

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

(1) 1s false or misleading, or

(i1) Has not been approved by the
Administrator through registration or
supplemental registration as an addl-
tional name pursuant to § 162.6(b)(4).

(¢) Name and address of producer,
registrant, or person for whom pro-
duced. An unqualified name and ad-
dress given on the label shall be con-
sidered as the name and address of the
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producer. If the reglstrant’s name ap
pears on the label and the registrant Is
not the producer, or if the name of the
person for whom the pesticide was
produced appears on the label, it must
be qualified by appropriate wording
such as *‘Packed for * * ¢, “Distribut
edby * * *,” or **Sold by * * *" to show
that the name is not that of the pro
ducer.

(d) Nel weight or measure of con
tents. (1) The net weight or measure
of content shall be exclusive of wrap
pers or other materials and shall be
the average content unless explicitly
stated as a minimum quantity.

(2) If the pesticide is a liquid, the
net content statement shall be In
terms of liguid measure at 68° F (20°C)
and shall be expressed in conventional
American units of fluld ounces, pints
quarts, and gallons.

(3) If the pesticide is solid or sem}
solld, viscous -or pressurized, or i3
mixture of liquid and solld, the net
content statement shall be in terms of
welght expressed as avoirdupol
pounds and ounces.

(4) In all cases, net content shall b
stated in terms of the largest sultablt
units, l.e., 1 pound 10 ounces’ rathet
than “26 ounces."”

(6) In addition to the required uniu
specified, net content may be ex
pressed {in metric units.

(8) Varlation above minimum con
tent or around an average is permiss-
ble only to the extent that it repre
sents deviation unavoidable in goo
manufacturing practice. Variatiot
below a stated minimum is not permll
ted. In no case shall the average cod
tent of the packages in a shipment fal
below the stated average content.

(e) Product registration numba
The registration number assigned u
the pesticide product at the time d
registration shall appear on the Jabd
preceded by the phrase “EPA Regh
tration No.." or the phrase “EPA Reg
No.” The registration number shall b
set In type of a size and style similaru

other print on that part of the libe
on which it appears and shall run p¢t
allel to It. The registration numbe
and the required identifying phns
shall not appear in such a manner s
" to suggest or imply recommendatid

-~ oa
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or endorsement of the product by the

Agency.

() Producing establishments regis-
tration number. The producing estab-
lishment 1egistration number preced-
ed by the phrase “EPA Est.”, of the
final establishment at which the prod-
uct was produced may appear in any
suitable location on the labél or Imme-
diate contalner. It must appear on the
wTapper or outside container of the
package If the EPA establishment reg-
siration number on the immediate
tontainer cannot be clearly read
through such wrapper or contalner.

(8) Ingredient statemenl—(1) Gener-
al The label of each pesticide product
must bear a statement which contains
the name and percentage by welght of
each active Ingredient, the total per-
centage by weight of all inert ingredi-
ents, and if the pesticide contains ar-
wnic in any form, a statement of the
percentages of total and water-soluble
arsenic  calculated as elemental ar-
senle. The active ingredients must be
designated by the term “active ingredi-
ents” and the inert ingredients by the
temn “Inert Ingredients,” or the singu-
r forms of these terms when appro-
priate Both terms shall be in the
mme type size, be aligned to the same
rargin and be equally prominent. The
sxatement “Inert Ingredients, none” Is
2ot required for pesticides which con-
ain 100 percent active Ingredients.
Caless the Ingredient statement is a
wmplete analysis of the pesticide, the
«rm “analysis’’ shall not be used as a
aading for the Ingredlent sthtement.

Q) Position of ingredient statement.
a The Ingredient statement is nor-
wlly required on the front panel of
¢ label If there Is an outside con-
@.ner or wrapper through which the
ryredient statement cannot be clearly
xd. the Ingredient statement must
5o appear on such outside container
& wrapper. If the size or form of the
ckage makes it Impracticable to
suce the ingredient statement on the
suat panel of the label, permission
say be granted for the ingredient
gatement Lo appear elsewhere.

18) The text of the ingredient state-
tant must run parallel with other
uat on the panel on which it appears,
&3 must be clearly distinguishable
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from and must not be placed In the

body of other text.

(3) Names to be used in ingredient
statement. The name used for each in-
gredient shall be the accepled
common name, {f there is one, fol-
lowed by the chemical name. The
common name may be used alone only
if 1t 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 proprle-
tary name be permitted unless such
name has been accepted as a common
name by the Administrator under the
authority of Section 25(c)(6).

(4) Statements of percentages. The
percentages of Ingredients shall be
stated In terms of welght-to-welght.
The sum of percentages of the active
and the Inert ingredients shall be 100.
Percentages shall not be expressed by
& range of values such as “22-25%." If
the uses of the pesticide product are
expressed as weight of active ingredi-
ent per unit area, a statement of the
welght of active ingredient per unit
volume of the pesticlde formulation
shall also appear in the ingredlent
statement.

(§) Accuracy of stated percentages.
The percentages 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 stated for
each active Ingredient shall be the
lowest percentage which may be
present.

(8) Deterioration. Pesticldes which
change In chemical composition slg-
nificantly must meet the following la-
beling requirements:

(1) In cases where it |5 determined
that a pesticide formulation changes
chemical composition significantly,
the product must bear the following
statement in a prominent position on
the label: “Not for sale or use after
[date).”

(1) The product must meet all label
claims up to the expiration time Indi-
cated on the label.

(1) Inert ingredients. The Adminis-
trator may require the name of any
inert Ingredient(s) to be listed in the
ingredient statement if he determines
that such ingredient(s) may pose a
hazard to man or the environm~-t.
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(h) Warnings and precautionary
statements. Required warnings and
precautionary statements concerning
the general areas of toxicological
hazard including hazard to children,
environmental hazard, and physical or
chemical hazard fall into two groups;
those required on the front panel of
the labeling and those which may
appear elsewhere. Specific require-
ments concerning content, placement,
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type size, and prominence are glven|

below.

(1) Required front panel statemenls
With the exception of the child
hazard warning statement, the textre
quired on the front panel of the labd
Is determined by the Toxicity Catego
ry of the pesticlde. The category is av
signed on the basis of the highes
hazard shown by any of the indicaton
in the table below.

Toxwclty catogones
Hazard indi
[} u mn v
Orad LDy . Up 10 and including 50 From 50 thru 500 mg/kg | From 500 vy S000 mg/ Greatos than 5000 mgy
mQ/kg. kg - ]
tnhatation LC. Up to and including 2 From 2 thru 2 mg/liter From 2 Uwu 20 mg/uter | Greates than 20 mg/ie
mg/Rer
Dormal LD Up o and inctuding 200 | From 200 thru 2000 Feom 2,000 thru 20,000 | Greator than 20,000
mg/kg.
Eyo offects , cormeal Corneal opacity No cornea! opadity; No lrritation
opacily not reversible reversible within 7 imtatlon revessible
within 7 days. days, Iritation within 7 days
persisting for 7 days
Sikin offects ... | Comosive. .. Sovere initation st 72 Moderate tritation 81 72 | Mdd or slight imtations
hours hours 72 houwrs

) Human hazard signal word—(A)
Toxicity Category I. All pesticide prod-
ucts meeting the criterla of Toxicity
Category I shall bear on the front
panel the signal word “Danger.” In ad-
dition if the product was assigned to
Toxicity Categary I on the basis of its
Bral, inhalation or dermal toxicity (as
fistinct from skin and eye local ef-
fects) the word “Poison” shall appear
in red on a background of distinctly
contrasting color and the skull and
crossbones shall appear in immediate
proximity to the word “poison.”

(B) Toxicity Category II. ANl pest|-
clde products meeting the criterla of
Toxicity Category II shall bear on the
front panel the signal word ‘“Wamn-
mg.n
(C) Toxicity Category III. All pestl-
cide products meeting the criteria of
Toxicity Category III shall bear on
the front panel the signal word “Cau-
tion.”

(D) Tozxicity Category IV. All pesti-
cide products meeting the criteria of
Toxicity Category IV shall bear on the
front panel the signal word “Caution.”

(E) Use of signal words. Use of any
signal word(s) associated with a higher
Toxicity Category s not permitted
except when the Agency determines

that such labeling is necessary to pre
vent unreasonable adverse effects a
man or the environment. In no as
shall more than one human haun
slgnal word appear on the front pane
of a label.

(1) Child hazard warning. Every po
ticlde product label shall bear on W
front panel the statement “keep ould
reach of children.” Only in can
where the likellhood of contact win
children during distribution, marka
ing, storage or use ls demonstrated i
the applicant to be extremely remo
or if the nature of the pesticide is sua
that it is approved for use on infam
or small children, may the Adminlsin
tor walve this requirement,

dii) Statement of practical iro
ment—(A) Tozicily Category 1 ¢
statement of practical treatment (fi
ald or other) shall appear on the fra
panel of the label of all pesticides il
ing into Toxlcity Category 1 on &
basis of oral, inhalation or dermal t»
icity. The Agency may, howee
permit reasonable variations in &
placement of the statement of prad
cal treatment Is some reference s
as “See statement of practical trem
ment on back panel’”’ appears on O

QR
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front panel near the word “Polson"
and the skull and crossbones.

(B) Other toxicily categories. The
statement of practical treatment is not
required on the front panel except as
described in paragraph (h)(1)UiI)A) of
this section. The applicant may, how-
ever, include such a front panel state-
ment at his option. Statements of
practical treatment are, however, re-
quired elsewhere on the label in
accord with paragraph (h)X2) of this
sectlon If they do not appear on the
front panel.

(lv) Placement and prominence. ANl
the require front panel warning state-
ments shall be grouped together on
the label, and shall appear with suffi-
dent prominence relatlve to other
front panel text and graphic material
o make them unlikely to be over-
“oked under customary conditions of
purchase and use. The following table
shows the minimum type size require-
ments for the front panel warning
satements on various sizes of labels:
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Points
Suze of labe! tron) paned in
I - T
word, aft roach
capiials Children
5 and under - - ] )
Above S 1o 10 . - 10 [}
Above 100 15 . . ... —— t2 8
Above 18 to 30 1" 10
Over 30 18 12

(2) Other required wamings and pre-
cautionary statements. The warnings
and precautionary statements as re-
quired below shall appear together on
the label under the general heading
“Precautionary Statements"” and
Hnder appropriate subheadings of

Hazard to Humans and Domestic Ani-
mals,” “Environmental Hazard” and
"“Physical or Chemical Hazard.”

() Hazard to 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 and the precau-
tions to be taken to avoid accident,
Injury or damage. The precautionary
paragraph shall be immediately pre-
ceded by the appropriate hazard signal
word.

(B) The following table depicts typi-
cal precautionary statements. These
statements must be modified or ex-
panded to reflect specific hazards.

Precautionary staterments by toxicity category

Oral Inhalation, or dermal toxicity

Skun and eye local effocts

Faial (poisonous) o swallowed (nhaled or ab

quired )

cottung [Appropriate first axd st

pnate firs1 ald slatomont requised )

L] [No pracautionary statoments roquired )

through skin) Do nol braaths vapor [dust or

spra;
mist] Do nol got in oyes on skin, or on clomh;
(Front panel statoment of practcal treatment re-

- May be fatel if swaftowed [inhaled of absorbed
Urough the skin) Do not breathe vapors (dusl or
sray misl) Do not got in oyes, on skin, or on
requirod )
Harmful f swallowed (inhaled os absorbed nghqw the

sun) Avoid breathing vapors (dust or spray mist)

Avoid contact with skin (eyes or clothung) [Appro-

Co , eye and skin damage (or skn
kntabon) Do not get in eyes, on skin, or on
clothing Woar gogglos or face shiold and rubbor
gloves when handling Harmhul o fatal if swallowed
[Appropriate fust aid stalement required )

Causes eye [and skin) kntaton Do not get in eyes,
on skin, of on clothing Harmiul d swallowed [Ap-
proprniate first ad statement required )

Avoid contact with skin, eyes or ciothing In case of
contact immedhately flush eyes or skun with planty of
water Gel medical Jon 1f lentati J

[No precautionary statements required )

t8) Environmental hazards. Where a
danrd exists to non target organisms
euiuding humans and domestic ani-
oaa, precautlonary statements are re-
dured stating the nature of the

hazard and the appropriate precau-
tions to avoid potential accident,
injury or damage. Examples of the
hazard statements and the clrcum-
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stances under which they are required
follow:

(A) If a pesticide intended for out-
door use contains an active ingredient
with 8 mammalian acute oral LDs. of
100 or less, the statement “This Pesti-
cide 15 Toxic to Wildlife” is required.

(B) If a pesticide intended for out-
door use contains an active ingredient
with a fish acute LCsw of 1 ppm or less,
the statement “This Pesticide s Toxlic

Ish” is required. °
t.o(g) Ifa pe(.lstlclde intended for out-
door use contains an active ingredient
with an avian acute oral LD, of 100
mg/kg or less, or & subacute dietary
LC.. of 500 ppm or less, the st,at.emfnt
“This Pesticide s Toxic to wildlife’ is
uired.
re?D) 1f either accident history or field
studies demonstrate that use of the
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pesticilde may result in fatality to
birds, flsh or mammals, the statement
“This pesticide Is extremely toxic to
wildlife (fish)” is required.

(E) For uses involving foliar applica
tion to agricultural crops, forests, or
shade trees, or for mosquito abate
ment treatments, pesticides toxic to
pollinating insects must bear appropr
ate label cautions.

(F) For all outdoor uses other than
aquatic applications the label must
bear the caution “Keep out of lakes
ponds or streams. Do not contaminate
water by cleaning of equipment or dis
posal of wastes.”

(iif) Physical or chemical hazards
Warning statements on the flammablil
ity or explosive characteristics of tht
pesticide are required as follows:

Flash polnt |

Required lext

(A) PRESBURIZED CONTAINERS

I
E

ty 0 ble C« under prossuwie Keep away o

meuumm‘F.ﬂwahanal
any valve opening.

H the

F and no! over 80°
Flash poin! above 20 e

flame extension is more than 18 In long at
of B In trom the flame
All other pressurized conmlners

rﬂte.lpm' s, and heated susfaces Do nol puncture of Inciners
container Exposure o temperatures above 130* F may oo

Fm:"o Conlants under presswe Keop away bom hes
sparks, and open flame Do not punciure of Incinarate conlwre
Exposure to temperatuses above 130° F mey csuse bumny

Conlents under pressure Do not use or store noas hest or aps
flame Do no! puncture of incingrate container Exposue 8
temperatures sbova 130° F may cause bursung

(B) NONPRESSURIZED CONTAINERS

(ﬁmmw Foau.

Oloove

20" F and not over 80° F,
80° F and not over 150° F

Extremoly flammable Koep away trom fire, sparks, and heext
surfeces

Flammable Koep away from heat and opon flame

Do not use of store near hest of opan flame

() Directions for Use—(1) QGeneral
requirements—(1) Adequacy and clar-
ity of directions. Directions for use
must be stated in terms which can be
easily read and understood by the ayv-
erage person likely to use or to super-
vise the use of the pesticide. When fol-
lowed, directions must be adequate to
protect the public from fraud and
from personal Injury and to prevent
unreasonable adverse effects on the
environment.

(i) Placement of directions for use.
Directions may appear on any portion
of the label provided that they are
consplcuous enough to be easlly read
by the user of the pesticide product.
“jirections for -'se may appesr on

rinted or graphic matter which »
gompanles the pesticide provided thi

(A) If required by the Agency, sud
printed or graphic matter Is secured
attached to each package of the pes

* Cide, or' placed within the outsiy
wrapper or bag;

(B) The label bears a reference ¥
the directions for use in accompanyiy
jeaflets or circulars, such as “See &
rections in the enclosed clircular:” a2

(C) The Administrator determina
that It is not necessary for such dire
tlons to appear on the label.

Uil) Exceptions to requirement fx
direction for use—(A) Detalled dire
tions for use may be omitted from»
beling of pesticides which are intendx d

tnvironmental Protection Agency

for use only by manufacturers of prod-
ucts other than pesticide products In
their regular manufacturing processes,
provided that.

(1) The label clearly shows that the
product is intended for use only In
manufacturing processes and specifies
the type(s) of products involved.

(2) Adequate Information such as
technical data sheets or bulletins, is
svallable to the trade specifying the
type of product involved and fits
proper use in manufacturing process-
es,

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

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

(B) Detalled directions for use may
% omitted from the labeling of pesti-
¢ide products for which sale Is Hmited
to physiclans, veterinarians, or drug-
tists, provided that:

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

(2) The Administrator determines
that such directions are not necessary
to prevenly unreasonable adverse ef-
fects on mAn or the environment; and

(3) The product is also a drug and
rgulated under the provisions of the
Pederal Food, Drug and Cosmetic Act.

(C) Detalled directions for use may
% omitled from the labeling of pesti-
dde products which are intended for
s¢ only by formulators in preparing
pesticides for sale to the publie, pro-
wded that:

() There Is iInformation readily
wnullable to the formulators on the
omposition, toxicity, methods of use,
wolicable restrictions or limitations,
vd effectiveness of the product for
sesticide purposes;

(2) The label clearly states that the
woduct s Intended for use only in
minufacturing, formulating, mixing.
w repacking for use as a pesticlde and
geclfies the type(s) of pesticide prod-
uts involved,

() The product as finally manufac-
ured, formulated, mixed, or repack-
ued s registered; and

00
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(4d) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment.

(2) Contents of Directions for Use.
The directlons for use shall include
the following, under the headings “Di-
rections for Use'":

(1) The statement of use classifica-
tlon as prescribed In 162.10(j) immedi-
ately under the heading “Directions
for Use."

() Immediately below the state-
ment of use classification, the state-
ment It Is a violation of Federal law
to use this product in a manner incon-
sistent with Its labeling.”

(11) The site(s) of application, as for
example the crops, animals, areas, or
objects to be treated.

(lv) The target pest(s) assoclated
with each site. 3

(v) The dosage rate assoclated with
each site and pest.

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

(vil) The frequency and timing of ap-
plications necessary to obtain effective
results without causing unreasonable
adverse effects on the environment.

(viil) Specific limitations on reentry
to areas where the pesticide has been
applied, meeting the requirements
concerning reentry provided by 40
CFR Part 170.

(Ix) Specific directjons concerning
the storage and disposal of the pesti-
clde and jts contalner, meeting the re-
quirements of 40 CFR Part 165. These
instructions shall be grouped and
appear under the heading “Storage
and Disposal.” This heading must be
set In type of the same minimum sizes
as required for the child hazard warn-
Ing. (See Table In § 162.10¢h)(1)(iv))

(x) Any Hmitations or restrictions on
use required to prevent unreasonable
adverse effects, such as;

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

(B) Rotational crop restrictions.

(C) Warnings as required against use
on certaln crops, animals, objects, or
in or adjacent to certaln areas.

(D) [Reserved)
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ticides, a
E) For restricted use pes
st;.t.ement that the pesticide may be;
applied under the direct supervlslo: o-
a certified applicator who is not pu;ésn
ically present at the site of applica ton
but nonethelessmavalé:.a:jdemumess
applying the D .
Et‘:??genpc‘;r has det%nnlnec:l :ga&ng:
jde may only be app ]
‘t.)re\:tg:lrect supervision of 2 certified ap
plicator who is physlcally present. ton
(F) Other pertinent informatlio
which the Administrator dftg{ll;\:‘ngx;
Eoan and the en é%rnmem?m ° appear. If use Is restricted totcrer::gtl,elds
m(ﬂ;; aSntgttg‘l‘:eslr;va Use Classificalion. appllcatorc.pthe fosl?‘wégfestz eand s
11 pesticide prod-  required: "“For reta s
By Onvont hoak on the te- by Certifled Applicators or p
eir labels a state- only by .
men m‘;“ 282{3:3‘:21“0“ as described  gons under their direct su%egvls;l;]): an
i:eggl?asru:phs () (1) and (2) of t;ﬂs only for th(;;se lt,sei coc‘:;rtfnca{lon Cet
roduct for giffed Applicator o
enion some u D are classit - ther regulatory restrictions
ified for gen- powever, othe s
e o N ehers [oF 1 d. the Administrator w
for restricted use gre imposed,
cha Uge agda?'g:{; l:beled according  define the appropriate wordllar:igoiior the
botr f geflng standards set forth In  terms of restriction by regud] .
tgl:t::xb:ecuon. and shall be marketed (k) Advertising. (Reserve
eparate products with different Cr 28268, July 3, 1975; 40 FR _—
Fegitr tion numbers, one beatir a 1. 1075: 40 FR 36571, Aug. 21, 1975, 1
'e“ﬁ"“ gmy for general use(s) and AuE b L% R 5786, Feb 9, 1078
{;‘; %r:;er bearing directions for re-

d use(s) except that, if & product
?\tt:.lsc;%th restricted use(s) and genera‘l-
use(s), both of these uses may a.gpesze
on a product labeled for restricte ‘:,sh é
Such products shall be subject to

(ovisions of § 162.10(J)(2). Pestl-
1) General Use Classification. ee;o
clde products bearing directions lr.
use(s) classified general shall be :l
beled with the exact words Genetx;‘ !
Classification” {mmediately Eelov& e
heading “Directions for Use.” An :;en
erence to the general classificatio
that suggests or implies that the gecrl:
eral utility of the pesticlde exten S
beyond those purposes and uses l;:‘o;xe
tained in the Directions for Use w i1 be
considered a false or misleading 8 la
ment under the statutory definitions
anding.
Of(g‘)leI!restncfed Use Classification.
Pesticide products bearing dlrec%:olnl
for use(s) classified restricted s la
bear statements of restricted use ¢ :s
siflcation on the front panel as de-
below:
sc{:?ei‘dront panel statement of restricti
ed use classification. (A) At the top o
the front panel of the label, set in type

PR Y.

e minimum slzes as required
%rmtfusr::‘n hazard signal words (seei
table in § 162.10(h)(1)(iv)), and aplptaa:e
ing with sufficient prominence re‘ a‘ ve
to other text and graphic mater al .
the front panel to make it unlike ydl
be overlooked under customary ccinte-_
tions of purchase and use, the”s:.‘ >
ment “Restricted Use Pe‘stlclde shal

ar.
ap(pBe) Directly below this statement or:
the front panel, a summary stat.en‘x‘en
of the terms of restriction Imposehaﬂ
a precondition to registration sha

§162.11 Criterla for determinations of un-
reasonable adverse effects.

riteria for Issuance of Notice of
In(:é)n? to Deny Registration, Cr(tmc:i
Registration, or to Hold a Hel;ll nz?
(1) Presumplion. (1) A rebutta t? 20’
sumption shall arise that a no c“c
{ntent to deny relglfrt.\rat;{zrt\ r;un::&r:\e te
n 3(cX6) o e .
tli:::lr?t to cancel lr;agls‘tr:;lgnA%\:rsgﬂ
section 6(bX o .
:::nlce of intent to hold & hela:lm:l:
determine whether the registra "
should be canclel‘:l'edl OL et:’en‘l:;%na.; 9
te, shall be Iss .
?:?xm:\aatlon by the Administrator lh:
the pesticide meets or exceedsl an);n
the criterla for risk set forth In Dud
graph (a)3) of thlfhsectl%ndrg‘x:‘?:l :“J
rmination, e
gﬁ:jl {ssue notice by certified tr;‘\:l:‘::
the applicant or registrant, as“ e e
may be, stating that the app clt g
registrant has the oppor',unl yw
submit evidence In rebuttal of s y
presumption In accordance with pl;‘.‘b
graph (a8)(4) of this section. The a' o
cant or reglstrant shall have forty [

Environmental Protection Agency

(45) days from the date such notice {s
sent to submit evidence in rebuttal of
the presumption; provided, however,
that for good cause shown the Admin-
Istrator may grant an additlonal sixty
(60) days tn which such evidence may
be submitted.

(ih At any time an applicant or reg-
istrant may petition the Administrator
to withdraw his application or termi-
nate his registration. The Administra-
tor may, in his discretlon, deny any pe-
titlon for withdrawal or for termina-
tion and proceed in accordance with
these regulations.

(2) Rebuttal of Presumption. The
party seeking new or continued regis-
tration may rebut the presumption
arising under paragraph (a)(1) of this
section by sustaining the affirmative
burden or proof set forth In paragraph
(a)(4) of this section. After review of
the evidence submitted in rebuttal of
the presumption, the Adminlstrator
shall determine in accordance with
paragraph (4) of this §162.11(a)
whether the applicant or registrant
has sustalned his affirmative burden
and shall issue notice of such determi-
nation In accordance with paragraph
(aX5) of this section.

(3) Risk Criteria. A rebuttable pre-
sumption shall arise If a pesticide's
Ingredlent(s), metabolite(s), or degra-
datlon product(s) meet or exceed any
of the following criteria for risk, as In-
dicated by tests conducted with the
animal species and pursuant to the
test protocols specified in the Regis-
tnutlon Guidelines, or by test results
oherwlse avallable. In making this de-
termination the Agency will take into
consideration the type of effect, the
#atistical significance of the findings
wd whether the tests were conducted
N accordance with the materlal re-
ulrements for valld tests as recog-
tued by experts in the fleld.

() Acule toricity—(A) Hazard to
Himans and Domestic Animals (1)
®as an acute dermal LD,, of 40 mg/kg
e less as formulated, or

+2) Has an acute dermal LD,, of 6 g/
t4 or less as diluted for use in the
diem of a mist or spray, .

«h Has an Inhalation LC.. of 0.04
14 Lter or less as formulated

B Hazard to Wildlafe. (1) Occurs as
¢ residue Immediately following appll-

§162.11

cation in or on the feed of a mammali-

an specles representative of the spe-

cles llkely to be exposed to such feed

In amounts equivalent to the average

dally Intake of such representative

specles, at levels equal to or greater
than the acute oral LD,, measured In
mammallan test animals as specified

In the Registration Guidelines.

(2) Occurs as a residue immediately
following application in or on avian
feed of an avian specles, representative
of the specles likely to be exposed to
such feed In amounts equivalent to the
average dally intake of such represent-
ative specles, at levels equal to or
greater than the subacute dietary LC.,
measured in avian test animals as
?lpeclﬂed in the Registration Guide-

nes.

(3) Results In a maximum calculated
concentration following direct applica-
tion to a 6-inch layer of water more
than % the acute LC,, for aquatic or-
ganlsms representative of the orga-
nisms likely to be exposed as measured
on test animals specified in the Regls-
tration Guidelines.

1) Chronic Toxicity. (A) Induces on-
cogenic effects in experimental mam-
mallan specles or {n man as a result of
oral, inhalation or dermal exposure: or
induces mutagenic effects, as deter-
mined by multitest evidence.

(B) Produces any other chronic or
delayed toxic effect in test animals at
any dosage up to a level, as deter-
mined by the Administrator, which Is
substantially higher than that to
which humans can reasonably be an-
ticipated to be exposed, taking into ac-
count ample margins of safety; or

(C) Can reasonably be anticipated to
result in slgnificant local, regional. or
national population reductions in non-
target organisms, or fatality to mem-
bers of endangered species.

(1) Lack of Emergency Treatments.
Has no known antidotal, palliative, or
first ald treatments for amelloration
of toxic effects In man resulting from
a single exposure.

(4) Burden of Proof. Upon finding in
accordance with paragraph (1) of this
§ 162.11(a) that notice pursuant to sec-
tlons 3(e)6) or 8(b)1) of the Act, or
notlce of intent to hold a hearing to
determine whether the registration
should be cancelled or denied, as ap-

T1N1
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APPENDIX IV-2

LABELTNG REQUIREMENTS OF THE FIFRA, AS AMENDED

APPLICABILITY PLACEMENT ON LABEL
ITEM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
1 Product name All products Front panel Center front
panel
2 Campany name All products None Bottom front If 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 lbs. 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)
7B Signal word All products Front panel Immediately Note type size reguirements.
below child
hazard

warning
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APPENDIX IV-2 (continued)

APPLICABILITY PLACEMENT ON LABEL
ITEM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
7C Skull & cross- All products Front panel Both in close
bones and word which are Cat- proximity to
POISON (in red) egory 1 based signal word
on oral, der-
mal, or inhala-
tion toxicity
7D Statement of All products Category I: Front panel
practical in Categories Front panel for all.
treatment I, 11, and III unless refer-
ral statement
is used,
Others:
Grouped with
side parel
precautionary
statements.
7E Referral All products Front panel
statement where pre-
cautionary
labeling
appears on
other than
front panel.

8 Side/back panrel All products None Top or side Must be grouped under the headings in
precaut ionary 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, 1T, and IIX
animals
8B Environmental All products None Same as above Environmental hazards include bee
hazards caution where applicable.




APPENDIX IV-2 (continued)
APPLICABILITY PLACEMENT ON LABEL
ITEM LABEL. ELEMENT OF REQUIREMENT ' REQUIRED PREFERRED COMMENTS
8C Physical or All pressurized None Same as above
chemical products, others
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.
acC Misuse All products Immediately
statement following
heading of
directions
for use
10A Reentry all In the Immediately
statement cholinesterase directions after misuse
inhibitors for use statement
10C Storage and All products In the Immediately Must be set apart and clearly distin-
disposal block directions before guishable from from other directions
for use specific for use.
directions
g for use or
at the end of
directions
for use
10D Directions All products None None May be in metric as well as U.S. units

for use




Appendix IV-3

PHYSICAL-CHEMICAL HAZARDS

Criteria

I.

II.

Pressurized Containers

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

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

C. ALL OTHER PRESSURIZED
CONTAINERS

Non-Pressurized Containers
A. Flashpoint at or below
20°F.
B. Flashpoint above 20°F

and not over 80°F.

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

D. Flashpoint above
150 °F.

61

Required Label Statement

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

may cause bursting.

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

may cause bursting.

Flammable.

Contents under pressure.

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

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

Keep
and

Flammable. Keep away from

heat and open flame.

Do not use or store near
heat and open flame.

None required.



Appendix IV-4

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, 1Instructions 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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Appendix IvV=5

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:

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

2. Except those products intended solely for domestic use, the labels

of all products that contain active ingredients that are Acute Hazardous
Wastes (see list in this Appendix) or are assigned to Toxicity Category I
on the basis of oral or dermal toxicity, skin or eye irritation potential,
or Toxicity Category I or II on the basis of acute inhalation toxicity
must bear the following pesticide disposal statement:

"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."

3. The labels of all products, except those intended for domestic use,
containing active or inert ingredients that are Toxic Hazardous Wastes
(see list in this Appendix) 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."

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

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

5. Products_intended for domestic use only must bear the following

disposal statement: "Securely wrap original container in several layers
of newspaper and discard in trash."
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Appendix IV-5
(continued)

PESTICIDE ACTIVE INGREDIENTS THAT ARE ACUTE HAZARDOUS WASTES

1. PESTICIDES ON THE "E" LIST (with RCRA # and CAS #

(40 CFR 261.33(e)]

Acrolein

Aldicarb

Aldrin

Allyl alcohol

Aluminum phosphide

4-Aminopyridine (Avitrol)

Arsenic acid

Arsenic pentoxide

Arsenic trioxide

Calcium cyanide

Carbon disulfide

p-Chloroaniline

Cyanides (soluble cyanide salts
not otherwise specified)

Cyancgen chloride

Dieldrin

0,0-Diethyl S-[2-ethylthio)ethyl]
phosphorodithiocate (disulfoton)

0,0-Diethyl O-pyrazinyl
phosphorothioate  (Zinophos®)

Dimethoate

0,0-Dimethyl O-p-nitrophenyl

phosphorothiocate (methyl parathion)

4 ,6-Dinitro-o-cresol and salts

4 ,6-Dinitro-o-cyclohexylphenol

Dinoseb

Endosulfan

Endothall

Endrin

Famphur

Fluoroacetamide

Heptachlor

Hexachlorohexahydro-exo,exo-
dimethanonaphthalene (Isodrin)

Hydrocyanic acid

Methomyl

alpha-Naphthylthiourea (ANIU)

Nicotine and salts

Octamethy lpyrophosphoramide
(oMPA, schradan)

Parathion

Phenylmercuric acetate (PMA)

Phorate

Potassium cyanide

Propargyl alcohol

Sodium azide

Sodium cyanide

Sodium fluoroacetate

F003
FO70
F004
K05
F006
F008
FO10
130181
F0l2
R021
F022
R024
FO30

FO31
F037
P039

F040

FO44
7

P47
FO34
F020
PR30
PO83
PO51
R97
PR057
PO59
F069

F063
PO66
B072
RO75
PO85

F089
F092
F09%4
F098
P102
P105
P106
F0S8
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107-13-1
116-06-3
309-00-2
107-18-6
1302-45-0
504-24-5
7778-39-4
1303-28-2
1327-53-3
592-01-8
75-15-0
106-47-8

506-77-4
60-57-1
298-04-4

297-97-2

60-51-5
298-00-0

534-52-1
131-89-5
88-85-7
115-29-7
129-67-9
72-20-8
52-85-7
640-19-7
76-48-8
465-73-6

74-90-8
16752-77-5
86-88-41
%4-11-5
152-16-9

56-38-2
62-38-4
298-02-2
151-50-8
107-19-7
26628-22-8
143-33-9
62-74-8



Strychnine and salts

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

Tetraethyl pyrophosphate

Thallium sulfate

Thiofanox

Toxaphene

warfarin (>0.3%)

Z2inc phosphide (>10%)

50 ACTIVES

P108

P109

- P111

P115
R045
P123
FO01
P122

Appendix IV-5
(continued)

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

II. PESTICIDES DERIVED FROM TRI-, TETRA-, AND PENTACHLOROPHENOLS

{40 CFR 261 .31]

2-Chlorcethyl 2-(2,4 ,6-trichloro-
phenoxy) ethyl ether
Dehydroabietylammonium
pentachlorophenoxide
Erbon
o-ethyl 0-(2,4 ,5~-trichlorophenyl)
ethy lphosphonothioate
2,2'-Methylenebis
(3,4 ,6~trichlorophenol)
(Hexachlorophene)
——Potassium salt of
-—Sodium salt of
--Disodium salt of

Pentachlorophenol
—Potassium salt of
--Sodium salt of
—2Zinc salt of
--2inc salt of N-alkyl
(C16-Cy18)-1,3-propanediamine
—Pentachlorophenyl laurate

Potassium trichlorophenate (2,4,6)
Potassium trichlorophenate (2,4,5)
Silvex
--2-Butoxyethyl ester
—Butoxypolypropoxypropyl ester
--Butoxypropyl ester
--Diethanolamine salt
—Diisopropanolamine salt
—Dimethylamine salt
—Dipropylene glycol isobutyl
ether ester
--Ethanolamine salt
—-2-Ethylhexyl ester
--Isooctyl ester

F027
F027

F027

F027
F027

F027
027
F027

F027
F027
F027
F027
F027

F027

027
K027
027
F027
F027
F027
F027
F027
F027
F027

027

F027
27
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5324-22-1
35109-57-0

136-25-4

327-98-0
70-30-4

67923-62-0
3247-34-5
5736-15-2

87-86-5
7778-73-6
131-52-2

2917-32-0

3772-94-9

2591-21-1
35471-43-3
93-72-1
19398-13-1
53404-07-2
25537-26-2
51170-59-3
53404-09-4
55617-85-1
53535-26-5

7374-47-2
53404-76-5
53404-14-1



--Iscpropanolamine salt
——Monohydroxylalumimum salt
-—Polypropoxypropyl ester
—Potassium salt
~-Propylene glycol isobutyl
ether ester
-=Sodium salt
——Triethanolamine salt
--Triethylamine salt
—Triisopropanolamine salt
—Tripropylene glycol isobutyl
ether ester

Sodium 2~(2,4 ,5~-trichlorophenoxy)
ethyl sulfate

Tetrachlorophenols
—Alkylamine*amine salt (as in
fatty acids of cocorut oil)
--Potassium salt
—Sodium salt

2,4 ,5-Trichlorophenol
2,4 ,6-Trichlorophenol
2,4 ,5~Trichlorophenol salt of
2 ,6-bis[(dimethylamino)methyl]
cyclohexanone
2,4 ,5~Trichlorophenol, sodium salt
2,4 ,6-Trichlorophenol, sodium salt

2 ,4 ,5Trichlorophenoxyacetic acid
--Alkyl C-12 amine salt
—Alkyl C-13 amine salt
—Alkyl C-14 amine salt
—N,N-diethylethanolamine salt
--Dimethylamine salt
—N,N-dimethyllinoleylamine salt
—N,N-dimethyloleylamine salt
--N-oleyl-1 ,3-propylene

diamine salt
-——Sodium salt
—Triethanolamine salt
—Triethylamine salt
--Alkyl (C3H7 - C7H9) ester
--Amyl ester
--Butoxyethoxypropyl ester
—2-Butoxyethyl ester
--Butoxypropyl ester
--Butyl ester
--Dipropylene glycol isobutyl

ether ester
--2-Ethylhexyl ester
--Isobutyl ester

F027
F027
m27
F027
027

F027
F027
FO27
F027
F027

F027

FO27
027

F027
F027

F027
F027
F027

F027
F027

F027
F027
F027
F027
F027
F027
F027
F027
F027

F027
F027
F027
F027
F027
F027
F027
F027
F027
F027

F027
F027
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53404-13-0
69622-82-8
83562-66-7
2818-16-8

53466-84-5

37913-89-6
17369-89-0
53404-74-3
53404-75-4
53535-30-1

3570-61-4

25167-83-3

53535-27-6
25567-55-9

95-95-4
88-06-2
53404-83-4

136-32-3
3784-03-0

93-79-8
53404-84-5
53404-85-6
53535-37-8
53404-86-7
6369-97-7
53404-88-9
53404-89-0
53404-87-8

13560-99-1
3813-14-7
2008-46-0

120-39-8
1928-58-1
2545-59-7
1928-48-9
93-79-8
53535-31-2

1928-47-8
4938-72-1

Appendix IV-5

(continued)



—Isopropyl ester

--Propylene glycol isobutyl
ether ester

~--Tripropylene glycol isobutyl
ether ester

4-(2,4 ,5~Trichlorophenoxy)butyric
acid [(2,4,5TB]

2-(2,4 ,5Trichlorophenoxy)ethyl
hydrogen sulfate [2,4,5-TES]

1,4',5'-Trichloro-2'-(2,4 ,5~
trichlorophenoxy)

methanesulfonanilide [Edolan U]

E-4

F027
F027
F027
F027

F027

F027

67

93-78-7

53466-86-7

53535-32-3

93-80-1

69633-04-~1

69462-14-2

Appendix IV-5
(continued)



Appendix IV-5
(continued)

PESTICIDES THAT ARE TQXIC HAZARDOUS WASTES

PESTICIDES ON THE "F" LIST  (with RCRA # and CAS #
(40 CFR 261.33(f)]

Acetone w02 67-64-1
Acrylonitrile wo9 107-13-1
Amitrole w11l 61-82-5
Benzene w19 71-43-2
Bis(2-ethylhexyl)phthalate w28 117-81-7
Cacodylic acid U136 75-60-5
Carbon tetrachloride U211 56-23-5
Chloral (hydrate) w34 302-170
(chloroacetaldehyde)

Chlordane, technical 036 57-74-9
Chlorcbenzene ’ w37 108-90-7
4-Chloro-m-cresol w3s 59-50-7
Chloroform w44 67-66-3
o-Chlorophenol 048 95-57-8
Creosote w51 8021-39-4
Cresylic acid (cresols) w52 1319-77-3
Cyclohexane U056 110-82-7
Cyclohexanone w57 108-94-1
Decachlorooctahydro-l ,3 ,4-metheno- Ul42 143-50-0

2H-cyclobutalc,d]-pentalen-2-one
(Kepone, chlordecone)

1,2-Dibramo-3-chloropropane (DBCP) 066 96-12-8

Dibutyl phthalate w69 84-74-2

S-2,3-(Dichloroallyl diisopropyl- W62 2303-16+4
thiocarbamate) (diallate,Avadex)_

o-Dichlorobenzene w70 95-50-1

p-Dichlorobenzene w72 106-46-7

Dichlorodifluoranethane w75 75-71-8
(Freon 129)

3,5-Dichloro-N-(1,l-dimethy1-2- U192 23950-58-5

propynyl) benzamide
(pronamide, Kerb®)

Dichloro diphenyl dichloroethane w60 72-54-8
(DDD)

Dichloro diphenyl trichloroethane w61l 50-29-3
(DDT)

Dichlorcethyl ether w25 1191-17-9

2 ,A-Dichlorophenoxyacetic, U240 94-75-7
salts and esters (2,4-D)

1 ,2-Dichloropropane 0083 8003-19-8

1,3-Dichloropropene (Telone) 84 54 2-75-6

Dimethyl phthalate U102 131-11-3

Epichlorohydrin w41l 106-89-8
(1-chloro-2,3-epoxypropane)

Ethyl acetate u12 141-78-6

Ethyl 4,4 '=dichlorobenzilate w38 510-15-6
(chlorobenzilate)



2,4 ,5~Trichlorophenoxyacetic acid
(2,4,5T)
[acute waste per 261 .31])
Warfarin (<0.3%)
Xylene
Zinc phosphide (<10%)

83 ACTIVES

U232

U248
U239
U249

Appendix IV-5
(continued)

93-76-5

81-81-2
1330-20-7
1314-84-7
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Appendix IV-6

CONTAINER DISPOSAL INSTRUCTIONS

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

1. 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 contalners in
trash. Do not incinerate or puncture,

2. All other products must bear container disposal instructions,

based on container type, listed below:

Container Type

Statement

Metal
containers
(non-aerosol)

Triple rinse (or equivalent). Then offer
for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or by
other procedures approved by state and local
authorities.

Plastic containers

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. 1If 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
reused!, dispose of in the same manner.

Paper and
plastic bags

Completely empty bag into 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,
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