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INTRODUCTION

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

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

The Reglstration Standards program involves a thorough
review of the sclentific data base underlying pesticide
registrations and an 1identification of essential but missing
studies which may not have been required when the product
was initially reglistered or studies that are now considered
insufficient. EPA's reassessment results in the development
of a regulatory position, contained in a Reglstration 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
wlll not result in adverse effects on the environment.

The scientific review, which 1is not contained in this
Guidance Package but 1s available upon request, concentrates
on the technical grade of the active ingredient and identifies
missing generic data. However, during the review of these
data we were also looking for potential hazards that may be
assoclated 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 hazards 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 qualify 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. An end-use registrant
may do so by submitting a new Confidential Statement of
Formula, EPA Form 8570-4, identifying the registered source
of the active ingredient, to the appropriate Product Manager
within 90 days of receipt of this Guidance Document. The
chart on the following page shows what 1s 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 Guldance Document, please notify the Product Manager
named 1n the cover letter, within 90 days from the receipt
of this document. If you decide to maintaln your product
registration(s), you must provide the information described
in the following pages within the timeframes outllined. EPA
will issue a notice of intent to or suspend the registration
of any currently registered product which does not comply
with the requirements set forth in this Guidance Document.

You are reminded that FIFRA sec. 6(a)(2) requires you to
submit factual information raising concerns of possible unreason-
able adverse effects of a pestlicide. You should notify the
Agency of interim results of studies in progress 1if those results
show possible adverse effects.

¥ The formulator's exemption applies to a reglstrant 1f 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.



PRODUCTS SUBJECT TO THE
REGISTRATION STANDARDS PROGRAM

ACTION (S) REQUIRED TO
MAINTAIN REGISTRATION

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

A. Single Active Ingredient
Products#

‘] o 8 0 06 0 0 00 0003800400020 0000000000000 0020000

B, Multiple Active Ingredient
Products

These products must be reregis-
tered. To obtain reregistration,
labeling, packaging and data
requirements must be satisfied

in accordance with the Reglstra-
tion Standards Guidance Document.
These products will not be
reregistered at this time.
However, generic data required

to continue the registration of
the active ingredient under
review, as described in the
Reglstration Standards Guidance
Document, will be required and
some labeling precautions may
also be requilred.

II. Products That Do Qualify For

The Pormulator's Exemption

Only when additional restrictions
or labeling are needed to protect
man or the environment will these
products be subject to the
Registration Standard require-
ments. Affected products will be
dealt with 1n 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 requlrements specified in the Guldance Document for manu-

facturing-use product(s).

labeling changes required for products in "II" above.

Such end-use products will be subject to the

If there are no

manufacturing-use products registered by any company end-use products

will be required to be reregistered.

NOTE:
I-A and B above,

If all registrants in "I" above fail to meet the requlrements in
then the reglistrants in "II" lose their right to

qualify for the formulator's exemption and become subject to the

requirements-in I-A and B.




ITI. REGULATORY POSITION AND RATIONALE

A. Introduction

This chapter contains the Agency's regulatory position on
products containing the pesticide amitraz as the sole active
ingredient. The Agency bases 1its position and rationale on

a consideration of all uses of amitraz appearing on pesticide
products registered under Sections 3 and 24(c) of the FIFRA as
well as on products authorized for distribution in intrastate
commerce under 40 CFR 162.17. The Agency has reviewed the

known chemical, environmental, and toxicological characteristics
of this pesticide and its established tolerance for residues in
or on pears. From these considerations the Agency sets forth the
the data and labeling requirements that must be met by registrants
and applicants for registration of amitraz groducts in order

for thelr products to be registered or reregistered under this
Guidance Document. Unlque labellng requirements and certain
data needs for end-use products (EP's) containing amitraz are

also established by this Standard.

Only those data and labeling requirements for current and

future substantially simllar MPs and EPs are addressed here.
Future products that differ appreclably from those described

in this Guidance Document may be subject to additional data and/or

labeling requirements.



B. Description of Chemical and Use Profile

Amitraz is the American National Standards Institute's (ANSI)
acceptable common name for N'-(2,4-dimethylphenyl)-N-[[(2,4-
dimethylphenyl)imino]methyl]-N-methylmethanimidamide. Other
names and code designations are: Estrella, Azadieno, Baanm,
Mitac, Taktiec, JA 119, Triazid, Triatox and azaform. The
current Chemical Abstract Service (CAS) registry number for

amitraz is 33089-61-1 and the EPA Shaughnessy number 1s 106201.

Technical amitraz is a straw colored crystalline solid. 1Its
melting point 1s 86-87°C. Amitraz at 25°C is extremely
soluble in xylene (66.6g/100ml) and acetone (50g/ 100ml) and
relatively insoluble in methanol (2.38g/100ml) and water
(<1lppm). The empirical formula 1is CygHp3N3 and the molecular
welght 1s 293.

Technical amitraz is imported into this country from England

by Nor-Am Chemical Company. This pesticide 1s not produced
domestically. There are six products currently registered

which contain amitraz as an active 1lngredient. Two are technical
amitraz products (93%) and the other four are end-use products.

These are all single active ingredient formulations.

Amitraz end-use formulations are an emulsifiable concentrate and
a wettable powder. There are no intra-state registrations for
amitraz. Amitraz is reglstered to control insects and mites

only on pears. There are proposed tolerances and applications



for registration for hogs, cattle, apples and citrus. Amitraz
is a restricted-use pesticlde and applicators must be certified
or be under the direct supervision of applicators certified

to apply amitraz.

C. Regulatory Background

Amitraz was first registered in 1975 as a 93% technical to be
used 1n the preparation of experimental miticide/insecticide
formulations, The first application for registration for an
end-use product for use on apples and pears was made in 1976.

In April 1977, before the reglstration of these uses, the Agency
published in the Federal Register (42 FR 18299) a notice of a
rebuttable presumption against registration (RPAR, and currently
known as a Speclal Review) of pesticide products containing
amitraz on the baslis that amitraz met the risk criteria for
oncogenic effects (40 CFR 162.11(a)(3)(1i)(A). An 80-week mouse
oncogenicity study showed a significant increase 1n the incidence

of lymphoreticular tumors in mice.

In January, 1979, the Agency published in the Federal Register
(44 FR 2678-2682) a notice of determination and availability

of Position Document 2/3. This position document presented the
Agency's analysis of the risks and benefits resulting from the
proposed use of amitraz on apples and pears, analyzed the
rebuttals received from interested parties and proposed a
decision to conclude the RPAR process. The Agency concluded

that there 1s "weakly positive evidence" that amitraz 1s a



positive human carcinogen based on the positive effects
demonstrated in the mouse study although there were questions
ralsed regarding the reliabllity of the study. The Agency

also concluded that the proposed use of amitraz on apples and
pears might pose a very small risk of cancer to certain exposed
groups. To determine that risk the Agency conducted a dietary

and occupational risk assessment.

The Agency, 1n its assessment of dietary and occupational risks
assoclated with the use on pears, calculated two scenarios for
exposure, one conservative and the other more realistic. The
conservative scenario used the assumptions that: all pears were
treated annually; all fresh and processed pears had residues of
of amitraz at the tolerance level (3.0 ppm); and mixers, loaders
and applicators did not wear protective clothing. These
conservative assumptions led to calculated risks of 9 x 10-6
(10~5) from dietary exposure and 104 to 10-6 occupational
exposure. The more realistic scenario included the following
assumptions: only 40-50% of the pear acreage 1s treated annually,
fresh pears average 1.0 ppm and processed pears average 0.25 ppm
of amitraz residues and mixers, loaders and applicators are
required to wear protective clothing. Thls more reallstilc
scenario leads to risks of 10-6 for dietary and 10-5 to 10-6

for occupational exposure., In reviewling the benefits and

risks, the Agency determined that there would be significant
benefits from the use on pears with little or no benefits from

the use on apples since there were sultable alternatives.



After welghing the benefits and risks, the Agency proposed to
issue a conditional registration for four years for use of
amitraz on pears provided that the company agreed to certain
terms and conditions. These were (1) to submit additional
benefits data on pears, (2) submit a new mouse oncogenicity
study and (3) 4implement several changes on the proposed

label. The label changes were: classification of all amitraz
products as restricted use; additional precautionary changes
including protective clothing for applicators; and, a 24-hour

reentry interval and a 7-day pre-harvest interval.

In October, 1979, the Agency published in the Federal Reglster
(44 FR 59939-59946) a notice of its intent to conditlonally
register amitraz for use on pears and not to issue registration
for use on apples. This FR Notice also announced the avail-
ability of Positlon Document 4. In this notice the Agency
proposed to conditionally register amitraz for use on pears
for four years under section 3(¢)(7)(C) of FIFRA with the
conditions that the registrants make the label changes at
reglstration and additional mouse oncogenicity study and
benefits data be submitted within four years from the date of
registration. Thils sectlion of FIFRA allows conditional
registration of a pesticide product contalning unregistered
active ingredients only if the registration would not cause
unreasonable adverse effects and would be in the publiec
interest. The Agency determined that the registration of

amitraz for use on pears would not cause unreasonable adverse



effects and would be in the public interest because it would
result in substantial benefits and very small risks. The
Agency determined that it could not grant registration of
amitraz for use on apples because the requirements of section
3(c)(7)(C) of FIFRA had not been met. The Agency concluded
that this use would result in little or no benefits and would
therefore not be in the public interest. Amitraz was granted a
conditional registration in January, 1980, for four years only
for use on pears. At the same time, the Agency established a
0.0 ppm tolerance for residues of amitraz in or on apples, and
the fat, meat by-products, and meat of cattle, goats, hogs,
horses, and sheep to affect the decision to prohibit the use on

apples. (Waste from processed apples is fed to livestock.)

The conditions under which amitraz was conditionally registered
have been satisfied. The benefits data were reviewed and found
to substantiate the benefits of the use on pears. The new mouse
oncogenicity study was referred to the Agency's Cancer Assessment
Group (CAG) for evaluation., The results of this study show an
increase in the incidence of hepatocellular tumors in female mice
and an increase in lung tumors in male mice. Based on this study
and the first mouse study, CAG has determined that amitraz has
carcinogenic activity in the mouse. The second study did not
appreciably change the Agency's quantitative assessment of the
potency of amitraz from the first mouse study. Based on the
weight of evidence of analysis, CAG concluded that amitraz

should be considered a possible human (a Group "C") carcinogen.



In reaching this conclusion CAG considered the following
information:

There is no positive epidemiology carcinogenicity data for
amitraz.

The positive carcinogenic effects were found in only one species,
the mouse.

‘Tumors were discovered mostly in terminally sacrificed groups.

The rat was negative for oncogenic effects at doses as high as
200 ppm.

Also, the mutagenic potential of amitraz has been determined

to be negative in the gene mutation, hostmediated and dominant
lethal test systems. Additional negative studies including

the Ames Bacterial Test, a Mouse Lymphoma Assay, and an
Unscheduled DNA Synthesis in Human Embryonic Cells have been
conducted with amitraz. In addition, several metabolites have
also been tested with their mutagenic potential also reported to
be generally negative. The Agency is not aware of any other
pesticide that is structurally related to amitraz that shows
carcinogenicity. However, the parent compound does metabolize

to substituted anilines, some of which as a class are oncogenic,

The chronic toxicology data base for amitraz is complete, The
toxicological data considered in support of this registration
standard included a 2-~year rat feeding/oncogenicity study which
was negative for oncogenic effects with a no-observable-effect-
level (NOEL) of 200 ppm; a three-generation rat reproduction
study with a NOEL of 15 ppm; rat and rabbit teratology studies
which were negative; and a 2-year mouse oncogenicity study

which demonstrated an increase in the incidence of hepatocellular
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tumors in female mice and increase in lung tumors in male mice.
In this registration process the Agency has reconsidered the
risks and benefits associated with the use on pears in view of
the reassessment of the data base including the new oncogenicity
study and benefits data. Since the assessment of these data has
not led the Agency to change its opinion of amitraz's oncogenic
potential or benefits, the Agency concludes that the risks and
benefits remain the same for the pear use and that there is no

reason to act against the registration of that use.

D. Regulatory Position and Rationale

Based on a review and evalution of all available data and other
relevant information on amitraz, the Agency has made the

following determinations:

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

registrations or to permit new registrations.

Rationale: The Agency made a regulatory decision in 1980 to
conditionally register amitraz for use on pears because a

risk/benefit assessment demonstrated that the benefits from

the use outweighed the risks., The Agency has reevaluated that

deécision and concludes that the risks and benefits as discussed

11



above are substantially the same as those reached in the RPAR
process, The risks have been reassessed using the results of a
second mouse oncogenic study. The dietary risk from consuming
amitraz treated pears is 1076 and the occupational risk is
between 10-7 and 10~%. These risks are essentially the same as
those that were calculated when amitraz was initially registered
using the first mouse oncogenic study. A current evaluation

of the benefits from the use of amitraz on pears indicates

that the benefits have not changed. No viable alternative

to amitraz for control of the pear psylla has been registered
by the Agency since the original benefits assessment. The
Agency believes that it continues to be in the best interest

of the public to continue the registration of the pear use.

The Agency has decided not to issue tolerances for the proposed
use of amitraz on apples and citrus. The Agency will consider

other uses on a case-by-case basis.

Rationale:

The toxicology data base for amitraz is couplete except for

a dermal penetration study. The Agency (CAG) has classified
amitraz as a Group "C" carcinogen based on positive effects
demonstrated in two mouse oncogenlcity studies coupled with
the negative rat oncogenicity study.

The environmental data base for amitraz is largely incomplete.
However, there are uses which would have minimal impact on
the environment.

There are currently four proposed uses for amitraz pending

12



with the Agency. These are apples, citrus, cattle and

swine. Available residue data submitted in support of the
proposed apple and citrus uses indicate that food additive
(409) tolerances for apple pomace and citrus molasses and
pulp must be established. At this time the Agency will

not establish these food additive tolerances because

of the Délaney Clause within Section 409 of the Federal Food,
Drug and Cosmetic Act. The proposed cattle and swine uses
will be considered. Data supporting these particular uses

are in review.

The Agency is requiring environmental fate studies to
characterize amitraz's fate in the environment, including

its potential to leach through soil.

Rationale: Data are not sufficient either to assess the
environmental fate of amitraz or to characterize its leaching
potential for contamination of ground water. The preliminary
data indicate that amitraz may have the potential to leach
through soil., A leaching study (although not adequate by
Agency standards) indicates that amitraz is moderately
mobile in sandy loam, silt loam and clay soils and very
mobile in sandy soils. However, the available data are
insufficient to fully characterize the leaching potential

of amitraz., Additional studies are being required. The
Agency has become increasingly concerned about the presence
of pesticide chemicals in ground waters in the United

States. Although amitraz was not included in the Special

13



Data Call-In Notice the Agency issued on March 31, 1984 the
Agency is concerned over the potential of amitraz to leach.
The data required under this Guidance Document will allow
the Agency to characterize the potential of amitraz to

contaminate ground water.

All end-use products containing amitraz shall continue to

be classified for restricted use and the restricted use label
statement will be revised to specify that the reason for this
classification is because of the oncogenicity of amitraz and
concern over ‘worker exposure to amitraz., A cancer warning
statement will also be added to manufacturinguse product

labels.

Rationale: The Agency required that all end-use amitraz

products be classified for restricted use when amitraz was
conditionally registered for use on pears in an effort to
reduce worker exposure. Since the Agency is regulating amitraz
as a possible human carcinogen, continuation of the restricted
use statement because of its oncogenicity potential is
warranted. 1In addition, the Agency believes that a cancer
statement will further emphasize the precautions that

must be taken when handling amitraz, especially for the

end-~use products,

The Agency will continue to require a reentry interval of

24 hours for the pear use of amitraz.

14



Rationale: In order to minimize exposure to workers
entering treated areas pending the receipt and evaluétion
of reentry data, a 24-hour reentry interval was required
when amitraz was conditionally registered for use on
pears. Because of amitraz's oncogenic potential, this
reentry interval is being retained. Through this Guidance
Document studies are being required to further evaluate
amitraz's exposure potential. Upon receipt and review of
these data, the Agency may impose a different reentry

interval.

The Agency is reqguiring a study to determine the effects of

amitraz on avian reproduction.

Rationale: Acute toxicity studies indicate that amitraz

is slightly toxic to birds., A one-generation avian
reproduction study, although inadequate, demonstrated that
amitraz would affect avian reproduction at less than 40 ppm.
A NOEL was not established with that study. Therefore, a new

study is being required. Also, sufficient environmental fate

"data are not available to permit assessment of avian exposure

to amitraz residues. Based on Agency receipt and review of
the avian reproduction data and the environmental fate data
required by this Guidance Document, the Agency will be able

to determine if amitraz poses a hazard to bird reproduction.

The Agency is requiring additional plant metabolism data since
the metabolism of amitraz in plants has not been adeguately
described.

15



Rationale: Heretofore, the parent compound, amitraz and its
metabolites containing the 2,4-dimethylaniline moiety have
been considered to be the residues of concern in plants,.
However, reexamination of existing data indicate that about
60% of the residues were unidentified. Should the required
metabolism data indicate the presence of additional
metabolites of concern, the tolerance definition will have
to be altered accordingly. 1In addition, the Agency is
concerned over the possibility of amitraz to hydrolyze and
form dimethylamine which has been shown to cause liver
tumors in mice. The Agency cannot determine whether amitraz
does hydrolyze to dimethylamine and if so, the amount, until

the plant metabolism data are submitted.

The Agency is not imposing label statements at this time

with regard to endangered species.,.

Rationale: The limited available data indicate that technical
amitraz is slightly toxic to birds. Although an avian repro-
duction study indicates a potential chronic hazard to birds

is possible if there is sufficient exposure from the use of
amitraz, the effect on birds including endangered species
cannot be assessed until a new avian reproduction study and
the environmental fate data required by this Guidance Document
are received and evaluated., The available data also suggest
that the estimated residues that could occur in water as a

result of the pear use of amitraz do not result in an endangered
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aquatic species concern. The Agency will address the need
for an endangered species label statement when the environmental

fate and avian reproduction data are received and evaluated.

9. Registrants of end-use products must submit revised labeling

which incorporates the label precautions found in Section G,

Rationale: The Agency believes that the label statements
prescribed in this Standard should minimize the hazards
associated with exposure to users of amitraz and to

aquatic organisms.

Criteria for Registration Under This Standard

To be covered under this Guidance Document products must
contain amitraz the sole active ingredient, bear required
labeling, and conform to the product composition, acute
toxicity limits, and use pattern requirements listed in

Section F of this document,

The application for registration or reregistration of manufac-
turing-use products subject to this Guidance Document must
comply with all terms and conditions described in it, including
submission of an up-to-date Confidential Statement of Formula,
submission of revised labeling, commitment to fill data gaps

on the schedule specified by the Agency and, when applicable,
offer to pay compensation as required by 3(c)(1l)(D) and
3(c){(2){(D) of the Federal Insecticide, Fungicide and Rodenticide

Act (FIFRA), as amended, 7 U.S.C. 136{(c)(1)(D) and 136{c){(2)(D).

17



Acceptable Ranges and Limits

Product Composition Standard

To be covered under this Guidance Document manufacturing-use
products must contain amitraz as the sole active ingredient.
Each manufacturing-use product formulation proposed for
registration must be fully described with an appropriate
certification of limits, stating maximum and minimum
amounts of the active and intentionally added inert

ingredients whilch may be present in products.

Acute Toxlcity Limits

The Agency will consider registration of technical grade
and manufacturing-use products containing amitraz provided
that the product labeling bears appropriate precautionary
statements for the acute toxicity category in which each

product is placed.

Use Patterns

To be registered under this Standard, manufacturing-use
products containing amitraz may be labeled for formulation
into other manufacturing-use products or into end-use
products only for the use on pears. The attached index
entry provides the approved maximum application rate and

frequencies.

18



G. Requlired Labeling

All manufacturing-use and end-use amitraz products must bear
appropriate labeling as specified in 40 CFR 162.10. The
guldance document for this Standard contalns 1nformatlon on

label requlirements.

° 1Ingredient Statement

The ingredient statement for manufacturing-use products and
end~use products must list the active ingredient as:
Amitraz: N'-(2,4-dimethylphenyl)-N-[[2,4-dimethylphenyl)=

iminolmethyl]-N-methylmethanimidamide

© Use Pattern Statement

All manufacturing-use amitraz products must state that they
are intended for formulation into other manufacturing-use

products or into end-use products for use only on pears.

9 Precautionary Statements

Statement For Manufacturing-Use Products

1. Labels for manufacturing-use amitraz products must bear
precautionary statements, as specified in 40 CFR 162.10,
reflecting the compound's aéute human toxicity. Amitraz
is in Toxicity Category 1I by the acute dermal route of

exposure.

2. The following statement must be place on the front panel of

15



3.

all manufacturing-use amitraz products:

"The use of thils product may be hazardous to your
health. This product contains amitraz which has
been determined to cause tumors 1in laboratory
animals. Use of protective clothing and equipment
can reduce risk."

The followlng revised environmental hazard statement must
appear on all MP labels:
" Environmental Hazards

This pesticide 1s toxic to fish. Do not discharge
effluent containing this product into lakes, streams,
ponds, estuarles, oceans, or public water unless this
is specifically identified and addressed in an NPDES
permit. Do not discharge effluent contalning this
product into sewer systems without previously notifying
the sewage treatment plant authority in writing. For
guldance contact your State Water Board or Reglonal
Office of the EPA.M

Statements For End-Use Products

1.

All end-use products must bear the restricted-use statement:
"RESTRICTED USE PESTICIDE
"Because amitraz has been shown to cause tumors
in laboratory mice, this product may be applied only
by certified applicators or persons under thelir
direct supervision. Use of protective clothing and

equipment and following the use precautions below
can reduce risk."

The reentry statement below must appear in the use directioms

of labels of all amitraz products with directions for

use for use on pears:

"Do not reenter treated areas for 24 hours without
protective clothing."

20



3. The worker protection statements listed below must appear
as part of the precautionary statements for all end-use
amitraz products:

"During mixing/loading or application wear a protective
suit which has long sleeves and long pants. Wear chemilcal
resistant gloves; a hat, boots and goggles or face

shield. A helmet with visor may be substituted for the
hat and goggles during aerial application. Mixer/loaders
should also wear a chemical resistant apron when handling
the concentrated product. Wash thoroughly with soap and
water after handling and before eating, urinating, or
smoking. Remove and wash clothing before reuse. Clothing
should be laundered separately from household articles.
Replace gloves frequently. Clothing which has been
drenched and used gloves should be disposed of in accor-
dance with state or local regulations. Instead of
clothing and equlpment specified above, the applicator

can use an enclosed tractor cab or cockpit with properly
filtered air supply.”

4, The following environmental hazards statement listed below
must appear on each end-use label in the Environmental
Hazards sectilon:

"This product 1s toxic to fish., Do not apply directly
to water. Drift and runoff from treated areas may be

hazardous to fish in adjacent sites, Do not contamlnate
water by cleaning of equipment or disposal of wastes."

H. Tolerance Reassessment Summary

U.S. tolerances for residues of amitraz in or on the raw agricul-
tural commodities are as follows (40 CFR 180.287):

3.0 ppm 1n or on pears

0.0 ppm in or on apples, and the fat, meat by-products,

and meat of cattle, goats, hogs, horses, and sheep

The zero tolerances were established administratively as a result
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of the RPAR as an affirmative action to emphasize the Agency's

decision not to permlt the use of amitraz on apples.

Interim Codex Maxlimum Residue Limits have been established
for amitraz as follows: 1in or on pome fruits at 0.5 ppm; in
or on oranges at 0.5 ppm; and, in or on the carcase meat of
cattle and pigs at 0.05 ppm, cattle, pig, and sheep meat
by-products at 0.2 ppm and milk at 0.01 ppm. There are no
Canadlian or Mexican tolerances established for amitraz. The
metabolism of amitraz in plants has not been adequately
described. Should the required metabolism data indicate the
presence of additional metabolites of concern, the tolerance
definition will be revised accordingly. The avallable pear
residue data support the established tolerance level for

amitraz residues 1in or on pears.

There are no finite tolerances established for amitraz resldues
on crops involving livestock feed items. At this time, data
pertaining to the metabollism of amitraz in food anlimals for

purposes of this Registration Standard are not required.

The acceptable daily intake (ADI) for amitraz is 0.0025 mg/kg/day
based on the 2-year chronic dog feedlng study with a no observed
effect level (NOEL) of 10 ppm and a safety factor of 100.

The maximum permitted intake (MPI) (based on a 60 kg person)

1s 0.15 mg/day. The published tolerance for pears given a
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theoretical maximum residue contribution (TMRC) to the daily
diet of 0.0115 mg/day (for an average 1.5kg dally diet) which

accounts for 7.66% of the ADI.
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c106201

EPA Compendium of Acceptable Uses
AMITRAZ*

TYPE PESTICIDE: Insecticide, Acaricide

FORMULATIONS:
Tech (93%)

wp  (50%)

EC (1.5 1b/gal)

GENERAL WARNINGS AND LIMITATIONS: RESTRICTED USE PESTICIDE. Do not re-
enter treated areas until 24 hours after application unless protective
clothing is worn. Do not tank mix with bordeaux mixtures, detergents,
dodine, ferbam, -l-napthaleneacetic acid (NAA), sulfur, or other highly
alkaline materials. During mixing/loading or application wear a protec-
tive suit which has long sleeves and long pants. Wear chemical resistant
gloves; a hat, boots, and goggles or face shield. A helmet with visor may
be substituted for the hat and goggles during aerial application. Mixer/
loaders should also wear a chemical resistant apron when handling the con-
centrated product. Instead of clothing and equipment specified above, the
applicator can use an enclosed tractor cab or cockpit with properly fil-
tered air supply. Amitraz is toxic to fish. Do not apply directly to
water. Drift and runoff from treated areas may be hazardous to fish in
adjacent sites. Do not contaminate water by cleaning of equipment or
disposal of wastes.

Beneficial Insect Caution:

Amitraz 1s toxic to predacious mites such as Typhlodromus accidentalis,
Amblyseius fallacis, and stigmaeid mites.

Agricultural Crop Tolerances:

Apples - 0 ppm

Livestock Tolerances:

0 ppm (meat, fat, and meat byproducts of cattle, goats, hogs, horses, and
sheep)

Definition of Terms:

Claims for pest control limited to suppression of population are indicated
by parenthesized pest name.

*N'-(2,4~dimethylphenyl)-N-[[(2,4-dimethylphenyl)imino]methyl]-N-methyl-
methanimidamide

Issued: 10-01-81
Provisional Update: 8-06-85

24



/04003AA

ILAVASA
ITBGAZA
ILAVAYA

ILAVBEA

JRAXALA
ITBGAZA
ILAVAYA

ILAVBEA

EPA Compendium of Acceptable Uses

European red mite 0,75-0.94

(Codling moth) 1b/A
(McDaniel spider [400 gal/A)
mite) [concen-
(Twospotted spider trate spray]
mite) or
0.188-0.234
1b/100 gal
(1.5 1b/gal
EC)
Pear psylla 0.75-1.5 1b/A
(Codling moth) [400 gal/A)
(McDaniel spider [concen-
mite) trate spray]
(Twospotted spider or
mite) 3-6 0z/100
gal [0.75-
1.5 1b/A]
(50% wp)
(1.5 1b/gal
EC)

Issued: 10-01-81
25

AMITRAZ
Site and Pest Dosages and Tolerance, Use, Limitations
Formulation(s)
Pear 3 ppm

7 day preharvest interval through
1.5 pounds per acre for foliar ap-
plication. Do not apply more than
10.5 pounds per acre during the
growing season.

Do not allow livestock to graze
treated areas. Do not apply emulsi-
fiable concentrate formulation as a
summer spray west of the Rocky Moun-
tains when cool, moist, poor drying
conditions exist or when night tem-
peratures are below the dew point,
as fruit injury may result.

Prebloom and foliar applications.
Apply when the majority of overwin-
tering European red mite eggs have
hatched and repeat as needed.

Prebloom application. Application
must occur during a precise point in
the pest's life cycle. Apply after
eggs have moved into the female pear
psyllas oviduct, but prior to heavy
egg laying. Apply when daily maxi-
mum temperatures exceed 50 F (10.0
C). If weather or orchard condi-
tions do not permit treatment before
heavy egg laying, apply after the
majority of the first generation
eggs have hatched. Consult local
Cooperative Agricultural Extension
Service for more specific timing
information. May be tank mixed with
dormant oil.

Foliar application. Apply when ma-
jority of pests are in the adult or
young nymphal stages of development.



ILAJAOA
ITBGAZA
ILAVAYA

ILAVBEA

EPA Cowpendium of Acceptable Uses

AMITRAZ
Site and Pest Dosages and Tolerance, Use, Limitations
Formulation(s)
Pear (continued)
Pear rust mite 0.75-1.5 Prebloom and foliar applications.
(Codling moth) 1b/A Apply when the mites become active
(McDaniel spider {400 gal/A] in the spring and repeat as needed.
mite) [concen-
(Twospotted spider trate sprayl
mite) or
0.188-0,375
1b/100 gal
(1.5 1b/gal
EC)
Issued: 10-01-81
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EPA Compendium of Acceptable Uses

AMITRAZ
Listing of Registered Pesticide Products by Formulation
&093,0001 93X technical chemical

amitraz (106201)
001023-00058 045639-00051

&050.0006 50X wettable powder
amitraz (106201)
001023-00061

§101.5012 1.5 1lb/gal emulsifiable concentrate
amitraz (106201)
001023~-00059 043142-00045

Issued: 10-01-81
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Data Must Be
Guideline Citation and Test Guidelines Are Data Footnote Submitted Within
Name of Test Substancel Status Reguired Number Time Frames Liste
Yes No Below 2
§158.120 Product Chemistry
Product Identity:
61-2 - Description of Beginning Materials TGAIL R [X] [] 3 6 Months
and Manufacturing Process
61-3 - Discussion of Formation of TGAL R [X] (] 4 6 Months
Impurities
Analysis and Certification of Product
Ingredients
62-1 - Preliminary Analysis TGAI CR [X] L] 5 12 Months
Physical and Chemical Characteristics
63-2 - Color TGAI R ] [X]
63-3 - Physical State TGAT R (] [X)
63-4 - Odor TGAL R (X1 [] 6 Months
63-5 - Melting Point TGAT R (] [X]
63-6 - Boiling Point TGAL R (] [X] 6
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GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

TABLE A

Data must Be
Guldeline Citation and Test Guldelines Are Data Footnote Submitted Within
Name of Test Substance Status Required Number Time Frames Listed
Yes No Below 1
§158.120 Product Chemistry (Continued)
Physical and Chemical Characteristics
(Continued)
63-7 - Density, Bulk Density, or TGAI R (X1 (] 6 Months
Specific Gravity
63-8 - Solubllity TGAI or PAI R (3 (X3
63-9 - Vapor Pressure PAI R [1 X1
63-10 - Dissoclation constant PAI R ] [X]
63-11 - Octanol/water partition PAI R [X] (] 6 Months
coefficient
63-12 - pH TGAI R [x] [ 6 Months
63-13 - Stability TGAL R x] (1 7 15 Months
Other Requirements:
64- 1 - Submittal of samples TGAI, PAL CR 1] (X1
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

§158.120 Product Chemistry (Continued)

1. TGAI = Technical Grade of the Active Ingredient; PAI = Pure Active Ingredient; R = Reguired; CR = Conditionally Require

2. Data must be submitted within the indicated time frame, based on the date of the Guidance Document.
° 6 Month Due Date is .
¢ 15 Month Due Date is .

3. Detalls of the manufacturing process including the relative amounts of beginning materials, description of
reaction conditions, duration of each step of the process and quality control measures for the stablilized
93% technical must be submitted. The name and address of the manufacturer or producer of each starting
material for the stabilized 93% technical must be submitted. In addition, a copy of all avallable technical
specifications, data sheets, and all other documents by which the manufacturer, producer or supplier of the

beginning material describes 1ts composition and properities must be submitted.

4. A discussion of each impurity believed to be present at >0.1% based on knowledge of any contamination such as
migration of components of packaging materials into the product and contaminants resulting from earller use
of production equipment to produce other products or substances must be submitted.

5. Five or more representative samples should be analyzed for the amount of active ingredient and each impurity
present >0.1%. Analysis for nitroscamine impurities should include volatile and non-volatile
nitrosocamines.

6. Not required because the 93% stabilized technical is a solild at room temperature.

7. Insufficient information was provided as to the sensitivity of the 93% stabalized technical to metal ions and
metal, therefore additional data are required.
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have Data
To Satisfy This

Must Additional Data
Be Submitted Under

1 Requirement? Bibliographic FIFRA § 3(c)(2)(B)?
Data Requlrements Composition Citation Time Frames For Data
Submission 2
§158.125 Residue Chemistry
171-2 -~ Chemlcal Identity TGAI Yes GS00234015;GS00234016 No
171-3 - Directions for Use - Yes GS00234017 No
171-4 - Nature of Residue (Metabolism)
- Plants PAIRA Partial 00028664 ;00028666 Yes3 18 Months
00055718 ;GS00234011
(3300234012
- Livestock PAIRA and Plant No - Reserved4
Metabolites
171-4 -~ Residue Analytical Method
~ Plant residues TGAI and Metabolites Yes 00046030;00051930 Nob
00051929 ;GS00234013
~ Animal residues TGAI and Metabolites Reservedy
- Storage stability TGAI and Metabolites Partial 00046029 ;GS00234014 Y886 15 Months
171-4 - Magnitude of the Residue-
Residue Studles for Each
Food Use
- Pears TEP Yes 00046029 ;00051717 No
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have Data
To Satisfy This

Must Additional Data
Be Submitted Under

1 Requirement? (Yes, Bibliographic FIFRA § 3(e)(2)(B)?
Data Requirement Composition No or Partially) Citation Time Frames for Data
Submission 2
§158.125 Residue Chemistry - Contlinued
171-4 - Magnitude of the Residue -
Residue Studies (continued)
-- Meat/Milk/Poultry/Fggs TGAI or Plant No - Reserved!
Metabolites
171-5 - Reduction of Residue Residue of No - No7
Concern
171-6 - Proposed Tolerance Residue of No - NoT
Concern
171-7 - Reasonable Grounds 1n -— No - No7
Support of Petition
171-13 - Submittal of Analytical PAIRA Yes - No7

Reference Standards

32



TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

§158.125 Residue Chemistry - Continued

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

2. Data must be submltted within the indicated time frame, based on the date of the Guldance Document.
% 15 Month Due Date 1is .
© 18 Month Due Date is .

3. The available plant metabolism data are not adeyuate because a large fraction (>60%) of l4C-residues recovered
from mature pears was not identified. Data reflecting the distribution and metabolism of l4C-amitraz labeled
in both benzene rings in mature pears harvested 7 days after the last of a series of prebloom and follar
applications (at least 10) at 1.51b. AI/A is required. It may be necessary to apply exaggerated rates to
obtain sufficient residues for ldentification. Analyses should include hydrolysis and reextraction of plant
residues and aqueous fractions to determine conjugated l4C-residues of amitraz. 14C amitraz treated pears
should also be analyzed by enforcement "cold" methodology to determine whether conjugated metabolites of
concern are determined by the method and to verify detection of all 2,4-dimethylaniline.

4. There are no finite tolerances established for amitraz residues on crops involving livestock feed items.
Therefore, data are not required at this time.

5. 1If additional metabolites of toxicologlcal concern are found then additional validated methods for data
collection and tolerance enforcement will be required.

6. Data are required reflecting the stability of metabolites III, IV, and V in or on pears stored at freezing
temperatures for intervals up to 42 days.

7. Not applicable.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have Must Additlonal Data
Data To Satisfy Be Submitted Under
1 Use 2 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Camposition Pattern ment? Citation Time Frame for Data

Submission 3

§158.130 Envirormental Fate

DEGRADATION STUDIES-LAB:

161-1 - Hydrolysis TGAI or PAIRA A No - Yes 9 Months
Photodegradation

161-2 - In water TGAI or PAIRA A No - Yes 9 Months
161-3 - On soil TGAL or PAIRA A No - Yes 9 Months
161-4 - In Air TGAT or PAIRA A No - Not

METABOLISM STUDIES-LAB:

162-1 - Aerobic Soil TGAI or PAIRA A No - Yes 27 Months
162-2 - Anaerobic Soil TGAI or PAIRA A No - Yes 27 Months
162-3 - Anaerobic Aquatic TGAI or PAIRA A No - NoH
162-4 - Aerobic Aquatic TGAT or PAIRA A No - Nolt

MOBILITY STUDIES:

163-1 - Leaching and TGAI or PAIRA A Partial 00114229 Yesb 12 Months
Adsorption/Desorption

163-2 - Volatility (Lab) TEP A No - Yes 12 Months

163-3 - Volatility (Field) TEP A No - Yes 15 Months
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1 Use 2 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requilrement Composition Pattern ment? (Yes, No Citation Time Frame for Data
or Partially) Submission 3
§158.130 Environmental Fate - Continued
DISSIPATION STUDIES~FIELD:
164-1 - Soil TEP A No - Yes 27 Months
164-2 - Aquatic (Sediment) TEP A No - Nolt
164-3 - Forestry TEP A No - No¥
164-4 - Combination and A No - Nod
Tank Mixes
164-5 - Soil, Long-term TEP A No - Nol
ACCUMULATION STUDIES:
165-1 - Rotational Crops PAIRA A No - Nol!
(Confined)
165-2 - Rotational Crops TEP A No - No#
(Fleld)
165-3 - Irrigated Crops TEP A No - Nolt
165-4 - In Fish TGAI or PAIRA A No - Yes 12 Months
165-5 - In Aquatic Non-Target TEP A No - Yes 12 Months
Organisms

35



TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

§158.130 Environmental Fate - Continued

Composition: TGAI = Technical grade of the active ingredient; PAIRA = Pure active ingredlent, radiolabelled;
TEP = Typlical end-use product.
The use patterns are coded as follows: A=Terrestrial, Food Crop; B=Terrestrlal, 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.
Data must be submitted within the indicated time frame, based on the date of the Guidance Document.

° g Month Due Date is .

® 12 Month Due Date is .

° 15 Month Due Date is .

¢ 27 Month Due Date is

Not required based on use pattern.

Although this study is scientifically sound, this study does not fulfill this data requirement because of the
following deficiencies: the test solls were not completely characterized; the purity of the test substance was
not reported; the incubation temperature was not reported; degradates were not identified; and values of soil/
water relationships (Kgq) were not reported. This information must be submitted to upgrade the study or
another study must be conducted.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have
Data To Satisfy
1 Use 2 This Require- Bibliographic
Data Requirement Composition Pattern ment? (Yes, No Citation
or Partially)

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

§158.135 Toxicology

ACUTE TESTING:

81-1 - Acute Oral Toxicity - Rat TGAI A Yes 00041539

81-2 - Acute Dermal Toxicity TGAI A Yes 00040862
- Rabbit

81-3 - Acute Inhalation Toxicity TGAI A Yes 00029963
- Rat

81-7 - Delayed TGAI A No -

Neurotoxicity - Hen

SUBCHRONIC TESTING:

82-1 - 90-Day Feeding : TGAI A Yes 00028712;00028715
- Rodent, and
- Non-rodent (Dog) A Yes 00028716
82-2 - 21-Day Dermal - Rabbit TGAI A Yes 00029972
82-3 - 90-Day Dermal - Rabbit TGAI A No -
82-4 - 90-Day Inhalation: TGAI A No -
- Rat
82-5 - 90-Day Neurotoxicity: TGAL
- Hen A No -
~Mammal A No -
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

1

Data Requirement Composition

Use 2
Pattern

Does EPA Have
Data To Satisfy
This Require-
ment? (Yes, No
or Partially)

Must Additional Data
Be Submitted Under
Bibliographic FIFRA § 3(c)(2)(B)?
Citation Time Frame for Data
Submission 3

§158.135 Toxicology - Continued

CHRONIC TESTING:

83-1

Chronic Toxlcity -
2 specles:
- Rodent, and

- Non-rodent (Dog)
83~2 - Oncogenicity -
2 specles:
- Rat (preferred), and
~ Mouse (preferred)
83-3 - Teratogenicity -
2 specles:
- Rat

- Rabbit

83-4 - Reproduction - Rat
2-generation

MUTAGENICITY TESTING

84-2 - Gene Mutation (Ames Test)

84-2 - Structural Chromosomal
Aberration

84-4 - Other Genotoxic Effects

TGAI

TGAI

TGAI

TGAI

TGAI

TGAI

TGAI
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Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

Yes

00044585 No
00044586 No
00044485 No

00139552;00111886  No

00029959;00029960  NoS
00029961 No

00029962 No

00029459;00029953  No>

00029954;00029955  Nod
00029957

00029958 ;GS00234007 No5



TABLE A

GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ
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
§158.135 Toxicology - Continued
SPECIAL TESTING
85-1 - General Metabolism PAI or PAIRA A Yes 00028685;00028674  No>
00028667 ;00028675
00028668 ;00028676
00028671;00041503
00028669 ;00041497
00028672;00041499
00041500;00041498
00041501 ;00028682
GS00234006
85-2 - Dermal Penetration Choice A No - Yes 12 Months
86-1 - Domestic Animal Choice A Yes 00041513;00044591  Nob5

Safety



TABLE A
GENERIC DATA RBEQUIREMENTS FOR CHEMICAL: AMITRAZ

§158.135 Toxicology -~ Continued

Composition: PAI = Pure active ingredient; PAIRA = pure active ingredient, radiolabelled; Choice = Choice of several
test substances determined on a case-by-case basis.
The use patterns are coded as follows: A=Terrestrial, Food Crop; B=Terrestrial, Non-Food; C=Aqautic, Food Crop;
D=Aquatic, Non-Food; E=Greenhouse, Food Crop; F=Greenhouse, Non-Food; G=Forestry; H=Domestic Outdoor; I=Indoor.

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

° 12 Month Due Date is .

Amitraz is not an organophosphate compound and is not structurally related to a substance that causes delayed
neurotoxicity.

All references must be cited to satisfy this data requirement.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1 Use 2 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Regyuirement Camposition Pattern ment? Citation Time Frame for Data
Submission 3
§158.140 Reentry Protection
132-1 - Foliar Dissipation TEP A No - Yesd 27 Month
132-1 - Soil Dissipation TEP A No - Nod
133~3 - Dermal Exposure TEP A No - NoS
133-4 - Inhalation Exposure TEP A No - Nob
§158.142 Spray Drift
201-1 - Droplet Size Spectrum TEP A No - Nob
201-1 - Drift Field Evaluation TEP A No - Nod
Special Testing
Glove Permeability Study TEP A No - Yesb 6 Months

1. Composition: TEP = Typical end-use product.

2. The use patterms 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 indlcated time frame, based on the date of the Guidance Document.

° 6 Month Due Date is .
° 27 Month Due Date 1s .
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

§158.140 Reentry Protection
§158.142 Spray Drift
Special Testing (continued)

4. An interim 24-hour reentry interval is being imposed until the foliar dissipation data are received and reviewed
by the Agency.

5. Not required because the criteria that would trigger these requirements have not been exceeded.
6. Because of the oncogenicity potential of amitraz, data are required detalling the permeablility and breakthrough

times of materials used in "protective" gloves. Data are reyquired to support liguid amitraz formulations., A

descripti of this study can be found in ASTM 739-81- Standard Test Method for Resistance of Protective Materials To
Permeation by Hazardous Liguid Chemicals.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have
Data To Satisfy

Must Additional Data
Be Submitted Under

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
AVIAN AND MAMMALIAN TESTING
71-1 - Acute Avian Oral Toxicity TGAI A Yes 00030451 No
71-2 - Avian Subacute Dietary
Toxicity
- Upland Game Bird, and  TGAI A Partial 00030452 Yesh 9 Months
U-40481 A No Reservedd
- Waterfowl TGAI A Yes 00030453 No
71-3 - Wild Mammal Toxicity TGAIL A No - No
71-4 - Avian Reproduction TGAI
- Upland Game Bird, and A Partial 00072412 Yesb 24 Months
- Waterfowl A Partial 00072411 Ncb 24 Months
71-5 - Simulated Field Testing TEP
- Mammals, and A No - Reserved?
- Birds A No - Reserved!
- Actual Fleld Testing TEP
- Mammals, and A No - Reserved/
- Birds A No - Reserved/
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ
Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
Use 2 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requilrement Camposition Pattern ment? Citation Time Frame for Data
Submission 3
§158.145 wWildlife and
Aquatic Organisms - Continued
AQUATIC ORGANISM TESTING
72-1 - Freshwater Fish Toxlcity
a. Coldwater Fish Specles, TGAI A Yes 00030446;00030445 No
b. Coldwater Fish Species TEP A Partial 00030445 YesY 9 Months
U-40481 A No - Reservedb
c. Warnwater Fish Species TGAI A Partial 00030447;00030448  Yes8 9 Months
00030444
d. Warmwater Fish Species TEP A Partial 00030447 ;00030448  NoB
00030444
72-2 - Acute Toxicity to TGAI A Yes GS00234021 No
Freshwater Invertebrates
TEP A No - YeslO 9 Months
U-40481 A No - Reservedd
72-3 - Acute Toxicity to
Estuarine and Marine
Organisms
- Fish TGAI A No - Yesll 12 Months
U-40481 A No - Reservedb
-~ Mollusk TGAI A Yes GS00234022;00030450 Noll
U-40481 A No Reservedd
- Shrimp TGAL A Yes GS00234022;00030450 Noll
U-40481 A No - Reservedd
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have
Pata To Satisfy

Must Additional Data
Be Submitted Under

1 Use 2 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? Citation Time Frame for Data
Submission 3
§158.145 wildlife and
Aguatic Organisms - Continued
AQUATIC ORGANISM TESTING
72-3 - Acute Toxicity to
Estuarine and Marine
Organisms (continued)
- Fish TEP A No - Noll
~ Mollusk TEP A No - Noll
~ Shrimp TEP A No - Noll
72-4 - Fish Early Life Stage, TGAI A No - Yes 15 Months
and
~ Aquatic Invertebrate A No - Yes 15 Months
Life-Cycle
72~5 - Fish - Life-Cycle TGAIL A No - Reservedl3
72-6 -~ Aquatic Organism TGAL, PALOR A No - Reservedl3
Accumulation Degradation
Product
— Crustacean
- Fish
- Insect Nymph
- Mollusk
72~7 ~ Simulated Field Testing TEP A No - Reservedl2
- Aquatic Organisms
~ Actual Field Testing TEP A No - Reservedl?
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

§158.145 Wildlife and Aquatic Organisms -~ Continued

1. Camposition: TGAI = Technical grade of the active ingredient; PAI = pure active ingredient;
TEP = Typlcal end-use product; U-U40481 = degradation product of amitraz

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

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

© 9 Month Due Date 1s .
© 12 Month Due Date is .
° 15 Month Due Date is .
° 24 Month Due Date 1is .

4, The Japanese quail 1s not a recommended species. A study using the bobwhite quall 1s required.

5. Avallable data shows that a degradation product of amitraz (U-40481) is substantially more toxic than the parent.
Testing with this degradation product may be required depending upon requested envirommental fate data and the
results of the requested ecologlcal effects studies on amltraz.

6. An NOEL was not established in either the bobwhite or mallard duck study. However, only one avain reproduction
study needs to be repeated, preferably with an upland gamebird (the bobwhite quall is preferred).

7. Reserved pending recelpt of requested envirommental fate data and/or the results of the avian reproduction data.

8. The referenced studies do not fulfill guideline requirements because the harlequin fish and the carp are not
recommended test specles. Also, 1n one study the test contalners were lined with polyethylene plastic.

9. This study does not fulfill guideline reyuirements because it is only a U48-hr study instead of the required

96-hour and the test levels were not measured. This study 1s required because the test results suggest that
amitraz in the 20% EC formulation is more toxic tc fish than technlcal amitraz.

10. A 48-hour aquatic invertebrate study with the 20% EC 1is required because test results suggest that amitraz
in the 20% EC formulation 1is more toxic to figh than technical amitraz.

11. Marine/estuarine testing 1s not reyulred for the pear use. Present data fulfilll requirements for oyster and
shrimp, but the estuarine t'ish study would be reyulred for future uses.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

§158.145 Wildlife and Aguatic Organisms - Continued

12. Reserved pending the results of requested environmental fate data

13. Reserved pending the results of the early life stage and aguatic invertebrate life-cycle studies and
requested environmental fate studies.
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ
Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1 Use 2 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requilrement Composition Pattern ment? Citation Time Frame for Data
Submission
§158.150 Plant Protection
121-1 - TARGET AREA EP No - No3
PHYTOTOXICITY
NONTARGET AREA PHYTOTOXICITY
TIER I
122-1 - Seed Germination/ TGAT No - No3
Seedling Emergence
122-1 - Vegetative Vigor TGAIL No - No3
122-2 - Aquatic Plant Growth TGAI No - No3
TIER 11
123-1 - Seed Germination/ TGAI No - No3
Seedling Emergence
123-1 - Vegetative Vigor TGAI No - No3
123-2 - Aquatic Plant Growth TGAI No - No3
TIER III
124-1 - Terrestrial Field TEP No - No3
124-2 ~ Aquatic Field TEP No - No3
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TABLE A
G#NERIC DATA REQUIREMENIS FOR CHEMICAL: AMITRAZ

Does EPA Have Must Additlonal Data
Data To Satisfy Be Submitted Under
: 1 Use 2 This Require- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Camposition Pattern ment? Citation Time Frame for Data
Submission

§158.150 Plant Protection
(continued)

1. Composition: TGAI = Technical grade of' the active ingredient; TEP = Typlcal end-use product. EP = End-use product.

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

3. These data are not required in accordance with §158.150.
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ
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? Citation Time Frame for Data
Submission
§158.155 Nontarget Insect
NONTARGET INSECT TESTING -
POLLINATORS:
141-1 - Honey bee acute A Yes 00074486 No
contact toxicity TGAI
141-2 - Honey bee ~ toxicity TEP A No - No3
of residues on
foliage
141-4 - Honey bee subacute (Reserved)
feeding study
141-5 - Field testing for TEP A No - No3

pollinators
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHEMICAL: AMITRAZ

Does EPA Have Must Additional Data
Data To Satisfy Be Submitted Under
1 Use 2 This Reguire- Bibliographic FIFRA § 3(c)(2)(B)?
Data Requirement Composition Pattern ment? Citation Time Frame for Data
Submission
§158.155 Nontarget Insect - Continued
NONTARGET INSECT TESTING -
AQUATIC INSECTS:
142-1 - Acute toxicity to (Reserved)
aquatic insects
142-1 - Aquatic insect (Reserved)
life-cycle study
142-3 - Simulated or actual (Reserved)
field testing for
aguatic insects
143-1 - NONTARGET INSECT (Reserved)

TESTING - PREDATORS
thru AND PARASITES

143-3

1. Composition: TGAL = Technical grade of the active ingredient; TEP = Typlcal end-use product.

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

3. Due to the low toxiclty demonstrated by the honey bee acute toxlcity study, no further testing 1s required.
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TABLE B
PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHEMICAL: AMITRAZ

Data Must Be
Guldeline Citation and Test Guidelines Are Data Footnote Submitted Within
Name of Test Substance Status Requilred Number Time Frames Llsted
Yes No Below 1
§158.120 Product Chemistry
Product Identity:
61-1 - Product Identity and Disclosure MP R ] (X3
of Ingredients
61-2 - Description of Beginning Materials MP R [X] ] 6 Months
and Manufacturing Process
61~3 - Discussion of Formation of MP R (X1 (1 6 Months
Impurities
Analysis and Certification of Product
Ingredients
62-1 - Preliminary Analysis MP CR X] (] 12 Months
62-2 - Certification of Limits MP R (X1 (3 2 12 Months
62-3 - Analytical Methods to Verify MP R (X] ] 12 Months
Certified Limit
Physical and Chemlcal Characteristics
63-2 - Color MP R -] (X1
63-3 - Physlcal State MP R (] (X1
63-4 - Odor MP R (X] () 6 Months
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TABLE B
PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHEMICAL: AMITRAZ

Data Must Be
Guldeline Citation and Test Guidelines Are Data Footnote Submitted Within
Name of Test Substance Status Required Number Time Frames Listed
Yes No Below 1
§158.120 Product Chemistry (Continued)
Physical and Chemical Characteristics
(Continued)
63-7 - Density, Bulk Density, or MP R Ez] [:] 6 Months
Specific Gravity
63-12 - pH MP CR (X1 (] 6 Months
63-14 - Oxidizing or Reducing MP CR (x] (] 6 Months
Action
63-15 - Flammabllity MP CR X1 ] 6 Months
63-16 - Explodability MP R X3 (] 6 Months
63-17 - Storage Stability MP R [X] (] 15 Months
63-18 - Viscosity MP CR [x] ] 6 Months
63-19 - Miscibility MP CR (X1 ] 6 Months
63-20 - Corrosion Characteristics MP R (X3 (] 15 Months
Other Requirements:
64- 1 - Submittal of samples MP CR (] x]
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TABLE B
PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHEMICAL: AMITRAZ

1158.120 Product Chemistry (Continued)

MP = Manufacturling-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 .
© 12 Month Due Date 1s .
© 15 Month Due Date 1s .

2. An upper limit must be provided (and certified) for amitraz in the stabilized 93% technical product. An
upper and lower limit must be provided (and certified) for the intentionally added inert in the stabilized
93% technical produt. Also, upper limits must be provided (and certified) for each impurity >0.1% (w:w)
in the stabalized 93% technical product. Finally, any nitrosamines must be identified and quantified in

slx samples of the 93% stabalized technical; two samples of each must be analyzed shortly after production,
three months after production, and 6 months after production. A method sensitive to 1 ppm of N-nitroso

contaminants must be used. An upper limit must be established and certified for any nitrosamines found
to be present.
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TABLE B

PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHEMICAL: AMITRAZ

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? Citation Time Frame for Data
Submission 2
§158.135 Toxicology
ACUTE TESTING
81-1 - Acute Oral Toxicity — Rat MP Yes 00041539 No3
81-2 - Acute Dermal Toxicity MP Yes 00040862 No3
- Rabbit
81-3 - Acute Inhalation Toxicity MP Yes 00029963 No3
- Rat
81-4 - Primary Eye MP No - Yes3 9 Months
Irritation - Rabbit
81-5 — Primary Dermal MP No - Yes3 9 Months
Irritation - Rabbit
81-6 — Dermal Sensitization - MP No - Yes3 9 Months

Guinea Pig

1., Composition: MP = Manufacturing-use product.

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

® 9 Month Due Date is .

3. Data will support both manufacturing-use products 45639-51 and 129,



REQUIREMENT FQR 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
maintalining 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)
ldentified 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 reglstration 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 studles must be conducted in accordance with
EPA approved protocols (such as those contained in the Pesticlde
Assessment Guidelines 2/ or data collected under the approved
protocols of the Organization for Economic Cooperation and
Development (OECD). If you do not wish to develop data
in support of certain uses appearing in your labellng, 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

1/ Generic data pertain to the properties or effects of a
particular ingredlent, 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).

2/ The Pesticide Assessment Guidelines are available in hard
copy or microfiche from the National Technical Information
Service, 5285 Port Royal Road, Springfield, Va. 22161.
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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 Submlt 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 belleve will
satisfy the requirement, or state that you will generate
the data by conducting testing. If the test procedures
you willl use deviate from (or are not specified in) the
Pesticide Assessment Guldelines 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 reglstrants, and provides a mechanism by
which parties can obtain an arbltrator's decislon 1f they agree
to jointly develop data but fall to agree on all the terms of
the agreement. The statute does not compel any reglstrant to
agree to develop data 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 avallable 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
18 not available to applicants for new products.)

()

Procedures for Requesting Changes in Testing Methodology
and Extenslons of Time

EPA recognizes that you may disagree with our conclusilons
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 (QECD)
Chemlcals Testing Programme, you must submit the protocol
for Agency revliew prior to the initiation of the test.

If you think that you will need more time to generate the
requlired 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 1s clearly 1n the publlic 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)(1ii)];
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. 8
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The extension request should state the reasons why you believe
that an extenslion 1is appropriate. While EPA considers your
request, you must strive to meet the deadline for submitting
the required data.

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 i1dentified 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 recelilve this guidance document,

Table B--Product-Specific Data Requirements for Manufacturing
Use Products--lists the product specific data you must submilt.
Data that are required to be submitted are identified 1n the
column of those tables entitled "Must Data By Submitted
Under §3(c)(2)(B)."

IV. SUBMISSION OF REVISED LABELING

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

FIFRA requires each product to be labeled with accurate,
complete and sufficient instructions and precautions, reflecting
the results of data concerning the product and its ingredients.
Labeling 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.

*#/ Product specific data pertain to data that support the

formulation which 1s marketed; it usually includes product
chemistry data and acute toxlclty data.
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If you fall to submit revised labeling information
complying with this section (supplemented by requirements
described in Section I, Regulatory Position and Rationale),
EPA may 1issue a notice of intent to cancel the registration
under FIFRA sec. 6(b)(1).

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 IV-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 1s 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 contalner of the pesticide.
The preferred location 1s 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(4d)]

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 1t 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-1,
[40 CFR 162.10(e)]

Item 5. EPA ESTABLISHMENT NUMBER - The EPA establishment
number, preceded by the phrase "EPA Est." 1s 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 1f the EPA establishment number on the immedlate
container cannot be clearly read through such wrapper or container.
See Appendix IV-1. [40 CFR 162.10(f)]
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Item 6A. INGREDIENTS STATEMENT - An ingredients statement
is required on the front panel. The ingredients statement must
contain the name and percentage by welght of each actlve 1ingredient
and the total percentage by weight of all inert ingredients.
The preferred location is immediately below the product name.
The 1ingredlents statement must run parallel with, and be clearly
distinguished from, other text on the panel. It must not be
placed in the body of other text. See Appendix IV-1. [40 CFR
162.10(g)]

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

Item 7. FRONT LABEL PRECAUTIONARY STATEMENTS - Front panel
precautlonary statements must be grouped together, preferably
within a block cutline. 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 TA. 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 1is unlikely. See Appendix IV-1.
[40 CFR 162.10(h)(1)(11)]

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

or CAUTION) 1s required on the front panel lmmediately below
the child hazard warning statement. See Appendix IV-1.

[40 CFR 162.10 (h)(1)(41)]

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)(1)]

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-1. [U40 CFR 162.10(h)(1)(111)]
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Item TE. 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-1. [40 CFR 162.10(h)(1)(1i1)]

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 1t 1s preferred
that these statements be surrounded by a block outline. Each
of the three hazard warning statements must be headed by the
?pgzoggiate hazard title. See Appendix IV-1l. [40 CFR 162.10
h)(2)1.

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. [U40 CFR 162.10
(h)(2)(1)]

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 avold potential
accldent, injury, or damage. See Appendix IV-1. [40 CFR
162.10(h)(2)(11)]

Item 8C. PHYSICAL OR CHEMICAL HAZARD

1. Flammablility statement. Precautlonary statements relating
to flammability of a product are required to appear on the
label 1if 1t meets the criteria in Appendix IV-3. The require-
ment 1s based on the results of the flashpoint determinations
and flame extension tests required to be submitted for all
products. These statements are to be located in the side/back
panel precautionary statements section, preceded by the
heading "Physical/Chemical Hazards." Note that no signal

word 1s 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'" is a gas (or mixture of gases)

that will not ignite when a lighted match 1is placed
agalinst the open cylinaer valve.

b. A& "non-flammable liquid" 1s one having a flashpolint
greater than 350°F (177°C).
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c. A "non-flammable aerosol" is one which meets the
following criteria:

i. The flame extension 1ls zero inches;
ii. There is no flashback; and

i1i. The flashpoint of the non-volatile liquid
component 1s greater than 350°F (177°C).

3. Declaration of non-flammability. Products which
meet the criteria for non—fIammaSI%ity 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) 1in any way that may detract from precaution.

4, Other physical/chemical hazard statements. When
chemistry data demonstrate hazards of a physical or
chemical nature other than flammability, approprlate
statements of hazard will be prescribed. Such statements
may address hazards of explosivity, oxidizling or reducing
capabllity, 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 elither 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) inaicated
certain formulations/uses are to be restricted (Section I
indicates why the product has been classified for restricted
use); or (2) reserved any classificatlon decision until
appropriate data are submitted.

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

If you do not believe that your product should be classified
for restricted use, you must submit any information and
rationale with your application for reregistration. During
the Agency's review of your application, your proposed classi-
fication determination will be evaluated 1in accordance with
the provisions of 40 CFR 162.11(c). You will be notified of
the Agency's classification decision.
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Classification Labellng Requirements

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

1. Front panel statement of restricted use classification.

a. The statement "Restricted Use Pesticide” must
appear at the top of the front panel of the label.
The statement must be set in type of the same
minimum size as required for human hazard signal
word (see table in 40 CFR 162.10(h)(1)(41iv)

b. Directly below this statement on the front panel,
a summary statement of the terms of restriction must
appear (including the reasons for restriction if
specified in Section I). If use 1is restricted to
certified applicators, the followlng statement is
required: "For retall 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 classifiled
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 belng unrestricted.

b. You may delete all restricted uses from your

label and submit draft labeling bearing only unrestricted
uses.

c. You may "spllt" 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.
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Item 9B [There is no Item 9B].

Item 9C. MISUSE STATEMENT - All products must bear the
misuse statement, "It 1s 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.

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

Item 10C. STORAGE AND DISPOSAL BLOCK - All labels are
required to bear storage and disposal statements. These _
statements are developed for specific containers, sizes, and
chemical content. These instructions must be grouped and
appear under the heading "Storage and Disposal" in the directions
for use. This heading must be set in the same type sizes as
required for the chilld hazard warnling. Refer to Appendix
IV-4 to determine the 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 publle from fraud and from personal injyjury 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 graphlc printed matter which is
referred to on the label or which is to accompany the product
are termed collateral labeling. Such labelling may not bear
claims or representations that differ in substance from
those accepted in connection with registration of the product.
It should be made part of the response to this notice and
submitted for review,
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V. INSTRUCTIONS FOR SUBMISSION

A. For Manufacturing Products (MP) contalning Amitraz as an
active ingredient.

1. 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 1s not applicable, or submit protocols or modified
protocols for Agency review, you must also submit a copy of the
Summary Sheet (and any supporting information) to the Office of
Compliance Monitoring, which will be monitoring the data generated
in response to this notice. This information should be submitted
to the Office of Compliance Monitoring at the address given at
the end of this section. (Actual studies are not to be submitted.)

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

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

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

¢c. Two coples of any requlred product-specific data.

d. Two coples of draft labeling, including the label and
assoclated brochures. If current labeling conforms to the
requirements of this guldance document and the results of
the short-term data, you may submit such labeling. End use
product labeling must comply specifically with the instructions
in Section I (Regulatory Position and Rationale) of this
guidance document. The labeling should be elther typewritten
text on 8-1/2 x 11 inch paper or a mockup of the labelinyg
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 slzes of the text.

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

3. Within the times set forth 1n Table A, you must submit
to the Registration Division all generic data, unless you are
eligible for the formulator's exemption. If for any reason any
test 1s delayed or aborted so that the agreed schedule cannot be
met, notify the Product Manager and the Office of Complilance
Monitoring.
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B. For Manufacturing Use Products containing Amitraz in
combination with other active ingredlents

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 datsa,
request a minor chemical exemption, present arguments that a data
requirement 1s not applicable, or submit protocols or modified
protocols for-Agency review, you must also submit a copy of the
Summary Sheet (and any supporting information) to the Office of
Compliance Monitoring, which will be monitoring the data generated
in response to this notice. Thilis information should be submitted
to the Office of Compliance Monltoring at the address given at
the end of thls section. (Actual studies are not to be submitted.)

2. Within the times set forth in Table A, you must submit
to the Registration Division all generic data, unless you are
eligible for the formulator's exemption. If for any reason any
test 1s delayed or aborted so that the agreed schedule cannot be
met, notify the Product Manager and the 0ffice of Compliance
Monitoring.

C. For End Use Products containing Trimethacarb alone or in
combination with other active ingredients:

1. Within 90 days from recelpt 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 submlt 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).

¢. Two coples of any required product-specific data.
(Refer to Table C).
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d. Two coples of draft labeling, including the label and
associated brochures. If current labeling conforms to the
requirements of this guldance document and the results of
the short-term data, you may submit such labeling. End use
product labeling must comply specifically with the instructions
in Section I (Regulatory Position and Rationale) of this
guldance document. Labeling should be either typewritten
text on 8 1/2 x 11 inch paper or a mockup of the labeling
sultable 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.

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 time frames set forth in Table A, submit all
generic data, unless you are eligible for the formulator's
exemption.

D. For intrastate products contalning Amitraz either as
the sole active ingredient or in combination with other
active ingredients

These products are beilng called in for full Federal
registration. Producers of these products are belng sent
a letter instructing them how to submit an application for
reglstration.

E. Applications and other requlred information should be
submitted to the followling address:

Jay S. Ellenberger Product Manager 12
Reglstration Division (TS-T67C)

Office of Pesticide Programs
Environmental Protection Agency

401 M St., SW.

Washington, D.C. 20460

Phone No. (703) 557-2386

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

Laboratory Data Integrity Progran
Office of Complliance 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 1ts predecessor agencies in support of past regulatory
decisions. Selections from other sources including the
published literature, in those instances where they have
been consldered, 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
"studles" 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 bibllographic
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 Identifler," or
MRID, number. This number 1s unlque to the citation, and
should be used at any time specific reference is required.
It 1s 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 1identifler. These entries are listed after

all MRID entries. This temporary ldentifier number is

also to be used whenever speciflic reference 1s 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 speclal needs.
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Appendix II-1 (¢ontinued)

Author. Whenever the Agency could confidently 1dentify
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 1is 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. In some cases, it has been necessary for
Agency bibliographers to create or enhance a document
title. Any such editorial insertions are contailned
between square brackets.

Trailing Parentheses. For studies submitted to the
Agency in the past, the tralling parentheses 1include

(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
"recelved."

(2) Administrative Number. The next element,
immedlately following the word "under," 1s the
registration number, experimental use permit
number, petition number, or other administrative
number assoclated with the earliest known submission.

(3) Submitter. The third element 1is the submitter,
following the phrase "submitted by." When
authorship 1s defaulted to the submitter, this
element 1s 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-dlgit accession number follows
the symbol "CDL," standing for "Company Data
Library." This accesslion number is 1in turn
followed by an alphabetic suffix which shows the
relative position of the study within the volume.
For example, within accession number 123456, the
first study would be 123456-A; the second, 123456-
B; the 26th, 123456-Z; and the 27th, 123456-AA.
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Appendix II-2

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

00028664 Lewis, D.K. (1970) RD 27 419, Plant Biochemistry Report
No. 1: FM 70 158. (Unpublished study received
April 9, 1980 under 43142-EX1; submitted by Boots
Hercules Agrochemicals Co., Wilmington, DE;
CDL:099371-A)

00028666 Somerville, L.; Spiers, M.J. (19??) BTS 27 419: Metabolism
in Apple Leaves: AX 72 002. (Unpublished study
received April 9, 1980 under U43142-EX-1; submitted by
Boots Hercules Agrochemicals Co., Wilmington, DE;
CDL:099371-C)

00028667 Boots Hercules Agrochemicals Company (1970) Fate of
14C-BTS 27 419 Applied to Rats as a Single Oral
Dose: Report No. C 71 011. (Unpublished study
received April 9, 1980 under 43142-EX-1; submitted
by Boots Hercules Agrochemicals Co., Wilmington,
DE; CDL:099371-D)

00028668 Boots Hercules Agrochemicals Company (1971) Fate of
14C-BTS 27 419 Applied to Rats as a Single Oral
Dose: Report No. C 71 015. (Unpublished study
received April 9, 1980 under 43142-EX-1; submitted
by Boots Hercules Agrochemicals Co., Wilmington,
DE; CDL:099371-E)

00028669 Somerville, L. (1977?) Fate of 14C-BTS 27 419 Administered
to Rats 1n Repeated Oral Doses: AX 73011. (Unpub-
lished study received April 9, 1980 under 43142-EX-1;
submitted by Boots Hercules Agrochemicals Co.,
Wilmington, DE; CDL:099371~F)

00028671 Jones, E.M. (1973) Metabollism 14C-BTS 27 419 in Rats:
F 73010. (Unpublished study received April 9, 1980
under 43142-EX1; submitted by Boots Hercules
Agrochemicals Co., Wilmington, DE; CDL:099371-H)

00028672 Boots Hercules Agrochemicals Company (1971) Fate of
14C-BTS 27 419 Applied to Dogs as a Single Oral
Dose. (Unpublished study received April 9, 1980
under 43142-EX-1; CDL:099371-1I)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Amitraz Standard

00028674 Hamilton, D.Y.; Somerville, L. (1974) Fate of 14C-BTS
27 419 When Administered at 15 Mg/Kg to Dogs as a
Single Oral Dose: AX T4006. (Unpublished study
received April 9, 1980 under 43142-EX1; submitted
by Boots Hercules Agrochemicals Co., Wilmington,
DE; CDL:099371-K)

00028675 Somerville, L.; Hughes, K.W. (1973) The Conversion of
BTS 27 419 to BTS 27 271 in the Dog Stomach: AX 73
021. (Unpublished study received April 9, 1980 under
43142~EX-1; submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:099371~L)

00028676 Taylor, J.; Somerville, L. (1977) The Conversion of
Amitraz to BTS 24 868 in Dog Gastric Juilce: AX
77010. (Unpublished study received April 9, 1980
under 43142-EX~1; submitted by Boots Hercules Agro-
chemicals Co., Wilmington, DE; CDL:099371-M)

00028682 Somerville, L. (1973) Fate of 14C-BTS 27 419 When
Administered to Cats as a Single Oral Dose: AX 73
018. (Unpublished study received April 9, 1980 under
43142-EX-1; submitted by Boots Agrochemicals Co.,
Wilmington, DE; CDL:099371-S)

00028685 Hamilton, D.Y. (1976) The Fate of 14C-BTS 27419 (Amitraz)
When Administered to Mice at 100 Mg/Kg as a Single
Oral Dose: AX 76013, (Unpublished study received
April 9, 1980 under 43142-EX1; submitted by Boots
Hercules Agrochemicals Co., Wilmington, DE; CDL:
099371-V)

00028712 Sutton, M.M.; Williams, G.A.H. (1973) BTS 27 419: 90-Day
Toxicity Study in Rats: P71548; C44. (Unpublished
study received April 9, 1980 under 43142-EX-1; submitted
by Boots Hercules Agrochemicals Co., Wilmington,
DE; CDL:099365-A) ‘

00028715 Shaw, J.W.; Williams, G.A.H. (1972%) BTS 27 419: 90-Day
Chronic Toxlicity Study in Mice: TX T4 016; Cu7.
(Unpublished study recelved April 9, 1980 under
43142-EX-1; submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:099365-D)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registrations Under the Amitraz Standard

00028716 Patton, D.S.G.; Williams, G.A.H. (19?%?) BTS 27 419:
90-Day Toxicity Study in Dogs: PT1547; Cu8.
(Unpublished study received April 9, 1980 under
43142-EX-1; submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:099365-E)

00029459 Everest, R.P.; Wilcox, P.; McCarthy, J.F. (1979) In vitro
Bacterial Mutagenicity Testing of an Amitraz Sample
Containing 1% BTS 33220. (Unpublished study received
March 5, 1980 under 1023-59; prepared in cooperation
wlth Boots Company, Ltd., submitted by Upjohn Co.,
Kalamazoo, MI; CDL:241968-D)

00029953 Everest, R.P.; Wilcox, P. (1976) BTS 27 419, BTS 27 271,
BTS 27 919 and BTS 28 369: Mutagenlcity Testing in
Bacterial in vitro Systems: Report No. TX 76016.
(Unpublished study received April 9, 1980 under
43142-EX-1; submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:099368-C)

00029954 Wilcox, P. (1976) BTS 27 #419: Mutagenicity Study in the
Intraperitoneal Host-Medliated Assay: Report No. TX
76028. (Unpublished study received April 9, 1980 under
43142-EX-1; submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL: 099368-D)

00029955 Everest, R.P. (1976) BTS 27 419: Mutagenicity Study in the
Male Mouse Perivisceral Cavity Host-Medliated Assay:
Report No. TX 76056. (Unpublished study received
April 9, 1980 under 43142EX-1; submitted by Boots
Hercules Agrochemicals Co., Wilmington, DE; CDL:
099368-E)

00029957 Palmer, A.K.; James, P.A. (1977) Dominant Lethal Assay of
Amitraz in the Female Mouse: Report No. TX 77020.
(Unpublished study received April 9, 1980 under
43142-EX~-1; prepared by Huntingdon Research Centre,
submitted by Boots Hercules Agrochemicals Co.,
Wilmington, DE; CDL:099368-G)

00029958 Palmer, A.K.; James, P.A. (1977) Dominant Lethal Assay of
Amitraz in the Male Mouse: Report No. TX 77021.
(Unpublished study received April 9, 1980 under
43142-EX-1; prepared by Huntingdon Research Centre,
submitted by Boots Hercules Agrochemicals Co.,
Wilmington, DE; CDL:099368-H)
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REGISTRATION STANDARD BIBLIOGRAPHY

Ciltations Considered to be Part of the Data Base Supporting

Registrations Under the Amitraz Standard

00029959 Sutton, M.M. (19%??) BTS 27 419: Teratogenicity in the

00029960

00029961

00029962

00029963

00029972

00030444

Rat: Report No. TX 73028. (Unpublished study
received April 9, 1980 under 43142-EX-1; submitted by
Boots Hercules Agrochemicals Co., Wilmington, DE;
. CDL:099368-1I)

Sutton, M.M. (19%?) BTS 27 419: Effect on Pregnancy,
Parturition and Care of the Young in Rats: Report
No. TX 73031. (Unpublished study received April 9,
1980 under 43142-EX-1; submitted by Boots Hercules
Agrochemicals Co., Wilmington, DE; CDL: 099368-J)

Sutton, M.M, (19??) BTS 27 419: Teratogenicity in the
Rabbit: Report No. TX 73029. (Unpublished study
recelved April 9, 1980 under 43142-EX-1; submitted by
Boots Hercules Agrochemicals Co., Wilmington, DE;
CDL:099368-K)

Sutton, M.M. (19%?) BTS 27 419: Multigeneration Feeding
Test in Rats: Report No. TX 73036. (Unpublished
study received April 9, 1980 under 43142-EX-1; submitted
by Boots Hercules Agrochemicals Co., Wilmington,
DE; CDL:099368-L)

Berczy, Z2.S.; Binns, R.; Newman, A.J. (1972) Acute
Inhalation Toxicity to the Rat of BTS 27419: Report
No. 4971/72/406. (Unpublished study received April
9, 1980 under 43142-EX-1; prepared by Huntingdon
Research Centre, submitted by Boots Hercules Agro-
chemicals Co., Wilmington, DE; CDL:099368-M)

Sutton, M.M. (1977) BTS 27 419: Three Week Dermal Toxicity
to Rabbits: Report No. TX 73026. (Unpublished
study received April 9, 1980 under 43142-EX-1; submitted
by Boots Hercules Agrochemicals Co., Wilmington,
DE; CDL:099368-V)

Nissan Chemical Industries, Limited (1972) JA-119 (BTS-27419):
Test on Fish Toxicity. (Unpublished study recelived
April 9, 1980 under 43142-EX-~1; submitted by Boots
Hercules Agrochemicals Co., Wilmington, DE;
CDL:099369-B)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Consldered to be Part of the Data Base Supporting
Registrations Under the Amitraz Standard

00030445 Fraser, W.D.; Jenkins, G. (1972) The Acute Toxicities
of BTS 27419 (Tech) and BTS 27419 (20% E/C) to
Rainbow Trout under Continuous Flow Conditions:
4880/72/315. (Unpublished study received April 9,
1980 under 43142-EX-1; prepared by Huntingdon Re-
search Centre, submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:099369-D)

00030446 Bentley, R.E. (1975) Acute Toxicity of Technical Amitraz
to Rainbow Trout (Salmo gairdneri). (Unpublished
study received April 9, 1980 under 43142-EX-1; prepared
by Blonomics, EG&G, submitted by Boots Hercules
Agrochemicals Co., Wilmington, DE; CDL: 099369-E)

00030447 Fraser, W.D.; Jenkins, G. (1973) The Acute Toxicities of
Technical and Formulated BTS 27419 to Blue Gill
(Lepomis macrochlrus): BTS/73116. (Appendix U4;
unpublished study received April 9, 1980 under 43142-EX-1;
prepared by Huntingdon Research Centre, submitted
by Boots Hercules Agrochemicals Co., Wilmington, DE;
CDL:099369-F)

00030448 Fraser, W.D.; Jenkins, G. (1973) The Acute Toxlicities
of Technical and Formulated BTS 27419 to Harlequin
Fish (Rasbora heteromorpha) under Continuous Flow
Conditions: BTS/73117. (Appendix 5; unpublished
study received April 9, 1980 under 43142EX-1; prepared
by Huntingdon Research Centre, submltted by Boots
Hercules Agrochemicals Co., Wilmington, DE; CDL:
099369-G)

00030450 Bentley, R.E. (1973) Acute Toxicity of BTS-27419 Technical
to Grass Shrimp (Palaeomonetes vulgaris) and Fiddler
Crab (Uca pugilator). (Appendix 7; unpublished
study recelved April 9, 1980 under 43142-EX-1; prepared
by Bionomies, Inc., submitted by Boots Hercules
Agrochemicals Co., Wilmington, DE; CDL: 099369-1)

00030451 Fink, R. (1976) Final Report: Acute Oral LD50-~Bobwhite
Quall: Project No. 137-105. (Unpublished study
including unofficial analytical report, recelved
April 9, 1980 under 43142-EX-1; prepared by Truslow
Farms, Inc., submitted by Boots Hercules Agro-
chemicals Co., Wilmington, DE; CDL:099369-J)
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REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Reglstrations Under the Amitraz Standard

00030452 Ross, D.B.; Roberts, N.L. (1973) The Acute Toxicity
(LC50) of BTS 27 419 to Mallard Duck: BTS/73497.
(Appendix 9; unpublished study received April 9, 1980
under 43142-EX-1; prepared by Huntingdon Research
Centre, submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:099369-K)

00030453 Ross, D.B.; Roberts, N.L. (1973) The Acute Toxicity (LC50)
of BTS 27 419 to Japanese Quail: BTS/T73498. (Appendix
8; unpublished study received April 9, 1980 under
43142-EX~1; prepared by Huntingdon Research Centre,
submitted by Boots Hercules Agrochemicals Co.,
Wilmington, DE; CDL:099369-L)

00040862 Sutton, M.M.; Williams, P.A. (1972) BTS 27 419: Acute
Dermal Toxicity to Rabbits: YM72011. (Unpublished
study recelived October 7, 1974 under 5G1558; submitted
by Upgjohn Co., Kalamazoo, MI; CDL:094254-1)

00041497 Upyohn Company (1973) Metabolism of 14C-BTS 27 271 in
Dogs: F73019. (Unpublished study recelved June 24,
1976 under 6F1817; submitted by Upjohn Co., Kalamazoo.
MI; CDL:096423-N)

00041498 Jones, E.M. (1974) Metabolism of 14C-BTS 27 271 in Dogs,
Part 2-Identification of Metabolites 1in the Retina
and Choroid of the Eye: F74001. (Unpublished study
received June 24, 1976 under 6F1817; submitted by
Upjohn Co., Kalamazoo, MI; CDL:096423-0)

00041499 Hamilton, D.Y.; Somerville, L. (1973) Fate of 14C-BTS 27 271
When Administered to Dogs as a Single Oral Dose: AX
73 019. (Unpublished study received June 24, 1976
under 6F1817; submitted by Upyohn Co., Kalamazoo,
MI; CDL:096423-P)

00041500 Somerville, L.; Hamilton, D.Y. (1974) Studies on the
Accumulation and Elimination of Radio-Labelled
Reslidues from Dogs' Eyes followling Oral Administration
of 14C-BTS 27 271: AXT74013. (Unpublished study
received June 24, 1976 under 6F1817; submitted by
Upjohn Co., Kalamazoo, MI; CDL:096423-Q)

00041501 Hamilton, D.Y.; Somerville, L. (1974) Fate of 14C-BTS 28 369
When Administered at 10 Mg/Kg to Dogs as a Single
Oral Dose: AX74012. (Unpublished study received
June 24, 1976 under 6F1817; submitted by Upjohn Co.,
Kalamazoo, MI; CDL:096423-R)
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REGISTRATION STANDARD BIBLIOGRAPHY _
Citations Considered to be Part of the Data Base Sugpporting
Reglstrations Under the Amitraz Standard

00041503 Hamilton, D.Y.; Somerville, L. (1974) Fate of 14C-BTS 27 271
When Administered to Cats as a Single Oral Dose: AX
74 005. (Unpublished study received June 24, 1976
under 6F1817; submitted by Upygohn Co., Kalamazoo,
MI; CDL:096423-U)

00041513 Clegg, D.E. (1973) Residues of BTS27,419 in Animal Tissues.
(Unpublished study received June 24, 1976 under
6F1817; submitted by Upyohn Co., Kalamazoo, MI;
CDL:096423-AH)

00041539 Shaw, J.W. (1973) BTS 27 419: Acute Oral Toxicity to Male
and Female Rats: TXM 73041. (Unpublished study
received June 24, 1976 under 6F1817; submitted by
Upjohn Co., Kalamazoo, MI; CDL:096419-AE)

00044585 Sutton, M.M.; Offer, J. (1973) BTS 27 419: Carcinogenicity
and Long-Term Toxlcity Study 1in Rats: Report TX 73043.
(Unpublished study received June 24, 1976 under 6F1817;
submitted by Upyohn Co., Kalamazoo, MI; CDL:096417-A)

00044586 Moragan, H.E.; Patton, D.S.G.; Turnbull, G.J. (19??) BTS 27
419: Two-Year Oral Toxicity Study in Dogs: TX 73035.
(Unpublished study received June 24, 1976 under 6F1817;
submitted by Upjohn Co., Kalamazoo, MI; CDL:096415-A)

00044591 Kakuk, T.J.; Weddon, T.E. (1976) U-36059: Safety Evaluation
of Baam 1.5 EC in Dogs Followlng a Single Topical
Exposure: 527-9610-TJK-76-1. (Unpublished study received
October 7, 1974 under 6F1817; submitted by Upjohn Co.,
Kalamazoo, MI; CDL:096415-K)

00046029 Joos, J.L.; Sigetko, J.; Lee, B.L.; et al. (1980) Baam
(R) WP Insecticlde for Pears. (Compilation; unpublished
study received July 25, 1980 under 1023-61; submitted
by Upjyjohn Co., Kalamazoo, MI; CDL:242996-C)

00046030 Nappler, J.L.; Hornish, R.E.; Lane, R.E. (1976) Total
Residue Method for U-36,059 1,5-Di-(2,4-dimethylphenyl)
-3-methyl-1,3,5triazapenta-1,4-diene in Oranges:

Report No. 315-9760-70. Method dated March 24, 1976.
(Unpublished study received July 25, 1980 under
1023-61; submitted by Upyohn Co., Kalamazoo, MI;
CDL:242996-D)
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Registrations Under the Amitraz Standard

00051717 Holifield, E.L.; Bowers, R.C.; Lee, B.L.; et al. (1975)
Residue Data for Baam on Pears. (Unpublished study
received June 24, 1976 under 6F1817; submitted by
Upjohn Co., Kalamazoo, MI; CDL:096422-E)

00051929 Nappier, J.L.; Hornish, R.E. (1975) Total Residue Method
for U36,059...in Apples, Pears and Solls: Report
No. 315-9760~32. Method dated Sepember 26, 1975.
(Unpublished study received December 18, 1975 under
1023-EX-34; submitted by Upjohn Co., Kalamazoo,
MI; CDL:094993-D)

00051930 Upjohn Company (1975) Comparison of the Analytical Residue
Procedures for U-36,059 and U-40,481 (Used in 1973
and 1974) with the Degradative Procedure (Used in
1975). (Unpublished study received December 18, 1975
under 1023-EX-34; submitted by Upjohn Co., Kalamazoo,
MI; CDL:094993-E)

00055718 Sommerville, L.; Nicholson, J.E. (1977) BTS 27 419--Metabolism
in Apples, Variety Cox's Orange Pippin. (Unpublished
study recelved October 7, 1974 under 5G1558; submitted by
Upjohn Co., Kalamazoo, MI; CDL:094250-~C)

00072411 Fink, R.; Beavers, J.B. (1980) Final Report: One-generation
Reproduction Study--Mallard Duck: Project No.
137-113. (Unpublished study received April 9, 1981
under 43142-EX-1; prepared by Wildlife International,
Ltd., submltted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:244830-A)

00072412 Fink, R.; Beavers, J.B. (1980) Final Report: One-generation
Reproduction Study--Bobwhite Quail: Project Nc.
137-112. (Unpublished study received April 9, 1981
under 43142-EX-1; prepared by Wildlife International,
Ltd., submitted by Boots Hercules Agrochemicals
Co., Wilmington, DE; CDL:244831-4)

00074486 Atkins, E.L.; Kellum, D. (1980) Effect of Pesticides on
Apiculture: Maximizing the Effectiveness of Honey
Bees as Pollinators: Project No. 1499. 1980 annual
rept. (Unpublished study received June 8, 1981 under’
241-259; prepared by Univ. of California--Riverside,
Citrus Research Center and Agricultural Experiment
Station, Dept. of Entomology, submitted by American
Cyanamid Co., Princeton, N.J.; CDL:070148-G)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Conslidered to be Part of the Data Base Supporting
Registrations Under the Amitraz Standard

00111886 Barnett, R.; Crowley, J.; Lessel, B.; et al. (1976)
BTS 27 419: .80-Week Carcinogenicity Study in
Mice: Report No. 76059. Final report.
(Unpublished study received June 24, 1976 under
6F1817; prepared by Boots Co., Ltd., submitted
by Upjohn Co., Kalamazoo, MI; CDL: 096416-A)

00114299 Leake, C.; Somerville, L.; Lines, D.; et al. (1982) The Leaching
of Amitraz in Four Soil Types Using Soil T.L.C.: METAB/82/
(Unpublished study received Septmber 8, 1982 under U45639-49
prepared by FBC, Ltd., England, submitted by BFC Chemicals,
Inc., Wilmington, DE; CDL:248318-B)

00139552 Colley, J.; Dawe, S.; Heywood, R.; et al. (1983)
Amitraz: 104 Week Tumorisenicity Study in Mice:
HRC Report No. BTS 153/8262/A; T233. Final Report.
(Unpublished study received January 5, 1984 under
1023-59; prepared by FBC, Ltd., England, submitted
by Upjohn Co., Kalamazoo, MI; CDL:252098-A; 252099;
252100; 252101; 252102)
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION STANDARD BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Reglstrations Under the Amitraz Standard

GS00234006 Nor-Am Chemical Company and The Upjohn Chemical
Company (1984) New Data Submitted in Support
of Reglstrations of Mitac, Baam and Taktic:
Volume 1 of 3. (Unpublished study received
May 7, 1984 under 45639-49 and 1023-59;
submitted by Nor-Am Chemical Company, Wilming-
ton, DE and The Upjohn Company, Kalamazoo, MI;
CDL:253130)

GS00234007 Nor-Am Chemical Company and The Upjohn Chemical
Company (1984) New Data Submitted in Support
of Regilstrations of Mitac, Baam and Taktlc:
Volume 2 of 3. (Unpublished study received
May 7, 1984 under 45639-49 and 1023-59;
submitted by Nor-Am Chemical Company, Wilming-
ton, DE and The Upjohn Company, Kalamazoo, MI;
CDL:253131)

GS00234011 McGibbon, A.S.; Kelly, I.D. (1984) Metabolism of
[14C] amitraz in pears (an interim report).
(Unpublished study received May 2, 1984 under
PP#2F2705/2H5353; submitted by FBC Limited,
Saffron Walden, Essex England; CDL:253132)

GS00234012 McGibbon, A.S.; Kelly, I.D. (1984) The metabolism
pf [14C] amitraz in lemons under greenhouse
conditions (an interim report). (Unpublished
study receilved May 2, 1984 under PP#2f2705/
2H5353; submitted by FBC Limited, Saffron
Walden, Essex England; CDL:253132)

GS00234014 Staten, F.W.; Thornton, A.M. (1975) Frozen stability
of U-36,059 miticide and a metabolite, U-40,481.
Report No. 315-9760-29. (Unpublished study
received April 22, 1975 under PP#5G1623; submitted
by Upjohn Company, Kalamazoo, MI; CDL:094642)

GS00234015 Nor-Am Chemical Company (1980) Confidential Statement
of Formula for Amitraz Insectliclide for
Manufacturing Use Only. In EPA Reglstration
Jacket 45639-51

GS00234016 The Upjohn Company (1974) Confidential Statement of

Formula for U-36,059 Technical. 1In EPA Registra-
tion Jacket 1023-58
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REGISTRATION STANDARD BIBLIOGRAPHY
Citatlons Considered to be Part of the Data Base Supporting
Registrations Under the Amitraz Standard

GS00234021 Douglas, M.T.; Pell, I.B.; North, J.C. (1982) The
Acute Toxicity of Amitraz to Daphnia magna.
(Unpublished study received April 9, l§EO
under 45639-EUP-1; submitted by Boots Hercules
Agrochemicals Co., Wilmington, DE; CDL: 099369)

GS000234022 Sleight, B.H. (1973) Acute Toxicity of BTS - 27419
to Atlantic Oysters (Crassostrea Virginica).

(Unpublished study received April 9, 1980
under 45639-EUP-1; submitted by Boots Hercules
Agrochemicals Co., Wilmington, DE; CDL: 099369)
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Appendix II-3 OMB Approval No. 2000-0468 (Expires 12-31-83)

EA REGISTRATION NO.
FIFRA SECTION 3(CH2)({B) SUMMARY SHEET

PRODUCT NAME

APPLICANT'S NAME DATE GUIDANCE DOCUMENT ISSUED

With respect to the requirement to submit “‘gensric” data imposed by the FIFRA section 3{C}{2}(B) notice contained in the referenced
Guidancs Document, | am responding in the following manner:

001, 1 will submitdstain timely manner to satisfy the following requirements. If the test procadures | will use deviate from {or are not
specified in) the Registration Guidelines or the Protocols contained in the Reports of Expert Groups to the Chemicals Group, GECD
Chemicais Testing Programme, | enciose the protocols that | wifl use:

2. 1 have snterad into an agreement with one or more other registrants under FIFRA section 3(CH2)(B)ii) to satisfy the tollowing data
requirsments. The tests, and any required protocols, will be submitted to EPA by:

NAME OF OTHER REGISTRANT

2 tencloma compisted “Certification of Attempt to Enter Into an Agreement with Other Registrants for Development of Data™ with
respect to the following dats requirements:

54, 1 request that you amend my registeation by deteting the foliowing uses (this option i not available to applicants for new products):

{J5. 1 request voluntary cancalistion of the registration of this product. (This option is not available to spplicants for new praducts.)

REGISTRANT'S AUTHORIZED REPRESENTATIVE SIGNATURE DATE

EPA Form 8680-1 (10-82)




Appendix II-4
OMB val No. 2000-0468 (Expires: 12-31-83

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. | am duly authorized to represent the following firmis) who are subject to the require-
ments of a Notice under FIFRA Section 3(c)(2)(B) contained in a Guidance Document ACTIVE INGREDIENT

10 submit data concerning the active ingredient:
NAME OF FiRM

EPA COMPANY NUMBER

-
{This firm or group of firms is referred to below as "‘my firm*’.}

2. My firm is willing to develop and submit the data as required by that Notice, if necessary. 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 following required

items or data:

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

to the following firm(s) on the following datels):
DATE OF OFFER

NAME OF FIRM

However, none of those firm(s) accepted my offer.
4. My firm requests that EPA not suspend the registration(s} of my firm's product(s), if any of the firms named in paragraph (3) 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 applicants for new products.) | give EPA permission to disclose this statement upon request.

TYPED NAME SIGNATURE DATE

EPA Form 8580-6 (10-82)



Appendix III-1

PRODUCT SPECIFIC DATA REPORT

EPA Reglstration No,

Guidance Document for

Date

Test not
required|{I am complying with
for my |data requirements by
product Submit-
listed ting
above Data (For EPA Use Only)
Registration (check (At- Accession Numbers
Guideline No. Name of Test below) |Citing MRID# |tached) |Assigned
3158.20 :
PRODUCT
CHEMLSTRY
61-1 Identity of
ingredients
61-2 Statement of
composition
61-3 Discussion of
formation of
ingredients
62-1 Preliminary
analysis
62-2 Certification of
1limits :
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




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-  jAccession Numbers
Guideline No. Name of Test below) Citing MRID#|tached) |Assigned
63-13 Stability
63-11 Oxidizing/reducing
reaction
63-15 Flammability
63-16 Explodability
63-17 Storage stability
63-16 Viscosity
63-19 Miscibility
63-20 Corrosion
characteristics
63-21 Dielectric break-
down voltage
$158.135
TOXICOLOGY
81-1 Acute oral LD-50,
rat
01-2 Acute dermal
LD-50
81-3 Acute inhalation,
1C-50 rat
81-4 Primary eye
irritation, rabbit
81-5 Primary dermal
irritation
381-6 Dermal sensitiza-
tion
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t obtained the data from anoth

m ({dentify); applicant copied dah
from a publication: applicant obtaingd
2 dppy of the data from EPA).

(4) The applicant shall submit ¢ith
his ypplication a statement that ¥PA.
in it evaluation of the properties/effi-
cacy.\ and safety of the formylated
end-uje product, may not considgr any
data supporting the application,
except the following data:

(1) TRe data the applicant sub-
mitted t& EPA under paragraph (b) of
this sectipn:

(2) Other data pe g to the

safety of fhe product's actie ingredi-
ents, ratheY than to the syfety of the
end-use projuct; and

(3) Existing tolerances, food additive

regulations, \exemptions/ and other
clearances ied undey the Federal
Food. Drug, arid Cosmetic Act.

(e} If the applicant ¥nows that any
ftem of data hd submftted under this
section was geneyated/oy (or at the ex-
pense of) anothel pegson who original-
ly submitted the \data to EPA (or {ts
predecessor, USDAYon or after Janu-
ary 1. 1970, to support an application
for registration, xperimental use
permit, or amendment adding a8 new
use to an existing registration. or for
reregistration (ynles§ the applicant

and the orig data\submitter have
reached writ ment on the
amount and tiye terms \of payment of
any compensstion that\may be pay-
able unde FIFR, section

3(exIXDX) /with regard\ to approval
of the applightion), the applicant shall
submit to FPA a statemént that he
hax nisifed to each such) identified
original d submitter:

(1) A n¢tification of the applicant’s
intent to Apply for registratiok. includ-
ing the groposed product namg;

(2) Axf offer to pay the p n com-
pensatidn, with regard to the ajproval
of the application, to the extant re-

quired by FIFRA sections 3(cAI1XD)
and ¥cX2XD)
(3Y An identification of the |
of dita to which the offer applies;
(f) An offer to commence negolia-
tigh to ascertain the amount and
- of compensation to be paid: and
(5) The applicant’s name, addre:
d telephone number.

m(s)

APPENDIX IV-}

§162.10

) If the applicant's product cop-
any active ingredient other

those that are present solely becyluse
of the incorporation into the product,
during formulation, of one or/more
other fistered pesticide pybducts
purchasid from another pfoducer,
then thé\applicant shall comply
with § 162\8-5 as to such acfive ingre-
dient, and §he application/shall con-
tain an acknpwledgment at for pur-
poses of FIFRA section XcX1XD) the
application reNes on (aptd any result-
ing registratiof\ should/be regarded as
{f it were based dn the/ Administrator’s
consideration of) Ythe following data:

(1) All data subhifted or specifically
cited by the applidant in support of
the registration; afd

(2) Each other/ iten
Agency’s files which:

(1) Concerns fhe propérties or effects
of any such sgtive ingredient: and

(11) Is one Af the types of data that
EPA would fequire to be submitted for
scientific peview by EPA he appli-
cant so t the initial tration
under FIFR Section 3(cX%) of a
producy with composition and\intend-
ed usef identical to those propoded for
the gpplicant’'s product. unded the
dats/ requirements in effect on\the
datt EPA approves the applicakt's
présent application.

3, 8, and 28 of FIFRA, as amended,
USB.C. 138 ef 2¢q.)

(44 FR 27983, May 11, 1979)

$162.10 Labeling requirements.

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

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

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

(11{) The net contents as prescribed
in paragraph (d) of this section;

of data {n the

B ec



§162.10

(tv) The product registration
number as prescribed in paragraph (e)
of this section;

(v) The producing esatablishment
number as prescribed In paragraph (f)
of this section:

(vi) An ingredient statement as pre.
scribed In paragraph (g) of this sec-
tion;

(v1]) Warning or precautionary state-
ments as prescribed in paragraph (h)
of this sectlon;

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

{1x) The use classt{ication(s) as pre-
scribed In paragraph (§) of this section.

(2) Prominence and legidbility. (1) Alt
words, statements, graphic representa-
tions, designs or other information re-
quired on the labeling by the Act or
the regulations In this part must be
clearly lexible to a person with normal
vision, and must be placed with such
conspicuousness (a8 compared with
other words, statements, designs, or
araphic 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 Al required Iabel text must:

(A) Be set In 6.point or larger type;

(B) Appear on a clear contrasting
background; and

(C) Not be obscured or crowded.

(3) Language to de used. All required
1abel or labeling text sha!l appear In
the English language. However, the
Agency may require or the applicant
may propose additional text in other
Janguages as is considered necessary to
protect the public. When additional
text in snother language is necesary,
all labeling requirements will be ap-
plied equally to both the English and
other-language versions of the label-
ing.

(4) Placement aof Label—(1) General
‘The label shall appear on or be secure-
1y attached to the Immediate contain.
er of the pesticide product. For pur-
poses of this Section, and the mis-
branding provisions of the Act, “re-
curely attached” shall mean that s
1abel can reasonably be expected to
remaln s(fixed during the foreseeable
conditions and period of use. If the Im-
mediate container ia enclosed within a

Title 40—Protection of Environment

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

(1) Tank cars and other bulk con-
tatners—(A) Trnsportalion. While a
pesticide product Is In transit, the ap-
propriste provisions of 49 CFR Pearts
170-189, concerning the transportation
of hazardous materials, and apecifical-
Iy those provisions concerning the Ia-
beling, marking and piacarding of haz-
ardous materinia and the vehicles car-
rylng them, define the basic Federnl
requirements. In addition, when rt..y
registered pesticide product is trans.
ported In 8 tank crr, tank truck or
other mobite or portable bulk contain-
er. & copy of the accepted label must
be attached to the shipping papers,
and left with the consignee at the time
of dellvery.

(B) Storage. When pesticide prod-
ucts are stored In bulk contalners,
whether mobile or stationary, which
remaln In the custody of the user, s
copy of the i1sbel of labeling, including
all appropriate directions for use, shall
be securely attached to the container
in the Immediate vicinity of the d!s-
charge control valve.

(8) False or misleading stalements.
Pursuant to section 20qXiXA) of the
Act, a pesticide or a device declared
subject to the Act pursuant o
§ 162.18, Is misbranded if its labeling ta
false or mislesding In any particular
including both pesticidal and non-pes-
ticidal claims. Examples of statements
or representalions in the iabeling
which constitute misbranding include:

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

(1) A false or misleading statement
concerning the effectiveness of the
product as & penticide or device;

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

tiv) A false or misleading comparison
with other penticiden or devices;

(v) Any statement directly or indl.
rectly implying that the pesticide or
device is recommended or endorsed by

Chopter | —Environmental Protection Agency

any agency of the Federal Govern.

ment;

(vh) The name of n pesticide which
contalns two or more principal active
Ingredients if the name sugrests one
or more but not all such principal
active Ingredients even though the
namex of the other ingredients are
stated elrewhere In the Iabeling:

(vil} A Lrue statement used In such a
way A to give & false or misleading im.
pression to the purchaser;

(vith Label disclaimers which negate
ot detract (rom Iabeling stalements re.
quired under the Act and these regula.
tions;

tix) Ciaims ax to the safety of the
pesticlde or Its Ingredients, including
statements such as “safe,” “nonpoison-
ous,” “noninjurious,” “harmless” or
“nontoxic to humans and peta” with
or without such a qualifving phrase as
“when used as directed”; and

(x) Non-numerical and/or compara.
Live statements on the aafety of Lhe
product, Including but not limited to:

(A) “"Contains all natura! Ingred!.
ents’;

(B) “Among the least toxic chemt.
cals known™

(C) “Pollution approved™

(8) Final printed labeling. (1) Except
as provided In paragraph (aXé)xii) of
this section, finel printed labeling
must be submitted and accepted prior
to registration. However, final printed
Inbeling need not be submitted untiy
draft Iabel texts have been proviaion-
ally acceptled by the Agency.

(1) Clearly tegible reproducttons or
photo reductions will be accepted for
unususl Inbels such as those allk-
acreened directly onto gings or meltal
containers or large bag or drum Iabels,
8uch reproductions must be of micro-
{im reproduction quality.

(b) Name, dbrand, or trademark. (1)
The name, brand, or trademark under
which the pesaticide product fs sold
shall appear on the front panel of the
Inbel.

(2) No name, brand, or trademark
MRy appear on the iabel which:

(1) In Inixe or misleading, or

(i) Han not been approved by the
Adminiatrator through registration or
supplemental registration as an addl-
tional name pursuant to § 162.6(bx4).

APt 1v-l
(cont inued)
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(c) Name and address of producer,
registrant, or person for whom pro.
duced. An unqualifird name and ad.
dress given on the Inbel shall be con
sldered ns the name and address of the
producer. If Lhe registrant’'s name ap-
pears on the Inbel and the registrant s
not the producer. or If the name of the
person for whom the pesticide was
produced appears on the Iabel, It must
he qualified by appropriate wording
stich ax “Packed for * * ** “Distribut.
edby * * *“or “Soldby *® * * Inchow
Lthat the name is nol that of the pro.
ducer,

(d) Net wetlgh! or measure of con.
tents. (1) The net welghl or measure
of content shall be exclusive of wrap.
pers or other materinls and shall be
the average content uniess explicitly’
stated an & minimum guantity.

(2) 1f the pesaticide ix a lquid, the
net content statement zhall be in
Lerms of liquid measire at. 88° F (20°C)
and shall be expressed In conventionat
American units of fluld ounces, pints,
quarts, and gallons,

(3) If the pesticide (s soltd or xemisn-
1ld, viscous or pressurtzed. or Is a mix-
ture of liquid and solid, the net con.
tent statement shall be In terms of
weight  expressed as  avolrdupols
pounds and ouncen.

(4) In all cases, net content shall he
stated in terms of the Iargest anttable
units, l.e., “1 pound 10 ounces’ rather
than 26 ounces.”

(8) In uddition to the required unita
specified, net content may be ex-
pressed In metric unita.

(8) Variation above minimum con.
tent or around an average Is permissil.
ble only to the extent Lhat It repre.
sents deviation unavoidahie In good
manufacturing practice.  Variation
below a stated minimum ix not permit.
ted. In no case shall the average con-
tent of the packegesn In » shipment (all
below the stated average content.

(e) Product registration number.
The registration number ganigned to
the pesticide product at the time of
registration shall appear on the inbel,
preceded by the phrase “EPA Regin.
tration No.,” or the phrase “EPA Req.
No.” The registration number shall be
sel In type of & sice and atyle simiiar to
other print on that part of the Iabel
on which it apperrs and shatl run par-
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allel to It. The registration number
and the required identifying phrase
shall not appear in such a manner as
to suggest or Imply recommendation
or endorsement of the product by the
Agency.

(M) Producing establishments regis-
tration number. The producing estab-
lishment registration number preced-
ed by the phrase “EPA Est.’, of the
final establishment at which the prod-
uct was produced may sppear in any
sulitabte location on the label or imme-
diate container, It must appear on the
wrapper or ouiside container of the
package If the EPA establishment rex-
tstration number on the Immediate
contalner cannot be clearly read
through such wrapper or container.

(g) Ingredient stalement—(1) Gener-
al. The label of each pesticide product
must bear a statement which contains
the name and percentage by weight of
each active ingredient, the total per-
centage by weight of all inert ingredi-
ents; and If the pesticide contains ar-
senic In any form, a statement of the
percentages of total and water-soluble
arsenic calculated as elemental ar-
senlc. The active Ingredients must be
designated by the term “active Ingredi-
ents”” and the inert ingredients by the
term “Inert Ingredients,” or the singu-
lar forms of these terms when appro-
printe. Both terms shall be in the
same type size, be aligned to the same
margin and be equally prominent. The
statement “Inert Ingredients, none” is
not required for pesticides which con-
tain 100 percent active ingredients.
Uniless the ingredient statement is s
compliete anajysis of the pesticide, the
term "analysis’” shall not be used as a
heading for the ingredient statement.

(2) Position of ingredient statement.

(1) The Ingredient statement is nor-
mally required on the front panel of
the Iabel. If there is an outside con-
tainer or wrapper through which the
Ingredient statement cannot be clearly
read, the Ingredient statement must
also appear on such outside container
or wrapper. If the size or form of the
package makes It Impracticable to
piace the Iingredient statement on the
front panel of the label, permission
may be aranted for the Ingredient
statement Lo appenar eisewhere.

Title 40—Protection of Environmen?

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

(3) Names (0 be used in ingredient
statement. The name used for each in-
gredient shall be the sccepted
common name, If there is one, fol-
lowed by the chemical name. The
common name may be used alone only
tf 1t 1s well known. If no common name
has been established, the chemical
name alone shall be used. In no case
will the une of & trademark or proprl-
etary name be permitied uniess such
name has been accepted as & common
name by the Administrator under the
authority of Section 25(cX8).

(4) Statemenis of percenlages. The
percentages of ingredients shall be
stated in terms of welght-to-welght.
The sum ol percentages of the active
and the inert ingredients shall be 100,
Percentagen shall not be expressed by
a range of values such as “22-28%." If
the uses of the pesticide product are
expressed as weight of sctive Ingredi-
ent per unit area, a statement of the
welght of active ingredient per unit
volume of the pesticide formuilation
shall also appear In the ingredient
statement.

(8) Accuracy of stated percenlapes.
The petcentagea given shall be as pre-
clse an possible reflecting good manu-
facturing practice. If there may be un-
avoidable variation between manufac-
turing batches, the value stated for
each active Ingredient shall be the
lowest percentage which may be pres-
ent.

(8) Deterioration. Pesticides which
change in chemical composition sig-
nificantly must meet the following Ia.
beling requirements:

(1) In cases where it is determined
that a pesticide formulation changes
chemical composition significantly,
the product must bear the following
statement in a prominent position on
the Iabel: “Not for aale or use after
{dnte).”

(1) The product must meet all label
ciaims up to the expiration time Indi-
cated on the Inbel,

(1) Inert ingredients. The Adminis-
trator may require the name of any

Chapter I—Environmentol Protection Agency

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 environment,

() Warmnings and precautionary
slatements. Required warnings and
precautionary statemenfs concerning
the general areas of toxicologlical
hazard including hazard to children,
environmental hazard, and physical or
chemieal hazard fall Into two groups;
those required on the front panel of
the Iabeling and those which may

ATENDLX IV-1
(cont inued)
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appear  elsewhere. Specific  require.
ments concerning content, placement,
type shze, and prominence are glven
below, .

(1) Required front panel <latements.
With the exeeption of the rchild
hazard warning statement. the text re.
qu'red on the front panrl of the Iahel
ix drtermined by the Toxicity Cntego-
ry of Lhe peaticide. The cafegory s as.
slgned on the basis of the highest
hazard shown by anv of the Indicators
In the table below-

; .
Harord Indlcwters | - - s — I IR
' ( L] L] .4
st LDy 1hn 10 ond Inrhwing <0 From %0 vy 500 mo/hg | 7rom SO0 Py S00N mg! | Nreater han 4000 mey
nd ‘g
trhalatnn tC., lbb:m-’w? From 2 thry 2 myg/Mer From ? #wy 20 mg/Bte | Crantor han 90 mg/Mer
Darmat (D, tnh,:-ammm From 200 thry 2000 . . .| From 2,000 ww 20 000 Cheantor Man 20 OO
~y
Eyn aftarts Corrosive; comast Corrael apachy o awvwel opechy, N irfiation
opechy not reversibie rvardie within 7 afinn reverslivie
witén 7 deys dwys; intiagion whtin 7 days
parsieting for 7 doyy
Siin gftacty Corrosive Savens iriiation of 72 Modurate ritatinn st 77 | MBH e whepet brivetinn of
hours howe 72 trwwa

(1) Human Razard stgnal word—(A)
Tozicity Calegory I. All pesticide prod-
ucls meeting the criterin of Toxicity
Cnategory 1 shall benr the front
prnel the sienal word “Danger.” In ad-
dition if the product was assigned to
Toxicity Category I on the basts of its
oral, inhalation or dermal toxicity (as
distinct. from skin and eye local ef-
fects) the word “Poison” shall appear
In red on a backaround of distinctly
contrasting color and the skull and
crossbones shail appesr in immediate
proximity to the word "poison.”

(B) Toricity Category II. All pest!.
clde products meeting the criteria of
ToxIcity Category 11 shall bear on the
:""?.l panel the signal word “Warn-
ne.

(C) Toxicity Category I11. All pest-
clde products meeting the criteria of
Toxicity Category 111 shall bear on
:'he front panel the signal word “Cau-

on.”

(D) Toricity Categnory IV, All 1.
cide products meeting the crltermf
Toxicity Category 1V shall bear on the
front panel the signrl word ““Cautlon.”

(F) Use of stgnal words. Unse of any
algnal word(s) aasoctated with a higher

Toxicity Category Ik not permitied
except when the Asrncy determines
that such labeling In necessary to pre
vent unreasonable adverse effecls on
man or the environment. In no case
shall more than one human harard
signal word appenar on the front panel
of a label,

1) Chtld hazérd trrarming. Fvery pes.
ticide product label shall bear on the
front panel the statement “"keep out of
reach of children.” Only In cases
where the likelthood of contact with
children during distribution. market-
Ing, storage or use is demonstrated hy
the appltcant to be extremely remote,
or If the nature of the pesticide is such
that it fs approved for use on infants
or small children, may the Administra.
tor waive this requirement.

(1) Statement of practicel treal
ment—(A) Toxicily Catepory I A
statement of practical treatment (first
uld or other) shall appear on the front
panel of the label of all pesticides fall
ing into Toxlcity Caltegory 1 on the
brair of oral, Inhaiation or dermal tox-
leity. The Agency may, however,
permit reasonable varlations In the
placement of Lthe atatrment ot practl
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cal treatment is some reference such
as “See statement of practical treat.
ment on back panel” sppears on the
front panel near the word “Polson”
and the skull and croasbones.

(B) Other toricity categories. The
statement of practical treatment Is not
required on the front panel except ns
described in paragraph (hXIHINXA)Y of
this section. The spplicant may. how.
ever, Include such a front panel state-
ment at hiz optlon. Statements of
practical treatment are, however, re.
quired elsewhere on the Iabel in
accord with paragraph (hX2) of this
section If they do not sppear on the
front panel.

(iv) Placement and prominence. ANl
the require front panel wamning state-
ments shall be grouped together on
the label, and shall appear with sulfl)-
clent prominence relative to other
front panel text and graphic material
to make them unilikely to be over-
Jooked under customary condlitions of
purchase and use. The following tabte
shows Lthe minimum type stze require-
ments for the front panel warning
statements on various sizes of labels:

Titte 40— Protection of Environment

Poirts

Wre of labet tord penel N s Regptred Now ot
tches el | of reach of
word. o8 | " Cragen

capiate
e e e 4— -
Sendunder ... . - L] :
Above 5 0 10 . R 10 M
Above 10 90 18 - 1?2 .
Above 15 to 30 . 14 0
Oven 30 . " 12

(2) Other required wamings and pre-
cautionary stalements. The warnings
and precautionary statements a8 re-
quired below shall Appear together on
the Iabel under the general heading
“pPrecautionary” Statements” and
under appropriate subheadings of
“Hazard to Fumans and Domestic Ani.
mals.” “Environmental Hazard” and
“Physleal or Chemical Hasard."”

() Haxard to humans and domestic
animals. (A) Where a hazard exista to
humans or domestic animals, precau-
tlonary statemznta are required tndl-
cating lhe particular hazard, the
route(s) of exposure and the precsu-
tions to be taken to avold accident,
{njury or damage. The precautionary
paragraph shall be immediately pre-
ceded by the appropriste hazard signal
word.

{B) The foliowing table depicts typl-
cal precautionary statements. These
statements must be modilied or ex
panded lo reflect specific harards.

Todclly Aorery by Voichy cepepry
category Orel, rbgiulion, o dermal towichy Sin gvd oye oosl slece
. d (voated or sbeorbed cawes oye ord Hin duwage (or win
' '“m'“;m.mwmw(uo" Whater] Do not got h ey on in @ O
wint). Do et got n oy, whin, or on cloiirg mw—wommum
{Fromt poned of 9 - ot ro ”“m“a“l.—m
oived §. {Aspropriste frat g staterment requred )

" Moy be ‘o wod [ 6 o sed | Comnss eye (90 win] vriaBon. Do not @M b oyes,
""""""" 1 wough S sin). 00 ot breste vepors (AUt or [ on slin. o on Clothing Harvhd § ewelowed (A6
wrey wisl) Oo ot gMt tn eyes, on ehin, or ON mwﬁmmﬁl

cdloting. (Appropr ot aid requred } " o
- 1 Haretat ¥ [inheled or sbecrbed Svough B Mw-ﬁ‘t\mam&;uﬂd
] eadn). Awcad breofing vacoes (dut or wprmy mw] | coract ivnedetety fush eyee & Bin <0 plerly
Avold contact with shdn (eyee & cloting| {Appro weter. Ot medcsl snerdion R vRetion persists
mnumm)
L4 (Mo precauionery sietermerts regired ) . (M precautiorery sistermerts regdred }

(1) Environmental hazards. Where s
hazard exists to non target organisms
excluding humans and domestic anl-
mals, precautionary statementa are re.
quired stating the nature of the
hazard and the appropriate precau.
tions to avold potential nccident,

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

(A) 11 a pesticide Intended for out-
door use containg an active Ingredient
with & mammalisn acute oral LDw of

Chapter |—Environmental Protection Agency

100 or less, the statement “This Pesti.
clde is Toxlic to Wiidlife' Ix required.

(B) If a pesticide intendrd for out.
door use contalns an active ingredlent
with a fish acute LC.w of 1 ppm or less,
the statement “This Pesticlde is Toxic
to Fish™ is required.

(C) If n pesticlde Intended for out.
dnor use cantains an active Ingredient
with an avian acutle oral LD.. of 100
mR/Xg or less, or A suhacite dletary
1.C.e 0f 500 ppm or less, the siatement
“This Pesticide is Toxic to Wildlife i
required. i

(1) I either accident history or (ietd
studles demonstrate that uvse of the
pesticide may result In fatrlity to
birdsa. lish or mammals, the statement

1

Flaeh pnird of o bedow 20 £ 1 thare i3 ¢ Rpchihecs gt
ary vatva opering

Al RHDIY IV-1
(cont {nued)
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“This pesticlde Is extremely toxic tn
wildlife (fish)” Ix required.

(F) For uses Involving foliar applica.
Ltion to agricultural crops, forests, or
shade trees, or {or moequito abatle.
ment treatments, pesticldes toxic to
pollinating Insects must bear appropri
Rte label cautlons,

(F) For all outdoor uses other than
agquatic applications the tabet must
bear the caution "Keep nut of iakex,
ponds or streams. Do not contaminate
walter by cleaning of equipment or dis
posal of wastes. ™

() Physical or chemical hazarde
wWarning statements an the flammabif
1y or explosive characieristies of the
pesticide are required as follows

Neamand ‘ov

A) e ssmze0 Contanena

Extraraly farrvraltis Corterds vt (wequse Faap away froen
e Wb ovl hootert wrinces n At Mevhee v hrewwete

Fash poit sbnve 20° § and rot over AN F or R the
fRome avtarreion I8 more than 1R In Inng ot @ rBviencw
Of & 1n ROm e Rerne

A3 othar presurtrad contuingrs

F rpor 0 tempe Mhove 1IN T may raeas

breting

Flammebin Coenty wwitt preemrn Keap swey ham hagt
sowts, pnd cpen Rema DO NO! pmrire v Mwineeate CYYvea
Esponsn 10 NWMPEehres Shove 1T F mey e howing
Corterts urvier presmae 10 NeA Usa ( WOre nelr hant o Nren
fove DO not PUNCAse oF bwinarete conteine  f opnwrs I
. Somperstures ehove 130° F ey ceune tuwwing

(B) NOwrne sOUmIID Cnsrraneag

Above 20°Fand notover OO F.. . ... .. ... .
Above 80" F srd not oves Y307 F L .

Eviromely famwnchis Keap Swey Frwn fre, eparte ond Naater

owleces
.| Flommedle Xeep oway om heel ond onan Rame
Do nod Use O VOre AREr heat 00 Nnen Rarne

1) Directions for Use—(1) QGeneral
requirements—(1) Adequacy and clar-
{ly of directions. Directions f{or use
must be atated In terms which can be
eanlly read and underatood by the
average person lfkely to use or to au-
prrvise the use of the pesticide. When
followed, directions must be adequate
to protect the public from fraud and
from personal Injury and to prevent
unressonable adverne effecta on the
environment.

(Il Placement of directions for use.
Directions may appear on any portion
of the Iabe! provided that they are
conspicuous enough to be eanlly read
by the user of the pestictde product.
Directions for use may appear on
printed or graphic matler which ac-
comprnies the peaticide provided that!

(A) If required by the Agency. rich
printed ot graphic matter is securely
attached to each package of the pesti.
cide. or placed within the outslde
wrapper or bag;

(B) The label bears a reference to
the directions for use In accompanying
leaflets or circulars, such sx “"See dl-
rections In the enclosed circular and

(C) The Administrator determines
that it i1s not neceasary for such direr
tions to appear on the iabel.

i) Exceptions to requiremen( for
direction for use—(A) Detalled direc.
tiona for use may be omitted from
beling of pesaticides which are Intended
for use only by manufacturers of prod.
ucts other than pesticide products In
thelr regular manufacturing procesaes,
provided that:
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(1) The nbel clearly shows that the
product (s Intended for ure only In
manufacturing proceases and specifies
the type(s) of products involved.

(2) Adequate information such as
technical data sheets or bulleting, Is
avallable to the trade specliying the
type of product invoived and fits
proper use In manufacturing process-
en;

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

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

(B) Detalled directiona for use may
be omitted from the labeling of pesti-
cide products for which sale I8 Himited
to physicians, veterinarians, or drug-
gists, 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 prevent unreasonable adverse ef-
fects on man or the environment; and

(J) The product in also a drug and
regulisted under the provisions of the
Federal Food, Drug and Cosmetic Act.

(C) Detalled directions for use may
be omitled {rom the labeling of pestl-
cide products which sre Intended for
use only by formulators In preparing
pesticides for sale to the public pro-
vided that:

(1) There s information readily
available to the formulators on the
composition, toxicity, methods of une,
applicable restrictions or limitations,
and effectiveness of the product for
pesticide purpoees:;

(2) The label clearly states that the
product is Intended for use only In
manufacturing, formulating, mixing,
or repacking lor use as 8 pesticide and
specifies the type(s) of pesticide prod-
ucts involved,

(3) The product as finally manufac-
tured, formulated, mixed, or repack.
aged is registered: and

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

Title 40—Protection of Envirenment

(2) Cositents of Direclions for Use.
The directions 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()) Immed!-
ately under the heading *“Directions
for Use.™

(H Immediately below the statle-
ment of use classification, the state-
ment “It is a violation of Federal Iaw
to uwe this product in & manner incon-
sistent with {ts Inbeling.”

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

(1) The (larget pest(s) associated
with esch site.

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

(vl) The method of spplication, In-
cluding Instructions for dliution, If re.
quired, and type(s) of appiication ap-
paratus or equipment requiired.

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

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

(1x) 8pecific directions concerning
the storage and disposal of the pesti.
cide and its container. meeting Lhe re-
quirements of 40 CFR Part 185. These
instructions shall be grouped and
appear under the heading “‘Storage
and Disposa).” This heading must be
set In type of the same minimum saires
as required for the child hazard wamn-
Ing (Bee Table in § 162.10(h X 1Xiv).)

(x) Any limitations or restrictlo..s on
use required to prevent unreasonable
adverse effects, such as:

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

(B) Rotational crop restrictions.

(C) Warnings as required against use
on certain crops, snimals, objects, or
in or adjscent to certain aréas.

(D) [Reserved])

(F) Por restricted use pesticides, o
statement that the pesticide may be
applied ynder the direct supervision of
n certified applicator who is not phys-
ically prezent at the site of application

Chepter 1—Environmentol Protection Agency

but nonethelezs  avaliable to the
person applving the pesticide, unless
the Agency has determined that the
pesticide mry only be applled under
the direct supervision of a certified D
plicator who Is physically present.

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

(1) Statement of tse Classificatlion.
By October 22, 1978, ali pesticide prod.
urts must. besr on thelr Inbels & state.
ment of use classification as described
In prearraphs (JX 1) and (2) of this sec.
ton. Any pesticlde product for which
fome uses are claasified for general use
and others for restricled use xhall be
separately Inheled according to Lhe In-
hellng standards set forth in this sub-
sectlon, and shall be marketed as xcpa-
rale producls with different repistra.
tion numbrrs, one bhearing direclions
only for general use(s) and the other
bearing directions for restricted use(n)
except that, If a product hax both re.
stricted usets) and general usets), both
of these usex may ADpEAr on a product
Inbeled for restricted ume. Such prod-
ucts shall be subject Lo the provisions
of §182.10()x2),

(1) General Use Classification. Pestl.
clde products bearing directions for
use(s) classified general shall be In-
beled with the exmct words “General
Cinsxifieation™ immedintely below the
heading “'Directions for Use.* And ref.
erence to the general clasmification
that suggests or implies that the ren-
eral ulility of the pesticide extends
beyond those purpomes and uses con-
tained In the Directions for Use will be

conaldered a false or misleading state-
ment under the statutory definitions
of misbranding.

(2) Restricted Use CI cation.
Pesticlde producta bearln%rectlon
for use(s) cinastified reatricted mhait
b'e'l'ur :'utcmenut of restricted use clas-
sitication on the front .
xcribed below: panel aa de

() Front panel statement of restrict.
ed use classification. (A) At the top of
the front prnel of the Inbel, set in type
of the same minimum atzes an required
for human hazard signal words (see
tahle In § 162.10ch X1 iv)), and appenr.
Ing with sufficlent prominence relntive
Lo other text and kraphlc materinl on

ATPLENDIX 1V-1
(cont inued)
§162.11

the front panel to make ft uniikely to
be overlooked under customary enndi
tions of purchaze nnd use, the sinle.
ment “Restricted Use Pesticide shall
ADDenr.

(B) Directly briow this statement on
the front panet, a |UMMAry riatement.
of the terms of restriction Imposed as
8 precondition to regisiration shall
Appear. 17 use I restricted tn certified
applicators, the following staterment Is
required: “For tetall sale tn and use
only by Certifted Applicatonre or per
sons under thelr direct superviston and
only for thore users rovered hy the Cer
tHiled Applicator's certifientlon ",
howrver, other regitintory restrictions
Are imposed, the Adminictrator will
define the appropriate wording for the
terme of restriction by regintlon,

(k) Advertining. [Reserved)

140 FR 18268, July 3. 1975; 40 TR 32029,
Aug. 1. I1R7S; 40 FR 26571, Aug. 20, 1975, as
amended at 43 PR S786. Feb_ 9. 1978)

ng -
(1) Prigumption. (1) A rebutia e pre.

sumpti shall arise that a tee of
intent y registration suant Lo
section I(eX8) of the Act, ¥ notice of
intent to 1 repistrat pursuant
to section > Art, or n
notice of in a hearing o

should be tled denied. an ap-
propriate, shail ted, upnn a de
termination by dmintatrator that
the pesticide or exceeds any of

the criteria for
graph (aX3) of this
determt

na the
shall lssue ice by
the app)

t forth In para.
tlor. UUpon such
Administrator

presumpition in sccordance
sTRDh /A X4) of thix section.
cant registrant shall have ¢
(48) Oays from the date such
sent to submit evidenre In rebuthal of
t presumption; provided. howdyer,
tt for good cause shown the Ad n.
strator mry grant an additiona) six
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APPENDIX IV-2

LABELING REQUIREMENTS OF THE FIFRA, AS AMENDED

APPLICABILITY PLACEMENT ON LABEL
ITEM LABEL ELEMENT OF REQUIREMENT REQUIRED REF' COMMENT'S
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 tor . . .,"
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
1] EPA Reg. No. All products None Front panel Must be 1n similar type size and run
parallel to other type.
5 EPA Est. No. All products None Front panel, May appear on the contalner instead of
immediately the label.
before or
f'ollowing
Reg. No.
BA 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
al/unit area statement
7 Front panel All products Front panel All t'ront panel precautionary statements
precautionary must be grouped together, preferably
statements blocked.
TA 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 reyulrements.
below child
hazard

warning




APPENDIX IV-2 (continued)

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

8 Side/back panel All products None Top or side Must be grouped under the headings 1ln
precautionary of back panel 8A, 8B, and 8C; preferably blocked.
statements preceding

directlons
for use
BA Hazards to All products None Same as above Must be preceded by appropriate signal
humans and in Categoriles word.
domestic I, II, and III
animals

8B Envirormental All products None Same as above Envirommental hazards 1nclude 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.
9C Misuse All products Immediately
statement followlng
heading of
directions
for use
10A Reentry All In the Immedlately
statement cholinesterase directions af'ter misuse
inhibitors for use statement
10C Storage and All products In the Immediately Must be set apart and clearly distin-
disposal block directlons before gulishable fram from other directions
for use specific for use.
directions
for use or
at the end of
directions
for use
10D Directions All products None None May be in metric as well as U.S. units
for use




Appendix IV-3

PHYSICAL-CHEMICAL HAZARDS

Criteria

I.

II.

Pressurized Contalners

A,

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

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.

ALL OTHER PRESSURIZED
CONTAINERS

Non-Pressurized Containers

A'

Flashpoint at or below
20°F.

Flashpoint above 20°F
and not over 80°F,

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

Flashpoint above
150°F.

Required Label Statement

Extremely flammable.
Contents under pressure.
Keep away from fire, sparks,
and heated surfaces. Do not

- puncture or incinerate

container. Exposure to
temperatures above 130°F
may cause bursting.

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

may cause bursting.

Contents under pressure.

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

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

Flammable. Keep away from
heat and open flame.

Do not use or store near
heat and open flame.

None required.
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STORAGE AND DISPOSAL INSTRUCTIONS FOR PESTICIDES

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

Requlired type size

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

10 and under . « ¢« « 4 + + « « o + o+ o+ « 6 point

Above 10 to 15 . . . + ¢« v ¢ ¢« « « + .« + o8 point

Above 15 to 30 . . ¢« 4+ ¢ ¢ ¢« « o + o « o 10 point

Over 30. . . . e ¢ s s s 4 o e s s e & 12 point

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

A. Storage Instructions:

All product labels are required to have appropriate storage
instructions. Specific storage instructions are not prescribed.
Each registrant must develop hils own storage instructilons,
considering, when applicable, the following factors:

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

2. Physilcal requirements of storage which might adversely
affect the contalner of the product and its ability to
continue to functlon properly. Requirements might 1include
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
orened containers), and measures to minimize exposure
while opening or closing container,
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k., 1Instructions on what to do if the contalner is damaged in
any way, or if the pesticide 1s leaking or has been

spilled, and precautions to minimize exposure 1f damage occurs.

5. General precautions concerning locked storage, storage in
original container only, and separation of pesticildes
during storage to prevent cross-contamination of other
pesticldes, fertilizer, food, and feed.

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

B. 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 domestic use, must
contaln 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
appearing on the "Acutely Hazardous" Commercial Pesticide
Products List (RCRA "E" List) at the end of this appendix
or are assigned to Toxicity Category I on the basis of
oral or dermal toxiclty, skin or eye 1irritation potential,
or Toxicity Category I or II on the basis of acute inhala-
tion toxicity must bear the following pesticide disposal
statement:

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

The labels of all products, except those intended for
domestic use, contalning active or 1nert ingredients

that appear on the "Toxic" Commercial Pesticide Products
List (RCRA "F" List) at the end of this appendix or
presently meet any of the criteria in Subpart C, 40 CFR

261 for a hazardous waste must bear the following pesticide
disposal statement:
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(continued)

"Pesticlde 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 Reglonal Office

for guidance."

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

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

Products intended for domestic use only must bear the
following disposal statement: "Securely wrap original
container in several layers of newspaper and discard in
trash."

Container Disposal Instructions

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

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

Container Type Statement

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

Non~aerosol products Do not reuse bag. Discard bag iIn trash.
(bags)

Aerosol products Replace cap and discard containers 1in

trash. Do not incinerate or puncture.
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2. The labels for all other products must bear container disposal
instructions, based on container type, listed below:

Container Type Statement

Metal Triple rinse (or equivalent). Then offer

contaliners for recycling or reconditioning, or puncture

(non-aerosol) and dispose of in a sanitary landfill, or by
other procedures approved by state and local
authorities. _

Plastic containers Triple rinse (or equivalent). Then offer

for recycling or reconditioning, or puncture
and dispose of in a sanitary landfill, or
incineration, or, if allowed by state and
local authorilities, by burning. If burned,
stay out of smoke.

Glass contalners Triple rinse (or equivalent). Then dispose
of 1n a sanitary landfill or by other
approved state and local procedures.

Fiber drums Completely empty liner by shaking and

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

If drum 1is contaminated and cannot be
reusedl, dispose of in the same manner.
Paper and Completely empty bag into application
plastic bags equipment. Then dispose of empty bay 1in

a sanitary landfill or by incineration,

or, 1f allowed by State and local
authorities, by burning. If burned, stay
out of smoke,

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

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

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

Acrolein

Aldicarb

Aldrin

Allyl alcohol

Aluminum phosphide

4-Aminopyridine

Arsenlc acid

Arsenic pentoxide

Arsenic trioxide

Calcium cyanide

Carbon disulfide

p-Chloroaniline

Cyanides (soluble cyanide salts, not specified elsewere)

Cyanogen chloride

2-Cyclohexyl-4,6-dinitrophenol

Dieldrin

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

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

Dimethoate

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

4,6-Dinitro~o-cresol and salts

4,6-Dinitro-o-cyclohexylphenol

2,4 Dinitrophenol

Dinoseb

Endosulfan

Endothall

Endrin

Famphur

Fluorocacetamide

Heptachlor

Hexanethyl tetraphosphate

Hydrocyanilec acid

Hydrogen cyanide

Methomy1l

alpha-Naphthylthiourea (ANTU)

Nicotine and salts

Octamethylpyrophosphoramide (OMPA, schradan)

Parathion
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"Acutely Hazardous" Commercial Pesticides (RCRA "E" List)
Actlive Ingredients continued:

Phenylmercuric acetate (PMA)
Phorate

Potassium cyanide

Propargyl alcohol

Sodium azide

Sodium cyanide

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

Thiofanox

Toxaphene

Warfarin

Zinc phosphide
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"Toxic'" Commercial Pesticide Products (RCRA "F" List)
Active Ingredients:

Acetone

Acrylonitrile

Amitrole

Benzene

Bis(2-ethylhexyl)pthalate

Cacodylic acld

Carbon tetrachloride

Chloral (hydrate)

Chlordane (technical)

Chlorobenzene

L-Chloro-m-cresol

Chloroform

o0~Chlorophenol

4-Chloro-o-toluidine hydrochloride

Creosote

Cresylic acid

Cyclohexane

Decachlorooctahydro-1,3,4-metheno~-2H-cyclobutalc,d]-pentalen-2-one
(kepone, chlordecone)

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

Dibutyl phthalate

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

o-Dichlorobenzene '

p~Dichlorobenzene

Dichlorodifluoromethane (Freon 12%)

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

Dichloro diphenyl dichloroethane (DDD)

Dichloro diphenyl trichloroethane (DDT)

Dichlorethyl ether

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

1l,2-Dichloropropane

1,3-Dichloropropane (Telone)

Dimethyl phthalate

Ethyl acetate

Ethyl 4,4'~dichlorobenzilate (chlorobenzilate)

Ethylene dibromide (EDB)

Ethylene dichloride

Ethylene oxilde

Formaldehyde

Furfural

Hexachlorobenzene

Hexachlorocyclopentadlene

Hexachloroethane

Hydrofluoric acid
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"Toxic" Commercial Pesticlide Products (RCRA "F" List)
Active Ingredients:

Isobutyl alcohol

Lead acetate

Lindane

Maleic hydrazide

Mercury

Methyl alcohol

Methyl bromide

Methyl chloride

2,2'-Methylenebis (3,4,6-trichlorophenol) (nexachlorophene)
Methylene chloride

Methyl ethyl ketone

4-Methyl-2-pentanone (methyl isobutyl ketone)
Naphthalene

Nitrobenzene

p-Nitrophenol

Pentachloroethane

Pentachloronitrobenzene (PCNB)
Pentaclorophenol

Phenol

Phosphorodithioic acid, 0,0-diethyl, methyl ester
Propylene dichloride

Pyridine

Resorcinol

Safrole

Selenium disulfide

Silvex

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

Thiram

Toluene

1,1,1-Trichloroethane

Trichloroethylene

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

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

Inert Ingredlents:

Acetone
Acetonitrile
Acetophenone
Acrylic acid
Aniline

Benzene
Chlorobenzene
Chloroform
Cyclohexane
Cyclohexanone
Dichlorodifluoromethane (Freon 12
Diethyl phthalate
Dimethylamine
Dimethyl phthalate
1,4-Dioxane
Ethylene oxide

)

Formaldehyde

Formic acid

Isobutyl alcohol

Meleic anhydride

Methyl alcohol (methanol)
Methyl ethyl ketone
Methyl methacrylate
Naphthalene

Saccharin and salts
Thiourea

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

Xylene



