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INTRODUCTION

The: Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA Section 3(g), as amended in 1978, directs EPA to
. reregister all pesticides as expeditiously as possible. Each
registrant of a manufacturing use product of the active
ingredient who wishes to continue to sell or distribute that
product must apply for reregistration. . '

To fulfill this Congressional mandate, we have established
the Registration Standards program which will review all pesti-
cide active ingredients first registered before January 1, 1977.
These pesticides will be reviewed in use clusters which are
prioritized on the basis of a ranking scheme g1v1ng preference'
to pesticides used on food and feed crops.

The. Registration Standards program involves a thorough
review of the scientific data base underlying pesticide
registrations and an identification of essential but missing
studies which may not have been required when the product
was initially registered or studies that are now considered
insufficient. Our reassessment results in the development
of a regulatory position, contained in this document, on
each pesticide and its uses. The regulatory position 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 poses no potential adverse effects to human
health or the environment.

The scientific review, which is not contained herein
but is available upon request, concentrates on the technical
grade of the active ingredient and identifies missing generic
data. However, during the review of these data we are also
looking for potential hazards that may be associated with
the end-use (formulated) products that contain the active
ingredient. If we find serious concerns, we will bring
end-use products under the provisions of the Registration
Standards program to the extent necessary to protect the
public.

EPA has the authority under FIFRA §3(c)(2)(B) to require
that registrants submit data that will answer our questions
regarding the hazard that may result from the intended use of
the pesticide under review. Further, it is the Agency's policy
under §3(c)(2)(B) that these data are not required to be
submitted by those registrants who qualify for the formulator's
exemption [FIFRA §3(c)(2)(D)]. Normally, this means that the
reglstrants who are responsible for filling the data gaps are
the manufacturlng use product producers (basic suppliers of

\.\
N
ANANN



the active ingredient). However, end-use producers will not
qualify for the formulator's exemption if the source of their
active ingredient: (1) is not registered with EPA, and/or (2)
is produced by the registrant's firm, or a firm which has
ownership in common with the registrant's firm. These end-use
producers can qualify for the formulator's exemption if they
change their source of supply to a registered source, provided
the source does not share ownership in common with the regist-
rant's firm. If the end-use product registrant decides to
switch sources, a new Confidential Statement of Formula, EPA
Form 8570-4, must be submitted to the appropriate Product
Manager within 90 days of receipt of this Guidance Document.
The chart on the following page shows what is generally
required of those who do and do not qualify for the formulator S
exemption in the.Registration Standards program.’

If you decide to request the Agency to discontinue the
registration of any of your products subject to the reregistra-
tion requirements of this Guidance Document, please notify
the Product Manager named in the cover letter, within 90
days from the receipt of this document, that you wish to
voluntarily cancel the registration(s). If you decide to
maintain your product registration(s), you must provide the
information described in the following pages within the time-
frames outlined. EPA will issue a notice of intent to cancel
or suspend the registration of any currently registered
product if you fail to comply with the requirements set
forth in this Guidance Document.

This Guidance Document will be supplemented by EPA with
additional information about compliance with data support
requirements. In Monsanto v. Acting Administrator, EPA was
enjoined from implementing §3(c)(l) (D) of FIFRA, EPA has
decided that as long as this injunction is in effect, it will
proceed with the requirements in this Guidance Document which
do not require compliance with the provisions of §3(c)(1)(D).
In other words, EPA will not at this time require current
registrants to apply to amend their product registrations to
make changes in the labeling, packaging, or composition.

The Agency will supplement the Document with additional
guidance when this litigation concludes. Failure to comply
with the provisions of the subsequent guidance will also
result in issuance by EPA of an intent to cancel the affected
product registration(s).

Registrants are reminded that §6(a)(2) of FIFRA requires
vou at any time to submit factual information raising concerns
of pessible unreasonable adverse effects of a pesticide. You
should notify the Agency of interim results of studies in
progress if those results show possible adverse effects.




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

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

A, Single Active Ingredient These products must be reregis-
Products* tered. To obtain reregistration,
labeling, packaging and data
requirements must be satisfied
in accordance with the Regis-
tration Standards Guidance

Document.
B. Multiple Active Ingredient These products will not be
Products reregistered at this time.

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

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

l

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

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

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




I. RBEGULATORY POSITION

A. INTRODUCTION

This guidance document describes the Agency's regulatory position on registration
of manufacturing use products {MPs) containing the miticide chlorobenzilate. The
Agency's position is based on an evaluation of all registered uses and regiétered
MP's with chlorobenzilate as the sole active ingredient. The document also con-
siders known chemical and toxicological properties of this chemical as well as
the established tolerances for residues in or on food and feed commodities. From
these considerations the Agency sets forth the data and labeling requirements that
must be met by registrants and applicants of chlorobenzilate'products in order
for the products to be reregistered or registered under this document. ‘In order
to be registrable under this document, technicals and manufacturing use products
must list chlorobenzilate as the sole active ingredient. The tables accompanying
this document list the data gaps which must be satisfied through submission of
additional information. Future MPs that differ appreciably from those described
in this document may require that amendments be made to this document to reflect

the differences.

B. DESCRIPTION OF CHEMICAL AND USE PROFILE

Chlorobenzilate- C1gH14C1203; mol. wt. 325.20;
C.A.S. # 510-15-6, Shaughnessy # 028801.

Chlorobenzilate is the accepted common name for ethyl 4,4'-dichlorobenzilate.
Trade names anc other names include Acaraben™, Akar™, Folbex™, Geigy 338, Benzilan,
Rospin and Kop~Mite., ' '

Technical chlorobenzilate is a brownish viscous liquid. It has a boiling point
of 141-142°C at 0.06mm Hg and a melting point of 35-37°C (pure material). At a
temperature of 19.4°C, 86.9 grams of the technical material is soluble in 100 ml.
of xylene. The material is virtually insoluble in water and infinitely miscible
in benzene, acetcne and other organic compounds. Under normai conditions,

chlorobenzilate is stable at room temperature.



This miticide is produced in the United States by the Ciba-Geigy Corp. The
chemical is also produced overseas by Nippon Kayaku Co., Japan and Makhteshim
Beer-Sheva, Israel.

The federally registered formulated (end use) products containing chlorobenzilate
are single active ingredient formulations. There are no mixtures with other
active ingredients. Chlorobenzilate is commercially formulated as a four pound
emulsifiable concentrate and the only registered use for the chemical is on
citrus, This use is restricted to the states of Arizona, California, Florida

and Texas. Foreign uses also include smokestrips for use in honey bee hives

to control the bee-mite Acarapis woodi.  .In addition to the. federal registrations,

there remain three Florida intrastate products for use on citrus. There are

no active Special Local Need registrations.

C. REGULATORY POSITION

Based on a review and evaluation of all available data and other relevant
information on chlorobenzilate, the Agency has made the following determina-
tions:

1. Neither this Agency nor the state of California has established a
reentry interval for field workers entering treated fields. Con-
sidering acute toxicity alone, chlorobenzilate would not normally
require a reentry interval. However, in keeping with established
Agency policy for chemicals having an inadequate data base for
evaluation of reentry exposure, and which have chronic toxic effects,
a 24-hour reentry interval is now required. The registrant can either
accept this interval or submit data to establish a different interval.
This interval is considered provisional and the Agency reserves the
right to revise this reentry interval and to impose additioﬁal label
requirements after receipt and review of the data required in Table A

and B of this Guidance Document.



2.

Although the Agency is unable to complete a full tolerance reassessment
because of certain residue chemistry and toxicology data gaps, the
Agency concludes that no change in the present tolerance for citrus is
warranted at this time. Additional residue data may necessitate a
revision of this tolerance and the establishment of a food and/or feed
additive tolerance(s). '

Manufacturing-use products containing chlorobenzilate as a sole active
ingredient may be registered for sale, distribution, reformulation, and

use, under the terms and conditions set forth in this Guidance Document.

Registrants must provide or agree to develop additional data, as specified:
in the tables attached to this Guidance Document in order to maintain
existing registrations or to obtain new registrations of substantially
similar MPs.

On May 26, 1976, the EPA published in the Federal Register (41 FR 21517)
a Notice of Rebuttable Presumption Against Registration and Continued

Registration (RPAR) of pesticide products containing chlorobenzilate.
The Agency concluded that the chemical induced oncogenic effects in ex-

perimental mammals. The Agency's position was not successfully rebutted.

Since chlorobenzilate has been determined to pose an oncogenic risk,
this chemical "triggers" criteria for unreasonable adverse effects
listed in Section 162.11 (a) of Title 40 of the U.S. Code of Federal
Regulations. The Agency has concluded, via the RPAR process (Federal
Register (44 FR 9548) February 13, 1979, " Notice of Intent to Cancel
'Registrations and Deny Applications for registration of all non-citrus
chlorobenzilate uses,” that by limiting the use to citrus, classifying
chlorobenzilate products for restricted use, and by upgrading the
protective clothing requirements, the exposdre level and risks would
be lowered to acceptable levels. The benefits were determined to exceed
the risks and the chemical was allowed continued use under the terms

set forth in our "Notice of Intent to Cancel or Deny" published in



1979. These RPAR findings have been confirmed in this review. However,
other gaps in the data base preclude the completion of the Agency's
total risk assessment for this pesticide chemical., Registrants had to
comply with certain labeling changes and agree to develop and submit to

this Agency the following residue and exposure studies:

Residue Chemistry and Exposure Studies

*a, Citrus Fractionation Study
*b, Feeding Citrus By-Products to Cattle Study (Ruminant Feeding Study)
**c, Residue Monitoring of Milk from Pulp Fed Cattle and Residue .
Monitoring of By—Products'of Citrus Processing
d. Citrus Pickers Exposure Study
e. Aerial Applicator Exposure Study
***f, Ground Applicator Exposure Study

The Agency received little response from registrants concerning the
filling of the above data gaps. Consequently, on July 22, 1982 this
Agency mailed a 3(c)(2)(B) "Data Call in Notice" to all registrants

requiring that certain "generic" and the above residue and exposure

* If residues concentrate in citrus pulp additional ruminant feeding

studies may be required.

** This study has been eliminated since this information can be obtained
in the Citrus Fractionation and Feeding Citrus By-Product to Cattle
study as proposed in protocols submitted by Ciba~Geigy in February of
1980.

*** This study has been submitted by Florida Citrus Mutual and is no longer

considered a data gap.



data be filled. As outlined in that document, time frames and sched-
ules for the submission of these data were to be maintained and per-
iodic reports were to be prepared and sent to the Agency. To date the
need for one study has been eliminated, one study has been submitted,

and protocols have been received and reviewed for two studies. All
registrants of chlorobenzilate products remain bound by this document
and the time frames for the completion of the data have been incorporated
into Table A of this guidance document. These data are indicated by an
asterisk in the footnotes of the tables. |

The Agency has received a report indicating the presence of manufacpu?ing
impurities at relatively low levels in one £echnical-Chlorobenzilate pro-
duct. Ciﬂé identified impurities include certain isamers and analogs of
DDT. | However, the analytical method used in this study was not provided
and did not quantify the compounds identified. Since DDT and other re-—
lated compounds are of substantial concern to the Agency, all registrants
will be required to quantify their contaminants at the lowest level of
detection using the best available technology.

D. REGULATORY RATIONALE

Trhe

The Agency has detemined that registration of chlorobenzilate should con—

tinue after considering the following:

l'

Adequate studies are available to assess the acute oral and dermal

I3

toxicological effects of this chemical to humans.

Chlorobenzilate was found to be oncogenic.| This finding was based

mainly on an oncogenicity screening'stuay reported by Kotin, Falk,

Pallotta et al.(1969) and a study reported by Hazleton Laboratories
(Horn, 1954). Additionally, a study by Hollingsworth, Woodard, and
Woodard (1966) and an NCI report (Hazleton, 1978) were cited in the
Agency's "Notice of Intent to Cancel.”



Rebuttals to the oncogenicity "trigger" successfully eliminated the
Horn (1954) and the Hollingsworth, Woodard and Wbodérd (1966) studies
but not the Kotin, Falk and Pallatta et al. nor the NCI study. The
Carcinogen Assessment Group (CAG) concluded that there was a small,
but real, oncogenic risk to users. All uses of chlorcbenzilate were
cancelled except for citrus in an effort to reduce exposure. Label-
ing changes were required and the applicator protective clothing
requirements were upgraded (see Section G) to further reduce this

exposure.

The data show that the populations at risk with respect to chloroben-
zilate use include pesticide appiicators and citrus pickers. Theée.
populations are exposed to the chemical at the time of applicétion
and/or for a period of time following application. The Agency has
selected restricted use claésification and reentry intervals as a

means of reducing exposure to these pcpulations.

The key concept behind the restricted use classification is that
certification can generally upgrade applicator skills and that with
more skill and knowledge applicators are more likely to use pesticides
carefully and efficiently. It would, therefore, be reasonable to
conclude that a general upgrading of the skills of chlorobenzilate

applicators would result in reduced exposure.

The data base for chlorobenzilate is inadequate for evaluation of
reentry exposure to citrus pickers and other field workers. Therefore,
establishment of a 24-hour reentry interval is in keeping with
established Agency policy for chemicals having an inédequate data

base for evaluating reentry exposure and which have chronic toxic
effects.

A three generation rat reproduction study resulted in reduced test-
icular weights, however, the reproductive parameters were not affect-
ed at the dosage levels tested. The Agency in its RPAR conclusions

required that registrants provide another multigeneration reproduction



study. This study has been received by the Agency and the results
indicate that chlorobenzilate does not adversely affect reproductive
performance nor produce "testicular atrophy" at dosage levels up to
100 mg/kg per day. This is no longer considered a data gap.

The current tolerance of 5 ppm on citrus is not adequately supported
by residue data because the analytical procedure included an unaccept-
able extraction step. However, no adverse data have been submitted to
the Agency suggesting that this tolerance level will not protect the
public, Market basket surveys by the Food and Drug Administration
show that residues in citrus have not exceeded the tolerance.

The most recent Pesticide Incident Monitoring Systems (PIMS) records
available lists four pesticide incidents involving chlorobenzilate.

However, none of these accidents could be wholly attributable to this
chemical. No pesticide fatalities were involved and only two persons

required medical attention.

The available data base is insufficient to fully assess the environ-
mental fate of chlorobenzilate. However, since the data suggest

that chlorobenzilate degrades fairly rapidly and both it and its de-
gradates have low mobility, groundwater contamination is considered
unlikely. Data on the octanol/water partition coefficient, volatility,
leaching and reentry are required. Once the data gaps are filled, ad-
ditional data may be required.

There are insufficient ecological effects data to complete a hazard
assessment of the use of chlorobenzilate on citrus. When the Agency
receives data from the required studies in this Guidance Document, a
hazard assessment will be completed. Also, our analysis of these
requested data may necessitate additional studies such as acute tox-
icity testing to estuarine and marine organisms. The amount of DDT
and related compounds contaminating chlorobenzilate products is of

special ecological concern and will mandate further investigation.



8. Under FIFRA, the Agency cannot cancel or withold registration simply
because data are unavailable or inadequate (see Section 3(c) (2)(B)
and 3(c)(7) of FIFRA). This Guidance Document provides a mechanism
for identifying data needs and calling in these data., The data will
then be evaluated and a determinaticn will be made as to the continued
registrability of this chemical.

E. Criteria for Products Subject to the Guidance Document

This Guidance Document covers pesticide products that contain chlorobenzilate
as a sole active ingredient; the chart on page three describes the extent -to
which such products are subject to this Document. Applicants for registration
or reregistration of such products must comply with all terms and conditions
described herein. This includes making a cammitment to fill data gaps on a
schedule specified by the Agency. Also, applicants for reregistration must
follow the instructions contained in this Guidance Document and camplete and
submit the appropriate forms within the specified times. End-use products
must be in compliance with the label changes specified in this Document.

F. Acceptable Ranges and Limits

1. Product Composition Standards

To be fully covered under this Guidance Document, manufacturing use
products (MP's) must contain chlorobenzilate as the sole active
ingredient. Each MP formulation proposed for registration must be
fully described with an appropriate certification of limits. However,
because the Agency is concerned about possible DDT and related
compounds as impurities in the technical material, quantification of
these impurities must be at a level of detection below Q.l% of the
technical using the best suitable validated analytical methods

(preferably gas liquid chromatography or high performance liquid
chromotography) .

11



2. Acute Toxicity Limits

The Agency will consider for registration any MP whose acute toxicity
category (I, II, III or IV) is supported by adequate acute toxicity
data and labeling, including appropriate precautionary statements.
The Agency has determined that the appropriate signal word for
chlorobenzilate products is "CAUTION",

3. Use Patterns

To be registered under this Guidance Document, MP's may be labeled

for formulation only into end-use products for citrus crops under the
terrestrial nondomestic food crop uses (ground and aerial applications)
grouping.

G. Required Labeling

All manufacturing-use products and end-use products containing chlorobenzilate
must bear appropriate labeling as specified in 40 CFR 162.10. Additionally,
these products must also comply with the labeling requirements outlined in

the Agency's Notice of Intent to Cancel Registrations and Deny Applications
for Registrations of Pesticide Products Containing Chlorobenzilate published
in the Federal Register {44 FR 9548) February 13, 1979. Those requirements,

as well as labeling requirements identified in the development of this document
are set forth below.

When the data to be submitted under this Guidance Document have been reviewed,
the Agency may impose additional labeling requirements.

12



1. Label Requirements for All Chlorobenzilate Products

"General Precautions"

"Take special care to avoid getting chlorobenzilate in eyes, on skin

or on clothing. Avoid bfeathing vapors or spray mist If chlorobenzilate
gets on clothing, remove contaminated clothing and wash affected parts
of body with soap and water. If . extent of contamination is unknown}
bathe entire body thoroughly; Change to clean clothing. Wash hands with
soap and water each time before eating, drinking or smoking. At the

end of each work day, bathe entire body with soap and plenty of water.
Wear clean clothes each day and launder before reusing."”

"Handling Precautions"

"Heavy-duty rubber or neoprene gloves and apron must be worn during load-

ing, unloading, and equipment clean-up."”

2. Label Requirements for Manufacturing-Use Products

Statement of Environmental Hazards

"ENVIRONMENTAL HAZARDS"

"This pesticide is toxic to wildlife. Do not discharge into
lakes, streams, ponds or public water except in accordance
with a NPDES permit. For further guidance, contact the near-
est EPA Regional Office.”

13



3. Label Requirements for End-Use Products

a. The following "Restricted Use Statement" must be added to the
label.

RESTRICTED USE PESTICIDE

I

| For retail sale to and use only by certified applicator or
| persons under their direct supervision and only for those
|

uses covered by the certified applicator's certification.

I

b. The labeling must state, "This product is restricted to the

states of Arizona, California, Florida and Texas.”

c. "Required Clothing and Equipment for Application"

"One-piece overalls which have long sleeves and long pants con-

_structed of finely-woven fabric as specified in the USDA/EPA
Guide for Commercial Applicators. Wide brimmed hat. Heavy
duty fabric work gloves. Any article which has been worn
while applying chlorobenzilate must be cleaned before reusing.
Clothing which has been drenched or has otherwise absorbed con-

centrated pesticide must be buried or burned"

"Facepiece respirator of the type approved for pesticide spray
applications by the National Institute for Occupatiocnal Safety
and Health. Instead of clothing and equipment specified above,
the applicator can use an enclosed tractor cab which provides
a filtered air supply (as described by Taschenberg ana Bourke,
1975), and which allows no more than 0.41 mg/day total exposure
to chlorcbenzilate. For aerial applicators: Aerial application

may be conducted without the specified clothing and equipment.”

bt



d. Statement of Environmental Hazards

"ENVIRONMENTAL HAZARDS"
This product is toxic to wildlife, Do not apply directly to
water or wetlands. Do not contaminate water by cleaning of

equipment or disposal of wastes.

e. Reentry Statement

"Do not enter treated citrus groves within 24 hours."

H. Tolerance Reassessment

Based on the established tolerances published in 40 CFR 180,109, the theoretical
maximum residue contribution (TMRC) from chlorobenzilate residues to the human
diet is calculated to be 0.7017 mg/day from a 1.5 kg food diet for a 60 kg per-
son. Because all uses of chlorobenzilate except citrus have been cancelled,
the Agency has recalculated the TMRC, Acceptable Daily Intake (ADI) and Maximum
Permissible Intake (MPI). These values are 0.2859 mg/day/1.5 kg (3.81% of the
'ADI), 0.125 mg/ kg/day and 7.50 mg/day/60 kg, respectively. These ADI and MPI
values are all ‘considered provisional since a data gap exists for a chronic
feeding study in a second species. Another reassessment and recalculation of
the ADI and MPI will be done when studies required to fill the toxicology data
gaps have been submitted and validated. 1If different values are obtained then
the ratio between the MPI and TMRC will be reviewed. It is possible, at that
time, that the established tolerances may be affected. A

According to 40 CFR 180.109, tolerances are established on residues of chloro—

benzilate in or on raw agricultural commodities as follows:

15 ppm in or on almond hulls,

5 ppm in or on apples, citrus fruits, melons and pears,

0.5 ppm in or on cottonseed,

0.5 ppm in or on meat, fat, and meat byproducts of cattle and sheep,

0.2 ppm in or cn almonds and walnuts.



The tolerances for apples, melons, pears, cottonseed, almond hulls, almonds
and walnuts were established for residues resulting from uses on these com-

- modities. These uses were cancelled and the tolerances are scheduled to be
revoked in fiscal year 1984, The tolerance for meat, fat, and meat byproducts
of cattle and sheep will be retained to cover residues resulting from citrus

use.

Residue data on citrus processed commodities (molasses, pulp, and oil) will

be required showing the amount of residues present. If the residues are

found to concentrate in processed commodities, a petition for a food additive
tolerance(s) will have to be submitted or this use must deleted from the label
This requirement was not in place when the original tolerance for citrus was:
approved. Also, additional ruminant feeding studies may be required.

International Tolerances

The following tolerances for residues of chlorobenzilate have been
established in:

Canada: 5 ppm apples, cantaloupes, citrus fruits, pears
Mexicos: 5 ppm citrus fruits, apples, melons, pears

0.5 ppm cotton(seed)

0.2 ppm nuts

The latest Codex Alimentarius entry and tolerances for chlorobenzilate are:

Crop Max imum
Residue limit
(Mg/Kg)
Almonds 0.2 shell-free basis.
Apples | 5.0 |
Cantaloupe 1.0
Citrus fruit 1.0
Grapes 2.0
Melons 1.0
Milk 0.05
Pears 2.0
Tcmato 0.2

Walnuts 0.2 shell-free basis



The Maximum Residue Limit for citrus is not currently in harmony with the
established tolerances for citrus fruit in the U.S.A., Mexico and Canada.
Until the residue data requested for citrus use is submitted and reviewed
to determine the appropriate tolerance level, the lowering of the current

5 ppm tolerance level is not warranted.



IT. REQUIREMENT FOR SUBMISSION OF GENERIC DATA

A. This portion of the guidance document is a Notice
issued under the authority of FIFRA Section 3(c)(2)(B)
and describes, in table format, the data required
for maintaining the registrability of each product.
Additionally, a bibliography (Appendix I) is
included that identifies that. data considered as
part of the data base supporting this standard. EPA
has determined that additional generic data described
in this Notice must be submitted to EPA for evaluation
in order to maintain in effect the registration(s)
of your product(s) identified as an attachment to
the cover letter accompanying this guidance document.
As required by FIFRA Section 3(c)(2)(B), 'you are ’
required to take appropriate steps to comply with
this Notice.

EPA may suspend the registration of each of those products
unless, within the specified time, you have informed EPA
how you will satisfy the requirements of this Notice.

Any such suspension will remain in effect until you have
complied with the terms of this Notice.

B. What Generic Data 1/ Must Be Submitted. You may ascertain
which generic data you must submit by consulting Table A
at the end of this chapter. That table shows all the
generic data needed to evaluate the continued registrability
of all products, and the dates by which the data must be
submitted. The required data must be submitted2/. Any
necessary studies must be conducted in accordance with
acceptable protocols, examples of which are contained
in EPA's Pesticide Assessment Guidelines3/, and, for the
most part, in the approved protocols of the Organization
for Economic Cooperation and Development (OECD). If
you wish not to develop data which are necessary to
support the registration or reregistration of certain
uses appearing in your labeling, you may delete those
uses at the time you submit your revised labeling.

1/ Generic data pertain to the properties or effects of a
particular ingredient, and thus are relevant to an evaluation of
the risks of all products containing that ingredient (or all such
products having a certain use pattern), regardless of any such
product's unique composition or 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/ U.S. EPA, 1982. Pesticide Registration; Proposed Data
Requirements - Part 158. FEDERAL REGISTER of November 24, 1982
(47 FR 53192).

3/ U.S. EPA, 1983. Pesticide Assessment Guidelines, National
Technical Information Service, Springfield, VA.
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Also 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 for each major formulation category (e.g., emulsifiable
concentrates, 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: The "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 IV of this document.

C. Options Available for Complylng With Requirements
to Submit Data

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

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

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

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.

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

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

‘*/ FIFRA Section 3(c)(2)(B) authorizes joint development of
data by two or more registrants, and provides a mechanism by
which parties can obtain an arbitrator's decision if they agree
(Footnote continued at bottom of next page)
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5. Request voluntary cancellation of the registration(s)
of your products for which the data are needed.

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

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

If you think that you will need more time to generate the
required data than is allowed by EPA's schedule, you may
submit a request for an extension of time. The extension
request must be submitted in writing to the Product
Manager. The extension request should state the reasons
why you conclude that an extension is appropriate. While
EPA considers your request, you must strive to meet the
deadline for submitting the required data.

(Footnote continued from previous page)
to jointly develop data but fail to agree on all the terms of
the agreement. The statute does not compel any registrant to
agree to develop data jointly.

In EPA's opinion, joint data development by all registrants:
who are subject to the requirements to submit a pertinent item
of data or a cost-sharing agreement among all such registrants
is clearly in the public interest. Duplication of testing could
increase costs, tie up testing facilities, and subject an unneces-
sarily large number of animals to testing.

As noted earlier, EPA has discretion not 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 is appropriate to exercise its discretion not to suspend in
ways which will discourage duplicative testing. Accordingly, if
(1) a registrant has informed us of his intent to develop and
submit data required by this Notice; and (2) a second regis-
trant informs EPA that it has made a bona fide offer to the
first registrant to share in the expenses of the testing [on
terms to be agreed upon or determined by arbitration under FIFRA
Section 3(c)(2)(B)(iii)]; and (3) the first registrant has declined
to agree to enter into a cost-sharing agreement, EPA will not
suspend the second firm's registration. While the first firm is
not required to agree to jointly develop data, EPA 1s not required
to force the second firm to engage in economically inefficient
duplicative testing in order to maintain its registration.
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Data Requirement

Composition

1

Does EPA Have Data
To Satisfy This
Requirement? (Yes,
No or Partially)

Must Additional
Data Be Submitted

Under FIFRA Section
3(c)(2)(B)?2

Bibliographic
Citation

§158.120 Product Chemistry

Product Identity:

61-1 - Identity of Ingredients
61-2 - Statement of Composition
61-3 ~ Discussion of Formation of

Ingredients

Analysis and Certification of Product

Ingredients

62-1 — Preliminary Analysis
62-2 ~ Certification of Timits

62-3 - Analytical Methods for
Enforcement of Limits

Physical and Chemical Characteristics

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

TGAI

TGAI

TGAI
TGAI

TGAI

TGAI
TGAI
TGAI
TGAI
TGAI

TGAI

Partially
Partially

Partially

Partially
Partially

Partially

Yes
Yes
No

N/A
Yes

Yes

00077423, 000774383, Yes3,4
GS0075080b
000774382, Gs0075080P  yves3,4
000774438, 00077405 Yes3, 4
00077411, Gs0075080b
GS00750800 Yes>,6
GS0075080P Yes6
00077435, 000774422 Yes1V
GS0075079P, GS0075080P )
00077423, 00077411 Yes6
00077423, 00077411 Yes6

- Yes

- No”
00077423, 00077411 Yes®©
00077423, 00077411 Yes6

a. Data submitted by Makhteshim Beer-Sheva Chem. Works, Ltd. These data may be compensable.

b. Data submitted by Ciba-Getgy.

These data may be compensable.
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data
To Satisfy This

Must Additional
Data Be Submitted

Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition No or Partially) Citation 3(c)(2)(B)?2
§158.120 Product Chemistry
(continued)
63— 8 — Solubility TGAI OR PAI Yes 00077423, 00077411 Yes®
GS0075080P
63— 9 - Vapor Pressure PAT Yes 00077423, 00077411 Yes®
63-10 - Dissociation constant PAT No - Yes
63-11 - Octanol /water partition PAT No - Yes
coefficient
63-12 - pH TGAI N/A - No8
63-13 — Stability TGAI Partially 00077423, 00077411 Yes® ~
[
Other Requirements:
64— 1 ~ Submittal of samples TGAT No - No9



TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
1 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composi tion No or Partially) Citation 3(c)(2)(B)?2

§158.120 Product Chemistry
(continued)

1. Composition: TGAI = Technical grade of the active ingredient; PAI = Pure active ingredient; Choice = Choice of
several test substances determined on a case-by-case basis.

2. Data must be submitted no later than three months .

3. Updated information must be supplied on identity and quantity of impurities and inerts. A comparison of the con-
fidential statements of ingredients show that there is a good possibility for the presence of DDI and/or related
compounds (DDE) as impurities in the technical material. Quantification must be made with a sensitivity
below 0.1% of the technical material.

" 4, Data submitted by Ciba-Geigy and Makhteshim. All others must submit these data.

5. Analysis of at least five production batches is required.

6. Data submitted by Ciba-Geigy. All others must submit these data.

7. Since the material is liquid, no data are required.

8. Since chlorobenzilate is insoluable in water, no pH data are required.

9. The Agency will request samples when the need arises.

10. No validation data for any of the methods were submitted. These data are required. If the DDI-like impurities
were detected by T.L.C., a description of the method should be submitted as well as adequate validation data.
(Preferrably we require data by HPLC or Mass Spec.)

~
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TABLE

A

GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data
To Satisfy This

Must Additional
Data Be Submitted

1 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirements Composition No, or Partially) Citation 3(c)(2)(B)?2
§158.125 Residue Chemistry
171-4 - Nature of Residue (Metabolism)
- Plants PAIRA Partially 00077457 Yes3
- Livestock PAIRA and plant Partially 00077400 Yes4
metabolites
171-4 - Residue Analytical Method
- Plant residues TGAI and metabolites Yes 00078289, 00077407 NoS
- Animal residues TGAI and metabolites Yes GS0075035, 00077402 No>
171-4 ~ Storage Stability Data PAI Yes 00077423, 00077411 No )
171-4 - Magnitude of the Residue-
Residue Studies for Each
Food Use
Citrus Fruits TEP Partially 00077457, 00077448 Yes®,9

00077416, 00077470

00077445



TABLE A ,
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
: 1 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement ___ Composition No or Partially) Citation 3(c)(2)(B)?2
§158.125 Residue Chemistry
171-4 - Magnitude of the Residues-
Residues Studies for Each
Food Use (con't)
Meat /milk/poultry/eggs TGAI or plant Partially 00078288, 00077434 No’
metabolites 00077384
Processed Commodities
Citrus Molasses TGAI ' No - Yes8
Citrus pulp, dried . TGAI No - Yes8
Citrus oil ~ TGAI No - Yes8

Composition: TGAI = Technical grade of the active ingredient; PAIRA = Pure active ingredient, radiolabelled; TEP =

Typical end-use product; EP = End-use product.

Data must be submitted no later than 36 months .

Metabolism data are requ1red which determine the extent of metabolism, degradation and/or breakdown of chloro-
benzilate in citrus.

A 14C radioactive metabolism study in a large ruminant is required.

If additional metabolism data show concern for the presence of possible metabolites, then alternate methodology
may be required.

Data should be submitted which reflects resulting residue levels in or on the whole fruit (oranges, lemons, grape-
fruit) from the maximum recommended label rates including aerial applications and repeat (3 or more) applications.
Large animal and poultry radiolabelled metabolism studies are needed. Depending on the results of these studies
and the results of the processing study, additional feeding studies and/or a tolerance for meat, milk, poultry and
and eggs may be required.

If residues are found to concentrate in processed commodities, a food and/or feed additive tolerance will be
required and additional ruminant feeding studies may be required.

A citrus fractionation study is needed. This study must be submitted by February of 1984.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data Must Additional
: To Satisfy This Data Be Submitted
1 Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition Pattern No or Partially) Citation 3(c)(2)(B)?3
§158.130 Envirommental Fate | .
DEGRADATION STUDIES-LAB:
161-1 - Hydrolysis TGAI or PAIRA A No - Yes
Ph’ot:odegradat ion
161-2 — In water TGAI or PAIRA A No - Yes
161-3 — On soil TGAI or PAIRA A . No ' - Yes
161-4 - In Air TGAI or PAIRA A No , - Yes
METABOLISM STUDIES-LAB:
162-1 — Aerobic Soil TGAI or PAIRA A Partially 00049143b, GS0075041 Yes4
162-2 - Anaerobic Soil TGAI or PAIRA A N/A ' - Nod>
162-3 — Anaerobic Aquatic TGAI or PAIRA A : N/A - No©
162-4 - Aerobic Aquatic TGAI or PAIRA A N/A - , No®
MOBILITY STUDIES:
163-1 - Leaching and TGAI or PAIRA A No - Yes
Adsorption/Desorption
163-2 - Volatility (Lab) ) TEP A No - Yes
© 163-3 - Volatility (Field) TEP A No - Yes

b. Data submitted by Ciba-Geigy. These data may be compensable.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data
To Satisfy This

Must Additional
Data Be Submitted

1 Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Camposition Pattern No or Partially) Citation 3(c)(2)(B)?3
§158.130 Envirommental Fate
(continued)
DISSIPATION STUDIES-FIELD:
164-1 - Soil TEP A Partially 00077368b Yes7
164-2 — Aquatic (Sediment) TEP - N/A - No8
164-3 ~ Forestry TEP - N/A - No9
164-4 - Combination and - - N/A - NolO
Tank Mixes
164-5 ~ Soil, Long-term TEP A No - Yes
ACCUMULATION STUDIES:
165-1 - Rotational Crops PAIRA A N/A - Noll
(Confined)
165-2 - Rotational Crops TEP A N/A - Noll
(Field)
165-3 - Irrigated Crops TEP A N/A - Nol2
165-4 - In Fish TGAI or PAIRA A No - Yes13
165-5 - In Aquatic Non-Target TEP A No - Reservedl4

Organisms

b. Data submitted by Ciba-Geigy. These data may be compensable.

27



TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
1 Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition Pattern No or Partially) Citation 3(c)(2)(B)?3

158.130 Envirommental Fate
(Continued)

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

. The use pattern is 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 Outdoors;
I= Indoor.

. Data must be submitted no later than 36 months .

. Data are required identifying the degradation products and their rates of degradation.

. This study is not required for this use pattern in the guidelines.

. Data required only for aquatic uses.
Data are required on one, preferably two domestic soils where the pesticide is to be used

. There are no registered aquatic impact uses.

. There are no registered forestry uses. .

. This guidance document deals only with single active ingredients.

. Citrus is not considered a rotational crop. '

. Not required if citrus is treated conventionally with the pesticide. This study is required if the pesticide is
intentionally added to the irrigation water.
Fish accumulation studies are not required if the registrant can show that the active ingredient or its principal
degradation product(s) will not reach water, persist in water or accumulate in tissues of animals.
These data are required only if data from §165-4 shows potential for residues of chlorobenzilate to accumulate.
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TABLE A

GENERIC DATA REQUIREMENTS FOR CHLOROBENZ ILATE

Does EPA Have Data
To Satisfy This

Must Additional
Data Be Submitted

1 Use 2 Requirement? (Yes, Bibliographic Under F1FRA Section
Data Requirement Conposition Patterns No or Partially) Citation 3(c)(2)(B)?3
§158.135 Toxicology
ACUTE TESTING:
81-1 - Oral LDgp - Rat TGAI A Yes 00080422A No
81-2 - Dermal LDgg TGAI A Yes 00080422A No
81-3 - Inhalation LCgy - Rat TGAI A No - Yes
81-7 - Acute Delayed TGAI A No - Nod
Neurotoxicity - Hen
SUBCHRONIC TESTING:
82-1 - 90-Day Feeding -
Rodent, Non-rodent TGAI A Yes 00077463 No
82-2 - 21-Day Dermal TGAI A No - No>
82-3 - 90-Day Dermal TGAI A No - No>
82-4 - 90-Day Inhalation - TGAI A No - No®
Rat
82-5 - 90-Day Neurotoxicity- TGAI A No - No4

Hen/Mammal
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TABLE A

GENERIC DATA REQUIRFMENTS FOR CHLOROBENZILATE

Does EPA Have Data
To Satisfy This

Must Additional
Data Be Submitted

‘ 1 Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition Pattern No or Partially)? Citation 3(c)(2)(B)3
§158.135 Toxicology
(continued)
CHRONIC TESTING:
83-1 - Chronic Toxicity - TGAI A Partially 00077463 Yes?
2 species: Rodent
and Non-rodent
83-2 - Oncogenicity Study - TGAY A Yes Gs0075001 No
2 species: Rat and
Mouse preferred
83-3 — Teratogenicity - TGAI A No - Yes8
2 species
83-4 - Reproduction, TGAI A Yes Gs0075081P No
2—generation
MUTAGENICITY TESTING
84-2 - Gene Mutation TGAL A No - Yes
84~2 - Chromosomal Aberration TGAI A No - Yes
84-2 - Other Mechanisms of TGAI A No - Yes

Mutagenicity

b. Data submitted by Ciba-Geigy.

These data may be compensable.



TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
1 Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition Pattern No or Partially) Citation 3(c)(2)(B)?3
§158.135 Toxicology
{continued)
SPECIAL TESTING
85-1 ~ General Metabolism PAI or PAIRA A Yes 00075003 No
85-2 ~ Domestic Animal Safety Choice A N/A - No?d

1. Cowosition: TGAI= Technical grade of the active ingredient.

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

3. Data must be submitted no later than 36 months .

4. This study is not required because the chemical is not an organophosphate and is is not structurally related to a
substance that causes delayed neurotoxicity.

5. Not required because the acute dermal toxicity is Category III.

6. Not required. This use does not result in repeated inhalation exposure.

7. Testing requires a rodent and a non-rodent species. A rodent study is still needed.

*8., These data are required to be submitted by October of 1984.
9. Not required because there are no domestic animal uses.




TABLE A
GENERIC DATA REQUIREMENTS FOR CHLORBENZILATE

Does EPA Have Data
To Satisfy This

Must Additional
Data Be Submitted

: . 1 Use 2 "Requirement? (Yes, Bibliographic Under FIFRA Secticn
Data Requirement Composition Pattern No or Partially) Citation 3(c) (2) (B)?3
§158.145 wildlife and
Aquatic Organisms
AVIAN AND MAMMALIAN TESTING
71-1 - Avian Oral LDgg TGAI A No - Yes
71-2 - Avian Dietary ICgg TGAI A : No - Yes
71-3 - Wild Mammal Toxicity TGAI A . No - Reserved4
71-4 - Avian Reproduction TGAI A No - Yes
71-5 - Simulated and Actual TEP A No - Reserved4
Field Testing —
Mammals and Birds P
AQUATIC ORGANISM TESTING
72-1 — Freshwater Fish LCgg TGAT A No - Yes
72-2 ~ Acute LCgq Freshwater TGAI A No - Yes
Invertebrates
72-3 - Acute ICgg Estuarine TGAI A No - Yes
and Marine Organisms
72-4 - Fish Early Life TGAI A No - Yes
Stage and Aquatic
Invertebrate Life-Cycle
70-1(d) Reptile and Amphibian TGAI A No - Reserved4

ICs0



TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZIIATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
1 Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition Pattern No or Partially) Citation 3(c)(2)(B)?3
§158.145 Wildlife and
Aquatic Organisms
(continued)
72-5 - Fish - Life-Cycle TGAI A No - Yes
72-6 - Agquatic Organism TGAI, PAI OR A No - Reserved4
Accumulation Degradation
Product
72-7 - Simulated or Actual TEP A No - Reserved4

Field Testing -
Aquatic Organisms

Composition: TGAI = Technical grade of the active ingredient; PAI = pure active ingredient;

TEP = Typical end-use product;

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; H= Domestic Outdoor;

I= Indoor.

Data must be submitted no later than 36 months .

Reserved pending the outcome of the five basic studies (ecological effects), environmental fate data,
toxicology data and residue chemistry data. When these respective studies have been evaluated then a
determination will be made as to whether or not additional studies are required in order to complete a
hazard assessment of the citrus use pattern.




TABLE A

GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

1 Use 2

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

Must Additional
Data Be Submitted
Under FIFRA Section

Data Requirement Composition Pattern No or Partially) Citation 3(c)(2)(B)?3
§158.155 Nontarget Insect
NONTARGET INSECT TESTING -
POLLINATORS :
141-1 - Honey bee acute TGAI A Yes 00036935 No
contact LDgg
141-2 - Honey bee - toxicity TEP A No - No4
of residues on :
foliage
141-3 - Wild bees important in TEP A N/A - No>
alfalfa pollination -
toxicity of residues
on foliage
141-4 - Honey bee subacute A N/A - Reserved®
feeding study
141-5 - Field testing for TEP A No - No%

pollinators



TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted /.
Use 2 Requirement? (Yes, Bibliographic Under FIFRA Sectioch”
Data Requirement Compositionl Pattern No or Partially) Citation 3(c)(2)(B)?3 -
§158.155 Nontarget Insect N
(continued) '
NONTARGET INSECT TESTING -
AQUATIC INSECTS:
142-1 ~ Acute toxicity to
aquatic insects A Reserved’
142-2 - Aquatic insect
life-cycle study A Reserved’
142-3 - Simulated or actual
field testing for
aquatic insects : A Reserved’
143-1 — NONTARGET INSECT
TESTING - PREDATORS
thru AND PARASITES
143-3 A Reserved’
1. Composition: TGAI = Technical grade of the active ingredient; TEP = Typical end-use product.
2. The use pattern is 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 no later than 36 months ‘ .
4. An acute contact LDgg test shows chlorobenzilate is non-toxic to honey bees, no further testing is required.
5. Required only if pesticide is intended for foliar application to seed alfalfa.
6. Reserved pending development of test methodology.
7. Reserved pending Agency decision as to whether the data requirement should be established.
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
1 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition Pattern No or Partially) Citation 3(c)(2)(B)?3
§158.140 Reentry Protection
132-1 - Foliar Dissipation TEP A Partially Gs0075082 Yes>,6
132-1 - Soil Dissipation TEP A No - No4
133-3 - Dermal Exposure TEP A Partially GSs0075002, GS0075082 Yes>, 0 Agfﬂ
133-4 - Inhalation Exposure TEP A No G£0075082 YesS,6 ;/‘/

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

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

3. Data must be submitted no later than 36 months .

4. A field dissipation study is required. Those results should satisfy this requirement.

*5. Citrus picker, and aerial applicator exposure data are required. These data may suffice for
this requirement. These data must be submitted by February of 1984.

6. An interim 24 hour reentry interval is required pending the submission and evaluation of
reentry data. .
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TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZILATE

Does EPA Have Data
To sSatisfy This

Must Additional

Data Be Submitted

: ] Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirements Composition Pattern No or Partially) Citation 3(c)(2)(B)?
§158.150 Plant Protection

121-1 - TARGET AREA

PHYTOTOXICITY EP A No - No3

NONTARGET AREA PHYTOTOXICITY

TIER 1
122-1 - Seed Germination/ TGAI A No - No3
Seedling Emergence
122-1 - Vegetative Vigor TGAI A No - No3
122-2 - Aquatic Plant Growth TGAI A No - No3
TIER II ,///
123-1 - Seed Germination/ TGAI A No - No3 ,‘3}{///
Seedling Emergence A
p
123-1 - Vegetative Vigor TGAI A No - No3 .’
123-2 - Aquatic Plant Growth TGAI A No No3
TIER IIX i
124-1 - Terrestrial Field TEP A No - No3
124-2 - Aquatic Field TEP A No - No3



TABLE A
GENERIC DATA REQUIREMENTS FOR CHLOROBENZ ILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
1 Use 2 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirements Composition Pattern No or Partially) Citation 3(c)(2)(B)?

§158.150 Plant Protection

(Continued)

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

EP= End-use product.

The use pattern is 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 Cutdoor;

I= Indoor.

These requirements are generally waived unless it is believed there is a phytotoxicity problemn.
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ITI. REQUIREMENT FOR SUBMISSION OF PRODUCT-SPECIFIC DATA

Note: This chapter applies only to manufacturing-use products,
not 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 1IV) to
£ill "gaps" identified by EPA concerning your product. Under the
authority of FIFRA Section 3(c)(2)(B), EPA has determined that
you must submit these data to EPA in order to register or reregister
your product(s). All of these data must be submitted not later
than six months after you receive this guidance document.

"Product~-Specific Data Requirements for Manufacturing-Use
Products" appearing in Table B permit you to determine which
product-specific data you must submit. This can be done by
examining the entries in the column of those tables entitled
"Must Data Be Submitted Under §3(c)(2)(B)."
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PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHLOROBENZILATE

Does EPA Have Data Must Additional
To Satisfy This Data Be Submitted
1 Requirement? (Yes, Bibliographic Under FIFRA Section

Data Requirement Composition No or Partially) Citation 3(c)(2)(B)?2
§158.120 Product Chemistry

Product Identity

61-1 - Identity of Ingredients MP Partially 00077423, 000774382 Yes3,4

' GS0075080b
61-2 - Statement of Composition MP Partially 000774383, GS0075080P  ves3,4
61-3 - Discussion of Formation MP Partially 000774432, 00077405 Yes3, 4
of Ingredients 00077411, Gs0075080P

Analysis and Certification

of Product Ingredients:

62-1 - Preliminary Analysis MP Partially GS0075080b Yes5, 6

62-2 — Certification of Limits MP Partially GS0075080b Yesb

62-3 - Analytical Methods for MP Partially 00077435, 000774424 Yes?

Enforcement of Limits ' GS0075079b, GS00750800

Physical and Chemical

Characteristics

63-2 - Color MP Yes 00077423, 00077411 Yesb

63-3 ~ Physical State MP Yes 00077423, 00077411 Yes6

63—-4 — Odor MP No : - Yes

63-7 - Density, bulk density, or MP Yes 00077423, 00077411 Yes®

specific gravity

a. Data submitted by Makhtishem Beer-Sheva Chem. Works, Ltd. These data may be compensable.
b. Data submitted by Ciba-Geigy. These data may be compensable.
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TABLE B

PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHLOROBENZILATE

Does EPA Have Data
To Satisfy This

Must Additional
Data Be Submitted

1 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition No or Partially) Citation 3(c)(2)(B)?2
§158.120 Product Chemistry
(cont inued)
63-12 - pH MP N/A - No’
63-14 - Oxidizing or reducing MP No - Yes
action

63-15 ~ Flammability MP No - Yes

63-16 — Explodability MP No - Yes

63-17 - Storage Stability MP No - Yes

63-18 - Viscosity MP No ~ Yes

63—-19 - Miscibility MP "No - Yes

Other Requirements

64— 1 - Submittal of Samples MP No - No8

1. Coamposition: MP = Manufacturing-use product; Choice = Choice of Several test substances determined on a case-by-
case basis. '

2. Data must be submitted no later than three months

3. Updated information must be supplied on identity and quantity of impurities and inerts. A comparison of the con-
fidential statements of ingredients show that there is a good possibility for the presence of DDI' and/or related

compounds (DDE) as impurities in the technical material.

below 0.1% of the technical material.
4. Data submitted by Ciba-Geigy and Makhteshim.
5. Analysis of at least five production batches is required

6. Data submitted by Ciba-Geigy.

All others must submit these data.

7. Since chlorobenzilate is insoluable in water, no pH data are required.
8. The Agency will request samples when the need arises.

9. No validation data for any of the methods were submitted.

Quantification must be made with a sensitivity

All others must submit these data

These data are required. If the DDI-like impurities

were detected by T.L.C., a description of the method should be submitted as well as adequate validation data.
(Preferrably we require data by HPLC or Mass Spec.)
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TABLE B

PRODUCT SPECIFIC DATA REQUIREMENTS FOR MANUFACTURING-USE PRODUCTS CONTAINING CHLOROBENZILATE

Does EPA Have Data
To-Satisfy This

Must Additional
Data Be Submitted

. 1 Requirement? (Yes, Bibliographic Under FIFRA Section
Data Requirement Composition No or Partially) Citation 3(c)(2)(B)?2
§158.135 Toxicology
ACUTE TESTING
81-1 - Oral LDgg — Rat _MP Yes 00080422A No
81-2 - Dermal LDsgq MP Yes 000804223 No
81-3 - Inhalation ICgp - Rat MP No - Yes
81-4 - Primary Eye MP No - Yes
Irritation - Rabbit
81-5 - Primary Dermal MP No - Yes
Irritation ‘
81-6 — Dermal Sensitization MP No - Yes

1. Composition: MP = Manufacturing-use product.
2. Data must be submitted no later than 36 months




IV. SUBMISSION OF REVISED LABELING AND PACKAGING INFORMATION

Note: This chapter applies only to man&facturing—use products,
not end-use products.

The Agency requires applicants for registration or reregistra-
tion to ensure that each label (1) contains accurate, complete,
and sufficient instructions and precautions, reflecting the
results of data concerning the product and its ingredients, and
(2) incorporates labeling format and terminology which are suffi-
ciently standardized to avoid user confusion.

As part of your application, you will be required to submit
draft labeling consistent with: applicable product-specific
data; the precautionary statements and use directions; and the -
regulations concerning classification [40 CFR §162.11(c)], pack-
aging [40 CFR §162.16], and labeling [40 CFR §162.10, Appendix
V-1 an V-2], as indicated by the following paragraphs of this
chapter of the guidance document.

You must submit the revised labeling set forth in this guidance
package within 90 days of receipt of this guidance package.

A. Label Contents

40 CFR §162.10 (Appendix V-1) requires that certain spe-
cific labeling statements must appear at certain locations
on the label. This is referred to as format labeling.
Specific label items listed below are keyed to Tables D, E,
and (Appendix V-2).

Item 1. PRODUCT NAME - The name, brand, or trademark is
required to be located on the front panel, preferably centered
in the upper part of the panel. The name of a product will
not be accepted if it is false or misleading. See Appendix
V-2. [40 CFR §162.10(b)]

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.
See Appendix V-2. [40 CFR §162.10(c)] :

Item 3. NET CONTENTS - A net content statement is required
on all labels. The preferred location is the bottom of the
front panel immediately above the company name and address,
or at the end of the label text. The net contents must be
stated in terms of weight, expressed as avoirdupois pounds
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and ounces, and stated in terms of the largest suitable unit,
i.e., "1 pound 10 ounces" rather than "26 ounces." 1In
addition to the required units specified, net contents may be
expressed in metric units. See Appendix V-2. [40 CFR
§162.10(d)]

Item 4. EPA REGISTRATION NUMBER - The registration
number assigned to the pesticide product must appear on the
label, preceded by the phrase "EPA Registration No.," or "EPA
Reg. No." The registration number must be set in type of a
size and style similar to other print on that part of the
label on which it appears and must run parallel to it. The
registration number and the required identifying phrase must
not appear in such a manner as to suggest or imply recommendation
or endorsement of the product by the Agency. See Appendix V-2.
[40 CFR §162.10(e)]

Item 5. EPA ESTABLISHMENT NUMBER - The EPA establishment
number, preceded by the phrase "EPA Est." is the final estab-
lishment at which the product was produced, and may appear
in any suitable location on the label or immediate container.
It must also appear on the wrapper or outside container of
the package if the EPA establishment registration number on
the immediate container cannot be clearly read through such
wrapper or container. See Appendix V-2. [40 CFR §162.10(f)]

Item 6. INGREDIENT STATEMENT - An ingredient statement
is required on the front panel and must contain the name and
percentage by weight of each active ingredient and the total
percentage by weight of all inert ingredients. The preferred
location is immediately below the product name. The ingredient
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 V-2. [40 CFR 162.10(g)]

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

Item 7. FRONT LABEL PRECAUTIONARY STATEMENTS - All labels
are required to have precautionary statements grouped together
on the front panel, preferably within a block outline. The
table below shows the minimum type size requirements on
various size labels, as set forth in the Regulations.



Size of Label | Signal Word as Re- "Keep Out of Reach

on Front Panel quired Minimum Type of Children"
in Square Inches Size All Capitals as Required
5 and under 6 point 6 point
above 5 to 10 10 point 6 point
above 10 to 15 12 point 8 point
above 15 to 30 14 point 10 point
over 30 18 point 12 point

Item 7A. CHILD HAZARD WARNING STATEMENT - All labels are
required to have the statement "Keep Out of Reach of Children"
located on the front panel above the signal word éxcept where
contact with children during distribution or use is unllkely.
See Appendix V-2. (40 CFR §162.10(h)(1)(ii)]

Item 7B. SIGNAL WORD - The signal word (Caution, Warning,
or Danger) is required on the front panel immediately below
the child hazard warning statement. See Appendix V-2.

(40 CFR §162.10 (h)(1)(1i)]

Item 7C. SKULL & CROSSBONES AND WORD "POISON" - On products
assigned a toxicity Category I on the basis of oral, inhala-
tion, or dermal 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 V-2. [40 CFR
§162.10(h)(1)(1i)]

Item 7D. STATEMENT OF PRACTICAL TREATMENT - A statement
of practical treatment (first aid or other) shall appear on
the label of pesticide products in toxicity Categories I,
II, and I11. See Appendix V-2. [40 CFR §162.10(h)(1)(iii)]

Item 7E. REFERRAL STATEMENT - The statement "See Side
(or Back) Panel for Additional Precautionary Statements" is
required on the front panel for all products, unless all
required precautionary statements appear on the front panel.
See Appendix V-2. [40 CFR §162.10(h)(1)(iii)]

Item 8. SIDE/BACK PANEL PRECAUTIONARY LABELING - The
precautionary statements as listed below must appear together
on the label under the heading "PRECAUTIONARY STATEMENTS."
The preferred location is at the top of the side or back
panel preceding the directions for use, and it is preferred
that these statements be surrounded by a block outline. Each
of the three hazard warning statements must be headed by the
appropriate hazard title. See Appendix V-2. [40 CFR §162.10
(h)(2)]



Item 8A. HAZARD TO HUMANS AND DOMESTIC ANIMALS - Where a
hazard exists to humans or domestic animals, precautionary
statements are required indicating the particular hazard, the
route(s) of exposure and the precautions taken to avoid
accident, injury or damage. See Appendix V-2. [40 CFR §162.10
(h)y(2)(i)]

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

Item 8C. PHYSICAL OR CHEMICAL HAZARD

1. Flammability statement. Precautionary statements
relating to flammability of a product are required
to appear on the label if it meets the criteria in
Appendix V-3. The requirement is based on the results
of the flashpoint determinations and flame extension
tests required to be submitted for all products.
These statements are to be located in the side/back
panel precautionary statements section, preceded by
the heading "Physical/Chemical Hazards." Note that
no signal word is used in conjunction with the flam-
mability statements.

2, Criteria for declaration of non-flammability. The
following criteria will be used to determine if 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
is placed against the open cylinder valve.

b. A "non-flammable liquid" is one having a flash-
point greater than 350°F (177°C) as determined
‘by the method specified in 40 CFR §163.61-8(c)(13)
(ii) of Subpart D.

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

i. The flame extension is zero inches, using the
method specified in 40 CFR §163.61-8(c)(13)(ii);

ii, There is no flash back; and
iii. The flashpoint of the non-volatile liquid
component is greater than 350°F (177°C),

determined by the method specified in 40 CFR
§163.61-8(c)(13)(1).
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3. Declaration of non-flammability. Products which meet
the criteria for non-flammability specified above may
bear the notation "non-flammable" or "nonflammable
(gas, liquid, etc.)" on the label.

It may appear as a substatement to the ingredients
statement, or on a back or side panel, but shall not
be highlighted or emphasized (as with an inordinately
large type size) in any way that may detract from
precaution.

4. Other physical/chemical hazard statements. When
chemistry data submitted in accordance with 40 CFR
§163.61-10(c) demonstrate hazards of a physical or
chemical nature other than flammability, appropriate
statements of hazard will be prescribed. Such
statements may address hazards of explosivity,
oxidizing or reducing capability, or mixing with
other substances to produce toxic fumes. '

Item 9. MISUSE STATEMENT - The following statement is
required on your label: "It is a violation of Federal law to
use this product in a manner inconsistent with its labeling.”
See Appendix V-2. [40 CFR §162.10(1)(2)(ii)}

Item 10A. 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. Make certain that the statement you use
pertains specifically to your product. These instructions
must be grouped and appear under the heading "Storage and
Disposal" in the directions for use. This heading must be
set in the same type sizes as required for the child hazard
warning. Refer to Appendix V-4 for the latest specific
storage and disposal product label statements.

Item 10B. DIRECTIONS FOR USE - Directions for use must
be stated in terms which can be easily read and understood by
the average person likely to use or to supervise the use of
the pesticide. When followed, directions must be adequate to
protect the public from fraud and from personal injury and to
prevent unreasonable adverse effects on the environment. See
Appendix V-2. {40 CFR §162.10] :

B. Collateral Information

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

All applications prepared in response to this Notice should
be addressed as follows:

Jay S. Ellenberger

Phone No. (703)-557-2386
Registration Division (TS-767)
Office of Pesticide Programs
Environmental Protection Agency
Washington, D.C. 20460

For each product for which continued registration is desired:
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 and revised labeling. Refer to Appendix
II with appropriate attachments.

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

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

b. Prodﬁct Specific Data Report, EPA Form 8580-4 (Appendix
I11I). :

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

3. Within the time set forth in Table A, all generic data
must be submitted by the affected registrant(s).

Note: If for any reason any required test is delayed or aborted
so that meeting the agreed submission time will be delayed,
notify the Product Manager listed above.

You will be informed at a later date when you must submit your
Application for Amended Pesticide Registration (EPA Form 8570-1).
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Appendix II-1

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION GUIDANCE DOCUMENT BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registration Under this Guidance Document

00017801 Kotin, P.; Falk, H.; Pallotta, A.J.; et al. (1968) Evaluation
of Carcinogenic, Teratogenic, & Mutagenic Activities of
Selected Pesticides and Industrial Chemicals: Vol. 1.
Bethesda, Md.: Bionetics Research Laboratories. (Report No.
NCI-DCCP-CG-1973-1-1; incomplete study; also In unpublished
submission received Mar 17, 1976 under 38329-2; submitted by
Consolidated Chemical, Co., Denver, Colo.; CDL:225259-N)

00036935 Atkins, E.L.; Greywood, E.A.; Macdonald, R.L. (1975) Toxicity of
Pesticides and Other Agricultural Chemicals to Honey Bees: Labo-
ratory Studies. By University of California, Dept. of Entamolo-
gy. ?: UC, Cooperative Extension. (Leaflet 2287; published
study.)

00049143 Rothwell, D.F.; Wheeler, W.; Hubbell, D.H. (1970) Persistence and
Microbiological Effects of Acarol and Chlorobenzilate in Two
Florida Soils. (Unpublished study received Nov 10, 1980 under
100-614; prepared by Univ. of Florida, Depts. of Soil Science
and Food Science, submitted by Ciba-Geigy Corp., Greensboro,
N.C.; CDL:099692-1)

00075003 R. Schattner Company (1966) Tests with Ristex to Control Various
Organisms. (Compilation; unpublished study received May 28,
1964?; Jun 9, 1966 uncder 8383-1; CDL:050703-B)

00075918 Horn, H.J. (1954) Final Report: Chronic Feeding Studies-—-Rats.
(Unpublished study received Jul 5, 1955 under PP0013; prepared
by Hazleton Laboratories, submitted by Geigy Chemical Corp.,
New York, N.Y.; CDL:090089-C)

00077368 Guth, J.A.; Senn, U.; Imhof, R. (1975) Chlorobenzilate (G-23992):
Dissipation of Residues of Chlorobenzilate and Two of Its Metab-
olites in a Silty Loam Soil after Application of AKAR 50 EC:

No. RVA 323/75. (Unpublished study received Oct 28, 1976 under
100-458; prepared by Ciba-Geigy, Ltd., Switzerland, submitted by
Ciba-Geigy Corp., Greensboro, N.C.; CDL:226572-C) -

00077384 Geigy Chemical Company (1966) Chlorobenzilate Residues in Sheep
and Cattle Tissues. (Unpublished study received on unknown
date under 9F0779; CDL:097544-J) ’

00077400 Geigy Chemical Company (1964) Chlorobenzilate, Technical--Metabolic
Distribution and Excretion of Chloropropylate and Chlorobenzi-
late in Dogs. (Unpublished study received on unknown date under
9F0779; CDL:097544-2)

00077402 Harris, H.J. (1955) Colorimetric determination of ethyl 4,4'-
dichlorobenzilate (chlorohbenzilate) as a spray residue, Journal
of Agricultural and Food Chemistry 3(11):939-241. (Also In un-
published submission received Dec 27, 1967 under 8F0685; CDL:
092990-D)
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00077407

00077411

00077413

00077416

00077423

00077434

00077435

00077438

00077442

OFFICE OF PESTICIDE PROGRAMS
REGISTRATION GUIDANCE DOCUMENT BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registration Under this Guidance Document

Geigy Chemical Company (19??) Name, Chemical Identity and Composi-
tion of Chlorobenzilate. (Unpublished study received Feb 4,
1966 under 9H0007; CDL:221563-A)

Geigy Chemical Corporation (19??) The Determination of Chlorobenzi-
late and Chlorocpropylate in Plant Materials. Ardsley, N.Y.:
Geigy. (Analytical bulletin no. 9; also In unpublished submis-
sion received Feb 4, 1966 under 9H0007; CDL:221563-C)

Geigy Chemical Corporation (19??) Chlorobenzilate--Chloropropylate
Petition: Section A: Name, Chemical Identity and Composition
of Chlorobenzilate and Chloropropylate. (Unpublished study
received Sep 30, 1966 under 6F0463; CDL:092752-B)

Hollingsworth, R.L.; Woodard, M.W.; Woodard, G. (1966) Chloro—~
benzilate Safety Evaluation by Dietary Feeding to Rats for 104
Weeks. Final rept. (unpublished study received Sep 30, 1966
under 6F0463; prepared by Woodard Research Corp., submitted
by Geigy Chemical Corp., New York, N.Y.; CDL:090513-A)

Wolfenbarger, D.O. (1962) Chlorobenzilate Residues--Limes: AG-A
324, (Unpublished study received Sep 30, 1966 under 6F0463;
prepared in cooperation with Univ. of Florida, Subtropical
Experiment Station, submitted by Geigy Chemical Corp., New York,
N.Y.; CDL:090513-D)

Geigy Chemical Corporation (19??) Chlorobenzilate Formulations.
Ardsley, N.Y.: Geigy. (Chlorobenzilate technical bulletin
no., 61-1; also In unpublished submission received Jun 16, 1963
under PP0379; CDL:092665~C) ‘

Mattson, A.M.; Insler, M. (1966) Chlorobenzilate Residues in
Sheep and Cattle Tissues. (Unpublished study received Nov 23,
1967 under 7F0615; submitted by Geigy Chemical Co., Ardsley,
N.Y.; CDL:090801-E)

Geigy Chemical Corporation (19??) Determination of Chlorcbenzilate
in Commercial Formulations. Ardsley, N.Y.: Geigy. (Technical
release-—analytical bulletin no. 4; also In unpublished sub-
mission received May 29, 1967 under 7F0615; CDL:092907-B)

Agan Chemical Manufacturers, Limited (19??) Benzilan: Chloroben-
zilate Acaricide, Especially for Mite Control in Citrus. (Un-
published study received Jul 10, 1972 under 11603-12; CDL:
014052-A)

Makhteshim Beer-Sheva Chemical Works Limited (1972) Manufacturing
Instructions for Technical Benzilan. (Unpublished study re-
ceived Mar 30, 1973 under 11678-13; CDL:126343-A) '
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OFFICE OF PESTICIDE PROGRAMS
REGISTRATION GUIDANCE DOCUMENT BIBLIOGRAPHY
Citations Considered to be Part of the Data Base Supporting
Registration Under this Guidance Document

Makhteshim Beer-Sheva Chemical Works Limited (1973) Percent Compo-
sition of the Technical Chemical Including the Percent of Each
Impurity. (Unpublished study received Mar 30, 1973 under 11678-
13; CDL:126343-B)

Geigy Chemical Corporation (1956) Results of Tests on the Amount of
Residue Remaining Including Description of the Analytical Method
Used: Chlorobenzilate. (Unpublished study received on unknown
date under PP0182; CDL:092458-C)

Geigy Chemical Corporation (1955) Residue of Chlorobenzilate on
Apples, Pears, Cantaloupes, Melons and Lemons. (Campilation;
unpublished study received Apr 11, 1955 under PP0013; CDL:
090012-4)

Gunther, F.; et al., (19??) Persistence Residue Data for Chloroben-—
zilate in Peel of Field-sprayed, Washed Ilemons. (Unpublished
study received Feb 5, 1955 under PP0013; prepared by Univ. of
California--Riverside, Citrus Experiment Station, submitted by
Geigy Chemical Corp., New York, N.Y.; CDL:092297-E)

Tusing, T.W. (1965) Final Report: Two-year Dietary Feeding Study-
Purebred Beagles. (Unpublished study, including letter dated
Aug 6, 1965 from T.W. Tusing to Frank L. Lyman, received Oct 25,
1965 under 6F0463; prepared by Hazleton Laboratories, Inc., sub~
mitted by Geigy Chemical Corp., New York, N.Y.; CDL:090511-C)

Geigy Chemical Corporation (1957) Chlorobenzilate Residues from
Grapefruit, Tangerines and Oranges. (Compilation; unpublished
study received on unknown date under PP0182; CDL:090210-B)

Johnston, C.D. (1960) Examination of Milk for Residues following
Feeding of Chlorobenzilate to Dairy Cows. (Unpublished study,
including letter dated Nov 11, 1960 from C.D. Johnston to Joseph
Marrus, received Jun 16, 1963 under PP0379; prepared by Woodard
Research Corp., submitted by Geigy Chemical Co., Ardsley, N.Y.;
CDL:090409-E)

Blinn, R.C.; Gunther, F.A.; Kolbezen, M.J. (1954) Microdetermina-
tion of the acaricide ethyl p , p -dicholorobenzilate (chloro-
benzilate). Journal of Agricultural and Food Chemistry 2(21):
1080-1083. (Also In unpublished submission received Feb 5, 1955
under PP0013; submitted by Geigy Chemical Corp., New York, N.Y.;
CDL:092297-D)

Gray, E.H. (1952) Acute Oral Toxicity, Acute Dermal Irritation, Re-

peated Dermal Irritation. (Unpublished study received Oct 28,
1965 under 6G0504; prepared by Hazleton Laboratcries, submitted
by Geigy Chemical Corp., New York, N.Y.; CDL:090588-D)
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Weisburger, J. H.; Weisburger, E. K.; et al. (1978) Dietary adminis-
tration for two years (rats); for 18 months (mice). Prepared by
the National Cancer Institute NCI-CG-TR-75.

Iwata, Y., M.E. Dusch, G.E. Carman, and F.A. Gunther (1979) Worker
environment research: residues from carbaryl, chlorobenzilate,
dimethoate, and trichlorfon applied to citrus trees. J. Agric.
Food Chem. 27(6): 1141-1145,

Beckman and Bebenue (1964) Microcoulometric Gas Chromatographic
Analysis of Grapes and Cottonseed for chlorobenzilate Residues.
J. Agric. Food Chem. 12: 183, .

Miyazaki, S., G.M. Boush, and F. Matsumara (1970) Microbial de-
gradation of chlorobenzlate (ethyl-4,4'- dichlorobenzilate)
and chloropropylate (isopropyl- 4, 4'- dichlorocbenzialte).
J. Agric. Food Chem. 18(1): 87-91. '

Ciba-Geigy (1972) Nature and extent of impurities in technical
chlorobenzilate. (unpublished) Presented to the Joint
Meeting of FAO/WHO in 1972. "Chlorobenzilate Joint Meeting
on Pesticide Residues,"

Ciba-Geigy (1983) Additional Information of DDT-like Impurities
Found in Chlorobenzilate mechnical and Supporting Methodology
(unpublished).

Ciba-Geigy (1983) Reports of Investigations made with respect
to the safety of the miticide chlorobenzilate (2-generation
Reproduction Study-Rat). (unpublished study received Sep 1,
1983 under 100-533; CDL:251140,251141,251142).

Nigg, Herbert N., and James H. Stamper (1983) Exposure of Spray
Applicators and Mixer-Loaders to Chlorobenzilate. Arch.
Environ. Contam. Toxicol. 12: 477-482.
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10 sufmit <383 concerning e active ingredient ,
NAME C8 SIRM EPA COMPANY NUMEER .
]

{This firm cr groun ot firmns is reverreg o beiow as ‘my firm*’.)

2, My firme is wiiling to develop and sutmit D1 data as raguired by Mmat Natics, if nacessary. Howaver, my firm would srefer to. snter
ino in sgreement with ane or more gther regisrants o daveion jointly, or 20 dtare in mmcfdwﬁoomq.mfntlnmnqmwnmd

mscrc:u

1. My firm hes oifored in writing to entar int such a0 agresment Caciss af the offers are armcied, That offer was imevosssia ang inciudad an offer ta be
pound By an argitration dacision under FIFRA Sactoa J(e3(Z3(BIiM) i finml sgresment on ail rms couid Aot e rescned gieTwit. This atfer wes mads

1o the foilowing firm(s) an e tcilowing dareisi:
NAME CE FinM

OATE OB CFRER

=owever, nane Of THess Hrmits) scengred my orfer,

3. My firm reguests that SPA not susceng Tha regisTranonisi of my firm’s grocuctts), it any of the frms named in garagraen (3) acove
have igreed 0 submit e data listea in caragracn (2) aoove in scosroance with e Notica. | undersrand ERA wiil cromony inform
me wnather My ‘irm must womit data 10 void ‘wuscansion Jf TS registrationis) undar FiFRA Seczon Jc)(Zl(B) (’hxs Itement
daest Ot ACGHY 13 IQ0HCATS for new creducs.) | give EPA serrmissian 10 disciesa s sISTRMant Lpen reduest, .

TYPED NAME | SIGNATURE
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PROCUCT SPECIFIC DATA REFORT

Guidance Document for

Cate

Test not
required|I am camlying with
for my |data reguirements by
product Sutmit-
. listed ting
above Data (For EPA Use Cnly)
Pegistration (check (At~ Accessicn Nunbers
Guideline No. Name of Test telow) |[Citing MRID#|tached)|Assigned
§158.20
PRODUCT
CHEMISTRY
61-1 Identity ot
ingredients
61~2 Statement of
compositicn
61-3 Discussion of
formation cf
ingredients
62-1 Preliminary
amalysis
62~2 Certificacion of
limits
62-3 Analytical methods
for enforcement
limits
63~2 Colar
63-3 Phvsical 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
53-12 oH :
63-13 Stabiliity
63-14 Oxidizing/reducing
react ion
63=15 " Flamability
63-16 Explcdability
63-17 Storace stability
63-18 Viscesity
63-19 Miscibility
63-20 Corrosion
characteristics
63-21 Dielectric break-~
down voltage
§158.135
TOXICOLOGY
8l-1 Acute cral LD-50,
rat
3l-2 Acute dermal
D-50
81-3 Acute inhalaticn,
1L-50 rat
81-4 Primary eye
) irritation, rabbit
81-5 frimary cermal
irritaticn
81~6 Dermal sensitiza-

tion
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cant obtained the data from another
{irm (identify); applicant copied data
{rom a publication: applicant obtained
a copy of the data from EPA).

(d) The applicant shall submit with
his application a statement that EPA,
in its evaluation of the properties, effi-
cacy, and safety of the formulated
end-use product, may not consider any
data as supporting the application,
except the following data:

(1) The data the applicant has sub-
mitted to EPA under paragraph (b) of
this section: .

(2) COther data pertaining to  the
safety of the product’s active ingredi-
ents, rather than to the safety of the
end-use product: and

(3) Existing tolerances, food additive
regulations, exemptions, and other
clearances i{ssued under the Federal
Food, Drug, and Cosmetic Act.

(e) If the applicant knows that any
item of data he submitted under this
section was generated by (or at the ex-
pense of) another person who original-
ly submitted the data to EPA (or its
predecessor, USDA) on or after Janu-
ary 1, 1970, to support an application
for registration. experimental use
permit, or amendment adding a new

use to an existing registration, or for,

reregistration (unless the applicant
and the original data submitter have
reached written agreement on the
amount and the terms of payment of
any compensation that may be pay-
able under FIFRA section
UeX1XDHil) with regard to approval
of the application), the applicant shall
submit (o EPA a statement that he
has furnished to each such identified
original data submitter:

(1) A notification of the applicant’s
{ntent to apply for registration. includ-
ing the proposed product name:

(2) An offer to pay the person com-
pensation, with regard to the approval
of the application, to the extent re-
‘quired by FIFRA sections 3(eX1XD)
and (cx2XD):

(3) An identification of the item(s)
of data o0 which the offer applies;

(4) An offer to commence negotia-
tifons (o ascertain the amcunt and
terms of compensation to be paid: and

(5) The applicant’s name, address,
and telephone number.
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(f) If the applicant’s product con-
tains any active ingredient other than
those that are present solely because
of the incorporation into the product,
during formulation, of one or more
other registered pesticide products
purchased from another producer,
then the applicant shall also comply
with § 162.9-5 as to such active ingre-
dient, and the application shall con-
tain an acknowiedgment that for pur-
poses of FIFRA section 3(cX1XD) the
application relles on (and any_rtesuit-
ing registration should be regarded as
if it were based on the Administrator’s
consideration of) the following data:

(1) All data submitted or specifically
cited by the applicant in support of
the registration: and

(2) Each other {tem of data in the
Agency’s flles which:

(1) Concerns the properties or effects
of any such active ingredient: and

(i1) Is one of the types of data that
EPA would require to be submitted for
scientific review by EPA if the appli-
cant sought the initial registration
under FIFRA Section 3(cX5) of a
product with composition and intend.
ed uses identical to those proposed for
the appiicant’'s product., under the
data requirements in effect on the
date EPA approves the applicant's
present application.

(Secs. 3. 8, and 28 of FIFRA. as amended. 7
T.3.C. 128 et seq.)

(44 FR 27953, May 11, 1979

§162.10 Labeting requirements. .

(a) General—(1l) 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:

(i) The name, brand. or trademark
under which the product is sold as pre-
scribed in paragraph (b) of this see.
tion: :

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

(ii{) The net¢ contents as prescribed
in paragraph (d) of this section:
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(lv) The product registration
pumber as prescribed In paragraph (e)
of this scction;

(v} The producing establishment
number as prescribed In paragraph (f)
of this seclion;

(vi) An Ingredient statement as pre-
gseribed In paregraph () of this sec-
tion;

(vil) Warning or precautionary state-
menls as prescribed In paragraph (h)
ol Lhis section;

(viil) The dircctions for use as pre-
seribed In paragraph () of this section;
and

(i1x) The use classification(s) as pre-
scribed in paragraph () of this section.

(2) Frominence and legibility. i Al
words, statements, graphlc representa-
tlons. deslgns or other informatlon re-
gquired on Lthe jabeling by the Act or
the regulations In this part must be
clearly leglble Lo a person with normal
vision, and must be placed with such
consplcuousness  (as compared with
othier words, statemerits, designs, or
graphic matter on the labeling) and
expressed in such lerms as to render It
likely to be read and understood by
the ordinary ludlvidual under custom-
ary conditions of purchase and use.

(1) All required label text must:

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

(B) Appear on a clear contrasting
background; and

(C) Not he obscured or crowded.

(3) Language to be used. All required
label or Jabeling text shall appear In
the Engilsh language. However, the
Agency may require or the applicant
may propose additional text In other
Iangunges as Is constdered necessary to
protect the public. When additional
text In another language I3 necessary,

all Iabeling requirements will be ap- -

plled equally Lo both the English and
olher-language- versions of the label-
Ing. :

(4) Placement of Label—(1) General.

The Iabel shall appear on or be secure-,

ly attached to the linmediate contaln-
er of//L!\e pesticide product. For pur-
poscs: of thls Sectlon, and the mis-
brofiding provistons of the Act, “se-
_éutely attached” shail mean that a
.1abel can reasonably be expected lo
7 remain affixed during the foreseeable
conditions and pertod of use. If the Im-

mediate contsiner is enctosed within a

Tille 40—Protection of Envirenment

wrapper or outside container through
which the lxzbel cannot be clearly read.
the labe! must also be securely al-
tached to such outside wrapper or con-
tainer, If 1t Is a part of the package as
customarlly distributed or sold.

(1) Tank cars and other bulk con-
tainers—(A) Transportalion. While a
pesticlde product i1s In transit, the ap-
propriate provisions of 49 CFR Parls
170-189, concerning the transportatlion
of hazardous materials, and specifical-
ly those provisions concerning the la-
beling. marking and placarding of haz-
ardous materinls and the vehicles car-
rylng them, define the baslc Federal
requlrements. In addition, when any
registered pesticide product s trans-
ported In a tank car, tank truck or

other mobile or portable bulk contaln- .

er, a copy of the accepted Iabel must
be attached to the shipping papers,
and left with the consignee at the time
of dellvery.

(B) Storage. When pesticlde prod-
ucts are stored in bulk containers,
whether moublle or statlonary, which
remaln In the custody of the user, 8
copy of the label of labeling. including
all appropriate directions for use, shall
be securely attached to the contalner
in the hinmedlate vicinity of the dis-
charge control valve.

(6) False or misleading statements.
Pursuant to section 2(g}1XA) of the
Act, a pesticide or a device declared
subject to the Actl pursuant Lo
§ 162.15, is misbranded if its labeling Is
false or misieading in any particular
including both pesticidal and non-pes-
ticidal clahins. Examples of statements
or representations In the labeling
which constitute misbranding include:

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

() A fnlse or misleading statement
concerning the effectiveness of the
product as a pesticlde or device;

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

(iv) A false or misleading comparison
with other pesticldes or devices;

(v) Any stalement directly or indl-
rectly implying that the pesticide or
device 13 recommended or endorsed by
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any agency of the Federal Govern-

ment;

(vl) The name of a pesticlde which
contains two or more principal active
Ingredienls |f the name suggrests one
or more but nol all such principal
aclive Ingredients even Lthough the
names of the olher Ingredients are
stated elsewhere In Lthe labeling;

(vi) A true stalement used in such a
way as Lo glve a false or misleading Im-
pression to the purchaser;

(vl 1abel disclalmers which negate
or detract from labeling statements re-
quired under the Act and these regula-
tlons;

(%) Clalms as Lo the safely of the
pesticide or its Ingredlents, including
stalements such as “safe,” “‘nonpoison-
ous,” “noninjurlous,” “harmless” or
“nontoxic to humans and pets”’ with
or without such a qualifylng phrase as
“when used as directed'’; and

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

(A) "Contains all natural Ingredi-
ents”;

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

(C) “Pollullon approved”

(6) Final printed labeling. (1) Except
as provided In paragraph (a)}6)Ui) of
this seclion, final printed Inbeling
must be submitted and nccepled prior
to reglistration. However, final printed
Iabeling need not be submitted until
draft Inabel texts have been provision-
ally accepted by the Agency.

() Clearly legible reproductions or
photo reductions will be accepted for
unusual Iabels such as those sllk-
screened directly onto glass or metal
contalners or large bag or drum labels.
Such reproductions must be of micro-
fllm reproduction quality. )

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

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

() Is [alse or misleading, or

db Has not been approved by the
Administrator through reglstration or
supplemental registration as an addl-
tlonal name pursuant to § 162.6(b)(4).
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(¢c) Name and address of producer,-
reglstrant, or person for whom pro-
duced. An unqualificd name and ad-
dress given on Lthe label shall be con-
sidered as Lhe name and address of the
producer. If the reglstrant’s name ap-
pears on the label and the registrant is
not Lthe producer, or If Lhe name of the
person for whom Lhe pesticide was
produced appears on the label, It must
be qualified by appropriale wording
such as “Packed for * * *” “Distribul.-
edby* * *" or““Sold by * * *" to show
that the name is not that of the pro-
ducer.

(d) Net welght or wmeasure of con-
tents. (1) The nel welght or measure
of content shall be exclusive of wrap-
pers or other materials and shall be
Lthe average content unless expliciily
stated as a minlimum quantily.

(2) If Lthe pesticide Is a llquid, the
net conlent stalement shall be in
terms of Hquid measure at 68° F (20°C)
and shall be expressed In conventional
Amerlcan unlts of fluld ounces, pints,
quarts, and gallons. '

(3) If the pesticlde Is solld or semlso-
Hd, viscous or pressurlzed, or Is a mix-
ture of liquid and solid, the netl con-
tent statement shall be in terms of
welght  expressed as  avolrdupois
pounds and ounces.

(4) In all cases, net content shall be
staled in terms of the largest suitable
units, Le., “1 pound 10 ounces™ rather
than 26 ounces.”

(5) In addition Lo the required units
specified, net content may be ex-
pressed In metric units.

(6) Varlation above minimum con-
tent or around an average Is permissi-
ble only to the exlent that It repre-
sents deviation unavoldable In good
manufacturing practice.  Variation
below a stated minimum Is not. pennidt-
ted. In no case shall the average con-
tent of the packages in a shipment fatl
below the staled average conlent.

(e) Product registration number.
The registration number assigned to .
the pesticlde product at the lLime of
registration shall appear on the label,
preceded by the phrase "EPA Regls-
tration No.,” or the phrase “"EPA Reg.
No.” The registration number shall Le

set In type of a size and style similar to
other print on that part of the Iabel
on which 1t appears and shall run par-
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atlel to It. The reglstration number
and the required tdentifylng phrase
shall not appear In such & mnanner as
to suggest or lmply recommendation
or endorsement of the product by the
Agency.

({) Producing establishments regis-
tration number. The producing estab-
fishunent reglstration number preced-
ed by the phrase “EPA Est.”, of the
final establlshment at which Lhe prod-
uct was proditced may appenr in any
sultable location on the lnbel or Imine-
diate contalner. It must appear on the
wrapper or outstde contalner of the
packrge I the EPA establishment reg-
istration number on the tmmedlate
container cannot be clearly read

-~ through such wrapper or contalner.

(g) Ingredient statement—(1) Gener-
al. The label of each pesticide product
must berr a statement which contains
the name and percentage by welght of
each aclive Ingredient, the total per-
centage by welght of all Inert Ingredi-
ents; and Ul Lthe pesticlde conlains ar-
senlc In any form, a statement of the
percentages of Lotal and water-soluble
arsenic calculated as elemental ar-
senle. The active Ingredients must. be
deslgnated by the term “active ingredi-
ents” and the inert ingredients by the
term “Inerl Ingredients,” or the singu-
jar forms of these terms when appro-
printe. Hoth terms shall be in the
same Lypé size, be allgned Lo the same
nmrgl/n’gmd be equally prominent. The
stateipent “Inert Ingredlents, none” Is
not. Féquired for pesticides which con-
talh’ 100 percent active fngredlents.

. ‘Unless Lhe. Ingredient stalement Is a
complele analysis of the pesticlde, the
term “nnalysls” shall not be used as a
ticading for the ingredient statement.

(2) Positlon of ingredient slalement.
() The Ingredient statement is nor-
mally required on the front panel of
the libel. If there Is an oulslde con-
tainer or wrapper through which the
tngredient statement cannct be clearly
read, the ingredient statement must
also appear on such oulside contalner
or wrapper. If the stze or form of the
packnige makes it Impracticable to
place Lhe ingredlent statement on the
front panel of Lhe label, permission
may be granted for the ingredient
statement to appear elsewhere.

Title 40—Protaction of Environment

(i) The text of the Ingredient state-
ment musl run paralicl 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 lo be used in tngredient
statement. The name uscd for each In-
gredlent  shall  be the accepted
common name, I Lhere i1s one, fol-
lowc}l by Lhe chemical name. ‘The
common name may be used alone only
If it Is well known, If no common name
has been established, the chemical
name alone shall be used. In no case
will the use of a trademark or propri-
etary name be permitied unless such
name has been accepted as a8 common
name by the Administralor under the
authorily of Section 26(cK6).

(4) Statements of perccnlages. The
percentages of ingredients shall be
stated In terms of weight-to-welght.
The sum of percentages of the active
and Lhe Inert Ingredlents shall be 100.
rercentages shall not be expressed by
a range ol values such as “22-25%." If
the uses of Lhe pesticlde product are
expressed as welght of active Ingredl-
ent per unit area, a stntement of the
welght of aclive ingredlent per unit
volume of the pesticlde formulation
shall also appear In the Ingredient
statement.

(5) Accuracy of stated percenlages. -

The petcentages glven shiall be as pre-
cise as possible reflecting good nanu-
facturlng practice. If there may be un-
avoldable variation between manufac-
turing batches, the value stated for
each aclive Ingredient shall be the
lowest percentage which may be pres-
ent.

(8) Deterforation. Pesticldes which
change In chemical composillon sig-
nificantly must meet the [ollowing Ia-
beling requirements: ’

(H In cases where it Is determined
that a pesticide formulation changes
chemlcal composition slgnificantly,
the product must bear the following
statement In a prominent position on
the label Mot for sale or use after
{date]).”

(1) ‘The product must meet all label
clalms up Lo Lthe expiration time indl-
cated on Lhe label.

(7) Inert ingredients. The Adminls-
trator mry requlre the name of any
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fnert Ingredient(s) Lo be lisled In the
Ingredient statement If he determines
Lhat such Ingredienl(s) may pose a
hazard to man or the environment.

(h) Warnings and precaulionary
statements. Requilred warnings and
precautionary statements concerning
the general areas of Loxicologieal
hazard Including hazard to children,
environmental hazard, and physleal or
chemical hazard [all into two groups;
those required on the front panei of
the labeling and those which may

Hazard indicators

. (continued)
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€

appear elsewhere. Specillc require-
menls concerning contlent, placement,
type slze, and prominence are glven
below.

(1) Required front panel statements,
With the exceptlon of the child

hazard warning statement, the lext ve-
quired on the front pancl of the label
is determined by the Toxiclly Calego-
ry of Lhe pesticlde. The ealegory iIs as-
slgned on the basis of the highest
hazard shown by any of the Indlenlors
in Lhe table below:

w

Onat LD,,.............. = Up lo’:nd tnchuding 50 From 50 thu 500 mg/kg.| From 500 Bwu 5000 mg/ | Giaates than 5000 mg/
my/hg. k. ) K )
Inhatation LC......... Upml:/::\d Inctuding .2 From .2 thww 2 mg/ilter ..., Fiom 2. thyu 20 my/liter . G-nglm than 20 mq/tites
Damal LD, .........§ Up lo/:nd Inchuding 200 | From 200 theu 2000.........| From 2.000 Wy 20,000, § Graatar Ihan 20,000
mg/ig. ’
Eye effacty C v, ' Corneal opacity No corneal opacity; No krltation.
opacity nol reversible raversible within 7 kritation revorsivie
within 7 days. days; kiitation within 7 deys.
arsisting for 7 days.
Skin sffocts C e S, ; L e lon at ;Y:

howrs,

(1) Fhwmnman hazard signal word—(A)
Toxicity Calegory I. AN pesticide prod-
ucts meetling the criterla of Toxlclty
Calegory 1 shall bear on the front
panel the signal word “Danger.” In ad-
dition if the producl was assigned to
Toxlcity Category 1 on the basls of its
oral, inhalatlon or dermal toxicity (as
distinct from skin and eye local ef-
fecls) the word “Poison’ shall appear
in red on a background of distinctly
contrasting color and the skull and
crossbones shall appear In lmmedlate
proximity to the word ““polson.”

(B) ' Toxiclty Category II. All pestl-
clde products meeting the criteria of
Toxlclty Calegory 11 shall bear on the
|lronl. panel the slgnal word “Warn-
ng.”

(C) Toxicity Category I11. All pesti-
clde products meeting the criterin of
Toxlcity Category III shall bear on
't:m front panel the slgnal word **Cau-
lon.” :

(D) Toxicitly Category IV. All pesti-
cide products meetlng the criteria of
Toxlicity Calegory 1V shall bear on the
front. panel the sighal word Cautlon.”

(E) Use of stgnal words. Use of any
slgnal word(s) assoclated with a higher

~ e

Moderata kiliation at 72
howrs.

Mitd 00 slight lisllatinn atl
72 houwns )

Toxlcity Category Is not permitted
except when Lhe Agency determmlues
that such labellng Is necessary to pre-
vent unreasonable adverse eflects on
man or the environment. In no case
shall more than one human hazard -
slgnal word appear on the front pancl
of a label. )

(i) Child hazard warning. Fvery pes-
ticide product iabel shall bear on the
front panel the statemenl “keep out of
reach of chlldren.” Only in ecases
where the likellhood of conlact with
children durlng distributlon, market-
Ing. slorage or use Is demonstraled by
the applicant to be extremely remole,
or If the nature of the pesticide Is such
that It Is approved for use on Infants
or small children, may the Adminlstra-
tor waive this requirement.

(1) Statement of practical Ulreal-
menl—(A) Toxicily Category I. A
statement of practical Lreatment (first
ald or other) shall appenr on the front
panel of the label of all pesticides fall-
ing Into Toxlcity Category 1 on lhe
basis of oral, Inhalation or dermal tox-
Icity. The Agency may, however,
permit reasonable variations In the
placement of the statement of practi-



§162.10

cal treatment Is some reference such
as "Sce stntement of praclical treat-
ment on back panel” appears on the
frout panel near the word “Polson”
and the skull and crossbones.

(B) Other toxicity catcgories. The
statement of practical treatment Is not
reqiuired on the front pancl except as
described in paragraph (W (1)1I)(A) of
this section. The appllcant may, how-
ever, lnclude such a front panel state-
ment at bhis option. Statements of
practical treatment are, however, re-
quired clsewhere on the Iabel in
accord with paragraph (h)(2) of this
scclion if they 'do nol appear on the
front panel. |

(lv) Placement and prominence. All
the require fronl panel warning state-
ments shall be grouped logcther on
the label, and shall appear with suffl-
clent:“prominence relative to other
frofit panel text and graphic materlal
~f0” make them unilkely to be over-
. “looked under customary conditions of
purchase and use. The [oliowlng Lable
shows ihe minlmum type slze require-
ments for the fronl panel warning
statements on various slzes of labels:

Title 40—Protaction of Environment

Points
Size of tabol fiont panet in squwe | Noquived “x out
tachas signal | /oy of
word. 8 | “enadvon
capltals
[ [
Above 5 lo 10 10 ]
Above 10 fo 15 12 ]
Above 1510 30 ... 14 10
Over’30 18 12
Y

(2) Other required wamings and pre-
caulionary stalements. The warnings
and precautlonary statcments as re-
quired below shall appear together on
the label under the general heading
“Precautionary Stlatements” and
under appropriate subheadlngs of
“Hazard to Humans and Domestic Anl-
mals,” “Environmental Hazard” and
“Physlcal or Chemical Hazard.”

() Hazard to humans and domestic
animals. (A) Where a hazard exlsts Lo
humans or domestic animals, precau-
tlonary statements are required indl-
cating the particular hazard, Lhe
route(s) of exposure and the precau-
tlons to be laken to avold accident,
injury or damage. The precautionary
paragraph shall be immedlately pre-
ceded by the appropriate hazard slgnal
word. i

(B) The following Lable deplicts typl-
cal precautionary statemenls. These
statements iust be modifled or ex-
panded to reflect spectfic hazards.

Toxicity

Precautionary atatermenta by toxk:ity catogory

| category Orat, Inhatstion, or dermel toxichy

Skin snd eye locel effacte

quked.).
May be fotat ¥

(it ald stat

Fatal (poisonous) f swaitowed {inhated or absorbed
thvough shin). Do not biaathe vapor [dust or spray
inist). Do nol gat in eyae, on skin, or on clothing
(Front panel eiatomnonl of practical haatment re-

sweliowed (kthaled or shsorbed
Buough the shin). Do not breathe vapore [dust or
spray miall. Do nol got in eyes, on skin, or on

wod. )

Corroshva, causos eye end shin damage (or ohkin
kliation}. Do not get I eyes, on skin, or on
clothing. Waar gogglos or lace shisld and rubber
gloves when handiing. Hannhi or ate) i swallowed.
(Appropriats first aid statement required.)

Causos aye (and skin} kiftation. Do not gt in oyes,
on skin. or on clolhing. Harmiul ¥ swallowed. [(Ap-

inte fiel ald utal nked.)

Propr

clothing (Approp:!

priste fhint akd stelemant 1aquked.).

il

Harmiul it swaltowzd {inhalod or sbaorbed Uwough the
skin}. Avold breathing vapors {dusl or spray mist}. |-
Avold contact wiih skin {eyns or clothing). {Appro-

Avold coutact with skin, eyes or clothing. In case of
conlact mmeodiately fluch ayos or skin with plonty of
water. Gat madical attantion W britation porsista.

v slal roquind. )

v ..} (No pr y statamenta required.)

(No pr

(i) Environmental hazards. Where a
hazard exisis to non target organisms
excluding humans and domestic ani-
malis, precautionary statements are re-
quired siating the nature of the
hazard and the avpropriate precau-
tlons  {o avold potentini accldent,

Injury or damage. Examples of the
hazard stalecments and Lhe circum-
stances under which Lhicy are required
follow:

(A) If a peslicide Intended for out-
door use contalns an active ingredlent
with a mammalian acute orat LD,, of

Chapter I—Environmental Protection Agency

100 or less, the statement “This Pestl-
clde Is Toxlc Lo Wildiife' Is required.
(B) If a pesticide Intended for out-
door use contalns an active Ingredient
with a fish acute LC,. of 1 ppm or less,

- the statement ““This Pesticide Is Toxlc

to Fish” is requlired.

(C) I a pesticide Intended for out-
door use contalns an actlve ingredient
with an avian acute oral LD.. of 100
mg/kg or less, or a subacule dietary
LC,. of 500 ppm or less, the statement
“This Pesticlde Is Toxic Lo Wildlife" Is
required. '

(D) If elther accldent history or field
studles demonstrate that use of the
pesticide may result In fatality to
birds, flsh or mammals, the slatement

Flash poing
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“This pesticide Is extremely toxle to
wildlife (fish)” Is required.

(E) For uses Involving follar applica-
ton to agrlcultural crops, forests, or
shade trees, or for mosquilo abate-
ment treatments, pesticides lLoxie to
polllnating insects must bear appropri-
ale label cautlons.

(F) For all outdoor uses other than
aquatic applications the tabhel must.
bear the caution “Keep oul of lakes,
ponds or streams. Do not conlaminate
water by cleaning of equlpment or dis-
posal of wastes.”

() Physical or chemical hazards.
Warning slatements on the flammnahil-
Iy or exploslve characterlstics of the
pesticlde are required as follows: T

Requdved taxt

(A} PRESSUMIZED CoNTAINERS

Flash polnt at or below 20° F; ¥ thore 1s a finshbachk et
eny valve opeaning

Flash point above 20° F end nol over BO* F or iF the
flema oxtansion s more than 16 In long at a distance
of 8 In fzom the Rame. )

Al othar proaswhred 8. : L] G

Extremety i . C
fre, aparks, and hoatsd surfaces. Do nal pimctine or nchvarata
conlainer. Exposiwe lo tomparatines shova 130° may caien
bursting.

Flammable. Contents under presswwa. Keop away hom  haat,

sparks, and opan flame. Do not pmchse of inclimrate contalnar

El:pos«lc to temperstines sbove 130" § may cause binsting

wnwdar ¢ 2. Keep away hom

undar
Mame. Do not punctwe or Incineiate
lamperatires ahave 130° F may cauve tansting

P . Do not use or store noar hoat or apon
contslnar. Exposwa 1o

(B) NONPRESSURIZED CONTANERS

At or balow 20° F Ext

y . Koop sway hiomn e, sparke, and hanted

Above 20" F and not over 80° F F

Above 80° F and 0ot over 150° F .

. Keep away from heat end opan flamea,

Do not use or alore near heet or open fame.

) Directions for Use—(1) General
requirements—(}) Adequacy and clar-
ity of directions. Directions for use
must be stated In terms which can be
enslly read and understood by the
average person Ukely to use or to su-
pervise the use of the pesticlide. When
followed, directions must be adequate
Lo protect the public (rom fraud and
from personal Injury and to prevent
unreasonable adverse effects on the
environment,

Ub Placement of directions for use.
Directions may appear on any portion
of the Inbel provided that they are
consplcuous enough to be easily read
by the uscr of the pesticide product.
Dlnecl.lnn;x for use may appear on
printed or graphic matter which ac-
companies the pesticlde provided that:

(A) If required by the Agency, such
printed or graphic matter Is securely
attached to each package of the pesti-
clde, or pinced within the outside
wrapper or bag;

(B) The label bears a reference to
the directions for use in accompanying
leaflets or circulars, such as “Sce dt-
rectlons In the enclosed clrewlar" and

(C) The Administrator determines
that it 1s not neccessary for such direc.
tlons to Appear on the label.

(i) Exceptions to requirement for
direction for use—(A) Detalled dirce-
tlons for use may be omitted from la-
bellng of pesticides which are Intended
for use only by manufaclurers of prod-
ucts other than pesticide products In
thelr regular manufacturing processes,
provided that:
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(1) The Iabel clearly shows that the
product Is Intended for use only in
manufacturing processes and speclfies
the type(s) of products involved.

(2) Adequate informatlon such as
technical dala sheets or bulletins, Is
avalldble to the trade specilylng the
type;“of product involved and its
m/";/x'p(:r use ln manufacturlng process-

i o
. /¢ (3) The product will not come Into

the hands of the general public except

after Incorporation Into finished prod-
© uets; and

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

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

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

(2) The Adminlstrator determines
that such directlons are not necessary
to prevent unreasonablc adverse ef-
fects on man or the environment; and

(1) The product is also a drug and
regulated under the provislons of the
Federal Food, Drug and Cosmellc Act.

(C) Detnlled directions for use may
be omiltted from the labellng of pestl-
clde products which are intended for
us¢ only by formulators In preparing
pesticldes for sale to the public, pro-
vided Lhat:

(1) There Is Information readlly
avallable to the formulutors on the
composition, toxicily, methods of use,
applicable restrictlons or Minitations,
ani effcctlveness of .the product for
pesticide purposes;

(2) 'I'he Inbel clearly states that Lthe

product Is intended for use only In-

manufacturing, formulating, mixing,
or repacking for use as a pesticlde and
specifies Lthe type(s) of pesticlde prod-
ucts Involved;

(1) 'The producl as {inally manufac-
tured, formuiated, mixed, or repack-
aged {5 registered; and

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

Title 40—Proteciion of Environment

(2) Conlenls of Directions 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}-
slely under the heading “Directions
for Use.”

(i) Immediately below the slate-
ment of use classification, the stale-
ment “It is a violation of Federal law
to use this product in a manner Incon-
sistent wilh Its labeling.”

(1i1) The site(s) of application, as for
example the crops, anlmals, areas, or
objects to be trealed.

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

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

(vl) The method of application, tn-
cluding Instructions for dilution, If re-
quired, and type(s) of application ap-
paratusg or equipment redqulred.

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

(vlit) Speciflc limitatlons on reentry
to areas where the pesticide has been
applied, meeting the requlrements
concernlog reentry piovided by 40
CIFR Part 170. .

(x) Specllic directlons concerning
the storage and disposal of the pestl-
cide and its container, meeling the re-
quirementis of 40 CFIt Part 1685. These
Instructlons shall be grouped and
appear under (he heading “‘Storage
and Disposal.” This heading must be
set In type of the same minimum slzes
as requlred for the chilid hazard warn-
Ing (Sce Table In § 162.10(h)(1)(1v).)

(x) Any limitatlons or restrictlons on
use required to prevent unreasonable
adverse effects, such as:

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

(B) Rotatlonal crop restrictions.

(C) Warnings as requlred agalnst use
on cerlain crops, anlimals, objects, or
In or adjacent to certaln arecas.

(D) [Reserved)

(E) For restricted us2 pesticldes, a
stalement that the pesticlde may be
applied under the direct superviston of
a cerlified applicator who Is not phys-
fcally present al the site of application

Chapter l—Envhronmental Protection Age.ncy

but  nonetheless avallable (o’ the
person applylng the pesticide, unless
the Agency has determlned that the
pesticide may only be applied under
the direct supervision of a certified ap-
plicalor who Is physically present.

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

J) Statement of Use Classification.
By Oclober 22, 1976, ali pesticide prod-
ucls must bear on thelr labels a state-
ment of use classlflcation as described
in paragraphs (J}1) and (2) of Lhls scc-
tion. Any pesticlde product (or which
S0me uses are classifled for general use
and others for restricted use shall be
separately labeled according to the Ia-
beling standards set forth in this sub-
sectlon, and shall be markeled as sepa-
rate producls with different registra-
tion numbers, one bearing directions
only for general use(s) and the other
bearing directlons for restricted use(s)
except that, If a product has both re-
stricted use(s) and general use(s), both
of these uses may appenr on a product
labeled for restricted use. Such prod-
ucts shall be subject to the provisions
of § 162.10¢})2).

(D) General Use Classtfication. Pestli-
clde products bearing directions for
use(s) classified general shall be Ia-
beled with the exact words “Gencral
Classificatlon” immedlately below the
hending “Directions for Use.” And ref-
erence lo the general classlfication
that suggests or Implles that the gRen-
eral utliity of the pesticlde extends
beyond those burposes and uses con-
tained In the Directions for Use wil] he
consldered a false or misleading state-
ment under the statutory definitions
of misbranding.

(2) Restricted Use Classification.
Pesticide products bearing dlirection
for use(s) classified restricted shall
bear statements of reslricted use clas-
siflcation on the front panel as de-
scribed below:

() Front panel statement of restrict-
ed use classification. (A) At the top of
the front panel of the label, set In type
of the same minhinum slzes ns required
for human hazard slgnal words (sce
table In § 162.10(h XEXIV)), and appear-
Ing with sufficlent brominence relatlve
Lo other text and rraphic materlal on

36
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the front pancl Lo make Il unlikely to
be overlooked under customary condi-
Uons of purchase and use, the state-
ment “Restricled Use Pesticlde™ shall
appear. N

(B) Directly below this statement on
the front pancl, a summary shatement.
of the Llerms of restriction lmposed as
2 preconditlon to registratlon shall
appear. Il use Is restricted to certified
applleators, the following statement is
required: “For retall sale to and use
only by Certifiecd Applicators or per-
sons under thelr dicect supervision and
only for Lthose uses covered by the Cer.
tified Applicator's cerlifieation. If,
however, other regulatory restrictlons
are Imposed, the Adininistrator will
deflne the appropriate wording for the
terms of restriction by regulation.

(k) Advertising. {Reserved)

(40 FR 28248, July 3, 1075; 40 FR 32320,
Aug. 1, 1975; 40 FR 36571, Aug. 21, 1976, as
amended al 43 FR 6788, Feb. 9, 1978)

8162.11 Criteria for determinations of un-
reasonable adverse cffects.

(a) Criterta for Issuance of Nolice of
Intent to Deny Registration, Cancel
Registration, or to Hold a Hearing -
(1) Presumption. () A rebutlable pre-
sumptlon shall arlse that a notice of
Intent to deny registralion pursaant to
sectlon 3(c)(8) of the Act, a nolice of
Intent to cancel registration pursuanl.
to sectlon 6(bX1) of the Acl, or a
nolice of Intent to hold a hearing to
determine "whether the reglstration
should be cancelled or dended, as ap-
propriate, shall be Issued, upon a de-
termination by the Administrator that
the pesticlde meels or cxeeceds any of
the criterta for risk set forth In para-
graph (a)3) of this section. Upon such
determination, the Administrator
shall Issue notice. by certificd mall Lo
the applicant or reglstrant, as the case
may be, tallng that Lhe applleant or
the opportunity (o
submit evidence In rebutlinl of such
bresumption in accordance with para-
graph (a)(4) of this section. The appli-
cant or registrant shall have forty-flve
(46) days from the date such notlce Is
sent to submit evidence In rebuttal of
the presumptlon: provided, however,
that for good cause shown the Admin-
Istrator may grant an additionnl sixty



APPENDIX IV-2

ILABELING REQUIREMENTS OF THE FIFRA, AS AMENDED (REFER TO THE SAMPLE LABELS FOLLOWING)

PLACFMENT ON LABEL

warning

APPLICABILITY
I'TEM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
1 Product nane A1l products Front panel Center front
- panel ) .
2 Campany name All products None Bottom front If registrant is not the producer, must
and address panel or end be qualified by "Packed for . . .,"
of label text "Distributed by. . .," etc. :
3 Met contents All products None Bottam front May be in metric units in addition to
panel or end U.5. units
of label text
4 EPA Est. No. All products None . Front panel Must be in similar type size and run
parallel to other type.
5 EPA Reg. No. All products None Front panel, May appear on the container instead of
' immediately the label.
betore or :
following
Reg. No.
6A Ingredients All products . Front panel Inmediately Text must run parallel with other text
statement following on the panel.
product name
6B Pounds /gallon Liquid products Front panel Directly below
statement where dosage the main
given as 1bs. ingredients
_ ai/unit area statement : :
7 Front panel All products Front panel All front panel precautionary statements
precautionary : : must be grouped together, preferably
statements blocked.
7A Keep Out of Reach | All products Front panel Above signal Note type size requirements.
of Children : word :
{Child hazard
warning) .
m Signal word All products Front panel Immediately Note type size requirements.
below child -
hazard




APPENDIX IV-2 (continued)

APPLICABILITY PLACEMENT ON LABEL
T''EM LABEL ELEMENT OF REQUIREMENT REQUIRED PREFERRED COMMENTS
C 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
D) Statement of A1l products Category I: Front panel R
practical in Categories Front panel for all.
treatment I, II, and III unless refer-| .
ral statement
is used.
Others: _
Grouped with !
side panel
precautionary
statements.,
I3 Referral All products Front panel
statement where pre- '
cautionary
labeling
appears on
other than
front panel.

8 Side/back panel All products None Top or side Must be grouped under the headings in
precautionary of back panel BA, 88, and 8C; preferably blocked.
statements preceding

directions
: for use ]
8A Hazards to All products None Same as above Must be preceded by appropriate signal
humans and in Categories word.
damestic I, II, and III
animals ,
8 Environmental All products None Same as above Environmental hazards include bee
hazards

caution where applicable.




APPENDIX IV-2 (continued)

APPLICABILITY PLACEMENT ON [ABEL
1'TEM LABEL EILEMENT 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 following Lo
statement of
classitica- i
tion or
ahead of
directions
for use
10A Re-entry All In the Immediately
statement cholinesterase directions atter misuse
_ inhibitors for use statement
10C Storage and All products In the Immediately Must be set apart and clearly distin-
disposal block directions’ before guishable from fram 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
u.S. for use
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PHYSICAL-CHEMICAL HAZARDS -

Criteria

I.

II.

Pressurized Containers

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

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

C. ALL OTHER PRESSURIZED-
CONTAINERS )

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

and over 80°F.

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

D. 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 abov&'130Q°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 instructions
must be grouped together in the directions for use portion of
the label under the heading STORAGE AND DISPOSAL. Products
intended solely for domestic use need not include the heading
"STORAGE AND DISPOSAL." The STORAGE AND DISPOSAT™ heading

must appear in the minimum type size listed below:

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

10 andunder . . « ¢« ¢« ¢ ¢« « + +« « + « « +6 point
Above 10 t0o 15 . ¢« ¢ ¢« ¢« ¢« 4+ « &« « o« « o+ .8 point
Above 15 to 30 . ¢« « .« ¢ ¢« ¢+ ¢« &« + « « . 10 point
Over 30. ¢ ¢ ¢« o ¢ o o o « o ¢ » o« o o« o« 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 their prominence.

A, Storage Instructions:

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

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

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

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

Appendix IV-5
(continued)

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

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

General storage instructions for household products should"
emphasize storage in original container and placement in
locked storage areas.

Pesticide Disposal Instructions:

The label of all products, except those intended sclely 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
contain the statement, "Do not contaminate water, food,
or feed by storage or disposal.”

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 toxicity, skin or eye irritation potential,
or Toxicity Category I or II on the basis of acute inhala-
tion toxicity must bear the following pesticide disposal
statement:

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

The labels of all products, except those intended for
domestic use, containing active or inert ingredients

that 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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"Pesticide wastes are toxic. Improper disposal of excess
pesticide, spray mixture, or rinsate is a violation of
Federal Law. If these wastes cannot be disposed of by

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

for guidance.”

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

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

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

Container Disposal Instructions

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

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

Container Type Statement

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

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

Aerosol products Replace cap and discard containers in

trash. Do not incinerate or puncture.

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

containers for recycling or reconditioning, or puncture

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

Plastit containers Triple rinse (or equivalent). Then offer

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

|Glass containers Triple rinse (or equivalent). Then dispose

of in a sanitary landfill or by other |
| approved state and local procedures. |
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Pesticides that are hazardous wastes under 40 CFR 261.33(e) and (£)
when discarded.

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

Acrolein

Aldicarb

Aldrin

Allyl alcohol

Aluminum phosphide

4-Aminopyridine

Arsenic acid

Arsenic pentoxide

Arsenic trioxide

Calcium cyanide

Carbon disulfide

p=-Chlorcaniline _

Cyanides (soluble cyanide salts, not specified elsewere)

Cyanogen chloride . '

2-Cyclohexyl-4,6~dinitrophenol ~

Dieldrin .

0,0-Diethyl sS-{2-ethylthio)ethyl] phosphorodithiocate
(disulfoton, Di-Syston)

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

Dimethoate '

0,0~-Dimethyl O-p=-nitrocphenyl phosphorothioate (methyl parathion)

4,6-Dinitro-o-cresol and salts

4,6-Dinitro-o-cyclohexylphenocl

2,4 Dinitrophenol

Dinoseb

Endosulfan

Endothall

Endrin

Famphur

Fluoroacetamide

Heptachlor

Hexanethyl tetraphosphate

Hydrocyanic acid

Hydrogen cyanide

Methomyl

alpha-Naphthylthiourea (ANTU)

Nicotine and salts

Octamethylpyrophosphoramide (OMPA, schradan)

Parathion
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"Acutely Hazardous" Commercial Pesticides (RCRA "E" List)
Active 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

-\

There are currently no -inert ingrediénts for commercial pesticides
on the "Acutely Hazardous" List (RCRA "E" List).
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Container Type

Appendix IV-5
(continued)

Statement

TFiber drums
with liners

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

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

Paper and
plastic bags

Completely empty bag into application
equipment. Then dispose of empty bag in
a sanitary landfill or by incineration,
or, if allowed by State and local .
authorities, by burning. If bufned, stay
out of smoke.

Compressed gas
cylinders

Return empty c¢ylinder for reuse (or
similar wording).

lManufacturer may replace this phrase with one indicating whether

and how fiber drum may be reused.

2. The labels for all other products must bear container
disposal instructions, based on container type, listed
on the first page of this ‘Appendix.



