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EXECUT AR

This reregistration eligibility document (RED) is the United States Environmental Protection
Agency ("EPA" or the "Agency") regulatory position on the continued registration of the
pesticide ethylene and its uses. Products containing ethylene are currently registered as plant
growth regulators and herbicides. Commercially, ethylene is used as a ripening agent for
fruits and vegetables, a curing agent for tobacco, and to promote flower production in
pineapples. It is also used to control witchweed in corn, cotton, peanuts and soybeans. The
first registered product containing ethylene was registered in December, 1971.

The Agency has assessed the available scientific information about this compound in
relation to all its registered uses to determine its eligibility for reregistration. The data base
for ethylene is sufficient to allow the Agency to conduct a risk assessment for
all uses. Therefore, the Agency has determined that the products containing ethylene for all
uses are eligible for reregistration.

Before reregistering each product, the Agency is requiring confidential statements of
formula and revised product labeling to be submitted within eight months from the issuance
of this document. After reviewing these confidential statements of formula and revised
labels, the Agency will determine whether or not the conditions of the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA) section 3(c)(5) have been met, that is,
whether confidential statements of formula and labeling are acceptable and the product’s uses
will not cause unreasonable adverse effects to humans or the environment. If these
conditions are met, the Agency will reregister the products. Those products which contain
other active ingredients will be eligible for reregistration only when the other active
ingredients are determined to be eligible for reregistration.



1. INTRODUCTION

In 1988, FIFRA was amended to accelerate the reregistration of products with active
ingredients registered prior to November 1, 1984, The amended Act provides a schedule for
the reregistration process to be completed in nine years. There are five phases to the
reregistration process. The first four phases of the process focus on identification of data
requirements to support the reregistration of an active ingredient and the generation and
submission of data to fulfill the requirements. The fifth phase is a review by the Agency of
all data submitted to support reregistration.

Section 4(g)(2)(A) of FIFRA states that in Phase 5 "the Administrator shall determine
whether pesticides containing such active ingredient are eligible for reregistration" before
calling in data on products under section 4(g)(2)(B), and either reregistering products or
taking “other appropriate regulatory action,” under section 4(g)(2)(C) and (D). Thus,
reregistration involves a thorough review of the scientific data base underlying a pesticide’s
registration. The purpose of the Agency’s review is to reassess the potential hazards arising
from the currently registered uses of the pesticide; to determine the need for additional data
on health and environmental effects; and to determine whether the pesticide meets the "no
unreasonable adverse effects” criterion of FIFRA section 3(c)(5).

This document presents the Agency's decision regarding the reregistration eligibility of
ethylene. This document consists of five sections. Section I is this introduction. Section II
describes ethylene, its uses and regulatory history. Section III discusses the
human health and environmental assessment based on the data available to the Agency.
Section IV discusses the decision on eligibility for reregistration for ethylene and Section V
discusses product reregistration. Additional details concerning the Agency’s review of
available data are available on request.!

' EPa's reviews of data on the set of registered uses

considered for EPA's analysis may be obtained from the OPP Public
Docket, Field Operations Division (H7506C), Office of Pesticide
Programs, EPA, Washington, D.C. 20460.
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A. Chemical Overview

The following active ingredient is covered by this Reregistration Eligibility
Document.

Chemical Name:  ethylene

CAS Registry Number: 74-85-1

Office of Pesticide Programs Chemical Code: 41901
Empirical Formula: C, H,

B. Use Profile

The following is information on the current registered uses and application methods.
A detailed table of all uses of ethylene is in Appendix A.

. Type of Pesticide: herbicide, plant growth regulator (to accelerate
the ripening of harvested fruits and vegetables,
curing agent for tobacco)

Target pest (herbicide): witchweed

Use Sites: Terrestrial Food - fruits, vegetables
Indoor Food - fruits, vegetables
Indoor Nonfood - tobacco
Terrestrial food/feed - (herbicide) - corn, cotton
peanuts, soybeans

Formulation Types

Technical Grade: 99.9%
Formulations: 6.2% - 99.5%

Method of Application:
Types of Treatment: ground soil injection (herbicide use), stored

commodity fumigation,
foliar spray



Equipment: gas generator, soil injector, pressure

sprayer -
Timing: postharvest (for stored commodities),

May thru July (for soil injection - herbicide

use)

Rates of Application: See Appendix A

C. Regulatory History

- As stated in the Executive Summary the first product containing ethylene was
registered in December, 1971. The currently registered products (8) are used as plant
growth regulators and herbicides in the sites identified in Section II.B above.

On May 18, 1990, the Agency designated ethylene as a biochemical pesticide based
on the following scientific reasons: 1) it is a naturally occurring compound and 2) it has a
nontoxic mode of action in target pests/plants.

HI. SCIENCE ASSESSMENT OF ETHYLENE

A. Product Chemistry Assessment

Ethylene is a naturally occurring plant growth regulator with a molecular weight of
28.05. Itis a colorless, flammable gas. Burns with a luminous flame. One volume of
ethylene gas dissolves in about 4 volumes of water at 0°C, in about 9 volumes of water at
25°C, in 0.5 volumes of alcohol at 25°C, and in about 0.05 volume of ether at 15.5°C. Itis
soluble in acetone and benzene.?

? The Merck Index. Eleventh Edition, 1989. p. 597.
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. EPA has reviewed the scientific data base for ethylene primarily relying on
information from the published literature. These sources are cited in Appendix
B and C.

B. Human Health Assessment

1. Toxicology Data

The Agency believes there are sufficient data from the published literature to make
a hazard assessment of the uses of ethylene. Therefore, the Agency is using published
sources of information, cited below, rather than requiring new studies from registrants.

Ethylene is a gas and therefore, the only relevant route of exposure of
toxicological concern is the pulmonary route. Widespread human exposure from the clinical
use of ethylene as an anesthetic in the absence of any reports of significant toxicity are
sufficient to allow the Agency to conclude that ethylene will be nontoxic to humans under the
conditions of use as a plant regulator or in a witchweed control program.

Ethylene has been used as a clinical anesthetic since 1923. Anesthesia is complete
. within 20-30 minutes with 90% in oxygen. The percentage of ethylene may be reduced
toward 80% in prolonged anesthesia. If the concentration is beyond 90% in animals, death
results from respiratory failure. The lethal concentration for mice in air is 950,000 ppm
ethylene.? ‘

During established anesthesia, respiration is practically normal...and the pulse
scarcely changed, excitability of the medullary centers is not lowered, the asphyxia is slight
and does not proceed to cyanosis, sweating and salivation are slight or absent, temperature
fall is relatively slight, renal efficiency... is not impaired, pulmonary irritation... appears to
be absent, in obstetrical use, it does not materially reduce the uterine contractions, and
permits prompt respiration to the delivered child, gastric movements are only slightly
depressed, ... movements of the small and large intestines are stimulated.*

* The Merck Index. Eighth edition, 1968.

¢ . Sollmann, W.B. Sauders Company. Pharmacoloqy and it's

Applications to Therapeutics and Toxicology, 8th edition, 1964,




Ethylene is more advantageous than ether as an anesthetic because of safer
induction and more rapid recovery. It is also more advantageous than nitrous oxide because

of the practical absence of asphyxia.

The maximum exposure rate to ethylene under the current uses is 1000 ppm in the
post-harvest treatment of stored commodities. By contrast, natural internal levels of ethylene
in pineapples may reach as high as 1100 ppm and in apples as high as 2500 ppm.

No long-term problems have been attributed directly to the gas. The gas does not
have local toxic effects.’

2. Di Ex I

Ethylene is exempt from the requirement of tolerance (40 CFR 180.1016) for
residues when: a) used as a plant regulator on fruit and vegetable crops; or b) injected into
the soil to cause premature germination of witchweed in fields of a number of crops as part
of the U.S. Department of Agriculture witchweed control program. Therefore no residue
data are required because of the lack of concern for mammalian toxicity.

3. Occupational and Residential Exposure

The Agency has waived these data requirements for the following reasons: a) low
mammalian toxicity concerns and b) the high volatility of ethylene minimizes the post-
application exposure to foliage, soil, dermal and inhalation. However, there is some hazard
of dermal and ocular frost burns and of flammability posed by the compressed gas.
Therefore, protective clothing, rubber gloves and goggles are required while handling
cylinders or any application equipment under pressure.

4. Human Risk Assessment
With the exception of the physical/chemical hazards noted above, the potential

risks to humans from occupational exposure are considered negligible due to: a) low toxicity
concerns, b) ethylene’s widespread use as an anesthetic and ¢) minimal dermal exposure.

5 3. Doull, C.D. Klaassen, M.0. Amdur. The Basic Science of
Poisons, 2nd. Edition, 1980. Macmillan, New York.

5
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C. Environmental Assessment

1. Ecological Effects Data

Ethylene is a naturally occurring gas that is produced in plants and acts on
nontarget pest(s)/plants(s) through a nontoxic mode of action. Because it is naturally
occurring and it has a nontoxic mode of action, ethylene has been classified as a biochemical.
Ecotoxicity data are usually required for indoor use of biochemicals depending upon use
pattern, production volume and other factors such as volatility. However upon these factors
and its classification as a biochemical, no ecological effects studies are required for ethylene
for indoor uses.

Data requirements for the outdoor uses have been waived because of its volatile
nature, the method of application in the case of soil injection and its relatively low rate of
application in the case of sprays to pineapples (2.5 Ib/acre). The Agency believes that for
the above reasons there will be minimal exposure to aquatic and terrestrial organisms for the
outdoor uses of ethylene.

2. Environmental Fate Data

Environmental fate studies are not required for biochemical pesticides unless
adverse effects on fish and wildlife observed as a result of acute testing (Tier I) for
ecological effects. As stated above, the ecotoxicity studies have been waived for the outdoor
uses of ethylene and therefore no environmental fate studies are required.

3. Environmental Risk Assessment

The Agency believes for the reasons stated above that the environmental risks for
ethylene products are minimal.

IV. RISK MANAGEMENT AND REREGISTRATION DECISION FOR ETHYLENE

A. Determination of Eligibility

Section 4(g)(2)(A) of FIFRA requires the Agency to determine, after submission of
relevant data concemning an active ingredient, whether products containing the active
ingredient are eligible for reregistration. The Agency has waived all generic (i.e., active
ingredient specific) data requirements except for technical chemistry data and additionally has
relied on public literature for mammalian toxicology. The Agency has completed its review




of this information data and other factors and considerations, and has determined this
information is sufficient to support reregistration of all products containing ethylene for all
uses. Appendix B identifies the data that the Agency reviewed for the determination of
reregistration eligibility for ethylene.

The Agency therefore finds that products containing only ethylene as an active
ingredient are eligible for reregistration and may be reregistered once the confidential
statements of formula and amended labeling are received and accepted by the Agency.
Products that contain additional active ingredients will be reregistered once the Agency
completes eligibility decisions on the other active ingredients and once product specific and
amended labeling are received and accepted. The reregistration of particular products is
addressed in Section V of this document ("Product Reregistration”).

Although the Agency has found that all products containing ethylene are eligible for
reregistration, it should be understood that the Agency may take appropriate regulatory action
and/or require the submission of additional data to support reregistration of products
containing ethylene, if significant new information of concern comes to the Agency’s
attention or if the data requirements for registration change.

B. Labeling Requirements for Manufacturing-Use Product(s) of ethylene

1. Under the heading "Directions for Use” add the following statement.

"Only For Formulation Into An , [fill blank

with Insecticide, Herbicide, or the applicable term(s) which describe

the type of pesticidal use(s)] For (1) The Following Use(s):

; or (2) Uses For Which US EPA Has
Accepted The Required Data And/Or Citations of Data That The Formulator
Has Submitted In Support of Registration; and (3) Uses For Experimental
Purposes That Are In Compliance With US EPA Requirements.”

2. The signal word is "DANGER".
3. The Precautionary Statements must read:

"Liquefied or pressurized gas can cause frost burns. Do not get in eyes

or on skin. Wear long-sleeved shirt, long pants, boots, goggles and chemical-
resistant gloves while handling cylinders or any application equipment under
pressure. Harmful if inhaled. Avoid breathing vapors. Do not enter
unventilated treatment areas unless wearing a respirator approved by NIOSH/
MSHA for this use.”




4. The Statements of Practical Treatment (First Aid) must read:
"IF IN EYES: Flush with plenty of water. Call a physician."

*IF ON SKIN: Wash with plenty of soap and water. Get medical
attention.”

"IF INHALED: Remove victim to fresh air. If not breathing, give
artificial respiration, preferably mouth-to-mouth. Get medical
attention.”

5. The Physical or Chemical Hazards statement must read:

[For the technical grade product]
"Contents under pressure. Do not store near heat or open
flame. Do not puncture or incinerate container. Exposure to
temperatures above 130 degrees Fahrenheit may cause bursting.”

V. ACTIONS REQUIRED BY REGISTRANTS

A. Determination of Eligibility

Based on consideration of data and irnformation submitted for the active ingredient,
ethylene and the registered use patterns, the products containing this active ingredient are
eligible for reregistration. Section 4(g)(2)(B) of FIFRA requires that the Agency obtain any
needed product-specific data regarding the pesticide following a determination of eligibility.
However, the Agency is not requiring any product specific data, it will review the
confidential statements of formula and labels of these products to determine whether they
may be reregistered.

B. Product Specific Data Requirements

The Agency is primarily relying on information from published literature to meet the
data requirements for the technical material. Because the end-use products are similar in
composition to the technical material, the Agency is not requiring any further product
specific for the products containing ethylene as an active ingredient. Additionally, the
labeling requirements prescribed in Section V.C. are sufficient to address the only product
that does not have a similar percent amount of active ingredient.

C. Labeling Requirements for End-Use Products

1. The labels and labeling of all products must comply with EPA’s current
regulations and requirements. Follow the instructions in PR Notice 91-2 (Appendix
D) and the Product Reregistration Handbook (Appendix E) with respect to labels and




labeling.

2. The labeling must include the following statement for the foliar
spray (pineapple use).

"Do not apply directly to water, or to areas where surface water
is present or to intertidal areas below the mean high water
mark. Do not contaminate water when disposing of equipment
washwater or rinsate. "

3. The signal word is "DANGER".
4. The Precautionary Statements must read:

"Liquefied or pressurized gas can cause frost bumns. Do not get in
eyes or on skin. Wear long-sleeved shirt, long pants, boots, goggles
and chemical-resistant gloves while handling cylinders or any
application equipment under pressure. Harmful if inhaled. Avoid
breathing vapors. Do not enter unventilated treatment areas unless
wearing a respirator approved by NIOSH/MSHA for this use."

5. The Statements of Practical Treatment (First Aid) must read:

"IF IN EYES: Flush with plenty of water, Call a physician.”

"IF ON SKIN: Wash with plenty of soap and water. Get medical
attention.”

*IF INHALED: Remove victim to fresh air. If not breathing, get
artificial respiration, preferably mouth-to-mouth. Get medical
attention.”

6. The Physical or Chemical Hazards Statement must read:

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

cause bursting."
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E TO APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for the
active ingredient covered by this Reregistration Eligibility Document. This appendix contains
generic data requirements that apply to the pesticide (active ingredient) in all products,
including data requirements for which a "typical formulation" is the test substance.

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

1. Data Requirement (Column 1). The data requirements are listed in the order in
which they appear in 40 CFR Part 158. The reference numbers accompanying each test refer
to the test protocols set out in the Pesticide Assessment Guidelines, which are available from
the National Technical Information Service, 5285 Port Royal Road, Springfield, VA 22161.

2. Bibliographic citation (Column 3). If the Agency has acceptable data in its files,
this column lists the identifying number of each study. This normally is the Master Record
Identification (MRID) number, but may be a GS number if no MRID number has been
assigned. Refer to the Bibliography Appendices for a complete citation of the study.
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PR NOTICE 931-3 PLETIBE S S TonG
SUBSTANCES
NOTICE TO MANUFACTURERS, PRODUCERS, FORMULATORS,
AND REGISTRANTS OF PESTICIDES

\

.

ATTENTION: Persons Responsible for Federal Registration of
Pesticide Products, *

SURJECT: Accuracy of Stated Percentages for Ingredients
Statanent ’

I.- PURPOSE:

The purpose ©f this notice is to clarify the Office of
Pesticide Program's policy with respect to the statement of
percentages in a pesticide's 1label's ingredient stataxzent.
Specifically, tha amount (percent by weight) of ingredient(s)
specified in the ingredient statement on the label must be stated
as the nominal concentration of such ingredient(s), as that terz is
defined 4in 40 CFR 158.153(i). Accordingly, the Ageancy has
established the nominal concentration as the only acceptable label
clain for the amount of active ingredient in the product.

II. BACKGROUND

For scme time the Agency has accepted two different methods of
identifying on the label what percentage is claimed for the
ingredient(s) contained in a pesticide. Some applicants claimed a
percentage which represanted a level between the upper and the
lower certified limits. This was referred to as the nominal
concentration. Other applicants claimed the lower limit as the
percentage of the ingredient(s) that would be expected to be
present in their product at the end of the product's shelf-life.
Unfortunately, this led to a great deal of confusion among the
regulated industry, the regulators, and the consumers as to exactly
how much of a given ingredient vas in a given product. The Agency
has estadlished the nominal concentration as the only acceptable
label claim for the amount of active ingredient in the product.

Current regulations reguire that the percentage listed in the
active ingredient statement be as precise as possible reflecting
good manufacturing practices 40 CFR 156.10(g)(5). The certified
linits reguired for each active ingredient are intended to
encompass any such "good manufacturing practice” variations 40 CT=

188.175(c) (3).

-
s = o. .
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- IV, PRODUCTS THAT REQUIRE EFFICACY DATA . .

All pesticides are required to be efficacious. Therefore,
the certifled lover limits may not be lover then the minizum
level to achieve efficacy.  This is extrezely important for
products which are intended to contrel pests vhich threaten the
public health, e.g., certain antimicrobial and rodenticide
_products. Rafer to 40 CFR 158.640.

In those cases vhere efficacy limits have been established,
the Agency will not accept certified lower limits wvhich are below
that level for the shelf life of the product. ‘

V. COMPLIANCE SCHEDULE

As described esarlier, the purpose of this Notice is to make
the registration process more uniforns and zore manageadle for
both the agency and the regulated community. It {s thea Agency's
- intention to izplezent the requirezents of this notice as
saoothly as possible so as not to disrupt or delay the Agency's
high priority prograzs, i.e., rersgistration, newv chemical, or
fast track (FIFRA section J{c)(3)(8). Therefors, ’
applicants/registrants are expected to comply with the
.Tequiresents of this Notice as follovs:

. (1) Beginning July 1, 1991, all new product

registrations submitted to the Agency
are to comply vith the requirements of this .
Notics.

(2) Registrants having products subject to
varegistration under FIFRA section 4(a) are to
comply vith the requirements of this Notice when
specific products are called in by the Agency
under Phasa V of the Reregistration Prograa.

(3) All other products/applications that ara
not subject to (1) and (2) adove will have until
July 1, 1997, to comply with this Notics.
Such applications should note "Cenversion
to Nominal Concentration® on the application
fora. These types of amendzents vwill not be
handled as "Fast Track®” applications but
vill be handled as routine regquests.

VI. FOR FURTHER INFORMATION

Contact Tyrone Alken for informatien or gQuesticns concerning
this notice on (703) $57-5024.

Anne E. lindsay, Director
Registration Division (H-750S% .
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B. When No Response Is Needead

B. Whers to Respond

Submission of Data and Labels/lLabeling

A Ganeric Data

B. Product Specific Data
1. Product Chenistry
2. Acute Toxicity
3. Product Performance
C. Llabesls/labeling

Appendix

A. Contidentia} Statciont of Pormula and inntructions

B. label Contants ' :

C. Sample ladel Formats-~General Use & Restricted Use

D. ladel Regulations (40 CFR 1%6.10)
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PESTICIDE RERZGISTRATION EANDDOOX
2. INTRODDCTION

A. Pureose and Content of this Fandbeck

Thies Handbock provides instructions to registrants on hov to
respond to the Raregistration ERligidility Decumant (harsaftar
referred to as ths "RED") and hov to reregistar products.

Section T is this introduction.

Section I contains step-by-step instructions which msust be
folloved by registrants respond to the RED.

Section III provides additional instructions on the format,
content and other aspects of generic data, product specific data
and labels/labeling vhich may be required to be submitted.

Detalled instructions are in the Appendix.

3. Tha Reregistration E)igib{lity Document (RED)

" Under Section 4 of the Federal Insecticide, Pungicide and
Rodenticide Act (FIFRA), as amended in 1988, XPA is required to
reregister pesticides that vera first registered bafore Noveaber 1,
1984. The RED describes in detail the sudject chemical, its uses
and its regulatory history; describes ZPA's decision concerning ths
eligibility of the uses of the chemical for reregistration; and
explains the scientific and regulat bases for this decision.
EPA's revievs of the data by scientitic discipline are available
upon regquest. Ap&mdxm to the RED contain: (1) a Dats Dall-In
Notice which requirss sutaission of generic and product specific
data and which .gives directions for responding, (2) a listing of
existing studiss that satisfy generic dats regquirssents and (3) a
bibliography of the genaric studies EPA has reviewed.

€. ZIhe Raregistration Procass

Reregistration invelves s thorough reviev of the scientific
data base underlying a pesticide’s rorht.rutien. The purposs of
EPA's Teviev is to reassess the potential hagsards arising frea the
currently registered usss of the pesticide, to deteraine wvhether
the data base is substantislly completes or there is need for
additional generic data, and to deternine vhether the pesticide is
eligible for reregistration. 7This decision is issued as the RED.

' zPa's science revievs and information on the registered
uses considered for EPA's analyses may be obtained from: EPA,
Fresdon of Information, 401 X Bt., B.W., Washington, D.C. 20460.

—
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It the RED daclares that some or all uses of the chemical are
eligible for reregistration, affected registrants must first
respend within 90 days of receipt to the data call-in portion of
the RED. Within 8 months of receiving the RED, registrants must
submit or cite any data and labels/labeling required for each
product. EPA has until 14 sonths after the RED is issued (i.s.,
6 months after the registrants' 8 month deadline) to review the

subnission for sach product and decide whethar to reregister it

based on the followving critaria:

-~whether all of the product specific data and labels/labeling

ars acceptable,
~-wvhether all of the uses on the labal/labdeling are eligible,

~=wvhethiar all of the active ingredients in the iaroduct are
eligible, anad

==if no List 1 toxic inert ingredient is contained in the
product (a List 1 inert is permitted only if all data
for it have bean submitted and EPA detarmines
that the inert does not pose any unreasonable adverse
effects in that product). .

Products which neet all of these criteria will De
reregistered. Products which 4o not meet all of these critertia,
put vhich have acceptable product specific dats and labeling, will
be processed as amendments in order to implement label changes
required by the RED.,

II. INSTRUCTIONS FOR REAIQNRING
A. How and ¥hen to Raspond

This section provides directions for subaitting timely and
adeguate responses nacessary to reregister products containing the
active ingredient coversd by the RED. Registrants must follow
these steps axactly to avoid suspension of their products. All
products containing the active ingredient ia tke RED [{.e.,
sanufacturing use products, end use products and special local need
_(SLE or Bection 24¢) registrations] ars sudjeact to the requirements
of the MED. Pigure 1 summarizes hov and vhen to respend to the
RED. A step-by-step explanation follows.

ftep 2. Ara Expsdited label cChanges Required? In some
instances, BRPA may conclude that certain changes to product
labels/labeling wust be implemented rapidly. If the RED zequires
expedited label/ladeling changes, registrants must submit the iteas
Delow by the deadline specified ia the RED. 1If expedited label
changes are not raguired, go to Step 3.

a. tp.puuueh for Registration (RPA Foram $570-1). Complete

“s




and sign the fors. -In Section II, insert the phrase "Expedited
Anendunent i3 Responss to the Reregistratioa Biigidility Dooument
. for (insert sase mams for chemical).® Applications for expedited

ladbel changes will be processed as applications for amended
registratien. Use eanly an original application form with a red
fdentifier aunder ia the wpper right-hasd soraer.

b. Pive (3) ocopies of revised draft 1adel and 'ladeling.
Refer to the RED for ladbel/labaling changes and ¢€ollow the
instructions in Section III.C. and the Appandix of this Eandbook
for revising the label and labeling for each product.

gtep 2. Are data rsquired? If the RED requires geserioc eor
product specific data, you must follow the directions in the data
eall-in notice ia the RED. All registrants must respond for sll
products within 20 4ays of receipt; produots for which an adeguate
response is not received ob time will be sudject te suspensioen. Mo
2ins extensions will be given for xesponding within 9o davs

,

Stap 3. AraUses of a Pesticide Xligible fox Reregistration?
1f any uses of the active ingredient(s) covered by the RED are
sligidble for reregistration, follow thess instructions. 1If no uses
are eligible, ng further response may be needed (ses page 3).

SPA's decision on the aligidility of each of the uses of the
active ingredient(s) is presented in the RED. If any uses of &
chenical are eligidle for reregistration, registrants for
manufacturing-use produots (NPs), end-use produots (BPs) and
special loecal needs registrations (SLis), must sudmit the {tems

below for each produgt withia § montha of the &ate of issuance of
the RED: . .

a. Application for Reregistration (use EPFA Yorm 8370-1).
Complete and sign the form. In Section II of that form, check the
box *"Other” and insert the phrase "Applicatioa for Reregistration.»
Use only an original application form witdk a red identifier aumder
42 the upper right-hand soraer.

‘B, Five (5) ocopies of revised draft ladel and ladeling.
Refer to the RED for labeling changes specific to the active
ingredient, follow the instructions in Section IIXI.C. ©f this
Nandbook and refer to the Appendix of this Handbook for guidance on
current requireaents for labels and ladeling. If thers are
{neligible uses on the labal or ladeling, you may delets such uses
and aveid all requirements and consequences vhich may be associated
with ineligible uses (e.g, generic data requiremants, cancellation,
suspension, ets.). If you delete certain uses nov and those uses
becone eligidle for reregistration later, you must subait an
anendment application to add those uses back to the label.
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EOW AND VEEN 70 RESPOXD TO TES AERBGISTRATION
BLIGINILITY DOCUMENT (RED) FOR MANUTACTURING USE
FRODUCTS (MPs), BAD-USE PRODUCTS (EPs) and SPECIAL
10CAL MEEDS REGISTRATIONS (SLNs).

FIGURE 2.
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C. Product Specific Data. You must follow the i{astructions
in the Data Call-Ia Notice 43 the RED and in Section 1II of this
Zand@dook. Responses to the data sall i3 are due withia of
zeceipt of the RED and sudaission or sitation of data is €ue within
ALnonths of the issuance of tie RED.

4. %ve (2) oopies of ths curreat Confidential Statament of
Formula (E7A Foram 0570-4, revised Fedruary 83). Two completed and
signed CSF foras must De subaitted for the basie forsulaties and
for each alternate formulatioca. If CSPs are not provided for the
alternate formwulas, they will set be reregistered and will no
loenger be scceptable. The Appendix of this Eandbook has specitic
instructions for completing the CS? form.

6. Certification With Respect to Citatien of Dats (E¥A Pora
8570-31). This form must be completed, signed and submitted for
;;chﬁ product to assure that the dats compensation provisions of

are met. : :

B. Nhan No Rasponss is Needed

IZ no usas of a pesticide are e8ligible for reregistration, it
is unlixely that you vill be required to sudmit product specific
data or labeling. Uses of an active ingredient may be declared
ineligible for reregistration for two possible reasons:

'--AVauahzo data indicate that one or more of thes criteria for
an in-depth special reviev have been met;

-=jAdditionasl genaric data are required.

In the first instance, if the active ingredient is placed into
special reviev, reregistration activities associated vith these
uses of the chemical are stopped until EPA makes a final
deteraination. At that time, BPA will indicate which uses may be
eligible for reregistration and which uses ars to be cancelled. 1If
some or all of the previously ineligible uses become eligible for
reregistration, EPA will start the reregistration process for
products containing only eligible uses.

In the second instance, based upon the reviev of studies for o

an active ingredient during reregistration, additional generic data
(e.g., second- or third-tier studies) may be needed (ses the RED).
In such cases, the chemical's uses will not be eligible for
Teregistration until the aedditional generic data have been
subaitted to and revieved and found scceptadle by RPA. If the data
are revieved and found to be acceptadle, EPA will indicate which
uses will be eligible for reregistration and will initiats
reregistration of products containing previcusly ineligidle uses.
It the data are not submitted, products containing the active
ingredient may be suspanded.




C. Mhere to Respond
8y U.5. Mail:

Document Processing Desk ({asert distridution code)
Office of Pesticide Programs (E7504C)
Environmental Protection Agency

401 M Street, 5.W.

By express mail or by'unﬂ delivery:

Docunant Processing Desk (iasert distridution oode)
Oftice of Pesticide Prograas (H7304C) .

Rooa 266A, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202

These mailing addresses and the following distridution codes
must De used to assurs the timely receipt and processing of your
submissions. Not using thea may significantly delay the bandling
of your sudmissions:

RED-SRRD-xxx (where xxxX is the case code given on the front of
the RED)--use this distribution code for all responses pertaining
to or containing generig 4ata. Such responses include the 90-day
response forms for generic data or hard copies of generic data.

RED-RD-PREX (vhere xx is the Produot Manager tesam number)--
use this distribution code for all responsas pertaining to or
containing product specific data or ladeling. Such respenses would
include expedited labseling amendments, 50-day responses to product
specific data requireaents, hard copies of product specific data
and applications for reregistration.

I13. SUBMISSION OF DATA AND IARELS/IABELING

This section provides additional {nstructions concerning
responses required for generic data, product specific data and
labels/labeling.

A. Ganeric Data

" puring EPA's evaluation of an active ingredient for
reregistration, additional generic data requirements may be
identified that registrants must fulfill. In some instances these
data requirements would have to be satisfied befors an active
ingredient or some of its uses could be declared eligible for
reregistraticn. In othar cases, these nev data regquiresents would
not atfect the eligibility of the active ingredient, but would be
necessary to confirm EPA's assessment of that chemical.
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Any nev data requiraments and hov they affect reregistration
8ligidbility of a chemical are discussed in the RED. If nev genaric
dats regquirements are imposed {in & Dats Dsll-In Notice in the RED,
registrants must respond as described in that Notice. The RED also
oontains instructions for completing thess forms, & citation of
EPA's legal authority for requiring the nev data, 8 listing of
options avallable to registrants for satisfying the data
requirenents and the name of the contact person for ingquiries.

B. Product Specific Data

Product ific data may be required fer. the reregistration
of each pesticide product in three arsas-~product chemistry, acute
toxicity and efficacy.

1. PRroduct Cheaistzy

Pollovwing are instructions for subaitting producte-specitfic
data and s discussion of EPA's policy on inert ingredients.

a. QRata

All data requirements for XMPs, EPs and BLlNs (24c's) are
specified 4in the Data Call-In KNetice in the RED. In addition:

=-=Jf you cite data from another 1identical, registered
pr::uet. you must identify the RPA registration number of that
Pr ucto v

==If the product-specific data submitted or cited do not
pertain to an identical formulation to the product submitted for
reregistration, then nev product-specific data are required to be
subaitted by the deadline specified in the Data Call-In Notice.
The onli-oxeoption is for products which EPA “"groups®™ together a
being similar sncugh to depend on the same data. Such groupings
are discussed In the appendix to the RED (for acute toxicity
purposes, for example), if it was feasible to do so.

b. Xnert Ingrediants

EPA has implemented a strategy for regqulating inert
sdients vhich agfects the reregistration of pesticide products.
This strategy, issued on April 22, 1987 (52 FR 13105-13309) and
updated on November 22, 1989 (354 FR 48314-48316), adopted certain
policies designed to reduce the potantial for adverss effects frox
sticide products containing 4intentionally added inert
edients. EPA divided the known inert ingredients into four
categories:

-=Inerts of toxicological concern (List 1) for which available
data deacnstrate toxic effects of concern (includes about 50
chenicals).
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=-Potantially toxic inerts (List 2} for which only limited
data are available, Dut such data or the chemical structurs suggest
the potential for toxicity (includes about 60 chemicals).

--Inerts of unknown toxicity (List 3) for which no data or

bases for suspect toxic effects are available (includes up to
2,000 chenicals). ing

~-Inarts of ainimal concern (List 4) wvhich are generally
regarded as innocuous (includes adbout 290 chemicals). '

When & RED is issued and any uses of an active ingredient are
declared eligible for reregistration, all products containing that
active ingredient will be subject to reregistration. EPA wvill, as
part of the reregistration revievw, examine the inert ingredients of
sach product prior to reregistration to ensure that they do not
present unreasconable risks. In revieving the product chezistry
data, BPA will identify List 1 inerts. EPA will continue %o
sncourage registrants to eliminate any List 1 inerts present.
Reregistration of products containing only List 2, 3 or 4 inerts
vill be unaffected by tha inerts strategy.

Consistent with the strategy on inerts, a produot cemtaining
a List 3 inert ingredient will pot be reregistered until s full
risk assessaent of the product has been oconducted, based on the
data called in for that inert ingredieat. Hovever, the existing
registration of a product containing a List 1 inert will remain
valid as long as the product bears the regquired ladbel wvarning and
is in compliance with any outstanding DCI, or other activity under
the inerts strategy.

Any product containing a List 2, 3 or 4 inert jay Dde
reregistered 1if it meets all other requirsments for reregistrzation.
As the inerts strategy is implemented and data for the List 2 and
3 inerts are ravieved, EPA may move these inerts to the other
Lists. If an inert wers moved to List 1, products containing that
inert would becomb ineligible for reregistration. Inert
ingredients must aslso mest normal registration and tolerance
requirenents, as applicabls.

3. Acute Toxicity

The data callein notice in the RED specifies the scute
toxicity data required for reregistration of each XP or RF. It
indieat:: vhsther any of the standard tests have been vaived and,

f so, why.

If fesasible, EPA will "batch® products that ars similar with
respect to their acute toxicity so that ons set of tests can
suppert reregistration of sach baatch of products. This approach
will impose the least amcunt of testing. necassary to adequately
support the registration and ladeling for pesticide products. The
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main benatits of this approach are to mininise the need for animal
testing, reduce ths expense to registrants to generats the tests
and decruase the rescurces BPA must spend on revieving data.
Registrants may contact other registrants with products in the sane
hatah® to decide vhether to provide or
altarnatively, registrants may choose to

3. PEroduct Pexformance
Consult the Data Call-~In section of the BXD ¢to determine

i
1

vhaether Product Perforsance data are required. for your product.

Product parformance (efficacy) data are genarated in studies
designed to documant hov candidate pesticide foraulations partora
a8 pest control agents. These data include tests run to datermine
whether a formulation iz lathal ¢to certain pest species, to
docusent the effectivensss of the formulation in contrelling pest
species in actusl use situations, and to determine wvhethear cartain
claims beyend mars control of a pest (e.¢., ®six-month residual
;2:.:?.;" oxills Warfarin gpesistant house munice,* atc.) are

ustified.

ZPA has standard protoceols for ocartain efficacy tasts. In
genersl, standard methods have bean developed for tests needed to
substantiate claims that have been made fraquently for pesticide

roducts. As the scope of potential pesticidal cla is extremaly

road, the Agency does not have standard methods for tests needed
to substantiate many pesticide olaims, especially thosa that are
uncomson. The Product Performance Guidelines, Subdivision G, offer
gensral guidance for dsveloping protocols for efficacy tessting.
Propossd protocols should be submitted to EPA for reviev befeore
tests are initiated.

s. Efficacy Data Subnission Waivar Policy

FIFRA gives the Administrator of RPA authority "to wvaive data
requiresents pertaining to efficacy® but does not require that
efficacy ‘data reQuirements be waived for any class of pasticide
product registered under section 3 of the Act. As a matter of
policy, EPA doas not require submission of efficacy data to support
many types of pesticidal clains but doss require subaission of such.
data for certain types of claims. As noted in 40 CFR 153.640, this
waiver applies to the pubmission of efficacy data rather than to
the gapsration of efficacy data. EPA expects sach registrant to
Tqnsure through testing that his products are efficacious wvhan used
in accordance with commonly accepted pest oontrel practices.®

This general policy notwithstanding, EPA may, at any time,
requirs a registrant to subait efficacy data to support any claia
made for a product. XPA 8130 may require that certain claims of
effectivaness be established Defore a Section 3 registration is
granted. i
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- Claims and Products for Which Efficacy Data Generally
bm.mmm ‘

Submission of efficacy Qata at reregistration typically is
rsquired for the following types of products:

1. products claimed to control microorganisas that
poss potantial threats to public health:

3. products claimed to control vertabrate pests that
:ny directly or indirectly transmit diseases to
UBANS } . .

3. potentially very bazardous products for which EPA
deternines that it is necassary to conduct a "risk-
benefits® analysis;

4. products of types for vhich EPA has rsasons (e.§.,
consumer complaints, unlikely claims, unusual use
patterns, etc.) to question claims; and

C. labsls and labaling

To remain in compliance with FIFRA, the label and labeling of
each product must be revised to meet the requirements for
reregistration as descridbed below, *Labeling® includes the
container label and 'any vritten, printed or graphic matter that
accompanies the pesticide in U.8. commerce at any time (such as
technical bulletins, collateral labeling, etc.). Applications for
nev uses or labeling changes that 4o mot pertaism to reregistration
must De filed gaparately from the application for reregistration
- described ia Step 3 earlier. cChanges to labeling which sust be
made for reregistration include, but are not limited to:

1. Llabeling changes specified {n the RED. Such changes may
include stateasnts on RESTRICTED USE, groundwater hazards,

protective clothing/equipment, endangered species, environmental
hazards, ete. *

2. The format and content of labeling as describded in 40 CFR
156.10. ‘When further acuts testing is needed, the currently
accepted precauticnary statesents will usually dbe retained until
testing is completed and the data are reviewved.

3. labeling changes required by Pesticide Regulatory (FR)
Rotices, requlations, regulatory decisions and peolicies issued by
EPA vhich ars relsvant to the pesticide. Your product's ladeling
sust reflect any applicable requiraments vhich are in effect at the
time the RED is issued. 8oms existing notices are referred to in
Section 8. of the Appendix. .

-




APPRNDTE
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D. ladel Regulations (40 crn 186.10)
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Zormula

The Confidential Statement of Porsmuls (CSF) Tora $570-4¢ must
be used. Tvo legible, signed copies of the form are required.
Folloving are basic instructions:

8. All the blocks on the form must be filled in and ansvered
conpletely.

B. If any block is not applicable, mark it N/A.

€. The CSF must be signed, dated and the tslephons number of
the responsible party must be provided. -

d. All applicable information which is on the product-
specific data submission must also be reported on the CSP.

e. All weights reported under itez 7 must be in pounds per
gallon for liquids and pounds psr cubic feet for solids.

L. Flashpoint must bea in degrees PFahrenheit and flane
extansion in inchas.

g. TFor all active ingredients, the EPA Registration Kumbers
for the currently registered scurcs products must be resported under
column 12,

h. The Chemical Abstracts Service (CAS) Numbers for all
actives and inerts and all cozmon names for the trades names must be
reported.

i. PFor the active ingrediants, the percent purity of the

" source products amust be raported under column 10 and must be

exactly the sane as on the source product's label.

3. All the wveights in columns 13.s3. and 13.b. must be in
pounds, kilograms, or graams. In no case vill volumes be accepted.
ggl not mix English’ and metric systea units (i.e., pounds and

ograas). ’

k. All the items under column 13.b. must total 100 percent.

1. All items under columns l4.a. and 14.b. for the active
ingredients must represent pure active forms.

2. The upper and lover certified limits for all active and
inert ingredients wust follov the 40 CFR 158.17S5 instructions. An
explanation must be provided if the proposed limits are diffesrent
than standard cextified limits.

n. When nev CSPs ars subaitted and approved, all previously
subnitted CSFs Decome obsolete for that specific forsulation. -
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®. INSTRUCTIONE POR LAREL CONTENTS

.40 CFR 156.10 and Pasticide Regulatory (P.R.) Notices require
that specific labeling stetements amrﬂut cartain locations en

the label. The sample label formats in Appendix C shov where these
statemants are to be placed. i . . .

Item 1. PRODUCT MAME - The name, brand or trademsrX is required to
be located on the front panel, preferadbly centered in the upper

.::rtetthcpaml. The name of a product will not be acospted if

is false or misleading. (40 CFR 156.10(b))

Jtam 2. COMPANY NAME AND ADDRESS - The name and address of the
producer, registrant or person for whos the product is produced arse.
required on ths label and should be located at the bottom of the
front panel or at the end of the label text. (40 CFR 156.10(c)])

Itea 3. NET CONTENTS - A net contents statement is required on all
labals or on the container of the pesticide. The preferrsd
location is the bottom of the front pansl immediately adbove the
company name and address, or at the end of the label taxt. The net
contents must be sxpressed in the largest suitable unit, e.g., "1
pound 10 ounces® rather than ®26 ounces.® In addition to English
unit:, ( :o]t contents may be expressed in setric units. [40 CPFR
-156.10(4Q)

Item 4. EPA REGISTRATION NUMBER - The registration number assigned
to the pesticide product must appear on the label, preceded by the
phrase "IPA 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 sust run
parallel to {it. The registration number and the required
identifying phrase must not appear in such a manner as to suggest
or imply recommendation or endorsement of the product by the
Agency. (40 CFR 156.10(e))

Item 5. . EPA RSTABLISHMENT NUMBER - The EPA establishment number,
preceded by the phrase ®EPA Rst.® is the final establishmant at
which the product was produced, and may appear in any suitadle

..location on the label or immediate conta « It must also appear
" on the wrapper or outside container of the package if the EPA

establishment number on the immediate container cannot de clearly
read through such wrapper or container. (40 CMX 19}.10(!)]

Item 6. INGREDIENTS STATENENT - An ingredients statement is
normally required on the front panel. The ingredients statemeant
must contain the name and percentage by veight of esach active
ingredient and the total percentage by weight of all inert
ingredients. The preferred location is immediately Dbelov the
product name. The edients statement must run parallel with,
and be clearly distinguished from, other text on the panel. It
must not be placed in the body of other text. (40 CFR 1856.10(g))

Item 6B. -POUNDS PER GALLON STATEMENT -~ Por liquid agricultural
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forsulations, the pounds per gallon of active ingredient must be
indicated on the label. {40 CFR 186.10(h) (iv)]

Item 6C. KAMES TO BER USED IN INGREDIENT STATEMENT - The acceptable
coxmon name, if there is one, shall be used, followed by the
chenical name. If no common name bhas been estadblished, the
chemical name alons shall be used. Chemicals related to the active
ingredient are allowed to be 1listed gnly if efficacy data

‘supporting such claims ars subaitted or referenced. If such data

are provided, the related chemicals must be listed gaparatsly and
not as a portion of the active ingredient. :

Item 6D. INERT INGREDIENTS RECLASSIFIED AS ACTIVE INGREDIENTS - If
EPA has reclassified chemicals from inert ingredient status to
active ingredient status, registrants of affected products must
change the ingredient statement accordingly (See 52 FR 13307-8,
April 22, 1987). 1If such pesticides have food uses, tolsrances
must either be sstablished for such uses, or an sxexption from the
regquirenant for tolerances must be obtained.

Iten SE. NOMINAL CONCENTRATION -~ The amount of active ingredient
declared in the ingredient statement must be the nominal
concentration of the product as defined in 40 CFR 158.1%3({) and
described in P.R. Notice 91-2.

Item 7. WARNINGS AND PRECAUTIONARY STATEMENTS - Front panel
precautionary statezents asust be grouped together, preferably
within a block outline. The table below shovs the ainimum type
size requirements for varicus size labels.

Size of Label on Signal Worad "Kesp Out of Reach
Front Panel Miniasum Type Size of Children®

S and under . & point ¢ point

above 8 to 10 10 point 6 point

above 10 to 1S ‘ 13 point 8 point

abeve 13 to 30 14 point 10 point

over 30 - * 38 point 12 point

Itam 7A. CHILD HAZARD WARNING STATEMENT ~ The statezent "Keep Out
of Reach of Children® must be located on the front panel above the
signal vord except vhere contact with children during distribution
or use is unlikely. (40 CFR 156.10(h)(1)(i1))

Item 7B. SIGQUAL WORD - The signal wvord (DANGER, WARNING, or
CAUTION) is required on the front panel immediately balow the child
hazard varning statement. (40 CFR 156.10(h)(1)(4)].




Itan 7C. SKULL & CROSEBONES AND WORD ®FOISON" = On products

assigned a toxicity Category I on the basis of oral, dermal, or

{nhalation toxicity, the wvord "Poiscon® shall sppear on the label in

red on & background of distinctly contrasting oolor and the akull
and crossdones shall appear in immediaste proximity to the word

POISON. (40 CFR 136.10(h)(2)(4)].

Itam 7D. STATENENT OF PRACTICAL TREATMENT -« A statsment of
practical treatment (first aid or cothar) shall appear on the ladel
of pesticide products in toxicity Categories I, IXI, and IXXI. (40
CFR 156.10(h) (1) (444))

Item 7R. REFERRAL STATEMENT - The statement "see 8ide (or Back)
Panel for Additional Prmutten:g Statesents® is reqguired on the-
front pansl for all products, ess all required precautionary
statensnts appear on ths front pansl. (40 CFR 186.10(b)(1)(i4d)).

Itenm 8. SIDE/BACK PANZL PRECAUTIONARY LABELING -~ The precautionary
statements listed belov must appear together on the label under the
beading "FRECAUTIONARY STATEMENTS.® The preferred location is at
the top ©f the side or back panel preceding the directions for use,
and it is preferred that these stateaents be surrcunded by a block
outline. Sach of the three hazard varning stateaments must be
headed by the appropriate hazard title. (40 CFR 1%56.10(h)(2)]}

Itam SA. HMAZARD 7O HUMANS AND DOMESTIC ANIMALS - Where a hazard
exists to humans or domestic animals, precautionary stateaments ars
required indicating the particular hazard, the route(s) of sxposurs
and the precautions to be taken to aveid accident, injury or
danage. . [40 CPR 156.10(h)(2) (1)}

Item 8B. RENVIRONMENTAL HAZARD ~ Where a hazard exists to non-
target organisms excluding bumans and domestic animals,
precautiocnary statements are required stating the nature of ths
hazard and the appropriate precautions to avoid potential aceident,
injury, or damage. {40 CFR 186.10(b){2)(i{))

Iten 8C. - PRYSICAL OR CHEMICAL WAZARD ~ FLAMMABILITY Precautionary
statenents relating to flammability of a product are required to
appsar on the label if it meets the criteria in the PHYS/CHEM

_-label Appendix. The requiresent is based on the results of the

flashpoint deterainations and flame axtension tests required to bs
subaitted for all products. These stataaents are to be located -in
the side/back panel precauticnary statements section, preceded by
the heading "Physical/Chemical Hatards.®™ Note that no signal word
is used in conjunction with the flammability stataments.

Iten SA. ARESTRICTED DSE CLASSIFICATION = FIFRA sec. 3(4) requires
that all pesticids formulations/uses be classified for either
general or restricted uss. Products classified for restricted use
say be limited to use by certified applicators or persons under
their direct supervision (or may be subject to other restrictions
that may be imposed by regulation). If your product bhss been
classified for restricted use, then these requirements apply:
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‘1. 211 uses restrioted. The following statements must be placed

in a black box at the top of the front panel of the label and
labeling: ]

8. The statemant "Rastricted Use Pesticide® must appear at
the top of the front panel of the label. The stateament
Wust be set in type of the same minimm size as required
for husan baszard signal word (see table in 40 CFR
(196.10(h) (1) (iv)]. Mo statements of any kind may appear
above this RUP statemant.

b. The reason.for the the restricted use classification must

appear belov the RUP statament. The RRED will prescride
this statemant.

€. A summary statsmsnt of the teras of restriction must
appear directly belov this reason statement on the front
panel. If use is restricted to certified applicators,
the folloving statemant {s required: °®Por retail sale to

and use only by Certified Applicators or persons under - .

their direct supervision and only for those uses covered
b{ the Certified Applicator's Certification.®™ The RED
will specify vhat statement must be used.

<. soae ﬁt not all uses restricted. If the RED states that somes
uses are cClassified for restricted use, and some arse
unclassified, sevaral courses of action are available:

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

b. You may delete all restricted uses froa your lahel and
subnit draft labeling bearing only unrestricted uses.

€. You may "split* your registration, i.e., register two
separate products with identical formulations, one
bearing only unrestricted usss, and the other besaring
restricted usas. To do so, subamit tvo applications for
reregistration, sach containing all forms and necessary
labels. Both applications should De submitted
" simultanecusly. Note that the products will be assigned
separate registration numbers. :

Ttem 9. MISUSE STATDGNT - All products must bear the misuse

. statament, "It is a violation of Federal lav to use this product in

a manner inconsistent with its labeling.® This statement appears
at the deginning of the directions for use, directly bensath the
heading of that section.

Item 10A. REENTRY STATEMENT - If a restricted en intarval (REI)
has been estadlished Dy the Agency, it must be included on the
label. Additicnal vorker protsction statements may de rsquired in




sooordance with PR Sotice $3-2, Narch 29, 1333.

Itam 10D, mmmm-ux labels are required ¢o
bear and dispesal statesents. These statsaents are
developed for specific containers, sises, end chemical content.
These instructions must -be grouped and appear under ths bheading
Sgtorage and Disposal® in the directions for use. This beading
sust be set in the sane type sises as required for the child hazard
wvarning. Rafer to P.R. Sotices 83-3 and 84-1 to dataraine the
storage and disposal instructions appropriate for your products.

Jtan 10C. DIRECTIONS FOR USE - Directioms for use sust be stated
in taras which can be sasily read and understood the average
wle”muumtummot cids.
an followed, directions must be adequats to protect publie
from fraud and from persenal injury and to prevent unreascnadble
advevse effects on the envircnment. (40 CFR 156.10(1)(2))

COLLATERAL LABELING .

Bulletins, leaflets, circulars, brochures, data shests, flyers, or
othar written or graphic printed matter vhich is referred to on ths
label or vhich is to accompany the product are termed collateral
labeling. such labeling may not bear claims or represantations
that differ in substance from those accepted in oconnection with
registration of the product. Collateral labeling must be made part
of the response to the RED and submitted for reviev.
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