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EXECUTIVE SUMMARY

This Reregistration Eligibility Document (RED) addresses pesticide uses of putrescent
whole egg solids. Products that contain putrescent whole egg solids are currently registered
for use as a repellent in conifer nurseries, open greenhouses, established forestry plantations,
ornamental woody shrubs and almond, fruit and citrus orchards, All products that contain
putrescent whole egg solids as an active ingredient and that are registered for these uses are
eligible for reregistration.

The U.S. Environmental Protection Agency (EPA) has conducted a review of the
scientific data base and other relevant information supporting the reregistration of putrescent
whole egg solids and has determined that the data base is sufficient to allow the EPA to
conduct a risk assessment. All applicable toxicology, ecological and environmental effect
data requirements have been waived for this active ingredient. However, EPA believes other
available information is sufficient to conclude that the currently registered uses of putrescent
whole egg solids will not result in unreasonable adverse effects to human health or the
environment. Putrescent whole egg solids is exempt from the requirement of a tolerance
when used as an animal repellent in almond orchards (40 CER part 180.1071).-

Accordingly, EPA has determined that all products containing putrescent whole egg
solids as the active ingredient are eligible for reregistration and will be reregistered when
acceptable labeling and product specific data are submitted and/or cited. Before reregistering
each product, EPA is requiring that product specific data and revised labeling be submitted
by the registrants within eight months of the issuance of this document. In an effort to
reduce the time, resources, and number of animals needed to fulfill the acute toxicology data
requirements for putrescent whole egg solids containing end use products, EPA has attempted
to "batch® products considered to be similar with respect to acute toxicity testing
requirements. However, this was not possible, so the registrant must individually satisfy the
data requirements for each of their products. After reviewing these data and the revised
labels, EPA will determine whether or not the conditions of FIFRA 3(c)(5) have been met,
that is, whether product composition 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 EPA will reregister the product. Any end-use products containing putrescent whole egg
- solids in combination with other active ingredients will not be reregistered until the REDs for
all active ingredients contained in that product are issued.




L. INTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was
amended to accelerate the reregistration of products with active ingredients first
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 an
EPA review 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, section 4(g)(2)(B), and either
reregistering products or taking "other appropriate regulatory action,* sections
4(2)(2)(C) and (D). Thus, reregistration involves a thorough review of the scientific
data base underlying a pesticide’s registration. The purpose of the review is to
reassess the potential hazards arising from the currently registered uses of the
pesticide; to determine the need for additiona! data on health and eavironmental
effects; and to determine whether the pesticide meets the "no unreasonable adverse
effects” criterion of FIFRA 3(¢c)(5).

This document presents the EPA’s decision regarding the reregistration

eligibility of the active ingredient putrescent whole egg solids. The document consists

-~ of five sections. Section I is this introduction. Section I describes putrescent whole
egg solids, its uses and regulatory history. Section I discusses the human health and
environmental assessment based on the data available to EPA. Section IV discusses
the reregistration eligibility decision for putrescent whole egg solids and Section V
discusses product reregistration requirements. Additional details concerning the
review of available data are available on request.!

! EPA’s reviews of specific reports and information on the set of registered uses
considered for EPA’s analyses may be obtained from: EPA, Freedom of Information,
401 M St., S.W., Washington, D.C. 20460.



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

Chemical Name: Putrescent Whole Egg Solids
CAS Number: 51609-52-0
Office of Pesticide Programs Chemical Code: 105101

Use Profile

The following is information on the Tegistered use with specific use
sites and application methods. A detailed table of eligible uses of putrescent
whole egg solids is in Appendix A.

Type of Pesticide: Repellent or Feeding Depressant

Pests: Black- and White-Tailed Deer, Roosevelt Elk and
Mountain Beaver

Use Sites: Terrestrial Food/Feed Crop: almond - not to be used
within 30 days of harvest, and fruit and citrus orchards
(unspecified) - use only when trees are dormant.

Terrestrial Non-Food Crop: ormamental and/or shade
trees, omamental woody shrubs and vines, established
forestry plantations and conifer seedlings.

Greenhouse Non-Food Crop: ornamental and/or shade
trees. '

Outdoor Residential: ornamental and/or shade trees and
ormnamental woody shrubs and vines.




Formulation Types

Registered: End-use

Form: Dust at 36% active ingredient (a.i.)
Liquid - Ready to Use (RTU) at 5% a.i.
Emulsifiable Concentrate at 15% and 37% a.i.

Methods of

Application; Dust: The dust is applied to moist plants using a shaker
duster to apply a light coating of the dust on the target
plants, If dry, the plants must be wetted.
Liquid: In nurseries or large greenhouses spray mixtures
are applied to runoff to ensure coverage of the target
seedlings. For established forestry plantations,
ornamental woody shrubs,-almond, fruit, and citrus
orchards a pressurized hand-held or back-pack garden
sprayer is used and foliage is sprayed to achieve runoff.
For large trees spray is applied to lateral branches that
are potentially within the animals’ reach.

REGULATORY HISTORY

EPA registered the first putrescent whole egg solid-containing product
on September 8, 1975. The currently registered products are used as
repellents in the sites identified in Section II. B. above. In 1985 EPA
exempted putrescent whole egg solids from the requirement of a tolerance
when used as an animal repellent in almond orchards (40 CFR 180.1071).
Fresh eggs and egg products are Generally Recognized As Safe (GRAS) (21
CFR 170.3), by FDA.



. SCIENCE ASSESSMENT OF PUTRESCENT WHOLE EGG SOLIDS

EPA has reviewed the scientific data base for putrescent whole egg solids
relying on information submitted by the registrant. These are cited in Appendix C.

PRORUCT CHEMISTRY ASSESSMENT

Putrescent whole egg solids (inedible egg powder, dried whole egg, or
powdered inedible egg solids), are produced from eggs which the USDA has declared
inedible for human consumption due to cracked shells, excessive blood spots or other
imperfections not conforming to standards set for food use. The final product is
highly proteinaceous (50-55%) containing fat (28-34 %), vitamins and minerals.

Putrescent whole egg solids are produced by centrifuging whole eges (cracked
or broken) to separate the shell from the liquid egg. The liquid egg is pumped
through a strainer to remove foreign material (shell pieces) then placed in a holding
tank or passed through a pasteurizer. Following pasteurization, the liquid is cooled,
spray dried, bagged and stored until shipping. At the time of use, the powdered eggs
are hydrated which initiates the decaying process. This is repugnant and acts to repel
the target pests.

Quality control procedures include testing for total protein, fat and solid
content, nutritional composition and for the presence or absence of Salmonella
(standard requires complete absence), yeast and mold (standard requires less than 10
CFU/gm), and coliforms (standard requires less than 10 CFU/gm).

Putrescent whole egg solids have 2 faint orange to beige color with a slightly
malty odor. The physical state of this material is described as a powder mixture of
fine particles and loosely packed aggregates. Putrescent whole egg solids are
insoluble in water, petroleum distillate, isopropanol and 1,1, 1-trichloroethane. The
bulk density is calculated to be 0.514 gm/ml and the pH is 6.4 (10% solution of dried
whole egg in water).

Enviromental and Human, Health Assessment

EPA has developed a normative set of data requirements, set forth in the
regulations (40 CFR part 158) and the Agency’s Reregistration Phase 2 Technical
Guidance Document. These data requirements must be addressed for pesticide
reregistration, These regulations and the guidance document specify the necessary
data based on such factors including use sites, potential environmental and human
(dietary and occupational) exposures, product formulation types, product application
methods, and results of initial (Tier 1) studies. Due to the diverse nature and
characteristics of pesticide products and their uses subject to reregistration, the
Agency also recognizes the need to modify the data requirements for specific
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pesticides, including waiving certain data requirements, because such requirements are
inappropriate or unnecessary for reregistration.

The case-specific approach to waive individual data requirements has sarved to
identify the appropriate data requirement sets for pesticide products. Further, the
Agency believes there is a category of pesticide active ingredients for which a broadly
reduced set of data requirements are appropriate for reregistration. Specifically,
products in this category would be exempt from the generic data requirements for
toxicology, residue chemistry, human exposure, ecologica! effects, and environmental
fate on the active ingredient. The Agency believes there are numerous considerations
which, when taken together, can form the basis for a conclusion that such a reduction
in data requirements is appropriate for a particular pesticide active ingredient, while
not compromising human health or environmental safety. :

There are, however, certain data requirements which are essential and may not
be waived. Basic chemistry data on the active ingredient and formulated products are
required for pesticides in this category so that the Agency has reasonable certainty of
the pesticide’s identity and chemical/physical characteristics. Also, acute toxicology
studies for formulated products are required for the Agency to determine appropriate
product labeling for potential hazards to those who handle or apply such products.
However, these toxicology studies may be waived if an assessment of the product
formulation, including the inert ingredients, indicates that such studies are
unnecessary to determine appropriate labeling.

In considering putrescent whole egg solids for reregistration eligibility, the
Agency believes it is an active ingredient that should be considered for this broad
waiver of the generic data requirements. The considerations that lead the Agency to
this conclusion are as follows:

Fresh eggs and egg products are Generally Recognized As Safe (GRAS) (21'
CFR 170.3), by FDA. Egg solids are also recognized as a common human food or .
significant component of a common human food.

No reports of adverse effects have been submitted to the Agency for this active
ingredient. There is no indication of any other significant adverse effects from :
putrescent whole egg solids to humans or the environment associated with its use as a

This pesticide is used as a repellent in conifer nurseries, open greenhouses,
established forestry plantations, ornamental woody shrubs, almond, fruit, and citrus
orchards. The active ingredient putrescent whole egg solids has a non-toxic mode of
action for its target pest. This pesticide can be presumed non-persistent based on
knowledge of its composition. The egg solids’ organic material is known to degrade
rapidly in the environment to elemental constituents by normal biological, physical

2




and/or chemical processes that can be reasonably expectad to exist where the pesticide
is applied.

Based on these factors the Agency does not believe generic data, beyond those
data required to satisfy basic product identity and chemistry questions (refer to
Appendix B), are necessary to determine if the current registered uses of this active
ingredient pose unreasonable risks to humans or the environment. Therefore, EPA is
not requiring the submission of additional generic data for the active ingredient
putrescent whole egg solids. However, EPA is requiring the submission of product
specific data (product chemistry, acute toxicity and efficacy). The Agency believes
that, based on the above factors, the uses of registered products containing putrescent
whole egg solids do not pose unreasonable risks to humans or the environment,

PUTRESCENT WHOLE EGG SOLIDS
A. D ination of Eligibili -

Section 4(g)(2)(A) of FIFRA requires the Agency to determine, after -
consideration of relevant data concerning an active ingredient, whether products
containing the active ingredient are eligible for reregistration. For products
containing putrescent whole egg solids as an active ingredient the Agency waived all
generic data requirements except those for basic product identity and chemistry.
These data were submitted and reviewed. In addition to these data the Agency has
considered the factors discussed above in Section III, regarding the natural occurrence _
of putrescent whole egg solids, common use as a food item, and the lack of reported
adverse effects information. The Agency has completed its consideration of these -
datz and other factors and has determined this information is sufficient to support
reregistration of products containing putrescent whole egg solids as an active
ingredient, The reregistration of particular products is addressed in Section V. of this
document.

Although the Agency has concluded that products containing putrescent whole
egg solids are eligible for reregistration, the Agency may take regulatory actions in
the future that would affect the continued registration of putrescent whole egg solid-
containing products if significant information about this active ingredient and/or its
products comes to the Agency’s attention. Such regulatory action could include
requiring the submission of additional data if the data requirements for registration (or
the guidelines for generating such data) change. :



B.  Additional Generic Datz Requ

The generic data base supporting the reregistration of products containing
putrescent whole egg solids has been reviewed and determined to be substantially
complete for reregistration.

Putrescent Whole Egg Solids

There are no manufacturing-use products registered.

V.  ACTIONS REQUIRED BY REGISTRANTS OF END-USE PRODUCTS
A T ination of Eligibili

Based on the reviews of the generic data for the active ingredient putrescent
.whole egg solids, the products containing this active ingredient are eligible for
reregistration.  Section 4(g)(2)(B) of FIFRA calls for the EPA to obtain any needed
product-specific data regarding the pesticide after a determination of eligibility has
been made. The EPA will review these data when they have been submitted and/or
cited and determine whether to reregister individual products.

L Eroduct Specific Data Requirements

The product-specific data requirements are stated in Attachment C.

2. Labeling Reaui for End-Use Prod Containi
Putrescent Whole Egg Solids
The labels and labeling of all products must comply with EPA’s current
regulations and requirements. Instructions to comply with these requirements are
contained in the Product Reregistration Handbook.,



APPENDIX A

Putrescent Whole Egg Solids Use Patterns Subject to Reregistration
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APPENDIX B

Generic Data Requirements for Putrescent Whole Egg Solids
and Data Citations Supporting Reregistration




GUIDE TO APPENDIX B

Appendix B contains listings of data requirements which support the reregistration for
the pesticide covered by this Reregistration Eligibility Document.

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

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

1.Data Requirement (Column 1). The data requirements are listed in the order of
appearance 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 2). If the EPA 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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APPENDIX C

_—

: Citations Considered to be Part of the Data Base
Supporting the Reregistration of Putrescent Whole Egg Solids



GUIDE TO APPENDIX C

CONTENT OF BIBLIOGRAPHY. This bibliography contains citations of all studies
considered relevant by EPA in arriving at the positions and conclusions stated
elsewhere in the Reregistration Eligibility Document. Primary sources for studies in
this bibliography have been the body of data submitted to EPA and its predecessor
agencies in support of past regulatory decisions. Selections from other sources
including the published literature, in those instances where they have been considered,
will be included.

UNITS OF ENTRY. The unit of eatry in this bibliography is called a "study”. In
the case of published materials, this corresponds closely to an article. In the case of
unpublished materials submitted to the EPA the EPA has sought to identify documents
at a level parallel to the published article from within the typically larger volumes in
which they were submitted. The resulting *studies® generally have a distinct title (or
at least a single subject), can stand alone for purposes of review, and can be described
with a conventional bibliographic citation. The EPA has attempted also to unite basic
documents and commentaries upon them, treating them as a single study.

IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted
numerically by Master Record Identifier, or MRID number. This number is unique

- to the citation, and should be used at any time specific reference is required. It is not

related to the six-digit "Accession Number” which has been used to identify volumes
of submitted studies; see paragraph 4(d)(4) below for further explanation. In a few
cases, entries added to the bibliography late in the review may be preceded by a nine-
character temporary identifier. These entries are listed after all MRID entries. This .
temporary identifier number is also to be used whenever specific reference is needed.

FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry
consists of a citation containing standard elements followed, in the case of material
submitted to EPA, by a description of the earliest known submission. Bibliographic
conventions used reflect the standards of the American National Standards Institute

(ANSTI), expanded to provide for certain special needs.

a Author, Whenever the EPA could confidently identify one, the EPA has
chosen to show a personal author, When no individual was identified, the
EPA has shown an identifiable laboratory or testing facility as author. As a
last resort, the EPA has shown the first submitter as author., ) _

b. Document date. When the date appears as four digits with no question marks,
the EPA took it directly from the document. When a four-digit date is
followed by a question mark the bibliographer deduced the date from evidence
in the document. When the date appears as (1977), the EPA was unable to
determine or estimate the date of the document.



Title. In some cases, it has been necessary for EPA
bibliographers to create or enhance a document title. Any such editorial
insertions are contained between square brackets.

Trailing parentheses. For studies submitted to the EPA in the past, the trailing
parentheses include (in addition to any seif-explanatory text) the following
elements describing the earliest known submission:

)

2

€))

@

Submission date. The date of the earliest known submission appears
immediately following the word "received.”

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

Submitter. The third element is the submitter, following the phrase
“submitted by.* When authorship is defaulted to the submitter, this
element is omitted.

Volume Identification (Accession Numbers). The final element in the
trailing parentheses identifies the EPA accession number of the volume
in which the original submission of the study appears. The six-digit
accession number follows the symbol "CDL," standing for "Company
Data Library.” This accession number is in turn followed by an
alphabetic suffix which shows the relative position of the study within
the volume. For example, within accession number 123456, the first
study would be 123456-A; the second, 123456-B; the 26th, 123456-Z;
and the 27th, 123456-AA.
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i } UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
MJ WASHINGTON, 0.6 20483
'rﬁ - ,
R WOTICE 91-3 ores or

PESTEOE S wp TEE

HASTANCE S
"NOTICE TO MANUPACTURERS, PRODUCERS, FORMULATORS,
AND REGISTRANTS OF PESTICIDES

ATTENTION: Persons Responsible fer'?cdnrll Registration of
. . Pesticide Products.

SUBATRCT: Accuracy of Stated Percentages for Ingredients
Statsnent :

I. PURPOSE:

The purpese . of this _notice s ~£0 <clarity the ©0ffice-of
Pesticide Progranm's policy with raspect to the statement of
percentages in a pesticide's label's ingredient statanent,
Specifically, the amount (percent by vaight) of 1ngrcdicnt(s)
specified {n the ingredient statezent on the label nust de stated
43 the nominal concentratien ef such inqrodient(a) + 48 that tarn is
defined in 40 crR 158.183(4). Accordingly, the Agancy has
estadlished the nominal eoncantration as the only acceptable ladsl -
claia for the amount of active ingredient in the product.

~Il. BACXGROUND . --

For some time the Agancy has accepted tve different methods of
identitying on the label what percentage is claimed for the
ingredient(s) contained in a pesticide. scme applicants claimed a
percentage which represented a level Detveen tihe Upper and the
lover certified 1imits. This was referred to as the noainal
concantration. Other applicants Clained the lowver 1imit as the
percentage of the ingredient(s) that vould be expected to be
present their product at the end of the product's shelf-life.
Unfortunataly, this led tO & great deal of confusion among the
regulated + the regulators, and the Consumers as to axactly
hov much of a given ingredient vas in a given preduct. The Agency
has established the nominsl cencentration as the only acceptadble
label claim for the amcunt of active ingredient in the product.

. Current regulations require that the percantage 1isted in the
active ingredient statement be as precise as possible reflecting
§oo4 manufacturing practices 40 crn 136.10(g) (5). The certified

inits required for each active ingredient are intended to
encompass any such "goed sanufacturing practice® vaxiations 40 CFR.
158.175(c) (3)., _ : :

@ Printed on Aecycin




" T Purpeses of section 12(a)(1)(C).
-I1II. REQUIREMENTS

be changed to

Ths upper and lowver certified limits, whien BUSt be propoged in
connection with a product'g registration, Teprasant the aBountg of
an ingredient that 23y legally be present 40 CrR 158.19s, The

routinely achieved concentration used for calculation of dosages
and dilutions, -

The noaimal concentration would in faet state the greatest
degree of ACSuracy that is varranted with TeSpact to actual product
cozposition because the nominal concentration veuld be ths anmount
©f active ingredient typically found in the producs.

It is iaportant for registrants t0 note that certiffeq linits,
for active ingredients are not considered to be trade gecret’
information under FIFRA section 10(b). In ethis Tespact the
cartified limies vill be routinely provided by EPA to States for

- enforcazent Purposes, since the neainal concentration 4pPpearing on

the label BXY not represent the qgggrconblcﬁ composition gfor

As described below under Unit V. * CaxPLIANCE SCHRDOLE, " 511
currently registered pProducts as wvell as all 8pplications for new
registration must Comply with this Netice by specitying the noninal
concentration expressed as 4 percentage by veight as the label
clain in the ingzredient (s) Statezent and equivalence statemernits if
applicable (e.g., elemental arsaniec, metallie gine, salt eof an-
scid). In addition, the requirenent for perforaing sample analyses
of five or scre Tapresentative samples sust be fulfilled. Copias of
the raw analytical data must be submsitted with the noninal
ingredient label claim. Further inforsation about the analysis
Tequiresent may be feund in the 40 Cra 1s5s.170. A1l products are
required to provide cartified 1limits for each active, inert
ingrediant, impurities of toxicological significance(i.a., upper
linit(s) enly) and on a Cass by case dasis as s ecified by EPA.
These liaits are to be set based on represantative sanpling ana
cheajcal analysis(i.s., quality control) eof the product.

The forsat of the ingredient stltciunt BUSt conforam to 40 CMR
156-Labeling Requiresents For Pesticides and Devices.

After July 1, 1937, all pesticide ingrediant statenants must
:;linal eéneontxatiea. .
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IV. FPRODUCTZ THAT REguIng EFPICACY paTA

All pesticides 4TS Fequired tp pe efficacioys. Theretore,
the Cortified lover linits may nege be lover thepn the miniguy
level to achigve efficacy. This {, extremely {aportane for
Products whien Are intended o Sontrol pests whiep threaten eng
Public healen, 9.9., certain Antimiersbial and Todanticidg
Producty. Rafar to 40 CrR 158.¢40.

in those cases vhere ctticacy limits Rave peen establishedq,
the Agency will not accept certified lowver linits wvhien AZe bealovw
that level feor the shelf 1ige of the preduce.

V. coMrLIANCE SCHEDULE

AS described tarlier, the purpcse of this Notice ig te make
the Tegistration PTocass more unifory and morg Bahageadble for
both the 43ency and the regqulated Community. It {s tne Agency's
intention te iaplemant the Tequiresents of this notice ag
SRCOtNhly as Possible so as not te disrupt opr delay the Agency's
high pricrity prograns, {.s., Teregistration, nev cheaical, or o
fast track (PIFRA section () (3)(m). Therefors,
appliclntl/roqistrtntl are sxpected to Coaply with the
Tequiresents of this Notice as follows:

(1) Beginning July 3, 1991, all nev Produce
registrations submitted to the Agency
4Te €0 comply vith the Tequirsnents of this
HQ‘(G.. -

- (2) Registrants Baving preducts fubject to .
reregistration under PIFRA section 4(a) are to
Comply with the requiramants of this Notice when
Specific products are called in by the Agency
under Phase V of the Rersgistration Prograa.

(3) All other products/applieaetoas that are
not subject to (1) and (2) abdeve vill have until
July 1, 1997, ¢o eenplr vith thiy Netice,
Such applications should note *Conversien
te Nemingl Concentration® on the application
fors. These tYPes of amandaents vill net be
od as "Page Tracke applications by
vill be handled as routine requests.

VI. rox roeTax: INrORATION .
’ Contact Tyrone Aiken for inforsation or questions eoncerning

this notice on (703) 537-5024, |
| 1522._._ c?ie:Z;;;~‘¢4uﬁy.

Anne B. Lindsay, Pirector
~ Registraticon Division (N-7303
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% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{M s WASHINGTON, D.C. 20480
”4‘ -o"‘&
DATA CALL-IN NOTICE
OFF ICE OF
PESTCDES AND TCXIC
SIRTIFIED MAIL SAsTACES

Dear Sir or Madam:

This Notice requires you and other registrants of pesticide
products containing the active ingredient identified in
Attachment A ¢f this Notice, the -

£bheet, to submit certain product specific data as noted herein t
the U.S. Environmental Protection Agency (EFA, the Agency).
These data are necessary tc maintain the continued registration
©f your product(s) containing this active ingredient. Within 90
days after you receive this Notice you must respond as set forth
in Section III below. Your response must state:

1. How you will comply with the requirements set forth in
this Notice and its Attachments A through G: or

2. Why you believe you are exampt from the reqQuirements
listed in this Notice and in Attachment ¢,
'S ) (Bee

section III-B); er

3. Why you believe EPA should not require your subzmissicn
©f product specific data in the manner specified by this
Notice (see section IXII-D). _ .

If you do not respond to this Notice, or if you do not
satisfy IPA that you will comply with its requirements eor should
be exezpt or excused from doing so, then the registration of your
product(s) subject to this Notice will be subject to suspension.
We have provided a list of all of your products subject to this

Notice in Attachzment B, » 48 vall as a
list of all registrants who were sent this Notice (Attachment F).

The authority for this Notice is section 3(¢)(2)(B) of the
Federal Insecticide, Fungicide and Rodenticide Act as anended
(FIFRA), 7 U.S.C. section 136a(c) (2} (B). Cocllection of this
information is authorized under the Paperwork Reduction Act by
OMB Approval Ne. 2070-0107 (expiration date 312-31-92).

Bewvad an Recvoss Papet




This Notice ig divided ints Eix sections and gseven
Attachments, The Notice itsels contains informatien and
instructions applicable to all Data cali-1n Notices. The
Attachments contain specifice chexnical informatien and
instructions. The six sections of the Notice are:

Section 1 = Why You Are Receiving This Notice

Section 11 - Data Required By This Notice

Section 111 - Compliance With Requirements of This

' Notice

Section v - Consequences Of Failure To Comply With
This Notice

Saction v = Registrantyg: Obligation To Report
Possible Unreascnable Adverse Iffects

Section vr . Inquiries And Responses To This Notice

The Attachments o this Notice are: ==

. : o

ﬁ
|

SECTION 1. Mm_mws_m

The Agency has Teviewed existing data for this active
ingredient and reevaluated the data needed to support continued
Tegistration of the subject active ingredient. The Agency has
concluded that the only additional data Necessary are product
Specific data. Ne additiona) generic data requirements are being
imposed. vyoyu have been sent this Notice because you have
Produce(s) containing the subject active ingredient.

SECTION I1I. Pmmx:n_u_zm_mﬂ
II-A. DATA RFQUIRFD

The preduct specific data Tequired by thig Notice are

Specified in Attachment ¢, !
Depending on the Tesults of the studies required in

this Notica, ;dditional testing Zay be required.
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II-B. SCHEDULE FOR SUBMISSION OF DATA

¥You are required to submit the data or otherwise satisfy the

data requirements specified in Attachment C,
! , Within the timeframes providad.

II-C. TESTING PROTOCOL

All studies reguired under this Notice must be conducted in
accordance with test standards outlined in the Pesticide Assessnment
Guidelines for those studies for which guidelines have been
established.

. These EFA Guidelines are available from the National Technical
Information Service (NTIS), Attn: Order Desk, 5285 Port Royal Road,
-Springfield, Va 22161 (tel: 703-487-4650).

Protocols approved by tha COrganization-for Econonic
Cooperation and Development (OECD) are also acceptable if the OECD-
recomzended test standards conform to those specified in the
Pesticide Data Requirements regulation (40 CFR § 158.70). When
using the OECD protocols, they should be modified as appropriates so
that the data generated by the study will satisfy the requirenments
©f 40 CFR § 158. Normally, the Agency will not extend deadlines
for ceomplying with data requirements when the studies were not
conducted in accordance with acceptable standards. The OECD
protecols are available from QOECD, 1750 Pennsylvania Avenus N.W.,
Washington, D.C. 20006, .

- All new studies and proposed protocels submitted in response
to this Data Call-In Notice must be in accordance with Good
laboratory Practices [40 CFR Part 160.3(a)(6)]. .

1I-D. REGISTRANTS RECEIVING PREVIOUS SECTION 3(g)(2)(B) NOTICES
ZSSUED BY THE AGENCX

Unless otherwise noted herein, this Data Call-In does not in

A4
Call-In(s), or any other agreexsnts entered intc with the Agency
pertaining to such prior Notice. Registrants must comply with the
requirenents of all Notices to avoid issuance of a Notice of Intent

to Suspend their affected products.

SZCTION IIT. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE
IIT-A. SCHEDULF POR RESPONDING TO THE AGENCY

The appropriate responses initially regquired by this Notice
for product specific data must be submitted to the Agency within 950
days after your receipt of this Notics. Failure to adequately
respond to this Notice within 90 days of your receipt will be a
basis for issuing a Notice of Intent to Suspend (NOIS) affecting



your products. Thisg and other bases for issuance of NoIg due tgo
failure to comply with thig Notice are Presented in Section Iv.x )
and Iv-B.

iII-B. QPTIONS For RESPONDING IO THE AGENCY

The options for Tasponding to this Netice for product Specifie
data are: (a) voluntary cancellation, (b) agree to satisfy the
pProduct specifiec data requirenents imposed by this Notice or (¢)
Tequest a data waiver(s). .

A discussgion of how to Tespond if you choose the Voluntary
Cancellation option is Presented below, a discussion of the
- various options avajilabple for satisfying the Product specitic data
requirements of this Notice is contained in sectien III-C. a
discussion of options relating to Teguests for data vaivers ig
Contained in Section III-D. _

There are two forms that accompany this Notice.of wvhich,
depending upen yecur Tesponse, one or both must he used in your
r'esponse to the Aggncy. These forms are the = -

IQI, and the ! ;-
Attachment B and Attachment C. The Q5;5_;;11;zn_£g§ngn§g_£g;m nust
be Submitted as Part of every response to this Notice. 1In

addztion, Cne copy of the

. nust be submitted for each product listed on the
2g114:111;1n_zg;ngn;g_zgzm unless the veluntary Cancellation option
is selected or unless the Preduct is identical ¢o ancther (refer to
the instructions tor Completing the Qg:g_;;ll;zn_ng;pgnlg Form in

Attachment B), Please note that the cocpany's authorized
Tepresentative ig required eo sign the first Page of the Data cal:i-

lnd [k ] .
Iomm (if this form is required) and initial aAny subssquent pages.
The forms contalin separate detailed instructions on the response
options. Do not alter the printed material. ¢ You have questions
O need assistance in Preparing your response, call or write the
contact’pcrson(s) identified in Attachment a,

this Notice by Tequesting veluntary cancellation of your proeduct(s)
containing the active ingredient that is the Subject of thig
Notice. 12 You wish te voluntlrily cancel your pProduct, you must
subzit a cempleted indicating your

elaction of this optioen. Veluntary canccllntion is jtem Number s
on the - £ you cheoose thig optien, this

is the oenly foram that You are roqﬁircd to complets.

I you choose to voluntlrily'cancol your product, further sale
and distribution of your produyct after the effective date of
cancellation must be in accerdance with the Existing Stocks
Provisions of this Notice which are contained in Section 1v-c.




5 .
2. satisgvi ) ; s {fic Data R i ! £ thy
Notice. There are various options available to satisfy the product
specific data Tequirements of this Notice. These options are
Qiscussed in Section III-C of this Notice ana conprise options 1
through 6 on the Requirenents Statys and Registrant's Egsngn:g.zg:m
and item numbers 72 and 7b on the Qg;;_Qn;l;zn_ag;ngngn_zgzn.
/minor use option are neot

Deletion of a use(s) and the low volume
valid optiens for fulfilling product specific data requirenments.

3. Raguest for Froduct Specific pata Walvers. wWaivers for
Product specific data are discussed in Section III-D of this Notice

and are covered by option 7 on the
! - If you choose this option, you must

submit both forms as wall as any other information/data Pertaining
to the option chosen to address the data requirement.

IIT-C

It you acknow!edge on the - Form that you
agree to satisfy the product specific data requirements (i.e. you
select option 7a or 7b), then YOu must select cne of the six
options on the Requirements Status ang Registrant's Response Form
related to data Productien for each data regquirement, Your option
Selection should be entered under itenm number §, "Registrant
Response." The six options related to data Production are the
first six options discussed under item $ in the instructions for
conmpleting the ! Form.
These six options are listed inmodiatoly below with information in
pParentheses to guide Tegistrants to additional instructions
Provided in thig Section. The options ara: .

(1) 1 wiia generate and submit data within the specified
tizneframe (Developing Data)

(2) I have entered into an agreensnt with one or nore

- registrants to develop data Jointly (CO-t'shlring)-

(3} I have made offers to cost-share (Offers to Cost Share)

(4) I am subnitting an existing study that has not been
submitted Previcusly to the Agency by anyecne (Submitting
an Existing study)

($) I am submitting eor citing data to upgrade a study
classified by EPA as Partially acceptalkle and upgradeable
(Upgrading a studz)

(6) I anm citing an ex sting study that EPA has classified as
a4CCeptable or an existing study that has been submitted
but not reviewed by the Agency (Citing an Existing study)

Tequired data it pust be in conformance vith Agency deadlines and
with other Agency requirements as refarenced herein and in the
Attachuments. All data gensrated and submitted Bust comply with the
Good Laboratory Practice (GLP) rule (40 crFR Part 160), be conducted
according to the Pesticide Assessment Guidelines (PAG), and be in
conforzance with the Tequirements of PR Notice 86-5



The time frames in the Reguirements Status and Registrant's
Response Form are the time frames that the Agency is allowing for
the submission of completed study reports. The noted deadlines run
from the date of the receipt of this Notice by the registrant. 1If
the data are not submitted by the deadline, each registrant is
subject to receipt ¢f a Notice of Intent to Suspend the affected
registration(s).

If you cannot submit the data/reports to the Agency in the time
required by this Notice and intend to seek additional time to nmeet
the requirements(s), you must submit a request to the Agency which
includes: (1) a detailed description of the expected difficulty and
(2) a proposed schedule including alternative dates for mesting
such requirements on a step-by-step basis. You nmust explain any
technical or laboratory difficulties and provide documentation from
the laboratory performing the testing. While EPA is considering
your request, the criginal deadline remains. The Agency will
respond to your request in writing. If EPA does not grant your
rsquest, the original deadline remains. Normally, extensions can
be requested only in cases of axtracrdinary testing problems beyond
the expectation or control of the registrant. Extensicns will not
be given in submitting the 90-day responses. Extensions will not
be considered if the regquest for extension is not made in a timely
fashion; in nc event shall an extension request be considered if it
is submitted at or after the lapse of the subiject deadline.

-

~«Reagistrants

v
may only chocse this option for acute toxicity data and certain
efficacy data and only if EPA has indicated in the attached data
tables that your product and at least one ¢ther product are similar
for purposes of depending on the sane data. If this is the case,
data may be generated for just one of the products in the group.
The registration pnumber of the product for which data yill be
subzitted pust be noted in the agreenment to cost share by the
registrant selecting this option. If you choose to enter into an
agreement to share in the cost of producing the required data but
vill not be submitting the data yourself, you must provide the name
of the registrant who will be submitting the data. You must also
provide EPA with documentary esvidence that an agreezent has been
formed. Such evidence may be your letter offering to join in an
agreement and the other registrant's acceptance of your offer, or a
vritten statement by the parties that an agrsement exists. The
agreenent to produce the data nesd not specify all of the terms of
the final arrangement between the parties or the mechanism to
resolve the tarms. Section 3(c)(2)(B) provides that if the parties
cannot resolve the terms of the agreesnment they may resclve their
differences through binding arbitration.

option 3, Offer to Share in the Cost of Data Davelooment -
This opticn only applies to acuts toxicity and certain efficacy
data as described in option 2 above. If you have made an offer to
Pay in an attempt to enter inte an agreezent or amend an existing
agreenent to meet the requiraments of this Notice and have been
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unsuccessful, YOU may reguest EPA (by salecting this eption) to
exercise its discretion not to suspend your registration(s),
although you do not cozply with the data submission requirezents cf
this Notice. EPA has determined that as a general policy, absent
other relevant considerations, it will not suspend the registration
©f a preoduct of a registrant who has in good faith sought and
continues to seek to enter into a joint data developnant/cost
sharing program, but the other registrant(s) developing the data
has refused to accept your offer. To qualify for this eptien, you
zust submit docurmentation to the Agency proving that you have made
an offer to ancther Tegistrant (who has an obligation to submit
data) to share in the burden of developing that data. You must
also submit to the Agency a completed EFA Form 8570-32,
Certification of Offer to Cost Share in the Development of Data,
Attachzent G. In addition, you must dexonstrate that the other
registrant to whonm tha offer was made has not accepted your offer
to enter into a costsharing agreement by including a copy of your

(Such as a certified mai] Tecealpt). Your offer must, in additien
to anything else, offer to share in the burden of pProducing the
data upon terms to be agreed or failing agreezent to be bound by
binding arbitration as provided by FIFRA secticn 3(e) (2) (B) (iil)

- and must net qualify this cffar. The other registrant must also
inform EPA of its election of an optien to develop and submit the
data required by this Notice by submitting a =

t

Icxm and a .
committing to develop and submit the data required by this Notice.

In order for you to avoid suspensicn under thig optien, you may
not withdraw your offer te share in the burdens of developing the
data. In addition, the other registrant must fulfill its
commitment to develop and submit the data as reguired by this
Notice. If the other registrant fails to develop the data or for
scnme other reason is subject to suspension, your registration as
well as that of the other registrant will nermally be subject to
initiation of suspension proceedings, unless you commit to submit,
and do submit the required cata in the specified time frame. 1In
such cases, the Agency generally will not grant a time extension

for subxnitting the data.,

== If you choose to
submit an existing study in response to this Notics, you must
deternine that the study satisfies the requirezents imposed by this
Notice. You may only submit a study that has not been pPreviously
subnitted to the Agency or previously cited by anyons. Existing
studies are studies which predate issuance of this Notice. Do not
use this option if you are subnitting data te upgrade a study. (See

Cptien §).

You should be aware that if the Agency determines that the
Study is not acceptable, the Agency will require you to comply with
this Notice, normally without an extension of the required date of
submission. The Agency may deterzine at any tize that a study is

not valid and needs to be repsatad,



To meet the requirements of the DCI Notice for submitting an
existing study, i i ]
et

-~

2. You must certify at the time that the existing study is
subnitted that the raw data and specinmens from the study are
avallable for audit and reviewv and you must identify where they
are available. This nust be done in accordance with
the requirements of the Good laboratory Practice {GLP)
regulation, 40 CFR Part 160. As stated in 40 CFR 160.3({3)
" '{r)aw data' means any laboratery worksheets, Tecords,
menoranda, notes, or exact copies thereof, that are the result
©f original observaticns and activities of a study and are
necessary for the recenstructicon and evaluation of the report
. ©of that study. In the event that exact transcripts of raw data
"have bean prepared (e.g., tapes which have been transcribed
verbatim, dated, and verified accurate by signature), the exact
COpPY Or exact transcript may be substituted for the coriginal
Source as raw data. 'Raw data' may include pPhotographs,
Bicrofilm or microfiche copies, computer printouts, magnetic
media, including dictated observations, and recorded data frem
autompated instruments.” The term "specimens”, according to 40
CFR 160.3(k), means "any material derived from a test system

for examination or analysis."

b. Health and safaty studies completed after May 1984 must also
contain all GLP-required quality assurance and Qquality centrol
information, pursuant to the requirezents of 40 CFR Part 160.
Registrants must also certify at the time of submitting the
existing study that such GLP information is available for post-
May 1584 studies by including an appropriate statezent on or
attached to the study signed by an authorized eofficial or
Tepresentative of the registrant.

c. You must certify that each study fulfills the acceptance
criteria for the Guideline relevant to the study provided in
the FIFRA Accelerated Reregistration Phase 3 Technical GuidaéceA ,
and that the study has been conducted according to the
Pesticide Assessment Guidelines (PAG) or meets the purpose. of
the PAG (both available from NTIS). A study not conductad
according to the PAG may be submitted to the Agency for .
consideration if the registrant believes that the study clearly
meets the purpose of the PAG. The registrant is referred teo 40
CFR 158.70 which states the Agency's policy regarding
acceptable protocels. If you wish to submit the study, you
zust, in addition to certifying that the purposas of the PAG
are mat by the study, clearly articulate the rationale why you
believe the study meets the purpose of the PAG, including
copies of any supperting information or data. It has been the
Agancy's experience that studies completed prior to January:
1970 rarely satisfied the Purpese of the PAG and that necessary
raw data are usually net availabls for such studies.

2)
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If you submit ap existing study, ¥OoU must certify that the
study meets alil Tequirenents of the criteria ocutlined above.

Notice which does not Beet the criteria outlined above but dces
contain factual informatien tegarding unresascnable adverse effects,
YOU RBust notify the Agency of such a study. If such study is in
the Agency's files, you need only cite it along with the
hotification. If not in the Agency's files, you must submit a
Sunnary and copies as Tequired by PR Notice 86~5,

=< If a study has been classifiad
83 partially acceptable and uUpgradeable, you may submit data to
upgrade that study. The Agency will review the data submitted and
deternine if the Tequirerent is satisfied. If the Agency decides
the requirement is not satisfied, you may still be required to
submit new data nerzally witheut any time extansion. Deficient,
‘but upgradeable studies will normally be classified as
SuppPlemental. Howaver, it is izportant to note that not all
Studies classified as supplexental are upgradeable. If You have
Juastions regarding the classification of a study or whether a
study may be upgraded, call or write the contact person listed in
Attachment aA. 1I¢ you submit data to upgrade an existing study you
rust satisty or Supply information to correct all deficiencies in
the study identifisd by EPA. You nust provide a Clearly
articulated rationale ©f how the deficiencies have been rermadied or
corrected and why the study should be rated as acceptable to EPA.
Your submission must also specify the MRID nunber(s) of the study
which veu are attempting to upgrade and aust be in conformance with
PR Netice 86-5, .

De not submit additional data for the Purposes of upgrading a
study classified ag unacctptablo'and'dltorninod by the Agency as
neot capablas cof being upgraded.

This cption should alse be used to cite data that has been
Previously submitted to upgrade a study, but has not yet basen
reviaved by the Agency. You must provide the MRID number of the
data submission as vell as the MRID number ©f the study being
Upgradad. i

The criteria for subnitting an existing study, as specified in
Option 4 abovae, Apply to all data submissions intended to upgrade
studies, Additionally your submissien of data intended to upgrade
studies must be accozpanied by & certification that You comply with

&ach of those criteria as well as a certification regarding

Protocel compliance with Agency requirements.

== If you choocse to cite a .
Study that has been Previously submitted to EPA, that study must
have bccn-prcviously classified by EPA as Acceptable or it must be
4 study which has net Yet been reviewed by the Agency. Accsptable
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toxicology studies generally will have been classified as “core-
guideline” or "core minimum.® For all other disciplines the ,
classification would be "acceptable.” With respect to any studies
for which you wish to select this option you must provide the MRID
nunber of the study you are citing and, if the study has been

revieved by the Agency

+ YOu must provide the Agency's

classification of the study.

If you are citing
data submitter, you mu
8570-31, i i

° Registrants who se
ef the requirements de
the -

Registrant's Response

& study of which you are not the eriginal
st subrmit a completed copy of ZPA Forn

lect one of the above 6 cptions must meet all

scribed in the instructions for cozmpleting
Forn and the

Form, as appropriate.

III-D REQUESTS FOR DATA WAIVERS

If you request a wajiver for product specific data because you

believe it is inapprop
justification for the
and references to rele
(Note: any supplezenta
required by PR Notice

riate, you must attach a complete

requast, including technical reasons, data
vant EPA regulations, guidelines or policies.
1 data must be submitted in the format

86-5). This will be the gnly opportunity to

state the reasons or provide information in suppert of yeur
request. If the Agency approves your waiver request, you will net

be required to supply
FIFRA. 1If the Agency

the data pursuant to section 3({c) (2)(B) ef
denies your waiver request, you must chocse

an option for meeting the data regquirements of this Notice within
30 days of the receipt of the Agency's decision. You must indicate

‘and submit the optien
'

chosen on the
Form. Product specific data raquirements for

product chemistry, acute toxicity and efficacy (where appropriate)
are required for all preoducts and the Agency will grant a waiver
only under extracrdinary circumstances. You should alse be aware
that subnitting a waiver request will Net automatically extend the
due date for the study in question. Waiver Teguests submitted
without adequate Bupporting raticnale will be denied and the
original due date will remain in force.

IV. CONSEQUENCES OF FAILURE TO COMPLY WITH THIS NOTICE
IV=a NOTICE OF INTENT TO SUSPEND -

The Agency may issue a Notice of Intent te Suspend products
subject to this Notice due te failure by a registrant to comply
with the requirements of this Data Call=In Notice, pursuant to
FIFRA section 3(¢)(2)(B). Events which may be the basis for
issuance of a Notice of Intent to Suspend include, but are not

limited to, the following:
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1. Pajilure to Tespond as required by this Netice within $0
days of your Teceipt of this Notice.

2. Failure to subzit on the required schedule an acceptable
PIoposed or fimal Protocol if such is required to be suibmittea
to the Agency for review.

3. Prailure to submit on the raquired schedule an adequate
PIogress report on a study 4if required by this Noticae.

4. Pailure to subnit on the‘roquirad schedule acceptable
data as reguired by this Notica.

5. PFailure to take a regquired action or submit adsguata
-information pertaining to any option chosen to address the data
reguirerents (e.g., any Tequired action or information
" pertaining to submission or citation ©f existing studies or
cffers, arrangenents, or arbitration on the sharing of costs or
the formation of Task Forces, failure to comply with the terns
©f an agreenent or arbitration concerning joint data
developzent or failure to comply with any terms of a data
waiver),

€. Failure to submit Supportable certifications as to the
conditions of subnitted studies, as required by Section Irr-c
©f this Notice.

7. Withdrawal of an cffer to share in the cost of develeping
regquired data.

8. Failure of the registrant to whon You have tendered an offer
to share in the cost ©f developing data and provided procf of
the registrant's receipt of such offer sither to:

2. Inform EPA of intent to divclop and submit the data
required by this Notice on a n;;;_ggllzxn_aggngngg Form and a
! Form;

b. Pulfill the commitmant to develop and submit the data as
required by this Notice; or

© €. Otherwise take appropriate Steps to meat the requirenents
stated in this Notice, unless you commit to submit and da
submit the raquired data in the Specified time frama.

$. Failure to take any required or SPPropriate staps, net

Rentioned above, at any time following the issuance of this
Notic.. ’ . R :

v-3. SASLS FOR_DETERMINATION THAT SUBMITTED STupy 7s

The Agency may determine that a study (even if submitted within
the required tine) is unacceptable and constitutss a basis for
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issuancg ©of a Notice of Intent to Suspend. The grounds for
suspension include, but are not limited to, failure to meet any of

the following:

1. EPA Tequirements specified in the Data Call-In Notice or
other documents incorporated by refsrence (including, as
applicable, EPA Pesticide Assassnent Guidelines, Data Reporting
Guidelines, and GenaTox Health Effects Test Guidelines)
regarding the design, conduct, and reporting of required
studies. Such reguirements include, but are not limited to,
those relating to test material, test proceduras, selection of
sSpecies, number of anirmals, sex and distribution of animals,
dose and effect levels to be tested or attained, duration of
test, and, as applicable, Good laboratory Practices.

- 2. EPA regquirements regarding the submission of protocels (if
* applicabkle), including the incorporation of any changas -
required by the Agency following raview.

3. EPA requirexzents regarding the reporting of data, including
the manner of reporting, the cozpleteness of results, and the
adequacy of any required supperting (or raw) data, including,
but not limited to, requirezents referenced or included in this
Notice or contained in PR 86-5, All studies oust be submitted
in the form of a final report; a preliminary report will not be
considsred to fulfill the submissien reguirenent.

Iv-c EXISTING STOCKS OF SUSPENDED OR CANCELIED PRODUCTS

EPA has statutory authority te permit eontinued sale,
distribution and use of existing stocks of a pesticide product
vhich has been suspended or cancelled if doing so would be

consistent with the purposes of the Act.

The Agency has deternined that such disposition by registrants
of existing stocks for a suspended registration when a section
3(e) (2) (B) data reguest is cutstanding would genarally not be
consistent with thp Act's purposes. Accordingly, the Agency
anticipates granting registrants perzission to sell, distribute, cor
use existing stocks of suspended product(s) only in exceptional
circumstances. If you believe such disposition of existing stocks
of your product(s) which may be suspended for failurs to comply
vith this Notice should be permitted, you have the burden of
clearly demonstrating to EPA that granting such permission would be
consistent with the Act. You must also explain why an "existing
stocks” provision is necessary, including a statament of the
quantity of existing stocks and your estinmate of the time required
for their sale, distributien, and use. Unless you meest this burden
the Agency will not consider any reguest pertaining to the
continued sale, distributien, or use of your existing stocks after

suspension.

. If you request a voluntary cancellation of your product(s) as 2
response to this Notice and your product is in full compliance with
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all Agency requirements, You will have, under most Circumstances,
one year from the date your 50 day respcnse to this Notice is due,
to sell, distribute, or use existing stocks. Normally, the Agency
w§11 allow persons Cther than the registrant guch ag independent
dzstributors, Tetailers and end users to sell, distribute or use
such existing stocks until the stocks arae exhausted. Any sale,
distributien er use ©f stocks of voluntarily cancelled products
containing an active ingredient for which the Agency has particular
Tisk ccncerns will be deternmined on a case-by-case basis.

Reguests for veluntary cancellation received After the %0 day
response period reguired by this Notice will pot Tresult in the
Agency granting any additional time to sell, distridbute, or uge
existing stocks beyond a vear from the date the 90 day response was
due ynless you denonstrate to the Agency that you are in full
compliance with all Agency requirenents, including the requirements
of this Notice. For exarple, if you decide to voluntarily cancel
your registration six menths before a 3 year study is scheduled to
be submitted, all Progress reports and cother information necessary
to establigh that You have been conducting the study in an
acceptable and good faith manner must have been subnitted to the
Agency, befores EPA will consider granting an existing stocks

provisien.

r [

SECTION V. RE

Registrants are reminded that FIFRA section 6(a)(2) statass that
if at any time after & pesticide is registered a registrant has
additional factual information regarding unreascnable advarss
effects on the environment by the Pesticide, the registrant shall
submit the information to the Agency. Registrants must notify the
Agency of any factual information they have, from whatever source,
including but not limited to interinm or Preliminary results of
studies, regarding unreascnable adverss effects on man or the
environment. This requirement centinues as iong as the products
are registered by the Agency. :

SECTION VI, mwm!ﬂﬁ_to__mxs_m

If you have any questions roéardinq the requirements ana
Procedures established by this Notice, call the contact person(s)
listed in Attachment A, the - ‘

All responses to this Notice (other than voluntary cancellation
requests) must include a conplated - and a
completed ' !

(Attachment B and Attachment C) and any other documents Tequired by
this Notice, and should be submitted to the contact person(s)
identified in Attachzent A. If the voluntary cancellatien optien is
choscn,'only the - need be submitted.
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of Compliance Monitoring (OCM) of the =3 44
Toxic Substances (OPTS), EPA, will be mpen
Tated in response to this Notice.
Sincerely yours,
.Daniel M. Barolo, Directer

-~ Special Review and
Reregistration Division
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ATTACHMENT A

CHEMICAL STATUS SHEET



ATTACHMENT A

PUTRESCENT WHOLE EGG SOLIDS: DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

You have been sent this Data Call-In Notice because you have products containing
putrescent whole egg solids.

This attachment, the mgu;m_cn;mjmsmmm, contains a point of contact for
inquiries. This attachment is to be used in conjunction with (1) the Data Call-In Notice, (2)
Attachment B, the Data Call-In Response Form, (3) Attachment C, the Requirement Status and
Bsmmu.&:mn&mfor product SPeclﬁc data, (4) Attachment D, EPA Grouping of End-

§ { _ ‘ Reregistration, (5)
Attachment E, Mmm_cmm (6) Anachment F List of All Registrant(s) sent this
Data Cail-In Notice, and (7) Attachment G, the msnnmﬂ.ﬂﬂa&mnmmm&m for
product specific data, and Product Specific Data Report Form for use in replying to this

putrescent whole egg solids Data Call-In. Instructions and guidance accompany each form.
DATA REQUIRED BY THIS NOTICE
The additional data requirements needed to complete the database for putrescent whole

egg solids are listed in the Requirements Status and Registrant’s Response Form, Attachment
C.

The Agency has concluded that product specxﬁc data are needed for putrescent whole cgg
solids. The required additional data are listed in Attachment C.

. Depending on the results of the studies required in this Notice, additional testing may be
required.

INQUIRIES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the product specific data requirements and
procedures established by this Notice, please contact Rob Forrest at (703) 305-6600. All
fesponses to this Notice should be submitted to:

Document Processing Desk (RED/RD/PM-14)

Office of Pesticide Programs :

U.S. Environmental Protection Agency :
- 401 M Street S.W.

Washington, D.C. 20460

RE: Putrescent Whole Egg Solids
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If you have any questions regarding the generic data requirements and procedures
established by this Notice, please contact Thomas Myers at (703) 308-8074. Al responses to
this Notice should be submitted to:

Chemical Review Manager Thomas Myers
Accelerated Reregistration Branch (H7508W)
Special Review and Reregistration Division
Office of Pesticide Programs

U.S. Environmental Protection Agency

401 M Street S. W,

Washington, D.C. 20460

RE: Putrescent Whole Egg Solids



ATTACHMENT B
PRODUCT SPECIFIC DATA CALL-IN RESPONSE FORMS (Form A)
PLUS INSTRUCTIONS



SPECIPIC INSTRUCTIONS FOR COMPLETING
THE DATA CALL-IN RESPONSE PORM

Rroduct specific Daty

This form ia designad to be used to respond to call-ins for
generic and product specific data for the purpeose of
Teregistering pesticides under the Federal Insecticide Fungicide
and Rodenticide Act. Frij) out this form each time you aras
Tesponding to a data call-in for which EPA has sent You tha form
entitled "Requirements Status and Registrant's Response."

Itezs 1-4 will have been preprinted on the form. Items s
through 7 zust ba coczpleted by the registrant as appropriate.
Items 8 through 11 must be completed by the registrant bafore
submitting a response to the Agency. .

Public reporting burden for this collection of information
is estimated %o average 15 minutes per response, including time
for reviewing instructioens, ssarching existing data scurcas,
Gathering and maintaining the data needed, and completing and
reviewing the collection of infermation. Send comments regarding
the burden estimate or any other aspect of this collection ot
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S8. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C, 20460: and
to the Office of Management and Budget, Faparwork Reduction
Project 2070-0107, Washington, D.C. 20503.




INSTRUCTIONS FOR COMPLETING THEZ "DATA CALL~-IN RESPONSE" FORM FOR
PRODUCT SPECIFIC DATA

Item )-4. Already completed by EFA.

Iten 5, If you wish to voluntarily cancel your product, answer
"yes." If you choocss this option, you will not have to
provide the data required hy the Data Call-In Notice
and you will not have to complete any other forms.
Further sale and distributicn ef your product after the
effective date of cancellation must be in accoerdance
with the Existing stocks provision of the Data Call-In

. Notice (Section IV-C). . ‘ ;

Iten §. Not applicable since this form calls in product
specific data only. Howvever, if your product is
identical to ancother product and you qualify for a data
exemption, you must respend with "yas" to Item 7a (MP)
or 7b (EP) on this form, provide the EPA registration
numbers ©f your socurce(s) and complete and submit the
"Generic Data Exenmption"™ form: you would not complata
the "Requirements Status and Registrant's Response"

- = form. Examples of such products- include repackaged
products and Special Local Needs (Section 24c¢) preducts
which are identical to federally registered products.

itln 7a. For each manufacturing use product (MP) for which you
wish to maintain registration, you must agree to
satisfy the data requirements by responding “yes."

Iten 7b. TFor each end use product (EP) for which you wish to -
maintain registration, you must agree to satisfy the
data requirements by responding "yes." 1If you are
requesting a data waiver, answar "yes® here: in
additien, on the "Requirements Status and Registrant's
Response™ form under Item 9, you must raspond with
Option 7 (Waiver Regquest) for each study for which you
are requesting a waiver. See Item ¢ with regard to
identical preducts and data exemptions.

Itens 8-11. Self-axplanatoery.

BOTE: You may provide additional information that does not
it on this form in a signed letter that acconpanies
this form. 7For example, you may wish to report that
your product has already been transferred to ancther

- company or that you have already veluntarily cancelled
this product. Tor thess cases, pleass supply all
relevant details so that IPA can ensurs that its
‘records are correct. _ . ‘
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ATTACHMENT C

PRODUCT SPECIFIC REQUIREMENT STATUS AND REGISTRANT'S RESPONSE
FORMS (Form B) PLUS INSTRUCTIONS
AND
PR NOTICE 86-5



SPECIPIC INSTRUCTIONS POR COMPLETING
TEE RIQUIREMEINTS STATUS AND REGISTRANT'S RISPONSE FORX

Rroduct gpecific Data

* This form is designed to be used for registrants to respond
to call-ins for generic ana preduct~-specific data as part of
EPA's reregistration program under the Federal Insecticide -
Fungicide and Redenticids Act. Although the form is the same fer
both product specific and generic data, for
conpleting the forms differ siightly. Specifically, cptions for
satisfying product specific data reguiraments do not include (1)
deletion of usss or (2) regquest for a low velune/ninor usse
vaiver, These instructions are for cozpletion of product

apecitic data requirezents.

EPA has developed this form individually for each dats call-
in addressed to each registrant, and has preprinted this form
with a nurber of ftems. DO NOT use this form for any othar
active ingredient. :

Itens 1 through 8 (inclusive) vill have been preprinted on
the form. You must complete all other items on this form by

typing er printing legibly.

Public reperting burden for this collection of informatien
is estimated to average 30 minutes per response, including tine
for revieving instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
revieving the collection of information. Send comrents regarding
the burdan estimate or any othar aspsct of this collection of
inforration, including suggesting for reducing this burden, to
Chlef, Information Policy Branch, PM-223, U.8. Environmental
Protection Agency, 401 M $t., 8.W., Washingten, D.C. 20460; and
to the Offics of Managenent and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503,



[P —

INSTRUCTIONS ~FOR 'COMPLETING THE "REQUIREMENTS S§TATTS  axp

, REGISTRANT'S RESPONSI® FORM FOR PRODUCT BFPELIPIC DATA

Itez 1-3 campi&ld by IZPA. Note the u'nsép:.' 18entifin: punyes

Itez 4.

Ttea S.

" 2ten s,

Itea 7.

- Itaz 8.

Itan 9,

3.

assigned by IPA in Ttez 3. This nusber must be used 4n
the traasaittal document for ary data sudzissicns 4p

. ,Tesponsa to this Data CalleIn Notice.

The gquideline Teference nunbers of studiss required ¢o
SUPPOrt the product's continued Tegistration are
identigiea, Theses gulidelines, 4n additicn to the
Tequirezents specified in the Notice, govern the conduce
©f the required studies. Note that serias 61 and 62 in
product chemistry are nov 1isted under 40 CFR 158.1583
through 152,130, Subpazt ¢C.

The study title .--o€1.£.a'w1=a the guidelins reference
nunber is i{dentified. -

The use pattern(s) of the pesticide asscclated with the
product specific regquirszants is (are) identified. 7For
Bost product specific dats requirexents, all use patterns
are ccvered by the data regquiresents. In the cass of
efficacy data, the regquired studies only pertain ¢o
product. vhich have the use s{tas and/or pasts {indicatad.

The substance to de tested is {dentified by XPA. 7Yor
product specific data, the product as fornulated for sale
and distridution i{s the tast sudbstance, except in Tars
cases. - .. .. .

The due date for subnissicn of each study {s {dentified.
It {s normally Based on 8 Bontks after issuaace of tie
Rezogistzation Rligidility Docunest unless IPA Seternines
that & longer tine periocd is necessary.

Exter only-ons ef tia folloviag response codes

ale2e0% to shov hov you intend to conply with
the data zequirezents 1isted 13 tdis tadie, Fuller
descriptions of each cption are contained in the Data

Clll-n JNotice.

I will generats and subnit data by the specified due date
(Developiag Data). By lndiauni that I have chosan this
eption, I certify ¢that I will cen ly with all the
Tequirezents pertaining to the conditions for sudbmittal
of this study as outlined in the Data CalleIn Notics.

I have entsred into an agreesent with one or mors
Tegistrants to develop data Jointly (Cost shaciag). 2
az subnitting & 6opy of tais agreezest and o completed
nCertification Witk Respeest To Data Conpensatien
Requireaents® fora. I understand that this eption is
available ealy for acute toxicity or certain efficacy




3.

4.

data and e2ly if IPA indicates in an attachzent to thig

Notice that my product is sizilar enough %o anctier

product to qualify for this option.. I certlify thae -
ancther party in the agreezent is cornitting to subzis

Or provide the required data; 4{f the required study {s

not subnitted on tize, BY product may Pe subject to

suspension. C - L T

I have made offers to share in the cost to develop dasa
Offazs to Cost S2arze). I understand that' this cption
S avallable oaly for acuts toxicity or certain efficacy

¢ata and ealy if EPA indicates in an attachzent to this

Data Call=In Netice that my product is similar snough to

ancther product to qualify for this eption, I ax

subnitting evidence that I Bave made an effer to ancther
registrant (vho Ras an ebligation to sudailt data) to

share in the cost of that data. I am alse subzitting a

cozpleted mCertification of Offer to Cost S2aze {2 tle

Pevelopneat Data" forz., T am including a copy of =y

offez and proof of the other registrant's Tecalpt of that

coffer, I am i{dentifying the party which is comnitting
to subnit or provide the Tequired data; iz the required
study is not subnmitted en time, By product may be subject
to suspension. I understand that cther terms under
Option 3 in the Data Call-In Notice (Sectien IIZX-C.1.)

apply as wvell.,

By the specifisd due date, T wi{ll subzit an existing

tudy that has not been sudzitted reviously to the
Agency DBy anyons (Sudzitting aa Zx sting study). 2
certify that this ltud{ vill meet all the reguirezents
for submittal of existing data cutlined in optieon ¢ in
the Data Call-In Notice (Sectien 11I=-C.1.) and wil}l meet
the attached acceptance criteria (for acute toxicity and
product chealstry data), I will attach the needed
supporting inforzation aleng with this respense. 2 also
certify that f have deternined that this study will £111
the data requirezent for which I have indicated this

cheles.

By the specified due date, I will subnit or eits data to
upgrade a study classified by the Agency as partially
acceptable and upgradadle (Upgradiag a Study).: I will
subait evideace ef the Age2cy's zeviev indicating that
the study 3ay be upgraded and what informatien is
required to do s0. I vill provide the MRID or Accession
nuzber of tha study at the due dats. I understand that
the conditions for this optiocn outlined Option 3 in the
Data Call-In Notica (Section III-C.1.) apply.

3y the specified due date, I vill ¢its an existing study -
that the Agency las classified as acceptable eor an
existing study that has been subaitted but not ravisved
by the Agency (Citing an Existiag Study). 22 I an citing



Iteas 10-33. s'czz--xpzmue_ry.

b ore 4

7.

Ancther Tegistrant'g Study, X understang that thi, opticn
-ds Available o2ly for acute toxicity op certaln .fticacy
Cata angd only {f the cited study was conducted on =y
Froduct, ap identical Product or a product wvhich rpa Ras
"§roupedn ity ONe or more other Products gfor Purposes
et depending on the sare data, ¢ Bay also choosge this
°ption 1g 1’ ,.n citing =y own data, “In eitner Case, I
vill P;cv.td- the MrIp op Accession Buaber(g) go, the

I Tequest a waiver for this study because i3 iz
im;propriato for my Product (Yalvep Regquest), < an
Attaching a cop lats Justitication for this Tequest,

any Supplezenty) data must pg Subzitted {p the fora,e
Tequired py 3.2, Notice 86-8), 1 understand thae this
is ny enly Spportunity ¢o stats the rsasong or Provide
intamatien in Support of BY request, If the Agency
APproves my vaivar Teguest, T wiil Bet ke Tequired. to
3UPPly the dat, Pursuant ¢o Section 3{e)(2) (3) o2 FIFRA,
£ the Agency danies 2y valver Tequest, T muse ¢looss 3
Bethed o2 Zeeting the data Fequirezents of this Notice
By tha due date stated by this Netice., 1p this case, 3
Bust, within 3¢ days of BY recaipt of the Agency's
written decision, subnit Tevised "Requirenents Status
and Registransty Response® Form indicatin the optien .
chosen, - 2 also understand enae the deadiing Loz
sudnission of data a3 specifiqg by the original dasa
€all=in notice wil} Rot change, -

You may provide a'adlttonx {aforaatiog ihat does not g1t
en this fora in , Signed lettey that Accompanies thiy
forn, . yopr Sxanple, you ma vish to Teport that your
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2 f? UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
“. - WASRINGTON, D.C. 20480 y

R JL 29 196

PR NOTICE 86-5 PLITIEINES ARS YEKIC BURsTARCES

NCTICE TO PRODUCERS, PORMULATORS, DISTRIBUTORS
AND REGISTRANTS

Attention: Persons responsible for Pederal registration of
pesticides.

Subject: Standard format for data submitted under the Pederal
, Insecticide, Pungicide, and Rodenticide Act {FIFRA)
and certain provisions of the Pederal Pood, Drug,
and Cot.netic Act (FFDCA).

I.  Purpose

' To require data to be submitted to the Environmental
Protection Agency (EPA) in a standard format, This Notice also
provides additional guidance about, and {llustrations of, the

required formats.

IT. Applicabilit

This PR Notice applies to all data that are submitted to EPA
to satisfy data requirements for granting or maintaining pesticide
registrations, experimental use permits, tolerances, and related
appzovals under certain provisions of FIFRA and PPDCA. Thess
data are defined in PIFRA §10(d)(1). This Notice does not apply
to commercial, financial, or production information, which are,
and myst continue to be, submitted differently under separate

cover., :

I111. Effective te .

This notice is effective on November 1, 1986. Data formatted
according to this notice may be submitted prior to the effective
date, As of the effective date, submitted data packages that do
net conform to these requirements may be returned to the submitter

for necessary revision,

V. packground

On Septemder 26, 1984, EPA published proposed regulations
in the Federal Register (49 PR 379%6) which include Requirements -
for Data Submission (40 CPR $158.32), and Procedures for Claims
of Confidentiality of Data (40 CFR $158.33). These regulations

1
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$pecify tne format for data submitted to EPA under Section 31 of
FIFRA and sections 408 and 409 of EFDCA, and procedures whigh
mJst be followed to make and substantiate claims of confidena
Toality, N% oantinl Ats Y tata T cfide ttalicy are S, zd,
either by the progosed reyulation or by this notice,

OPP is making these regquiremants mandatory through this
Notice to gain resource=saving benefits from their use before the
entire proposed regulation becomes final. Adequate lead time g
being provided for sudbmitters to comply with the new requirements,

V. Relaticnship of this Notice to Qtheyr QPP Policy and Guidance

While this Notice contains regquirements for organizing and
‘formatting submittals of supperting data, it does not address
the substance of test repocts themselves. “"Data ceperting*
guidance is now under devealopment in OPP, and will specity nhow
the study objectives, protocol, cbservations, findings, and
conclusions are organized and presented within the study report.
The data reperting guidance will be compatible wich submiteal
format requirements described in this Notice,

-OPP has also promulgated a policy (PR Notice Ré~4 dated
April 15, 1986) that provides for early screening of certain
applications for reyistration under FIFRA §3. The objective of
the screen is to avoid the additional costs and prelonged delays

ssociated witn handling significantly incomplete application
packages. As of the effective date of this Notice, the screen
will include in its crizeria for acceptance of application
pPackages the data formatting requirements described herein,

OPP has alsd established & public docket which imposes dead-
lines for inserting into the docket documents submitted in cone
nection with Special Reviews and Registration Standards (see
40 CFR $154.15 and $155.32). To meet these deadlines, OPP is
requiring an additional copy of any data submitted to the docket,
Pleass refer to Page 10 for more information about this reguirement,

For several years, OPP has required that sach application for
registration or other action include a list of all applicable
data requirements and an indication of how each is satisfied--the
statement of the method of support for the application. Typically,
many requirements are satisfied by reference to data previocusly .
submitted==gither by the applicant or by another party. That re-
quirement is not altered by this notice, which applies only to
data submitted with an spplication. .

vi. Format Regquirements

A more detailed discussion of these format requirements
follows the index on the next page, and samples of some of the
tequirements are attached. E£xcept for the language of the two
alternative forms of the Statement of Data Confidentiality Claims
(shown in Attachment 3) which cannot be altered, these samples
are illustrative. As long as the required information is included
and clsarly identifiable, the form of the sanples may be altersd -
to reflect.the submitter's preferences. :

2
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Tace Examnla

Page Page

A. Organization of the Submittal Package . ., , e e 3 17

B. Transmittal Document ., , , L 4 11
C. Individual Studtes . . .., , .., ....... c .4
C.l Special Considerations for ldentifying Studies. . s

D. Organization of each Study volume ., . . . ., , , . . . 6 17

D.1 Study Title Page . . . . . . ¢ v ... . e 4 . 7 12

D.2 Statement of Data Contidentialicy CI;inl
(based on rifFaa $10(ad)(1)) & & v v .« W L 8 13
D.3 Confidential Attachment , , , . . . LT SR 8 15

D.4 Supplemental Statement of Datas Confidentiality ~
Claims {other than those based on FIFRA $10(a)(1)) "
D.5 Good Laboratory Practice Compliance Statement , .,

E. Reference to Previously Submitted Data , , , ., ..

O U O oe

P. Physical Format Regquirements & Number of Copies . . .

G. Special Reguirements for Submitting Data to the Docket 10

LA E I I R YR YT )

A, Crganization of Submittal Package

- oee A ‘submittal package’ consists of all studies submitted at
the same time for review in support of a single regulatory action,
along with a transmittal document and other related administrative
material (e.g. the methed of support statement, EPA Porms 8570-],
8570-4, 8570-20, ste.) as appropriate, : '

Data submitters must organize each submittal package as
described in this notice. The transmittal and any other admine
istrative material must be grouped together in the first physical
volume., Each study included in the submittal package must then
be bound separately.

Submitters sometimes provide additionsl saterials that are
intended to clarify, emphasize, or othervise comment to help
Product Managers and reviewers better understand the submittal.

= If such materials relate to one study, they should be
included as an appendix to that study. . .

= If such materials relate to more than one study (as for
example & summary of all studles in a scipline) or to the
submittal in general, they aust be included in the submittal
package as a separate study (with title page and statemsnt
of confidentiality claims), :




———— —
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8. Transmitzal Documents

The first item in each submittal package myst he a trang-
TIVEDL deal .-, mrie s S ldenmilles the gusml.toas >roaty
joint submitters; the regulatory action in Support of whieh tre
package is being submitted-~i,e,, a registration application,
petition, experimental use permit (EUP), $3(c)(2)(B) data call~-inm,
§6(a)(2) submittal, or a special feview; the trarngmittal date;

and a list of all fndividual studies included in the package in
the crder of their dppearance, showing (usually by Guideline
reference number) the data requirement(s) addressad by each ons.
The EPA-assigned aumber tor the regulatory action {e.¢g. the
registration, EUP, or tolerance petition number) should be
included in the transmittal document as well, if it is known to
the submitter, See Attachment 1 for an example of an acceptable
transmittal document, :

The list of included studies in the transmicttal of data
submittal package supporting a registration application should
be subdivided by discipline, reflecting the order in which daca
requirements appear in 40 CFR 158, :

The list of {ncluded studies in the transmittal of a data
sJbmittal package supporting a petition for tolersnce or an
application for an EZUP should be subdivided into sections A, B,
Craves Of the petition or application, as defined in 40 CFR
180.7 ana 158.125%, {(petitions) or Pesticide Assessment Guidelines,
SJabdivision I (ZUPs) as appreopriate. ‘

When a submittal package Supports a tolerance petition an

" an 4pplication for a registration or an EUP, list the petition

studies first, then the balance of the studies, Within these
two groups of studies follow the instructions above.

€. Individual Studies
ﬁ

A study is the report of a single scientific investigation,
including all supperting analyses required for logical complete~
ness, A study should be identifiable and distinguishable by a
conventional bibliographic citation including author, date, and
title., Studies generally correspond in sCope to & single Guide-
line regquirement for supporting data, with some exceptions dig-
cussed in section C.l. Each study included in a submittal package
mist be bound as & separate entity. (See comments on binding
studies on page 9,) ' '

Each study must be consecutively paginated, beginning from
the title page as page 1. The total number of pages in the com-
pPlete study must be shown on the study title page. 1In addition
(to ensure that inadvertently separated Pages can be reasscociated
with the proper Study during handling or review) use either ot
the following: ' S

-.Ineludi the total number of Pages in the complete study
on each page (fe., i of 250, 2 of 250, ...250 of 2%0).

= Include a company name or mark and study number on oaéh,
page of the study, e.g., Company Name=1986-23, Never reuse
4 study number for narking the pages of subseguent studies.

4
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When a gingle study is extremely long, binding it in Multiple
volumes is permissible so 12ng as the ensipe study 1€ SE-imaraq
-4 Eifyue sesids, 400 308 volume is plainiy identified by tne
study title and its position in the multi-volume seguence.

C.1 Special Considerations for I1dentifying Studies
Some studies raise special problems in styudy identitication,

because they address Guidelines of broader than normal scope or
for ocher reascns,

4, Safety Studies. Several Guidelines require testing for
safety in more than one species. In these cases each species
tested should be reported as a separate study, and bound
separately, : )

Extensive supplemental reports of pathology reviews, feed
analyses, historical control data, end the like are often assoc- -
lated with safety studies, Whenever possible these should be
submicted with primary reports of the study, and bound with the
primary study as appendices. When sJch supplemental reports are
submitted independently of the primary report, take care to tully
identify the primary report to which they pertain,

Batteries of acute toxicity tests, performed on the same end
use product and covered by a single title page, may be bound
together and reported as s single study,

b. Product Chemistry Studies, All product chemistry data
within a submittayl package submitted in Support of an end-yuse
product produced from registered manufacturing-use products
should be bound as & single Study under a single title pange.

Product chemistry data submitted in support of . a technie-
cal product, other manufacturing=-use preduct, an experimental
use permit, an import tolerance petition, or an end-use prod-
uet produced from unregistered source ingredients, should de
bound as a single study for each Guideline series (61, 83,
and 63) for conventicnal pesticides, or for the equivalent
subject range for biorational pesticides, The first of the
three studigs im a complete product chemistry sudbmittal for -
& bicchemical pesticide would cover Guidelines 131-10, 1%1-11,
and 15]-12; the second would cover Guidelines 151-13, 151-15,
and 151=16; the third would cover Guideline 151=17. The
tirst study for a microbial pesticide vould covet Guidelines
151-20, 151-21, and 181-22; the second would cover Guidelines
151-23 and 151-23; the third would cover Guideline 151=-26.

Note particularly that product chemistry studies are
likely to contain Confidential Business Information as defined
in PIFRA $10(d)(1)(A), (B), or (C), and 1f so must De handled
as descridbed in section D,3. of this notice,
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C. Residyue Chemistry Studies. Guidelines 171-4, 133-3,
ard 18§32 Tre axtre~mly ST0ad 1n eqDTAr Stodies ad4ressing

residue cnemistry regsl
level below that of the
however, cf limiting &
tigation still applies
single st.dy and bound
each report cf the natuy
animal species, and for
dues resulting from tre
siny a single crop. Wh
trom & single crop (sJ¢
data on all such commed
study., When multiple £
single crop, all such t
study.

D. Organization of Ea

remi®enls MJsl T1uS Je Jelilfied at <
Guideline code, The genecal principle,
study to the report of a single inves-
tully. Data shauld ne treated as a
separately for each anmalytical methed,
re of the residue in a single crop or
each report of the magnitudse of resi-
atment of a single crop or from proces-
en more than one commodity is decived
A as beet tops and beet rootis) residue
ities should he reported as a single
jeld trials are associated with a
rials should be reported as a single

ch s:hdy volume

Fach complete stud
the list below, in the

y must include all applicahle elements in
order indicated, (Alsc see Page 17.)

Several of thase elements are further explained in the following
paragraphs, Entries in the column headed 'example' cite the
page number or this notice where the element is illustrated.

Elerent

Study Title Page
Statement of Data
Confidentiality
Claims

Certification of Good

Laboratory Practice

Flagging statements
32dy of Stucdy

Study Appendices

Cover Sheet to Confi-
dential Attachment

CBI Attachment

‘Supplomohtal Statenent

When Reguire. Example

Always Page 12
One of the two alternative Page 13

forms of this statement
is always required,’

It study reports laboratory Page 16
work sudject to GLP reqguire~ '
ments

For certain toxicology studies. (When
flagging requirements are finalized.)

" Always = with an English language
translation if required,

At submitter's option

12 CBT is claimed under FIFRA
$10(4a)(1¥tAY, (D), OF o)

1t CPI is claimed under PIFRA  Page 15
€10(d) (32 (A}, (B), oF (L)

Only it confidentiality is Page 14

&

of Data Confidentiality claimed on a basis other than

Claims

PIFRA §10(4V(1)(AY, (B), oF (C)



D.1 Title Page

A title page is always required for each submitted study,
published or unpublished, The title page must always be freely
releasable to reguestors; DO NOT INCLUDE CBI ON THME TITLE PAGE.
An sxample of an acceptable title page is on page 12 of this
noctice, The following information must Appear on the title

page:

a. Study title., The study title should be as descriptive as
possible., 1t mJst clearly identify the substance(s) tested and

| coccespend to the name of the data raguirement as it appears

in the Guidelines,

b, Data regquirement addressec, Include on the title page the
Guideliine number(s the specific reguirement(s) addressed by

the study,

c, Authori(s)., Cite only {ndividuals with p.imary intellectual

reiponsszIxty for the content of the study, Identify them
plainly as authors, to distinguish them from the performing
laboratory, study sponser, or other names that may alsc appear on

the title page, _

4. Study Date, The title paye must include a single date for
the study. 1f parts of the study were pecrformed at different
times, use only the date of the latest slement in the study.

e, Performing Laboratory ldentification. 'If the study ceports
work done Dy one or more laboratories, include on the title page
the name and address of the performing laboratory or laboratories,
and the laborstory's internal project numberis) for the work,
Clearly distinguish the laboratory's project i{dentifier from any
other reference numbers provided by the study sponsor Or submitter.

£. Supplementsl Submissions. If the study is a commentary on
or suppgomont to another previcusly submitted study, or if it )
responds to EPA Questions raised with respect to an earlisr study,
include on the title page elements a. through d, for the previocusly
submitted study, along with the EPA Master Record ldentifier (MRID)
or Accession number of the earlier study if you know these numbers.
(Supplements’ submitted in the same submittal package ss the primary
study should be appended to and bound with the primary study. Do
not include supplements to more than one study under & single

title pagel,

g. ‘Tacts of publication., If the study is & ceprint of a pubd-
lished documant, entify on the title page all relevant facts

of publication, such as the journal title, volune, issue, inclusive

page numbers, and publication date. s :

1




D.2. statements of pata Confidentiality Clajmg ynder FIFRA $1C(ad1¢y,

Each submitted study mus: pe Accomzanied by one of the two
alternative forms cf the Statement of Daca Confidentiality Claims
Specified in the preposed regulation in €158, 133 () ang (¢},

(See Attachment 3) These statements apply only to claims of data
confidentiality based on FIFRA $10(d)(1)(aA + (B), OoF (C), vUse

ASEe8rT & claim of €IN(d)(]) daty confidentialicy (£158.33(b))

Or to waive such a claim (§158.33(c)), 1In either case, the
statement must be signed ana dated, and muse include the typed

nare and title of the officisl whe signs {t, Do not make CBI
claimg with Tespect to aralytical methods assnciated with pPetitions
for tolerances or smergency exemptions {see NOTE Pg 113).

D.3. Confidential Attachment

If the claim s made .that 3 study includes confidential busi-
nNess information as defined by the criteria of FIFRA $10(d)(1)(ay,
{(B), or (C) (as described in D, 2. atove) all such information muse

be excised from the body of the Study and confined to & separate

. Study-specific Confidential Attachment, Eaeh Passage of CRI so _
"isolated muse be identified by a reference Aumber cited within the .
-body of the Study at the point from which the Passaye was excised

(See Attachment $),

~ The Confidential Attachment to study must be identifien by a
cQver sheet f.]1ly identifyin_: cthe parent study, and must be clearly
marked ‘Confidentijal Attachment,' an appropriately annotated
photocopy of the parent study title P8Q® may be used as thig cover
sheet. Paginate the Confidential Attachment separately from the
body of the study, beginning with Page 1 of X on the title page,
Each passage confined to the Confidential Attachment must be assoc-

body of the Study on which j¢ ig cited, and with a reference to the
applicable passage(s) of rirea $10(d)(1) on whiech ehe confidentiality

claim is based,

D.4. Supplemental Statement of Data Confidentiality Claims {See
Attachment 1) ) .

If you wish to make a claim o!_contidcntiality for any
portion of a submitted Study other than described by PIFRA €10(q)
(11(A), (D), or (C), the tollowing provisions apply:

- The lfoeific information to whien the claim applies muste be
clearly marked in the body of the study as subject to a
claim of contidentiality, _

~ A Supplemental Statement of Data-Con!idontlality Claims
myst be submitted, identifying each passage claimed conti-
dential and describing in detail the basis for the claim,
A list of the points to address in such a statement is
included in Attschment 4 on Pg 14, ‘ g

= The Supplemental Statement °£,D.=. CQntidoatiility Clainms
must be signed and dated and must include tne typed name
and title of the official who signed i{t,



T.8  Tacd farseyrncy Practics Comnliance Starement

This statement is required if the study contains ladocatory
work subject to GLP requirements specified in 40 CFR 160, Sam-
ples of these statemants are shown in Attachment 6,

Submitted Data

E. Rctotuntc to Previousl

DO NOT RESUBMIT A STUDY THAT HAS PREVIOUSLY BEEN SUBMITTED
FOR ANOTHER PURPQSE unless EPA specifically requests it., A copy
of the title page plus the MRID number {(if known) is sufficient
to allow us to retrieve the study immediately for review, This
prevents duplicate entries in the Agency files, and saves you
the cost of sending more copies of the study, References to pre-
viodsly submitted studies should not be included in the transmit-
tal document, but should dDe incorporated iato the statemant of
the method of support for the application.

r. Physical Pormat Reguirements .

All elements in the data submittal package must “be on uniform
8 1/2 by 11 inch white paper, printed on one side only in Dlack
ink, with high contrast and good resolution, Bindings for indi-
vidual studies must be secure, but easily removable to permit
disassenmbly for microfilming. Check with EPA for special
instructions before submitting data in any medium other than
paper, such ss film or magnetic media,

Please be particularly attentive to the following points:

© Do not include frayed or torn pages,

* o Do not include carbon copies, or copies in other than
black ink,

© Make sure that phbtocoploo are clear, complete, and fully
readable, : - B

Do not include oversize computer printouts or fold=ocut pages.

Do aot bind any documents with glue or binding tapes,

Make sure that all pages of easch study, including any attach- ~
ments or appandices, are present and in correct seqg.ence.

Number of Sogicl goiuiitd = All submittal: packages except
those associated with a Registration Standard or Special Review
{see Pacrt G below) must be Trovtdod in three complete, identical
copies. (The proposed regulations specified two copies) three
are now being required to expedite and reduce the cost of proces-

sing data into the OPP Pesticide Document Management System and
getting 1; into seview,) :




Attachment 3, Sample Transmittal Document

G, Special Reg

the foureh Copy should be identical to the Other threes. wnen
portions of , Btudy submitred in suppore of &0 RS or SR are
claimed a3 CBI, the first three Copies will {nmclude the ¢BI
material 4% provided in section D of ehis fotice. The followinq
special Preparation jgu rsquired for eng fourth COPY.

O Remove the 'Supplemental Statement of pata centtd-ntiality
Clajms?,

© Remove the 'Cont!dnn:ial Attachment',

© ZEZxcise from the body of the study any information YOou elaim
48 confidential, even if it does not f411 within the scope
of FIFRA Si0(atreay, {(B), or (C). Do not close up or
Paraphrase text remaining afeer this excisgijion,

-© Mark the fourth Copy plainly on botn its cover and its title -
P4ge with the phrase "Public Docket Materi
Information claimed 48 confidential®,

Ve For Further i1formation
%

For furthor'tnfornctlon contact wWilliam c, Grosse, Chiet,

Intormation Services 8ranch, Program Management and Suppert
Divisien, (703-857-2613),

-
Ydy Lb‘ @sw.w

+ James W, Akerman
Acting Pirector,
Registracion Division

Attachment 2,
Attachment 3,
At tlehn.l'lt &,
Attcehloﬂt -
Attachment §,
Attachmentg 7,

Sample Title Page for a Newly Submitted Study
Statements of Data CQnt!dontlnllty Clains
Supplemental Statement of Data c°nf£dontta1£ty Claims
Samples of Confidentia) Attachments

Sample Good Ladoratory practice Statenents

Format Diagrams for Submittal rackagoa_and Studies

10



3.
4.

\,

Company Offictals '
paoy Nace Signature

Company Name:

Company Contact:

ATTACHMENT 1,

ELEMENTS TO BE INCLUDED IN THE TRANSMITTAL DOCUMENT®

Name and address of submitter (or all joint submitters®®)

Tsmith Chemical Corporatien Jones Chemical Company
1234 West Smith Street ~and= 5678 Wilson 8lvd
Cincinnati, On 98765 Covington, KY 56789

tsmith Chemical Corp. will act as scle agent for all submitters,

ort of which this sackage is submitcted

Regulatory action in su

Use the EPA {dentification number (e.g. 359-EUP=-67) {f you
know it Otherwise describe the type of request (e.g. experi=-
mental use permit, data call-in = of xx-xx-xx date).

Transmittal date

List of submictad stucdies

vol 1, Administrative materials - forms, previous corres-
pondence with Project Managers, and so forth.

vol 2. Title of first study in the submittal (Guideline No,)

vol n. Title of nth study in the subaittal (Guideline No.)

* Applicants commonly provide this information {n a trans-
mittal letter, This remains an acceptable practice so
long as all four elements are included,

** rndicate which of the joint submitters is empowered to
act on behalf of all joint submitters in any matter con-
cerning dats compensation or subsequent use or release

of the data.

Tane ' _ ' FRone

11



ATTACHMENT 2.

SAMPLE STUDY TITLE PAGE FOR A NEWLY SUBMITTED STUDY

study Title

(Chemical name) -~ Magnitude of Residue on Corn

Data Regquirement
Guideline 171-4

Auther

Jehn C. Davis

Study Completed On
Jandsary 5, 1979

Pertcrming Labaratorg

ABC Agricultural Laboratories
940 West Bay Drive
Wilmington, CA 39897

‘Laboratery Project ID

ABC 47=-79

Page 1 of X
(X is the total number of pages in the study)

12
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STATEMENTS OF DATA CONF IDENTIALITY CLAIMS

- 1. No claim of confidentiality under FIFRA $10(d) (1) (M) ,(B), or (O}

smmorﬁ DATA CONFIMENTIALITY CLAIMS

No claim of confidentiality is made for any infopmation contained in this stadly
on the basis of its falling within the sccpw of FIFRA S10((1I{A), (B}, or (O},

. Campany

Caompary Agent: Typed Nare ~ Cmtes
§ignature

ol
T
.

2. Clain of confidentiality under PIFRA $10(d) (1) (A), (B}, o (C}.

STATEMENT OF DATA CONFIDENTIALITY CLAIMG

Information claimed confidential on the basis of its falling within the scope
of PIFRA §10(d}(1){A), (B}, ex (C} has heen removed to & confidential appendix,

ard is cited hy cross~-reference nuber in the body of the study,

Qompany't
Company AQents Typed Name Datet

Title . signature -
T w-;u for psTmarent Of tenpocary tolerances should note that it

is OPP policy that no permanent tolerance, temporary tolerance, or request for
an emargency exsmption incorpecating an analytical method, can be approved
unless the applicent waives all claims of confidentiality for the analytical
asthod, These asnalytical methods are published in the FDA Pesticide Analyt-
jcal Methods Manual, and therefore cannct be claimed as confidential, CPP
{mplemmnts this policy by returning submitted analytical methods, for vhich
which confidentiality claims have Deen male, to the submitter, to cbeain



—— —

ATTACHMENT 4,

SUPPLEMENTAL STATEMENT COF DATA CONFIDENTIALITY CLAIMS

For any portion of a submitted study that is net described

by FIFRA §10(d)(1)(A), {(B), er (C), but for which you ¢claim
confidential treatment on another basis, the following informa-
tion must be included within a Supplemental Statement of Data
Confidentiality Claims: ’

e

Identify specifically by page and line number(s; each
portion of the study for which you claim confidentiality.

Cite the reascns why the cited passage qualifies for
confidential trasatment.

Indicate the length of time-=-until a specific date or
event, or permanentlye--for which the information should
be treated as confidential.

Identify the measures taken to guard against undesired
disclosure of this information,

Describe the extent to which the information has bean
disclosed, and what precaJtions have been taken in con-
nection with those disclosures. .

Enclose copies of any pertinent determinations of confi-
dentiality made by EPA, other Federal agencies, or courts
concerning this information,

2f you assert that disclosure of this information would
be likely to result {n substantial harmful effects to
you, describe those harmful effects and explain why they
should be viewed as substantiai.

If you assert that the information is voluntarily sube

. mitted, indicate whether you believe disclosure of this

information might tend to lessen the availability to
EPA of similar information in the future, and if so, how.



ARTAGTI 3.
EXAMPLES OF SEVERAL CONFIDENTTIAL ATTACHMENT'S
Example )} (Confidential word or phrase that has been deleted from the stuly)

CROSS REFERENCE NUMBER _ 1 This cross reference rumber is used in the study
in place of the following words or phrase at the
indicated woluw arnd page referwnces.

DELETED WORDS CR PHRASE: Ethylers Glycol

PAGE LINE REASCN POR THE DELFTION FIFRA RETERENCE

510(6.)(1) (<)

6 14 Identity of Inert Irgredient
2 S .

100 19 .

Exapls 2 (Confidential paragraph(s) that hawe been deleted fram the study)

CROSS . MEFERENCE NMBER S This cross reference nmber is used in the study

in place of the following paragraph(s) at the
irdicated volume and page references.

DELETED ARAGRAPH(S) ¢
(

)
{ Feproduce the deleted paragraph(s) here )
t »

)
FIFRA REFERDNCE

§10{(d} (1)(C)

PR ..LINFS REASON FOR THE DELFTTCN

X =17 Description of the Qquality control precess

Omple 3 (Confidential peges that have been deleted fram the study)

CROSS.SEFENEEE MMBIR 7  This cross reference rumber noted on a place=holder

page is used in place of the folloring whole pages
at the indicated volume and page references,

DELEYPD WGR($)t are attached immediately behind this page.
PONS)  AEASCN FOR TME DELETION | . ;7R pereRpcE
»-4 Description of preduct manufacturing process $10(d) (1)(A)

I

15



ATTACHweuT &,

BAMPLE GOOD LABORATORY PRACTICE STATEMENTS
Example 1.,

Submitrer

Sponsor

Study Director

Example 2..

This stud
Part 160,

1,

Y dces not meer the

Fequirements of 4C CPRr°
and differs in the

following ways:

-

2-

3.

Submiteer

Sponsor

Stugy Director

Example 3,

Y vas nefther the Spongor of this

Study nor conducted it, and does Not know whether i¢ has

been conducted in accordance with 40 cra Part 169,
Submitter




ATTACHMENT 7.

FORMAT OF THE SUBMITTAL PACKAGE

Tranamittal Document,

/
Related Administrative Materials
~ (a.9., Method of Support Statement, etc,)

-1 B -
i Other materials about the submjicttal
—— (e,g., summaries of groups of studies
to aid tq their review).

Studies, submitted as unigue
physical sntities, according
to the format below,

~
.

FORMAT OF SUBMITTED ETUDIES

! Study title page. )
Statement of Confidentiality Claims,

GLP and flagging® statements - as upproprlito.

Body of the study, with English
language translation if reguirced.

-

-3 Appendices to the study,
L Title Page of the Confidential
-t 1| . Attachment. ‘

! -
- L-T s,=4" "7 _ Confidential Attachment.
. I o
Lt J S Supplemental Statement
| ’l" y--==— of Confidentiality Claims.
h . -
| ~=% % wnen flagging raquirements
- are finalized,
LEGEND _
Documents which must be submitted as
. sppropriate to meet estadlished requirements.
--1 .
/ { -Documents submitted at submitter's option.
L= 17




ATTACHMENT D

EPA GROUPING OF END-USE PRODUCTS FOR MEETING
DATA REQUREMENTS FOR REREGISTRATION




EFA'S DECISION NOT TO BATCH END-USE RopUCTS ONTADONG PFUIRESCENT WOIE oG
SOIINE FOR HORPOSES OF MEETING ACprE TOXICTITY DATA REXJIREMENTS FOR
REREGISTRATION

In an effort to reduce the time, resources and mmber of animals needed to
fulfill the acute toxicity data requirements for reregistration of end-use
products containing the active ingredient putrescent whole egg solids, the Agency
considered batching end-use prodicts. This process involves grouping similar
products for poposes of acute texicity. Factors considered in the sorting
process include each procuct's active and inert ingredients (identity, percvent
_camposition and biological activity), type of formulation (e.g., emlsifiable
coxentrate, asroscl, wettable powder, grarmular, etc.), and labeling (e.q.,

signal word, use classification, precauticnary labeling, etc.).

However, batching of end-use products containing putrescent whole ey
solids was not possible after considerirney the available information described
above. The table balow lists all the emd-use products cantaining putrescent
whole exg sclids. These products were either considered not to be similar for
prposes of acuts toxicity or the Agency lacked sufficient irformation for
decision making purposes. Registrants of these products are responsible for
metjn;themtmdcitydatareqmmsforeampm:ct

—_——

Registrantsmstgmeratealltherequnedamtatmimlogmal studies for
each of their products. If a registrant chooses to rely upon previously
submitted acuts toxicity data, he/she may do so provided that the data base is
caplete ard valid by today's standards (see acceptance criteria attached).

In deciding how to mest the product specific data requiremants, registrants
mist follow the directions given in the Data Call-In Notice and its attachments

apperded to the RED. The DCI Netice contains two respanse forms which are to be
copletad and submittad to the Agency within 90 days of receipt. The first form,
"Cata Call-In Response,” asks whether the registrant will mest the data
for each product. The secord form, "Recuirements Status and

‘s Response," lists the product specific data recuired for each
product, including the standard six acute toxicity tests. A registrant must
select aons of the following options: Developing Data (Optien 1), Submitting an
Bdsting study (Option 4), Upgrading an Existing study (Option 5) or Citing an
ndsﬂmsuﬂy(mtims) Since the end-use proxucts containing putrescent
whols ey sclids could not be batched, registrants carmot chwose from the

remining optione: Cost sharing q:timz)ororrmtoowtsrm oPtim:n

Tabla I. End-Use Products Oxtaining Putrescent wWhole Bgg Solids

X Putrescent Uhole Egg Formulation type
~ Solids

4844-10 _31.0 ____ liguid
486411 ' . 35.0 : Dust




ATTACHMENT E
EPA ACCEPTANCE CRITERIA
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Subdivision M
Guideline Ref. No. 1318-10
December 24, 1983
151B-10 Product Identity

ACCEPTANCE CRITERIA

Doupuundyﬁct&eblbﬁngmpmuiuﬁa?

I
A3

Crs

| 1]

Product name and rrade name (if different)
Name. nominal conceniration. and cerufied limits (upper and lower) for each active
ingredient and each intenti~nally-added inert ingredient
Name and upper centifiec .mit for each impurity or each group of impurities present at
20.1% by weight and for certain toxicologically significant umpurities (e.g.. microbial wouns.
dioxins, nitrosamines) present at <(.[%
Purpose of each active ingredient and each intentionally-added inett
Chemical name from Chemical Absiracts Index of Nomenclature and Chemical Absiracts
Service (CAS) Registry Number for each active ingredieat and, if available, for each
intentionally-added inert
Product name, trade name. and common name (if established) for each active ingredient
Moleculas, structural, and empirical formuias, molecular weight o weight range, and any
company assigned experimental or internai code numbers for each active ingredient
Description of each beginning material in the manufacturing process

EPA Registration Number if registered; for other beginning materials. the following:

Name and address of manufacturer or supplier '

Brand name, trade name or commercial designation

T.chnical specifications or data sheets by which manufacturer or supplier Josiibes
- composition, properties or 1oxicity
Genus and species (and strain. subspecies. isolate, etc., if applicable) from which the
biochemical was isolated or with which 1 is commonly associated
Speaficity of biochemical activity, the mode of action, and field rates at which the
biochemical is active/proposed (units ai A erc.)
Similanty w0 1he naturally-occurring biochemical, if not derived from a biological entin
An updated Confidential Statement of Formula must be provided (EPA Form 8570-4 ros.
987).
Any known or suspected hazards of the biochemical to man, the environment, or nontarget

species. .

~ Criteria marked with a * are supplemental and may not be required for every swudy.
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‘ SubCivision M
Guideline Ref No 151811

December 25, 1989

151B-11 Manufacturing Process
ACCEPTANCE CRITERIA
Does your study meet the foliowing acceplance criteria?

i Description of manufaciuring process or extractionisolation steps if obtained from a
biologicai entiry.

Statement of whether baich or continuous process. if applicable

Relative amount of beginaing materials and order in which they sre added

Description of equipment

Description of physical conditions (temperature, pH, pressure, humidity) controlled in each
step and the parameters that are mainiained

Statement of whether process imolves intended chemical reactions

Flow chart with chemical equations for each intended chemical reaction

Duration of each step of process

Description of punification procedures N

Description of measures taken 10 assure quality of final product including identity of the
biological source, if applicable

A clear presentation of the stage at which inerts are inteationslly added, if and when any
concentration is effected. the matenal to be used as the manufacturing use product ;\™),
whether MP registration is sought, and whether a TGALMP is sold and/or shipped.

Db s

Sowmao

LR T |

—

Criteria marked with a ® are supplemental and may not be requiful for every.study.
C-216



Subdiviyier M
Guideline Ref. Ng t3i3-12

Decemper 21, (335

151B-12 Discassion of Formation of Unintended ingrediencs
ACCEPTANCE CRITERIA
Does your study meet the following acceptance criteria?
l. . Discussion of formation of impurities based on established chemical theory addressing « 1)

each impurity which may be present at » 0.1% or was found at » 0.1% by product analvses
and (2) ceriin toxicologically significant impurities present at < 0.1% by weight

Criteria marked with & * are supplemental and may not be required for every study.
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Subd:'-.:.\,n S
Guideline Ref ~Ng VB
Decemper 24 1589

151B-13 Anajysis of Sampiey
ACCEPTANCE CRITER!A

Five or more fepresentative Samples (baichey in Case of batch process) analyzeq for each
aciive ingredien: and all impurities Present ar » 9.1
Degree of ACCounability of closure » 3 93¢

Analvses “Onducred for CEM2in trace 1oy impurities a1 lower than 0.1 {(examples,
Nitrosamines in 1he ¢ of prodycts Sontaung dinitroanilines or Containing seccndany or
tertiary amins/allunolamina Plus nitrices: Polvhalogenateq dibenzodioxns and
didenzoturans,) [Note that in (pe Q3¢ of nitrosamines both fresh ang stored samples shoyg
be anaiyzed.)

Complete ang detaileqd description of €ach step in anaivtical methog used 10 Analyze apgye

ingredient .
The tess material is 1o be the Purest pesticidal grade fommercially Produced prige (g
intentiona| addition of inery, Generalf_v. this 1est Mmaterial is (he same as tha; useg f~r

Cﬂmmﬁanuﬂua'mmmmmmurqwuhmm.



Sundinsion M
Guideline Ref. No. 1818.15
December 24, 939
151B-15 Certificatioa of Limis

ACCEPTANCE CRITERLA

Does your stody meet the following accepunce criteria?

1.

-
-

Upper and lower certified limits proposed for each active ingredient and intentionally addeq
inert zlong with explanation of how the himils were determined

Upper certified limit proposed for each impurity present at 2 0.1% and for cerain
toxicologically significant impurities at < 0.1% along with explanation of how each timut i
determined :

Analytical methods to verify certified limits of each active ingredient and impurities (latter
not fequired if exempt from requirement of tolerance or if generally recognized as safe by
FDA) are fully descnbed ]

Analvtical methods to venfy certified limits validated as to their precision and accuracy

Criteria marked with a ® are supplemental and may not be required for every study,
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Subdmsnun
Guudeline Ref No. 513,

Decemper 4[5

Verda) description of ®loration (or Iacx af ir)
Any intentiona) cloraton also reporieq [ terms of Munsep) color system

8. Physicaj Sute
—  Verkaj description of physicay state provideq using terms sycp as "solid, granuiar,
volatile liqujg® .
d oa visua) inspection 3, about 20.25+¢

€. Odor
Verba; dm._-npn‘on of odor (or lack of it) using terms SUch ag “gatlic-like,

Observed 4 room temperaiyre
b Melting Pojng

Reported in ¢
Any observed decomposition reporied

E. Boing Point
—— Reported in ¢
Pressure under which B.p. Measured reporrag
——  Any observeq decomposition teporieg
F« Density, pyix Density, Specific Gravir

———  Measured 5 about 2¢.2;c '

~=—  Densitypyiy density repnrreq in £l or the specific 8Tavity of liquids feported with
reference 10 wager A 2PC (NOTE: For a solig ja patticulate form a measuremen;
of bujk density may pe iubst.tuted for measurement or density.| :

= Determineg iy distilled warey, B-0C1anol and fepreseatative poiar a8d non-polar
solvenn, including thoge used in formulations and analytica) methods for (he
Ppesticide

——  Massureq 4 abour 20.25°c
Reportes

—— ia 3/100m) (other unizg jixe PPM acceptabie ir Sparingly soluble)

——  Measureq o =25°C (or Qlculated by exmpolwoh from messurements made

Criterta marked with g * gpg Supplemental anqg M2y not be required for every study,
| : ' c.220



Subdn-wsnon M
Cruideline Ref. No. 131817
December 24 1539

higher temperature if pressure (0o low (o measure at 25°C)
Experimental procedure described
Reported in mm Hg (torr) or other conventional units

I pH
Measured at about 20-25°C
Measured followang dilution or dispersion in distilled water

- J. Suability

Sensitivity to metal ions and metal determined
Suability at normal and elevaied temperatures
Sensitivity to sunlight determined

K. Flammability
—— Flash poinat repored in *F or *°C

Flame extension or flame projection teported (o nearest centimeter or nearest inch _

L. Storage Stabiliry

Product stored in its commercial package or smaller one of same construction and

materials _

Amount of active ingredient determined in product at beginning and end of test

period (duration of at least one year or for a product which degrades sufficient

duration 10 support expiration date)

Any deteriorauon or degradation products determined

Product examined for physical changes at end of test

Product stored at about 20-25°C (and SO% refative humidity if permeable packaging)

Q[ under warehouse conditions reflecuing expected storage

Report inciudes duration and conditions of storage, quantitative analyses of avtine

ingredient, and idenufication of any deterioration, degradation products, or phyyicai

changes (and consequences of latter on safe handi.ng and use of product)

M. Viscosity
— Determined at about 20-25'C _
— Reported in poises, stokes, or other conventional nnits
N. Miscibility '

.awmme Detarmined at about 20-25°C .
Product mized with petroleum solvents whose composition reflects. those on label and

at rate oa labsl
Mixture examined for separation alter 30 minutes

Criteria marked with s * are supplemental anilmaynotberequindb;evuys_mdy.
' S c



Sudbdivision M
Guideline Ref No Sz

December 24 1989
Q. Corrosion Characterisiics

Datwa on corrosion characteristics provided (experimental method descnbed) or -
feasanable explanation given for lack of torrosiveness based on nature of product

(e.8., lack of extreme pH: unreactive)
P Cctanolwater Panition Coefficient
— Measured at about 20.25°C

——  Expenmentally determin
43 Fed. Register 77350)

Data supporting reported value provided

ed and description of procedure pvided (preferred metnog.

Criummmwima'msnmkmNMmmu'muMMmstuy.
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Subdivision M
Guideline Ref. Ng. 152819
Decembe: 21 15833

152B-10 Acute Onal Toxicity
ACCEPTANCE CRITERIA

Docs yoar study meet the following acceptance criteria?

Technical form of the active ingredient tested. (for reregistration only)

At least 5 young aduit raws/sexgroup

Dosing, single oral dose or in fracuons over 24 hours.

Vehicle control if other than water.

Doses tested, sufficient (0 determine a toxicity Catagy Or a limit dose (5000 mgkg).

Individual observations at least once a day.

Observation period 10 last at least 14 days. or until ail test animals appear normal whichever

is longer.

Individual daily observations.

Individual body weights.

Gross necropsy on ail animals. _
——

SO A g

T

S 0w
S ©

G

Criteria marked with 3 * are supplemental and may not be required bfeverysmdy..
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Subdivision 8]
Guideline Ref. No. 152341

December 24 1585

152B-11 Acute Derma Toxiary
ACCEPTANCE CRITER[A
Does your sSrody meet the following MIEplance critena?

L Technical form of the active ingredien: tested. (for reregistration only)

' Atleast § 2nimais/sex/group

3.5 __ Ras 200-300 Bm. rabbits 2.0-3.0 kg or guinea pigs 350-450 gm.

3. ___  Dosing, single dermal

5. __  Dosing duration at least 24 hours.

6.° __  Vehicle control, oaly if toxicity of vehicle i$ unknown,

L tested, sufficient to determine 5 LOXICOtY catagory or & |imit dose (2000 mgkg).
8 ___ Application site clipped or yhaved ar Jeast 24 hours before dosing

9 __ Application site at least 10z of body surface area, '
0. _ Application site covered with a porous ACRIFTILALNG cover to retain test material angd 1o

preveni ingestion,

1. __  Individual chservations at least once 3 day. — - ———

MR — Observariag period 10 last at Jeast [4 days.m%@gimau appear normal whichever
is longer. o

13. Individual daity observations.
14.° Individuai hody weights.

R S Gross Rexropsy on ail animafs.

Criteria marked with 2 * are sepplementa) ind may not be required for every study,
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Subdivision M
Guideline Ref Ng. 1528-12

December 24, 1989

1528-12 Acute [nhalatioa Toxcity
ACCEPTANCE CRITERIA
Doapwsmymthebumngmpmmwﬁa?

l. ___  Technical form of the active ingredient tested. (for reregistration only)

2 _— Product is a gas, a solid which may produce a significant vapor hazard based on toxicuy and
expected use Or contains particles of inhalable size for man (aerodynamic diameter 15 um or
less).

3'___ At least 5 young adult ratssex/group.

4.°___ Dosing, at least 4 hours by inhalation,

3.* e Chamber air flow dvnamic, at least 10 air changes/hour, at least 195 oxvgen content.

6. —_  Chamber emperature, 22° C (+2°), relative humidity 40-60%.

7. —. Monitor rate of air flow,

- 8. __. Monitor actual concentrations of test material in breathing zone.
— 9 —  Motor ecrodynamic parucle size for aerosols. —— ' B
10. ___  Doses tested, sufficient 1o determine a toxicity category or a limit dose (5 mg/L actual
- concentration of respirable substance).
11. ___ [ndividual observations at least once 3 dav. . -
= —— Observation peniod to last at least t4 days. or until all test animals appear normal whi hever
. is longer.
‘\ i3 {ndividuai daily observations.

14.¢ Individuai body weights.
15.° ___  Gross necropsy on all animais.

Criteria marked with a * are supplemental and may not be required for every study.
( | - o c.28 |



Subdmsnon h
Cuidelife Ref Ng 15281

mber 21 133

152813 Primary Eye lmitayos
ACCEPTANCE CRITERIA

Dna)omsmdymmmebtbﬁngmpmmuﬁa?

L
“*

3
4.
S

—
—
—

B

Technical form of the active ingredien: tesiaq, (for refegistration only)
Study not Fequired if materiaj i Corrosive. causes severs dermal irration op Ras 3 pH of <
or > 11.5.
6 adult rabbjg

ing. instillation into the conjunctival sac of one cve per anima,
Dose, 0.1 mi it , liquid: 0.1 ms or noy more thaa 100 Mg if a solid, paste of “ticulate
substance, :
Solid or Eranular tes Matenial ground 10 , fine dust.
Eves not Washed for at Jeass 24 hours,

-
-



Subdinisen M
Cuideline Ref. No. 1328-14
December 14, 1989

152B-14 Primary Dermal [rritation
ACCEPTANCE CRITERIA
Does your study meet Lhe following acceptance criteria?

Technical form of the active ingredient tested (for reregistration only)
Study not required if material is corrosive or has a pH of £ 2 or 2 11.5.

6 adult animals.

Desing, single dermal.

Dosing duration 4 hours.

Application site shaved or clipped at least 24 hour prior to dosing.

Application site approximaiely & cm®,

Application site covered with a gauze paich heid in place with AORIITILALIRG tape
Material removed, washed with water, without trauma 10 application site
Application site examined and graded for irritation at 1, 24, 48 and 72 hr, then daily unti
normal or 14 days (whichever is shorer).

[ndividuzl observations for the entire day of dosing.

[adividual daily observations.

NARRRRNRE

..._...
e S 0® Ak e
- =®

<

Criteria marked with a * are supplemental and may oot be required for every study.
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Subdiniy g M
Guideline Ref. Ny JFlB-is

December -4 1989

152B-15 Hypenensit.ivity

I. —  Techniaal form of the active ingredient testeqd. {for reregistration only)
2 —  Study not required if matenal is corrosive of has 2 pH of S2orylls
3 ——  Oneof the following methods is unlizeg,

——e Freund's complete adjuvant tes;

~—— Guinea pig maxmization tesy

— 3plit adjuvzne technique

——— Buehler test

——.Open epicuaneous test

~— Mauer optimization (e

— FOOtpad technique in guines pig

—— Other test accepred by OECD (specity)

4. Complete description of test )
5 Reference for test,

6. ___  Test followed essentially as descrided in reference document,

1 Positive control included,
-

Cﬁmmmua-mwmmmmummmmhm.
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ATTACHMENT F

LIST OF ALL REGISTRANTS SENT THIS DATA CALL-IN NOTICE
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ATTACHMENT G

COST SHARE AND DATA COMPENSATION FORMS



United Siates Environmental Protection AQeNncy | Form Approved

o washington, DC 20480 o
MB No. .
\"’ CERTIFICATION WITH RESPECT TO e qre-0noe
DATA COMPENSATION REQUIR EMENTS| Apsroval Expires 12.31.43

Putiic reporting burden for this collection of information is #5tim3ated 10 average 15 minutes Der response. ncluding
lime for reviswing instructons, Searching existing dats scurces, pathering and mairtaining the data resded, ana
compieling and reviewing the collection of infermation. Send commaents regarding the burden estimate or any cther
aspect of this collection ot information, incluging suggestions for reducing this burden, to Chief, Iformation Policy

Branch, PM-223, {.S. Environmenta! Protection Agency, 401 M St., S.W., Washington, DC 20480; and 1o the Ofice
of Management anc Bucget, Paperwork Reduction Project {2070-0106), Washingtan, OC 20503.

Please 1Ili In blanks below.

Company Mame

Product Name ) EFA Reg. No.

| Cartity that:

1. For each study cited in suppornt of registration or reregistration under the Federal Insecticide, Fungicide and
Rodenicide At (FIFRA) that is an exciusive use study, | am the original data submitter, or | have obtained the
wrien Dermission of the onginal data submitter 1o Site that study.

2. That for each study cited in support of registration or reregistration under FIFRA that is NOT an exclusive use
$iudy. | am the onginal data submitter, or | have cblained the written permission of the onginal data submiter, or |
have notified in writing the company(ies) that submitied cata | have cited and have cfferec 10: {2) Pay .
compensation for those data in accordance with sections 3(¢)(1)(0) and 3(2)(2)(D) of FIFRA; and (&) Commance
hegotiation 1o determing which data are subject 10 the compensation requirement of FIFRA and the amoun of
compensation due, ¥ any. The companies | have nolified are: '

. A - T A T W R R Sl Wm A Smape= . = o = —— e - e— - —

[1 The companies who have submitted the studies iisted on the back of this form or aftached
shests, o¢ indicated on 1he attached "Requirements Status and Registrants’ Response Form,®

- Thnlmmmmmmuc)(ﬂ(mofFlFRAlonhomdiostmaodhnuppoaot
registration or reregistration under FIFRA. .

Mame and Title (Plesse Type & Priay)

' GENERAL OFFER TO PAY: | haraby offer $nd 3784 10 Py compensation 10 oiher persons, with regard 16 the
rOgQistration or rereQisiration of my products. 10 the extent required by FIFRA sections 3(c)(1ND) and 3(c}(2)(D).

Signatwre . ‘ Date

Name and Title (Plesse Type or Priag)

____EPA Purm 8570.31 (4001 L e T



United States Envircamental Protection Agency rm v
n washington, OC 20460 Form dssroves
\‘.’EP CERTIFICATION OF OFFER TO COST |Ou8 No. 20700108

SHAHE IN THE DEVELOPMENT OF DATA Approvel Expires 12.37.53

Public reponing burden for this. collection of infommatian is estimated 10 average 15 minutes per response. incluging
lme for reviewing insiructions. searching existing da‘a sources, gathenng and mainaining the data reeded. and
compieting and reviewing the coilection ot information. Send comments regarding the burden sstimate or any other
Aspect of this collection of information, inciuding suggestions for reducing this burden, to Chiet, information Policy
Branch, PM-223, U.S. Environmental Pretection Agency, 401 M St., S.W_, Washington, DC 20480; and 1o the Otfice
of Managemert and Budgel. Paperwork Reduction Project (2070-0108), Washingten, DC 20503.

Please fifl in blanks below.

Coampany Name

Produzt Name - EPA Reg. No.

| Cantify that:

My company is willing to develop and submit the data required by EPA ynder the authority of the Fegeral
Insecticide, Fungicide anc Rodenticide Act (FIFRA), if necessary. However, my company would prefer to
enter into an agreemaent with one or more registrants 1o develop jointly or share in the cost of developing

data

My firm has offsred in writing to enter in1o such an sgresment. That oMer was irrevocable and inciuded an
offer 1o be bound by arbitration decision under section 3(¢)(2)(B)(iii) ot FIFRA if final aQresmant on all
terms could not be reached otherwise. This offer was made 10 the foliowing firm(s) on the following

date(s):

Hsme of Firm(a) Date of Ofer

I certily that | am culy authorized 1o represent the COMPAnY named above, and that the statements that | have made on
this form and il attachments therein are true, accurate, and compiete. | acknowiedge that any knowingly faiseor
misleading statement may be punishabile by fine or imprisonment o both under applicable law. '

o o Date

Signature of Campany's Autherized Reprasentative

Name and Tite (Please Type o¢ Priny)




L3 ':-"“;m;;:gg%‘qﬂw M3IUALSR Suncas o EeA SegsvaLan Numoer - —
. [anad o
" NYEPA  Product Specific e ey
Data Report . azrer 13049
. i Tesusg nat | | M SOMpiyIng wreh iFor EPA Use
Aquredtermy [ g Segu.remenry by . Oniy)
Pegisraucn proguctinsa | Submitung Data Accargicn
Swaeine No Namae of Test adove r Ciung MR D No f (AITe oy mumBer
| (o x My
Sec TSE TR [Sheck 90w TheCK beicw) e
Product ‘
Chemistry
1.9 ! ey of eredienty o
81:2 (3 | Statement of compoamon —
812 (W) | Dacusaen of formaton of ingrecienn —
-1 { Preiiminary ananms . o
&2-2 | Cantrticaton of limny o
823 | Anaiytical methods for sriorcamaent fimimy —
832 Calar .
[~ %] Phyviical siate | T
834 Oder o
83-5 Maiting pent B
53-8 Boiling peint . —
o7 Density _bulk-denuty. or speeific gtavrty o
43-4 Soiutnlity S
839 Yapor pressure .
4310 Dissociation constant T
8311 Cetane! /water parunen coetticient _
&2 pH . T
8313 Stabuity o
5314 Ouiding /reducing reachen T
3315 Flammabiity —
83-18 Expiooasiiity T
&-17 Storage stabiiiry o
£18 | visoury —
8319 Miseibility o
8320 Corrosion Characteristies T
83-21 Disiectric breskgown vohage T
Sec. 158,138 T
Toxicol
811 Acuts orsl tomeny rat T
8.2 Acua dermal weiesty rabaut /rat/g . pig s
L1R ) Acute inhalssion e . —
st4 Brimary ove inwten. rebeit_ -
[I¥] Primary dermal imsion S
914 Cormal senaiiization :

- Cortification

lmfﬁfymatmostitmmlhavomadoonmisforrnandallmmmmmoare,
“true, accurate, and complete. | acknowledge that any knowingly faise or misleading
statement may be punishabie by fine or imprisonment or both under applicable law,

m ‘
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wEPA

Pesticide
Reregistration

Use Profile

. Regulatory
History

United States Otffice of Preventian, Pestizides 21T100x
Environmental Protection And Toxic Substances June 1332
Agency IH-7508W)

R.E.D. FACTS

Putrescent Whole Egg
Solids

All pesticides sold or used in the United States must be registered by
EPA, based on scientific studies showing that they can be used without
posing unreasonable risks to people or the environment. Because of
advances in scientific knowledge, the law requires that pesticides which
were first registered years ago be reregistered to ensure that they meet
today’s more stringent standards. '

In evaluating pesticides for reregistration, EPA obtains and reviews a
complete set of studies from pesticide producers, showing the human health
and environmental effects of each pesticide. The Agency imposes any
regulatory controls that are needed to effectively manage each pesticide’s
risks. EPA then reregisters pesticides that can be used without posing
undue hazards to human health or the environment.

When a pesticide is eligible for reregistration, EPA announces this
and explains why in a Reregistration Eligibility Document, or RED. This
fact sheet summarizes the information in the RED for putrescent whole egg
solids.

Putrescent whole egg solids are an active ingredient in pesticide
products registered for use as animal repellents to protect a variety of trees
and shrubs. These products are used in nurseries, large greenhouses and
forestry plantations, on a variety of forest, fruit and nut trees, conifers and
omamental woody shrubs. They are applied in dust or liquid form to
seedlings or full-grown trees and shrubs to repel black- and white-tailed
deer Roosevelt elk, and mountain beavu

EPA regis'tered the first pesticide product containing putrescent whole
egg solids as an active ingredient in 1975. Currently, six repellent
products containing this active ingredient are registered. In 1985, EPA
exempted putrescent whole egg solids from the requirement of a tolerance
when used as an animal repellent in or on almonds (see 40 CFR
180.1071). Fresh eggs and egg products are "generally recognized as
safe,* or GRAS (see 21 CFR 170.3).



Human Health
! And Environmental
Assessment

Additional Data
Required

. Product Labeling
Changes Required

Reguiatory
Conclusion

For More
Information

Although EPA has developed a set of dam requirements for
reregistration, the Agency believes there is a category of pesticides for
which a reduced set of data requirements are appropriate. Such pesticides
may be exempt from the usual generic data requirements for toxicology,
residue chemistory, human exposure, ecological effects and environmental
fate, without compromising human health or environmental safety.
However, some data requirements (such as basic product identity and
product chemistry data) usually are essential, and generally will not be
waived.

Putrescent whole egg solids are in this category of pesticides, and
EPA is waiving most of the generic data requirements for their
reregistration. Egg solids are a common human food. Putrescent whole
egg solids (including inedible egg powder, dried whole egg and powdered
inedible egg solids) are produced from eggs that the U.S. Department of
Agriculture has declared inedible for human consumption due to cracked
shells or imperfections. They are, therefore, a natural product, high in
protein, fat, vitamins and minerals.

Used as pesticides, putrescent whole egg solids have a non-toxic
mode of action for repelling animals. They are presumed to be non-
persistent since they are organic and are known to rapidly degrade in the
environment. EPA has received no reports of adverse effects resulting
from their use. The Agency believes that no significant adverse effects to
humans or the environment are associated with the use of putrescent whole
egg solids as pesticides.

EPA is not requiring the submission of additional generic data for the
active ingredient putrescent whole egg solids. However, EPA is requiring
the submission of product specific data (product chemistry, acute toxicity
and efficacy). These studies are being required now, through the RED.

The labels of putrescent whole egg solid pesticide products must -
comply with EPA’s current pesticide labeling requirements.

¢ The registered animal repellent uses of putrescent whole egg
solids are not likely to cause unreasonable adverse effects in people or the
environment, and are eligible for reregistration.

¢ The six registered products that contain putrescent whole egg
solids as their only active ingredient will be reregistered once product-
specific data and amended labeling are received and accepted by EPA.

EPA is requesting public ooinmaits on the Reregistration Eligibility
Document (RED) for putrescent whole egg solids during a 60-day time
period, as announced in a Notice of Availability published in the Eﬁdﬁml
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Register. To obtain a copy of the RED or to submit written comments,
please contact the Public Response and Program Resources Branch, Field
Operations Division (H-7506C), Office of Pesticide Programs (OPP), US
EPA, Washington, DC 20460, telephone 703-305-5805.

In the future, the putrescent whole egg solids RED will be available
from the National Technical Information Service (NTIS), 5285 Port Royal
Road, Springfieid, VA 22161, telephone 703-487-4650.

For more information about putrescent whole egg solids or about
EPA’s pesticide reregistration program, please contact the Special Review
and Reregistration Division (H-7508W), OPP, US EPA, Washington, DC
20460, telephone 703-308-8000. For information about reregistration of
individual putrescent whole egg solids products, please contact the
Registration Division, PM-14 (H-7505C), ©OPP, US EPA, Washington, DC
20460, telephone 703-305-6600.

For information about the health effects of pesticides, or for
assistance in recognizing and managing pesticide poisoning symptoms,
please contact the National Pesticides Telecommunications Network
(NPTN). Cal! toll-free 1-800-858-7378, 24 hours a day, seven days a
week, or Fax your inquiry to 806-743-3094.



