US Environmental Protection Agency
Office of Pesticide Programs

Application for the Extension of the
Exclusive Use Period for

Cymoxanil Technical

(Part 1 of 3)

October 19, 2007
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DuPont Crop Protection
Stine-Haskell Research Center 4 M,

P.O. Box 30
Newark, DE 19714-0030

ACTION: Extension of Period of Exclusive Use

FEE CATEGORY: NA REGISTRATION FEE: None

October 19, 2007

DELIVERED BY FEDERAL EXPRESS

Ms. Mary Waller, PM-21, Fungicide Branch
Document Processing Desk

Office of Pesticide Programs (7504P)

U. S. Environmental Protection Agency

One Potomac Yard

Room S-4900, One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202

Subject: Application for Extension of Period of Exclusive Use of Data
under FIFRA Section 3(c)(1)(F)(ii)
DuPont™ Cymoxanil Technical (352-591) 5
DuPont™ CURZATE® 60 DF Fungicide (352-592)
DuPont™ TANOS® Fungicide (352-604) /

Dear Ms Waller:

With this letter, DuPont™ is requesting an extension of the period of exclusive use for
cymoxanil for one year. DuPont™ Cymonxanil Technical (352-591) was registered by

EPA on May 6, 1998. It is the active ingredient in two DuPont fungicides, DuPont™
CURZATE® 60 DF (352-592) also registered May 6, 1998 and DuPont™ TANOS®
Fungicide (352-604) registered on August 5, 2003. DuPont™ TANOS® Fungicide also 3

contains the active ingredient famoxadone, which is being addressed separately.

FIFRA Section 3(c)(1)(F)(ii) allows the Agency to extend the period of excitsive use for
data supporting pesticide products 1 additional year for each 3 minor uses registered
within 7 years of the commencement of the exclusive use period, up to a totzal of 3
additional years for all minor uses registered by the Administrator. The extension is
allowed if the Administrator determines that, based on information provide:1 by an
applicant for registration that (I) there are no alternatives available, (II) the alternatives



to the minor use pesticide pose greater risks to the environment or human health, (III)
the minor use pesticide plays or will play a significant part in managing pest resistance
or (IV) the minor use pesticide plays or will play a significant part in an integrated pest
management program.

FIFRA Section 2 (11) defines a minor use as (1) a crop for which the total U.S. acreage is
less than 300,000 acres or (2) meets one of the four need criteria listed above. Based on
those two definitions, there were four minor uses registered for cymoxanil within the
first seven years of its initial registration.

e Cucurbits are grown on less than 300,000 acres/year. They were included on the
initial TANOS® label of August 5, 2003 and added to the CURZATE® 60DF label
on April 22, 2004 (within six years of initial registration of cymoxanil).

e Hops are grown on less than 300,000 acres/year. Hops were also added to the
CURZATE® 60DF label on April 22, 2004.

~/ e Head lettuce is grown on less than 300,000 acres/year and was added to the
/ TANOS® label on August 5, 2003.

. )/ e Peppers are grown on less than 300,000 acres/year and were also added to the
: TANOS® label on August 5, 2003.

Acreage information from the U.S. EPA Report on Minor Uses, August 3, 1996
(EPA’s Minor Use Team in cooperation with the U.S. Department of Agriculture)

Since there were four minor uses registered for the active ingredient cymoxanil within
the first seven years of its registration, DuPont is requesting an extension of the
exclusive use period of cymoxanil for one year (from May 6, 2008 to May 6, 2009). It
should be noted extension of the period of exclusive use for famoxadone which covers a
different exclusive use time window with additional crops is being addressed in a
separate letter.

The period of exclusive use for cymoxanil should be extended based on criteria Il and
IV above. Although there are several other fungicides currently registered or being
evaluated for use on cucurbits, hops, head lettuce, and peppers, not all are for the same
spectrum of diseases as CURZATE® and TANOS®. Therefore cymoxanil complemerts
the spectrum of existing fungicides. In addition, since there has never, in
approximately 25 years of global use, been any resistance develop to cymoxanil, it iz a
valuable tool for managing phycomycete resistance. The availability of many different
products with differing modes of action is of vital importance to extenairg tne
usefulness of fungicide resistance management programs. One specific example o this
is managing fungicide resistance in Downy Mildew diseases, especially in cucurbit and
grape downy mildew where there is a history of developing fungicide resistance. The

x



curative cymoxanil component is key to managing Downy Mildews, especially new
virulent strains of Cucurbit Downy Mildew that have been present in the Eastern US
and Canada the past 4-5 years. Add to that its 25 year plus global track record of being
used for Downy Mildews and NOT developing resistance and that makes cymoxanil a
very useful tool for fungicide resistance management.

There has never been any resistance or cross resistance to cymoxanil. Therefore, the
CURZATE® label allows sequential applications of cymoxanil. However, because
Tanos contains famoxadone (group 11 fungicide) as well as cymoxanil, Tanos must be
both tank mixed and alternated with an effective product having a different mode of
action. The Tanos label is probably the most restrictive Group 11 fungicide label for
resistance management in the industry.

CURZATE® and TANOS® may be used as part of an IPM program, which can include
biological, cultural, and genetic practices, aimed at preventing economic disease
damage. IPM principles and practices include field scouting or other detection
methods, correct target disease identification, population monitoring, rotation of
fungicides with different modes-of-action, and treating when target disease populations
reach locally determined action thresholds. Registration of cymoxanil on minor use
crops has helped broaden and strengthen the use of integrated pest management (IPM)
strategies. It is fully compatible with use in IPM programs. Cymoxanil is
complementary to other lower-risk products, such as Revus, Ranman, Previcur Flex, all
of which fit well with [IPM programs. When integrated into field programs, it will help
with bacterial suppression and plant vigor, which play an important role in IPM.

Additional discussion of the role of cymoxanil in IPM and resistance management can
be found in the submissions made at the time for application for registration. Note that,
although reduced risk status was not granted because of a data gap for one cymoxanil
study (developmental neurotoxicity, which has since been completed), the
documentation of the benefits of both cymoxanil and famoxadone and their role in
resistance management and IPM are still appropriate.

e Reduced Risk Rationale for DuPont DPX-KP481 50DF Fungicide (Containing 25%
Famoxadone and 25% Cymoxanil); DuPont-2044, MRID 44944501

o Reduced Risk Rationale: Cymoxanil; DuPont Report Number CYMO/GEN 5,
MRID 44180701

o Comparative Assessment of Agronomic and Economic Benefits of the Usz cf the
Fungicide Cymoxanil in Potatoes in the United States ; DuPont Repert INumber:
CYMO/GEN 4, MRID 44180702

- This application does not include any PRIA activity and therefore, DuPort proposes
that no PRIA fee is applicable to this submission.



Accompanying this letter are:

o EPA forms 8570-1 (application) for DuPont® Cymoxanil and DuPont™
CURZATE® 60DF Fungicides

e Certification with Respect to Data 8570-34 ) for DuPont® Cymoxanil and
DuPont™ CURZATE® 60DF Fungicides

e EPA data matrix forms 8570-35 (public) and 8570-35 (confidential) for DuPont®
Cymoxanil and DuPont™ CURZATE® 60DF Fungicides

e A copy of the stamped approved label TANOS® label of August 5, 2003, and the
CURZATE® DF label of April 22, 2004 confirming the data of inclusion of the
minor uses was within the first seven years of exclusivity, as well as a copy of the
current DuPont™ CURZATE® 60DF and TANOS® Fungicide labels confirming
the minor crops are still labeled.

DuPont is hereby requesting that the Administrator approve an extension of the
exclusive use period for cymoxanil for an additional year for the studies owned by
DuPont as identified on the attached data matrix. Please call me at 302-366-5920 if you
have any questions. If you have any questions after 10/31/07, please contact Kristi
Barnett at 302-366-5051 or kristi.a.barnett@usa.dupont.com.

Sincerely,

Arta Lopotln

Linda S. Mullin
Acting Product Registration Manager

Mr. Tony Kish, PM-22, Fungicide Branch



United States

Washington, DC 20460

X | Other

Application for Pesticide - Section |

1. Company/Product Number
352-591

2. EPA Product Manager 3. Proposed Classification

4. Company/Product {Name)
DuPont Cymoxanil Technical

Mary Waller
PM# E None D Restricted

21

5. Name end Address of Applicant finclude ZIP Cods)

DuPont Crop Protection
Stine Haskell Research Center

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
{b){i), my product is similar or identical in composition and labeling

Raglstration QPP Identifier Number
n 3
Q'IEPA Environmental Protection Agency Amondment

D Resubmission in response to Agency letter dated

D Notification - Explain below.

P.O. Box 30 s
Newark, DE 19714 Attn: L. Mullin (S300/443) EPA Reg. No.
DChockifmisisanm address Product Name
=rr T S T R R Y T
Section - Il
D Amendment - Explain below. Final printed labels in response to

Agency letter dated

D *Me Too® Application.
Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)
Application for extension of period of exclusive use for DuPont Cymoxanil Technical.

Section - il

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging | Unit Packaging Water Soluble Packaging 2. Type of Container
Yeos® Yes Yes Motal
No No No Glass
If "Yes No. per If "Yes No. par Paper
® Certification must Unit Packaging w container Package w contai i
3 tainer Other
be submitted ging wgt age wgt ; {Specify)
3. Location of Net Contents Information 4, Size(s) Retail Container 5. Location of L&ol Diractions
D Label D Container E On I.duling accompanying product
6. Manner in Which Label is Affixed to Product I'.’.tthograp!.\d D Other
aper glu
Stenciled

Section - IV

1. Contact Point [Complete items directly below for identification of individual to be contacted, if ary, to pi this application.) _
Name Title Telephone No. {Include Area Code)
Linda S. Mullin Acting Registration Manager (302)366-5920

Certification ' ' ' ' 6. Dats /. pplication

| certify that the statements | have made on this form and all attachments thereto are trus, accurate and complete.
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment o.
both under applicable law.
2. Signature ya 3. Tite
ANLA [ L}ZZQM /th; Acting Registration Manager
4. Typed Name 5. Date
Linda S. Mullin October 19, 2007

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsoleste.

White - EPA File Copy (original) Yellow - Applicant Coby

Received
{Stumped)
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United States

Environmental Protection Agency
Washington, DC 20460

Amendment
Other

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager

3. Proposed Classification

352-592 Mary Waller
4. Company/Product (Name) PM#
DuPont CURZATE 60DF Fungicide 21

Eﬂom D Restricted

5. Name and Address of Applicant finclude ZIP Cods)
DuPont Crop Protection

Stine Haskell Research Center
P.O. Box 30

Newark, DE 19714 Attn: L. Mullin (S300/443)

DChsckifmfsisanewaddrm

to:
EPA Reg. No.

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
{b)(i), my product is similar or identical in composition and labeling

Product Name —

Section - Il
D Amendment - Explain below. Final printed labels in response to
Agency letter dated
D Resubmission in response to Agency letter dated D “"Me Too" Application.
D Notification - Explain below. Other - Explain below.
Explanation: Use additional page(s) if necessary. (For section | and Section I1.)
Application for extension of period of exclusive use for DuPont CURZATE 60DF Fungicide.
Section - Il
1. Material This Product Will Bs Packaged In:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yeos® Hu B Yoo Metal
Plastic
No No No Glass
. . If "Yes"® No. per If “Yes® No. per Paper
;’c;mm must Unit Packaging wgt. contginar Package wgt coml;iner Other (Specify)
1
3. Location of Net Contents Information 4, Size(s) Retail Container 5. Location of Label Directions
o | On Label
D Label D Container | On Labsling accompanying product
6. Manner in Which Label is Affixed to Product Lithograph D Other
Paper glued
L Stenciled
Section - IV

1. Contact Point [Complete items directly below for identification of individual to be t

-J'”

this application.]

Y, o pr

Name

Linda S. Mullin

Title

Acting Registration Manager

Telephone No. {Inciudc Area Code)
(302)366-592')

both under applicable law.

Certification
| certify that the statements | have made on this form and all attachments thereto are trus, accurste and compiete.
| acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment oi

6. Date #pp'ication

(Stamped)

2. Signature

s S Tl

3. Title
Acting Registration Manager

= m

4. Typed Name

Linda S. Mullin

§. Date
October 19, 2007

EPA Form 8570-1 [Rev. 8-84) Previous editions are obsolets.

White - EPA File Copy (original)

Yellow - Applicant Cony






Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164

,,-""X“"r; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
\?E, 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Collection
Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed form
to this address.

Certification with Respect to Citation of Data

Applicant's/Reaistrant's Name. Address. and Telephone Number I EPA Registration Number/File Symbol

DuPont Crop Protection Stine Haskell Research Center S300/443 Newark, DE 19714 (302)366-5920 352-531

Active Inaredient(s) and/or representative test compound(s) Date

Cymoxanil October 19, 2007

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name I
For formulation into an end use product for terrestrial food use crops DuPont Cymoxanil Technical

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
D a list of companies sent offers of compensation (the Data Matrix form under the selective method}, and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION Il: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION lll: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitied or cited in the
application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this application is supported by all data in the Agency’s files that (1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses .

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or (e) | have notified in writing the company that submitted the study and have
offered (1) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2}(B) of FIFRA; and (ii} to commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers fo pay compensation and evidence of thex delivery in
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action o deny, cancel or suspend the registration of my product in conformity with
FIFRA.

1 certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknovi~dge that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law.

Signature Py v > . Date Typed or Printed Name and Title
51“_/\/'?4% v W/é\ Oct. 19, 2007 Linda S. Mullin, ~cting Segistration Manager

EPA Form 8570-34 (12-2003) Electronic and Paper versions available. Submit only Paper version.




Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164

@“’* UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
‘\,_,,ba' 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and (.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Collection
Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed form
to this address.

I Certification with Respect to Citation of Data
Applicant's/Reaistrant's Name. Address. and Telephone Number | EPA Registration Number/File Symbol
DuPont Crop Protection Stine Haskell Research Center S300/443 Newark, DE 19714 (302)366-5920 352-592
Active Inqrédient{s] and/or representative test compound(s) Date
Cymoxanil October 19, 2007
General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name
For formulation into an end use product for terrestrial food use crops DuPont CURZATE 60DF Fungicide

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
D a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION Il: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements)]

| hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION Ilil: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses .

| certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or () | have notified in writing the company that submitted the study and have
offered (I} to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their ueiivery in
accordance with sections 3(c)(1)}(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in confrrmity with
FIFRA.

I certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknow!rdge that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law.

Signature S _ ; Date Typed or Printed Narre and Title
.M _,_‘f‘*«/ M Oct. 19, 2007 Linda S. Mullin, £.c%inc Registration Manager

EPA Form 8570-34 (12-2003) Electronic and Paper versions available. Submit only Paper version.
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