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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

March 19, 2019

Michael A Peplowski
Manager, Product Registrations
ISK Biosciences Corporation
7470 Auburn Road, Suite A
Concord, OH 44077

Subject: PRIA Label Amendment — Add a New Disease at a Different Rate for Potato
Product Name: Omega 500F
EPA Registration Number: 71512-1
Application Date: 04/19/2018
Decision Number: 540436

Dear Mr. Peplowski:

The amended label referred to above, submitted in connection with registration under the Federal
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not
affect any conditions that were previously imposed on this registration. You continue to be
subject to existing conditions on your registration and any deadlines connected with them.

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all
previously accepted labeling. You must submit one copy of the final printed labeling before you
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c¢),
you may distribute or sell this product under the previously approved labeling for 18 months
from the date of this letter. After 18 months, you may only distribute or sell this product if it
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.

Should you wish to add/retain a reference to the company’s website on your label, then please be
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide
Act and is subject to review by the Agency. If the website is false or misleading, the product
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition,
regardless of whether a website is referenced on your product’s label, claims made on the
website may not substantially differ from those claims approved through the registration process.
Therefore, should the Agency find or if it is brought to our attention that a website contains false
or misleading statements or claims substantially differing from the EPA approved registration,
the website will be referred to the EPA’s Office of Enforcement and Compliance.

Your release for shipment of the product constitutes acceptance of these conditions. If these
conditions are not complied with, the registration will be subject to cancellation in accordance
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with FIFRA section 6. If you have any questions, please contact Manjula Unnikrishnan by phone
at 703-347-8520, or via email at unnikrishnan.manjula@epa.gov .

Sincerely,

.»'j' i -

(e AN o=
Erik Kraft, Product Manager 24
Fungicide and Herbicide Branch
Registration Division (7505P)

Office of Pesticide Programs

Enclosure
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ISK'BIOSCIENCES OMEGA 500F

ZCCEPTED Supplemental Labeling
03/19/2019 SUPPLEMENTAL DIRECTIONS FOR THE USE OF

o i At i o OMEGA 500F

FPAREN 71512.1 (EPA Reg. No. 71512-1)

FOR SUPPRESSION OF POWDERY SCAB ON POTATOES

This Supplemental Label Expires on March 18, 2022 and must not be used or distributed after this date.
Directions for Use:
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

DISEASES | PRODUCT RATE PER ACRE
CROP
POTATOES
Powdery Scab (Spongospora subterranea) 24 to 48 fl. oz.
(0.782 to 1.564 Ibs. a.i.)

APPLICATION DIRECTIONS:

Application Instructions (Planting time treatment):

Apply Omega 500F in at least 5 to 10 gallons of water per acre. Use Omega 500F at the 24 fl. oz.
(0.782 Ibs. a.i.) per acre rate on fields with a history of low levels of powdery scab or with low
numbers of spore balls present in the soil. Apply the 48 fl. 0z. (1.564 lbs. a.i.) per acre rate to fields
with a history of moderate to heavy disease pressure or with moderate to high numbers of spore balls
present in the soil.

Apply the product in-furrow, over the seed piece, immediately prior to covering over the seed piece
with soil. Omega 500F may be applied with a single nozzle placed directly above the seed piece,
covering a band of soil approximately 8 inches in width. Alternately, two nozzles may be used. The
first nozzle is to be placed directly over the seed piece with the 2nd nozzle directed behind to apply
Omega 500F to the soil that will be used to cover the seed piece.

Omega 500F will not provide complete control of this disease as the level of control varies according
to the spore load in the soil and the cultivar being grown. Omega 500F, will, however, be effective
against the pathogen when used as part of a comprehensive disease management program. For best
results, apply Omega 500F using methods that maximum coverage of the rhizosphere in immediate
proximity to the seed piece.

Resistance Management:

Some plant pathogens are known to develop resistance to products used repeatedly for disease
control. Omega 500F is effective for strategic use in programs that attempt to minimize disease
resistance to fungicides. Some other fungicides, which are at risk from disease resistance exhibit a
single-site mode of fungicidal action. Omega 500F, with a multi-site mode of action, may be used to
delay or prevent the development of resistance to single-site fungicides. Consult your Federal or State
Cooperative Extension Service representatives for guidance on the proper use of Omega 500F in
programs that seek to minimize the occurrence of disease resistance to other fungicides. No known
resistance has developed to Omega 500F and thus it is an excellent partner for those products which
specify the use of a protectant or other fungicide which as a different mode of action.
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Restrictions

DO NOT apply more than 56 fl. oz. of Omega 500F (1.82 Ibs. a.i.) per acre per year from all
application techniques (In-furrow and foliar).

If the in-furrow application is used at the 48 fl. oz. rate (1.564 1bs. a.i.), only one additional foliar
application at the 8 fl. oz. rate (0.261 1bs. a.i.) is allowed for that year. If the in-furrow application is
used at the 24 fl. oz. rate (0.782 Ibs. a.i.), up to 4 additional foliar application at the 8 fl. oz. rate
(0.261 1bs. a.i.) are allowed for that year.

DO NOT apply within 14 days of harvest.

Restricted Entry Interval, REI = 12 hours.

The maximum single in-furrow use rate is 48 fl. 0z. (1.564 Ibs. a.i.)/A.

The maximum single foliar use rate is 8 fl. 0z. (0.261 Ibs. a.i.)/A with the shortest RTI of 7 days.

Omega 500F may be applied by aerial application (except in the State of New York) or through
sprinkler system irrigation equipment on potatoes. See irrigation use directions on full label.

NOTE: Use of Omega S00F according to this labeling is subject to the use precautions and limitations
imposed by the label affixed to the container for Omega SO00F.
NOTE: This labeling must be in the possession of the user at the time of pesticide application.

ISK Biosciences Corporation
7470 Auburn Rd., Suite A
Concord, Ohio 44057

Warranty and Limitation of Damages: Seller warrants to those persons lawfully acquiring title to this product that at the time of first sale of this product by Seller that
this product conformed to its chemical description and was reasonably fit for the purposes stated on the label when used in accordance with Seller’s directions under
normal conditions of use, and Buyers and users of this product assume the risk of any use contrary to such directions. TO THE EXTENT CONSISTENT WITH
APPLICABLE LAW, EXCEPT AS PROVIDED ELSEWHERE IN WRITING CONTAINING AN EXPRESS REFERENCE TO THIS WARRANTY AND
LIMITATION OF DAMAGES, SELLER MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY OR GUARANTY, OF FITNESS OR OF
MERCHANTABILITY, AND NO AGENT OF INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY SELLER IS AUTHORIZED TO DO
SO. To the extent consistent with applicable law, in no event shall Seller’s liability for any breach of warranty or guaranty exceed the purchase price of the product as
to which a claim is made. Buyers and users of this product are responsible for all loss or damage from use or handling of this product which results from conditions
beyond the control of Seller, including, but not limited to, incompatibility with other products unless otherwise expressly provided in Directions for Use of this product,
weather conditions, cultural practices, moisture conditions or other environmental conditions outside of the ranges that are generally recognized as being conducive to
good agricultural and/or horticultural practices.
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