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U.S. ENVIRONMENTAL PROTECTION AGENCY 

Office of Pesticide Programs 

Registration Division (7505P) 

1200 Pennsylvania Ave., N.W. 

Washington, D.C. 20460 

 
EPA Reg. Number: 

 

92413-13 

 
Date of Issuance: 

 

11/4/19 

NOTICE OF PESTICIDE:  

          X  Registration 

              Reregistration 

 
Term of Issuance:   

Conditional, Time-Limited 

Expires: 11/04/2021 

                                   (under FIFRA, as amended)  
Name of Pesticide Product: 

Tevra Imidacloprid + Pyriproxyfen 

Spot On for Dogs 
 
Name and Address of Registrant (include ZIP Code): 

Tevra Brands, LLC  

c/o Pyxis Regulatory Consulting, Inc. 

4110 136th St. Ct., NW  

Gig Harbor, WA, 98332  
 

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the 

Registration Division prior to use of the label in commerce.  In any correspondence on this product always refer to the above EPA registration number. 

 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered 

under the Federal Insecticide, Fungicide and Rodenticide Act. 

 

Registration is in no way to be construed as an endorsement or recommendation of this product by the 

Agency.  In order to protect health and the environment, the Administrator, on his motion, may at any 

time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any 

name in connection with the registration of a product under this Act is not to be construed as giving the 

registrant a right to exclusive use of the name or to its use if it has been covered by others. 

 

 

This product is conditionally registered in accordance with FIFRA section 3(c)(7)(A). You must comply 

with the following conditions: 

 

1. Submit and/or cite all data required for registration/reregistration/registration review of your 

product under FIFRA when the Agency requires all registrants of similar products to submit such 

data.   

 
 
Signature of Approving Official: 

 
Venus Eagle, Product Manager 01 

Invertebrate-Vertebrate Branch 3, Registration Division (7505P) 

 

 
Date: 

 

             11/4/19 

EPA Form 8570-6 
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2. This registration is time-limited and expires 11/04/2021.  

 

3. At least three months before your intended sale/distribution date, submit a mock up copy of the 

label for review and approval.  To avoid multiple rounds of review at the state level, EPA 

recommends waiting for the Agency’s approval of the mock up before seeking registration from 

states. You may not sell/distribute this product until the Agency approves the mock up copy of 

the label.  Once the mock up label is approved, you must inform the Agency when the product is 

first released for shipment. 

 

4. You must submit quarterly enhanced incident reports and quarterly sales information in doses 

sold for this product beginning within 3 months of the date the product is first released for 

shipment, on the first day of the quarter (i.e., January 1, April 1, July 1, or October 1). Please 

flag any Confidential Business Information as such. Submit enhanced incident reporting and 

quarterly sales information to the Product Manager’s attention. The following is a list of 

information that must be included in the quarterly reports for each incident: 

 

• EPA Registration Number  

• Product name (brand name) 

• Lot #   

• Where purchased: internet, store, veterinarian 

• Active Ingredient(s)  

• Weight range for product 

• Date on which incident occurred (mm/dd/yyyy) 

• State in which the incident occurred (standard 2 letter abbreviation) 

• Registrant case # 

• Species: dog, cat, other (specify) 

• Breed: (as reported by pet owner) 

• Age: months or years  

• Sex: M, F, or neutered 

• Weight: pounds  

• Primary Route of Exposure: dermal, oral, other animal, inhalation, other 

• Body System: neurological, dermatological, GI, respiratory, ocular, other 

• Major signs noted with separate column for each sign, using standard terminology  

• Time to Onset: (hours, days) 

• Treated by veterinarian: yes or no 

• First time product used: yes or no 

• Misuse: use on incorrect species, overdose, too frequent dosing, other (describe) 

• Any known precondition 

• EPA Severity Code: death, major, moderate, minor 

• Outcome: died, recovered, still treated, unknown 

 

5. Along with the enhanced incident reporting, you must submit an analysis of the incidents seen, to 

include the following details: 
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• All incidents should be reported including all minor dermal and ocular irritation reports. 

• Summary table for dogs showing number of incidents of each severity code for each 

route of exposure. Each incident should only be reported once. If one incident has several 

routes of exposure, the order should be ocular > oral > dermal. In other words, an 

incident with both oral and dermal exposure would be reported as oral exposure, and an 

incident with both ocular and oral exposure would be reported as ocular exposure. 

• A similar summary table for cats (misuse or secondary exposure) showing number of 

incidents of each severity code for each route of exposure. 

• Summary table for cats and table for dogs showing number of incidents that are believed 

due to secondary exposure (e.g., multi-pet households). 

• A summary table for dogs showing number of incidents for each severity code for these 

age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 yr, 3 yr, 4 yr, 5 yr, 

6 yr, 7 yr, 8 yr, 9 yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr, >15 yr. 

• A summary table showing the number of dog incidents for each severity code for each 

pet weight range on the product label, as applicable.    

• A summary table for dog weight showing number of incidents for each product weight 

range. This table should show number of incidents in dogs weighing less than that 

product weight range, number of incidents in dogs in lower half of weight range, number 

of incidents in dogs in upper half of weight range, and dogs weighing more than the 

product weight range, as applicable. 

• Table showing number of incidents for each dog breed, where provided. 

• Table showing number of incidents in dogs for each clinical sign. 

• Table showing number of incidents in dogs for each organ system. 

• Report aggregate incidents, but do not combine moderate and minor incidents.   

 

If EPA determines that future mitigation measures are necessary for all pet spot-ons, the Agency 

will inform registrants. If mitigation measures are necessary, EPA may take regulatory action.  

 

6. You are required to comply with the data requirements described in the DCI or EDSP Order 

identified below:  

 

a. Imidacloprid GDCI-129099 

b. Imidacloprid EDSP-129099 

c. Pyriproxyfen GDCI-129032 

d. Pyriproxyfen EDSP-129032 

 

You must comply with all of the data requirements within the established deadlines. If you have 

questions about the Generic DCI or EDSP Order listed above, you may contact the Chemical 

Review Manager in the Pesticide Reevaluation Division: 

http://iaspub.epa.gov/apex/pesticides/f?p=chemicalsearch:1 

 

 

7. The data requirements for storage stability and corrosion characteristics (Guidelines 830.6317 

and 830.6320) are not satisfied. A one year study is required to satisfy these data requirements. 

You have 18 months from the date of registration to provide these data.    

http://iaspub.epa.gov/apex/pesticides/f?p=chemicalsearch:1
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8. Make the following label changes before you release the product for shipment: 

  

• Revise the EPA Registration Number to read, “EPA Reg. No. 92413-13.” 

 

9. Submit one copy of the final printed label for the record before you release the product for 

shipment. 

 

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. 

 

If you fail to satisfy these data requirements, EPA will consider appropriate regulatory action including, 

among other things, cancellation under FIFRA section 6(e). Your release for shipment of the product 

constitutes acceptance of these conditions. A stamped copy of the label is enclosed for your records.   

 

Please note that the record for this product currently contains the following CSFs: 

 

• Basic CSF dated August 9, 2019 

 

If you have any questions, please contact Dee Colby by phone at 703-347-8657, or via email at 

colby.deanna@epa.gov. 

 

 

Enclosure: stamped label 

 



Nov 04, 2019

92413-RG



















clip part apply 
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