
 
 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C.  20460 

 
 
 

 

 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

December 6, 2018 
 
 
 

Susan MacIntosh 
Authorized Agent to AgBiTech Pty Ltd 
MacIntosh & Associates, Inc. 
1203 Hartford Ave. 
Saint Paul, MN  55116 
 
 
Subject:   Non-PRIA (Pesticide Registration Improvement Act) Labeling Amendment – Addition of 

tobacco, formatting of crop tables, and general label updates  
Product Name: Heligen 

                EPA Registration Number: 87978-2 
     Application Date: 04/20/2017 
     OPP Decision Number: 529577 
 
Dear Ms. MacIntosh: 
 
The amended labeling referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable.  
 
This approval does not affect any terms or conditions that were previously imposed on this registration. 
You continue to be subject to existing terms or 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. The next label printing of this product must use this labeling unless subsequent 
changes have been approved. You must submit one (1) copy of the final printed labeling before you 
release this 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 your company’s website on your label, then please be 
aware that the website becomes labeling under FIFRA and is subject to review by the U.S. 
Environmental Protection Agency (EPA). If the website is false or misleading, the product will be 
considered to be misbranded and sale or distribution of the product is unlawful under FIFRA section 
12(a)(1)(E). 40 CFR § 156.10(a)(5) lists examples of statements the EPA may consider false or 
misleading. In addition, regardless of whether a website is referenced on your product’s label, claims 
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made on the website may not substantially differ from those claims approved through the registration 
process. Therefore, should the EPA 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 Assurance. 
 
Your release for shipment of this product constitutes acceptance of these terms. If these terms are not 
complied with, this registration will be subject to cancellation in accordance with FIFRA section 6.  
 
If you have any questions, please contact Daniel Schoeff by phone at (703) 347-0143 or via email at 
Schoeff.daniel@epa.gov. 
 
 
 Sincerely, 

  
      Seiichi Murasaki, Senior Regulatory Advisor  
      Microbial Pesticides Branch  

Biopesticides and Pollution Prevention Division (7511P) 
Office of Pesticide Programs 

 
 
Enclosure: Stamped Label 
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CHEMIGATION 

General Requirements: 
1) Apply this product only through sprinkler (including center pivot, lateral move, end tow, 

side (wheel) roll, traveler, big gun, solid set, or hand move) irrigation systems. Do not 
apply this product through any other type of irrigation system including drip (trickle) 
systems. 

3) If you have questions about calibration, you should contact State Extension Service 
specialists, equipment manufacturers, or other experts. 

4) Do not connect an irrigation system (including greenhouse systems) used for pesticide 
application to a public water system unless the pesticide label-prescribed safety devices for 
public water systems are in place. 



5) A person knowledgeable of the chemigation system and responsible for its operation, or 
under the supervision of the responsible person, shall shut the system down and make any 
necessary adjustments should the need arise. 

 
Requirements for Chemigation Systems Connected to Public Water Systems: 

1) Public water supply means a system for the provision to the public of piped water for 
human consumption if such system has at least 15 service connections or regularly serves 
an average of 25 individuals daily at least 60 days throughout the year. 

2) Chemigation systems connected to the public water systems must contain a functional, 
reduced-pressure zone (RPZ), backflow preventer or the functional equivalent in the water 
supply upstream from the point of pesticide introduction. As an option to the RPZ, the 
water from the public water system should be discharged into a reservoir tank prior to 
pesticide introduction. There shall be a complete physical break (air gap) between the flow 
outlet end of the fill pipe and the top or the overflow rim of the reservoir tank of at least 
twice the inside diameter of the fill pipe. 

7)  
 
Requirements for Sprinkler Chemigation: 

1) The system must contain a functional check valve, vacuum relief valve, and low pressure 
drain appropriately located on the irrigation pipeline to prevent water source contamination 
from back flow. 

2) The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3) The pesticide injection pipeline must also contain a functional, normally closed, solenoid-
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdrawn from the supply tank when the irrigation 
system is either automatically or manually shut down. 

4) The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5) The irrigation line or water pump must include a functional pressure switch, which will 
stop the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 



6) Systems must use a metering pump, such as a positive displacement injection pump (e.g., 
diaphragm pump), effectively designed and constructed of materials that are compatible 
with pesticides and capable of being fitted with a system interlock. 

7) Do not apply when wind speed favors drift beyond the area intended for treatment. 
 




