
      UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
               WASHINGTON, DC  20460 

 

PRIA Non-New-Use Label Acceptable v.20150320 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

April 6, 2021 

Kathryn Rosiaro 
Regulatory Assurance Specialist  
Lonza Solutions AG 
412 Mt. Kemble Ave. Suite 200S 
07960 Morristown, NJ  07960 

Subject:   PRIA Label Amendment – Adding of SARS CoV-2 Organisms 
Product Name: Formulation HWS-32 
EPA Registration Number: 47371-192  
Application Date: October 26, 2020 
Case Number: 00217305 

Dear Ms. Rosiaro: 

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. 
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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 
with FIFRA section 6. If you have any questions, please contact Stacey Grigsby by phone at 703-
305-6440, or via email at grigsby.stacey@epa.gov. 
 
Sincerely, 
 

                                                 
Jacqueline Hardy, Branch Chief 
Regulatory Management Branch 2 
Antimicrobials Division (7510P) 
 
 
Enclosure:  Approved label  
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Note to Reviewer:  
[Items in brackets [AAA] are optional and may/may not be included on final label] 
{Items in braces {AAA} are for information purposes and will not appear on final label}

{Note to Reviewer: In accordance with 40 CFR 156.68(d), all first aid statements, as prescribed, will appear on 
the front panel of the label.}

(insert Est. No. here)
(insert container size here)

DOT Symbols
insert country
insert country

Barcode

04/06/2021

47371-192
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{Note to reviewer If container size is 5 gallons or greater, the following Environmental Hazards statements will 
be used:}
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{Note to reviewer: The following is considered optional marketing language:} 

 (insert name of automated dilution system here) 
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{Note to reviewer: If additional labeling/inserts/reference sheets are used, one of the following statements will 
appear on the container label:} 

or
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{Note to reviewer: The following is considered optional marketing language.} 

 (Insert pathogen or 
pathogens from lists on pages 7 and 8)
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{Note to reviewer: The following is considered optional marketing language.} 

[AREAS OF USE:] 

{Note to reviewer:  Each block below also represents a graphic depicting the corresponding area of use.  The 
graphics will only represent individual objects or outsides or insides of buildings as described below.  No people, 
animal, or food will be depicted in graphics.}
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{Note to reviewer: The following is considered optional marketing language.} 

[TYPES OF SURFACES:] 

{Note to reviewer:  Each entry below also represents a graphic depicting the corresponding type of surface.  No 
people, animal, or food will be depicted in graphics.  Only exteriors of microwaves and refrigerators will be 
depicted.  Toy graphics will be submitted to Agency for review.} 
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{Note to reviewer: The following is considered optional marketing language.} 
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{Note to reviewer: The following is considered optional marketing language.} 

{Note for Reviewer: 16 oz. per gallon dilution disinfection directions 
must be used if Adenovirus Type 7 is listed on the label} 

{Note to supplemental registrant: if one of the following pathogens with ** are used must include 
statement “in association with the organism Influenza A Virus”} 
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Note to Reviewer: These statements for claims against enveloped emerging viral pathogens shall not appear 
on marketed (final print) product labels.

[Product name] has demonstrated effectiveness against viruses similar to [name of emerging virus] on hard, 
non-porous surfaces. Therefore, [product name] can be used against [name of emerging virus] when used 
in accordance with the directions for use against Adenovirus type 7, ATCC VR-7 on hard, non-porous 
surfaces. Refer to the [CDC or OIE] website at [pathogen-specific website address] for additional 
information.

[Name of illness/outbreak] is caused by [name of emerging virus]. [Product name] kills similar viruses and 
therefore can be used against [name of emerging virus] when used in accordance with the directions for use 
against Adenovirus type 7, ATCC VR-7 on hard, non-porous surfaces. Refer to the [CDC or OIE] website at 
[website address] for additional information.



Formulation HWS-32  
EPA Reg. No. 47371-192 
EPA Notification 2018-07-09  EPA Submission 2020-11-06 Page 11 of 20 

{Note to reviewer: if using 
reduced contact time for SARS-CoV-2, the following sentence will be required:}

{Note for reviewer: One of the following statements must be used:} 

{or} 

{Note to reviewer: one of the following two statements will be used:} 

{or} 
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].
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{Note to reviewer: For Nonrefillable Containers, Label has Household and Residential Uses}  

{Note to reviewer: For Nonrefillable Containers for commercial, industrial, and institutional uses – all sizes – No 
Reuse Rinsate Statement for Public Health Use products.  Chapter 13, Table C3 of the Label Review Manual‘s 
statements about burning are labeled as “Not required;” therefore, no incineration language is provided for 
plastic containers.} 

{For containers >5 gallons or 50 lbs net weight}
{Plastic and Metal Containers:}

{Metal containers only:}
{Bag in Box Containers:

{Note to reviewer:  For Nonrefillable Sealed Containers: Packaging options can be in sealed containers or 
bottles designed for use dilution systems to reduce worker exposure to the concentrate.  None of these can be 
triple rinsed because they are closed sealed containers.  The following text will be used on these sealed 
container types:} 

{For containers < 5 gallons}:



Formulation HWS-32  
EPA Reg. No. 47371-192 
EPA Notification 2018-07-09  EPA Submission 2020-11-06 Page 17 of 20 

{Note to reviewer: For Refillable Containers – all sizes – No Reuse Rinsate Statement for Public Health Use 
products.  Chapter 13, Table C3 of the Label Review Manual‘s statements about burning are labeled as “Not 
required;” therefore, no incineration language is provided for plastic containers.}  

{Refillable containers, all sizes} 
{Plastic or Metal Containers:}

{Metal containers only:}
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{Note to reviewer:  This secondary container label will be used only when the product is diluted at 4 oz. per 
gallon of water or equivalent} 

{Note to Reviewer: In accordance with 40 CFR 156.68(d), all first aid statements, as prescribed, will appear 
on the front panel of the label.}
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{Note to reviewer: If additional labeling insert / reference sheets are used, the following statements may appear 
on the additional labeling /insert / reference sheet :} 
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{Note to reviewer: The following are optional graphics and marketing language.} 

{For Bag-in-Box Containers:}

{Note to reviewer: The following may be used only if the supplemental registrant has obtained a Kosher 
Certification.}

{Any Kosher Symbol such as:} 
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