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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

Amended Date September 29, 2010 
Original Date August 4, 2010 

OFFICE OF 
PREVENTION, 
PESTICIDES 
AND TOXIC 

SUBSTANCES 

MEMORANDUM 

Subject: 

From: 

To: 

Applicant: 

Efficacy Review for 777-99, Brace 
DP Barcode: 377492 

Tajah Blackburn, PhD. Microbiologist 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (7510P) 

Jacqueline Campbell PM 341 Killian Swift 
Regulatory Management Branch II 
Antimicrobials Division (7510P) 

Reckitt Benckiser, Inc. 
Morris Corporate Center IV 
399 Interspace Parkway 
Parsippany, NJ 07054 

Formulation from the Label: 

Active Ingredient(s) % by wt. 
Alkyl (50% C14, 40% C12, 10% C16) Dimethyl Benzyl 
Ammonium Saccharinate... ... ......... ... ... ... ... ... ... ... ... ... ..... 0.10% 
Ethanol ..................................................................... 58.00% 

Other Ingredients.... .................. ... ... ... ...... ............. ............ 41.90% 
Total................................................................................ 100.00% 
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BACKGROUND 

The product, BRACE (EPA Reg. No. 777-99), is an EPA-approved disinfectant 
(bactericide, tuberculocide, fungicide, virucide), sanitizer, mildewcide, and deodorizer for 
use on hard, non-porous surfaces in household, institutional, commercial, food 
preparation, animal care, and hospital or medical environments. The applicant 
requested to amend the registration of this product to add new claims for effectiveness 
as a disinfectant against Avian influenza A (H5N1) virus, Swine influenza A (H1 N1) 
virus, and Pandemic 2009 H1 N1 Influenza A virus in addition to adding claims for 
effectiveness as against Pseudomonas aeruginosa on soft surfaces (cotton and 
synthetic fabrics). The current review addresses the registrant's rebuttal to the Efficacy 
Review, dated August 4, 2010. Studies were conducted at ATS Labs, located at 1285 
Corporate Center Drive, Suite 110, in Eagan, MN 55121. 

This data package contained a letter from the applicant to EPA (dated April 14, 
2010), EPA Form 8570-35 (Data Matrix), five studies (MRID 480663-02 through 480663-
06), Statements of No Data Confidentiality Claims for all five studies, and the proposed 
label. 

II USE DIRECTIONS 

The product is designed for disinfecting hard, non-porous surfaces, including: 
appliances, bathtubs, bed frames, bed springs, bidets, blinds, cabinets, cages, chairs, 
changing tables, clean-up carts, counters, cribs, cuspidors, desks, diaper pails, dish 
pails, doorknobs, drains, dressing carts, drinking fountains, examination tables, faucets, 
fixtures, floors, furniture, garbage cans, garbage pails, highchairs, kennels, lamps, 
laundry hampers, light switches, linen carts, litter boxes, mattress covers, mirrors, 
outdoor patio furniture, pens, recycling bins, remote controls, salad bar sneeze guards, 
showers, sinks, sports equipment, stretchers, tables, telephones, toilets, tools, toys, 
urinal exteriors, walls, wheelchairs, whirlpool interiors, and windows. The proposed label 
indicates that the product may be used on hard, non-porous surfaces including: crystal, 
enamel, glass, glazed ceramic, glazed porcelain, glazed tile, laminated surfaces, 
linoleum, marble (synthetic), Marlite, metal (Le., brass, chrome, copper, stainless steel, 
tin), Parquet, plastic, sealed granite, and vinyl. Directions on the proposed label provide 
the following information regarding use of the product as a disinfectant and spot soft 
surface sanitizer: 

Disinfectant: Pre-clean surfaces prior to use. Hold container upright 6-8 inches from 
surface. Spray 2 to 3 seconds until covered with mist. Let stand for 30 seconds when 
treating against Avian influenza A (H5N1) virus, Swine influenza A (H1 N1) virus, and 
Pandemic 2009 H1 N1 Influenza A virus. Allow to air dry. 

Spot Soft Surface Sanitizer: Spray until fabric is wet. Do not saturate. Fabric must 
remain wet for 30 seconds. Let air dry. For difficult odors or heavy fabrics, repeat 
application. 
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