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MEMORANDUM
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DP Barcode: D371362

From: Ayaad Assaad , D.v.M., Ph.D.
Efficacy Evaluation Team
Product Science Branch
Ant imicrobials Division (7510P)

Thru:

To:

Applicant:

Stacy Grigsby, PM 34
Regulatory Management Branch II
Antimicrobials Division (7510P) /

Tajah Blackburn, Ph.D. ~. 1)
Team Leader, Product Science Branch ~ ~
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Combat Insect Control Systems
19001 N. Scottsdale Road
Scottsdale , AZ 85255

Formulation from the Labe l:

Active Ingredientisl % by wt .
Lactic acid, 80% solution 4.0%
Inert Ingredients 96.0 %
Total.. 100.0 %
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BACKGROUND

The product, WC Complete (EPA File Symbol 64240-AL), is a new product. The
applicant requested to register the product for use as a disinfectant (bactericide, virucide) ,
sanitizer, mildewstat, and deodorizer on hard, non-porous surfaces in household, commercial ,
institutional , industrial , food service, animal care, and hospital or medical environments. The
label states that the product is a "one-step" disinfectant. 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's representative to EPA (dated
October 14, 2009) , EPA Form 8570-1 (Application for Pesticide), EPA Form 8570-4 (Confidential
Statement of Formula) , EPA Form 8570-27 (Formulator's Exemption Statement) , EPA Form
8570-34 (Certification with Respect to Citation of Data), EPA Form 8570-35 (End-Use Data
Matrix), EPA Form 8570-36 (Summary of the Physicall Chemical Properties (PR Notice 98-1)),
nine studies (MRID 478898-09 through 478898-17), Statements of No Data Confidentiality
Claims for all nine studies , and the proposed label.

Note: EPA Form 8570-4 (Confidential Statement of Formula) contains Confidential Business
Information. Data or information claimed by the applicant to be FIFRA confidential has not been
included in this report.

II USE DIRECTIONS

The product is designed for disinfecting and sanitizing hard, non-porous surfaces,
including : appliances, bathtubs, countertops, doorknobs, faucets , fixtures , floors, shower doors,
shower stalls , sinks , toilet bowls, and toilets . The proposed label indicates that the product may
be used on hard, non-porous surfaces inclUding: chrome, cultured marble , glass , glazed
ceramic, glazed porcelain , glazed tile, plastic laminate , sealed fiberglass, sealed granite,
stainless steel, and synthetic marble . Directions on the proposed label provide the following
information regarding use of the product:

As a disinfectant: Apply product and leave on surface for 10 minutes before wiping
clean. Heavily soiled surfaces must be pre-cleaned prior to disinfecting.

As a sanitizer: Apply product and leave on surface for 30 seconds before wiping clean.
Pre-clean surfaces prior to sanitizing.

III AGENCY STANDARDS FOR PROPOSED CLAIMS

Disinfectants for Use on Hard Surfaces in Hospital or Medical Environments

The effectiveness of disinfectants for use on hard surfaces in hospital or medical
environments must be substantiated by data derived using the AOAC Use-Dilution Method (for
water solub le powders and liquid products) or the AOAC Germicidal Spray Products as
Disinfectants Method (for spray products). Sixty carriers must be tested with each of 3 product
samples , representing 3 different product lots, one of which is at least 60 days old, against
Salmonella enterica (ATCC 10708; formerly Salmonella cho/eraesuis) , Staphylococcus aureus
(ATCC 6538), and Pseudomonas aeruginosa (ATCC 15442). To support products labeled as
"disinfectants," killing on 59 out of 60 carriers is required to provide effectiveness at the 95%
confidence level.
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