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WASHINGTON, D.C. 20460f

January 22, 2013 OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

Ms. Susan Hapak, President
Current Technologies, Inc.
Post Office Box 21
Crawfordsville, IN 47933

Subject: PRIA 2_A570 Label Amendment with Efficacy Data
Product Name: Hype-Wipe Disinfecting Towel With Bleach
EPA Registration Number: 70590-1
Application Date: September 7, 2012
Application Receipt: September 10, 2012

Dear Ms. Hapak:

This is to report to you the Agency Decision results of your Label Amendment with efficacy
data, submitted pursuant to the Pesticide Registration improvement Act under the Federal
Insecticide, Fungicide, and Rodenticide Act ( FIFRA ) 3 (c) 9, as amended.

Proposed Amendment:

Current Technologies, inc. requested to amend the registration of the product to add sporicidal claims
against the organism Clostridium difficile. Studies were conducted at ATS Labs, located at 1285
Corporate Center Drive, Suite 110, in Eagan, MN 55121. The Data Package contained a letter from the
applicant to EPA, dated September 7, 2012 ( MRID 489337-00 ), three studies ( MRID 489337-01 thru
489337-03 Statement of No Data Confidentiality Claims for all studies, and the proposed label. )

General Comments:

The submitted efficacy data does support the use of the product, Hype-Wipe Disinfecting Towel With
Bleach, as a sporicide against the following microorganism on hard, non-porous surfaces for a 4-minute
contact time.

Clostridium difficile MRIDs 489337-01 thru 489337-03

Results show no positive growth on all carriers/tubes tested in 10 minutes or less. Control carrier counts
were greater than 106 spores/carrier. Growth was observed after at least 2 minutes exposure in the HCI
resistance testing for the organism used in the examinations. Passing wetness determination for the
contact period was demonstrated for all of the lots tested. Viability controls were positive for growth.
Purity controls were reported as pure. Sterility controls did not show growth. Neutralization controls did
not demonstrate growth.

The proposed label claims that the Product, Hype-Wipe Disinfecting Towel With Bleach, is an effective
disinfectant towelette against the following microorganism on hard, non-porous surfaces for a 4-minute
contact time.

Clostridium difficile... ...ATCC 43598
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These are Acceptable as they are supported by the submitted data.

The Product Label must be revised as follows:

Under "Special Cleaning Procedure Before Disinfecting Against ( C. diff) Spores" section, the pre cleaning
step specifies cleaning with use of a "clean cloth, mop, and/or sponge with the disinfectant product."
This product is a towelette, therefore the statement must be changed to "clean cloth, mop, and/or sponge
saturated with a disinfectant product" or specify the disinfectant product that is in a Ready-To-Use liquid
formulation that can be used by the application described.
Under the Directions For Use, the nomenclature of the organism must be listed or ( C. diff) can appear in
italics in parenthesis.
( C. diff) Claim must state kills and /or inactivates spores Clostridium difficile on hard, non-porous
surfaces.
All of the following Special Label Instructions For Cleaning Prior To Disinfection Against Clostridium
difficile spores must be included on the Product Label:
Personal Protection: Wear appropriate barrier protection such as gloves, gowns, masks or eye covering.
Cleaning Procedure: Fecal matter/waste must be thoroughly cleaned from surfaces/objects before
disinfection by application with clean cloth, mop, and/or sponge saturated with the disinfectant product.
Cleaning is to include vigorous wiping and/or scrubbing, until all visible soil is removed. Special
attention is needed for high-touch surfaces. Surfaces I patient rooms are to be cleaned in an appropriate
manner, such as from right to left or left to right, on horizontal surfaces, and top to bottom, on vertical
surfaces, to minimize spreading of the spores. Restrooms are to be cleaned last. Do not reuse soiled
cloths.
Infectious Materials Disposal: Materials used in the cleaning process that may contain feces/wastes
are to be disposed of immediately in accordance with local regulations for infectious materials disposal.

As a result of the PRIA 3 "Clean Label" procedure, the Product Label has been revised successfully to
comply with December 5, 2012 Efficacy Review by Dr. Karen Hill, Ph.D.

A stamped, Accepted Product Label is enclosed for your Company record.

If you have any question or comments with regard to the agency letter, please contact Killian
Swift via email at Swift.Killianigepa.gov or by telephone at 703-308-6346. When you are
submitting information or data in response to this agency letter, please send a copy of this
agency letter with your response in order to facilitate processing.

Sincerely

Monisf
EPA Product Manager 32
Regulatory Management Branch II
Antimicrobials Division ( 7510P )

Enclosure: 1.) Efficacy Review by Dr. Karen Hill, Ph.D. dated December 5, 2012;
2.) Stamped Accepted Product Label.
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