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From:

Thru:
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Efficacy Review for EPA Reg. No. 71654-7, Virkon
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Tajah L. Blackburn, Ph.D., Microbiologi~~~d5'
Efficacy Evaluation Team
Product Science Branch
Antimicrobials Division (7510C)

Nancy Whyte, Acting Team Leader~h IA~
Efficacy Evaluation Team :=t ..,~~
Product Science Branch I
Antimicrobials Division (7510C) .

E.!. Du Pont de Nemours and Company
1007 Market Street
Wilmington, DE 19898

Formulation from Label .
Active IngredientCs) % by wt. ·
Potassium peroxymonosulfate. 21.41%
Sodium chloride 1.50%
Other IngredientCs) 77.09%
Total 100.00%
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BACKGROUND

The product, Virkon (EPA Reg. No. 71654-7), is an EPA-registered "one-step"
disinfectant (bactericide, fungicide, virucide) for use on hard, non-porous surfaces in household,
institutional, commercial, food processing, and hospital/medical environments. The applicant
requested to amend the registration of this product to add claims for effectiveness as a .
disinfectant against Staphylococcus aureus (MRSA), Enterococcus faecalis (VRE), Escherichia
coli 0157:H7, Norwalk virus, Respiratory syncytial virus, and Influenza A virus. The applicant
also requested to add claims for effectiveness as a sanitizer for non-food contact surfaces.
Studies were conducted at Micr08ioTest, Inc., located at 1058 Carpenter Drive in Sterling, VA
20164; and 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 March 14, 2005),
EPA Form 8570-1 (Application for Pesticide), eight studies (MRID Nos. 464986-01 through
464986-08), Statements of No Data Confidentiality Claims for all eight studies, and the
proposed label.

Note: The laboratory reports describe studies conducted for the product, Virkon S. The
applicant's letter to EPA (dated March 14, 2005) states that the products, Virkon S (EPA Reg.
No. 71654-6), and the product, Virkon (EPA Reg. No. 71654-7) are identical; "historically
separate registration have been maintained since the two products are typically sold into
different applications."

II USE DIRECTIONS

Disinfection Directions
The product is designed for disinfecting hard, non-porous surfaces such as respirators

and manikins used in CPR training. Directions on the proposed label provided the following
information regarding preparation and use of the product as a disinfectant: Remove gross dirt.
Prepare a use solution by adding 1 tablet of the product to 1 pint of water ( a 1% dilution).
Apply use solution using a sponge, brush, or sprayer. Allow surfaces to remain wet for 10
minutes. Air dry. A potable rinse is required for food contact surfaces.

Sanitization Directions
The product also may be used to sanitize manikins used in CPR training. Directions on

the proposed label provided the following information regarding preparation and use of the
product as a sanitizer: Prepare a use solution by adding 3 tablets of the product to 1 pint of
water (a 3% dilution). Apply use solution using a sprayer or saturated cloth. Allow surfaces to
remain wet for 30 seconds. Wipe dry and rinse with potable water.
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diluted serially in Minimum Essential Medium supplemented with 1% heat-inactivated fetal
bovine serum, 10 ~g/ml gentamicin, 100 units/ml penicillin, and 2.5 ~g/ml amphotericin B. RMK
cells in multi-well culture dishes were inoculated in quadruplicate with 0.1 ml of the dilutions.
The cultures were incubated at 36-38°C in a humidified atmosphere of 5-7% CO2 and scored
periodically for 7 days for the presence or absence of unspecified cytopathic effects,
cytotoxicity, and viability. Controls included those for cytotoxicity, dried virus controls, and
neutralization. Viral and cytotoxicity titers were calculated by the method of Spearman Karber.

Note: Protocol deviations/amendments reported in the study were reviewed and found to be
acceptable.

V RESULTS

No. Exhibiting
MRIDNo Organism GrowthlTotal No.

Tested Dried Carrier Count

Lot No. Lot No.
(CFUlcarrier)

5471 19861

464986-01 Staphylococcus
..

0/10 1.0 x 1050/10
aureusMRSA

464986-02 Enterococcus 0/10 0110 2.1 x 104

faecalis VRE

464986-04 Escherichia coli 0/10 0/10 5.3 x 104

0157:H7

MRIDNo. Organism Results Dried
Virus
Control

Lot No. Lot No. (TCIDsclO.1
5471 19861 ml)

464986-07 Respiratory 10.1 to 10.7 Complete Complete 104.5

syncytial virus dilutions inactivation inactivation

TCIDsJO.1 s 10°·5 s 10°·5
ml

464986-08 Influenza A virus 10-1 to 10-8 Complete Complete 106.0

dilutions inactivation inactivation

TCIDsJO.1 s10°·5 s10°·5
ml
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