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STATEMENT OF DATA CONFIDENTIALITY CLAIMS

No claim of confidentiality is made for any information contained in this study on the basis of its
falling within the scope of FIFRA§10(d)(1)(A).(B), or (C).

No supplemental claim of confidentiality is made for information contained in these studies on the
basis of FIFRA section (10)(A) or (B). This document, however, is proprietary to Innovative Medical
Services and is considered to be confidential and trade secret information in all other countries and
for all purposes other than those enunciated in FIFRA Section 3 and 10.

Information contained in these studies should not be reviewed, abstracted, or used by persons

other then EPA without the expressed written consent of innovative Medical Services except as
required to carry out the requirements of FIFRA.

Company: _nnovative Medical Services

Company Agent:_Dolana Blount

Title: Assistant to President LGEO~,
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| CERTIFY THAT THIS STUDY WAS PERFORMED IN ACCORDANCE
WITH THE U.S. EPA GOOD LABORATORY PRACTICES.

(GLP REGULATIONS)

LABORATORY NO. 197157 .
Shelli Baxter, B.S. SM(NRM) Study Director ¢
Nelson Laboratories, Inc. Title
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Nl BAKT  4Tuna003
Signature Date

Dolana Blount Assistant to President / CEO

u r Title
- 01-22.2002
Signature Date
Dolana Blount Assistant to President / CEO
Title
. 0L 2%.20072 -
S'igﬁé?ure Date

PLEASE SIGN AND DATE BOTH COPIES OF THI%@@@WRI@E
TO THE CUSTOMER SERVICE DEPARD%F?{ NELSON LAB&n :
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Nelson Laboratories Incorporat )
P. O. Box 17557, Salt Lake City, UT 84117-0557 * 6280 South Redw: e LAV OD(@SN
Telephone: 801-963-2600  Fax: 801-963-2630 » Operator: 800-826-2088 * Auto Attendant: 800-963-628U or 8UT-963-37595 —
Weh site: www.nelsonlabs.com e e-mail: info@nelsonlabs.com
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NELSON LABORATORIES, INC.

STUDY DIRECTOR GLP CERTIFICATION
[ 1USFDA (21 CFR PART 58) [X] USEPA (40 CFR PART 160)
FUNGICIDAL ACTIVITY OF A DISINFECTANT

| CERTIFY THAT THE TEST WAS CONDUCTED IN ACCORDANCE

.

WITH THE USFDA OR USEPA REGULATIONS AS NOTED ABOVE.

LABORATORY NO. 197157

'STUDY DIRECTOR: ; \%//UJU 1 RD (L PU’.’@[@W
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' NELSON LABORATORIES, INC.

QAU AUDIT STATEMENT
[ ]USFDA (21 CFR PART 58) {X] USEPA (40 CFR PART 160)

FUNGICIDAL ACTIVITY OF A DISINFECTANT

Study Director: Final Report Dated:
Shelli Baxter, B.S. SM(NRM) 11Jan 2002 °
1. The test was conducted in accordance with the USFDA or USEPA Regulations as noted

above. All laboratory results pertaining to this study are recorded in Nelson Laboratories'
Data File Number 197157.

2. In accordance with the Good Laboratory Practice Regulations, this study was inspected by
the Quality Assurance Unit on: 07 Jan 2002. The findings of the inspection(s) were reported
to Management and to the Study Director on: 07 Jan 2002 and 10 Jan 2002 .

3. The Quality Assurance Unit has reviewed this report and has determined that the methods
and standard operating procedures are accurately described, and that the reported results
accurately reflect the raw data.
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LABORATORY NUMBER: 197157

PROTOCOL NUMBER: 200124703-03

SAMPLE SOURCE: Innovative Medical Services

SAMPLE IDENTIFICATION: Lot #1: 2001-042-001; Lot #2: 2001-005-001
DEVIATIONS: ' None

DATA ARCHIVE LOCATION: Sequentially by lab number

NUMBER OF TEST SAMPLES: 2

PROTOCOL APPROVAL DATE: 20 Nov 2001

SAMPLE RECEIVED DATE: 19 Nov 2001

LAB PHASE START DATE: 28 Nov 2001

LAB PHASE COMPLETION DATE: 11 Jan 2002 )
REPORT ISSUE DATE: 11 Jan 2002

TOTAL NUMBER OF PAGES: 13

REFERENCES:

AOAC International. 2000. Official Methods of Analysis. Volume 1, Chapter 6, 955.17 Fungicidal
Activity of Disinfectants. AOAC International, Gaithersburg, MD.

United States Environmental Protection Agency. Office of Pesticide Programs. DIS/TSS-6 Efficacy
Data Requirements. Supplemental Efficacy (A) Pathogenic Fungi.

United States Environmental Protection Agency. Office of Pesticide Programs. Draft Subpart W -
CFR 158 Antimicrobials Data Requirements.

INTRODUCTION:

This report details the evaluation of procedures for the evaluation of AXEN® EPA Registration
Number 72977-2 from Innovative Medical Services for fungicidal efficacy. Two lots of product were
tested at 30 ppm against Trichophyton mentagrophytes ATCC #3533, following the procedures
outlined in the AOAC Official Methods of Analysis, Fungicidal Activity of Disinfectants (955.17).
PROCEDURES:

INOCULUM PREPARATION:

Trichophyton mentagrophytes ATCC #9533 was transferred to 5 plates of glucose agar and
incubated at 27-29°C for 14 days. Afterincubation, the mycelial mats were removed from the agar
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surface using a sterile spatula, transferred to a sterile tissue grinder and macerated using 25 mL
of PHSS. The suspension was filtered through a sterile funnel containing moist cotton and the
suspension was standardized with PHSS to contain =10° conidia/mL. A standard plate count was
performed on the conidial suspension to verify the titer of the test organism.

SAMPLE PREPARATION:

On the day of test, a 30 ppm solution of AXEN® was prepared by diluting the 2410 ppm concentrate
with 5% (w/w) citric acid in purified water. A 30 ppm solution was prepared from both lots of
concentrate (2001-042-001 and 2001-005-001). ¢

TEST PERFORMANCE:

Five mL of each of the test solutions were placed in sixty 25 x 150 mm test tubes and the tubes
were placed in a 20 + 1°C waterbath. Using a calibrated micropipettor, 0.5 mL of conidial
suspension were placed in the first tube of test solution, shaken, and immediately replaced in the
waterbath. At 30 second intervals, 0.5 mL of the conidial suspension were added to the second
tube. This was repeated at 30 second intervals until all tubes were inoculated. After 30 seconds,
1, 2, 5, and 10 minute intervals, a sample from each tube was removed with a 4 mm loop and
placed into 20 ml of glucose broth. The tubes were incubated at 27-29°C for 10 days and then
scored as (+) or (0) for growth of the challenge organism.

PHENOL RESISTANCE:

The phenol resistance of the test culture was determined according to the phenol dilutions of 1:60
and 1:70. A 5% stock solution of phenol (1:20) was diluted further to make the needed dilutions.
Five milliliter aliquots of each dilution were placed into sterile test tubes and allowed to equilibrate
in a 20 + 0.5°C waterbath. An additional tube was prepared and the thermometer was placed in
that tube to show when the phenol dilutions had equilibrated to the test temperature. One half
milliliter of the conidial suspension was added to each tube at 30 second intervals. The tubes were
gently agitated to distribute the culture and replaced in the waterbath. The exposure times were
5, 10, and 15 minutes. After the appropriate exposure time, a loopful (4 mm loop bent at a 30°
angle) was removed from the assay tube and transferred to a tube of LETH. The tubes of LETH
were incubated at 27-29°C for 4 days. Growth was reported as being either (+) positive or (0)

negative for the challenge organism.
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NEUTRALIZATION VERIFICATION:

The neutralization efficacy of the subculture tubes was demonstrated by adding 1-100 CFU of the
test organism in each tube. The inoculating titer was verified in triplicate on glucose agar. The
tubes and plates were incubated for 3-4 days at 27-29°C and observed for growth.

GROWTH PROMOTION OF MEDIA:

The growth promotion properties of the glucose broth were demonstrated in the media control
tubes by adding 1-100 CFU of the test organism in each tube. The inoculating titer was verified
in triplicate on glucose agar. The tubes and plates were incubated for 4 days at 27-29°C and
observed for growth.

STERILITY CONTROLS:

Two tubes of glucose broth were included with the test as a media control. All tubes were
incubated with the test in order to confirm sterility of the recovery media used in the test."

RESULTS:

Test results can be found in Table 1. AXEN® 30 ppm solution lot #2001-042-001 demonstrated Kkill
of T. mentagrophytes in 1 of 60 tubes after a 30 second exposure, 2 of 60 tubes after a 1 minute
exposure, 6 of 60 tubes after a 2 minute exposure, 49 of 60 tubes after a 5 minute exposure, and
60 of 60 tubes after a 10 minute exposure. AXEN® 30 ppm solution lot #2001-005-001
demonstrated kill of T. mentagrophytes in 0 of 60 tubes after a 30 second exposure, 0 of 60 tubes
after a 1 minute exposure, 3 of 60 tubes after a 2 minute exposure, 50 of 60 tubes after a 5 minute
exposure, and 60 of 60 tubes after a 10 minute exposure. The titer of T. mentagropytes in each
tube of test solution was 1.2 x 107 conidia/tube.

Phenol resistance results can be found in Table 2. The condia must survive a 10 minute exposure
to phenol dilution 1:70, but not 1:60. The test culture survived a 10 minute exposure to both phenol
dilutions, providing a more severe challenge for the test.
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Neutralization and growth promotion results can be found in Table 3. All media tubes
demonstrated growth by 4 days. The inoculating titer of 7. mentagropytes was 10-100 CFU/tube.

Debbrah Petric Shelli Baxter, B.S. SM(NRM)
Technical Reviewer Study Director

[T n 2002

Study Completion Date
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TABLE 1. Fungicidal Efficacy Results
AXEN® TIME NUMBER OF NUMBER OF NUMBER OF
LOT NUMBER INTERVAL TUBES TUBES TUBES
TESTED EXHIBITING EXHIBITING
GROWTH NO GROWTH
30 seconds 60 59
2001-042-001 1 minute 60 58 2
2 minutes 60 54 6
5 minutes 60 11 49
10 minutes 60 0] 60
30 seconds 60 60 0
1 minute 60 60 0
2001-005-001 2 minutes 60 57 3
5 minutes 60 10 50
10 minutes 60 0 60
Positive Control 3 3 0
. N/A
Negative Control 3 0 3
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TABLE 2. Phenol Resistance Results

TIME IN MINUTES PHENOL DILUTION
1:60 1:70
5 + +
10 + +
15 + +
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TABLE 3. Neutralization and Growth Promotion Results

TUBE EXPOSURE TIME CFU/TUBE RESULTS
30 seconds 78 11 (+) *
AXEN® )
Lot 2001-042-001 1 minute 8 22 ()
2 minutes 78 6/6 (+)
5 minutes 78 49/49 (+)
10 minutes 47 60/60 (+)
30 seconds N/A* N/A*
AXEN® 1 minute N/A* N/A*
Lot 2001-005-001 2 minutes 59 3/3 (+)
5 minutes 59 50/50 (+)
10 minutes 47 60/60 (+)
Media Control N/A 78 3/3 (+)

* No neutralization was performed because all the tubes grew in test.
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All reports and letters issued by Nelson Laboratories, Inc. are for the exclusive use of the sponsor
to whom they are addressed. Reports may not be reproduced except in their entirety. No
quotations from reports or use of the corporate name is permitted except as expressly authorized
by Nelson Laboratories, Inc. in writing. The significance of any data is subject to the adequacy and
representative character of the samples tendered for testing. Nelson Laboratories, Inc. warrants
that all tests are performed in accordance with established laboratory procedures and standards.
Nelson Laboratories, Inc. makes no other warranties of any kind, express or implied. Nelson
Laboratories, Inc. expressly states that it makes no representation or warranty regarding the
adequacy of the samples tendered for testing for any specific use of application, that determination
being the sole responsibility of the sponsor. Nelson Laboratories' liability for any loss or damage
resulting from its actions or failure to act shall not exceed the cost of tests performed, and it shall
not be liable for any incidental or consequential damages.
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