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RESULTS

/

Table 1: C. albicans Percent Reduction and Logo Reduction Compared to Time Zero

Average

Test

Microorganism

C. albicans
ATCC 10231

Percent Reduction  Log Reduction
Contact Time Test Substance Replicate CFU/ml Average CFU/ml  compared to Time Compared fo Time
Zero Zero
1 1.37E+
Time Zero 5 ] 22E+8§ 1.32E+05 N/A
i 1 <1.00E+01*
Femlc(lrf:\l;v)] Por 2 <1.00E+01* <1.00E+01* >99.99% >4.12
4 hours i 1 <1.00E+01"
Femlc(lrf:vrv)Q P 2 T oorror | <1:00E+01° >99.99% >4.12

*Limit of defection. Values below limit of defection <1.00E+01

Table 2: C. glabrata Percent Reduction and Logio Reduction Compared to Time Zero

Average

Test

Microorganism

C. glabrata
ATCC 90876

Percent Reduction  Log Reduction
Contact Time Test Substance Replicate CFU/ml Average CFU/ml  compared to Time Compared fo Time
1 4.11E4+05
Time Zero 5 3.39E405 3.75E+05 N/A

i 1 <1.00E+03*

Fem'“(':;’;)‘ Day : ~ootroa| <1:00E+03 >99.73% >2.57
4 hours - 1 <1.00E 103"

Femlc(lrf:vrv):) e 2 1 00ET03" <1.00E+03 >99.73% >2.57

*Limit of defection. Values below limit of defection <1.00E+03

Table 3: C. parapsilosis Percent Reduction and Logio Reduction Compared to Time Zero

Average

Test

Microorganism

C. parapsilosis
ATCC 22019

Percent Reduction  Log Reduction
Contact Time Test Substance Replicate CFU/ml Average CFU/ml  compared o Time Compared to Time
1 1.04E+05
Time Zero y T13E405 1.09E+05 N/A

i 1 <1.00E+03*

Fem'“(':;’;)‘ Day > oot roa | <1-00E+03* >99.08% >2.04
4 hours i 1 <1.00E+03"

Femlc(lrf:vrv):) e 2 T oorros | <1-00E+03° >99.08% >2.04

*Limit of defection. Values below limit of defection <1.00E+03

Table 4: C. albicans Neutralization Verification

C. albicans ATCC
10231*

Replicate Neutralization Validation plate counts Average CFU Neutrgljzohon
verified
1 5.00E+00 4.00E+00
N/A Test C 4.75E+00 N/A
2 5.00E+00 5.00E+00
1 1.00E+01 4.00E+00
N/A Test B 6.25E+00 131.58%
2 6.00E+00 5.00E+00
Femiclear 1 Day Test A ! 6-00E+00 5-00E+00 4.50E+00 94.74%
(new) 2 3.00E+00 4.00E+00 ’ ’
i 1 8.00E+00 4.00E+00
Femiclear 2 Day Test A 6.50E+00 136.84%
(new) 2 7.00E+00 7.00E+00

* Neutralization verification was only performed using C. albicans ,it is representative of all candida species used in festing.
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RESULTS (cont.)

Table 5: Average Percent Reduction for all Three Test Microorganisms
Average % Reduction

est fest of all 3
Microorganism Substance . .
Test Microorganisms

C. albicans )

ATCC 10231 Femiclear 1 Day 299 60%
(new)

C. glabrata

ATCC 90876
Femiclear 2 Da

C. parapsilosis (new) Y >99.60%
ATCC 22019

Table 6: Media Sterility and Purity Controls

Control Result
C. albicans ATCC 10231 Purity Pure Growth
C. glabrata ATCC 90876 Pure Growth
C. parapsilosis ATCC 22019 Pure Growth
Phosphate Buffer Saline Culture Diluent Sterility No Growth
Phosphate Buffer Saline Dilution Sterility No Growth
Dey-Engley Neutralizing Broth (D/E Broth) No Growth
Potato Dextrose Agar Sterility No Growth
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STUDY RECORD AND TEST SUBSTANCE RETENTION

The original (or certified copy) of the study report, protocol, and corresponding raw data
will be held in the archives of Microchem Laboratory indefinitely. For studies not meeting
the performance criteria for submission or for studies that have been canceled prior to the
generation of valid data, the original (or certified copy) of the final study report, protocol,
and corresponding raw data will be held in the archives of Microchem Laboratory for a
minimum of two years following the study completion date at which time they may be
removed from the archive or transferred to the Sponsors archive at their expense.

If requested by the Study Sponsor (or Sponsor Representative), the study file may be
transferred to the Study Sponsor’s archive at the Study Sponsor's expense prior to the time
frames listed.

All test facility records including, but not limited to, standard operating procedures, quality
assurance inspection records, temperature and equipment records including maintenance,
inspection and calibration, and employee training records will be maintained at Microchem
Laboratory indefinitely.

The test substance (or test control, test article, test device, as applicable) may be returned to
the Study Sponsor at the Study Sponsor’s request and expense following study completion
unless otherwise requested to be returned earlier. If the Study Sponsor does not request
return of the sample, it will be disposed >90 days following the study completion.
Arrangements may be made for extended storage as necessary, at the Sponsor’s request
and expense.
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