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TABLE 3: TESTING EXPOSURE VALUES

Methicillin Resistant 1
Staphylococcus 5 seconds 5 seconds
aureus - MRSA 2 44.8 48
(ATCC 33592) 5 seconds 5 seconds
1 51.4 47.7
Pseudomonas i 5 seconds 4 seconds
aeruginosa
53.5 53.2
ATCC 15442
( ) 2 6 seconds 6 seconds
) 1 53 477
A‘ggﬁ;‘:g{?ﬁ?r 5 seconds 5 seconds
46.6 48.8
ATCC 19606
( %0 e 5 seconds 5 seconds
o o 1 103.9 103.1
- spore form
(ATCC 700792) 2 106 101.7
High 7 seconds 7 seconds
1 9 *49.8 99.6
Bacillus subtilis *6 seconds 7 seconds
(ATCC 19659) 2 *49.8 103.5
*5 seconds 7 seconds

*The Neutralization Confirmation carriers were treated on low with a lower dose, this was changed

for the test carriers to the high setting and higher dose once the Sponsor realized the Bacillus
subtilis was a spore culture.
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TABLE 3: TESTING EXPOSURE VALUES (continued)

Test SubstancelSurface Stenlray, Fabrlc Carrlers

Orgamsm
Carner_ _Type

*Neutrallzatlon e
Conﬁrmation Dose
h (mjr‘cm g VS

_Trlme to Reach Dose

i Test Dose

Side 1

Side 2

o . Side 1 Side 2
M%‘g;}f;‘gg;‘ﬁgm 1 484 47 49.9 50.6
aureus - MRSA 3seconds | 3seconds | 5seconds | 5seconds
(ATCC 33592) 2 48.7 70 51 53.4
3seconds | 4seconds | 5seconds | 5 seconds
1 48.8 54.8 41 52
P “;ifomo” as Low 3seconds | 4seconds | 4 seconds | 5seconds
(ATCC 15442) . 54.3 53 49 51.2
4 seconds | 3seconds | 5seconds | 5 seconds
. 1 54.8 51.3 49.5 53.4
Argn etobacter 3seconds | 3seconds | 4seconds | 3 seconds
(ATCC 19606) R 53.1 511 54.7 526
4 seconds | 3seconds | 4 seconds | 3 seconds
o o 1 525 51.4 516 52.6
Clostr ’d’”mf difficile 4 seconds | 3 seconds | 3seconds | 4 seconds
- spore form
57.5 50.2 52.2 48
WvEeL00792) 2 High 4 seconds | 3 seconds | 3 seconds | 3 seconds
; g 545 49.8 52 1 57.8
Bacillus subtilis 3seconds | 3seconds | 3seconds | 3seconds
(ATCC 19659) 5 51.1 53.6 49.1 524
3seconds | 3seconds { 3seconds | 3 seconds

*All Neutralization Confirmation carriers were treated on both sides of the fabric with Sterilray on

High

The inoculated fabric carriers in the Petri dish were irradiated, turned over in the same dish, and
irradiated a second time. There is a possibility that the lower log reduction for Clostridium difficile
and Bacillus subtilis may be the result of leftover organism being transferred from the dish to the
first side of the fabric after turning it over.

1285 Corporate Center Drive, Suite 110 » Eagan, MN 55121 » 877.287.8378 = 651.379.5510 « Fox: 651.379.5549




Project No. A0S049 AT S ‘.:% L/‘\BS

TRF Number: ARA01020210.CUST.2 Page 11 of 14

TABLE 6: CALCULATED VALUES

Methicillin
Resistant
Staphylococcus ' 145 | 282x10' | TRt
(ATCC 33592) :
]
Pseudomonas 1 6x10 1.78 >99.99%
aeruginosa 1.54 3.5x10' 4 '86) ’
3
Acinetobacter 1 1.5x10 3.18 ~99.9%
baumannii 24| <AT74x10° | Sy
Clostridium 1 2 x 10 2.30
difficile - spore 3 99.8%
fotin 4 3.21 1.62x 10 (2.65)
(ATCC 700792) 2 1.3x10 411
1 6x 10’ 1.78
Bacillus subtilis 2 99.99%
(ATCC 19659) a4 | 245699 (4.13)
2 3.2x10? 2.51
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TABLE 6: CALCULATED VALUES (continued)

Methicillin 1
Resistant L 4x10 4.40 >99.99%
Staphylococcus <1.45 <2.82x 10 @ '53)
aureus - MRSA 2 < 1 <1.30 '
(ATCC 33592) 2x10 '
”
Pseudomonas b = =189 >00.9%
aeruginosa <154 | <347x10' (>3.37)
(ATCC 15442) 2 6 x 10" 1.78
1
Acinetobacter 1 <21 S >99.99%
baumannii <1.30 | <2.00x10' (>4.75)
(ATCC 19606) 2 <2x 10’ <1.30
Clostridium 1 3.8x10° 358
difficile - spore 3.52 3.31 x 103 91 3%
form \ (1.06)
(ATCC 700792) 2 2.8x10 3.45
1 6.0 x 10° 3.78 —
Bacillus subtilis 3 ot
(ATCC 196509) SEF | el 0 (1.85)
2 6.6 x 10° 3.82

CONTROL RESULTS

The results of controls run for culture purity, carrier sterility, neutralizing subculture medium sterility,
neutralization confirmation, antibiotic resistance, and carrier quantitation were all acceptable.

The inoculated fabric carriers in the Petri dish were irradiated, turned over in the same dish, and
irradiated a second time. There is a possibility that the lower log reduction for Clostridium difficile
and Bacillus subtilis may be the result of leftover organism being transferred from the dish to the
first side of the fabric after turning it over.
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