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STATEMENT OF NO DATA CONFIDENTIALITY CLAIMS

No claim of confidentiality, on any basis whaisoever, is made for any information
contained in this document. | acknowledge that information not designated as within the
scope of FIFRA sec. 10(d)(1)(A), (B), or (C) and which pertains to a registered or previously
registered pesticide is not entitled to confidential treatment and may be released to the
public, subject to the provisions regarding disclosure o multinational entities under FIFRA

10(g).
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Date:
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Study ID: GLP1362 Client: Decon7 Systems, LLC

Protocol Number: P1428

GOOD LABORATORY PRACTICE COMPLIANCE STATEMENT

This study meets U.S. Environmental Protection Agency's Good Laboratory Practice

Standards and requirements for 40 CFR § 160 with the following

+ Records concerning test substance characteristics (i.e. co
strength, solubility) are maintained by the Study Spo
conducted test substance characterization as to identity,

[160.105] prior to its use in the study.

Study Director
Company: Microchem Laboratory

Name: Elizabeth Richard, B.S.

Title: Study Director
s i )
Signature: / / Date
Study Sponsor
Company: Decon7 Systems, LLC
Name: Joe Drake
Title: Study Sponsor
Signature: Date:
Submitter
Company:
Name:
Title:
Signature: Date:
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QUALITY ASSURANCE STATEMENT

Study Title: Testing Disinfectants Under Simulated Industrial Laundry Conditions
Study ID#: GLP1362
The following quality assurance audits were conducted in accordance with Good

Laboratory Practice Standards outlined in 40 CFR §160 and reported to management and
the Study Director:

Phase Inspected | Date Inspected | Do bonot 1o | Ppie Reporied o
In Phase 02 FEB 2016 04 FEB 2016 04 FEB 2016
Draft Report 29 MAR 2016 01 APR 2016 08 APR 2016
Final Report 26 APR 2016 26 APR 2016 26 APR 2016

Date: 705 NN

Signature

Name: / Ni
. ¢ ]
Title: Quality ™A

surance Specialist
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

FINAL STUDY REPORT SUMMARY

Study Title
Testing Disinfectants Under Simulated Industrial Laundry Conditions

Study Identification Number
GLP1362

Protocol Number
P1428

Test Microorganism(s)
Staphylococcus aureus ATCC 6538
Klebsiella pneumoniae ATCC 4352

Study Sponsor
Joe Drake
Decon?7 Systems, LLC
7575 E. Redfield Rd., Suite 235
Scottsdale, AZ 85260

Testing Facility
Microchem Laboratory
1304 W. Industrial Blvd.

Round Rock, Texas 78681

Study Director
Elizabeth Richard, B.S.

Study Completion Date
26 APR 2016

Study Obijective
To determine, using the ASTM E2274 Method for Evaluation of Laundry Disinfectants, the
antimicrobial efficacy of Decon7 Part 1 (Lots: 16-13, 16-14, and 16-15), Decon?7 Part 2
(Lots: 16-16, 16-17, and 16-18), and the Booster (Lot: 470572802) against
Staphylococcus aureus ATCC 6538 and Klebsiella pneumoniae ATCC 4352 supplemented
with 5% = 0.1% (v/v) fetal bovine serum at a contact time of <10 minutes.

Study Conclusion in Brief
Decon7 Part 1 (Lots: 16-13, 16-14, and 16-15), Decon?7 Part 2 (Lots: 16-16, 16-17, and
16-18), and the Booster (Lot: 470572802), when combined for this assay, met the U.S. EPA
OCSPP 810.2400 for disinfection success criteria when tested against Staphylococcus
aureus ATCC 6538 and Klebsiella pneumoniae ATCC 4352.
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Protocol Number: P1428

A

Study ID: GLP1362

Client: Decon? Systems, LLC

FINAL STUDY REPORT

Important Dates

Study Initiation Date:
Experimental Start Date/Time:
Experimental End Date/Time:

02 FEB 2016
02 FEB 2016 / 1215
25 FEB 2016 / 1404

Test Substance Information

Name: Decon?7 Part 1, Decon7 Part 2, and Booster
Lots: Decon7 Part 1 (Lots: 16-13, 16-14, and 16-15)

Active Ingredient (Concentration): Alkyl Dimethylbenzyl Ammonium Chloride
(3.08, 3.06, and 3.09 % wt. respectively)

Date Received: 20 JAN 2016

Expiration Date: 14 JAN 2017

Decon7 Part 2 (Lots: 16-16, 16-17, and 16-18)
Active Ingredient (Concentration): Hydrogen Peroxide (7.604, 7.586, and 7.584
% wt. respectively)

Date Received:
Expiration Date:

20 JAN 2016
14 JAN 2017

Booster (Lot: 470572802)

Inert Ingredient

Storage Conditions:
Form (Dilution):

Diluent Type:
Vol. of Test Substance:
Control Substance:

Vol. of Control Substance:

Fabric to Wash Water Ratio:

Ambient Temperature under Fluorescent Lighting

Liquid substance requiring dilution (1:1:42 plus Booster
added at 2% v/v of Decon7 Part 1 and Decon7 Part 2)

200 = 10 PPM AOAC Synthetic Hard Water Solution

75.0 = 0.1ml of diluted test substance per test chamber
200 = 10 PPM AOAC Synthetic Hard Water Solution
supplemented with 0.5% (v/v) Triton X-100

75.0 = 0.1ml of control substance per control chamber

1:5 (e.g. 15.0 = 0.1 g fabric to 75.0 = 0.1 ml dilute test
substance)
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Study ID: GLP1362

Client: Decon?7 Systems, LLC Protocol Number: P1428

Test Parameters
Microorganism(s):

Subculture Number(s):
Culture Manipulation:

Number of Test Carriers:

Number of Control Carriers:

Spindle Parameters:

Carrier Type:

Contact Time:

Test Temperature:
Agitation Parameters:
Neutralization Broth:
Organic Soil Load:
Carrier Dry Time:
Carrier Dry Temperature:
Incubation Temperature:
Incubation Time:

Test Method

FINAL STUDY REPORT (cont.)

Staphylococcus aureus ATCC 6538

Klebsiella pneumoniae ATCC 4352

3,4,and 5

Test culture was diluted in Phosphate Buffered Saline, dilution
reported in tables, prior to addition of organic soil load

9 carriers per lot (3 spindles, 3 carriers/spindle)

3 carriers per lot (1 spindle, 3 carriers/spindle)
Approximately 2 inch wide strips weighing 15 += 0.1g
wrapped 12 times around metal spindle

1" x 1.5" scoured cotton fabric carriers

<10 minutes

Ambient, recorded at time of test

360° vertical orbit of 4-8 inches at 45-60 RPM

Dey Engley Broth supplemented with 0.1% Catalase

5% =+ 0.1% (v/v) Fetal Bovine Serum (FBS)

<30 minutes

36 + 1°C

36 + 1°C

48 to 54 hours

The test was conducted according to the attached protocol unless noted on pages 10-11.
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

PROTOCOL CHANGES
Protocol Amendment(s)
Amendment #1:

The signed protocol (P1428) is hereby amended to include the following change in section
VI:

“Contact Time — <9.5 Minutes ”
is amended to
“Contact Time — <10 Minutes “

“Carriers are harvested at intervals before 9.5 minutes (for example: the first carrier at 9
minutes and 10 seconds, the second carrier at 9 minutes and 20 seconds, and the third
carrier at 9 minutes and 30 seconds). All harvest times are recorded.”

is amended to

“Carriers are harvested at intervals before 10 minutes (for example: the first carrier at 9
minutes and 40 seconds, the second carrier at 9 minutes and 50 seconds, and the third
carrier at 10 minutes). All harvest times are recorded.”

Amendment #2:

The signed protocol (P1428) is hereby amended to include the following change in the
entire document:

The lot number for Decon7 Booster is amended from 4705722802 to 470572802.

Protocol Deviation(s)

Deviation #1:

The temperature of incubator A1211 was recorded out the range stated in protocol P1428
on the afternoon of 23FEB2016 (37.3°C) and the morning of 25FEB2016 (37.2°C). At
both deviation occurences, GLP1362, specifically Lots: 16-15, 16-18, and 470572802 for
S. aureus ATCC 6538, was incubating the test materials. The elevated temperature was
thought not to have effected the outcome of the study due to the passing result despite the
optimal conditions for growth of the microorganism.
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428

PROTOCOL CHANGES (cont.)
Deviation #2:

On 02 FEB 2016, a single carrier in the first spindle of Lots: 16-13, 16-16, and
470572802 against K. pneumoniae ATCC 4352 was neutralized two seconds after the
contact time, 9.5 minutes. The increased contact time did not affect the outcome of the
study due to the insignificance of two seconds compared to the total contact time, 9.5
minutes.

Deviation #3:

On 01 FEB 2016, S. aureus ATCC 6538 and K. pneumoniae ATCC 4352 were transferred
outside of the protocol stated transfer range, 24 + 6 hours. This deviation did not affect the
outcome of the study due to the robust growth of the subsequent transfers and the inoculum
concentration being within the ranges specified in the protocol.

Deviation #4:

On 04 FEB 2016, the neutralization verification for Lots: 16-13, 16-16, and 470572802
against S. aureus ATCC 6538 was evaluated and the resulting counts for the colony
forming units were outside the range stated in the protocol, 10-100 CFU. The average
count recorded was 289.5 CFU. Therefore, the neutralization verification for Lots: 16-13,
16-16, and 470572802 against S. aureus ATCC 6538 was repeated on 08 FEB 2016 with
a valid result and an average count of 20.5.

Deviation #5:

Fabric lots, STFO9DEC2015A and STF17FEB2016A prepared on 09 DEC 2015 and 17 FEB
2016 respectively, were not prepared according to the protocol. The fabric was prepared in
smaller batches with the ratios of Triton X-100 and sodium carbonate maintained. This
deviation did not affect the outcome of the study because the fabric to rinsing liquid ratio
remained consistent with the ratio outlined in the protocol.
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

CONTROLS

Enumeration of Count Control Carriers

Following the conclusion of the dry time, three dried inoculated carriers were assayed
immediately prior to conducting the test. Each carrier was aseptically transferred to
individual sterile subculture/neutralization test tubes. These test tubes were vortex mixed for
120 % 5 seconds to elute the microorganisms then individually enumerated using standard
dilution and plating techniques.

Enumeration of Control Carriers and Wash Water

Three inoculated carriers were placed in the control substance and agitated in the same
manner as the carriers treated with test substance per the atftached protocol. Agitation
ceased prior fo the contact time to allow for harvesting of three carriers and three aliquots
of wash water. Tubes with control carriers were vortex mixed for 120 + 5 seconds to elute
the microorganisms then individually enumerated using standard dilution and plating
techniques. Tubes containing aliquots of wash water were thoroughly vortex mixed then
individually enumerated using standard dilution and plating techniques.

Carrier Sterility Control
An uninoculated carrier was transferred to a sterile test tube containing the subculture/
neutralization broth to confirm carrier sterility.

Viability Control
One inoculated test carrier was placed in an individual subculture/neutralization broth tube
and incubated alongside the test to confirm test system viability.

Media Sterility Controls

A tube containing only subculture/neutralization broth was incubated alongside the test to
confirm subculture/neutralization broth sterility.

A plate containing growth medium was incubated alongside the test to confirm plating
media sterility.

Plates containing an aliquot of soil, PBS, culture dilution media, and 200 + 10 PPM AOAC
Hard Water were plated using growth media and incubated alongside the test to confirm
sterility.

Neutralization Control

Three sterile uninoculated carriers were placed in the test substance and agitated in the
same manner as the treatment of test carriers. Agitation ceased prior to the contact time to
allow for harvesting all three carriers and all three aliquots of wash water into sterile
subculture/neutralization broth test tube. After transfer, the test tube was inoculated with
between 10 and 100 CFU of test microorganism (obtained by serial dilution) and incubated
along with the other test tubes. An additional subculture/neutralization broth tube was
inoculated and incubated alongside the test as a positive comparison. The inoculum was
plated in duplicate to verify the number of CFU added and incubated alongside the
remainder of the fest.
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428

CONTROLS (cont.)

Test Microorganism Purity Control

A loopful of each test microorganism used in this study was subcultured for isolation to a
petri dish containing appropriate growth agar medium and incubated alongside
enumeration plates to morphologically confirm the presence of a pure culture at the time of
test.

Page 13 of 59
Microchem Laboratory * 1304 W. Industrial Blvd. « Round Rock, Texas 78681 = (512) 310 8378




Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428

STUDY ACCEPTANCE CRITERIA
The experimental success (controls) criteria follow:

* All media sterility controls must be negative for growth.

» Carrier sterility control must be negative for growth.

« Carrier viability control is positive for growth.

» The media viability control must be positive for growth.

« All test microorganisms must demonstrate culture purity.

* Neutralization tubes, test and controls, demonstrate turbidity (growth) of test
microorganism and the inoculum enumeration yields <100 CFU.

« An average of at least 1.0 X 10* CFU/carrier must be recovered from the
inoculated washed control fabric carriers and an average of at least 1.0 x
10* CFU/ml must be recovered from the inoculated wash water treated with
the control solution.
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

CALCULATIONS AND STATISTICAL ANALYSIS

The following are calculations to be used in the study. Calculation variables may be
adjusted based on volumes and dilutions used.

(Average CFU on plated plated per ml) X 10* = CFU/ml
Where “x" represents the dilution factor
Dilution used for wash water calculation:

20ml of neutralizer broth = 40
0.5 ml harvested from wash water

(Average CFU on plated plated per carrier) X 10 = CFU/carrier
Where “x” represents the dilution factor
Logio Density = Logio (CFU/Carrier)
Neutralization Verification Inoculum = (CFU on plate 1 + CFU on plate 2)/2

(Concentration in ppm of CaCOs3) x (volume in ml of EDTA used) = Concentration of hard

(Volume in ml of hard water used for titration) water in ppm
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428
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STUDY RECORD AND TEST SUBSTANCE RETENTION

Study Record Retention

The study report and corresponding raw data will be held in the archives of Microchem
Laboratory for @ minimum of 2 years after the date of the final report. After this time, the
Sponsor will be contacted to determine the final disposition. Study report and
corresponding data returned to the Study Sponsor will be returned at the Sponsor's
expense.

The original data includes, but is not limited to the following:

* Raw Data

» Documentation

*  Records

» Protocols and protocol amendments/deviations

» Final reports and final report amendments

+ Correspondence and other documents relating to interpretation and evaluations of
data, other than those documents contained in the final report.

Test Substance Retention

The test substance may be returned to the Study Sponsor at Sponsor’s request and expense
within 30 days of study completion. If the Study Sponsor does not request the return of the
sample, it will be destroyed 30 days after study completion.
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Client: Decon7 Systems, LLC Protocol Number: P1428

(7

Study ID: GLP1362

RESULTS

Table 1

The following were the enumeration results for the inoculum for Decon?7 Part 1, Part 2, and
Booster (Lots: 16-13, 16-16, 470572802) against S. aureus ATCC 6538 tested on 02 FEB

2016.

Test Test Dilution Mean Mean Log, |
Microorganism Substance CFU/ml Density
S. aureus Lots: 16-13, 16-16, Inoculum
ATCC 6538 470572802 1:60 RISe0E 8,82
Table 2

The following were the enumeration results for the inoculum for Decon7 Part 1, Part 2, and

Booster (Lots: 16-14, 16-17, 470572802 and Lots: 16-13, 16-16, 470572802) against S.
aureus ATCC 6538 tested on 08 FEB 2016.

Test Test Dilution Mean Mean Log,
Microorganism Substance CFU/ml Density
S. aureus Lots: 16-14, 16-17, Inoculum
ATCC 6538 470572802 1:60 i 838

*Neutralization validation repeated for Decon 7 (lots: 16-13, 16-16, 470572802} against S. aureus ATCC 6538
used this inoculum.

Table 3

The following were the enumeration results for the inoculum for Decon7 Part 1, Part 2, and

Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC 6538 tested on 22 FEB
2016.

Test Test Dilution Mean Mean Log,
Microorganism Substance CFU/ml Density
S. aureus Lots: 16-15, 16-18, Inoculum
ATCC 6538 470572802 1:60 Z90RH00 880
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428
RESULTS (cont.)
Table 4

The following were the enumeration results for the Carrier Count Control for Decon7 Part

1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) against S. gureus ATCC 6538
tested on 02 FEB 2016.

Test Test : Mean Mean Log,
Microorganism Substance Gentral CFU/Carrisr CFU/Carrier| Density
1.38E+07
S. aureus Lots: 16-13, 16-16, Carrier Count
ATCC 6538 470572802 Conirol laderty |Ehalerls Al 1
1.25E+07
Table 5

The following were the enumeration results for the Control Treated Carriers for Decon?

Part 1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) against S. aureus ATCC
6538 tested on 02 FEB 2016.

Test Test ; Mean Mean Log,
Microorganism Substance Control CFU/Carrier CFU/Carrier| Density
6.70E+06
S. aureus Lots: 16-13, 16-16, ;
ATCC 6538 470572802 Carriers 9.70E+06 8.00E+06 6.90
7.60E+06
Table 6

The following were the enumeration results for the Control Wash Water for Decon?7 Part 1,

Part 2, and Booster (Lots: 16-13, 16-16, 470572802) against S. aureus ATCC 6538 tested
on 02 FEB 2016.

Test Test Mean Mean Log,,
Microorganism Substance Conire] CFU/ml CFU/ml Density
2.32E4+04
S. aureus Lots: 16-13, 16-16,
ATCC 6538 470572802 Wash Water 1.92E+04 1.96E+04 4.29
1.64E+04
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428

RESULTS (cont.)

Table 7

The following were the enumeration results for the Carrier Count Control for Decon?7 Part

1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) against S. aureus ATCC 6538
tested on 08 FEB 2016.

Test Test " Mean |Mean Log,
Microorganism Substance Lionirpl CFl/Gaxmer CFU/Carrier| Density
6.10E+06
S. aureus Lots: 16-14, 16-17, Carrier Count
ATCC 6538 470572802 Control Gl OE G0 |, SR8 8:70
5.10E+06
Table 8

The following were the enumeration results for the Control Treated Carriers for Decon?

Part 1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) against S. aureus ATCC
6538 tested on 08 FEB 2016.

Test Test - Mean Mean Log
Microorganism Substance Eoinal CFL/Catder CFU/Carrier| Density
2.90E+06
S. aureus Lots: 16-14,16-17, .
ATCC 6538 470572802 Carriers 2.79E+06 3.06E+06 6.49
3.48E+06
Table 9

The following were the enumeration results for the Control Wash Water for Decon? Part 1,

Part 2, and Booster (Lots: 16-14, 16-17, 470572802) against 5. aureus ATCC 6538 tested
on 08 FEB 2016.

Test Test Mean Mean Log
Microorganism Substance Contral Ry CFU/ml Density
1.48E+04
S. aureus Lots: 16-14, 16-17,
ATCC 6538 470572802 Wash Water 1.46E+04 1.33E+04 412
1.04E+04
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

RESULTS (cont.)

Table 10
The following were the enumeration results for the Carrier Count Control for Decon7 Part

1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC 6538
tested on 22 FEB 2016.

Test Test z Mean Mean Log
Microorganism Substance Control CFLU/Carriar CFU/Carrier| Density
5.50E+06
S. aureus Lots: 16-15, 16-18, Carrier Count
ATCC 6538 470572802 Conirol GJOEH0E || 5:67E+06 645
4.80E+06
Table 11

The following were the enumeration results for the Control Treated Carriers for Decon?7

Part 1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC
6538 tested on 22 FEB 2016.

Test Test ; Mean Mean Log
Microorganism Substance o] GRU/Carrisk CFU/Carrier| Density
2.99E+06
S. aureus Lots: 16-15, 16-18, 3
ATCC 6538 470572802 Carriers 3.41E406 2.52E+06 6.40
1.15E+06
Table 12

The following were the enumeration results for the Control Wash Water for Decon?7 Part 1,

Part 2, and Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC 6538 tested
on 22 FEB 2016.

Test Test Mean Mean Log,,
Microorganism Substance Control CFU/ml CFU/ml Density
2.38E+04
S. aureus Lofs: 16-15, 16-18,
ATCC 6538 470572802 Wash Water 2.30E+04 2.35E+04 4.37
2.38E+04
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428
RESULTS (cont.)
Table 13

The following were the test results for Decon7 Part 1, Part 2, and Booster (Lots: 16-13, 16-
16, 470572802) when tested against S. aureus ATCC 6538 at a contact time not to exceed
9.5 minutes in the presence of 5% *+ 0.1% (v/v) fetal bovine serum (FBS) artificial soil.
Agitation parameters were 360° vertical orbit of 4-8 inches at 45-60 RPM, specifically
verified at 57 RPM. The pH of Decon?7 Part 1, Part 2, and Booster combined without hard
water was 10.16, the final prepared test substance had a pH of 9.76. Test was conducted
on 02 FEB 2016.

Number of Humbar of
Test Test Treatment Contact Contents of Number of Positive Conh.rf“ed
i s : Test Tubes 4 Positive
Microorganism | Substance Time Temperature | Test Tube Neutralizer 4
Analyzed Neutralizer
Test Tubes
Test Tubes
:16- o Carriers 9 0 0
A.'E'C%uf;; 8 LO"Tlél'lééj > mfn? .f’e (Roozr: ti:n: pat
470572802 VIS | start of contact) | Wash Water 9 0 0
Table 14

The following were the test results for Decon7 Part 1, Part 2, and Booster (Lots: 16-14, 16-
17, 470572802) when tested against S. aureus ATCC 6538 at a contact time not to exceed
9.5 minutes in the presence of 5% = 0.1% (v/v) fetal bovine serum (FBS) artificial soil.
Agitation parameters were 360° vertical orbit of 4-8 inches at 45-60 RPM, specifically
verified at 56 RPM. The pH of Decon?7 Part 1, Part 2, and Booster combined without hard
water was 10.08, the final prepared test substance had a pH of 9.84. Test was conducted
on 08 FEB 2016.

Number of Number of
Test Test Treatment Contact Contents of Number of Positive Conh_rfned
5 ; s Test Tubes 4 Positive
Microorganism | Substance Time Temperature | Test Tube Neutralizer 4
Analyzed Neutralizer
Test Tubes
Test Tubes
15 o Carri i 0
5. ureus LOt'ISLSI'Iéi’] 4' 9.5 (Roozr: .tee;rgp at - ]
HIEC 6583 470572802 minutes | art of contact) | Wash Water 9 0 0

“A single carrier, Carmier number 5, demonstroted growth affer incubation. An aliquot of neufralizer broth was struck fo growth ogar for isolation. The
resulting colony morphology was not typical of the target microorganism.
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RESULTS (cont.)

Table 15

The following were the test results for Decon?7 Part 1, Part 2, and Booster (Lots: 16-15, 16-
18, 470572802) when tested against S. aureus ATCC 6538 at a contact time not to exceed
10 minutes in the presence of 5% = 0.1% (v/v) fetal bovine serum (FBS) artificial soil.
Agitation parameters were 360° vertical orbit of 4-8 inches at 45-60 RPM, specifically
verified at 54 RPM. The pH of Decon?7 Part 1, Part 2, and Booster combined without hard
water was 10.13, the final prepared test substance had a pH of 9.82. Test was conducted
on 22 FEB 2016.

Rombsrst Number of
Test Test Treatment Contact Contents of Number of Positive Conﬁ.r'med
< : 2 Test Tubes g Positive
Microorganism | Substance Time Temperature | Test Tube Neutralizer g
Analyzed Test Tub Neutralizer
g3 1ege Test Tubes
e o, Carri 9 0 0
S aumts Lo*ls-61168] > =10 (Roozt:-'grgp at s
PHEEDSRS 470572802 L s start of contact) | Wash Water 9 0 0
Table 16

The following were the neutralization results for Decon7 Part 1, Part 2, and Booster (Lots:
16-13, 16-16, 470572802) against S. qureus ATCC 6538 performed on 08 FEB 2016.
Neutralization results were in compliance with the aforementioned study acceptance
criteria. The parallel neutralization broth control tube demonstrated positive growth
indicative of the target microorganism.

Average Neutralization
Test Test ENE
Microorganism Substance Inoculum Verification
Concentration Result
S. aureus Lots: 16-13, 16-16, Positive Growth,
ATCC 6538 470572802 20.5CFU Valid

*The neutralization verification was repeated for Lots: 16-13, 16-16, 470572802 due to an invalid result.
The resulting repeafed neutralization verification result is valid.
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

RESULTS (cont.)

Table 17

The following were the repeated neutralization results for Decon7 Part 1, Part 2, and
Booster (Lots: 16-14, 16-17, 470572802) against S. aureus ATCC 6538 performed on 08
FEB 2016. Neutralization results were in compliance with the aforementioned study

acceptance criteria. The parallel neutralization broth control tube demonstrated positive
growth indicative of the target microorganism.

Average Neutralization
Test Test | | Ficati
Microorganism Substance A yRmREaken
Concentration Result
S. aureus Lots: 16-14,16-17, Positive Growth,
ATCC 6538 470572802 AR R Valid

Table 18

The following were the neutralization results for Decon7 Part 1, Part 2, and Booster (Lofs:
16-15, 16-18, 470572802) against S. aureus ATCC 6538 performed on 22 FEB 2016.
Neutralization results were in compliance with the aforementioned study acceptance

criteria. The parallel neutralization broth control tube demonstrated positive growth
indicative of the target microorganism.

Average Neutralization
Test Test | R
Microorganism Substance InGEulm Veragiieh
Concentration Result
S. aureus Lots: 16-15, 16-18, Positive Growth,
ATCC 6538 470572802 220 BB Valid
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Study ID: GLP1362 Client: Decon7 Systems, LLC

RESULTS (cont.)

Table 19
The following were the test microorganism culture incubation conditions and durations used
for Decon? Part 1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) tested on 02 FEB

2016 against S. aureus ATCC 6538 .

Test Transfer Incubation Test Culture Incubation
Microorganism Date and Time Temperature Transfer Time
29 JAN 2016 /1322 1 20 heurs
20 minutes
30 JAN 2016 / 0942 2 25 hoties
S. aureus 36 + 1°C 44 minutes
ATCC 6538 % 31 hours
31 JAN 2016 /0926 3 ;
0 minutes
21 hours
01 FEB 2016 /1626 4 £ oA
Table 20

The following were the test microorganism culture incubation conditions and durations used
for Decon? Part 1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) tested on 08 FEB
2016 against S. aureus ATCC 6538.

Test Transfer Incubation | Test Culture | Incubation
Microorganism Date and Time Temperature Transfer Time
04 FEB2016 /1510 1 2% hetrs
55 minutes
05 FEB 2016 / 1405 2 25 hours
S. aureus 36 + 1°C 52 minutes
ATCC 6538 = 23 hours
06 FEB2016 / 1557 3 ;
2 minutes
07 FEB 2016 / 1459 Y 22 hours
5 minutes
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RESULTS (cont.)

Table 21

The following were the test microorganism culture incubation conditions and durations used
for Decon?7 Part 1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) tested on 22 FEB
2016 against S. aureus ATCC 6538.

Test Transfer Incubation | Test Culture Incubation
Microorganism Date and Time Temperature Transfer Time
18 FEB2016 /1638 1 23 hlour:;
36 minutes
19 FEB2016 /1614 9 24 P'!ours
S. aureus 6+ 1°C 13 minutes
ATCC 6538 36 = ey
20 FEB 2016 /1627 3 ‘
22 minutes
21 FEB2016 / 1549 4 20 hours
54 minutes
Table 22

The following were the results for sterility, growth, and purity controls conducted during the
study on 02 FEB 2016, 08 FEB 2016 and 22 FEB 2016 against S. aureus ATCC 6538.

Study Controls Result
Carrier Sterility Control Tube No Growth Observed
Viability Control Tube Growth-Target Microorganism

Neutralization Media Control Tube No Growth Observed

Growth Media Control Plate No Growth Observed

Culture Dilution Media Plate No Growth Observed

Soil Sterility Control Plate No Growth Observed

PBS Sterility Control Plate No Growth Observed

AOAC Hard Water Sterility Control Plate No Growth Observed
Microorganism Purity Plate Pure-Target Microorganism
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

RESULTS (cont.)

Table 23
The following were the incubation times and temperature ranges for the test materials

incubated for Decon? Part 1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) tested
on 02 FEB 2016 against S. aureus ATCC 6538.

Test Test Incubation Date / Time to Incubation
Microorganism Materials Temperature Incubator Time
NV Test and Control Tubes,
Test Tubes, Carrier Sterility, 48 hours
s oureys | Media Sterlity, Viability Tubes, QREEBRONCTINA: | oprmimingy
. agureu. . o,
ATCC 6538 Enumeration Plates 36 + 1°C
Confirmation Streak Plates 04 FEB 2016 /1709 | 19 hours
16 minutes
Table 24

The following were the incubation times and temperature ranges for the test materials
incubated for Decon7 Part 1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) tested
on 08 FEB 2016 against S. aureus ATCC 6538.

Test Test Incubation Date / Time to Incubation
Microorganism Materials Temperature Incubator Time

NV Test and Control Tubes,

Test Tubes, Carrier Sterility, 48 hours
P Media Sterility, Viability Tubes, 08 FEB 2016 /1552 29 minutes
ATCC 6538 Enumeration Plates 36 = 1°C
Confirmation Streak Plates 10 FEB2016 /1649 | 18 hours
43 minutes

*Neutralization validation repeated for Decon 7 (lots: 16-13, 16-16, 470572802) against S. aureus ATCC 6538 used these
incubation fimes.
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428
RESULTS (cont.)
Table 25

The following were the incubation times and temperature ranges for the test materials

incubated for Decon7 Part 1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) tested
on 22 FEB 2016 against S. aureus ATCC 6538.

Test Test Incubation Date / Time to Incubation
Microorganism Materials Temperature Incubator Time
NV Test and Control Tubes,

Test Tubes, Carrier Sterility, 48 hours

Maddiiz Steitilety; Viakily Tohes, ZLFRBSRIG/ 18I0 e viutes
A_}S‘C%UTSU;B Enumeration Plates 36 + 1°C

Confirmation Streak Plates 24 FEB2016 /1612 | 21 hours

49 minutes
Table 26

The following were the enumeration results for the inoculum for Decon? Part 1, Part 2, and

Booster (Lots: 16-13, 16-16, 470572802) tested on 02 FEB 2016 against K. pneumoniae
ATCC 4352.

Test Test Bilution Mean Mean Log,,
Microorganism Substance CFU/ml Density
K. pneumoniae Lots: 16-13, 16-16, Inoculum
ATCC 4352 470572802 1:10 8.50E+09 .93
Table 27

The following were the enumeration results for the inoculum for Decon7 Part 1, Part 2, and

Booster (Lots: 16-14, 16-17, 470572802 and Lots: 16-13, 16-16, 470572802) tested on
04 FEB 2016 against K. pneumoniae ATCC 4352.

Test Test Biition Mean Mean Log,
Microorganism Substance CFU/ml Density
K. pneumoniae Lots: 16-14,16-17, Inoculum
ATCC 4352 470572802 1:8 43PE+09 9.66
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RESULTS (cont.)
Table 28

The following were the enumeration results for the inoculum for Decon?7 Part 1, Part 2, and
Booster (Lots: 16-15, 16-18, 470572802) tested on 10 FEB 2016 against K. pneumoniae
ATCC 4352.

Test Test Dilution Mean Mean Log,,
Microorganism Substance CFU/ml Density
K. pneumoniae Lots: 16-15, 16-18, Inoculum
ATCC 4352 470572802 1:10 AS3EQ3 980
Table 29

The following were the enumeration results for the Carrier Count Control for Decon7 Part
1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) tested on 02 FEB 2016 against K.
pneumoniae ATCC 4352.

Test Test : Mean Mean Log,,
Microorganism Substance Control CFU/Carrier CFU/Carrier| Density
3.70E+07
K. pneumoniae Lots: 16-13, 16-16, Carrier Count
ATCC 4352 470572802 Control o ke e L
7.00E+07

Table 30
The following were the enumeration results for the Control Treated Carriers for Decon?7

Part 1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) tested on 02 FEB 2016
against K. pneumoniae ATCC 4352.

Test Test ; Mean Mean Log,
Microorganism Substance Contral CFU/Carmior CFU/Carrier| Density
6.30E+05
K. pneumoniae Lots: 16-13, 16-16, ;
ATCC 4352 470572802 Carriers 8.30E+05 1.01E+06 6.00
1.56E+06
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428

RESULTS (cont.)

Table 31
The following were the enumeration results for the Control Wash Water for Decon?7 Part 1,

Part 2, and Booster (Lots: 16-13, 16-16, 470572802) tested on 02 FEB 2016 against K.
pneumoniae ATCC 4352.

Test Test Mean Mean Log,
Microorganism Substance Control CFU/ml CFU/ml Density
2.00E+05
K. pneumoniae Lots: 16-13, 16-16,
ATCC 4352 470572802 Wash Water 2.10E+05 1.80E+05 5.26
1.30E+05
Table 32

The following were the enumeration results for the Carrier Count Control for Decon?7 Part

1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) tested on 04 FEB 2016 against K.
pneumoniae ATCC 4352.

Test Test : Mean Mean Log,
Microorganism Substance Central CFU/Carrier CFU/Carrier| Density
1.32E+07
K. pneumoniae Lots: 16-14, 16-17, Carrier Count
ATCC 4352 470572802 Control LiSEsEr s milslaeray B
1.04E+07

Table 33

The following were the enumeration results for the Control Treated Carriers for Decon?
Part 1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) tested on 04 FEB 2016
against K. pneumoniae ATCC 4352.

Test Test : Mean Mean Log,
Microorganism Substance CRATES] CrU/cailey CFU/Carrier| Density
2.51E+06
K. pneumoniae Lots: 16-14,16-17, ;
ATCC 4352 470572802 Carriers 1.99E+06 2.20E+06 6.34
2.10E+06
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RESULTS (cont.)

Table 34
The following were the enumeration results for the Control Wash Water for Decon?7 Part 1,
Part 2, and Booster (Lots: 16-14, 16-17, 470572802) tested on 04 FEB 2016 against K.

pneumoniae ATCC 4352.

Test Test Mean |Mean Log
Microorganism Substance Epnieg! CFU/ml CFU/ml Density
2.16E+05
K. pneumoniae Lots: 16-14, 16-17,
ATCC 4352 470572802 Wash Water 2.42E+05 2.21E+05 5.35
2.06E+05
Table 35

The following were the enumeration results for the Carrier Count Control for Decon7 Part

1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) tested on 10 FEB 2016 against K.

pneumoniae ATCC 4352.
Test Test ; Mean Mean Log,
Microorganism Substance Cantral CFU/Carrier CFU/Carrier| Density
2.97E+07
K. pneumoniae Lots: 16-15,16-18, Carrier Count
ATCC 4352 470572802 Control SRPEROC | SRR T

2.82E+07

Table 36

The following were the enumeration results for the Control Treated Carriers for Decon7
Part 1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) tested on 10 FEB 2016
against K. pneumoniae ATCC 4352.

Test Test y Mean |Mean Log,
Microorganism Substance Control CFU/Carrier CFU/Carrier| Density
7.60E+05
K. pneumoniae Lots: 16-15, 16-18, .
ATCC 4352 470572802 Carriers 8.70E+05 8.23E+05 5.92
8.40E+05
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428

RESULTS (cont.)

Table 37

The following were the enumeration results for the Control Wash Water for Decon?7 Part 1,
Part 2, and Booster (Lots: 16-15, 16-18, 470572802) tested on 10 FEB 2016 against K.
pneumoniae ATCC 4352.

Test Test Mean Mean Log
Microorganism Substance Cantral eI CFU/ml Density
9.80E+04
K. pneumoniae Lots: 16-15, 16-18,
ATCC 4352 470572802 Wash Water 8.80E+04 1.06E+05 5.03
1.32E+05
Table 38

The following were the test results for Decon7 Part 1, Part 2, and Booster (Lots: 16-13, 16-
16, 470572802) when tested against K. pneumoniae ATCC 4352 at a contact time not to
exceed 9.5 minutes in the presence of 5% = 0.1% (v/v) fetal bovine serum (FBS) artificial
soil. Agitation parameters were 360° vertical orbit of 4-8 inches at 45-60 RPM, specifically
verified at 57 RPM. The pH of Decon7 Part 1, Part 2, and Booster combined without hard
water was 10.19, the final prepared test substance had a pH of 9.82. Test was conducted
on 02 FEB 2016.

Number of Numberof
Contents | Number of =¥ Confirmed
Test Test Treatment Contact ofTest | Test Tube Positive Positive
Microorganism | Substance Time Temperature * | Neutralizer 4
Tube Analyzed Neutralizer
Test Tubes
Test Tubes
. 14 o Carri 9 0 0
Kioemnoniae Loi1s.6]166'| 3, 9.5 ‘Roj:-igp u arriers
ATCCA352 | 470570802 | ™M1 | it of contact) " ek 9 0 0
ater
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RESULTS (cont.)

Table 39

The following were the test results for Decon7 Part 1, Part 2, and Booster (Lots: 16-14, 16-
17, 470572802) when tested against K. pneumoniae ATCC 4352 at a contact time not to
exceed 9.5 minutes in the presence of 5% = 0.1% (v/v) fetal bovine serum (FBS) artificial
soil. Agitation parameters were 360° vertical orbit of 4-8 inches at 45-60 RPM, specifically
verified at 57.6 RPM. The pH of Decon?7 Part 1, Part 2, and Booster combined without hard
water was 9.88, the final prepared test substance had a pH of 9.76. Test was conducted on
04 FEB 2016.

Number of Number of
Contents | Number of o Confirmed
Test Test Treatment Contact of Test | Test Tubes Positive Positive
Microorganism | Substance Time Temperature Tube Kriailijad _Iltl:sl.iﬂﬁltl,z:sr Naciralizas
Test Tubes |
: 16- 9 Carri 9 0 0
K pRAGBAE l.o1]515'_l]67'| 4, <95 (RD::I.Z“C.IZP i arriers
ATCC 4352 | 4zos7ess | ™inies. | o eiofcontact) | - Wash 9 0 0
Water
Table 40

The following were the test results for Decon7 Part 1, Part 2, and Booster (Lots: 16-15, 16-
18, 470572802) when tested against K. pneumoniae ATCC 4352 at a contact time not to
exceed 10 minutes in the presence of 5% + 0.1% (v/v) fetal bovine serum (FBS) artificial
soil. Agitation parameters were 360° vertical orbit of 4-8 inches at 45-60 RPM, specifically
verified at 52 RPM. The pH of Decon?7 Part 1, Part 2, and Booster combined without hard
water was 10.11, the final prepared test substance had a pH of 9.69. Test was conducted
on 10 FEB 2016.

bt Number of
Contents | Number of pifs Confirmed
Test Test Treatment Contact of Test | Test Tubes Positive Positive
Microorganism | Substance Time Temperature Neutralizer 4
Tube Analyzed Neutralizer
Test Tubes

Test Tubes

_ra o Carriers 9 0 0

K. pneumoniae Loi]s.é'_l]és'l S =9.5 (Roozrf\lgr(rfp o o
ATCC 4352 470572802 | ™S | Gortof contact) \\:‘l“fh 9 0 0
ater
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

RESULTS (cont.)

Table 41

The following were the neutralization results for Decon7 Part 1, Part 2, and Booster (Lots:
16-13, 16-16, 470572802) performed on 02 FEB 2016 against K. pneumoniae ATCC
4352. Neutralization results are in compliance with the aforementioned study acceptance
criteria. The parallel neutralization broth control tube demonstrated positive growth
indicative of the target microorganism.

Test Test Average Neutrqlichhon
Microorganism Substance Inagulom Yerification
Concentration Result
K. pneumoniae Lots: 16-13, 16-16, 67.5 CFU Positive Growth,
ATCC 4352 470572802 i Valid

Table 42

The following were the neutralization results for Decon7 Part 1, Part 2, and Booster (Lofs:
16-14, 16-17, 470572802) performed on 04 FEB 2016 against K. pneumoniae ATCC
4352. Neutralization results are in compliance with the aforementioned study acceptance

criteria. The parallel neutralization broth control tube demonstrated positive growth
indicative of the target microorganism.

Average Neutralization
Test Test s
Microorganism Substance Inoculum Verification
Concentration Result
K. pneumoniae Lots: 16-14, 16-17, 625 CEU Positive Growth,
ATCC 4352 470572802 ' Valid
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RESULTS (cont.)

Table 43

The following were the neutralization results for Decon7 Part 1, Part 2, and Booster (Lots:
16-15, 16-18, 470572802) performed on 10 FEB 2016 against K. pneumoniae ATCC
4352. Neutralization results are in compliance with the aforementioned study acceptance
criteria. The parallel neutralization broth control tube demonstrated positive growth
indicative of the target microorganism.

Average Neutralization
Test Test | i cati
Microorganism Substance lneeulum wenitieation
Concentration Result
K. pneumoniae Lots: 16-15,16-18, 36.5 CFU Positive Growth,
ATCC 4352 470572802 E Valid

Table 44

The following were the test microorganism culture incubation conditions and durations used
for Decon? Part 1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) tested on 02 FEB
2016 against K. pneumoniae ATCC 4352.

Test Transfer Incubation | Test Culture | Incubation
Microorganism Date and Time Temperature Transfer Time
29 JAN 2016 / 1320 1 20 Hauts
19 minutes
| 30 JAN 2016 /0939 2 23/hours
K. pneumoniae 36 + 1°C 49 minutes
ATCC 4352 3. 30 hours
31 JAN 2016 /0928 3 ]
53 minutes
18 hours
01 FEB2016 /1621 4 19 minutes
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Table 45

RESULTS (cont.)

The following were the test microorganism culture incubation conditions and durations used
for Decon? Part 1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) tested on 04 FEB
2016 against K. pneumoniae ATCC 4352.

Test Transfer Incubation | Test Culture | Incubation
Microorganism Date and Time Temperature Transfer Time
20 hours
29 JAN 2016 /1320 1 T
30 JAN 2016 /0939 2 23 hours
49 minutes
31 JAN 2016 /0928 3 30 h.ours
K. pneumoniae 36 + 1°C 53 minutes
ATCC 4352 - 24 hours
01 FEB 2016 /1623 4 :
50 minutes
02 FEB2016 /1713 5 24 hours
T minute
18 hours
03 FEB 2016 /1714 6 35 minutes
Table 46

The following were the test microorganism culture incubation conditions and durations used
for Decon7 Part 1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) tested on 10 FEB
2016 against K. pneumoniae ATCC 4352.

Test Transfer Incubation | Test Culture | Incubation
Microorganism Date and Time | Temperature Transfer Time

22 hours

04 FEB2016 /1513 1 54 minutes
05 FEB 2016 / 1407 2 U

52 minutes
06 FEB 2016 / 1559 3 22 ol

K. pneumoniae 36 + 1°C 47 minutes
ATCC 4352 = 25 hours

07 FEB2016 / 1446 4 .

52 minutes
22 hours

08 FEB2016 /1638 5 59 minutes
21 hours

09 FEB2016 /1530 6 29 mmiviites
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RESULTS (cont.)
Table 47

The following were the results for sterility, growth, and purity controls conducted during the
study on 02 FEB 2016, 04 FEB 2016 and 10 FEB 2016 against K. pneumoniae ATCC
4352.

Study Controls Result
Carrier Sterility Control Tube No Growth Observed
Viability Control Tube Growth-Target Microorganism
Neutralization Media Control Tube No Growth Observed
Growth Media Control Plate No Growth Observed
Culture Dilution Media Plate No Growth Observed
Soil Sterility Control Plate No Growth Observed
PBS Sterility Control Plate No Growth Observed
AOAC Hard Water Sterility Control Plate No Growth Observed
Microorganism Purity Plate Pure-Target Microorganism
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Study ID: GLP1362 Client: Decon? Systems, LLC Protocol Number: P1428
RESULTS (cont.)
Table 48

The following were the incubation times and temperature ranges for the test materials
incubated for Decon7 Part 1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) tested
on 02 FEB 2016 against K. pneumoniae ATCC 4352.

Test Test Incubation Date / Time to Incubation
Microorganism Materials Temperature Incubator Time
NV Test and Control Tubes,
Test Tubes, Carrier Sterility, 48 hours
K . Media Sterility, Viability Tubes, OZTER29TR L1927 37 minutes
. pneumoniae E ] .
ATCC 4352 numeration Plates 36 = 1°C
Confirmation Streak Plates 04 FEB2016 /1431 21 h_ours
54 minutes
Table 49

The following were the incubation times and temperature ranges for the test materials
incubated for Decon7 Part 1, Part 2, and Booster (Lots: 16-14, 16-17, 470572802) tested
on 04 FEB 2016 against K. pneumoniae ATCC 4352.

Test Test Incubation Date / Time to Incubation
Microorganism Materials Temperature Incubator Time
NV Test and Control Tubes,
Test Tubes, Carrier Sterility, 48 hours
K. pnoumonae |Medic Seriiy, Viability Tubes, QA REBZRISY 1435 | g miinuies
ATCC 4352 Enumeration Plates 36 + 1°C
Confirmation Streak Plates 06 FEB 2016 /1546 | 22 hours
53 minutes
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Table 50

The following were the incubation times and temperature ranges for the test materials
incubated for Decon7 Part 1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) tested

RESULTS (cont.)

on 10 FEB 2016 against K. pneumoniae ATCC 4352.

Test Test Incubation Date / Time to Incubation
Microorganism Materials Temperature Incubator Time
NV Test and Control Tubes,
Test Tubes, Carrier Sterility, 48 hours
P 1 Media Sterility, Viability Tubes, TURER20T6 1504 57 minutes
ATCC 4352 Enumeration Plates 36 + 1°C
Confirmation Streak Plates 12FEB2016 /1728 | |23 hours
11 minutes
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

STUDY CONCLUSION

For study identification number GLP1362, test substance Decon7 Part 1 (Lots: 16-13, 16-
14, and 16-15), Decon7 Part 2 (Lots: 16-16, 16-17, and 16-18), and Booster (Lot:
470572802) was tested against Staphylococcus aureus ATCC 6538 and Klebsiella
pneumoniae ATCC 4352. A total of 9 contaminated carriers per lot were exposed to the
test substance for a contact time of <9.5 minutes or <10 minutes and then chemically
neutralized. In addition to neutralizing carriers, 9 aliquots of wash water per lot were
neutralized after exposure to the test system.

Test substance Decon7 Lot: 16-13, 16-16, 470572802 disinfected 9 out of 9 carriers and
9 out of 9 wash water aliquots containing S. aureus ATCC 6538 within 9.5 minutes.
Test substance Decon7 Lot: 16-14, 16-17, 470572802 disinfected 9 out of 9 carriers and
9 out of 9 wash water aliquots containing S. aureus ATCC 6538 within 9.5 minutes.
Test substance Decon7 Lot: 16-15, 16-18, 470572802 disinfected 9 out of ¢ carriers and
9 out of 9 wash water aliquots containing S. aureus ATCC 6538 within 10 minutes.

Test substance Decon?7 Lot: 16-13, 16-16, 470572802 disinfected 9 out of 9 carriers and
9 out of 9 wash water aliquots containing K. pneumoniae ATCC 4352 within 9.5 minutes.
Test substance Decon7 Lot: 16-14, 16-17, 470572802 disinfected 9 out of 9 carriers and
9 out of 9 wash water aliquots containing K. pneumoniae ATCC 4352 within 9.5 minutes.
Test substance Decon? Lot: 16-15, 16-18, 470572802 disinfected 9 out of 9 carriers and
9 out of 9 wash water aliquots containing K. pneumoniae ATCC 4352 within 9.5 minutes.

The test substance Decon7 Part 1 (Lots: 16-13, 16-14, and 16-15), Decon7 Part 2 (Lofs:
16-16, 16-17, and 16-18), and Booster (Lot: 470572802) met the U.S. EPA Product
Performance Guidelines for Disinfectants and Sanitizers for Use on Fabrics and Textiles
outlined in OCSPP 810.2400.

The study was carried out in compliance with the approved protocol (P1428) except where
noted on page 10-11 of this report.

Page 39 of 59
Microchem Laboratory * 1304 W. Industrial Blvd. * Round Rock, Texas 78681 = (512) 310 8378




)!CROCH=M

Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428

CERTIFICATE OF ANALYSIS
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

CERTIFICATE OF ANALYSIS (cont.)
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

PROTOCOL

L A8 Q R A TR

Profacef for Testing Disinfecants Undar Smulated Industrial Laundry Conditions
P1428
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PROTOCOL (cont.)
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

PROTOCOL (cont.)
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@®)!CROCHS

PROTOCOL (cont.)
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PROTOCOL (cont.)
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PROTOCOL (cont.)
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Study ID: GLP1362 Client: Decon? Systems, LLC Protocol Number: P1428

PROTOCOL AMENDMENTS (cont.)
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428
APPENDIX - A
Table A-1

The following were the neutralization results for Decon7 Part 1, Part 2, and Booster (Lots:
16-13, 16-16, 470572802) performed on 02 FEB 2016 against S. aureus ATCC 6538.
Neutralization results were not in compliance with the aforementioned study acceptance
criteria. The neutralization verification for this lot was repeated on 08 FEB 2016 as reported
on Page 22 in Table 16.

Test Test Average Neui.rc!hzc!hon
Microorganism Substance Inoculum Verification
Concentration Result
S. aureus Lots: 16-13, 16-16, Positive Growth,
ATCC 6538 470572802 2E%:4 SFU Invalid
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Study ID: GLP1362 Client: Decon?7 Systems, LLC Protocol Number: P1428
APPENDIX - B
Table B-1

The following were the enumeration results for the inoculum for Decon7 Part 1, Part 2, and

Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC 6538 tested on 10 FEB
2016.

Test Test Control and Mean |Mean log,,
Microorganism Substance Dilution CFU/ml Density
S. aureus Lots: 16-15, 16-18, Inoculum
ATCC 6538 470572802 1:50 23008 Buld
Table B-2

The following were the enumeration results for the Carrier Count Control for Decon7 Part

1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC 6538
tested on 10 FEB 2016. ’

Test Test : Mean |Meanlog,,
Microorganism Substance Control CFU/Carrier CFU/Carrier| Density
5.50E+06
S. aureus Lots: 16-15, 16-18, Carrier Count
ATCC 6538 470572802 Control SAUEHG | Salkhos &4
5.50E+06
Table B-3

The following were the enumeration results for the Control Treated Carriers for Decon?

Part 1, Part 2, and Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC
6538 tested on 10 FEB 2016.

Test Test . Mean Mean Log
Microorganism Substance Control CFU/Carrier CFU/Carrier Density
4.02E+06
S. aureus Lots: 16-15, 16-18, .
ATCC 6538 470572802 Carriers 3.85E+06 4.10E+06 6.61
4.43E+06

Page 56 of 59
Microchem Laboratory * 1304 W. Industrial Blvd. * Round Rock, Texas 78681 = (512) 310 8378




Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428

APPENDIX - B (cont.)

Table B-4

The following were the enumeration results for the Control Wash Water for Decon7 Part 1,
Part 2, and Booster (Lots: 16-15, 16-18, 470572802) against S. aureus ATCC 6538 tested
on 10 FEB 2016.

Test Test Mean Mean Log,
Microorganism Substance Ceitio] St CFU/ml Density
1.18E+04
S. aureus Lots: 16-15, 16-18,
ATCC 6538 470572802 Wash Water 1.04E+04 1.23E+04 4.09
1.46E+04
Table B-5

The following were the test results for Decon7 Part 1, Part 2, and Booster (Lots: 16-15, 16-
18, 470572802) when tested against S. aureus ATCC 6538 at a contact time not to exceed
9.5 minutes in the presence of 5% + 0.1% (v/v) fetal bovine serum (FBS) artificial soil.
Agitation parameters were 360° vertical orbit of 4-8 inches at 45-60 RPM, specifically
verified at 54 RPM. The pH of Decon7 Part 1, Part 2, and Booster combined without hard
water was 10.11, the final prepared test substance had a pH of 9.69. Test was conducted
on 10 FEB 2016.

Number of
Number of Number of Confirmed
Test Test Treatment Contact Contents of Test Tiibiss Positive Positive
Microorganism | Substance Time Temperature | Test Tube Neutralizer A
Analyzed Nevutralizer
Test Tubes

Test Tubes

2 16- o Carril 9 1 1

G- dudts Lﬂ:;ﬁ]'léﬁl > =95 (Roozr:':zrgp at e
ATCC6338 | 470572802 | ™" | ant of contact) | Wash Water ¢ & 5
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Study ID: GLP1362 Client: Decon7 Systems, LLC Protocol Number: P1428
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APPENDIX - B (cont.)

Table B-6

The following were the neutralization results for Decon7 Part 1, Part 2, and Booster (Lots:
16-13, 16-16, 470572802) against S. aureus ATCC 6538 performed on 02 FEB 2016.
Neutralization results were in compliance with the aforementioned study acceptance
criteria.

Average Neutralization
Test Test A
Microorganism Substance Inoculum Verification
Concentration Result
S. aureus Lots: 16-15, 16-18, 21 CFU Positive Growth,
ATCC 6538 470572802 Valid

Table B-7
The following were the results for sterility, growth, and purity controls conducted during the
study on 02 FEB 2016, 04 FEB 2016 and 10 FEB 2016 against S. aureus ATCC 6538.

Study Controls Result
Carrier Sterility Control Tube No Growth Observed
Viability Control Tube Growth-Target Microorganism

Neutralization Media Control Tube No Growth Observed

Growth Media Control Plate No Growth Observed

Culture Dilution Media Plate No Growth Observed

Soil Sterility Control Plate No Growth Observed

PBS Sterility Control Plate No Growth Observed

AOAC Hard Water Sterility Control Plate No Growth Observed
Microorganism Purity Plate Pure-Target Microorganism
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Study ID: GLP1362

Client: Decon?7 Systems, LLC

Protocol Number: P1428

Table B-8

APPENDIX - B (cont.)

The following were the incubation times and temperature ranges for the test materials

incubated for Decon7 Part 1, Part 2, and Booster (Lots: 16-13, 16-16, 470572802) against

S. aureus ATCC 6538 tested on 10 FEB 2016.

Test Test Incubation Date / Time to Incubation
Microorganism Materials Temperature Incubator Time
NV Test and Control Tubes,
Test Tubes, Carrier Sterility, 48 hours
s Media Sterility, Viability Tubes, 1. FEG2010:/ 1656 34 minutes
. qureus . o
ATCC 6538 Enumeration Plates 36 + 1°C
SonfitmitionSieakPlotes 12 FEB2016 /1752 | 22 hours
44 minutes
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