rossvd
Independent LaboratoryestReport

ROSS Efficacy on Specific Bacteria

Background

One of the most important items of any prosthetic dmvior those with limb losss the sleevend or

liner. It acts as an interface between the amputees skin and prosthetic to enhance comfort and fit.
Due to the contact between bare skin and the inside layer ofliter an optimal environment is
created that allowsbacteriato quicklygrow exponentiallycausing nost notablymal odor.

Most skinirritation and odorisdue topoor hygienelocal infectiongnd theliner beingover-worn and
or in need of replacementn cases where the risk of infection is high diabetes, acleansleeveis
critical. If the residual limb has lesions and fireer is not clean the user is highly susceptible to
infection. In cases such as these the prosthetic devise cannot be worn.

Cleaning regimes differ from patient to patient aifne practiceis often bo laborious to bgerformed

adequately With that in mind, TriOx Innovations &s designed and developed KS ¢ 2 NI RQa T
automatedprostheticliner sanitizer The following is amdependent laboratory testo validatethe
biocidalefficacyof ROSS.
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The Testing laboratory (Q\

TriOx Innovationspproached Assure Cloudaboratories in
ASSU re CLO U D Cape TownSouth Africa to run testing with tHROSS desg and
o

its efficacyin eliminating bacteria fronprosthetic sleeve

laadz2NB /f2dzR Aa {2dziKSNYy ! FNAOFQa fFNBSad I yR
veterinary, and occugttional hygiene laboratory groufhrough the strategic acquisition of innovative
companies such as Deltamune Laboratories, and SAl Global Africa Assurance (QPRO and SAIGAS),
AssureCoud is a global leader in Food Safety and Occupational Health and Safety.

The below tests to verify thefficacyof ROS®/erecarried outat Assure f 2 dzZRQ& t I I NRSy Laf
in Cape TowySouth Africa.

Date of Laboratory testg April, March 2022
Date of Reportg July 2022
Written by ¢ Barry Geer & JC Visser

Barry.Geer@trioxinnovations.com

JC.Visser@trioxinnovations.com
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TestObjectives

J ™M
To test and record thefficacyof ROSS itihe elimination of viabldacteriain set time frames.
The equipment used in these lagstswere the following:

ROS$rototype

Prostheticliner samples

Ozone measuring devices

Stop watch

Assure Cloud resourcespecialised laboratory equipmeahd personnel

o~ wnN e

Preparation ofrostheticliner samplesand petri dishes

Method

Bacterialswabsamples were taken fromnultiple amputee liners aftecommonday to day activities
e.g.gym, work, andsleepin order to come up with an average bacterial coont given measured
surface The average count determined was 10E4 (10,88&erium). The bacteriggrown at Assure
Cloudand used intestingthe ROS®/asStaptylococcus aureusr S. aureus for shart

0S. aureudas long been recognized as one of the most important bacteria that cause disease in
humans. It is the leading cause of skin and soft tissue infections such as abscesses (boils), furuncles,
and cellulitis. Although moS&. aureugnfections are noserious,S. aureugan cause serious infections

such as bloodstream infections, pneumonia, or bone and joint infectiefsesota Department of Health

Fact Sheet, February, 2010

Two designated ozonesettings were used to emulate theOSS devica 10 minute cycle and 20
minute cycle Assure Cloughersonnelwere responsible for loading the prosthetiner sampleswith
bacterig swabbingsurfacegpre and posthe ROS$rocessandperformingColony Forming UnigQFy
bacterialcounts.
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Method continued: .
Bacteriaused Staphylococcus aureus
Bacteriaload used

1.2 x 10E420,000CFUy
2. 10E5 {00,000CFU

To challenge the ROSS process bacterial loads were applied to liner samples at both 2x and 10x the
average load found onreuntreatedamputee liner.

ApplyingStaphylococcus aureas liner samples

Testswere repeatedto increasehe datacollectedand confirm results
Total Swabgsaken 68 x 2
Total test timesn hours: 7h x 2

Total test time: 2 working days
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Summary of results

10 Minute Cycle in ROSS
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Samples being prepared f&ZRJ counts
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I

Conclusion
O

RemainingStaphylococcus aurefisund on test samples after the ROSS processe < 10 CFU and
or no growth Both the 10 and 20 minute ROSS cyelieninated 99.9% of the bacteria ldapplied
The analysis also concludes that there wa0 CFU and oo growthat both 4 minutes and two
minutes regardless of the bacterial load at 2x and 10x the average load found on untiieatsd

worn by the amputee pool tested.
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o S a n Assurecloud - Food & Beverage Laboratory I\
SSUI ECLOUD =2 = g aS 3 Hermes Street
A\ NS = —— Paarden Eiland
et
N

7405
To760 Cape Town

Tele: +27 21 492 6652

Email: Telana.Rapp@assurecloud.co.za Certlfl Cate Of AnaIySIS
NO: MC2022-03-24-007 Sample Description: Various Swabs
Customer: TRIOX INNOVATION LLC Sample Condition: Chilled
Address: 5140 Moundview Drive Red Wing MN55066 No of Samples 5

Sample Identification: RUN 5
South Africa Date Received: 24-Mar-2022
Contact: Barry Geer Date Issued: 29-Mar-2022

Order No: Barry Geer

Analysis | Swab/Total Plate

Count (CFU/area
swabbed)
Method MFC 8
Unit CFU/area swabbed

Lab No Sample ID Test Date Result
MCG9574 81 Sterile 2022-03-24 <10
MCG9575 82 0 mins 10k 2022-03-24 2900
MCG9576 83 4mins 10k 2022-03-24 <10
MCG9577 84 8mins 10k 2022-03-24 <10
MCG9578 85 10mins 10k 2022-03-24 <10

This report relates only to the samples tested as received. Assurecloud does not accept responsibility for any matters arising from the further use of these results. This
certificate shall not be reproduced, except in full, without the written approval of the Laboratory Manager. No reference may be made to Assurecloud or any of its units
or employees in advertisements, for sale or publicity purposes without obtaining Assurecloud's prior written approval.

Samples may be discarded two weeks from the issue date of this certificate, so please notify us within this time if you have any comments or queries about the results
or the certificate. CFU = Colony Forming Unit

TNTC = Too Numerous to Count

ND = Not Detected

<10 = No Growth

Remarks: * This is not SANAS accredited and is not included in the SANAS Schedule of accreditation for this laboratory.

Date Printed
7 30-Mar-2022
@ Page 1 of 1

Telana Rapp - Technical Sighatory

This COA has been electronically signed with an Advanced Electronic Signature (AES) as per the Electronic Communications and Transactions Act (No 25 of 2002). This certificate is
issued without any alteration or erasure.
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: Assurecloud - Food & Beverage Laboratory w
- n a S 3 Hermes Street
Paarden Eiland

Assurecwun

Tesling Loboratory

7405
Tor60 Cape Town
Tele: +27 21 492 6652
Email: Telana.Rapp@assurecloud.co.za Certlfl Cate Of AnaIySIS
NO: MC2022-03-24-008 Sample Description: Various Swabs
Customer: TRIOX INNOVATION LLC Sample Condition: Chilled
Address: 5140 Moundview Drive Red Wing MN55066 No of Samples 5
Sample Identification: RUN 6
South Africa Date Received: 24-Mar-2022
Date Issued: 29-Mar-2022

Contact: Barry Geer
Order No: Barry Geer

Analysis | Swab/Total Plate

Count (CFU/area
swabbed)
Method MFC 8
Unit CFU/area swabbed

Lab No Sample ID Test Date Result
MCG9579 86 Sterile 2022-03-24 <10
MCG9580 87 0 mins 10k 2022-03-24 11500
MCG9581 88 4mins 10k 2022-03-24 <10
MCG9582 89 8 mins 10k 2022-03-24 <10
MCG9583 90 10 mins 10k 2022-03-24 <10

This report relates only to the samples tested as received. Assurecloud does not accept responsibility for any matters arising from the further use of these results. This
certificate shall not be reproduced, except in full, without the written approval of the Laboratory Manager. No reference may be made to Assurecloud or any of its units
or employees in advertisements, for sale or publicity purposes without obtaining Assurecloud's prior written approval.

Samples may be discarded two weeks from the issue date of this certificate, so please notify us within this time if you have any comments or queries about the results
or the certificate. CFU = Colony Forming Unit

TNTC = Too Numerous to Count

ND = Not Detected

<10 = No Growth

Remarks: * This is not SANAS accredited and is not included in the SANAS Schedule of accreditation for this laboratory.

Date Printed
7 30-Mar-2022
@ Page 1 of 1

Telana Rapp - Technical Sighatory

This COA has been electronically signed with an Advanced Electronic Signature (AES) as per the Electronic Communications and Transactions Act (No 25 of 2002). This certificate is
issued without any alteration or erasure.
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Assurecloud - Food & Beverage Laboratory @
T n a S 3 Hermes Street

Paarden Eiland

AssureCLoun

Tesling Loboratory

7405
To760 Cape Town
Tele: +27 21 492 6652
Email: Telana.Rapp@assurecloud.co.za Certlfl Cate Of AnaIySIS
NO: MC2022-03-24-010 Sample Description: Various Swabs
Customer: TRIOX INNOVATION LLC Sample Condition: Chilled
Address: 5140 Moundview Drive Red Wing MN55066 No of Samples 5
Sample Identification: RUN9
South Africa Date Received: 24-Mar-2022
Date Issued: 29-Mar-2022

Contact: Barry Geer
Order No: Barry Geer

Analysis | Swab/Total Plate

Count (CFU/area
swabbed)
Method MFC 8
Unit CFU/area swabbed
Lab No Sample ID Test Date Result
MCG9589 101 Sterile 2022-03-24 <10
MCG9590 102 Omin 10K 2022-03-24 162 000
MCG9591 103 4min 10K 2022-03-24 <10
MCG9592 104 8min 10K 2022-03-24 <10
MCG9593 105 10min 10K 2022-03-24 <10

This report relates only to the samples tested as received. Assurecloud does not accept responsibility for any matters arising from the further use of these results. This
certificate shall not be reproduced, except in full, without the written approval of the Laboratory Manager. No reference may be made to Assurecloud or any of its units
or employees in advertisements, for sale or publicity purposes without obtaining Assurecloud's prior written approval.

Samples may be discarded two weeks from the issue date of this certificate, so please notify us within this time if you have any comments or queries about the results
or the certificate. CFU = Colony Forming Unit

TNTC = Too Numerous to Count

ND = Not Detected

<10 = No Growth

Remarks: * This is not SANAS accredited and is not included in the SANAS Schedule of accreditation for this laboratory.

Date Printed
7 30-Mar-2022
@ Page 1 of 1

Telana Rapp - Technical Signatory

This COA has been electronically signed with an Advanced Electronic Signature (AES) as per the Electronic Communications and Transactions Act (No 25 of 2002). This certificate is
issued without any alteration or erasure.
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: Sa n a S Assurecloud - Food & Beverage Laboratory O
3 Hermes Street I

Paarden Eiland

Assurecwun

Testing Loboratory

7405
To760 Cape Town
Tele: +27 21 492 6652
Email: Telana.Rapp@assurecloud.co.za Certlfl Cate Of AnaIySIS
NO: MC2022-03-24-011 Sample Description: Various Swabs
Customer: TRIOX INNOVATION LLC Sample Condition: Chilled
Address: 5140 Moundview Drive Red Wing MN55066 No of Samples 5
Sample Identification: RUN 8
South Africa Date Received: 24-Mar-2022
Date Issued: 29-Mar-2022

Contact: Barry Geer
Order No: Barry Geer

Analysis | Swab/Total Plate

Count (CFU/area
swabbed)
Method MFC 8
Unit CFU/area swabbed
Lab No Sample ID Test Date Result
MCG9594 96 Sterile 2022-03-24 <10
MCG9595 97 0 mins 100k 2022-03-24 110 000
MCG9596 98 4 mins 100k 2022-03-24 <10
MCG9597 99 8 mins 100k 2022-03-24 <10
MCG9598 100 10 mins 100k 2022-03-24 <10

This report relates only to the samples tested as received. Assurecloud does not accept responsibility for any matters arising from the further use of these results. This
certificate shall not be reproduced, except in full, without the written approval of the Laboratory Manager. No reference may be made to Assurecloud or any of its units
or employees in advertisements, for sale or publicity purposes without obtaining Assurecloud's prior written approval.

Samples may be discarded two weeks from the issue date of this certificate, so please notify us within this time if you have any comments or queries about the results
or the certificate. CFU = Colony Forming Unit

TNTC = Too Numerous to Count

ND = Not Detected

<10 = No Growth

Remarks: * This is not SANAS accredited and is not included in the SANAS Schedule of accreditation for this laboratory.

Date Printed
7 30-Mar-2022
@ Page 1 of 1

Telana Rapp - Technical Sighatory

This COA has been electronically signed with an Advanced Electronic Signature (AES) as per the Electronic Communications and Transactions Act (No 25 of 2002). This certificate is
issued without any alteration or erasure.
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