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Disclaimer
NEITHER THIS PRESENTATION NOR ANY COPY OF IT SHOULD BE DISTRIBUTED, DIRECTLY OR INDIRECTLY, BY ANY MEANS (INCLUDING ELECTRONIC TRANSMISSION) TO ANY PERSONS WITH ADDRESSES IN THE UNITED
STATES, AUSTRALIA, CANADA, JAPAN OR THE REPUBLIC OF SOUTH AFRICA OR DISTRIBUTED TO THE UNITED STATES, AUSTRALIA, CANADA, JAPAN OR THE REPUBLIC OF SOUTH AFRICA OR TO ANY NATIONAL, CITIZEN
OR RESIDENT THEREOF OR ANY CORPORATION, PARTNERSHIP OR OTHER ENTITY CREATED OR ORGANISED UNDER THE LAWS THEREOF, OR IN ANY OTHER COUNTRY OUTSIDE THE UNITED KINGDOM WHERE SUCH
DISTRIBUTION MAY LEAD TO A BREACH OF ANY LEGAL OR REGULATORY REQUIREMENT.
In this presentation, "Spectral MD", the "Company"', "we”, "us" and "'our" mean Spectral MD Holdings, Ltd. and its subsidiary, Spectral MD, Inc. All amounts are in U.S. dollars unless otherwise indicated.

The information contained in these slides and this presentation is being supplied to you by the Company solely for your information. For the purposes of this document, the presentation that follows (the
‘Presentation’) shall mean and include the slides that follow, hard copies of this document and any materials distributed in connection with the Presentation, or any of them.
This Presentation may not be published, distributed, copied, reproduced, in whole or in part, or otherwise disseminated, directly or indirectly, to the press or any other person. Failure to comply with this restriction
may, inter alia, constitute a violation of applicable securities laws.
The information contained herein does not purport to contain all of the information about the Company. The information contained herein has not been independently verified. No representations or warranties are
made or implied with respect to the information contained herein.
This Presentation does not constitute or form part of any offer or invitation to sell or issue, or any solicitation of any offer to purchase or subscribe for, any securities of the Company nor shall it or any part of it nor
the fact of its distribution form the basis of, or be relied on in connection with, any contract, commitment or investment decision in relation to any such matter nor does it constitute a recommendation regarding the
securities of the Company. Investors and prospective investors in securities of the Company are required to make their own independent investigation and appraisal of the business and financial condition of the
Company and the nature of the securities. Any decision to purchase securities in the context of a proposed offering of securities, if any, should be made solely on the basis of information contained in an offering
circular or prospectus published in relation to such an offering. If the Company proposes to offer any securities it will publish a prospectus in relation to any such offering.
This document is not required to be a prospectus for the purposes of Part VI of FSMA or the Prospectus Regulation (Regulation (EU) 2017/1129) as it forms part of UK domestic law by virtue of the European Union
(Withdrawal) Act 2018 (as amended), and accordingly, this document is not, and does not contain the content required for, an approved prospectus as defined in section 85(7) of FSMA.
This Presentation has not been approved by the London Stock Exchange or by the Financial Conduct Authority. This document is exempt from the general restriction on the communication of invitations or
inducements to enter into investment activity and has therefore not been approved by an authorised person as would otherwise be required by section 21 of FSMA.
SP Angel Corporate Finance LLP (‘SP Angel’), which is authorised and regulated in the United Kingdom by the Financial Conduct Authority is appointed as the Company’s nominated adviser. SP Angel’s responsibilities,
as nominated adviser under the AIM Rules for Nominated Advisers, are owed solely to the Company and not to any potential or actual investor or to any other person.
Neither this Presentation nor any part or copy of it may be taken, transmitted or distributed, directly or indirectly, by any means (including electronic transmission) in or into: (a) the United States, its territories or
possessions; or (b) Australia, Canada, Japan, New Zealand, the Republic of Ireland and the Republic of South Africa or to any citizens, nationals or residents thereof, or to any corporation, partnership or other entity
created or organised under the laws of those jurisdictions. Any such transmission or distribution could result in a violation of relevant securities laws of such jurisdictions. The Presentation does not constitute an offer
of securities to the public in the United Kingdom, the United States or any other jurisdiction. Any failure to comply with the foregoing restrictions may constitute a violation of US securities laws, including the US
Securities Act. Neither this presentation nor any securities referred to herein have been approved or disapproved by the US Securities and Exchange Commission, any state securities commission in the United States
or any US regulatory authority, nor have any of the foregoing authorities passed upon or endorsed the accuracy or adequacy of this document. Any representation to the contrary is a criminal offence in the United
States.
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Disclaimer – Continued
This Presentation contains forward‐looking statements with respect to the Company. These forward‐looking statements, by their nature, require the Company to make certain assumptions and necessarily involve
known and unknown risks and uncertainties that could cause actual results to differ materially from those expressed or implied in these forward‐looking statements, including without limitation the successful and
timely completion and the commercialization of the products referred to herein. Forward‐looking statements are not guarantees of performance. These forward‐looking statements, including financial outlooks and
strategies or deliverables stated herein, may involve, but are not limited to, comments with respect to the Company's business or financial objectives, its strategies or future actions, its targets, expectations for
financial condition or outlook for operations. Words such as "may"', will", "would", "could", "expect", "believe", "plan", "anticipate", "intend", "estimate", "continue", or the negative or comparable terminology, as
well as terms usually used in the future and conditional, are intended to identify forward-looking statements. Information contained in forward‐looking statements is based upon certain material assumptions that
were applied in drawing a conclusion or making a forecast or projection, including perceptions of historical trends, current conditions and expected future developments, as well as other considerations that are
believed to be appropriate in the circumstances. These assumptions are considered to be reasonable based on currently available information, but the reader is cautioned that these assumptions regarding future
events, many of which are beyond its control, may ultimately prove to be incorrect since they are subject to risks and uncertainties that affect the Company and its business. No representation is made that any of
these statements or forecasts will come to pass or that any forecast results will be achieved. There are a number of factors that could cause actual results and developments to differ materially from those expressed
or implied by these statements and forecasts. Past performance cannot be relied on as a guide to future performance of the Company. Forward-looking statements speak only as at the date of this presentation and
the Company expressly disclaims any obligations or undertaking to release any update of, or revisions to, any forward-looking statements in this Presentation. No statement in this Presentation is intended to be a
profit forecast. As a result, you are cautioned not to place any undue reliance on such forward-looking statements. The forward‐looking statements contained in this presentation are expressly qualified by this
cautionary statement.
The information contained in this presentation has been prepared by and is the sole responsibility of the directors of the Company (the ‘Directors’). This Presentation speaks as of the date hereof. No reliance may be
placed for any purposes whatsoever on the information contained in this document or on its completeness, accuracy or fairness. The Company, Directors, SP Angel, their advisers and each of their respective
members, directors, officers and employees are under no obligation to update or keep current the information contained in this Presentation, to correct any inaccuracies which may become apparent, or to publicly
announce the result of any revision to the statements made in this document except where they would be required to do so under applicable law, and any opinions expressed in them are subject to change without
notice. No representation or warranty, express or implied, is given by the Company, Directors or SP Angel, or any of their subsidiary undertakings or affiliates or directors, officers or any other person as to the
fairness, accuracy or completeness of the information or opinions contained in this Presentation and no liability whatsoever for any loss howsoever arising from any use of this Presentation or its contents otherwise
arising in connection therewith is accepted by any such person in relation to such information. If the recipient is in any doubt about the contents of this and any accompanying materials or the action to be taken, the
recipient should consult a person authorised for the purposes of FSMA or from another appropriately authorised advisor if he is taking advice in a territory outside the United Kingdom.
By accepting the Presentation, you agree to be bound by the provisions above and the limitations set out in them or imposed by them.
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Presenting Today
Wensheng Fan

Nils Windler

Chief Executive Officer / Co-Founder

Chief Financial Officer

Over 20 years managing emerging
technologies in AI, Imaging and NLP at
Sensata, Texas Instruments, and Philips

Over 20 years of Finance and
Operations experience in healthcare
and life sciences at KCI (Acelity), 3M,
and Siemens Healthcare

4

About Us
We specialize in predictive analytics with a platform that uses
proprietary Artificial Intelligence (AI) to predict how a wound will heal
Values
Mission

Innovation, Integrity,
Respect, Passion

Our mission is to contribute to the
quality and standard of care by
providing physicians with innovative
solutions to alleviate suffering and
improve well-being of patients

Vision
Our vision is to be the exclusive trusted
provider of quality healthcare solutions
to patients globally
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DeepView®: medical imaging + AI predictive analytics
DeepView®
imaging
•

•

Patented Proprietary
multi-spectral imaging
data acquisition in
milliseconds
Wound tissue
physiology and
viability biomarkers
captured

DeepView®

Data
extraction
•
•
•

Extraction of AI model
features from raw
imaging data
Patient health matrix
Pre-processing for AI

AI model
building
•

•

Data

AI model trained and
tested against a
proprietary clinical
database of 174 billion
and growing clinically
validated data points
AI algorithm integrates
image and clinical data
for model training

AI model

AI wound
healing prediction
•

Day 1, objective,
accurate and
immediate binary
wound healing
prediction:
Non-healing – Surgery;
Healing – Routine care

Prediction
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Burn Wound Market Opportunity
Current market situation(1)

Problem(2)(3)(4)

DeepView® impact(5)

~486,000 U.S. ER (A&E) burn patients/year
53,220 burn-related stays/year

50-70% Accuracy

Burn: 92% Accuracy on Day 1

8.1 days in-patient average length of stay
Average cost of $24,000 / stay

Wait up to 21 days to determine the need
for surgery

Reduce average length of stay by 4.9 days
and cost savings of ~$14,500 / stay

Physicians currently rely on a wait-and-see approach of up to 21 days to determine the need for surgery, resulting in
higher probability of infections, additional costs, longer hospital stays, and over-excision of viable skin.

Total addressable market: $3.7 billion, CAGR 6.9%(6)
1.
2.
3.
4.
5.
6.

K. McDermott, A. Weiss and A. Elixhauser, "Burn-Related Hospital Inpatient Stays and Emergency Department Visits, 2013: Statistical Brief #217," Healthcare Cost and Utilization Project (HCUP) Statistical Briefs Rockville (MD): Agency for Healthcare Research and Quality (US), 2016.
Pape SA1, Skouras CA, Byrne PO. An audit of the use of laser Doppler imaging (LDI) in the assessment of burns of intermediate depth. Burns. 2001 May;27(3):233-9
J. Jeng, A. Bridgeman, L. Shivnan, P. Thornton, H. Alam, T. Clarke, K. Jablonski and M. Jordan, "Laser Doppler imaging determines need for excision and grafting in advance of clinical judgment: a prospective blinded trial," Burns, vol. 29, no. 7, pp. 665-70, 2003
P. Hlava, J. Moserová and R. Königová, "Validity of clinical assessment of the depth of a thermal injury," Acta Chir Plast, vol. 25, no. 4, pp. 202-8, 1983
Data from Spectral MD’s IRB approved Proof of Concept Clinical Study
By 2028, “Global Burn Care Market Size & Share Report, 2021–2028.” www.Grandviewresearch.Com, 2021, www.grandviewresearch.com/industry-analysis/burn-care-market.
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Diabetic Foot Ulcer (DFU) Market Opportunity
Current market situation (1)(2)

Problem(2)

DeepView® impact(5)

5.2 million DFU patients / year(3)

No Diagnostic Available!(4)

DFU: 81% Accuracy on Day 1

15.5 visits per year
Cost of up to $63,100 / DFU patient per year

30 days of standard wound care for all DFUs.
40% do not respond and require advanced therapy
or revascularization.

Quicker time to advanced therapy, better wound
healing and reduce overall visits/utilization

Due to U.S. reimbursement rules, physicians currently are required to wait 30 days to designate a DFU as nonhealing before using advanced wound care therapies(6), resulting in higher probability of infections, longer healing
times and significant lifetime medical costs for the patient.

Total addressable market: $11 billion, CAGR 6.8%(7)

1.
2.
3.
4.

DelveInsight, “Diabetic Foot Ulcer (DFU) Market Insights, Epidemiology, and Market Forecast—2030”, Jan 2021
https://pubmed.ncbi.nlm.nih.gov/29611155
DFU patients in U.S., U.K., Germany, France, Italy and Spain
Ilonzo N, Patel M, Lantis JC 2nd. Managing the Diabetic Foot Ulcer: How Best Practices Fit the Real 2018 United States. Surg Technol Int. 2018 Jun
1;32:49-59. PMID: 29611155.

5.
6.
7.

Data from Spectral MD’s IRB approved Proof of Concept Clinical Study
Advanced wound care therapies: synthetic skin substitute grafts, negative pressure wound therapy, hyperbaric O2 therapy
By 2026, Fortune Business Insights. “Diabetic Foot Ulcer Treatment Market Worth $11.16 Billion at 6.8% CAGR; Rise in Clinical Trials to Augment
Market, Says Fortune Business InsightsTM.” GlobeNewswire News Room, 15 Jan. 2020
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Business Highlights
Substantial, high growth wound healing diagnostic market
opportunities

01

Global, multi-billion-dollar total addressable market in Burn and DFU
DeepView® Day 1 wound healing diagnostics revolutionizes standard of
care and healthcare economics

02

🇦🇮

Breakthrough designated AI technologies for wound healing
diagnostics
High resolution full range spectral imaging and first Artificial
Intelligence solution
Leveraging BARDA support to expand platform into DFU and other
indications

03

$

Robust ready-to-execute commercialization strategy
Burn commercialization with BARDA and potential federal procurement
contract

FDA Breakthrough Designation
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2021 Final Results
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2021 Operational Highlights for Burn indication
I.
II.

Completion of 150 subject ePOC clinical study for DeepView® burn application
Key Performance Numbers from ePOC presented at Southern Region Burn Conference
Accuracies of 92% for adults and 88% for children
Peer reviewed papers published in Journal of Burn Care Research

III. Awarded new contracts with the US government valued at US$40.5 million
US$20.6 million Option 1A BARDA contract due to successful ePOC outcome, in March 2021

US$18.8 million Option 1B BARDA contract six months ahead of schedule, in September 2021

IV. Formal AI Burn Algorithm training study on track
250 subjects, 10+ clinical sites, with leading research hospitals across the United States

V.

Updated USG Broad Agency Announcement excludes potential competitors

Achieved all planned milestones, and more
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2021 Operational Highlights for DFU Indication
I.

Received AIM IPO funding for DFU development in July 2021
£11.3 million (US$16 million)

II.

Completed 150 subject DFU AI training study in December 2021
Successfully enrolled 150 subjects on time across six clinical sites

III. Clinical infrastructure tested throughout COVID-19 surge
150 Subject Training Study performed during COVID-19 surge, Company was able to successfully meet
enrollment goal and collect valuable data throughout the surge of COVID-19

IV. Additional key features developed to ensure clinical adoption

Achieved all planned milestones, and more
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2021 Operational Highlights for Department of Defense

I.

Non-Dilutive Department of Defense contract awarded post IPO
Awarded $1.1 million by (DoD) contract to miniaturize DeepView® for military far-field use

II.

Aligned with Spectral MD’s strategy for broader uses
Enables use by civilians for burn and chronic wound applications including Diabetic Foot Ulcers (DFU)

III. Provides development funding to enable DeepView® at home-use
Screening, scanning, prevention, monitoring post release to better chronic wound care

Achieved all planned milestones, and more
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2021 Financial Highlights
$15.2 million
Gross Revenue
Grant revenue from BARDA and DHA

($3.0) million

Adj. EBITDA
Materially lower than market
expectations

$16.1 million
in cash

$19.2 million
Expenses
▪ DFU expenses incurred before IPO was completed

▪ IPO and ongoing public company expenses
▪ Increase in hiring to support Burn and DFU
development and organizational strength

Strong cash position

£11.3 million

Marginally ahead of expectations
to fund ongoing Burn and DFU
development

raised at IPO
▪ Completed capital financing of £11.3 million
(c.$16.0 million)

▪

Began trading on AIM on June 22, 2021
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2021 Post Period Highlights
I.

Enrolled 80+ subjects across eight clinical sites
Second stage of the burn AI clinical training study, with the Company on track to
meet the 250 subject enrollment target across 10-12 sites in the US by Q4 2022

II.

DFU AI-model created
81% accuracy for broad coverage

III. DFU AI clinical study
With Royal College of Surgeons in Ireland, clinical agreement in progress and
submitted for regulatory review

IV. Full hand-held engineering prototype is being developed
Miniaturized version of DeepView®

Continued progress on milestones
15

Summary and Outlook
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BARDA Burns Key Milestones
• Option 1A awarded
• Training Study started
• Option 1B awarded
(six months earlier
than planned)
• Completion of
Training Study

2021

Training

2022

Validation

• Award of Option 2
• Validation Study
• Award of NEXT
contract

2023

2024

Clearance

• Regulatory Clearance
• Commence
commercial Sales

2025

Commercial
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DFU Key Milestones
• IPO

• Training Study
completed
•
•
•
•

2021

Training

2022

Validation

Validation Study US
Clinical Study EU
Regulatory Clearances
Commence commercial
Sales in US and EU/UK

2023

Clearance

2024

Commercial
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Business Outlook
Burn

Current BARDA Contract on Track
• Eight clinical sites currently, target 10
• Currently enrolled 80+ subjects, target 250

Emergency Department Strategy
• Company aligned with FDA and BARDA
• 5,400 clinics and Emergency Departments in the
United States

NEXT BARDA Contract
• Develop requisite leadership and infrastructure
• ~ US$400 million federal procurement and
deployment

Fully hand-held prototype developed
• Proof of concept done
• Core technologies verified

DHA

Engineering prototype

DFU Validation Study

• Prototype for clinical studies ready by end
of 2022

• Expected to finish in 2022

DFU

DFU Clinical Study with RCSI
• Clinical agreement in progress
• Submitted for regulatory review

Clinical Partnerships in UK
• KOLs and DFU podiatrists
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What’s Next?

in progress

potential

out of scope

Wound Therapy
Prevention

Preemptive wound
screening

Diagnosis

DFU and Burns
in
Burn Centers, ERs/EDs, WCC,
Hospitals

Treatment
Decision

Determine best treatment
options

Treatment

Not competing with
Standard and Advanced
Wound Care solution
providers

Follow Up

Therapy Efficiency
and Reimbursement
Support

• VLU, CLI, Amputation
• Med Clinics, Primary Care,
Plastic Surgery, Dermatology,
Home-use
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Business Highlights
Substantial, high growth wound healing diagnostic market
opportunities

01

Global, multi-billion-dollar total addressable market in Burn and DFU
DeepView® Day 1 wound healing diagnostics revolutionizes standard of
care and healthcare economics

02

🇦🇮

Breakthrough designated AI technologies for wound healing
diagnostics
High resolution full range spectral imaging and first Artificial
Intelligence solution
Leveraging BARDA support to expand platform into DFU and other
indications

03

$

Robust ready-to-execute commercialization strategy
Burn commercialization with BARDA and potential federal procurement
contract

FDA Breakthrough Designation
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Appendix

Board of Directors
Martin Mellish, Chairman, Non-Executive
Independent
Founding director of London-based private
investment Aspen Advisory Services Ltd. Board and
audit committee responsibilities include NuCana plc
(Nasdaq:NCNA) and Levitronix Inc. encompassing
biotech, life science and medical device sectors.

Wensheng Fan, CEO and Co-Founder
Over 20 years managing emerging technologies in AI,
Imaging and NLP at Sensata, Texas Instruments, and
Philips.

Richard Cotton, Non-Executive Independent

Cynthia Cai, PhD, Non-Executive Independent

Former CFO of FTSE250 animal health company
Dechra Pharmaceuticals plc, and prior to that CFO
of medical device and drug formulation business
Consort Medical plc.

Over 20 years of industry experience in leadership
positions with Agilent Technologies, where she was
responsible for its billion-dollar chromatography,
automation and mass spectrometry business.

Gerald Beaney, Non-Executive Independent

Erich Spangenberg, Non-Executive

Consultant to growth companies seeking strategic
advice or funding for expansion. Former CEO of
Northland Capital Partners Limited, an institutional
stockbroker based in London. Former Partner and
Head of Capital Markets at Grant Thornton U.K. LLP.

CEO and founder of IPwe, a company using
blockchain and artificial intelligence to create the IP
asset class. Founder and CEO of IPNav, a pioneer and
leader in patent monetization.
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Proven and Experienced Management Team
Wensheng Fan

Jeffrey Thatcher, PhD

Mary Regan, PhD

CEO / Co-Founder

Chief Scientist

VP of Clinical Affairs

Over 20 years managing
emerging technologies in AI,
Imaging and NLP at Sensata,
Texas Instruments, and Philips

12 years of clinical R&D of tissue
optics
Served as the PI on multiple NSF,
NIH, DoD grants and BARDA
contracts

Over 30 years of clinical
experience in wound technology
assessment, development,
research, and innovation with
major industry leaders

Nils Windler

Kevin Plant

Christine Marks

Chief Financial Officer

VP of Software and Data
Science

VP of Marketing &
Commercialization

Over 10 years of software and
data science leadership
experience at St. Jude and Abbot

Over 20 years of marketing
experience for medical device
and diagnostic companies

Over 20 years of Finance and
Operations experience in
healthcare and life sciences at
KCI (Acelity), 3M, and Siemens
Healthcare

Maria Cadic, PhD

Louis Percoco

Jeffrey Carter, MD

VP of Operations, Government
& Regulatory Affairs

VP of System and Production

Chief Medical Consultant

Over 31 years of experience in
R&D, Production with global
medical device companies

Medical director of top Burn
Center in the U.S.
Nationally recognized burn
surgeon

Over 13 years of experience in
various industries as a PMP
certified Project Manager
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P&L
2021
US$

2020
US$

Research and development revenue
Cost of revenue
Gross profit

15,167,827
(8,186,698)
6,981,129

17,300,884
(9,314,427)
7,986,457

Operating costs and expenses:
General and administrative
Total operating costs and expenses
Operating income (loss)

11,326,513
11,326,513
(4,345,384)

6,537,687
6,537,687
1,448,770

(17,342)
297,779
(187,582)
92,855

(39,839)
426
(39,413)

(Loss) income before income taxes
Benefit (provision) for income taxes
Net (loss) income
Dividend on Series A preferred stock

(4,252,529)
97,525
(4,155,004)
(1,258,959)

1,409,357
(174,626)
1,234,731
-

Net (loss) income applicable to common stockholders
Other comprehensive loss
Foreign currency translation adjustment
Total comprehensive (loss) income applicable to common
stockholders
Net (loss) income per share of common stock
Basic
Diluted
Weighted average common shares outstanding
Basic
Diluted

(5,413,963)

1,234,731

(7)

-

(5,413,970)

1,234,731

(0.05)
(0.06)

0.02
0.00

100,291,815
100,291,815

57,897,520
132,856,898

Other income (expense):
Interest expense
Change in fair value of warrant liability
Foreign exchange transaction loss
Other income
Total other income (expense)
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Cash Flow

Cash flows from operating activities:
Net (loss) income
Adjustments to reconcile net (loss) income to net cash (used in)
provided by operating activities:
Depreciation expense
Stock based compensation
Change in fair value of warrant liability
Changes in operating assets and liabilities:
Accounts receivable
Prepaid expenses and other current assets
Other assets
Accounts payable
Accrued expenses
Net cash (used in) provided by operating activities
Cash flows from investing activity:
Purchases of property and equipment
Net cash used in investing activity
Cash flows from financing activities:
Proceeds from issuance of common stock and warrant, net of issuance
costs
Proceeds from PPP loan
Proceeds from stock option exercise
Payments for notes payable
Payments for notes payable to related parties
Net cash provided by financing activities
Effect of foreign exchange rates on cash
Net increase in cash and cash equivalents
Cash and cash equivalents, beginning of period
Cash and cash equivalents, end of period

Supplemental cash flow information:
Cash paid for interest
Cash paid for income taxes
Noncash financing activities disclosure:
Cumulative dividend on Series A preferred stock
Conversion of preferred stock to common stock
Prepaid asset acquired for debt
Software and prepaid software maintenance acquired for debt
Issuance of common stock to convert notes payable and accrued
interest to related parties

2021
US$

2020
US$

(4,155,004)

1,234,731

723
1,364,064
(297,779)

2,215,959
-

1,255,957
(275,228)
(8,649)
(2,071,319)
1,268,558
(2,918,677)

(1,913,451)
8,580
2,574,387
(300,634)
3,819,572

(7,216)
(7,216)

-

14,618,161
4,426
(700,547)
13,922,040
(7)
10,996,140
5,124,639
16,120,779

768,575
46,200
(280,000)
534,775
4,354,347
770,292
5,124,639

12,220
254,963

18,500
12,989

1,258,959
2,372,946
473,913
40,757

-

-

359,732
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Deepview® Competitive Advantages

DeepView®

Data

AI model

Prediction

Significant differentiation, patent protected
27

DeepView®: One technology platform, many applications
(2)

TAM $11B
CAGR 6.8%

DFU

DeepView®

初级目标
完成300万
销售任务
Data

(1)

TAM $3.7B
CAGR 6.9%
AI Model

Burn

Established burn application minimizes the risks for DFU and other applications
Others
1. By 2028

2. By 2026

28

Business And Commercialization Strategy
❑ BARDA is responsible for the
development and procurement
of medical countermeasures for
entirety of US
❑ Potential placement of
DeepView® into 5,400 U.S.
hospitals(1)
❑ SaaS model comprising a per click
element, and a subscription
element in annual software
licensing fee with maintenance,
image hosting, access to the AI,
cloud-based access and
improvement updates

❑ Capital sales at competitive pricing
to enable 1st-year-payback for
clinics

❑ 74,000 sites of service in U.S. and E.U.

Government
sales

Healthcare
partners

•
•
•
•
•

Hospitals (Outpatient clinics)
Podiatry offices/Wound care clinics
Vascular/Cardiology practice
Imaging centers
Ambulatory surgical centers

❑ Burn reimbursement pathway
Commercial
sales

Reimbursement

❑ DFU reimbursement initially based on
pre-existing code, plans to establish
separately billable, unique code for AI
analysis
❑ U.K. market accessed through NICE
validation and NHS trust purchasing

Multiple avenues to major market commercialisation
1. https://www.aha.org/system/files/media/file/2021/01/Fast-Facts-2021-table-FY19-data-14jan21.pdf
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U.S. and Global Intellectual Property

7
Issued and allowed
U.S. patents

5
Issued and allowed
international patents

•

Eight active patent application families

•

Burn/Wound classification on MSI and PPG

•

Tissue classification on MSI and PPG

•

Amputation site analysis on MSI, machine
learning and healthcare matrix

•

DFU healing potential prediction and wound
assessment on MSI, machine learning and
healthcare matrix

•

High-precision, multi-aperture, MSI snapshot
imaging

•

Wound assessment on MSI, optical,
biomarkers, and machine learning

•

Burn/Histology assessment on MSI and
machine learning

•

High-precision single aperture snapshot
imaging with multiplexed illumination

•

Knobbe Marten - IP counsel

8
Pending U.S.
patent applications

21
Pending foreign and
international patent
applications

30

Strategic Partnerships
•

Clinical

U.K. and E.U. – Strategic alliance with Royal College of
Surgeons in Ireland (RCSI) and Prof. Keith Harding, Cardiff
University

•

U.S. – Strategic partnership for clinical studies and clinical
championship at 5 major medical centers

•

Interviewed over 100 clinical professionals to identify user
needs through NIH i-corps program(1)

GWS
GLOBAL WOUND SERVICES

• Established external development and manufacturing ecosystem
− Quality management systems expertise in medical devices

− Vast domain knowledge and established development process
− Scalable upon commercialization
Development
& Manufacturing

• Processes in accordance with FDA and CE Mark regulations and standards

− Mitigate regulatory, quality and operational risk

1. https://ncats.nih.gov/pubs/features/sbir-i-corps
UMC NOLA, Wake Forest, and Medstar are current strategic partnerships with UAB and MASSGEN in the process of signing
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