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THIS DOCUMENT IS IMPORTANT AND REQUIRES YOUR IMMEDIATE ATTENTION. If you are in any
doubt about the contents of this document you should consult a person authorised under the
Financial Services and Markets Act 2000 (“FSMA”) who specialises in advising on the acquisition of
shares and other securities.

This document is an AIM admission document which has been drawn up in accordance with the requirements
of the AIM Rules for Companies issued by London Stock Exchange Group plc (the “AIM Rules”). This
document does not contain an offer of transferable securities to the public in the United Kingdom within the
meaning of section 102B of FSMA and is not required to be issued as a prospectus pursuant to section 85
of FSMA. Accordingly, this document has not been drawn up in accordance with the Prospectus Regulation
and has not been approved by, or filed with, the Financial Conduct Authority ("FCA") or any other authority
which would be a competent authority for the purposes of the Prospectus Regulation.

Application will be made for the entire issued and to be issued Common Stock of the Company to be admitted
to trading on AIM, a market operated by London Stock Exchange Group plc (“AIM”). It is expected that
Admission will become effective and that dealings in the Existing Common Stock and the New Common
Stock will commence on AIM on 22 June 2021. No application has been made, or is contemplated, for the
Existing Common Stock or the New Common Stock to be listed on any other investment exchange.

AIM is a market designed primarily for emerging or smaller companies to which a higher investment
risk tends to be attached than to larger or more established companies. AIM securities are not
admitted to the Official List of the FCA. A prospective investor should be aware of the risks of
investing in such companies and should make the decision to invest only after careful consideration
and, if appropriate, consultation with an independent financial adviser. Each AIM company is required
pursuant to the AIM Rules to have a nominated adviser. The nominated adviser is required to make a
declaration to London Stock Exchange Group plc (the “London Stock Exchange”) on Admission in
the form set out in Schedule Two to the AIM Rules for Nominated Advisers. The London Stock
Exchange has not itself examined or approved the contents of this document.

Prospective investors should read the whole text of this admission document and should be aware
that an investment in the Company involves a high degree of risk. In particular, the attention of
prospective investors is drawn to Part II of this document which sets out certain risk factors relating
to any investment in the Common Stock. All statements regarding the Group’s business, financial
position and prospects should be viewed in light of these risk factors.

Spectral MD Holdings, Ltd.
(Incorporated and registered in the US State of  Delaware under the General Corporation Law of  the

State of  Delaware)

Placing of 19,067,797 shares of New Common Stock at 59 pence
per share

and

Admission to trading on AIM

Nominated Adviser and Broker to the Company
SP Angel Corporate Finance LLP

The Directors, whose names and functions appear on page 9 of this document, and the Company accept
responsibility for the information contained in this document including individual and collective responsibility
for compliance with the AIM Rules. To the best of the knowledge and belief of the Directors and the Company
(who have taken all reasonable care to ensure that such is the case) the information contained in this
document is in accordance with the facts and does not omit anything likely to affect the import of such
information.

The Placing is conditional, amongst other things, on Admission taking place on or before 22 June 2021 (or
such later date as the Company and SP Angel Corporate Finance LLP ("SP Angel") may agree, but in any
event not later than 30 July 2021). The New Common Stock will, on Admission, rank pari passu in all respects
with the Existing Common Stock including the right to receive all dividends or other distributions declared,
made or paid after Admission.

Schedule Two (e)

A! & A11 1.1, 1.2
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This document does not constitute an offer to sell, or the solicitation of an offer to buy, shares in any
jurisdiction in which such offer or solicitation is unlawful and, in particular, is not for distribution into the US,
Australia, Canada, Japan, the Republic of Ireland or the Republic of South Africa (“South Africa”). Neither the
Existing Common Stock nor the New Common Stock have been, nor will they be, registered under the US
Securities Act of 1933 (as amended) or under the securities laws of any state or other jurisdiction of the US.
The relevant clearances have not been, nor will they be, obtained from any of the Canadian Securities
Administrators or similar authorities of any province or territory of Canada and no prospectus has been or will
be filed or registration made under any securities laws of any province or territory of Canada in relation to the
Existing Common Stock or New Common Stock. No prospectus in relation to the Existing Common Stock or
New Common Stock has been lodged, nor will one be lodged, with or registered by the Australian Securities
and Investments Commission. No steps have been taken, nor will any steps be taken, to enable the Existing
Common Stock or New Common Stock to be offered in compliance with applicable securities laws of the
Republic of Ireland, South Africa or Japan. Accordingly, unless an exemption under the relevant securities
laws is available, the Existing Common Stock and New Common Stock may not be offered, sold, re-sold,
renounced, taken up or delivered, directly or indirectly, in, into or from the US, Australia, Canada, Japan, the
Republic of Ireland, or South Africa or any other jurisdiction in which the offer of the Existing Common Stock
or New Common Stock would constitute a violation of the relevant laws or require registration thereof, or to
or for the account or benefit of any US persons or residents of Australia, Canada, Japan, the Republic of
Ireland, or South Africa. The distribution of this document in other jurisdictions may be restricted by law and
therefore persons into whose possession this document comes should inform themselves about and observe
any such restrictions. Any failure to comply with these restrictions may constitute a violation of the securities
law of any such jurisdictions. All Shareholders (including, without limitation, nominees, trustees or
custodians) who would or otherwise intend to forward this document and/or any of the accompanying
documents to any jurisdiction outside the United Kingdom or to overseas persons should seek appropriate
advice before taking any action.

SP Angel, which is authorised and regulated by the FCA and is a member of the London Stock Exchange, is
acting as nominated adviser, sole broker and sole bookrunner to the Company in connection with the
proposed Placing and Admission, and SP Angel will not be responsible to anyone other than the Company
for providing the protections afforded to customers of SP Angel or for providing advice in relation to the
Placing and Admission or any transaction or arrangement referred to in this document. The responsibilities
of SP Angel as the Company’s nominated adviser are owed solely to the London Stock Exchange and are
not owed to the Company or to any Director or to any other person in respect of their decision to acquire
shares in the Company in reliance on any part of this document. SP Angel is acting exclusively for the
Company and for no one else in connection with, and will not regard any other person (whether or not a
recipient of this document) as its customer in relation to, the Placing and Admission. Apart from the
responsibilities and liabilities, if any, which may be imposed on SP Angel by FSMA or the regulatory regime
established under it, SP Angel does not accept any responsibility whatsoever for the contents of this
document, and no representation or warranty, express or implied, is made by SP Angel with respect to the
accuracy or completeness of this document or any part of it.

Prospective investors should rely only on the information contained in this document. No person has been
authorised to give any information or make any representations other than as contained in this document and,
if given or made, such information or representations must not be relied upon as having been authorised by
the Company, the Directors or SP Angel. Without prejudice to the Company’s obligations under the AIM Rules
for Companies or other applicable law or regulation, neither the delivery of this document nor any subscription
made under this document shall, under any circumstances, create any implication that there has been no
change in the business or affairs of the Company or of the Group since the date of this document or that the
information contained in this document is correct as of any time subsequent to the date of this document. SP
Angel has not authorised the contents of this document and, without limiting the statutory rights of any person
to whom this document is issued, no representation or warranty, express or implied, is made by SP Angel as
to the contents of this document and no responsibility or liability whatsoever is accepted by SP Angel for the
accuracy of any information or opinions contained in this document or for the omission of any material
information from this document, for which the Company and the Directors are solely responsible.

The contents of this document are not to be construed as legal, business or tax advice. Prospective investors
should consult their own professional advisers for legal, financial or tax advice in relation to an investment or
proposed investment in Common Stock.

Copies of this document will be available for inspection free of charge to the public during normal business
hours on any day (except Saturdays, Sundays and public holidays) from the date of this document until the
date which is one month after the date of Admission at the registered office of the Company and from the
Company’s website (www.spectralmd.com), except that this document will not be available to residents in,
and should not be forwarded or transmitted into any jurisdiction where doing so may constitute a violation of
local securities law.
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KEY INFORMATION

General

Prospective investors in the Company must not treat the contents of this document or any subsequent

communications from the Company or SP Angel or any of their respective affiliates, officers, directors,

partners, employees or agents as advice relating to legal, taxation, accounting, regulatory, investment

or any other matters.

Investors who subscribe for or purchase New Common Stock in the Placing will be deemed to have

acknowledged that: (i) they have not relied on SP Angel or any person affiliated with it in connection

with any investigation of the accuracy of any information contained in this document for their investment

decision; (ii) they have relied only on the information contained in this document; and (iii) no person has

been authorised to give any information or to make any representation concerning the Company or the

Common Stock (other than as contained in this document) and, if given or made, any such other

information or representation has not been relied upon as having been authorised by or on behalf of the

Company, the Directors or SP Angel.

None of the Company, the Directors, SP Angel nor any of their respective representatives makes any

representation to any subscriber or purchaser of New Common Stock regarding the legality of an

investment by such subscriber or purchaser.

In connection with the Placing, SP Angel and any of its affiliates, acting as investors for their own

accounts, may acquire Common Stock or options or warrants over Common Stock, and in that capacity

may retain, purchase, sell, offer to sell or otherwise deal for their own accounts in such Common Stock

and other securities of the Company or related investments in connection with the Placing or otherwise.

Accordingly, references in this document to the Common Stock being offered, subscribed, purchased,

acquired, placed or otherwise dealt with should be read as including any offer to, or subscription,

purchase, acquisition, dealing or placing by, SP Angel or any of their respective affiliates acting as

investors for their own accounts. SP Angel does not intend to disclose the extent of any such investment

or transactions otherwise than in accordance with any legal or regulatory obligation to do so.

SP Angel and any of its affiliates may have engaged in transactions with, and provided various

investment banking, financial advisory or other services to, the Company, for which they would have

received customary fees. SP Angel and any of its affiliates may provide such services to the Company

and any of its affiliates in the future.

Cautionary note regarding forward-looking statements

This document includes statements that are, or may be deemed to be, “forward-looking statements”.

These forward-looking statements can be identified by the use of forward-looking terminology, including

the terms “believes”, “could”, “estimates”, “plans”, “projects”, “anticipates”, “expects”, “intends”, “may”,

“will” or “should” or, in each case, their negative or other variations or comparable terminology, including

references to assumptions. These forward-looking statements include matters that are not historical

facts. They appear in a number of places throughout this document and include statements regarding

the Directors’ and Proposed Directors’ current intentions, beliefs or expectations concerning, among

other things, the Company’s results of operations, financial condition, liquidity, prospects, growth,

strategies and the Company’s markets.

By their nature, forward-looking statements involve risk and uncertainty because they relate to future

events and circumstances. Actual results and developments could differ materially from those

expressed or implied by the forward-looking statements. Factors that might cause such a difference,

include, but are not limited to the risk factors set out in Part II of this document. Prospective investors

are strongly recommended to read the risk factors set out in Part II for a more complete discussion of

such factors.
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Forward-looking statements may and often do differ materially from actual results. Any forward-looking

statements in this document have been made after due and careful enquiry and are based on certain

factors and assumptions, including the Directors’ current view with respect to future events and are

subject to known and unknown risks relating to future events and other risks, uncertainties and

assumptions relating to the Company’s operations, results of operations, growth strategy and liquidity.

While the Directors and Proposed Directors consider these assumptions to be reasonable based upon

information currently available, they may prove to be incorrect. Prospective investors should therefore

specifically consider the risk factors contained in Part II of this document that could cause actual results

to differ before making an investment decision. Save as required by law or by the AIM Rules for

Companies, the Company undertakes no obligation to publicly release the results of any revisions to

any forward-looking statements in this document that may occur due to any change in the Directors’

expectations or to reflect events or circumstances after the date of this document.

Notice to prospective investors in the EEA

In relation to each Member State of the European Economic Area (each a “Relevant State”), no New

Common Stock has been offered or will be offered pursuant to the Placing to the public in that Relevant

State prior to the publication of a prospectus in relation to the New Common Stock which has been

approved by the competent authority in that Relevant State or, where appropriate, approved in another

Relevant State and notified to the competent authority in that Relevant State, all in accordance with the

EU Prospectus Regulation, except that the New Common Stock may be offered to the public in that

Relevant State at any time:

(a) to any legal entity which is a qualified investor as defined under Article 2 of the EU Prospectus

Regulation;

(b) to fewer than 150 natural or legal persons (other than qualified investors as defined under Article

2 of the EU Prospectus Regulation), subject to obtaining the prior consent of SP Angel for any

such offer; or

(c) in any other circumstances falling within Article 1(4) of the EU Prospectus Regulation,

provided that no such offer of the Common Stock shall require the Company or SP Angel to publish a

prospectus pursuant to Article 3 of the EU Prospectus Regulation or supplement a prospectus pursuant

to Article 23 of the EU Prospectus Regulation.

For the purposes of this provision, the expression an “offer to the public” in relation to the New Common

Stock in any Relevant State means the communication in any form and by any means of sufficient

information on the terms of the offer and any New Common Stock to be offered so as to enable an

investor to decide to purchase or subscribe for any New Common Stock, and the expression “EU

Prospectus Regulation” means Regulation (EU) 2017/1129.

Notice to prospective investors in the United Kingdom

No New Common Stock has been offered or will be offered pursuant to the Placing to the public in the

United Kingdom prior to the publication of a prospectus in relation to the New Common Stock which is

to be treated as if it had been approved by the Financial Conduct Authority in accordance with the

transitional provisions in Article 74 (transitional provisions) of the Prospectus Amendment etc (EU Exit)

Regulations 2019/1234, except that the New Common Stock may be offered to the public in the United

Kingdom at any time:

(a) to any legal entity which is a qualified investor as defined under Article 2 of the Prospectus

Regulation;

(b) to fewer than 150 natural or legal persons (other than qualified investors as defined under Article

2 of the Prospectus Regulation), subject to obtaining the prior consent of SP Angel for any such

offer; or
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(c) in any other circumstances falling within Section 86 of the FSMA,

provided that no such offer of the New Common Stock shall require the Issuer or SP Angel to publish

a prospectus pursuant to Section 85 of the FSMA or supplement a prospectus pursuant to Article 23 of

the Prospectus Regulation.

For the purposes of this provision, the expression an “offer to the public” in relation to the New Common

Stock in the United Kingdom means the communication in any form and by any means of sufficient

information on the terms of the offer and any New Common Stock to be offered so as to enable an

investor to decide to purchase or subscribe for any New Common Stock and the expression “UK

Prospectus Regulation” means Regulation (EU) 2017/1129 as it forms part of domestic law by virtue of

the European Union (Withdrawal) Act 2018.

Notice regarding US federal securities laws, settlement and restrictions on transferability

Save for at the sole discretion of the Company, this document may not be published, distributed or

transmitted by any means or media, directly or indirectly, in whole or in part, in or into the US or to any

US Person. Securities may not be offered or sold in the United States absent: (i) registration under the

Securities Act; or (ii) an available exemption from registration under the Securities Act. The securities

mentioned herein have not been, and will not be, registered under the Securities Act and will not be

offered to the public in the United States.

This document does not constitute an offer of, or the solicitation of an offer to subscribe for or to buy,

any Common Stock to any person in the United States or to US Persons to whom it is unlawful to make

such offer or solicitation or which may result in the requirement to register the Common Stock under the

Securities Act. The Common Stock will be sold only to non-US persons in “offshore transactions” as

defined in and pursuant to Regulation S under the Securities Act or otherwise in transactions that are

exempt from registration requirements under the Securities Act.

The Common Stock offered to non-US Persons in the Placing are subject to the conditions listed under

Section 903(b)(3), or Category 3, of Regulation S. Under Category 3, Offering Restrictions (as defined

under Regulation S) must be in place in connection with the Placing and additional restrictions are

imposed on resales of the Common Stock. The New Common Stock are “restricted securities” as

defined in Rule 144 promulgated under the Securities Act. Purchasers of the New Common Stock may

not offer, sell, pledge or otherwise transfer New Common Stock, directly or indirectly, in or into the

United States or to, or for the account or benefit of, any US Person, except pursuant to a transaction

meeting the requirements of Rules 901 to 905 (including the Preliminary Notes) of Regulation S,

pursuant to an effective registration statement under the Securities Act or pursuant to an exemption

from the registration requirements of the Securities Act. All Common Stock are subject to these

restrictions until at least the expiry of Distribution Compliance Period. These restrictions may remain in

place or be reintroduced following the expiry of the Distribution Compliance Period in relation to the

Common Stock, at the discretion of the Company, for example in the event the Company issues

additional Common Stock under the same ISIN as the New Common Stock.

The Common Stock have not been registered with, recommended, approved or disapproved by the US

Securities and Exchange Commission (the “SEC”), or any other federal or state securities commission

in the United States, nor has the SEC or any other federal or state securities commission passed upon

or endorsed the merits of the offering of the Common Stock, approved this document or confirmed the

accuracy or adequacy of the information contained in this document. Any representation to the contrary

is a criminal offence in the United States. The Common Stock are subject to restrictions and

transferability and resale and may not be transferred or resold except as permitted under applicable

federal or state securities laws pursuant to a registration or an exemption from registration.

Notice to overseas persons

The distribution of this document in certain jurisdictions may be restricted by law and therefore persons

into whose possession this document comes should inform themselves about and observe any such
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restrictions. Any failure to comply with these restrictions may constitute a violation of the securities laws

of any such jurisdiction.

The Common Stock will not qualify for distribution under the relevant securities laws of Australia,

Canada, Japan, the Republic of Ireland or the Republic of South Africa, nor has any prospectus in

relation to the Common Stock been lodged with, or registered by, the Australian Securities and

Investments Commission or the Japanese Ministry of Finance.

Accordingly, subject to certain exemptions, the Common Stock may not be offered, sold, taken up,

delivered or transferred in, into or from Australia, Canada, Japan, the Republic of Ireland or the

Republic of South Africa, or any other jurisdiction where to do so would constitute a breach of applicable

securities laws or regulations (each a “Restricted Jurisdiction”) or to or for the account or benefit of

any national, resident or citizen of a Restricted Jurisdiction. This document does not constitute an offer

to issue or sell, or the solicitation of an offer to subscribe for or purchase, any Common Stock to any

person in a Restricted Jurisdiction and is not for distribution in, into or from a Restricted Jurisdiction.

Basis on which financial information is presented

Unless otherwise indicated, financial information in this document, including the historical financial

information on the Company for the years ended 31 December 2018, 31 December 2019 and 31

December 2020 have been prepared in accordance with US GAAP.

Various figures and percentages in tables in this document, including financial information, have been

rounded and accordingly may not total. As a result of this rounding, the totals of data presented in this

document may vary slightly from the actual arithmetical totals of such data.

In the document, references to “pounds sterling”, “£”, “pence” and “p” are to the lawful currency of the

United Kingdom and references to “dollars”, “US$”, “cents” and “c” are to the lawful currency of the

United States.

Market, economic and industry data

This document contains information regarding the Company’s business and the industry in which it

operates and competes, which the Company has obtained from various third party sources. Where

information contained in this document originates from a third party source, it is identified where it

appears in this document together with the name of its source. Such third party information has been

accurately reproduced and, so far as the Company is aware and is able to ascertain from information

published by the relevant third party, no facts have been omitted which would render the reproduced

information inaccurate or misleading.

References to defined terms

Certain terms used in this document are defined and certain technical and other terms used in this

document are explained in the sections of this document under the headings “Definitions” and “Glossary

of Technical Terms”.

Information for Distributors

Solely for the purposes of the product governance requirements contained within: (a) EU Directive

2014/65/EU on markets in financial instruments, as amended and as applied in the United Kingdom

("MiFID II"); (b) Articles 9 and 10 of Commission Delegated Directive (EU) 2017/593 supplementing

MIFID II, as applied in the United Kingdom; and (c) local implementing measures (together, the

“Requirements”), and disclaiming all and any liability, whether arising in tort, contract or otherwise,

which any “manufacturer” (as defined in the Requirements) may otherwise have with respect thereto,

the New Common Stock have been subject to a product approval process, which has determined that

such securities are: (i) compatible with an end target market of retail investors and investors who meet

the criteria of professional clients and eligible counterparties, each as defined in MiFID II; and (ii) eligible
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for distribution to professional clients and eligible counterparties through all distribution channels as are

permitted by MiFID II, or the “Target Market Assessment” (as defined in the Requirements).

Notwithstanding the Target Market Assessment, Distributors should note that: the price of New

Common Stock may decline and investors could lose all or part of their investment; the New Common

Stock offer no guaranteed income and no capital protection; and an investment in New Common Stock

is compatible only with investors who do not need a guaranteed income or capital protection, who

(either alone or in conjunction with an appropriate financial or other adviser) are capable of evaluating

the merits and risks of such an investment and who have sufficient resources to be able to bear any

losses that may result therefrom. The Target Market Assessment is without prejudice to the

requirements of any contractual, legal or regulatory selling restrictions in relation to the New Common

Stock. Furthermore, it is noted that, notwithstanding the Target Market Assessment, SP Angel will only

procure investors who meet the criteria of professional clients and eligible counterparties.

For the avoidance of doubt, the Target Market Assessment does not constitute: (a) an assessment of

suitability or appropriateness for the purposes of MiFID II; or (b) a recommendation to any investor or

group of investors to invest in, or purchase, or take any other action whatsoever with respect to the New

Common Stock.

Each Distributor is responsible for undertaking its own target market assessment in respect of the New

Common Stock and determining appropriate distribution channels.
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A1, A11

1.1
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DEFINITIONS

2012 Plan the Group’s 2012 Long Term Incentive Plan, details of which are

set out in paragraph 9(a) of Part V of this document

2018 Plan the Group’s 2018 Long Term Incentive Plan, details of which are

set out in paragraph 9(b) of Part V of this document

Admission admission of the Enlarged Share Capital to trading on AIM

becoming effective in accordance with the AIM Rules

Admission Document this document compiled in compliance with the AIM Rules

Advisory Board the advisory board to the Company details of which are set out

in paragraph 10 of Part I of this document

AIM the AIM market operated by the London Stock Exchange

AIM Rules the AIM Rules for Companies issued by the London Stock

Exchange and those of its other rules which govern the

admission to trading, and the operation of companies, on AIM

BARDA the Biomedical Advanced Research and Development Authority,

a US Department of Health and Human Services office

responsible for the procurement and development of medical

countermeasures, principally against bioterrorism, including

chemical, biological, radiological and nuclear threats, as well as

pandemic influenza and emerging infectious diseases. BARDA

is responsible for the procurement for Project BioShield

acquisitions

BARDA Burn I a research and development contract between the Company

and BARDA, pursuant to which, between September 2013 and

January 2019, the Company developed a burn imaging

diagnostic technology

BARDA Burn II a contract entered into between the Company and BARDA in

July 2019, pursuant to which the Company will continue to

design and develop the AI algorithm and will obtain FDA

approval for the latest generation of the DeepView® technology

Board the board of directors of the Company from time to time

Business Day a day (other than a Saturday, Sunday or public holiday in

England) on which banks are ordinarily open for the transaction

of normal banking business in London

Bylaws the amended and restated bylaws of the Company to be adopted

pursuant to the Restructuring

Certificate of Incorporation the amended and restated certificate of incorporation of the

Company to be adopted pursuant to the Restructuring and to be

effective at Admission

certificated or in certificated form not in uncertificated form (that is, not in CREST)

City Code the UK City Code on Takeovers and Mergers

Common Stock Common Stock of US$0.001 each in the capital of the Company

Companies Act or Act the UK Companies Act 2006

A11

4.3
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Company or Spectral Spectral MD Holdings, Ltd, a company incorporated under the

laws of the State of Delaware and having its registered office at

Corporation Trust Centre, 1209 Orange Street, City of

Wilmington, County of New Castle, Delaware 19801

Completion completion of the Placing

Concert Party the Spangenberg Entities

CREST the relevant system (as defined in the UK CREST Regulations)

in respect of which Euroclear is the Operator (as defined in the

UK CREST Regulations)

Custodian a person nominated by the Depositary to hold Common Stock on

their behalf under the terms of the Deed Poll

Deed Poll the deed poll to be executed in favour of the holders of Common

Stock wishing to use CREST, details of which are set out in

paragraph 14.8 of Part V of this document

Delaware Corporation Law General Corporation Law of the State of Delaware

Depositary Link Market Services Trustees Limited or such other depositary

for the Common Stock as is appointed by the Company from

time to time and notified to the Shareholders

Depositary Interests dematerialised depositary interests representing underlying

Common Stock that can be settled electronically through and

held in CREST, as issued by the Depositary or its nominees who

hold the underlying securities on trust

Distribution Compliance Period the period during which the New Common Stock is subject to the

conditions listed under Section 903(b)(3) of Regulation S, ending

on the first anniversary of Admission, or such longer period as

may be required under applicable law or as determined by the

Company

Distributors distributors of financial products and services

Directors the directors of the Company as at the date of this document,

and, if the context requires, the Proposed Directors, all of whose

names are set out on page 9 of this document

EIS the Enterprise Investment Scheme, as set out in Part 4 of the

Income Tax Act 2007 and Schedule 5B Taxation of Chargeable

Gains Act 1992, as amended from time to time

EIS Legislation Part V of the Income Tax Act 2007, as amended

EIS/VCT New Common Stock the 8,474,576 New Common Stock proposed to be issued and

allotted by the Company: (a) to certain persons seeking to invest

in “eligible shares” for the purposes of EIS, (b) to persons

seeking the income tax relief available to investors of a VCT

EIS/VCT Placing the placing of the EIS/VCT New Common Stock by SP Angel as

agent for and on behalf of the Company pursuant to the terms of

the Placing Agreement

EIS Relief relief from UK tax under EIS

EMEA Europe, the Middle East and Africa
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EMA the European Medicines Agency

Enlarged Share Capital the Existing Common Stock and the New Common Stock

EU the European Union

EU4 the European Union Four (France, Germany, Italy and Spain)

Euroclear Euroclear UK & Ireland Limited, whose registered office is

33 Cannon Street, London EC4M 5SB

Existing Common Stock the 117,009,267 shares of Common Stock in issue prior to the

Placing

FCA the UK Financial Conduct Authority

FDA the US Food & Drug Administration

Financial Promotion Order the UK Financial Services and Markets Act 2000 (Financial

Promotion) Order 2005 (as amended)

FSMA the UK Financial Services and Markets Act 2000 (as amended)

Group the Company and its subsidiary undertakings

Locked-in Shareholders each of: (a) J. Michael DiMaio; (b) Laurence Hirsch; (c) the

Spangenberg Entities; and (d) Wensheng Fan

London Stock Exchange London Stock Exchange Group plc

MAR the UK Market Abuse Regulation (as enacted through the

European Union (Withdrawal) Act 2018)

Merger Agreement the Agreement and Plan of Merger, to be adopted pursuant to

the Restructuring, between the Company, the Subsidiary and

Merger Sub further details of which are set out in paragraph 15

of Part V of this document

Merger Sub Spectral MD Merger Sub, Inc., a Delaware corporation and

having its registered office at Corporation Trust Centre,

1209 Orange Street, City of Wilmington, County of New Castle,

Delaware 19801

NEDs the non-executive directors of the Company, who as at

Admission will be Martin Mellish, Erich Spangenberg, Dr Cynthia

Cai, Gerry Beaney and Richard Cotton

New Common Stock the EIS/VCT New Common Stock and the Non-Eligible New

Common Stock

NIH the US National Institutes of Health, an agency of the

Department of Health and Human Services, responsible for

leading and supporting medical research

NSF the US National Science Foundation is an independent agency

of the government responsible for non-medical science and

engineering research

Non-Eligible New Common Stock the 10,593,221 New Common Stock proposed to be allotted and

issued by the Company to Placees pursuant to the Non-Eligible

Placing
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Non-Eligible Placing the conditional placing of the Non-Eligible New Common Stock

by SP Angel as agent for and on behalf of the Company pursuant

to the terms of the Placing Agreement 

Official List the Official List of the FCA (and “officially listed” shall be

construed accordingly)

OMA Shareholders each of: (a) Jeffrey Thatcher; (b) Kevin Plant; (c) Wan Lung Eng;

(d) Marc Dudek; and (e) Maria Cadic

Placees each of the persons to whom New Common Stock is to be

issued pursuant to the Placing

Placing the conditional placing by SP Angel of the New Common Stock,

at the Placing Price, pursuant to and on the terms and conditions

set out in the Placing Agreement

Placing Agreement the conditional agreement dated 16 June 2021 relating to the

Placing between: (1) the Company; (2) the Directors; and (3) SP

Angel, further details of which are set out in paragraph 14.1 of

Part V of this document

Placing Price 59 pence per Share of New Common Stock

Preferred Stock preferred A stock of US$0.001 each in the capital of the

Company

Project BioShield the act passed by the US Congress in July 2004 for the

development and purchase of priority medical countermeasures

to protect against a chemical, biological, radiological, or nuclear

attacks, extended for a period of 5 years in March 2013, under

the Pandemic All Hazards Preparedness Reauthorisation Act of

2013 and further extended for another 10 years in June 2019

under the Pandemic and All-Hazards Preparedness and

Advancing Innovation Act of 2019

Proposed Directors Erich Spangenberg, Martin Mellish, Richard Cotton, Cynthia Cai

and Gerry Beaney

Prospectus Regulation the UK version of Regulation (EU) No. 2017/1129 of the

European Parliament and of the Council of 14 June 2017 on

prospectuses to be published when securities are offered to the

public or admitted to trading on a regulated market, as it forms

part of domestic law by virtue of the European Union

(Withdrawal) Act 2018

QCA Code the Corporate Governance Code published by the Quoted

Companies Alliance for small and mid-size quoted companies

RCSI The Royal College of Surgeons in Ireland

Registrars Link Market Services (Guernsey) Limited

Regulation S Regulation S promulgated under the Securities Act

Restricted Jurisdiction Australia, Canada, Japan, the Republic of Ireland, the Republic

of South Africa, the United States of America or any other

jurisdiction where the distribution of this document would

constitute a breach of applicable securities laws or regulations
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Restructuring the restructuring of the Group due to occur immediately prior to

Admission in which the Company will become the holding

company of the Subsidiary, further details of which are set out in

paragraph 4.4 of Part V of this document

SEC the Securities and Exchange Commission

Securities Act the US Securities Act of 1933, as amended

Senior Management the senior management of the Company as at the date of this

document and whose biographies are set out in paragraph 10 of

Part I of this document

Shareholders holders of Common Stock from time to time

Share Dealing Code the code to be adopted by the Company from Admission which

governs the restrictions imposed on persons discharging

managerial responsibility and persons connected with them in

relation to dealings in the Company’s securities

SP Angel SP Angel Corporate Finance LLP, a limited liability partnership

incorporated in England and Wales with registered number

OC317049, which at the date of this document is appointed as

the Company’s nominated adviser and broker

Spangenberg Entities Erich Spangenberg and his affiliated entities, including existing

and potential future US trusts and related entities of any form

established for the purpose of estate planning

Spangenberg Options options granted to the Spangenberg Entities to acquire Common

Stock in the Company in relation to investments, loans and the

provision of the services of Erich Spangenberg as a Director

Subsidiary Spectral MD Inc., a company incorporated in the State of

Delaware and having its registered office at Corporation Trust

Centre, 1209 Orange Street, City of Wilmington, County of New

Castle, Delaware 19801

Subsidiary Common Stock shares of common stock with a par value of US$0.001 per share

of common stock in the capital of the Subsidiary

Subsidiary Options stock options over shares of Subsidiary Common Stock

Subsidiary Preferred Stock shares of preferred A stock with a par value of US$0.001 per

share of preferred A stock in the capital of the Subsidiary

Subsidiary Restricted Stock restricted shares of Subsidiary Common Stock

Subsidiary Shareholders the people who held Subsidiary Stock prior to completion of the

Restructuring

Subsidiary Stock Subsidiary Common Stock, Subsidiary Preferred Stock and

Subsidiary Restricted Stock

Surviving Corporation has the meaning set out in paragraph 4.4.6 of Part V of this

document

Takeover Panel the UK Panel on Takeovers and Mergers
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Common Stock held in uncertificated form in CREST and title to

which, by virtue of the UK CREST Regulations, may be

transferred by means of CREST

the UK Uncertificated Securities Regulations 2001 (SI

2001/3755) including any modification of them or any regulations

made in substitution for them under section 785 of the Act

United Kingdom or UK the United Kingdom of Great Britain and Northern Ireland

United States of America or US the United States of America, its territories and possessions, any

state of the United States and the District of Columbia and all

other areas subject to its jurisdiction

each of: (a) Board of Regents of University of Texas System; and

(b) Jose Melendez

US Exchange Act the US Securities Exchange Act of 1934, as amended

US GAAP US Generally Accepted Accounting Principles

US Persons as defined in Regulation S

£ UK pounds sterling, the lawful currency of the United Kingdom

US$ US dollars, the lawful currency of the United States

VAT UK Value Added Tax

VCTs a company which is, for the time being, approved as a venture

capital trust as defined by Section 259 of the Income Tax Act

2007

VCT Legislation Part 6 of the Income Tax Act 2007, as amended

VCT Relief the income tax relief available to investors of a VCT

Note: Any reference to any provision of  any legislation or regulation includes any amendment,
modification, re-enactment or extension of  it. Words importing the singular include the plural and vice
versa and words importing the masculine gender shall include the feminine or neuter gender.

Uncertificated Securities
Regulations or UK CREST
Regulations

uncertificated or in
uncertificated form

University of Texas Locked-In
Shareholders
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GLOSSARY OF TECHNICAL TERMS

“510(k)” section 510(k) of the US Food, Drug and Cosmetic Act requires

device manufacturers who must register, to notify FDA of their

intent to market a medical device at least 90 days in advance.

This is known as a Premarket Notification (“PMN”) or 510(k)

“AI” artificial intelligence

“Ankle-brachial index testing” ankle-brachial index (ABI) testing is a non-invasive test for

peripheral artery disease, by comparing the blood pressure

measured at the ankle with the blood pressure measured at the

arm

Breakthrough Device Designation, granted by the FDA, issued

to certain medical devices and device-led combination products

that provide for a more effective treatment or diagnosis of life

threatening or irreversibly debilitating diseases or conditions,

thereby providing an expedited pathway for potential approval

“CE Mark” a symbol applied to products to indicate that they conform with

relevant EU directives regarding health and safety or

environmental protection

“CMS” Centers for Medicare and Medicaid Services

“CPT code” a systematic listing and coding of procedures/services

performed by US physicians; a physician-related procedure

identification system that serves as the basis for healthcare

billing; CPT coding assigns a 5-digit code to each service or

procedure provided by a physician

“Critical Limb Ischemia” an obstruction of the arteries causing reduced blood flow to the

extremities which may result in severe pain, ulcers or sores

“DFU” diabetic foot ulcers, a severe chronic diabetic complication that

consists of lesions in the deep tissues associated with

neurological disorders and peripheral vascular disease in the

lower limbs

“DHA” the Defense Health Agency, responsible for supporting US

military healthcare

“DeNovo Classification” DeNovo classification provides an FDA pathway to classify novel

medical technologies for which general controls alone, or

general and special controls, provide reasonable assurance of

safety and effectiveness for the intended use, but for which there

is no legally marketed predicate device

“Doppler ultrasound” a Doppler ultrasound is a test that uses high-frequency sound

waves to measure the amount of blood flow through the arteries

and veins, usually those that supply blood to the limbs

“HPRA” The Health Products Regulatory Authority of Ireland

“Hyperbaric Oxygen Therapy” A therapy involving the breathing of a pure oxygen in a

pressurised environment which can be used to treat non-healing

wounds among other conditions.

“Breakthrough Device
Designation”
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“ISO” International Organisation for Standardisation, an independent,

non-governmental, international organisation that develops

standards to ensure the quality, safety, and efficiency of

products, services, and systems.

Medicaid the US’ federal and state programme, managed by each state

according to federal requirements, to assist with healthcare

costs for people with limited income and resources

Medicare the US’ national health insurance programme covering people

over the age of 65 and certain others under the age of 65 due to

a disability or another special situation

“MHRA” The UK Medicines and Healthcare products Regulatory Agency

“MSI” multi spectral imaging, the capture of image data across a range

of wavelengths of the electromagnetic spectrum. When applied

to wound imaging, MSI applies multiple wavelengths to capture

image data of tissue across several layers of penetration

“NHS” the UK National Health System

an optical technique used to detect volumetric changes in blood

in peripheral circulation

“Proof of Concept” evidence, typically deriving from an experiment or pilot project,

which demonstrates that a design concept or business proposal.

is feasible

“QMS” Quality Management System

“SaaS” Software as a Service

transcutaneous oxygen measurement (TCOM) is a non-invasive

method for monitoring of oxygen and carbon dioxide levels

through the application of electrodes which measure the

pressure of oxygen through the skin

“Venous leg ulcers” an open wound in the skin of the lower leg caused by high blood

pressure in the leg veins

“PPG” or

“Photoplethysmography”

“Trans-cutaneous oxygen
measurement”

18

174864      Proof 10 Tuesday, June 15, 2021 15:44



PLACING STATISTICS AND EXPECTED TIMETABLE
OF PRINCIPAL EVENTS

PLACING STATISTICS

Valuation prior to Admission at the Placing Price (assuming exercise of all

Share Options) £95 million

Placing Price (per share of New Common Stock) 59 pence

Existing Common Stock 117,009,267

New Common Stock being placed on behalf of the Company1 19,067,797

Common Stock in issue immediately following Admission 136,077,064

Market capitalisation on Admission at the Placing Price £80.3 million

Share Options outstanding on Admission 43,549,926

Fully diluted Common Stock following Admission (assuming exercise

of all Share Options) 179,626,990

Market capitalisation on Admission at the Placing Price (assuming exercise

of all Share Options) £106.0 million

New Common Stock as a percentage of the Enlarged Share Capital 14.0 per cent.

Gross proceeds of the Placing receivable by the Company £11.3 million

Estimated net proceeds of the Placing receivable by the Company £9.5 million

ISIN USU8457V1099

SEDOL BKY4VZ9

TIDM SMD

LEI 213800VXW1FVGWTCKL44

Note:
1. This figure includes the EIS/VCT New Common Stock

EXPECTED TIMETABLE OF PRINCIPAL EVENTS

Publication date of this document 16 June 2021

Unconditional issue of the EIS/VCT New Common Stock 20 June 2021

Conditional issue of the New Ordinary Shares (other than the EIS/VCT

New Common Stock) 22 June 2021

Admission and dealings commence in the Common Stock on AIM 8.00 a.m. on 22 June 2021

Expected date for CREST accounts to be credited with 

Depositary Interests in respect of New Common Stock 22 June 2021

Despatch of definitive share certificates for New Common Stock in 

certificated form (where applicable) By 6 July 2021

Notes: All references to time in this document are to London time unless otherwise stated. Each of  the
above times and/or dates is subject to change at the absolute discretion of  the Company and SP Angel.
If  any of  the above times or dates should change, the revised times and/or dates will be notified by a
Regulatory Information Service announcement.
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PART I

INFORMATION ON THE GROUP

1        Introduction

Spectral is part of a predictive analytics group that develops proprietary AI algorithms and optical

technology to help clinicians make more accurate and faster treatment decisions in the wound care

sector.

Using its DeepView® Wound Imaging Solution, an internally developed AI technology and multispectral

imaging which has FDA Breakthrough Device Designation status, the Group is able to distinguish

between damaged and healthy human tissue invisible to the naked eye, providing ‘Day One’ healing

assessments for burn wounds and diabetic foot ulcers (DFU).

Spectral is headquartered in Dallas, Texas, in the United States of America. The Group has received

substantial support from the US government for its application to burn wounds from agencies such as

Biomedical Advanced Research and Development Authority (BARDA), National Science Foundation

(NSF), National Institute of Health (NIH) and Defense Health Agency (DHA). Spectral currently has

signed contracts in respect of the period from 12 November 2009 to 31 December 2022, with a total

value of US$75.9 million with significant potential future funding that remains to be awarded.

The Group is seeking admission to AIM to provide further funding to undertake clinical trials for the DFU

application, which is a larger market than burn wound assessment, in the US, UK and EU and to

develop a UK-based EMEA headquarters to support CE-Mark approval and commercial expansion.

2        History and background of the Group

Spectral was established through the technology transfer department of the University of Texas

Southwestern with its operating subsidiary being incorporated in the State of Delaware in 2009. The

Group’s initial focus was to provide clinicians with the ability to understand and predict pressure ulcers

for bed-ridden patients. NSF grants supported these endeavours until the Group’s focus shifted to

providing healing assessments for burn wounds.

From 2013 to 2019, the Group engaged in and completed a BARDA contract valued at US$26 million,

referred to as BARDA Burn I, to investigate the use of its technology as a surgical-triage tool for burn

victims in a mass casualty event.

In 2018, the FDA designated the DeepView® technology with Breakthrough Device Designation status

for its burn indication. It is not common for a medical technology to have gained such prestigious

acknowledgement and therefore this status not only emphasises the FDA’s recognition of DeepView®’s

scientific and technological value, but also provides the Group with an expedited regulatory framework

for the burn application and guaranteed Medicare reimbursement for a period of four years post FDA

approval.

Stemming from the completion of BARDA Burn I, the Group focused its technology on the integration

of multi-spectral imaging and AI algorithms and began exploring other clinical applications, such as

DFUs and level of amputation selection. In July 2019, the Group entered into a second contract with

BARDA, referred to as BARDA Burn II, to further develop the DeepView® technology as a medical

countermeasure for mass casualty events. The performance period for this contract is four and a half

years and is valued at up to US$88.7 million. On 22 March 2021, the Group signed an agreement to

enter into Option 1a of the BARDA contract, further details of which are set out in paragraph 5 of Part I.
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The multi-generational development of the Group’s optical technology is as follows:

Generational 
Advancements Technology FDA Clearance Date

DeepView® Gen 1 Photoplethysmography (PPG) 2013

DeepView® Gen 2 PPG and Multi-Spectral Imaging (MSI) 2017

DeepView® Gen 3 MSI and AI Algorithms Target third quarter of 2022 for DFU indication

Figure 1 – Timeline showing Deepview® multi-general development and BARDA contracts

In addition to the BARDA contract, the Group conducted an early Proof of Concept study for DFU in

2019 and made the decision to pursue DFU as the first commercial application for the DeepView®

technology. The decision to pursue DFU commercially was due to the large total addressable market

and promising results from the Proof of Concept study. The Group also engaged in a US$1 million

contract with the DHA to explore the use of DeepView® as a peri-operative burn surgery tool for the US

military. Phase II of this contract with DHA expired on 26 January 2021 and the Group expects to enter

into a future Phase III contract in due course.

3        Business overview

3.1     Unmet Clinical Need

To the Group's knowledge, there are no diagnostic imaging products that provide clinicians with

an objective and immediate assessment of a wound’s healing potential and which benefit from

the application of AI. Currently, healthcare professionals rely on their experience and subjective

assessments to determine if wounds, such as burn injuries and DFU, will respond to therapeutic

treatment.

Burn

In the US and UK, respectively, there are over 490,000 and 87,000 burn victims who receive

emergency medical treatment each year. Burn victims have varying degrees of tissue damage

upon initial admission to the emergency room and burn surgeons must evaluate tissue viability

as either healing or non-healing to determine what areas of the burn wound must be surgically

excised for grafting. Management has identified that clinicians have a 50 to 70 per cent. accuracy

in assessing the viability of burned tissue. Physicians typically admit the patient for a period of up

to 21 days to wait for the viable tissue to present itself as healing or non-healing before taking

the patient to surgery. Unfortunately, this “wait and see” period comes at an above average cost

for the facility and duress for the burn victim. Currently, the average hospital stay is 8.1 days with

an average cost of approximately US$24,000. DeepView® provides the physician with a ‘Day

One’ healing assessment and enables the physician to triage the patient to the appropriate
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setting sooner, in addition, the technology assists the physician in accurately determining which

areas of the burn wound are appropriate for excision and grafting.

DFU

Diabetes (type 1 and type 2) affects over 34 million people in the US alone and more than 460

million people worldwide. A further 88 million adults are affected by prediabetes in the US. DFU

is a severe chronic diabetic complication that consists of lesions in the deep tissues associated

with neurological disorders and peripheral vascular disease in the lower limbs. It is the most

frequently recognised, complex and costly symptom of diabetes and can lead to limb amputation

if left undiagnosed, misdiagnosed or untreated.

There is a large and growing number of diabetic patients who suffer from DFU, with over

4,000,000, 200,000 and 1,000,000 receiving treatment in the US, UK and EU4 respectively every

year. However, there is currently no effective diagnostic pathway for DFU patients in the US, the

UK or EU4. In the US, patients must undergo standard wound care therapy for 30 days prior to

receiving advanced wound care therapy (negative pressure wound therapy, synthetic skin

substitute grafts, and hyperbaric oxygen therapy).

Many of these chronic wounds will not respond to standard wound care therapy and would have

benefited from advanced wound care therapy on ‘Day One’. Further complicating this clinical

issue, management has identified that clinicians’ wound healing predictions have a 50 per cent.

accuracy rate. DeepView®’s primary objective is to provide physicians with a healing prediction

that enables them to therapeutically intervene earlier in the patient’s care pathway. Unfortunately,

diagnostic tools to assess the healing potential of DFUs, such as trans-cutaneous oxygen

measurement (TCOM), ankle-brachial index (ABI), and doppler ultrasounds do not provide a

wound healing prediction. These systems are often inaccurate and only provide a range of values

that indirectly correlate to wound healing. As noted in Part 4.2 of the Expert’s Report, all current

systems claiming to be effective in determining DFU healing potential measure only one

physiologic parameter, however, the Company believes that a single parameter cannot effectively

discriminate healing from non-healing DFUs. The American Heart Association stated in a 2019

scientific summary that “No single vascular test has been identified as the most important

predictor of wound healing or major amputation for the threatened limb.” In the US, DFU patients

have an annual cost of up to US$63,100 per patient and see an outpatient provider, on average,

15.5 times per year. Non-healing DFUs in the UK are reported as being four times more

expensive than DFUs that heal. DeepView® aims to reduce waiting times, minimise patient costs

and lower the probability of infections by offering advanced wound care therapy on ‘Day One’.

3.2     DeepView® in Practice

DeepView® is a predictive analytics platform that combines AI algorithms and medical imaging

for wound prediction. It is non-invasive, non-radiation, non-laser and does not require the use of

injectable dye. This integration can be characterised into four distinct components: DeepView®

imaging, data extraction, AI model building and AI wound healing prediction.

–        The DeepView® imaging technology consists of patented proprietary multi-spectral optics

and sensors that can classify wound tissue physiology and capture the viability of various

biomarkers within the skin. The imaging technology extracts appropriate clinical data,

processes the image and displays a comparison of the original image next to an image

with a colour overlay of the non-healing portions of the wound. The image acquisition takes

0.2 seconds and the output takes approximately 20 to 25 seconds.

–        DeepView®’s proprietary optics are able to extract millions of data points or AI model

features from each raw image. This information is then used to build and continually

improve the AI model which, is trained and tested against a proprietary database of more

than 53 billion pixels with ever-growing clinically-validated data points.
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–        The AI algorithm then produces a wound healing prediction in the form of an objective,

accurate, and immediate binary wound healing prediction. This prediction is graphically

represented to the clinician through a coloured overlay of the original image that annotates

the non-healing portion of the wound.

Figure 2 – Illustration of  DeepView®’s binary decision assist output where the coloured region marks
the predicted non-healing portion of  the wound

DeepView® is designed to allow the clinicians to make a more accurate, timely and informed decision

regarding the treatment of the patient’s wound. In the case of DFUs, a non-healing assessment would

provide the physician with the appropriate justification to use an advanced wound care therapy on ‘Day

One’ as opposed to waiting 30 days and potentially losing the patient to follow-up or risking patient non-

compliance with standard wound therapy. The current clinical accuracy of DeepView® is 83 per cent. for

DFUs1. For burn wounds, the clinician can make an immediate and objective determination for

appropriate candidates for surgery as well as determining what specific areas of the burn wound will

require skin grafting. DeepView®’s current accuracy for burn wounds is 91 per cent., compared with

current physician accuracy of 50 to 70 per cent.2 DeepView® demonstrates a much higher diagnostic

accuracy for burn wounds and DFUs.

Figure 3 – Comparison of  DeepView® vs Standard of  care for Burn and DFU wound assessment

Burn                                                                  DFU

Current Time to Decision 21 Days                                                           30 Days

DeepView® Time to Decision Day 1                                                               Day 1

Current Clinical Accuracy 60 per cent.                                                      50 per cent.

DeepView® Accuracy 91 per cent.3                                                    83 per cent.4

DeepView® Estimated Cost savings ~US$14,500 per stay       To be determined during clinical trials

3.3     Artificial Intelligence and Data Repository

The Group is developing the only AI enabled predictive wound healing diagnostic imaging

technology that translates raw physiological data/images into an output providing ‘Day One’

healing assessments for wound care. Through its strategic partnerships with multiple clinical and

academic partners, Spectral is able to access large, diverse and specific sets of wound data

inputs to develop, validate and improve its DeepView® algorithms efficiently and effectively. The

Group believes it has the pre-eminent proprietary clinical wound database. The depth and quality

of Spectral’s proprietary data is critical to develop a leading wound assessment technology with

demonstrated clinical need across burn, DFU and other indications with a positive impact on

health economics and patient outcomes, while safeguarding patient data and privacy.
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2      Data from Spectral’s IRB approved Proof of Concept Clinical Study

3      Data from Spectral MD’s IRB approved Proof of Concept Clinical Study

4      Data from Spectral MD’s IRB approved Clinical Trials at multiple sites



3.4     Clinical Validation and Regulatory Pathway

The development and regulatory planning for the current generation of DeepView® follow a

standard process that has been initiated with regulatory governing bodies early in the product

development cycle. Based on the evaluated risk of the technology, the Group believes that

DeepView® will be a Class II DeNovo classification for FDA approval and has received a

recommendation from HPRA for a Class IIa designation for CE Mark approval in the EU.

The Group intends to present the DFU application as the first indication for regulatory approval

in the US, UK and EU4. The burn indication for use would follow on as a 510(k), supported by

clinical data that is evaluated by a methodology similar to DFU. The burn indication received

Breakthrough Device Designation status from the FDA in 2018 and provides the Group with an

expedited pathway for potential approval. The Group intends to also apply for FDA Breakthrough

Device Designation status for the DFU indication for use in 2022. Furthermore, the Group

employs a full-time regulatory affairs team and has employed a regulatory consultant to help

identify and mitigate regulatory risk.

The Group has initiated a data collection study for DFUs across multiple wound care centres and

podiatry practices in the US to train the AI algorithm and intends to expand the data collection to

other sites within the EU4 and UK. The Group estimates that the training study will enrol

150 patients and has 108 patients enrolled as of 8 June 2021. The training study will incorporate

five clinical sites throughout the US, UK and EU4 that will provide sufficient geographic and

demographic variability into the data set. The principal outcome of this data collection study is

two-fold: compile a diverse and robust collection of DFU images and respective physiologic multi-

spectral data and second, develop a machine learning algorithm that can accurately assess the

healing potential of DFUs.

Once the training study is complete, the Group will conduct a validation study of 150 DFU

patients to determine the overall efficacy of DeepView®’s technology. The intention of the

validation study is to test the algorithm’s wound healing prediction capability on a new set of

patients. The Group will conduct a pre-submission meeting with the FDA to ensure that the

design of the validation study will meet the evidentiary requirements for the FDA. Most likely,

enrolling sites from the training study will be used in the validation study. The output from the

validation study will be used to support the FDA and CE Mark regulatory approval applications

which are expected to be submitted in 2022. The Burn application will follow a similar clinical and

regulatory framework with forecasted FDA clearance in 2023.

Successful completion of the study can be characterised by the successful enrolment and data

acquisition of all 300 subjects for the training and validation study. A second key expectation from

the study is the development of a machine learning algorithm that attains a degree of accuracy

in wound healing prediction that is an improvement to the current accuracy of the DFU algorithm

(around 83.5 per cent.). Though the Company cannot predict the exact accuracy and outcome of

the validation study, the Company feels that an accuracy rate that is comparable to the burn

algorithm (approximately 90 per cent.) is not only achievable, but will provide a strong argument

for FDA and CE Mark approvals.

The Group recognises that establishing the clinical foundation is key to the successful

commercialisation of the technology. The Group will establish this foundation by:

–        obtaining the input and clinical buy-in of physician key opinion leaders in wound care and

burn surgery;

–        attending trade shows to showcase the Group’s technology (American Burn Association,

Southern Burn Association, American College of Cardiology, and Society for Advanced

Wound Care); and

–        publishing results in peer-reviewed journals (Journal of Wound Care, Journal of Vascular

Surgery, Journal of Burn Care & Research).
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3.5     Commercialisation and Revenue Strategy

US

The Group intends to sell the DeepView® technology using a sales force to inpatient and

outpatient sites of care throughout the US. Podiatry practices are typically the first line of

specialty care for DFUs in the US, but vascular and cardiology groups and outpatient wound

centres also treat wounds. Sales will initially target podiatry practices presiding in areas with high

prevalence of diabetes such as the south and southeastern areas of the US. Large hospital

systems with outpatient wound care centres will also be targeted as they serve a large volume

of DFU patients. The solution will have two revenue streams, a SaaS (software as a service)

model and a capital sale component. The SaaS model will feature a fixed annual software

licensing fee and a variable per-image fee that includes maintenance, image hosting, access to

the artificial intelligence algorithms and access to algorithm updates. The capital sale component

will be competitively priced so as to not become a barrier for independent practices and clinics.

The Group expects to start hiring and scaling a sales team in 2022 to market DeepView®

technology to US customers. The sales team will consist of a district manager, account executive

and technical field engineer to service the account and technology as well as having sales and

relationship responsibility for their respective geographies. For the burn indication, the primary

customer base will be emergency departments located in approximately 5,400 federal and

community hospitals throughout the US. Commercial sales are expected to commence in 2022

for the DFU application and 2024 for burns, although the burns application is expected to

continue to attract considerable government funding through BARDA, having recently elected to

enter Option 1a, and Project BioShield prior to commercial sales.

UK and EU4

The Group expects to engage contract sales organisations to distribute DeepView® throughout

the UK and EU4. Preliminary discussions with distributors are expected to occur during 2021 to

determine which organisation possesses the key relationships and insights for selling diagnostic

systems within their respective countries. The Group will focus its commercial strategy on the UK

and Germany in the second half of 2023, with France, Italy and Spain to follow in 2024. Similar

to the US, the primary customer base for the DFU application in Europe will be outpatient wound

centres and secondary sites of care that have a high-volume of DFU patients. The Group also

expects to engage a market access consulting firm to help navigate the various regional tender

and contracting entities within each country.

3.6     Reimbursement

US

Medical services in the US are typically reimbursed through government insurers such as

Medicare and Medicaid (CMS) and private insurers such as Blue Cross or United Healthcare.

Each of these insurers recognise current procedural terminology (CPT) codes that reflect medical

services and products and pay at a rate that is fixed on a geographic basis (Medicare) or at a

contracted rate between individual hospitals and private insurers. These codes form the basis for

physicians and hospitals’ revenue generation. Each individual insurer sets forth coverage policies

that dictate the extent that medical services are covered for their given populations. For the

Group to access the US healthcare market, it have must have a plan to obtain coding, coverage

and payment for the use of its technology.

In the fourth quarter of 2020, the Centers for Medicare and Medicaid proposed a guaranteed

reimbursement pathway for all FDA Breakthrough Designated technology. The Medicare

Coverage of Innovative Technologies or MCIT, sets forth a pathway for technologies to receive

coding, coverage and payment for a period of up to four years post-FDA approval. The Group

expects that the rule will be finalised in the fourth quarter of 2021 and will pursue the MCIT
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pathway for the burn application. The Group also expects to apply for CMS’ New Technology

Add-On Payment (NTAP) as its Breakthrough Designation already fulfils CMS’ requirement for

demonstrating substantial clinical improvement. NTAP is a payment mechanism that allows

hospitals to be reimbursed at an amount additional to the standard fixed payment fee.

DeepView®’s burn application has the FDA breakthrough designation and is eligible for MCIT.

Currently, CMS does not have specific details on the MCIT pathway, however, under the

proposed rule for MCIT, the burn application will have a unique code, national coverage policy

and payment that is specific to the burn application.

The Group believes that DeepView®’s DFU application is best represented by an existing CPT

code and established insurance coverage policies as opposed to creating a new code and

coverage policy from scratch. Initially, the Group will use CPT code 93923 (code for physiologic

test of lower extremity) which the Group believes most accurately reflects the resources, skill and

time of the physician using the technology. In the long-term, the Group has plans to establish a

separately billable, unique code for the AI analysis portion of the DeepView® technology.

In the US, coverage for Medicare and Medicare Advantage patients is governed by 12 local

administrative contractors with responsibility for establishing policies for their respective

geographies. Each of these contracted entities have separate policies for Non-invasive

Physiologic Studies of the Lower Extremity Arteries. These policies dictate coverage for

technologies used in wound healing prediction, such as ankle-brachial index testing, doppler

ultrasounds and trans-cutaneous oxygen measurement. Upon FDA approval, the Group will seek

an amendment to the existing policy to cover use of DeepView® for wound healing prediction.

Furthermore, the Group intends to collect and publish clinical and economic data from the

validation study to support coverage and reimbursement from public and private payers in the

US. Central to this strategy is the direct engagement with reimbursement consultants who have

deep professional experience in coverage policies and the evidence requirements to obtain

coverage for diagnostic imaging technology. In parallel with the public payer strategy, the Group

will approach private payers, such as Blue Cross/Blue Shield, Cigna, Humana, and United Health

to acknowledge and cover the use of DeepView® for DFU wound healing prediction.

The National Medicare Physician payment for CPT code 93923 for 2020 is US$134 per use. The

use of CPT code 93923 in an outpatient would map to ambulatory patient code (APC 5721) with

an average national reimbursement of US$140 per use. In the in-patient setting, payment for the

use of DeepView® would be included in the Diagnosis Related Group payment to the hospital and

the physician would bill the professional portion of the CPT code. Commercial payment rates are

dependent on pre-negotiated and contracted rates between the individual practice and insurance

carrier. In addition to the pre-existing code (93923), the Group is seeking a reimbursement code

to account for the AI analysis of DeepView®. The Group estimates the reimbursement of the AI

analysis to be between US$300 and US$500 per scan. At this rate, the use of the DeepView®

technology is expected to provide an economic benefit to a typical podiatry clinic from the first

year of sale. There is scope to increase this rate in certain indications, such as surgical planning,

whereby the use of the Group’s technology remains cost-effective against current standard-of-

care.

UK and EU4

The Group recognises and understands that the reimbursement landscape for the UK and EU4

varies within each geography. The disparity in the levels of economic and clinical evidence

required to support coverage and reimbursement for DeepView® across multiple geographies

poses a risk to Spectral’s commercialisation. The Group plans to mitigate this risk using three

tactics: develop relationships with Key Opinion Leaders and develop clinical study engagement

in future commercially targeted territories (UK and Germany), engage market

access/reimbursement consultants with experience in evidence requirements for coverage, and

seek input from and engage regulatory organisations such as the National Institute for Health and

Clinical Excellence and the Institute for Quality and Efficiency in Healthcare in Germany. These
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mitigating tactics share one binding purpose: to ensure that the appropriate level of clinical and

economic evidence is proactively and accurately captured throughout the entirety of the clinical

study. Furthermore, the Group plans to hire experienced personnel in the UK to drive the Group’s

regulatory efforts to ensure timely commercialisation.

3.7     Market and Competition

To the Group’s knowledge, a predictive wound healing diagnostic imaging technology is not

available to clinicians who treat wounds. DeepView®’s competitive advantage is that it is the only

AI-enabled wound imaging technology that translates raw physiological data/images into an

output that is directly correlated to wound healing.

Several companies have developed wound imaging systems for burn injuries and DFUs however

these systems incorporate technology such as spatial frequency domain imaging, thermal

imaging, photographic documentation, hyperspectral imaging, and near-infrared imaging that

provide physiologic data to the physician. Ultimately, this physiologic data only provides an

indirect linkage to wound healing and does not display a binary result of “healing vs. non-healing”.

Furthermore, the majority of systems in the wound care space are merely documentation tools

that record measurements of the wound for health record purposes and still rely upon subjective

clinician opinion for treatment decisions. The advent of a novel technology such as DeepView®

not only has the potential to disrupt the therapeutic pathway within the wound care market, but

also creates a new diagnostic market for wound care that did not exist previously for clinics and

physicians.

A summary of some of the existing wound imaging technologies for burn injuries and DFUs are

set out below, further details of which are included in the Expert’s Report in Part III of this

document.

Parable Health, Inc: Provides a wound care software solution involving digital wound

documentation, collaboration and management for mobile devices and tablets. The Parable

Health system does not have regulatory approvals as a medical device and whilst it may simplify

diagnostic and monitoring procedures, it appears to still rely upon the subjective clinician opinion.

HyperMed Imaging, Inc: Has developed a handheld diagnostic imaging device that is used to

assess tissue oxygenation. The technology has FDA 510(k) clearance and CE-mark approvals

however it does not appear to have the same level of sophistication or diagnostic capability as

DeepView®.

Perceptive Solutions, Inc: Provides a 3D wound imaging software solution for improved

electronic medical records, however does not appear to have any diagnostic capability to inform

clinical decisions.

Hitachi Healthcare Americas Corporation: Has developed Noblus Wound Care Wound-

Mapping® Ultrasound Assessment for DFU. The system can provide information regarding tissue

thickness, blood flow and bone invasion (osteomyelitis). These can assist clinicians in decision

making but do not appear to be as sophisticated as DeepView® and still require subjective triage

by the clinician for treatment.

Tissue Analytics, Inc: Provides a mobile phone or tablet imaging application that generates a

3D image of a wound for accurate measurement and tracking of healing, however it does not

appear to provide any predictive capability for wound healing or treatment triage.

Healthy.io Ltd: Uses smartphones as a medical device. It has CE marking and FDA registration

and is generating standardised digital records of wound progression to track wound healing over
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time and assist in better clinical decision making. It does not appear to have predictive capability

for wound healing.

4        Key Strengths

The Directors believe the Group has several key strengths which will help it to maintain and grow going

forward. The principal strengths are as follows:

Market Leading Technology

Spectral has developed proprietary AI algorithms and optical technology to assist clinicians to make

more accurate, better and faster treatment decisions for managing wounds. This technology is the

result of ten years of research and development, thousands of hours of user feedback, and most

importantly, the continual commitment to ensuring that the output from DeepView® answers a clinical

question that is meaningful to a physician. There are two technologies that are fundamental to

DeepView®’s performance: AI and MSI.

Spectral owns and controls the entirety of its data pipeline. The Group does not rely on stock images

or databases for its algorithms, only images and data that the solution collects in a controlled clinical

environment. All optical technology has been developed in-house and is specifically engineered to

collect the data.

Figure 4 – DeepView® Generation 3

Unmet Clinical Need

The biggest unmet need for clinicians treating DFU and burn wounds is the lack of a diagnostic tool that

provides an objective wound healing determination on ‘Day One’. While burns and DFU’s appear to be

very different types of wounds, they are in fact similar from the perspective of assessment and

diagnosis. The treatment pathways for each of these wounds can be generally characterised by a

subjective initial assessment from the physician followed by multiple days of clinical observation to

assess whether or not the wound responded to treatment. Both are primarily staged by their penetration

depth into the skin and involvement of tissues below the skin in severe cases. Both DFUs and burns

are diagnosed by expert clinical opinion without the aid of objective diagnostic tools that provide a

wound healing prediction. Furthermore, the current methods of diagnosis rely on a “wait and see”

approach that result in prolonged hospital stays and costly delays in the delivery of definitive treatment.

The Group’s goal is to eliminate these costly delays between initial screening and the delivery of a

definitive treatment through the use of AI algorithms applied to its proprietary multispectral wound

images.

This unmet need for effective and efficient assessment and treatment of burn wounds is recognised by

BARDA, as demonstrated by the significant and continuing investment received by the Group to date.
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Significant Market Opportunity

Geography – DeepView® has the potential to service a large total addressable market. The Group

estimates that there are over 57,000 sites of clinical care in which the technology could be placed in the

US and over 20,000 sites across the EU4 and UK. For all geographies, these sites include both acute

inpatient hospitals and outpatient sites of care, in order to include physician offices. As the Group

expands from the US into the UK and EU4, the Group will consider follow-on markets for commercial

expansion, including China, South Korea, Japan, the Middle East, and South America.

Pipeline Applications – Though the Group is currently focused on the DFU and burn applications for

DeepView®, there are pipeline applications that the Group is considering for future commercialisation.

For example, the Group has explored the technology’s potential in diagnosis for venous leg ulcers,

critical limb ischemia, level of lower limb amputation selection, post-operative perfusion assessment for

peripheral interventions, and military applications. For all future pipeline applications, the Group

believes that the technology would remain constant, however, the Group would need to conduct a

clinical study to collect enough patient data to appropriately support algorithm development for each

new application. These new algorithms could easily be uploaded to existing machines in the future.

From a regulatory perspective, the Group believes that these follow-on applications would all follow a

similar 510(k) approval process.

The Group is also exploring the potential to develop a direct to consumer strategy which does not

require access to the DeepView® image capture system. The intention is for individuals to use their

smartphone to capture and upload wound images to a cloud-based server, whereby the Group can run

the wound prediction algorithm and individuals can subsequently receive an electronic report indicating

if the wound requires a clinical follow-up. At home image capture would reduce the burden of visiting

the clinic especially in DFU patients who may have restricted mobility.

Existing and future revenue base from long term US Government Contracts – BARDA

Since 2013 the Group has secured US$115.9 million in government contracts, primarily from BARDA

which accounts for US$114.7 million. This has allowed the Group to develop its technology and

continue with clinical trials. Between 2013 and March 2021, the Group had received up to US$74 million

in contracts (of the approximately US$115 million contracts awarded) from BARDA. The Group is

currently in its second contract with BARDA, referred to as BARDA Burn II, which was signed in July

2019 and is due to complete in November 2023. The total expected revenue from this contract is

approximately US$89 million. Under this contract the Group will further the design, develop the AI

algorithm and obtain FDA approval for the latest generation of the DeepView® technology. Further

information on the BARDA contract is included below in paragraph 5 of Part I.

Significant Wound Data Repository from Artificial Neural Network

The Group has collected over 53 billion pixels of data through its proprietary optics at various time

intervals. The data collection to clinical output, the flow, quality and control of the data pipeline is

managed entirely by the Group. The DeepView® technology uses deep learning on its wound data

repository to recognise pattern information and correlations from image inputs and produce reliable and

reasonable assessment for clinicians to make accurate and faster treatment decisions. The Group

believes that its strategic partnerships with various leading medical institutions and healthcare providers

in US and Europe would enable it to access high quality image data and build the world’s leading wound

biopsy tissue database. The Group’s AI algorithms are designed and trained to the clinical ground truth

that has been verified and vetted by various US government agencies and leading clinicians in their

respective fields.
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Strategic Partnerships

Spectral has developed strategic partnerships with multiple clinical and academic partners. In the US,

the Group has engaged with Wake Forest Medical Center in North Carolina, University Medical Center

New Orleans in Louisiana, and Medstar Washington in Washington DC as enrolling sites for the burn

study. The Group has also entered into initial discussions with Massachusetts General Hospital, the

teaching hospital of Harvard Medical School, and UAB Medicine at the University of Alabama at

Birmingham. The Group has engaged Baptist Medical Center in Alabama to commence an IRB-

approved multi-center study of DFU wound care. In the EU and UK, the Group has engaged in a clinical

partnership with the Royal College of Surgeons Ireland and globally-recognised wound care physician,

Professor Keith Harding of Cardiff University. These institutions provide the Group with the opportunity

to collaborate with leading wound care providers to develop an effective early stage wound assessment

technology.

Proven Experienced Management Team

The Directors and the senior management team have significant experience in the technology and

healthcare sectors, with a track record of successful entrepreneurship, operational acumen, strategic

relationships and ability to understand and navigate the complexities of healthcare. The Directors also

bring significant expertise from previous public company experience along with financial, governance

and technical oversight.

Details of the Directors and senior management team members are set out in paragraph 10 of Part I of

this document.

Advisory Board

Spectral has established an Advisory Board composed of industry experts and opinion leaders that will

raise the Group’s profile. Its members will provide the Group with external, industry-specific

perspectives and technical support. Details of the Advisory Board members are set out in paragraph 10

of Part I of this document.

5        The BARDA Contract and Project BioShield Act

The Subsidiary entered into a first contract with BARDA in 2013 to develop a burn imaging diagnostic

technology. BARDA Burn I is a research and development contract. The contract commenced in

September 2013 to cover base performance through to December 2014. In January 2015, BARDA

exercised the first option of the contract for prototype build and validation and in September 2017

exercised the second option of the contract for full human clinical trials. The total value of this first

contract with BARDA was US$26 million and completed in January 2019.

In July 2019, the Group entered into a second contract with BARDA. Under BARDA Burn II, BARDA

agreed to provide base period funding for the continued development of the next generation of

DeepView® Wound Imaging Solution for faster, more accurate performance to assess the healing

potential of burn wounds. The period of performance of the contract is from July 2019 to November

2023 with the total amount obligated by BARDA during the base period, being from July 2019 to the end

of April 2021, up to US$27 million. Following the base period, there are Options 1 and 2 for verification

and validation studies that may be exercised by BARDA.

The goal of Option 1 is to successfully assess the burn market, test the number of study subjects at

multiple clinical sites and optimise the algorithm development to a clinically relevant statistical endpoint.

Option 1 is split into Options 1a and 1b. 1a was exercised by BARDA on 22 March 2021 and will have

a duration of twenty months (1 May 2021 to 30 September 2022).

During Option 1a, up to five clinical sites will be initiated and approximately one hundred adult and

paediatric patients will be enrolled for the algorithm training study. The deliverable for Option 1a is a

completed design of the Machine Learning algorithm, optical, hardware and software components of

the DeepView® technology where the Group aims to demonstrate that the specificity of the DeepView®
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burn healing assessment is superior to the specificity of the clinicians’ burn healing assessment, while

having equivalent sensitivity.

Upon approval from BARDA, and subject to the outcome of the clinical training studies in Option 1a,

Option 1b will commence and have a duration of ten months, beginning at or around the mid-point of

Option 1a (1 March 2022 to 31 December 2022). Option 1b will encompass up to ten clinical sites,

including the clinical sites during Option 1a and up to five additional clinical sites. Option 1b will target

enrolment of up to one hundred and fifty adult and paediatric patients.

Option 2 is the final stage of the current BARDA contract and involves preparing the DeepView®

technology for sale in the US including clearance from the FDA and ensuring that the Group and its

partnerships have the manufacturing capabilities for widespread sales.

Figure 5 – Summary of  BARDA Burn II contract

                                                                              Base          Option 1a          Option 1b            Option 2

Start Date                                                    01/07/2019        01/05/2021        01/03/2022        01/01/2023

End Date                                                      30/04/2021        30/09/2022        31/12/2022        01/11/2023

Total Value

(in US$ million)                                                       27.3                   20.6                   18.8                   21.9

Following completion of the BARDA Burn II contract in 2023, the Board expects DeepView® technology

for burn wound assessment to be procured by BARDA under the Project BioShield Act with anticipated

value of up to US$400 million. The Project BioShield Act is an Act passed by US Congress in July 2004

authorising a ten-year commitment of US$5.6 billion for the development and purchase of priority

medical countermeasures to protect the US against a chemical, biological, radiological, or nuclear

attack. In March 2013, the US Congress extended Project BioShield for another five years with US$2.8

billion funding under the Pandemic All Hazards Preparedness Reauthorisation Act of 2013. In June

2019, the US Congress provided further ten-year funding and increased Project BioShield’s budget

authorisation by US$7.1 billion under the Pandemic and All-Hazards Preparedness and Advancing

Innovation Act of 2019.

Since Project BioShield was signed into law in 2004, BARDA has supported 27 projects under Project

BioShield authorities and added fifteen products to the Strategic National Stockpile. Ten of those

products have achieved FDA approval and the others are available under FDA Emergency Use

Authorisation guidelines.

Senior management feels confident that the product will be procured under Project BioShield due to

three factors:

–        the Group has had a long-standing relationship with BARDA and a history of funding and

completed contracts that support the thermal burn medical countermeasure portfolio;

–        BARDA has demonstrated a commitment to fulfilling and maintaining the procurement

requirements for the US’ medical countermeasures against thermal burn events. Four products

to treat thermal burn injuries have been awarded Project BioShield contracts; and

–        DeepView® is the only advanced imaging technology to assess burn depth and severity under

consideration from BARDA. Furthermore, DeepView® has the potential to bolster the existing

portfolio of thermal burn products through. DeepView®’s Day One healing prediction fulfils a

critical gap in BARDA’s burn portfolio by identifying appropriate surgical candidates, thus

expanding surgical bandwidth and prioritising the allocation of burn treatments.

6        Manufacturing Arrangements

The Group currently outsources all of its manufacturing through a contract manufacturing service.

Cobalt Production Solutions (“Cobalt”) is a contract manufacturer that is based in Plano, Texas and has
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been working with the Group since February 2020. Cobalt is involved with manufacturing the current

generation DeepView® technology and will continue to do so for the foreseeable future.

In addition to Cobalt, the Group integrates several other highly specialised contract manufacturers in

the areas of optics, technology design, and electronics. The Group employs experienced regulatory and

quality control personnel to ensure that manufacturing processes and quality management systems are

in compliance with FDA and CE Mark regulations and standards. As the Group expands into the

European market, the Group will most likely consider manufacturing devices in the EU in preparation

for commercialisation. The Group does not have plans to develop its own manufacturing facility at this

time.

7        Intellectual Property

The Group’s technology is protected with issued and/or allowed patents across five families of active

patents:

–        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

The Group currently has five issued and allowed US Patents with eight US patent applications pending.

The Group has two issued and allowed international patents with 12 foreign and international patent

applications pending.

The Group’s granted patents to date are set out below:

Patent Number Country Issue Date Protection Brief  Description

ZL201580070907.8 CN 6 August 1st gen/design arounds Tissue classification according

(SPCT.005CN) 2019 to different clinical states

based on a combination of

multispectral imaging (MSI)

and photoplethysmography

(PPG)

9,717,417 US 1 August 1st gen/design arounds Generation of a classified

(SPCT.034C1) 2017 image of tissue including 

excised skin and burn regions

using MSI based on sequentially

emitted wavelengths

9,962,090 US 8 May Current product/uses Generation of a classified

(SPCT.034C2) 2018 image of tissue including

debrided skin and wound 

regions using MSI

6785307 JP 28 October Current product/uses Generation of a classified

(SPCT.034JP) 2020 image of tissue including

excised skin and burn regions 

using MSI
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Patent Number Country Issue Date Protection Brief  Description

10,750,992 US 25 August Current product/uses Generation of an overall

(SPCT.036C1) 2020 healing score associated 

with tissue healing potential 

for a tissue region using MSI,

classifier selection based on

patient health metric

10,740,884 US 11 August Current product/uses “Snapshot” system for rapid

(SPCT.039C1) 2020 generation of multispectral

datacube for MSI

10,783,632 US 22 September Current product/uses Prediction of diabetic foot 

(SPCT.042C1) 2020 ulcer (DFU) healing 

potential using MSI

The Group continues to extend its patent portfolio both in the US and internationally.

8        Regulatory

The Group has had multiple interactions with the FDA since 2013 and has obtained 510(k) clearance

for the first two generations of the DeepView® technology. DeepView® GEN 1 employed

photoplethysmography and was 510(k) cleared in 2013 and DeepView® GEN 2, which employed PPG

and multi-spectral imaging was FDA cleared in 2017. With the ongoing support of BARDA, these two

previous iterations were not commercialised due to the integration of artificial intelligence algorithms

and improved optics throughout 2018 and 2019 in order to further enhance the utility of the system.

The advent of this improved technology helped the Group to achieve FDA Breakthrough Device

Designation status for the technology’s burn application. FDA Breakthrough Device Designation

devices allow for expedited regulatory approval pathways and a dedicated line of communication with

reviewing members of the FDA. The Group has recently engaged with the FDA for informational pre-

submission and pre-submission meetings to ensure that the regulatory pathway and data collection for

the technology to meet the FDA’s requirements.

The Group will pursue FDA clearance (DeNovo) for the DFU application in the first quarter of 2022 and

expects FDA approval in the third quarter of 2022. The Group will submit for FDA clearance of the burn

application in the fourth quarter of 2023 in accordance with the projected timeline for the BARDA

contract. The Company expects to engage with an EU notified body and fulfil all QMS and ISO 13485

standards throughout 2021 in preparation for CE Mark submission in the second quarter of 2022. In the

first quarter of 2021, the Health Products Regulatory Authority of Ireland provided a medical device

classification recommendation of IIa for the DeepView® system.
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9        Developmental milestones and timeline

Figure 6 – Summary of  key developmental milestones

The focus for the Group following Admission can be categorised in two domains: (i) the Group will

continue to fulfil its contractual obligations and meet milestones under the BARDA contract; and (ii) the

Group will pursue the commercialisation of the DFU application in the US, UK and EU4. Under the

BARDA-Burn line of effort, the Group’s near-term goals are to deliver on the next phase of the contract

which commenced in May 2021 and to follow with further phases of the BARDA Burn II contract. These

contractual phases are in support of achieving the long-term goal of entering into a procurement

contract under Project BioShield.

Under the DFU line of effort, the Group expects to complete both training and validation studies in the

US in 2022 with FDA approval following in the third quarter of 2022. The Group expects to leverage the

outcomes of the US study for a simultaneous CE Mark submission. Upon regulatory approval (CE

Mark), the Group expects to commence post-market studies in the UK and Germany and initiate

commercialisation in the US during the fourth quarter of 2022. Initial sales in Europe are expected in

the second half of 2023.

10      Details of the Directors, Senior Management and Advisory Board

Board of  Directors

Brief biographical details of the Directors are as follows:

Wensheng Fan – Chief  Executive Officer, aged 52

Wensheng Fan is an executive, entrepreneur and innovator with over 20 years of experience in natural

speech recognition, imaging systems, medical devices and artificial intelligence. Currently, Mr. Fan

serves as Chief Executive Officer for the Subsidiary, and has been building and leading the team to

transform DeepView® for burn and chronic wound imaging applications from concept and prototype to

an FDA 510(k) cleared product.

Prior to joining Spectral, Mr. Fan was a Global Vision Application Engineering Manager for Sensata

Technologies (former Texas Instruments Sensors & Controls Division) with a focus on introducing

imaging sensor and vision systems into automotive original equipment manufacturers for auto safety

features. He was also an Engineering Manager at Philips, where he specialised in integrating natural

speech recognition into the telecommunication world. Mr. Fan holds six patents on image processing

and natural speech recognition algorithms and applications and was the founder and/or early core

member for three successful start-up companies.

Schedule Two

(g)(i)

A1

14.1
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Mr. Fan received his MSEE degree from Northeastern University in Boston, MA and BSEE degree from

Tsinghua University in Beijing, China.

Erich Lawson Spangenberg – Non-Executive Director, aged 61

Erich Spangenberg is a serial entrepreneur and industry luminary in the patent business.

Mr. Spangenberg is the Chief Executive Officer and founder of Ipwe, a company which uses blockchain

and artificial intelligence to create the intellectual property asset class. Mr. Spangenberg founded nXn

Partners, a company that is focused on predictive analytics. He was also the founder and Chief

Executive Officer of IPNav, a pioneer and leader in patent monetisation, and a company that generated

over half a billion dollars in licensing, settlement, or enforcement revenues for its clients.

Mr. Spangenberg is a former investment banker (having held positions at Donaldson, Lufkin, and

Jenrette) and corporate lawyer (working for Jones Day). From investment banking he joined the

corporate world, where he was the president of Smartalk Teleservices and Acclaim Ventures Group.

Mr. Spangenberg was a Periclean Scholar at Skidmore College, a Distinguished Graduate in his

Master’s degree program at The London School of Economics, and was on Law Review at Case

Western Reserve University, where he earned his JD.

Martin Christopher Bagot Mellish – Independent Non-Executive Chairman, aged 63

Martin Mellish has served as founding director of Aspen Advisory Services Ltd., a London-based private

office overseeing private and listed investments in North America, Europe, and Asia, since 1994.

Mr. Mellish serves as a non-executive director of NuCana plc (Nasdaq: NCNA; member, Audit

Committee), Levitronix Technologies Inc. (Chair, Audit Committee), Alturki Holding (Chair, Audit

Committee), Saudi Readymix Concrete Company, (Chair, Audit Committee), Kensington Green

(Management) Limited (Chair, Estates Environment & Security Committee) and Omnicyte Limited. Pro-

bono he is a member of the International Advisory Council of the Massachusetts General Hospital, a

former trustee of the London Academy for Music and Dramatic Arts (LAMDA) and former Treasurer to

the Council of the Chapels Royal at HM Tower of London.

From 1984 to 1992 he was Financial Controller and Chief Financial Officer of Alturki Holding, an

industrial investment company based in Saudi Arabia with offices in North America and Asia. Mr. Mellish

trained at Price Waterhouse and was registered as a Certified Public Accountant (Mass.) in 1983. He

holds an SM (Management) from the Massachusetts Institute of Technology, Boston, USA, an M.Sc.

(Accounting) from Northeastern University, Boston, USA, and an A.B. (Political Science) from Amherst

College, Amherst, Mass., USA.

Mr. Mellish is a 2022 degree candidate in the Master of Health Care Delivery Science programme at

Dartmouth College, Hanover NH, USA.

Richard John Cotton – Independent Non-Executive Director, aged 60

Richard Cotton has a wealth of experience in senior financial roles in life sciences and other sectors,

including broadcast and photographic, automotive, filtration and metals. His experience covers all

financial management and value creation activities from R&D, to manufacturing and commercial in

international organisations. He has significant experience in the development and successful execution

of strategy, corporate finance and M&A, capital markets and governance.

Mr. Cotton was Chief Financial Officer of FTSE250 animal health company Dechra Pharmaceuticals

plc, and prior to that Chief Financial Officer of medical device and drug formulation business Consort

Medical plc. He was also Finance Director of Vitec Group plc, Group Finance Director at Wagon plc and

Group Finance Director of McLeod Russel plc. Prior to this he held senior finance roles in Alcoa Inc.

Fellow of the Chartered Institute of Management Accountants, Mr Cotton holds a BA (Hons) in Business

Studies from Kingston University.
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Xiaojia Cynthia (“Cynthia”) Cai – Independent Non-Executive Director, aged 57

Dr. Cynthia Cai is an investor targeting early-stage opportunities of innovation and disruptive

technology. Prior to that, Dr. Cai had over 25 years of experience in sales, marketing and business

development in the healthcare and life science industry, and has held leadership positions with Agilent

Technologies, where she was responsible for its billion-dollar Chromatography, automation and Mass

Spec. business. Previously, Dr. Cai was involved in multiple acquisitions and divestitures, and led a

US$500+ million-dollar flagship instrument development and its global commercialisation. Dr. Cai

earned a B.A. and Master of Engineering from Tsinghua University, and received her Ph.D. in Chemistry

from the University of Massachusetts and MBA from The Wharton Business School of the University of

Pennsylvania. Dr. Cai has also served as Delaware governor economic advisor, and a member of the

Board of the Forum for Executive Women (FEW-DE). Dr. Cai has been a regular speaker at healthcare

conferences such as BIO; RESI; China Focus at J.P. Morgan, SAPA Annual Conference and Wharton

China Business Forum.

Gerald (“Gerry”) Douglas Beaney – Independent Non-Executive Director, aged 61

Gerry Beaney is a consultant to growth companies seeking strategic advice or funding for expansion.

He has carried out senior executive roles in the corporate finance sector for over 25 years. During 2018,

he was the Chief Executive Officer of Northland Capital Partners Limited, an institutional stockbroker

based in London, and prior to this acted as Northland’s Head of Corporate Finance between 2014 and

2018. From 1997 to 2013, Mr Beaney was a Partner and Head of Capital Markets at Grant Thornton

UK LLP which grew to become the largest independent nominated adviser to AIM companies under his

leadership.

Prior to 1997, Mr Beaney held various roles with Grant Thornton in the UK and New York City. He is a

member of the Institute of Chartered Accountants of Scotland, and was a member of the American

Institute of Certified Public Accountants between 1991 and 2016. He holds a Bachelor of Accountancy

Degree from the University of Glasgow.

Summaries of the terms of the Directors' letters of appointment and service contracts with the Group

are contained in paragraph 12 of Part V of this document.

Senior Management

Brief biographical details of Senior Management are as follows:

Wan Lung Eng – Chief  Financial Officer, aged 44

Wan Lung Eng has over 18 years’ experience in corporate finance, mergers and acquisitions, capital

markets, principal investments and corporate development within financial institutions and corporates,

spanning diverse industries. Over the course of his financial services career with RBC Capital Markets,

Deutsche Bank and Macquarie, Mr. Eng executed public and private capital raise and M&A transactions

in the US, Europe and Asia of over US$50 billion in aggregate value. Mr. Eng holds an M.B.A. from

Duke University in the US and a Bachelor’s degree in Accounting from Nanyang Technological

University in Singapore.

Marc Cassidy Dudek – Head of  Corporate and Business Development, aged 37

Marc Dudek has over 6 years’ experience in healthcare and medical devices serving as a Regional

Economic Manager for Medtronic’s Cardiac Rhythm Division and serving as a hospital administrator

within the Baylor Scott & White Healthcare System. He has significant experience in the US coding,

coverage and payment landscape and supply chain purchasing for capital equipment and devices. Prior

to Mr. Dudek’s roles in healthcare, he served as a Captain in the US Army and led infantry units through

three deployments to Iraq and Afghanistan. Mr. Dudek is a graduate of the United States Military

Academy at West Point and holds his M.B.A. from Southern Methodist University in the US.
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Maria Andree Cadic, PhD – Head of  Operations, Government and Regulatory Affairs, aged 45

Dr. Maria Cadic began her career with Bell Helicopter Textron, holding various positions in engineering

and project management. In these positions, she led the execution of two Department of Defense

Contracts within the V22 Osprey Aircraft support programme, with an emphasis on Earned Value

Management and Federal Reporting. She then moved into financial programme management roles with

Capital One and New York Air Brake where she oversaw the execution of various contracts but also led

the company-wide transition from Waterfall project management to Agile Scrum project management

methodology.

Following that, Dr. Cadic moved to Spectral in 2017 as a Senior Project Manager with primary

responsibility for managing and executing federal contracts, including a Health and Human Services

Biomedical Advanced Research and Development Authority (HHS/BARDA) government contracts and

Department of Defense contracts. Dr. Cadic became Director of Operations and Project Management

in 2020 and soon after the VP of Operations.

Dr. Cadic received her B.S. in Mathematics and Sciences from the University of Bordeaux, France, her

M. Eng. in Electrical Engineering from the Institut Des Sciences et de la Matière in France, her M. Sc.

Eng. in Electrical Engineering from Dublin City University, Republic of Ireland, and her Ph.D. in Applied

Mathematics from Twente University in the Netherlands.

Advisory Board

Brief biographical details of the Advisory Board are as follows:

Toby Cosgrove

Dr. Toby Cosgrove M.D., is the former President and Chief Executive Officer of Cleveland Clinic and

currently serves as an Executive Advisor to the US$5 billion healthcare system.

Dr. Cosgrove is a sought-after speaker worldwide. He has addressed the World Economic Forum

Annual Meeting at Davos, Switzerland, and the Senate Health, Education, Labor and Pensions

Committee, in Washington, D.C. He is regularly quoted and featured in national magazines and

newspapers, including a cover story in Time, and major articles in Newsweek, the New York Times, and

the Washington Post. He has appeared on CNN, Fox, MSNBC, NBC, CBS, “The Charlie Rose Show”

on PBS, and other national media outlets.

The recipient of Cleveland Clinic’s Master Clinician Award, Innovator of the Year Award and Lerner

Humanitarian Award, Dr. Cosgrove is also a member of Cleveland Medical Hall of Fame and Cleveland

Business Hall of Fame. In 2007, he was named Cleveland Business Executive of the Year by the Sales

and Marketing Executives of Cleveland, and Castle Connolly’s National Physician of the Year. He also

received the Woodrow Wilson Center Award for Public Service as well as Harvard Business School’s

Award from HBS Alumni, Cleveland, and the Humanitarian Award of the Diversity Center of Northeast

Ohio. Dr. Cosgrove topped Inside Business’s “Power 100” listing for Northeast Ohio, and is highly

ranked among Modern Healthcare’s “100 most powerful people in healthcare” and “most powerful

physician executives.”

John Botts, CBE

Mr. Botts is a Senior Advisor to Allen & Company, Chairman of The Ink Factory, and Advisor/Director to

several early-stage tech platform companies. Former career banker with Citi running its investment

banking division in Europe, including CVC. Former Chairman of UBM plc, Euromoney plc, former

Advisor of Corsair Capital, Director of Songbird (Canary Wharf), currently Director of Glyndebourne

Productions (former Chair), Tate Foundation and Member of the Council on Foreign Relations.

Professor Keith Harding

Dr. Keith Harding is a globally-recognised wound care physician based in Wales and is affiliated with

Cardiff University. Dr. Harding is a former President of the European Tissue Repair Society, and the first
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President of the European Pressure Ulcer Advisory Panel, and first Recorder of the European Wound

Management Association. He was also Chair of the International Working Group on Wound Healing in

Diabetic Foot Disease.

11      Summary financial information

Set out below is a summary of the financial performance of the Group for the three years ended

31 December 2020.

This information has been extracted without material adjustment from the Accountants’ Report in Part IV

of this document and prepared in accordance with US GAAP, and should be read in conjunction with

the full text of this document:

                                                                                              2018                       2019 2020

                                                                                               US$                        US$ US$

Balance sheets as of  December 31
Assets
Current assets
Cash and cash equivalents                                           2,061,635                  770,292 5,124,639

Other current assets                                                        480,131                  878,908 2,783,779
                                                                                    —————             —————             —————
Total current assets                                                    2,541,766               1,649,200 7,908,418
                                                                                    —————            —————            —————
Non-current assets
Other noncurrent assets                                                    31,046                    31,046 31,046
                                                                                    —————             —————             —————
Total Assets                                                                 2,572,812               1,680,246 7,939,464
                                                                                    —————            —————            —————
Liabilities, stockholders' deficit and
temporary equity

Current liabilities
Accounts payable and accrued expenses                    1,580,933               2,660,378 4,921,337

Notes payable to related parties                                      398,737                  626,938 –
                                                                                    —————             —————             —————
Total current liabilities                                                1,979,670               3,287,316 4,921,337
                                                                                    —————            —————            —————
Total non-current liabilities                                                          –                             – 768,575
                                                                                    —————             —————             —————
Total Liabilities                                                            1,979,670               3,287,316 5,689,912
                                                                                    —————            —————            —————
Series A preferred stock ($0.001 par value); 

4,324,330 shares authorized; 4,324,330 shares 

issued and outstanding as of December 31, 2020, 

2019 and 2018; aggregate liquidation preference 

of $2,283,845 as of December 31, 2020                      1,113,987               1,113,987 1,113,987
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                                                                                              2018                       2019 2020
                                                                                               US$                        US$ US$
Stockholders' Deficit
Common stock ($0.001 par value); 

25,000,000 shares authorized; 4,324,330 shares, 

8,968,182 shares and 7,931,339 shares issued 

and  outstanding as of December 31, 2020, 2019 

and 2018,  respectively                                                        7,931                      8,968 10,225

Additional paid-in capital                                               2,620,745               3,526,666 6,147,300

Accumulated deficit                                                      (3,149,521)            (6,256,691) (5,021,960)
                                                                                    —————             —————             —————
Total stockholders' deficit                                            (520,845)            (2,721,057) 1,135,565
                                                                                    —————            —————            —————
Total Liabilities, Stockholders' Deficit 
and Temporary Equity                                             2,572,812               1,680,246 7,939,464

                                                                                    —————            —————            —————

Statement of  operations for the years 
ended December 31

Research and development revenue                         7,251,276               5,848,489 17,300,884

Cost of revenue                                                          (3,948,293)            (3,325,507) (9,314,427)
                                                                                    —————             —————             —————
Gross profit                                                                  3,302,983               2,522,982 7,986,457
                                                                                    —————             —————             —————
Total operating costs and expenses                        (3,770,216)            (5,564,275) (6,537,687)
                                                                                    —————             —————             —————
Operating income (loss)                                               (467,233)            (3,041,293) 1,448,770
                                                                                    —————             —————             —————
Total other expense                                                        (10,629)                 (36,664) (39,413)
                                                                                    —————             —————             —————
Income (loss) before income taxes                             (477,862)            (3,077,957) 1,409,357
                                                                                    —————             —————             —————
Income tax provision                                                      (20,969)                 (29,213) (174,626)
                                                                                    —————             —————             —————
Net income (loss)                                                          (498,831)            (3,107,170) 1,234,731
                                                                                    —————             —————             —————

Statements of  cash flows for the years
ended December 31

Cash flows from operating activities:
Net cash (used in) provided by operating activities        (337,523)            (1,592,043) 3,819,572

Cash flows from financing activities:
Net cash provided by financing activities                      1,616,692                  300,700 534,775

Net increase/(decrease) in cash and cash 

equivalents                                                                    1,279,169             (1,291,343) 4,354,347

Cash and cash equivalents, beginning of 

period                                                                               782,466               2,061,635 770,292
                                                                                    —————             —————             —————
Cash and cash equivalents, end of period                   2,061,635                  770,292 5,124,639
                                                                                    —————             —————             —————

The following summary reconciles the adjusted 

measures to their most directly comparable financial 

measures in accordance with GAAP.

                                                                                              2018                       2019 2020
                                                                                               US$                        US$ US$

Operating income (loss) (US GAAP)                           (467,233)            (3,041,293) 1,448,770

Stock based compensation                                                         –                  806,258 2,215,959

Adjusted EBITDA (Non-US GAAP)32                              (467,233)            (2,235,035) 3,664,729
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In order to make a proper assessment of the financial position of the Group, prospective
investors should not rely solely on the summary information set out above but should read the
whole of this document, including the Accountants’ Report set out in Part IV of this document.

12      Current trading and prospects

Since the year end the Group has continued to progress the current Base phase of the BARDA Burn II

contract, recognising unaudited revenues for the 3 months ended 31 March 2021 of approximately

US$3.6 million.

On 22 March 2021 the Company signed a contract to enter into the next phase (Option 1a) of the

BARDA Burn II contract which commenced on 1 May 2021 and is valued at US$20.6 million. The

Group’s revenues for the year ending 31 December 2021 are consequently expected to be weighted

towards the second half of the fiscal year.

As at 31 March 2021, the Company held cash of US$4.1 million.

13      Corporate Structure of the Group

Prior to Admission (the “Effective Time”), Merger Sub, a wholly-owned subsidiary of the Company,

which is currently a wholly-owned subsidiary of the Subsidiary, will be merged with and into the

Subsidiary. Following the merger, the separate corporate existence of Merger Sub will cease and the

Subsidiary will continue as the surviving corporation and will, through the merger, become a wholly-

owned subsidiary of the Company.

In connection with the Restructuring, each share of Subsidiary Common Stock and Subsidiary

Preferred Stock issued and outstanding immediately prior to the Effective Time will be converted into

one share of the Common Stock or the Preferred Stock, respectively. Accordingly, all of the

stockholders of the Subsidiary prior to the merger will become Shareholders immediately following the

merger. All existing Common Stock of the Company held by the Subsidiary as at the date of this

document will be cancelled at the Effective Time.

Pursuant to the terms of the Merger Agreement to be entered into by and among the Subsidiary, the

Company and Merger Sub prior to the merger, the officers and directors of the Subsidiary immediately

prior to the Effective Time will be the officers and directors of the Company following the merger, until

their successors have been duly elected or appointed.

Following the merger and immediately prior to Admission, the Shareholders will be asked to approve

and consent to amending and restating the Certificate of Incorporation and Bylaws of the Company to

ensure the suitability of the Company for admission to trading on AIM. In addition, the holders of

Preferred Stock will consent to convert their Preferred Stock to Common Stock, as permitted under the

Company’s governing documents, and the Company will effect a 6 for 1 stock split, pursuant to which

each outstanding share of Common Stock of the Company will be split into 6 shares of Common Stock

of the Company.

14      Terms and conditions of the Placing

Pursuant to the Placing Agreement, SP Angel has agreed with the Company, on and subject to the

terms and conditions set out in the Placing Agreement, as agent for the Company, to use its reasonable

endeavours to procure institutional and other investors to subscribe for the New Common Stock at the

Placing Price. The Placing is intended to raise a gross amount of approximately £11.3 million

(US$16.0 million) for the Company. The Placing has not been underwritten.

The New Common Stock will represent approximately 14.0 per cent. of the issued share capital

immediately following Admission. The New Common Stock will rank pari passu with the Existing

Common Stock, including the right to receive all dividends and distributions thereafter declared, made

or paid in respect of the ordinary share capital of the Company.
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The Placing of the New Common Stock will be conducted in separate tranches to assist investors in the

Placing to claim certain reliefs available to EIS investors and VCTs. EIS/VCT New Common Stock will

be offered to those investors seeking to claim EIS Relief or VCT Relief in relation to their subscription

and the Non-Eligible New Common Stock will be offered to those investors who are not seeking EIS

Relief or VCT Relief.

The placing of the EIS/VCT New Common Stock is conditional, among other things, upon the Placing

Agreement not having been terminated in accordance with its terms prior to the issue of the EIS/VCT

New Common Stock. EIS and VCT investors should note that it is intended that the Company will

unconditionally issue the EIS/VCT New Common Stock on 20 June 2021 and that Admission is

expected to occur at 8.00 a.m. on 22 June 2021 and therefore, accordingly, completion of the placing

of the EIS/VCT New Common Stock is not conditional upon Admission. 

The placing of the Non-Eligible New Common Stock is conditional, among other things, upon the

Placing Agreement becoming unconditional and not having been terminated in accordance with its

terms prior to Admission. 

The Placing Agreement is conditional, inter alia, upon Admission having become effective by not later

than 8.00 a.m. on 22 June 2021 or such later time and date, being not later than 8.00 a.m. on 30 July

2021, as the Company and SP Angel shall agree. 

Further details of the Placing Agreement are set out in paragraph 14.1 of Part V of this document.

It is expected that the appropriate CREST accounts of Placees will be credited on 22 June 2021, save

in the case of the EIS/VCT New Common Stock which are expected to be issued in certificated form

only on the business day prior to Admission. In the case of Placees requesting New Common Stock in

certificated form, it is expected that certificates in respect of the New Common Stock will be despatched

by post within seven days of the date of Admission.

15      Reasons for Admission to AIM and use of the proceeds of the Placing

The Directors believe that Admission will be an important step in the Group’s development as it will

assist the Group in building the profile of its business, particularly in Europe where the Group is looking

to spearhead growth, and will provide access to wider pools of capital.

The net proceeds of the Placing of the New Common Stock are expected to amount to approximately

£9.5 million (US$13.4 million) and will be used to:

–        provide capital for development of DFU product this will include investment in clinical studies

supporting the indication along with progressing regulatory filings;

–        build a European presence from which to progress specific European regulatory approvals and

subsequently to implement the Group’s sales strategy to sell the Group’s Deepview product into

various targeted European jurisdictions;

–        building U.S distribution; and

–        to provide working capital for the Group.

The benefits of Admission, in addition to the proceeds of the Placing, will include ongoing incentivisation

of key employees through share based incentivisation structures and building the profile of the Group

in its key international markets.

16      Admission, settlement and dealings

Application has been made to the London Stock Exchange for the entire issued and to be issued share

capital of the Company to be admitted to trading on AIM. It is expected that Admission will be effective

and that dealings in the Common Stock will commence at 8:00 a.m. on 22 June 2021.

The Bylaws permit the Company to issue Common Stock in uncertificated form in accordance with the

CREST Regulations. CREST is a computerised share transfer and settlement system. The system

AIII 6.1

A11

3.4
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allows shares and other securities to be held in electronic form rather than paper form, although a

Shareholder can continue dealing based on share certificates and notarial deeds of transfer. For private

investors who do not trade frequently, this latter course is likely to be more cost-effective. The Company

has applied for the Depositary Interests to be admitted to CREST with effect from Admission.

Accordingly, settlement of transactions in Common Stock held in uncertificated form following

Admission will take place within the CREST system.

The ISIN number of the Common Stock is USU8457V1099. The TIDM is SMD.

The Common Stock has not been, and will not be, registered under the Securities Act or under any

securities laws of any state or other jurisdiction of the US. The Common Stock offered by the Company

and its officers, directors and other affiliates to non-US Persons in the Placing are subject to the

conditions listed under Section 903(b)(3), or Category 3, of Regulation S. Under Category 3, Offering

Restrictions (as defined under Regulation S) must be in place in connection with the Placing and

additional restrictions are imposed on resales of the Common Stock. Once the Common Stock are

admitted to trading on AIM, Common Stock (as represented by the Depositary Interests) held in the

CREST system will be identified with the marker ‘‘REG S’’ and will be segregated into a separate trading

system within CREST. The Common Stock held in the CREST will also bear a legend. Further details

of the restrictions that apply to the Common Stock pursuant to the Securities Act is set out in Part VI of

this document.

17      Equity Incentive Plans

The Company has two existing share option schemes, details of which are set out in paragraph 9 of

Part V of this document.

As at Admission there will be 43,549,926 Options outstanding under these existing schemes

representing approximately 32.0 per cent. of the Company’s Enlarged Share Capital at Admission.

Following Admission, the Company intends to implement a new equity incentive plan at the appropriate

time.

18      Dividend policy

At this stage in the Company's development, the Board is primarily seeking to achieve capital growth

for the Shareholders. When it is commercially prudent to do so and subject to the availability of

distributable reserves, the Directors may approve the payment of dividends. However, it is the Board’s

intention for the foreseeable future to retain future distributable profits within the business, to the extent

any are generated, and not declare any dividends. The Directors consider that it is inappropriate to give

an indication of the likely level or timing of any future dividend payment.

19      Lock-in and orderly market undertakings

19.1   The Locked-in Shareholders, who collectively will hold in aggregate 66.0 per cent. of the

Common Stock in issue immediately following Admission, have each agreed with SP Angel and

the Company, conditional on Admission and subject to certain limited exceptions, not to dispose

of any of the Common Stock held by them at Admission for a period of 12 months from

Admission. For a period of 12 months from the first anniversary of Admission, they will be subject

to an orderly market arrangement and will not dispose of any Common Stock or interests in

Common Stock other than with the consent of SP Angel. Any disposal during this period will be

made through SP Angel with a view to maintaining an orderly market in the Company’s securities.

The Company, SP Angel and each of the Locked-in Shareholders (other than Laurence Hirsch)

have also entered into a side letter to the Lock-in and Orderly Market Agreements pursuant to

which they have agreed that to the extent that a Locked-in Shareholder (other than Laurence

Hirsch) is released from any of the requirements of their Lock-in and Orderly Market Agreement,

the other Locked-in Shareholders (other than Laurence Hirsch) shall also have the option to be

released, on a pro rata basis, from the requirements of their own Lock-in and Orderly Market

Agreement.
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19.2   The University of Texas Locked-In Shareholders, who collectively will hold in aggregate 14.3 per

cent. of the Common Stock in issue immediately following Admission, have each agreed with

SP Angel and the Company, conditional on Admission and subject to certain limited exceptions,

not to dispose of any of the Common Stock held by them at Admission for a period of 6 months

from Admission. 

19.3   The OMA Shareholders, who collectively will hold in aggregate 0.4 per cent. of the Common

Stock in issue immediately following Admission, have each agreed with SP Angel and the

Company, conditional on Admission and subject to certain limited exceptions, that for a period of

12 months from Admission, they will not dispose of any Common Stock or interests in Common

Stock other than with the consent of SP Angel. Any disposal during this period will be made

through SP Angel with a view to maintaining an orderly market in the Company’s securities.

19.4   Further details of the lock-in and orderly market undertakings given to SP Angel and the

Company are set out in paragraphs 14.4 to 14.6 of Part V of this document.

20      Relationship agreements

Relationship agreements have been entered into between the Company, SP Angel and: (i) Erich

Spangenberg and J. Michael DiMaio; and (ii) ELS 1960 Family, L.P., to regulate the relationship

between each of them and the Company. The relationship agreements will ensure that all transactions

and activities between the various parties and the Company are conducted on an arms’ length and

normal commercial basis. Further details of the relationship agreements are set out in paragraph 14.3

of Part V of this document.

21      Anti-bribery and corruption policy

The Group takes a zero-tolerance approach to bribery and corruption and is committed to acting

professionally, fairly and with integrity in all business dealings and relationships wherever they occur.

The Group is subject to both the US Foreign Corrupt Practices Act and the UK Bribery Act 2010 and

implements effective systems to counter bribery and corruption and as part of this the Group has

adopted an anti-bribery and corruption policy. The policy provides guidance to those working for the

Group on how to recognise and deal with bribery and corruption issues and the potential consequences

and applies to all persons working for the Group or on its behalf in any capacity, including employees

at all levels, directors, officers, consultants and agents.

22      Effect of US Domicile

The Company is a US corporation organised under the laws of the State of Delaware. There are a

number of differences between the corporate structure of the Company and that of a public limited

company incorporated in the UK. While the Directors consider that it is appropriate to retain the majority

of the usual features of a US corporation, the Directors intend to take certain actions to conform to UK

standard practice. Paragraph 19 of Part V of this document is a description of the principal differences

and, where appropriate, provisions contained in the Company’s constitutional documents to incorporate

English law principles in relation to pre-emption rights, notifiable interests and takeovers.

The Company is incorporated in the US State of Delaware and, for purposes of the Takeover Panel, the

Company is not resident in the UK, Channel Islands or the Isle of Man. As a result, although the

Common Stock will be admitted to trading on AIM, the Company is not subject to the provisions of the

City Code. Certain provisions have been inserted into the Certificate of Incorporation which adopt

similar procedures to the City Code in the event of any party (or parties acting in concert) obtaining

30 per cent. or more of the voting rights attaching to the issued Common Stock, but there is no

assurance that the courts of the US State of Delaware will uphold or allow the enforcement of these

provisions. These takeover provisions will cease to apply if the Common Stock ceases to be admitted

to trading on AIM.
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23      Substantial Shareholder

On Admission, the Spangenberg Entities will be the largest holders of Common Stock.

The Spangenberg Entities are a founder and one of the largest outside investors in the Group. The

Spangenberg Entities first invested in 2011 when one of the Spangenberg Entities acquired Subsidiary

Preferred Stock and through additional investment subsequently acquired additional Subsidiary

Preferred Stock, Subsidiary Common Stock and the Spangenberg Options. Prior to the Restructuring,

the Spangenberg Entities held approximately 87.5 per cent. of the Subsidiary Preferred Stock which at

that time entitled the Spangenberg Entities to various rights, including the right to appoint a majority of

the Directors and an 8 per cent. annual preferred return.

The Restructuring will result in all of the Subsidiary Preferred Stock being converted into Common

Stock. Following the Restructuring, the Spangenberg Entities will hold a total of 54,929,513 shares of

Common Stock (approximately 46.9 per cent. of the Common Stock outstanding prior to the Placing).

The Spangenberg Options will convert into options to acquire 2,092,860 shares of Common Stock, at

an average weighted exercise price of US$0.2 expiring at various times from 2023 – 2030.

The Spangenberg Entities have executed the Relationship Agreement and the Lock-in Agreement, as

described in paragraphs 19 and 20 above and in further detail at paragraphs 14.3 and 14.4 of Part V

of this document. All Common Stock held by the Spangenberg Entities is subject to the terms of the

Relationship Agreement and Lock-in Agreement.

Erich Spangenberg is currently a director of the Subsidiary however, pursuant to the terms of the

Merger Agreement he will automatically become a director of the Company. As such, Mr Spangenberg

will serve as a non-executive director of the Company with effect from completion of the Restructuring.

Mr Spangenberg’s biography is provided in paragraph 10 of this Part I and a summary of the terms of

Mr Spangenberg’s letter of appointment with the Company is set out in paragraph 12.1(b) of Part V of

this document.

24      Concert Party

24.1   The Spangenberg Entities are considered by the Company to be acting in concert with each other

in relation to the Company for the purposes of the takeover provisions included in the Certificate

of Incorporation following Admission.

24.2   Immediately following Admission and assuming the placing of all of the New Common Stock,

members of the Concert Party will hold, in aggregate, 54,929,513 shares of Common Stock,

representing approximately 40.4 per cent. of the Enlarged Share Capital. The Spangenberg

Entities also hold the Spangenberg Options as set out in paragraph 24. The Concert Party

members and their respective holdings are detailed below:

                                                                     Number of                                                             Maximum
                                                                       shares of       Percentage                             Percentage of
                                                                          Existing      of  Enlarged         Number of           Enlarged
Member of  the Concert Party               Common Stock    Share Capital             Options    Share Capital*

ELS 1960 Family L.P.                                  48,974,723                   36.0          1,434,288                   36.5

Erich Spangenberg                                        5,954,790                     4.4             658,572                     4.8
                                                                    —————        —————        —————        —————
Total                                                             54,929,513                   40.4          2,092,860                   41.3
                                                                    —————        —————        —————        —————
*Assuming the exercise of the Spangenberg Options but no other options.

25      Applicability of the City Code

The Company is not subject to the City Code because its registered office and its place of central

management and control are outside the UK, the Channel Islands and the Isle of Man. As a result,

certain of the protections that are afforded to shareholders under the City Code, for example in relation

to a takeover of a company or certain stakebuilding activities by shareholders, do not apply to the

Company. Certain provisions have been inserted into the Company’s Certificate of Incorporation which

adopt similar procedures to the City Code in the event of any party (or parties acting in concert)
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obtaining 30 per cent. or more of the voting rights attaching to the issued Common Stock, but there is

no assurance that the courts of the US State of Delaware, will uphold or allow the enforcement of these

provisions. These takeover provisions will cease to apply if the Common Stock ceases to be admitted

to trading on AIM. Further details relating to these provisions are set out at paragraph 7.17 of Part V of

this document.

These takeover provisions will not apply in respect of any future exercise of the Spangenberg Options.

26      Taxation

Further information regarding taxation in relation to the Placing and Admission is set out in

paragraph 18 of Part V of this document and your attention is drawn to this section. Persons who are
in any doubt as to their tax position or who are subject to tax in jurisdictions other than the UK
are strongly advised to consult their independent financial adviser immediately.

27      EIS and VCT Status

The Company has applied for advance assurance from HMRC to the effect that the EIS New Common

Stock will be ‘eligible shares’ capable of constituting a qualifying holding for EIS Relief purposes, and

that subject to receipt of a satisfactory compliance statement from the Company, the EIS New Common

Stock are capable of satisfying the requirements for EIS Relief. This advance assurance is expected to

apply only in relation to the EIS New Common Stock.  

The Company has received independent advice that the EIS/VCT New Common Stock should be a

qualifying holding for the purposes of the VCT Legislation. However, prospective investors should note

that the Company does not make any representations as to whether any investment in the Company

will be one in respect of which tax relief under VCT rules will be available or that any such tax relief will

not subsequently be withdrawn by virtue of the Company’s future actions. 

Further information on EIS and VCT status is set out in Part II of this document. For the avoidance of

doubt, any investor who is a Stockholder as at the date of this document will not be entitled to claim EIS

Relief or a qualifying holding for the purposes of the VCT Legislation on a new investment in the

Company.

28      Corporate governance

General

The AIM Rules require companies to state which recognised corporate governance code they will follow

from Admission and how they comply with such code and to explain the reasons for any non-

compliance. The Directors recognise the importance of good corporate governance and intend that the

Company will apply the principles of the QCA Code insofar as they are appropriate given the

Company’s size and stage of development.

Principle One: Business Model and Strategy

The Board has adopted a strategy for the Company's development which is summarised below.

Overview

Spectral is a predictive analytics group that develops proprietary optical technology and AI algorithms

to help clinicians make more accurate and faster treatment decisions in the wound care sector. Using

its DeepView® Wound Imaging Device, an internally developed multispectral imaging device which has

designated FDA Breakthrough status, the Group is able to distinguish between damaged and healthy

human tissue invisible to the naked eye, providing Day 1 healing assessments for burn wounds and

diabetic foot ulcers (DFU). DeepView®’s output is specifically engineered to allow the physician to make

a more accurate, timely and informed decision regarding the treatment of the patient’s wound. In the

case of DFUs, a non-healing assessment would provide the physician with the appropriate justification

to use an advanced wound care therapy on Day 1 as opposed to the current approach that involves

waiting up to 30 days to see how the wound develops before making a clinical assessment. The

A1

14.4
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accuracy of DeepView® is 83.5 per cent. for DFUs compared to current clinical accuracy of 50 per cent.

For burn wounds, the clinician can make an immediate and objective determination for appropriate

candidates for surgery as well determining what specific areas of the burn wound will require skin

grafting. DeepView®’s current accuracy for burn wounds is 91 per cent., compared with current

physician accuracy of 50 to 70 per cent.

Investment Case

There are no diagnostic imaging devices that provide clinicians with an objective and immediate

assessment of a wound’s healing potential. Currently, healthcare professionals rely on their experience

and subjective assessments to determine if wounds such as burn injuries and diabetic foot ulcers will

respond to therapeutic treatment.

In the US and UK, respectively, there are over 490,000 and 87,000 burn victims who receive emergency

medical treatment each year. Physicians typically admit the patient for a period of up to 21 days to wait

for the viable tissue to present itself as healing or non-healing before taking the patient to surgery.

Unfortunately, this “wait and see” approach to assessing burn wounds comes at a higher than average

cost for the facility and duress for the burn victim. Currently the average hospital stay is 8.1 days with

an average cost of approximately US$24,000. DeepView® provides the physician with a ‘Day One’

healing assessment and enables the physician to not only triage the patient to the appropriate setting

sooner, but also, the device assists the physician in accurately determining which areas of the burn

wound are appropriate for excision and grafting.

Diabetes (type 1 and type 2) affects over 34 million people in the US alone and more than 460 million

people worldwide. DFU is the most frequently recognised complex and costly symptom of diabetes

which can lead to limb amputation if left undiagnosed, misdiagnosed or untreated.

There are over 5.2 million diabetic foot ulcers patients in the United States and Europe every year. In

the US, patients must undergo standard wound care therapy for 30 days prior to receiving advanced

wound care therapy. In the US, DFU patients have annual costs that are often three times more

expensive than the typical patient and see their medical provider, on average, 15.5 times per year. Non-

healing DFUs in the UK are reported as being four times more expensive than DFUs that heal.

As such, the Group operates in an area of significant unmet medical need. The FDA designation of the

DeepView® device with Breakthrough Device Designation status provides the Group with an expedited

regulatory framework for the burn application and guaranteed Medicare reimbursement for a period of

four years. Further, the Group intends to present the DFU application as the first indication for

regulatory approval in the US, EU and UK. The burn indication for use would follow-on as a Fast Track

“510(k)” FDA approval process. The Group will also apply for FDA breakthrough designation for the

DFU indication for use in 2022. In the meantime, the Company intends to make preparations for

commercialisation and launch of its technology.

Future Growth Strategy

The Group expects that in the short term it will generate additional revenue from grants received from

BARDA in connection with performance of the Company’s BARDA contract. From 2013 to 2019, the

Group completed the BARDA Burn I contract valued at US$26 million to investigate the use of its device

as a surgical-triage tool for burn victims in a mass-casualty event. In July 2019, the Group entered into

the BARDA Burn II contract, to further develop the DeepView® device as a medical countermeasure for

mass casualty events. The Company has now entered Option 1a of BARDA Burn II, valued at

$20.6 million.

Upon receiving regulatory approval, the Group intends to sell the DeepView® device to inpatient and

outpatient sites throughout the US. Sales will initially target podiatry practices presiding in areas with

high prevalence of diabetes such as the south and south-eastern US. Large hospital systems with

outpatient wound care centres will also be targeted as they serve a large volume of DFU patients. The

device will be sold as capital equipment and will have an annual subscription fee based on the number

of applications the device is used for.
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This model is well established for other instrument plus application technologies and accepted by

customers. The Group expects to start hiring and scaling in 2022 to sell and market DeepView® devices

to US customers. Furthermore, the Group expects to engage contract sales organisations to distribute

DeepView® throughout the UK and EU. Preliminary discussions with medical device distributors are

expected to occur during 2021 to determine which organisations possess the key relationships and

insights for selling diagnostic imaging equipment within their respective countries. The Group will focus

its commercial strategy on the UK and Germany in 2023, with France, Italy and Spain to follow in 2024.

Like the US, the primary customer base for the DFU application in Europe will be outpatient wound

centres and secondary sites of care that have a high-volume of DFU patients. The Group also expects

to engage a market access consulting firm to help navigate the various regional tender and contracting

entities within each country.

Principle Two: Understanding Shareholder needs and Expectations

The Board recognises its significant responsibility towards the Company’s shareholders and is

committed to maintaining good communication and investor relations and having a constructive

dialogue with all its shareholders. The Chief Executive Officer will hold regular meetings with

institutional shareholders to keep them updated on the Company’s performance, strategy and

management and provide periodic briefings to analysts who cover the industry.

The Board have engaged Walbrook PR to provide investor relations services allowing all investors to

have the opportunity to ask questions and provide feedback via Walbrook PR – either by phone or

email. Through Walbrook, the Board will also allow all investors to attend Company investor

presentations (held physically or virtually) and to submit questions to the management.

In addition, all shareholders are encouraged to attend the Company's Annual General Meeting and any

other Special Meetings which are held throughout the year. Proper consideration will be given to

conducting these meetings in locations relevant to the Group’s activities whether in person or in virtual

format. Factors to be taken into account include location of the Company’s shareholders, the Group’s

key operations, with the health and safety of participants being of paramount importance.

The Board will use the Company's website to provide access to current information about the Group’s

activities.

Principle Three: Stakeholder Responsibilities

The Board recognises that the long-term success of the Group is reliant upon the efforts of the

employees of the Group and its customers, stakeholders, suppliers and regulators. The Board has

identified its key stakeholders and has put in place a range of processes and systems to ensure that

there is close Board oversight and contact with these groups and seeks feedback from them whenever

possible.

Employee Annual Assessment Process

All employees of the Group participate in a structured Group-wide annual assessment process which

is designed to ensure that there is an open and confidential dialogue with each person in order to

assess performance and set goals for the forthcoming year. The mutual feedback process ensures that

the Group can communicate developments in the business to ensure employees efforts are coordinated

with Group strategy.

FDA consultation/BARDA meetings

The Company has had multiple interactions with the FDA since 2013 directly overseen by the Chief

Executive Officer with a dedicated management team responsible for the Company’s regulatory

processes including the Breakthrough Device Designation regulation. The Company has recently

engaged with the FDA for informational pre-submission and pre-submission meetings to ensure that the

regulatory pathway and data collection for the system to meet the FDA’s requirements.

Since 2013 the Company’s relationship with BARDA has been managed through formal monthly

“Project-Core-Team” meetings consisting of leadership representation from BARDA and officers of the
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Company (including the Chief Executive Officer). There are additional meetings and communications

by phone or email to ensure that the Company is fulfilling the contractual requirements of the contract.

Suppliers and Manufacturing partners

The Board ensures that all key relationships with customers and suppliers are the responsibility of, or

are closely supervised by, one of the Directors or senior management.

The Company currently outsources all its manufacturing through a contract manufacturing service,

Cobalt Production Solutions (“Cobalt”) based in Plano, Texas. Cobalt is involved with manufacturing the

DeepView GEN 3 system and will continue to do so for the foreseeable future.

In addition to Cobalt, the Company integrates several other highly specialised contract manufacturers

in the areas of optics, system design, and electronics. The Company employs experienced regulatory

and quality control personnel to ensure that manufacturing processes and quality management systems

are in compliance with FDA and CE Mark regulations and standards. As the Company expands into the

European market, the Company will consider manufacturing systems in the EU in preparation for

commercialisation. The Company does not have plans to develop its own manufacturing facility at this

time.

Principle Four: Risk Management

The Audit Committee is responsible to the Board for ensuring that procedures are in place and are

being followed to identify, evaluate and manage the significant risks faced by the Group. The Audit

Committee reviews the risks on a regular basis and will discuss them quarterly at board level and

formally in the Annual Report. The following principal risks have been identified:

Specific risks relating to terms of key contracts

The Company currently has agreements with each of: (i) BARDA; and (ii) the Defense Health Agency

(“DHA”) to support continued funding and development of the next generation of the DeepView® wound

imaging device.

BARDA

The base period of the BARDA contract expired at the end of April 2021, however BARDA has

exercised Option 1a in March 2021 to provide funding to initiate the Burn Training study. BARDA may

exercise further options to extend the term of the contract subject to contract milestones and decision

gates. While the Company has no reason to believe that these further options will not be exercised, and

whilst these contracts have been renewed or extended historically, there is no guarantee that the

contracts will be extended. As these contracts are very significant to the Company, a decision by

BARDA not to exercise further options could have an adverse impact on the Company’s business,

prospects, results of operations and financial condition.

While the government has a right to terminate the BARDA contract, the government generally does not

terminate funding awards unless there is reason, such as: the funding contract becomes too costly or

proving impossible, the agency seeks to avoid a dispute with another branch of government or the

agency has decided to restructure its contractual arrangements and perform work in-house. Thus, it is

unlikely that BARDA will terminate its contract with Company. If, however, BARDA terminates the

contract, the Company may be entitled to settlement costs for payment for work already performed, but

not yet paid for; costs incurred in anticipation of performance; and costs arising from termination and

settling the termination, for example. While such Termination Settlement is available, the termination of

the BARDA contract is considered low risk.

To mitigate this risk, the Company maintains a very close relationship with BARDA, through a project

team made up of senior management including the CEO and the Head of Regulatory Affairs. Project

milestones and scope are closely controlled by the Company to ensure the development goals

presented to BARDA are achieved in full, and that momentum towards the development’s completion

is maintained. In the very unlikely event that BARDA did terminate the contract, the Company would

review the adoption of suitable mitigation measures including rescheduling of the Burns development
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programme, cost savings, and raising funds from alternative sources to complete the development,

depending on the progress of the Burns development and DFU development and commercialisation.

DHA

The DHA Department of Defense Small Business Technology Transfer (STTR) Phase II contract

expired on 26 January 2021. The Company may enter into a Phase III contract to pursue commercial

applications of the research or development completed in Phase II. Though the Company has no

reason to believe that it will not be offered a Phase III contract, and while DHA contracts have been

renewed or extended historically, there is no guarantee that the contract will be extended after the base

period. As this contract is a key contract for the Company, non-extension of the contract could have an

adverse impact on the Company’s business, prospects, results of operations and financial condition.

To mitigate this risk, the Company maintains a very close relationship with DHA, through a project team

made up of senior management including the Chief Executive Officer and the Head of Regulatory

Affairs. Project milestones and scope are closely controlled by the Company to ensure the development

goals presented to DHA are achieved in full, and that momentum towards the development’s completion

is maintained. In the very unlikely event that DHA did not extend the contract, the Company would

review the adoption of suitable mitigation measures including rescheduling of the Burns development

programme, cost savings, and raising funds from alternative sources to complete the development,

depending on the progress of the Burns development and DFU development and commercialisation.

Loss of a major customer

The Company has not made any commercial sales and receives almost all of its revenue from fixed

fees and costs payable by BARDA. While the Company believes it has a very good working relationship

with BARDA, the loss of the Company’s contract with BARDA may have an adverse impact on the

Company’s business, prospects, results of operations and financial condition. The Company expects

diversification of customers in future years once it begins commercial sales activity.

Risk mitigation is described above in relation to BARDA and the DHA.

Commercial Risk

The DeepView system has yet to be launched into the US, EU and other markets and so adoption and

market penetration can only be estimated. Widespread adoption of new medical device technologies

typically follows early adoption and promotion by key opinion and thought leaders in the relevant

sectors. Whilst the Directors are optimistic about the Company’s prospects, there is no certainty that

anticipated outcomes and sustainable revenue streams will be achieved.

The Company has taken steps to mitigate this risk by establishing a strong relationship with the Skin

Wounds, and Trauma (SWaT) Research Centre of the Royal College of Surgeons in Ireland (RCSI)

University of Medicine and Health Sciences, a well-respected institution in the field. The Company will

be able to leverage this relationship to access other institutions and individuals that should increase

awareness and early adoption of the systems both in the EU and US. Further, the Company has

established an Advisory Board of key opinion leaders to ensure that the DeepView developments result

in commercialisable products. The Burns application has received FDA breakthrough designation which

will also provide strong promotional benefits in commercialisation, and access to advantageous

treatment reimbursement rates.

Research and development risk

The Company will be operating in the life sciences and medical device development sector and will look

to exploit opportunities within that sector. The Company will therefore be involved in complex scientific

research and industry experience indicates that there may be a risk of delay or failure to produce

results. In order to obtain the necessary regulatory approvals required to commercialise the Company’s

products, the Company will need to conduct clinical trials and demonstrate successful outcomes

against an agreed comparator. There is a risk that safety and efficacy issues may arise when the

products are tested. There is also a risk that there will be delays to the development of the products or

that unforeseen technical problems arise as the Group’s technology becomes increasingly automated.
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These risks are common to all new medical products and there is also a risk that the clinical trials may

not be successful.

The Company is mitigating such risks through the recruitment and retention of highly skilled and

experienced senior managers and other employees with world leading capabilities in science, product

and business development, project management and regulatory affairs to realise high performing

technologically breakthrough products on schedule, and to the satisfaction of clinicians and regulatory

authorities.

Product development timelines

Product development timelines are at risk of delay, particularly since it is not always possible to predict

the rate of patient recruitment into clinical trials. There is a risk therefore that product development could

take longer than presently expected by the Directors. If such delays occur the Company may require

further working capital.

The Directors shall seek to minimise the risk of delays by careful management of projects and have

strongly embedded processes and systems of programme management to provide this. In the

development of earlier generations of the DeepView product, the Company has demonstrated its ability

to plan and execute on its development projects in a timely manner.

Regulatory approvals and compliance

The Company will need to obtain various regulatory approvals (including the FDA and EMA approvals)

and otherwise comply with extensive regulations regarding safety, quality and efficacy standards in

order to market its future products. These regulations, including the time required for regulatory review,

vary from country to country and the review and approval processes can be lengthy, expensive and

uncertain. While efforts will be made to ensure compliance with government standards, there is no

guarantee that any products will be able to achieve the necessary regulatory approvals to promote that

product in any of the targeted markets and any such regulatory approval may include significant

restrictions on the uses for which the Company’s products can be promoted and used.

To ensure that the Company has the best possibility of receiving appropriate regulatory approvals to

market its products, it has conducted thorough clinical and product market research through key clinical

opinion leaders and institutes to refine its technology offering and to ensure that it produces and

overwhelmingly compelling clinical case for regulatory approval and adoption. Further, the Company

has established a process of active engagement with the regulatory authorities in determining the

optimal regulatory pathway to approval, to minimise the regulatory lead time and to ensure the

satisfaction of the safety, quality and efficacy standards expected by those authorities. The Company

has established world leading expert teams of scientific, product and business development, project

management and regulatory affairs staff to maximise the likelihood of success.

Technological change

The markets for the Company’s products and services are characterised by changing technology and

customer requirements. Changing customer requirements and the introduction of products or services

or enhancements embodying new technology may render the Company’s existing products and

services obsolete, unmarketable or competitively impaired and may exert downward pressures on the

pricing of existing products and services.

One of the Company’s key competitive advantages is that it is currently the only AI-enabled wound

imaging system that translates raw physiological image data into an output that is directly correlated to

a wound healing prediction. The Company intends to continue to invest in technical developments in

order to mitigate the impact of future competition. The Company has also registered a portfolio of

patents to defend its technological lead over other market offerings in the relevant clinical space.

Principle Five: A Well-Functioning Board of  Directors

The Board comprises the Independent Non-Executive Chairman, Martin Mellish, the Chief Executive

Officer, Wensheng Fan, and four other Non-Executive Directors: Erich Spangenberg, Dr Cynthia Cai,
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Gerry Beaney and Richard Cotton. All NEDs, with the exception of Erich Spangenberg, are considered

to be independent. Erich Spangenberg, including the Spangenberg Entities, is the largest shareholder

of the Company, owning approximately 40 per cent. of the Company’s total issued share capital post-

Admission and was Chairman of the Subsidiary prior to Completion. Mr. Spangenberg and his related

entities have signed the Relationship Agreement which further governs his relationship with the

Company and the Board.

The QCA Code recommends that at least two members of the board are non-executive Directors

determined by the Board to be independent in character and judgement and free from relationships or

circumstances which may affect, or could appear to affect, their judgement. The Company complies

with this requirement with four non-executive Directors determined by the Board to be independent.

The Board meets at least every two months and at any other time deemed necessary for the good

management of the business and at a location agreed between the Board members. It has established

Audit, Remuneration and Nominations Committees, particulars of which appear under Principle Nine.

Each Director has agreed to devote as much time as is required to carry out the roles and

responsibilities that the Director has agreed to take on.

Notwithstanding that the Directors are based in various jurisdictions the Company will aim to ensure

that face to face meetings occur where practicable and subject to ongoing regulations relating to the

Covid-19 pandemic.

The Directors are subject to re-election intervals as prescribed in the Company's Certificate of

Incorporation, the effect of which is that no director may serve a term longer than three years without

standing for re-election by the Company’s Shareholders at a general meeting.

Principle Six: Appropriate Skills and Experience of  the Directors

The Company has put in place a board structure that can best provide the strategic advice and

leadership required.

The Board currently consists of six Directors, who are supported by an experienced senior

management team and an Advisory Board. The biographical details of the senior management team

and the members of the Advisory Board are set out in paragraph 10 of Part 1 of this Admission

Document.

The Directors are of the view that the Company does not currently require a Board-level Chief Financial

Officer given its current stage of development. Wan Lung Eng, the Company’s Chief Financial Officer

is invited to attend all Board meetings and audit, remuneration and nomination committee meetings as

required. In addition, the NEDs have appropriate financial experience: Richard Cotton previously

served as Chief Financial Officer of FTSE250 listed Dechra Pharmaceuticals plc, whilst Gerry Beaney

and Martin Mellish bring considerable public company advisory and audit committee experience,

respectively.

As the Company grows and develops, the Board will keep its corporate governance framework under

review to ensure it remains appropriate for the size, complexity and risk profile of the Group.

Currently, the Board has an appropriate balance of sector, financial, and public markets skills and

experience and brings a range of skills and capabilities to the Company. The Board members are kept

up-to-date on a regular basis on key issues and developments pertaining to the Group as well as their

responsibilities as members of the Board and have access to management as required.

Principle Seven: Evaluation of  Board Performance

Internal evaluation of the Board, its committees and individual Directors is seen as an important

component of good governance. This will be undertaken on an annual basis in the form of peer

appraisal, facilitated by self-assessment questionnaires and discussions to determine the effectiveness

and performance in each individual’s role. The criteria against which effectiveness is considered will be

aligned to the strategy of the Group and management forecasts and budgets that are already in place.

Development needs of individuals will form part of the appraisal process.
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The Board may consider an externally facilitated review in the future.

In addition, NEDs’ independence will be reviewed on an ongoing basis.

Principle Eight: Corporate Culture

The Board recognises that its decisions regarding strategy and risk will influence the corporate culture

of the Group as a whole and that this will impact the performance of the Group. The Board is very aware

that the tone and culture set by the Board will have an effect on all aspects of the Group as a whole

and the way that employees behave. A large part of the Group's activities are centred on its interaction

with government departments as well as addressing its healthcare customer needs. Therefore, the

importance of sound ethical values and behaviours is crucial to the ability of the Group to successfully

achieve its corporate objectives. The Board places great importance on this aspect of corporate life and

seeks to ensure that this flows through all that the Group does. The Board assessment of the culture

within the Group at the present time is one where there is respect for all individuals, there is open

dialogue within the Group and there is a commitment to provide the best service possible to all the

Group's key customers while being sensitive to the needs of all stakeholders.

In addition, the Group takes a zero-tolerance approach to bribery and corruption and is committed to

acting professionally, fairly and with integrity in all business dealings and relationships wherever they

occur. The Group is subject to both the US Foreign Corrupt Practices Act and the UK Bribery Act 2010

and implements effective systems to counter bribery and corruption, and as part of this has adopted an

anti-bribery and anti-corruption policy. The policy provides guidance to those working for the Group on

how to recognise and deal with bribery and corruption issues and the potential consequences and

applies to all persons working for the Group or on its behalf in any capacity, including employees at all

levels, Directors, Officers, consultants and agents.

Furthermore, the Directors believe that serving the Group's target market of hospitals and other care

and treatment centres, brings with it a level of public scrutiny in procurement that is transparent and

easily accessible to the Board and external advisers that oversee the Group's activities.

Principle Nine: Maintenance of  Governance Structures and Processes

Ultimate authority for all aspects of the Group's activities rests with the Board with the respective

responsibilities of the Chairman and Chief Executive Officer arising as a consequence of delegation by

the Board. The Chairman is responsible for the effectiveness and leadership of the Board, promoting a

culture of openness and debate by facilitating the effective contribution of NEDs and ensuring

constructive relations between Executive and Non-Executive Directors. The Chief Executive Officer is

responsible for ensuring that the Directors receive accurate, timely and clear information. Management

of the Group's day-to-day business resides with the Chief Executive Officer. As stated in Principle Two,

primary contact with shareholders has been delegated by the Board to the Chief Executive Officer who

may further delegate with the consent of the Board.

NEDs are appointed not only to provide independent oversight and constructive challenge to the

Executive Directors and senior management but also to provide strategic advice and guidance. There

is a rigorous and transparent procedure for the appointment of new Directors to the Board. The search

for Board candidates is conducted, and appointments made, on merit, against objective criteria and with

due regard for the benefits of diversity on the Board.

The Company also maintains an Advisory Board for the purpose of providing additional insight and

expertise in the areas in which the Company operates.

Audit Committee

The Audit Committee’s role is to assist the Board with the discharge of its responsibilities in relation to

internal and external financial reporting, audits and controls, including reviewing the Group’s annual and

half-yearly financial statements, reviewing and monitoring the scope of the annual audit and the extent

of the non-audit work undertaken by external auditors, advising on the appointment of external auditors

and the tendering process and reviewing the effectiveness of the Group's corporate governance,
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internal audit and controls, insurance and risk management, whistle-blowing and fraud-prevention

systems. The ultimate responsibility for reviewing and approving the Group's annual report and

accounts and its half-year reports remains with the Board.

The Audit Committee will be chaired by Richard Cotton and its other member will be Gerry Beaney. The

Board has satisfied itself that Richard Cotton has recent and relevant financial experience, having

previously been Chief Financial Officer of FTSE250 listed Dechra Pharmaceuticals plc, and that the

committee as a whole has competence relevant to the sector in which the Group operates. The Audit

Committee will normally meet no fewer than three times in each financial year and at such other times

as the chair of the committee requires. It will have unrestricted access to the Company’s auditors.

Remuneration Committee

The Remuneration Committee has delegated responsibility for all elements of the remuneration of the

Chair of the Board, the executive Director of the Company and such other senior executives of the

Group as it is designated to consider. It must ensure that the remuneration policy and practices of the

Company are designed to support strategy, purpose and values that are linked to the Company’s long-

term success. The Remuneration Committee will also make recommendations to the Board on

proposals for the granting of share options and other equity incentives under any share option scheme

or equity incentive scheme in operation from time to time. In exercising this role, the Directors will have

regard to the recommendations in the QCA Code. The remuneration of non-executive Directors will be

a matter for the executive Director and Chairman. No Director may be involved in any decision as to

their own remuneration.

The Remuneration Committee will be chaired by Gerry Beaney. The other member of the committee

will be Richard Cotton. The Board has satisfied itself that Gerry Beaney has recent and relevant

experience, having previously held senior positions at London-based institutional stockbrokers and AIM

advisory firms, and that the committee as a whole has competence relevant to the sector in which the

Group operates. The Remuneration Committee will normally meet not less than twice in each financial

year and as otherwise required by its chair.

Remuneration of Directors is split into three categories:

–        Basic salaries and benefits in kind: Basic salaries are recommended to the Board by the

Remuneration Committee, taking into account the requirements of the role and the rates for

similar positions in comparable companies. Certain benefits in kind are available to certain senior

staff and executive directors.

–        Bonus Scheme: The Group has a discretionary bonus scheme for staff and executive directors

which is specific to each individual and the role performed by that individual within the Group.

Bonuses will be linked to achievement of a range of key performance indicators (financial and

non-financial).

–        Long-term incentive plan (LTIP): The Company operates a LTIP for Executive Directors and other

employees to attract, retain and reward those individuals through equity participation in the

Company’s stock. The LTIP includes share options, restricted shares and restricted share units.

Options can also be granted to non-employees (including consultants and non-independent

NEDs) through a sub-plan. Exercise of share options under the plans are subject to specified

exercise periods and compliance with the AIM Rules. The LTIP and option plan are overseen by

the Remuneration Committee which recommends to the Board all grants of equity and share

options to directors and employees based on the Remuneration Committee's assessment of

personal performance and specifying the terms under which eligible individuals may be invited to

participate.

Nomination Committee

The Nomination Committee will lead the process for appointments, ensure plans are in place for orderly

succession to both the Board and senior management positions and oversee the development of a
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diverse pipeline for succession. It is also responsible for periodically reviewing the Board’s structure and

identifying potential candidates to be appointed as Directors, as the need may arise.

The Nomination Committee will be chaired by Dr Cynthia Cai. The other members of the committee will

comprise Martin Mellish and Wensheng Fan. The committee’s remit will extend to senior management

and the Advisory Board to ensure candidates possess the particular attributes required for the role.

Director candidates will also be assessed to ensure appropriateness to act as a director of a London

AIM Market company. The Nomination Committee will meet once a year and at such other times as the

chair of the committee requires.

Principle Ten: Shareholder Communication

The Board is committed to maintaining good communication and having constructive dialogue with its

shareholders. The Investors section of the Company’s website provides all required regulatory information

as well as additional information shareholders may find helpful including: information on Board members,

advisors and significant shareholdings, a historical list of the Company’s Announcements, its corporate

governance information, the Company’s publications including historic annual reports and notices of

annual general meetings or special meetings, together with share price information.

The Group also takes a proactive approach to investor relations initiatives with ongoing support from

Walbrook PR Limited, the Group’s Financial PR and IR Advisers. These investor relations initiatives

include (but are not limited to):

–        responsive IR enquiry service for all investors to ask questions and provide feedback via phone

or email;

–        shareholder events in London and elsewhere;

–        access to virtual investor presentations and Q&A sessions;

–        the use of social media, in accordance with the Group's Social Media Policy; and

–        access to media commentary or video interviews providing a summary of Company strategy and

around other key developments.

Institutional shareholders and analysts will have the opportunity to discuss issues and provide feedback

at meetings with the Company. The Board have engaged Walbrook PR to provide investor relations

services allowing all investors to have the opportunity to ask questions and provide feedback through

Walbrook PR – either by phone or email. Through Walbrook the Board will also allow all investors to

attend Company investor presentations (held physically or virtually) and to submit questions to the

management. In addition, all shareholders are encouraged to attend the Company's Annual General

Meeting or any other Special Meetings that will be held throughout the year.

Results of shareholder meetings and details of votes cast will be publicly announced through a

regulatory information system and displayed on the Company’s website with suitable explanations of

any actions undertaken as a result of any significant votes against resolutions.

Share dealings

At Admission, the Company will adopt a dealing code for Directors, senior managers and employees in

relation to securities dealings which is appropriate for a company with securities traded on AIM ("Share

Dealing Code").

The Share Dealing Code imposes restrictions beyond those that are imposed by law (including by

FSMA and MAR and other relevant legislation) and its purpose is to ensure that persons discharging

managerial responsibility and persons connected with them do not abuse, and do not place themselves

under suspicion of abusing, price-sensitive information that they may have or be thought to have,

especially in periods leading up to an announcement of financial results. The Share Dealing Code sets

out a notification procedure which is required to be followed prior to any dealing in the Company’s

securities. The Company intends to take proper steps to ensure compliance with the dealing code by

Directors, senior managers and employees.
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28      Further information

You should read the whole of this document which provides additional information on the Group and the

Placing and Subscription and not rely on summaries or individual parts only. Your attention is drawn, in

particular, to Parts II to V of this document which provide additional information.
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PART II

                                             RISK FACTORS                                             

The following section sets out the risks that the Directors consider are specific to the Group and its

Common Stock and which are material for making an informed investment decision. This section does

not purport to contain a complete list or explanation of all the risk factors involved in investing in the

Company and the risks described are not set out in any order of priority. Additionally, there may be risks

not mentioned in this document of which the Board is not aware or believes to be immaterial but which

may, in the future, adversely affect the Group’s business and the market price of the Common Stock.

In particular, the Company’s performance may be affected by changes in the market and/or economic

conditions and/or in legal, regulatory and tax requirements.

An investment in the Common Stock is highly speculative and involves a high degree of risk.
The attention of prospective investors is drawn to the fact that the Company is subject to a
variety of risks which, if any were to occur, could have a materially adverse effect on the Group’s
business and/or financial condition, results or future operations. In such case, the market price
of the Common Stock could decline and investors might lose some or all of their investment.
Accordingly, prospective investors in the Common Stock should carefully consider all of the
information in this document and the risks attaching to an investment in the Company,
including, but not limited to, those risks set out below.

AN INVESTMENT IN THE COMPANY MAY NOT BE SUITABLE FOR ALL RECIPIENTS OF THIS
DOCUMENT. POTENTIAL INVESTORS ARE ACCORDINGLY ADVISED TO CAREFULLY
CONSIDER WHETHER AN INVESTMENT IN THE COMPANY IS RIGHT FOR THEM AND, IF IN ANY
DOUBT, TO CONSULT A PERSON AUTHORISED UNDER THE FSMA WHO SPECIALISES IN
INVESTMENTS OF THIS KIND, AND/OR AN APPROPRIATELY QUALIFIED TAXATION ADVISER,
PRIOR TO INVESTING.

RISKS RELATING TO THE GROUP’S BUSINESS

Specific risks relating to terms of key contracts

The Group currently has agreements with each of: (i) BARDA; and (ii) the DHA to support continued

development of the next generation of the DeepView® Wound Imaging Solution.

BARDA

(i)       Expiration

The base period of the BARDA contract expired at the end of April 2021, however BARDA may

exercise option periods to extend the term of the contract subject to contract milestones and

decision gates. On 22 March 2021, BARDA exercised Option 1a and, though the Group has no

reason to believe that further options will not be exercised, and whilst these contracts have been

renewed or extended historically, there is no guarantee that the contracts will be extended. As

these contracts are key for the Group, non-extension of these contracts, or either of them, could

have an adverse impact on the Group’s business, prospects, results of operations and financial

condition.

(ii)      Termination

While the government has a right to terminate for convenience under the BARDA contract, the

government generally does not terminate funding awards unless there is reason, such as: the

funding contract becomes too costly or proving impossible, the agency seeks to avoid a dispute

with another branch of government or the agency has decided to restructure its contractual

arrangements and perform work in-house. Thus, it is unlikely that BARDA will terminate its

contract with Group. If, however, BARDA terminates the contract, the Group may be entitled to

A1

3

A11

2
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settlement costs for payment for work already performed, but not yet paid for, costs incurred in

anticipation of performance, and costs arising from termination and settling the termination, for

example. While such termination settlement is available, the termination of the BARDA contract

is considered low risk.

DHA

The DHA Department of Defense Small Business Technology Transfer (STTR) Phase II contract

expired on 26 January 2021. The Group may enter into a Phase III contract to pursue commercial

applications of the research or development completed in Phase II. Though the Group has no reason

to believe that it will not be offered a Phase III contract, and while DHA contracts have been renewed

or extended historically, there is no guarantee that the contract will be extended after the base period.

As this contract is a key contract for the Group, non-extension of the contract could have an adverse

impact on the Group’s business, prospects, results of operations and financial condition.

Loss of  a major customer

The Group has not made any commercial sales and receives almost all of its revenue from fixed fees

and costs payable by BARDA. While the Group believes it has a very good working relationship with

BARDA, the loss of the Group’s contract with BARDA may have an adverse impact on the Group’s

business, prospects, results of operations and financial condition. The Group expects diversification of

customers in future years once it begins commercial sales activity particularly into the DFU market.

Commercial Risk

The DeepView® technology has yet to be launched into the US, UK, EU4 and other markets and so

adoption and market penetration can only be estimated. Widespread adoption of new medical device

technologies typically follows early adoption and promotion by key opinion and thought leaders in the

relevant sectors. The Group has taken steps to address this by establishing a strong relationship with

three leading US hospitals (LSU University Medical Center – New Orleans, Medstar – Washington D.C.,

Wake Forest Medical Center – Greensboro, NC. Spectral MD has also signed with international

partners such as the Royal College of Surgeons in Ireland, the University of Medicine and Health

Sciences Skin Wounds, and Trauma (SwaT) Research Centre, a well-respected institution in the field

and has partnered with Professor Keith Harding, a world-renowned wound care physician. The Group

will be able to leverage these relationships to access other institutions and individuals that should

increase awareness and early adoption of the technology in the US, UK and EU4. US adoption will also

benefit from the potential future BARDA funding of technology placement for burns applications under

Project Bioshield. The idiosyncratic behaviours of individual European regulators and payers is likely to

present some obstacles to easy adoption in the UK and EU4 but the Group’s intention to place a senior

member of the management team in the UK will enable closer monitoring and mitigation of this. Whilst

the Directors are optimistic about the Group’s prospects, there is no certainty that anticipated outcomes

and sustainable revenue streams will be achieved.

Research and development risk

The Group will be operating in the life sciences and medical device development sector and will look to

exploit opportunities within that sector. The Group will therefore be involved in complex scientific

research and industry experience indicates that there may be a risk of delay or failure to produce

results. In order to obtain the necessary regulatory approvals required to commercialise the Group’s

products, the Group will need to conduct clinical trials and demonstrate successful outcomes against

an agreed comparator. There is a risk that safety and efficacy issues may arise when the products are

tested. There is also a risk that there will be delays to the development of the products or that

unforeseen technical problems arise as the Group’s technology becomes increasingly automated.

These risks are common to all new medical products and there is also a risk that the clinical trials may

not be successful.

The Group has been successful in developing existing generations of its principal DeepView® product

and believes that its team has the capability and know how to successfully develop further generations,
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however, if the Group is not able to achieve the relevant outcomes or cannot demonstrate a sufficient

level of consistency in the results achieved by its products, it may not receive the regulatory approvals

required to commercialise its products. This would have an adverse impact on the Group’s business,

prospects, results of operations and financial condition.

Product development timelines

Product development timelines are at risk of delay, particularly since it is not always possible to predict

the rate of patient recruitment into clinical trials. There is a risk, therefore, that product development

could take longer than presently expected by the Directors. If such delays occur the Group may require

further working capital. The Directors shall seek to minimise the risk of delays by careful management

of projects.

Regulatory approvals and compliance

The Group will need to obtain various regulatory approvals (including FDA and EMA approvals) and

otherwise comply with extensive regulations regarding safety, quality and efficacy standards in order to

market its future products. These regulations, including the time required for regulatory review, vary

from country to country and the review and approval processes can be lengthy, expensive and

uncertain. While efforts will be made to ensure compliance with government standards, there is no

guarantee that any products will be able to achieve the necessary regulatory approvals to promote that

product in any of the targeted markets and any such regulatory approval may include significant

restrictions on the uses for which the Group’s products can be promoted and used.

Whilst the Group has historically received FDA 510(k) clearance for previous generations of its

DeepView® Wound Imaging System, there is no guarantee that future products will receive the requisite

regulatory approval. The Group will also be required to seek approvals for its DFU indication, as well

as a CE mark in order to expand into Europe, however the Group’s Breakthrough Device Designation

status, existing direct line of communication with the FDA, and clinical partners with regulatory

experience who have been identified in Europe, are expected to assist the Group in securing required

regulatory approvals going forward.

In addition, the Group may be required to incur significant costs in obtaining or maintaining its regulatory

approvals. Delays or failure in obtaining regulatory approval for products would be likely to have a

serious adverse effect on its financial performance and have a consequent impact on the value of the

Group.

Reputational Risks

The Group’s reputation is central to its future success in terms of the services and products it provides,

the way in which it conducts its business and the financial results it achieves. Issues that give rise to

reputational risk include, but are not limited to: failure (or allegations or perceptions of failure) to deal

appropriately with legal and regulatory requirements; ethical practices in relation to access to and use

of patient data and the commercialisation of opportunities arising from its access to and use of patient

data; fraud prevention, privacy, record-keeping, sales and trading practices; and the credit, liquidity and

market risks inherent in the Group’s business.

If the Group fails, or appears or is alleged to fail, to deal with various issues that give rise to reputational

risk, this could lead to adverse publicity, press attention and governmental and regulatory scrutiny,

which could materially harm its business prospects. Also, failure to meet the expectations of the press

and the general public, as well as its customers, suppliers, employees, shareholders and other

business partners, may have an adverse impact on the Group’s business, prospects, results of

operations and financial condition.

Technological change

The markets for the Group’s products and services are characterised by changing technology and

customer requirements. Changing customer requirements and the introduction of products or services

or enhancements embodying new technology may render the Group’s existing products and services
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obsolete, unmarketable or competitively impaired and may exert downward pressures on the pricing of

existing products and services. One of the Group’s key competitive advantage is that it is currently the

only AI-enabled wound imaging technology that translates raw physiological data/images into an output

that is directly correlated to a wound healing prediction. The Group intends to continue to invest in

technical developments in order to mitigate the impact of future competition.

It is critical to the success of the Group to be able to anticipate changes in technology or in industry

standards, to successfully develop and introduce new, enhanced and competitive products on a timely

basis, and to keep pace with technological change. This may place excessive strain on the Group’s

capital resources which may adversely impact the revenues and profitability of the Group or the Group’s

ability to achieve such developments. The Group cannot give assurances that it will on a timely basis

successfully develop new products or services or enhance and improve its existing products or

services. Neither can the Group be certain that new products and enhanced and improved existing

products will achieve market acceptance or that the introduction of new products or enhancing existing

products by others, or changing customer requirements, will not render the Group’s products or

services obsolete.

An inability of the Group to develop products or services that are competitive in technology and price

and that meet client needs could have an adverse impact on the Company’s business, prospects,

results of operations and financial condition.

The Company’s performance is linked to political attitudes and decisions affecting healthcare

There are numerous factors which may affect the success of the Company’s business which are

beyond its control, including changes in political conditions and attitudes towards the funding of

healthcare. In the countries and territories in which the Company operates there may be a shift in

government policy in relation to the funding of healthcare. For example, if there is a change in

government in the US or UK, it is possible that a new government would alter the amount of funding

available for healthcare and/or the allocation of resources available to healthcare.

There is no guarantee that changes, if any, in funding policies for healthcare or shifts in political

attitudes to healthcare in countries in which the Company currently operates, or may operate in the

future, would not materially adversely affect the Company’s business. The occurrence of such changes

cannot be accurately predicted and could have an adverse impact on the Company’s business,

prospects, results of operations and financial condition.

Competition

The Group’s current and potential competitors have established, or may establish, financial and

strategic relationships amongst themselves or with existing or potential customers or other third parties

to increase the ability of their products to address customer needs. Accordingly, it is possible that new

competitors or alliances amongst competitors could emerge and acquire significant market share.

Existing and/or increased competition could, therefore, adversely affect the Group’s market share

and/or force the Group to reduce the price of its products, which could have an adverse impact on the

Group’s business, prospects, results of operations and financial condition.

Business development activity

The Group regularly engages in business development activities by identifying and working with new

Key Opinion Leaders (KOLs), attending and presenting at clinical conferences, and conducting

marketing activities with potential new customers such as physicians and hospital administrators. In

addition to the Group’s ongoing business development activities in the US, the Group plans to expand

its business throughout the UK and EU4. Central to the Group’s EU4/UK strategy is the Group’s ability

to first build a clinical base of key opinion leaders in academic institutions to execute clinical studies.

Next the Group will engage and communicate with regulatory entities such as the MHRA and HPRA to

obtain CE Mark approval and will then engage with government purchasing entities such as the NHS

to ensure that the clinical and economic impact of DeepView® is beneficial to the NHS.
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New business development activities that the Group undertakes may not deliver target outcomes and

may expose the Group to additional operational and financial risk. Business development activities

entail a number of risks, including that they may be based on incorrect assumptions or conclusions and

the Group may suffer on account of unanticipated costs and liabilities and other unanticipated effects.

The occurrence of any of these events could have an adverse impact on the Group’s business,

prospects, results of operations and financial condition and could also impact its ability to enter into

other territories.

Management of  growth

The Group’s growth plans may place a significant strain on its management and operational, financial

and personnel resources. In order to execute on the Group’s strategy, the Company will need to hire

25-30 individuals. These hires include product management, marketing and highly technical

engineering roles. Furthermore, 10-15 of these hires will be in the UK and/or Europe to support the

Group’s European strategy. Though the Company has never undertaken this level of growth, the

Company’s Corporate Development Officer and the Human Resources Manager have instituted a long-

term hiring plan with key dates that ensure the individual is hired and trained months before the strategy

must be executed. Furthermore, the ability of the Group to implement its strategy requires effective

planning and management control systems. Therefore, the Group’s future growth and prospects will

depend on its ability to manage this growth. The value of an investment in the Group is dependent upon

the Group achieving the aims set out in this document. There can be no guarantee that the Group will

achieve or manage the level of success that the Board expects.

Multi-jurisdictional operations and regulation

The Group intends to operate in numerous jurisdictions, which have different regulatory, fiscal and legal

environments that could change in the future and could impact how the Group conducts its business in

these jurisdictions. The Group’s operations will be reliant on it identifying and adhering to the regulatory

requirements in those jurisdictions. There can be no guarantee that the Group will always be able to

identify such requirements or put in place the necessary licences and/or approvals. If the Group was

found not to have the appropriate licences and/or approvals or to have violated the terms of such

licence or any local laws and/or regulations, the Group could incur a fine (the amount dependent on the

nature of the violation), the relevant member of the Group could be subject to financial liability, required

to change its business practices or forced to suspend or terminate operations in the relevant territory.

Alternatively, the Group could be required to obtain new or different licences or regulatory approvals.

Such eventualities could result in costs or other consequences that could have an adverse impact on

the Group’s business, prospects, results of operations and financial condition.

Cyber-attacks and other risks relating to data security

The Group relies on information technology systems to conduct its operations. Because of this, the

Group and its software are at risk from cyber-attacks. Cyber-attacks can result from deliberate attacks

or unintentional events and may include (but are not limited to) malicious third parties gaining

unauthorised access to the Group’s software for the purpose of misappropriating financial assets,

intellectual property or sensitive information (such as patient data), corrupting data, or causing

operational disruption.

The Group has taken multiple steps to ensure the protection of its devices and technology. The

Company regularly engages each of its employees in data protection training, has enabled two-factor

authentication, and does not distribute or share its data across external systems. Furthermore, the

Company takes measures to ensure that its employees who come in contact with data or patients do

not violate any standards involving the Health Insurance Portability and Accountability Act (HIPAA) or

compromise a patients private health information (PHI).

While the Directors consider that the Group has taken appropriate steps to protect its systems, there

can be no assurance that its efforts will prevent service interruptions or security breaches in its systems

or the unauthorised or inadvertent wrongful access or disclosure of confidential information that could
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have an adverse impact on the Group’s business, prospects, results of operations and financial

condition or result in the loss, dissemination, or misuse of critical or sensitive information. If the Group

suffers from a cyber attack, whether by a third party or insider, it may incur significant costs (including

liability for stolen assets or information) and repairing any damage caused to the Group’s network

infrastructure and systems. The Group may also suffer reputational damage and loss of investor

confidence. If the Group suffers a cyber attack, this could expose the Group to potential financial and

reputational harm.

Highly skilled management and personnel

The Group depends to a significant degree on the continued services the Directors and its senior

management all of whom it considers to be key personnel. Their knowledge of both the market and their

skills and experience are crucial elements to the success of the Group’s business. Each of the Group’s

Directors, the members of the senior management team and all employees are engaged with the Group

on an ‘at will’ basis, meaning that both they and the Group are able to terminate the arrangement

without notice. While this is a common term for this type of arrangement in the US, the loss of key

personnel or the Group’s inability to attract, develop and retain additional qualified management and

other personnel could have an adverse impact on the Group’s business, prospects, results of

operations and financial condition.

Exposure to liability for defective products and services

If any member of the Group supplies products or services which are defective, affected persons may

seek to make a claim against the Group. While insurance is in place against any such claims, there are

excesses applicable under the relevant policies and such insurance is limited in total coverage, and any

uninsured losses could have a material adverse effect on the business, financial condition or results of

operations.

To the extent that a claim or claims of a significant nature were made against the Group, it could require

the business to expend substantial management resources and litigation costs in defending such

claim(s) and such claim(s), if successful, could reduce margins, harm the Group’s reputation in the

market and increase future insurance premiums, the occurrence of each of which could have an

adverse impact on the Group’s business, prospects, results of operations and financial condition.

Risk to Intellectual Property

Whilst the Group has several issued and allowed patents, no assurance can be given that any future

patent applications will result in granted patents, that the scope of any patent protection will exclude

competitors or provide competitive advantages to the Group, that any of the Group’s patents will be held

valid if challenged or that third parties will not claim rights or ownership of the patents or other IP rights

held by the Group.

When patents or other IP rights are obtained, the Group may be subject to claims in relation to the

infringement of these rights. Adverse judgments against the Group may give rise to significant liabilities

in monetary damages, legal fees and/or an inability to manufacture, market or sell products either at all

or in particular territories. If the Group cannot successfully enforce its IP rights, this could have an

adverse impact on the Group’s business, prospects, results of operations and financial condition.

The Group seeks to protect its intellectual property through the filing of worldwide patent and trademark

applications, as well as robust confidentiality obligations on its employees (and any contractors).

Despite these precautions that may be taken by the Group to protect its intellectual technology and

products, unauthorised third parties may attempt to copy, or obtain and use its technology and products.

A third party may infringe upon the Group’s intellectual property, release information considered

confidential about the Group’s intellectual property and/or claim technology that is registered to the

Group. In addition, the Group may fail to discover infringement of its intellectual property, and/or any

steps taken or that will be taken by it may not be sufficient to protect its intellectual property rights or

prevent others from seeking to invalidate its intellectual property or block sales of its products by
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alleging a breach of their intellectual property. Applications filed by the Group in respect of new patents

and trademarks may also not be granted.

Failure to identify or anticipate future risks

Although the Directors believe that the Group’s risk management procedures are adequate, the

methods used to manage risk may not identify or anticipate current or future risks or the extent of future

exposures, which could be significantly greater than historical measures indicate. Risk management

methods depend on the evaluation of information regarding markets or other matters that is publicly

available or otherwise accessible to the Group. Failure (or the perception that the Group has failed) to

develop, implement and monitor the Group’s risk management policies and procedures and, when

necessary, pre-emptively upgrade them could give rise to reputational and trading issues which could

have an adverse impact on the Group’s business, prospects, results of operations and financial

condition.

Manufacturing risk

The Group currently outsources all of its manufacturing through contracted entities and as such the

Group is not in direct control of the manufacture of its products and is therefore exposed to the risk of

poor product quality, non-adherence to applicable standards or other matters.

In order to mitigate these risks, the Group performs regularly scheduled visits with the contract

manufacturer and routinely inspects the quality and performance of the device in accordance with

federally mandated standards and ISO certification standards. The Group’s current contract

manufacturer, Cobalt, is located within a short driving distance from the Group’s headquarters and

allows for the Group’s employees to have hands-on interaction and timely inspections of the device.

GENERAL RISKS

Investment Risks

An investment in the Common Stock is only suitable for financially sophisticated investors who are

capable of evaluating the merits and risks of such an investment, or other investors who have been

professionally advised with regard to the investment, and who have sufficient resources to be able to

bear any losses that may arise therefrom (which may be the whole amount invested). A prospective

investor should consider with care whether an investment in the Company is suitable for them in the

light of their personal circumstances and the financial resources available to them. The investment

opportunity offered in this document may not be suitable for all recipients of this document. Such an

investment should be seen as complementary to existing investments in a wide spread of other financial

assets and should not form a major part of an investment portfolio. Investors should not consider

investing in the Common Stock unless they already have a diversified investment portfolio.

Investment in the Company should not be regarded as short-term in nature. There can be no guarantee

that any appreciation in the value of the Company’s investments will occur or that the commercial and

technological objectives of the Company will be achieved. Investors may not get back the full amount

initially invested.

Prospective investors should be aware that the value of an investment in the Company may go down

as well as up and investors may therefore not recover or may lose all of their original investment. In

addition, the price at which investors may dispose of their Common Stock may be influenced by a

number of factors, some of which may pertain to the Company, and others of which are extraneous.

These factors could include the performance of the Company’s business, large purchases or sales of

Common Stock, liquidity (or absence of liquidity) in the Common Stock, currency fluctuations, legislative

or regulatory or taxation changes, general economic and political conditions and interest and inflation

rate variations. The value of the Common Stock may therefore fluctuate and not reflect their underlying

asset value.
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Risks relating to EIS and VCT relief

The Company has applied for advance assurance from HMRC that, subject to the receipt of a

satisfactory compliance statement from the Company, HMRC would be able to authorise the Company

to issue “compliance certificates” under the EIS Legislation for the purposes of enabling qualifying

individual investors to apply for EIS Relief in respect of their subscription for Common Stock. This

advance assurance is expected to apply only in relation to the EIS New Common Stock. 

The HMRC advance assurance in connection with EIS was sought on the basis of the legislation as

enacted at the date that the advance assurances was given, and on the basis of the facts set out in the

application made to HMRC. In the event of any change to the legislation, any alteration to the

Company’s position or the rights attaching to the EIS/VCT New Common Stock, or if HMRC were to

consider that all material facts were not set out in the application, the advance assurances given by

HMRC may not apply. 

The advance assurance in respect of EIS relates only to the requirements in the EIS Legislation that

relate to the Company and the EIS New Common Stock, and will not guarantee that any particular

investor will be able to obtain EIS Relief in respect of a subscription for EIS New Common Stock in the

Placing. The availability of EIS Relief and the status of the relevant EIS/VCT New Common Stock as a

qualifying holding for VCT purposes will be conditional on (amongst other things) the Company and the

investor, in the case of the EIS, both continuing to satisfy the relevant requirements, under the EIS

Legislation, throughout, broadly, the period of three years from the date of issue of the relevant EIS New

Common Stock. Neither the Company, the Board nor the Group’s advisers represent, warrant or

undertake that the Company or the EIS/VCT New Common Stock will comply with the requirements of

the EIS Legislation at or following the EIS/VCT Placing, that investors will be able to obtain EIS Relief

in respect of their subscription for EIS New Common Stock, or that in due course such EIS Relief will

not be withdrawn. 

Circumstances may arise (which may include the sale of the Company) where the Board believes that

the interests of the Company are not best served by acting in a way that preserves VCT qualifying

status, or ensures that the Company and/or the EIS/VCT New Common Stock will continue to meet the

conditions for EIS Relief. In such circumstances, the Company and the Board cannot undertake to

conduct the activities of the Company in a manner designed to preserve any such relief or status.

Should the relevant legislation regarding the EIS change then eligibility for EIS Relief or qualifying

status for VCT purposes previously obtained may be lost. 

Any person seeking to obtain EIS Relief or a VCT intending to invest in the EIS/VCT New Common

Stock should consult their own professional tax adviser in order that they may fully understand how the

EIS Legislation and VCT Legislation applies in their individual circumstances. In particular, any such

person should seek professional tax advice as to whether or not they are considered to be

“independent”, for the purposes of seeking EIS Relief. There is a risk that such a person may consider

themselves to be “independent” but HMRC may does not agree with such classification. 

Any investor who is a Stockholder at the time of the Placing will not be eligible to claim EIS Relief on

their new investment in the Common Stock.

Economic conditions, current economic weakness and health epidemics, including the current
COVID-19 pandemic

The spread of COVID-19, which has caused a broad impact globally, may materially affect the Group

economically. While the potential economic impact brought by, and the duration of, COVID-19 may be

difficult to assess or predict, a widespread pandemic could result in significant disruption of global

financial markets, reducing the Group’s ability to access capital, which could in the future negatively

affect the Group’s liquidity.

The global pandemic of COVID-19 continues to evolve rapidly. The ultimate impact of the COVID-19

pandemic or a similar health epidemic is highly uncertain and subject to change. The full extent of

potential delays or impacts on the Group’s business, healthcare systems or the global economy as a
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whole remains unknown. These effects could, however, have an adverse impact on the Group’s

business, prospects, results of operations and financial condition.

Any further economic downturn either globally, nationally or locally in any area in which the Group

operates may have an adverse effect on the demand for the Group’s services. A more prolonged

economic downturn due to the impact of the COVID-19 pandemic (including that of further ‘waves’ of

infections) or otherwise may lead to an overall decline in the volume of the Group’s sales, restricting the

Group’s ability to generate a profit.

In addition, although signs of economic recovery have been perceptible in certain countries, the

sustainability of a global economic upturn is not yet assured. If economic conditions remain uncertain

this might have an adverse impact on the Group’s business, prospects, results of operations and

financial condition.

Any further restrictions relating to the COVID-19 pandemic in terms of additional national or local

lockdowns in any of the territories in which the Group operates, or additional restrictions on freedom of

movement of goods or people, could cause challenges to the Group’s operations. This could result in

short term revenue loss where there is an impact on the Group’s workforce or supply chains.

Force Majeure

The Group’s operations now or in the future may be adversely affected by risks outside the control of

the Group such as labour unrest, civil disorder, war, hostilities, terrorist attacks, subversive activities or

sabotage, fires, floods, explosions or other catastrophes, pandemics (including the COVID-19

pandemic) or quarantine restrictions.

The United Kingdom’s exit from the European Union

The UK left the EU on 31 January 2020 and the implementation period under the European Union

(Withdrawal) Act 2018 expired on 31 December 2020 (commonly referred to as “Brexit”). The UK and

the EU have agreed a Trade and Cooperation Agreement which applies provisionally from 1 January

2021. However, the extent of the impact of Brexit and the Trade and Cooperation Agreement following

the end of the implementation period remains difficult to predict. This uncertainty could have an adverse

effect on the Group’s business, prospects, results of operations and financial position. In addition to the

general economic risk that Brexit poses to the Group’s business, Brexit may inhibit the Group’s ability,

and the ability of its suppliers, to source the supplies required for the Group’s operations.

Taxation

Any change in the Group’s tax status or in taxation legislation or its interpretation, could affect the

Company’s ability to provide returns to Shareholders and/or alter the post-tax returns to Shareholders.

Statements in this document concerning the taxation of the Company and its investors are based upon

current tax law and practice which is subject to change.

Exposure to risks related to the Group’s operations which are not adequately covered by
insurance

The Group’s business will expose it to risks related to its operations. Criminal and/or civil proceedings

might be filed against the Group by users of the Group products or services, regulatory authorities,

competitors or other third parties. These claims could include claims resulting from acts by its

consultants, over which the Group has little or no control. If the Group cannot successfully defend itself

against liability claims, it may incur substantial liabilities or be required to limit certain commercial

activities.

While the Group maintains commercial insurance at a level it believes is appropriate against certain

risks commonly insured in the industry in which the Group operates, there is no guarantee that the

insurer will cover costs and make good damage or that the Group will be able to obtain the desired level

of cover on acceptable terms in the future. The potential costs that could be associated with any

shortfall of insurance coverage may cause delays and disruptions to the Group’s operations and the
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additional expenditure that the Group may incur could affect the Group’s earnings and competitive

position in the future and, potentially, its financial position. The Group’s operations could suffer losses

which may not be fully compensated by insurance. In addition, certain types of risk may be, or may

become, either uninsurable or not economically insurable, or may not be currently or in the future

covered by the Group’s insurance policies. Any of the foregoing could have an adverse impact on the

Group’s business, prospects, results of operations and financial condition.

Legislation and Compliance

This document has been prepared on the basis of current legislation, rules and practice and the

Directors’ interpretation thereof. Such interpretation may not be correct and it is always possible that

legislation, rules and practice may change. There can be no assurance that future legislation, rules and

practice will not adversely affect the business or financial condition of the Group. Furthermore, as the

Group will have operations located in the UK, there is a risk that possible legislative and regulatory

changes resulting from the Brexit negotiations could have an adverse impact on the Group’s business,

prospects, results of operations and financial condition.

Currency Risk

The Group expects to present its financial information in US dollars, although part of its business may

be conducted in other currencies, including pound sterling and Euros due to its intended expansion in

the United Kingdom and Europe respectively. As a result it will be subject to foreign currency exchange

risks due to exchange rate movements, which will affect the Group’s transaction costs and the

translation of its results. The Company’s Common Stock will be traded in US dollars.

RISKS RELATING TO THE COMMON STOCK

No prior market for the Common Stock

Before Admission, there has been no prior market for the Common Stock. Although application has

been made for the Common Stock to be admitted to trading on AIM, an active public market may not

develop or be sustained following Admission.

AIM is a market for emerging or smaller growing companies and may not provide the liquidity normally

associated with the Official List and other exchanges. The future success of AIM and liquidity in the

market for the Common Stock cannot be guaranteed.

Fluctuation of  the market price of  the Common Stock in response to a number of  factors, some
of  which may be out of  the Company’s control

Publicly traded securities experience significant price and volume fluctuations from time to time that

may be unrelated to the operating performance of the companies that have issued them. In addition,

the market price of the Common Stock may prove to be highly volatile. The market price of the Common

Stock may fluctuate significantly in response to a number of factors, some of which are beyond the

Company’s control, including: variations in operating results in the Company’s reporting periods;

changes in financial estimates by securities analysts; poor stock market conditions affecting companies

engaged in the same sector; additions or departures of key personnel; any shortfall in turnover or net

profit or any increase in losses from levels expected by securities analysts; and future issues or sales

of Common Stock. Any or all of these events could result in a material decline in the price of the

Common Stock, regardless of the Group’s performance.

Suitability of  the Common Stock as an investment

The Common Stock may not be a suitable investment for all the recipients of this document. Before

making a final decision, Shareholders and other prospective investors are advised to consult an

appropriate independent financial adviser authorised under the FSMA if such Shareholder or other

prospective investor is resident in the UK or, if not, from another appropriately authorised independent

financial adviser who specialises in advising on acquisitions of shares and other securities. The value
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of the Common Stock, and the income received from them, can go down as well as up and

Shareholders may receive less than their original investment. In the event of a winding-up of the

Company, the Common Stock will rank behind any liabilities of the Company and therefore any return

for Shareholders will depend on the Company’s assets being sufficient to meet the prior entitlements of

creditors.

Legislation and tax status

This document has been prepared on the basis of current legislation, regulation, rules and practices

and the Director’s interpretation thereof. Such interpretation may not be correct and it is always possible

that legislation, rules and practice may change. Any change in legislation and in particular tax status or

tax residence of the Company or in tax legislation or practise may have an adverse effect on the returns

available on an investment in the Company.

Future sales of  Common Stock

By way of a lock-in agreement, the Locked-in Shareholders have undertaken to the Company that they

will not dispose of any Common Stock during the period of 12 months from the date of Admission,

except in limited circumstances. The Locked-in Shareholders have also undertaken to the Company

that, except in limited circumstances, they will not dispose of any Common Stock for a period of 12

months after the first anniversary of Admission, unless such disposal is made on an orderly market

basis through the Company’s broker. The University of Texas Locked-In Shareholders have also

undertaken to the Company that they will not dispose of any Common Stock during the period of

6 months from the date of Admission, except in limited circumstances. In addition, the OMA

Shareholders have undertaken to the Company that, except in limited circumstances, they will not

dispose of any Common Stock for a period of 12 months after Admission, unless such disposal is made

on an orderly market basis through the Company’s broker. There can be no assurance that such parties

will not effect transactions in their Common Stock or that the efforts to manage any such transactions

in such a way that will maintain an orderly market in the Common Stock will be successful.

The sale of a significant number of shares of Common Stock in the public market, or the perception that

such sales may occur, could materially adversely affect the market price of the Common Stock.

Shareholders not subject to orderly market arrangements and, following the expiry of the applicable

period following Admission (or earlier in the event of a waiver of the provisions of the orderly market

undertakings), Shareholders who are otherwise subject to orderly market undertakings, may sell their

Common Stock in the public or private market and the Company may undertake a public or private

offering of Common Stock. The Company cannot predict what effect, if any, future sales of Common

Stock will have on the market price of the Common Stock. If the Company’s existing shareholders were

to sell, or if the Company was to issue a substantial number of shares in the market, the market price

of the Common Stock could be materially adversely affected. Sales of Common Stock by the

Company’s existing Shareholders could also make it more difficult for the Company to sell equity

securities in the future at a time and price that it deems appropriate

The Company’s ability to pay dividends in the future is not certain                                                  

At this stage in the Company’s development, the Company is primarily seeking to achieve capital

growth for the Company’s shareholders. When it is commercially prudent to do so and subject to the

availability of distributable reserves, the Directors may approve the payment of dividends. The

declaration, payment and amount of any future dividends of the Company are subject to the discretion

of the Shareholders, or in the case of interim dividends to the discretion of the Directors, and will depend

upon, amongst other things, the Company’s earnings, financial position, cash requirements, availability

or profits, any dividends and profits that it receives from its subsidiary companies, as well as provisions

for relevant laws or generally accepted accounting principles from time to time.

Further issuances of  Common Stock may be dilutive

The Company may decide to offer additional shares in the future for capital raising or other purposes.

Shareholders who do not take up or who are not eligible to take such an offer will find their proportionate

A1 18.5
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ownership and voting interests in the Company to be reduced. An additional offering could also have a

material adverse impact on the market price of the Common Stock as a whole.

Valuation of  Common Stock

The Placing Price has been determined by the Company and may not relate to the Company’s net asset

value, net worth, or any established criteria or value. There can be no guarantee that the Common

Stock will be able to achieve higher valuations or, if they do so, that such higher valuations can be

maintained.

Market Perception

Market perception of the Company may change, potentially affecting the value of investors’ holdings

and the ability of the Company to raise further funds by the issue of further Common Stock or otherwise.

The Common Stock will not be admitted to the Official List

Common Stock will be traded on AIM and will not be admitted to the Official List or admitted to trading

on the Main Market. Neither the FCA nor the London Stock Exchange have examined or approved the

contents of this document. The rules of AIM are less demanding than those of the Official List and an

investment in Common Stock traded on AIM may carry a higher risk than an investment in shares

admitted to the Official List. Although the Company is applying for the admission of its Enlarged Share

Capital to trading on AIM, there can be no assurance that an active trading market for the Common

Stock will develop, or if developed, that it will be maintained.

In addition, the market in Common Stock on AIM may have limited liquidity, making it more difficult for

an investor to realise its investment than might be the case in respect of an investment in shares which

are quoted on the Main Market. Investors should therefore be aware that the market price of the

Common Stock may be more volatile than the market prices of shares quoted on the Main Market and

may not reflect the underlying value of the net assets of the Company. For these and other reasons,

investors may not be able to sell at a price which permits them to recover their original investment.

RISKS RELATING TO THE EXCLUSIVE JURISDICTION IN THE STATE OF DELAWARE

Enforcement of  judgments

The Company is incorporated under the laws of the State of Delaware and its assets are primarily

located in the US. There is no convention or treaty between the US and the UK governing the

recognition and enforcement of judgments. A US judgment cannot be automatically enforced in the UK

or a UK judgment in the US. The only way to enforce a US judgment in the UK is to treat the US

judgment as a debt and make a claim in court. A UK judgment may be enforced against a US company

in the UK, provided the US company has assets in the UK.

Restrictions on transfer under the US Securities Act

The Common Stock has not been, and will not be, registered under the US Securities Act or qualified

under applicable US state securities laws. The New Common Stock is being offered only to non-US

Persons outside the US in transactions exempt from, or not subject to, the registration requirements of

the US Securities Act in reliance on Regulation S and otherwise in transactions that are exempt from

the registration requirements set out under the US Securities Act and applicable US state securities

laws. Accordingly, the Common Stock is a “restricted security” as defined in Rule 144 under the US

Securities Act. The Common Stock may not be offered sold or delivered in the US or to, or for the

account or benefit of, any US Person, unless the transfer is registered under the US Securities Act or

an exemption from the registration requirements is available, including a transaction specified by

Regulation S. Only the Company is entitled to register the Common Stock under the US Securities Act,

and the Company has no obligation to do so.

The Company can give no assurances that an exemption from registration or qualification will be

available for any resales or transfers of the New Common Stock. In addition, the New Common Stock
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offered to non-US Persons in the Placing is subject to the conditions listed under section 903(b)(3), or

Category 3, of Regulation S. Under Category 3, Offering Restrictions (as defined under Regulation S)

must be in place in connection with the Placing and additional restrictions are imposed on resales of

the New Common Stock. All of the New Common Stock is subject to these restrictions until at least the

expiry the Distribution Compliance Period. These restrictions may remain in place or be reintroduced

following the expiry of the Distribution Compliance Period, at the discretion of the Company. The

Common Stock will bear a legend describing restrictions on transfer to US Persons and prohibiting

hedging transactions in the Common Stock unless in compliance with the US Securities Act. Each

subscriber for Common Stock, by subscribing for such Common Stock, agrees to reoffer or resell the

Common Stock only pursuant to registration under the US Securities Act and qualification under

applicable US state securities laws or in accordance with the provisions of Regulation S or pursuant to

another available exemption from registration, and agrees not to engage in hedging transactions with

regard to such securities unless in compliance with the US Securities Act and applicable US state

securities laws. Representations, warranties and certifications must be made through the CREST

system by those selling or acquiring the Common Stock (represented by the Depositary Interests). If

such representations, warranties and certifications cannot be made or are not made, settlement through

CREST will be rejected. Furthermore, Common Stock held by “Affiliates” (as defined in Rule 405 of the

US Securities Act) of the Company shall be held in certificated form and accordingly settlement shall

not be permitted via CREST until such time as the restrictions are no longer applicable. The above

restrictions may severely restrict purchasers of Common Stock from reselling the Common Stock. The

Common Stock will not be admitted for trading on any US securities exchange in connection with the

Placing. For further information regarding the significant restrictions on transfer applicable to the

Common Stock, please see Part VI of this document.

SEC review of  the new Euroclear electronic settlement procedures for securities offered and
sold pursuant to Category 3 of  Regulation S

Following Admission, holders of New Common Stock may choose to convert the New Common Stock

into Depositary Interests for the purpose of secondary trading on the CREST automated book entry

system managed and operated by Euroclear UK & Ireland. Because the Company is a US “domestic

issuer” under the US Securities Act, the New Common Stock qualify as Category 3 securities under

Rule 903 of Regulation S under the US Securities Act. Category 3 securities are subject to strict transfer

restrictions (the “Transfer Restrictions”) and must bear certain legends so that counterparties in the

secondary market for the New Common Stock can determine whether any particular offer and resale

complies with the resale safe harbour under Regulation S (see Part VI of this document). Pursuant to

EU regulatory requirements regarding the clearance and settlement of securities traded on regulated

markets, Euroclear UK & Ireland has recently established procedures designed to facilitate the trading

of dematerialised Category 3 securities in accordance with the Transfer Restrictions applicable to

resales of such securities (the “Procedures”). To the knowledge of the Directors, the commissioners and

staff of the SEC have thus far declined requests to express any view, and have not in fact expressed

any view, on the sufficiency of the Procedures for the purpose of complying with the Transfer

Restrictions. The SEC may determine the Procedures to be insufficient for the purpose of complying

with the Transfer Restrictions. If this were to occur, the SEC could make a determination that the

Company did not comply with the requirements of Regulation S. Although the outcome of such a

determination is difficult to predict, the secondary market in the Common Stock could be adversely

affected. The Company may be required to register the Common Stock with the SEC, which would

entail significant expense to the Company and a significant amount of time on behalf of the Directors

and senior managers. Furthermore, the Company and the Directors could also be subject to criminal,

civil or administrative proceedings.

Shareholders outside the United Kingdom may not be able to participate in future equity
offerings

Securities laws of certain jurisdictions, including US federal and state securities laws, may restrict the

Company’s ability to allow the participation of Shareholders in future offerings. In particular,

Shareholders in the US may not be entitled to exercise these rights unless either the rights and
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Common Stock are registered under the US Securities Act and qualified under applicable US state

securities laws, or the rights and Common Stock are offered pursuant to an exemption from, or in

transactions not subject to, the registration requirements of the US Securities Act and the qualification

requirements of applicable US state securities laws. Any Shareholder who is unable to participate in

future equity offerings will suffer dilution.

Application of  United Kingdom and United States legislation

The Company is incorporated under the Delaware Corporation Law. Accordingly, a significant amount

of the legislation in England and Wales regulating the operation of companies does not apply to the

Company. In addition, the Delaware Corporation Law will apply in respect to the Company and these

laws may provide for mechanisms and procedures that would not otherwise apply to companies

incorporated in England and Wales. The rights of Shareholders are governed by the Delaware

Corporation Law and by the Company’s Certificate of Incorporation and Bylaws, which may differ from

the typical rights of Shareholders in the UK and other jurisdictions.

Takeover regulations

The Company is incorporated in and subject to the Delaware Corporation Law. Accordingly, the

Company and transactions in its Common Stock are not subject to the provisions of the City Code.

Certain provisions of the Company’s Certificate of Incorporation adopt similar procedures to the City

Code in the event of any party (or parties acting in concert) obtaining 30 per cent. or more of the issued

Common Stock of the Company, but there is no assurance that the courts of the US State of Delaware.

Will uphold or allow the enforcement of these provisions. Further details regarding the Company’s

mandatory bid conditions contained in its Certificate of Incorporation are set out in paragraph 7 of Part V

of this document.
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PART III

INDEPENDENT EXPERT’S REPORT

Set out below is the text of a report on Spectral MD Inc. by PharmaVentures Limited

PharmaVentures Ltd.

Triumph House

Parkway Court

John Smith Drive

Oxford Business Park

Oxford

OX4 2JY

The Directors

Spectral MD Holdings, Ltd.

2515 McKinney Ave.,

Suite 1000,

Dallas, TX 75201,

USA.

Dear Sirs,

Spectral MD Inc. (SMD, or the Company)                                                                                               

PharmaVentures Limited (PharmaVentures) is an independent pharmaceutical business consultancy

that specialises in assisting biomedical company clients in forming alliances or conducting M&A and

also performs technical and commercial evaluations of pharmaceutical and biotechnology products,

product portfolios and companies. PharmaVentures has built up considerable expertise in the analysis

of healthcare markets, biopharmaceutical companies and their technologies.

PharmaVentures has been instructed by the Directors of Spectral MD Holdings Ltd. to prepare an

independent report on Spectral MD Inc. which is part of the Spectral MD Holdings Group for inclusion

in its admission document dated 16 June 2021 covering a technical and commercial assessment of and

an overview of the markets targeted by SMD, including competitive products in the market and in

development. Our report is being prepared pursuant to Rule AR4 of Schedule 3 of the AIM Rules for

Nominated Advisers issued by the London Stock Exchange in order to provide technical comfort to the

Members of the Spectral MD Holdings Ltd. Board.

In preparing this report, PharmaVentures interviewed members of the SMD management team and

reviewed relevant Company documentation and scientific literature. These sources were supplemented

by PharmaVentures’ extensive internal and external resources, experience and understanding of the

global pharmaceutical industry.

It should be noted that PharmaVentures does not comment on the validity or enforceability of any patent

applications taken by the Company.

This report has been prepared with due diligence based on the information provided by SMD or taken

from public domain sources deemed to be reliable by PharmaVentures. While every effort has been

made to ensure the accuracy and completeness of the information and data presented,

PharmaVentures cannot accept liability for errors or omissions. In particular, the industry areas under

examination are fast evolving and any change in circumstances may render some or all of the

information or conclusions incomplete, obsolete or invalid.

A1, 1.2, 1.3, 18.1,

18.2, 18.3
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PharmaVentures is a pharmaceutical industry consultancy and is not an investment advisor. This report

is specifically limited to the matters set out above and is not to be taken as giving any advice on the

merits of an investment in SMD.

1.       Summary

Spectral MD Inc. (SMD, or the Company), is a private company incorporated in the State of Delaware,

US on March 09, 2009 focussed on the application of predictive analytical methods to develop

proprietary optical technologies and Artificial Intelligence (AI) algorithms to assist clinicians to make

more accurate, better and faster treatment decisions. 

Specifically, the Company is developing its DeepView® Wound Imaging Systems combining multi-

spectral imaging and AI to provide clinicians with an immediate healing assessment for burn wounds

and diabetic foot ulcers (DFU). The first and second-generation systems have been FDA cleared with

the Spectral MD DeepView® Wound Imaging System 2.0 intended use being for studies of blood flow

in the microcirculation.

DeepView® Gen 3 is anticipated to receive regulatory clearance for DFU assessment in 2022.

Development and clinical adoption of the DeepView® Wound Imaging Systems for burn assessment

have received significant support from BARDA (Biomedical Advanced Research and Development

Authority), part of the HHS Office of the Assistant Secretary for Preparedness and Response in the

United States which was established to aid in securing the US from chemical, biological, radiological,

and nuclear (CBRN) threats, as well as from pandemic influenza (PI) and emerging infectious diseases

(EID). SMD anticipates continued significant financial support from BARDA for burns applications.

Currently there are no satisfactory objective methods for clinicians to rapidly and accurately predict if a

DFU or wound caused by a burn will heal with or without further intervention. For burns, clinicians

typically rely upon an experience based subjective view and skin grafting. For DFUs clinicians are

obliged to wait 30 days (in the US) to determine if the ulcer has healed by 50 per cent. before being

able to use more advanced and greater interventional methods. Advanced wound care products

include: skin substitutes; growth factors and biologic wound products; and hyperbaric oxygen (Murphy

and Evans, 2020). In addition, vascular interventions, such as stent placement in the leg, are often

sought in the population of non-healing DFU patients. The need for these types of interventions is

especially difficult to identify in diabetics because the calcification or hardening of their arteries prevents

routine non-invasive vascular tests from being effective (Potier et al., 2011).

In major European markets there are also significant delays in both initial diagnosis of DFUs and

referral to specialist treatment programs. The SMD DeepView® imaging system has shown in proof of

concept clinical trials that it can provide clinicians with an accurate assessment of the non-healing

regions of a burn or DFU and thereby allow them to make better treatment decisions for individual

patients on ‘Day One’. This facilitates the decision to intervene earlier for non-healing DFUs, thereby

eliminating protracted wait times whilst healing may or may not occur and can deliver better outcomes

for the patients and significant cost savings for healthcare systems.

The SMD DeepView® Systems utilise patented high-resolution SnapShot MSI systems (US Patent No.

10,740,884) along with proprietary illumination systems for tissue imaging. Rapid data capture and AI

algorithms facilitate real time imaging and results reporting for clinicians.

The Company has initiated a multi-centre clinical trial for Diabetic Foot Ulcer in fourth quarter 2020 and

recruitment is ahead of schedule. A submission for CE marking will be made in second quarter 2022

with approval expected in fourth quarter 2022. Submission to the FDA for clearance to market the use

of DeepView® for DFU assessment is expected in first quarter 2022 with first sales anticipated in fourth

quarter of 2022 in the US. Submission for CE mark of the DFU assessment technology will occur in first

quarter 2022, with first EU sales in third quarter of 2023.

The Company has an established infrastructure and presence in the US and intends to build an

appropriate sales force to address this market. In order to facilitate launch and adoption in European

markets SMD will establish a physical presence in the UK from where it will manage European

commercial activities via a distributor model.
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2.       Product Technical Background

2.1.    Product Rationale and Clinical Applications

There are approximately 490,000 (National hospital ambulatory medical care survey) and 87,000

(Guest et al., 2015) burn related primary hospital admissions each year in the US and the UK,

respectively. According to the Institute for Health Metrics and Evaluation, approximately 9 million

people worldwide seek medical treatment annually for burns, of which approximately 120,000

result in death. In the US, there are only 134 specialised hospital departments that treat burn

patients (National Burn Repository, 2017), and about 250 burn surgeons in the country and of

recent medical graduates only 1 per cent. or less train to become a burn specialist.

At present, the treatment evaluation by experienced burn specialists can take up to three weeks

from the time of acute hospitalisation. This results in an average in-patient length of stay of 8.1

days, which is equivalent to $24,000 per stay in the US (McDermott et al., 2016). In addition to

the long period of assessment, the diagnostic accuracy of burn surgeons is estimated to be

approximately 50-70 per cent. (Pape et al., 2001, Jeng et al., 2003, Hlava et al., 1983), which can

result in unnecessary surgeries for burn patients.

For DFUs, twenty percent (20 per cent.) of the 30.2 million American adults with diabetes will

develop a DFU in their lifetime (CDC, 2017, Hurlow et al., 2018). 890,000 (Rice et al., 2013) and

169,000 (Guest et al., 2015) DFU patients require hospital visits each year in the US and the UK,

respectively. Mortality related to DFUs is as high as 5 per cent. during the first year and 42 per

cent. within five years (Everett and Mathioudakis, 2018). Morbidity is heightened by a high annual

risk of major (4.7 per cent.) and minor (39.8 per cent.) amputation (Mathioudakis et al., 2017).

Costs to treat a single DFU annually in the US are between $22,000 and $44,000; on the whole,

the DFU burden on the American health care system amounts to $1.4 billion each year. See

Section 3.2 for more information on DFU.

DeepView® Gen 3 Wound Imaging System offers accurate and rapid assessment of burn injuries

and DFU wounds by quantitative prediction of the potential to heal by delineating the viable to

non-viable tissue to 90 per cent. and 84 per cent., respectively (unpublished data). In

combination with the MSI technology, which collects the tissue reflectance spectrum of visible to

infrared (400 nm – 1100 nm) wavelengths, and in-house developed AI based on a proprietary

clinical database, this optical imaging technology is aimed at improving wound assessment as

and aid to therapeutic management of wound care.

2.2.    DeepView® Development Program to Date

The 1st generation of the DeepView® technology, DeepView® Gen 1, which gained FDA

clearance in 2013 (510(k) pre-market notification, K124049), was based on generating

photoplethysmography (PPG) optical signal (Webster, 1997) by measuring light interaction with

dynamic changes in the vascularised tissues and was used during excision procedures to detect

relative difference in blood flow to differentiate one type of tissue from the other. However, the

data acquisition process involved video recording of 30 seconds or more. The next generation,

DeepView® Gen 2, which gained FDA clearance in 2017 (510(k), K163339), utilised, in addition

to PPG, wide field multispectral imaging (MSI) system to rapidly capture multiple reflectant

measurements of pre-selected wavelengths of light characteristic of the target tissue damage

(Nguyen et al. 2013). Unlike its predecessor, this device performed with wound images captured

over a few seconds thus reduced motion related noise signal.

DeepView® Gen 3 differs from its predecessors in that: 1) it utilises the proprietary SnapShot

imaging sensor; 2) is re-designed to be a much more portable version with a smaller footprint; and

3) its software will contain the AI algorithms for burn and DFU assessment. Gen 3 utilises a

proprietary illumination system for tissue imaging with a patented high-resolution multi-aperture

SnapShot multispectral sensor (US Patent No. 10,740,884) which takes 0.2 seconds to capture

data. This sensor is rapid enough to essentially eliminate the noise from patient motion during

image acquisition. In 2019, a clinical study was conducted to collect data from 24 patients and 50

burn wound sites. The resulting head-to-head data analysis demonstrated non-inferiority of the
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patented SnapShot imaging sensor technology designed by SMD (i.e., the Gen 3 technology) when

compared against its filter-wheel predecessor which was a commercially available MSI device.

Whilst the trial design called for non-inferiority versus the earlier FDA approved devices, the

improved generation DeepView® Gen 3 in fact outperformed its predecessors.

AI is in development for clinical indications, including tissue classification, for which histology

data are being collected and interpreted for wound depth as the gold-standard. The AI methods

have been established for prediction of healing/non-healing tissue via a Deep Learning (DL)

algorithm trained using the proprietary MSI data acquired directly from patients. There are five

patent prosecutions applied to protect the intellectual property behind the imaging modality and

clinical applications of DeepView® Gen 3. Clinical data collection with the Gen 3 device started

in April/May 2020. Technical characteristics of the device are described in more detail below.

2.3.    Technical Characterisation

There are a number of non-contact, non-invasive, non-radiation optical modalities available for

the assessment of burn wound severity such as near infrared spectroscopy (Cross et al., 2009),

terahertz spectroscopy (Osman et al, 2020), laser Doppler imaging (Holland et al., 2002), optical

coherence tomography (Park et al, 2001), laser speckle imaging (Ponticorvo et al., 2019), special

frequency domain imaging (Cuccio et al., 2009, Nguyen, 2013) and ultrasonography (Iraniha et

al. 2000) to name a few. There are several imaging tools already available commercially, some

of which involve invasive procedures – NOVADAQ, Moore Instruments, Tissue Analytics,

HITACHI – however, none are capable of predicting wound healing potential with image analytics

completed within a few seconds.

The imaging modality of DeepView® Gen 3 consists of a proprietary illumination system where

different wavelengths have different tissue penetration depths for burn tissue characterisation

and identification of burn depth. The eight reflectant measurements captured at the

experimentally pre-determined visible and near-infrared wavelengths are processed to yield

intensity-light spectrum profile, or multispectral signature, characteristic of the tissue

composition. The spectral signatures are therefore different between healing and non-healing

tissue data.

For burn wounds, a group of burn surgeons and a derma-pathologist are involved in the

classification of the true depth of burn wounds for AI training. Punch biopsies taken immediately

prior to surgical excision are interpreted by a derma-pathologist for viable epidermis, hypodermis

and other tissue structures such as hair follicles and sweat glands. The DeepView® Gen3 images

and still images are processed before being correlated with the derma-pathology data, a.k.a.

Ground Truth (see Figure 2), by a panel of three burn surgeons.

Figure 1. Example images from the proof-of-concept clinical study conducted at Wake Forest

Baptist Medical Center Burn Center in Winston-Salem, North Carolina showing colour images of

clinical burns (left column), DeepView® Gen 3 prediction of deep and non-viable burn tissue

superimposed on colour images where the algorithm identifies non-healing burns as purple

(center column) and histologically determined depth of tissue damage, Ground Truth, for colour

images (right column) where white areas indicate the true regions of non-healing burns

determined by histology result. The wound on a dark pigmented patient indicates healing tissue

(middle row).

Figure 2. Example images of three sets of results of the DeepView® system for automated

segmentation of wound tissue, a part of the DFU assessment application, showing colour

photographs representative of the input DeepView® data to the trained AI (left column), AI

predicted locations of the callous (yellow) and wound (cyan) (centre column) and Ground Truth

masks indicating the true location of the callous (yellow) and wound (cyan) (right column). DFU

Ground Truth is based on the wound progression or healing (of the size of the healing wound)

between the time of initial evaluation and the follow up assessment.

Figure 3. Schematic representation of the steps involved in generating DeepView® Gen 3 output

showing the input multispectral patient data (left, burn wound or DFU) processed by DL algorithm
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(centre, grey box) to yield the binary output (right, Figures 1 and 2, centre column). DL is a subset

of Machine Learning (ML) which in turn is a subset of AI. Using multi-layer artificial neural network

(centre, grey box) comprised of convolution layers (slabs) and fully connected layers (dots), DL

algorithm can learn directly from raw image data input to help make intelligent decisions and can

increase its predictive accuracy for non-healing tissue when provided with more data for

algorithm training. Furthermore, whilst not shown explicitly in this figure, SMD has explored the

use of combining patient medical data with images for classification of ulcer healing potential.

Additionally, the process of algorithm training for DFU is different to that of burn since the input

data for the two are mutually exclusive.

Figure 1

Figure 2
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Figure 3

2.4.    Clinical Characterisation

A range of diagnostic devices are commercially available to assist in the management of wound

care (Section 4.2). However, none of these technologies can provide the tissue composition

information which is necessary to quantitatively distinguish viable tissue from non-viable tissue,

hence the wound healing prediction and wound depth.

At present, up to 30 days delay is necessary in the US from the time of initial DFU evaluation

before the definitive treatment method is identified. The delay is required to study the wound

progression to see if it has the potential to heal. In France, England, Spain, and Germany, 54 per

cent., 50 per cent., 59 per cent., and 46 per cent. of DFU patients, respectively, are diagnosed

by Week 4 (Figure 6a)) while 65 per cent., 48 per cent., 51 per cent., and 46 per cent. of the

patients, respectively, are referred by week four (Figure 6 (b)). A DFU that remains unhealed after

30-days is considered to be in need of an advanced form of treatment, such as tissue engineered

skin, or a vascular intervention, such as a peripheral arterial stent. The DeepView® Gen 3 is

anticipated to allow the definitive treatment method to start on ‘Day One’, thus reducing the cost

of DFU treatment significantly while providing an improved standard of patient care.

In burn care, a similar wait-and-see approach is used to determine the need for burn surgery.

Four to seven inpatient hospital days are typically needed before the burn specialist is confident

in their clinical judgment regarding the patient’s treatment plan. Therefore, it requires an entire

week of costly inpatient hospital care before the patient is scheduled for a burn surgery. Even

after one week of inpatient observations, the burn specialist’s accuracy in determining the need

for burn is approximately 70 per cent. SMD’s DeepView® technology is anticipated to have an

accuracy that is closer to 90 per cent., based on the IRB approved proof of concept clinical study,

and should be able to make this determination on the initial day of hospital admission (SMD’s IRB

approved Proof of Concept Clinical Study).

SMD has formed a collaboration with the Royal College of Surgeons in Ireland (RCSI) to

investigate the clinical potential of DeepView® Gen 3 (Spectral MD and RCSI to Advance Care

for Chronic Wounds | Newswire) while IRB-approved multi-centre clinical trials has begun

recently in the US to support the development of the DFU application for DeepView® Gen 3

(Spectral MD Initiates Multi-Center Clinical Study for Diabetic Foot Ulcer | Newswire).

2.5.    Medical Imaging Solutions

Central to the DeepView® Gen 3 Wound Imaging System is the proprietary AI analytics for the

assessment, diagnosis, and quantitative prediction of wound healing potential applicable to both

burns and DFU (US 2020/0193597 A1, WO 2020/123724 A1). The AI analytics is driven by DL

algorithms which are being trained and optimised by using exclusively the unique, proprietary

 

Healing

Non-
Healing

Diabetic Foot Ulcer

Burn Wound Deep Learning Algorithm
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MSI datasets acquired from the clinical studies to increase the sensitivity and prediction accuracy

of the algorithm performance. The in-house expertise has made possible the necessary

technology platform to interrogate the information rich multidisciplinary datasets.

It is important to appreciate that, in an attempt to obviate costly and time-consuming clinical trials,

most of the companies specialising in medical imaging analytics that are supported by AI utilise

purchased or publicly available clinical database for ML algorithm training and building algorithm

architecture. When an AI device intended for use with a specific clinical protocol had been trained

using externally provided datasets, such as those acquired under a different clinical protocol, the

resulting device output could be compromised as the algorithm architecture would not have been

optimised by the training datasets. For rigorous interrogation of data, rich in predictive clinical

information, the algorithm architecture must ideally be optimised. In the current medical devices

landscape of potential competitors with DeepView® Gen 3, none appear to have acquired their

own clinical database for DL algorithm training.

The MSI proprietary data acquisition process utilises the patented non-invasive, non-radiation,

optical imaging technology, SnapShot imaging, and illumination systems for high resolution,

multi-aperture tissue image data captured in 0.2 seconds (US-10740884-B2, US-9717417-B2,

US-9962090-B2, CN-107205624-B). Taking advantage of different wavelengths having different

tissue penetration range, the imaging modality captures a set of reflectant measurements, or a

spectral data cube, at the pre-determined visible (400 nm - 720 nm) and near-infrared

wavelengths (720 nm and above) to yield multispectral features for tissue characterisation of

wound severity post signal processing. Typically, each DFU or burn wound subject generates 2

gigabytes of data comprised of approximately 80-90 million pixels where a pixel is equivalent to

230 µm2 at the working distance of the imaging sensor. An image is constructed with 1 million

pixels in x and y spatial dimension while the eight pre-determined wavelengths represent the

spectral dimension of a data cube which is significantly more than the three commonly used

imaging wavelengths in the visible spectrum of blue, green, and red. It is evident that the

DeepView® Gen 3 Wound Imaging System combined with the proprietary AI analytics platform

generates high spatial and spectral resolution data and the sui generis nature of the technical

expertise needed to interrogate and interpret the MSI datasets for wound healing prediction is too

specialised to currently be available to others in the competitor landscape.

For burn wounds, punch biopsy samples were collected prior to surgery and histologically

classified as Ground Truth to determine the true depth of the wound and to be used for DL

algorithm training. As a result of the successful launch of the clinical study, SMD has the largest

(over 1,000 biopsies) proprietary burn wounds biopsy databank known to date. Analysis of the

biopsies is time and labour-intensive requiring burns surgeons and a derma-pathologist for their

expertise in tissue classification. For DFU, patient electronic health records replace the histology

classification for DL algorithm training.

For DFU, the captured spectral data, or segmented images, are compressed by autoencoder,

and together with patient electronic healthcare records, the input features are processed by multi-

layer artificial neural network. The current patented algorithm architecture has successfully

combined semantic segmentation imaging processing with the electronic healthcare record as

text inputs to yield and strengthen the binary output prediction of non-healing from healing tissue

in less than 1 second. The binary output with visual representation enables non-wound

specialists to use the device with confidence. The electronic healthcare record is replaced by

Ground Truth when processing burns data.

At the time of publication, approximately 5 terabytes and 53.4 billion pixels worth of proprietary

DFU and burns data have been acquired and utilised for the DL algorithms training. Plans are in

place to store anonymised patient data on a reputable cloud platform in compliance with the

Health Insurance Portability and Accountability Act (HIPAA).
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3.       Overview of Potential Development Plans

3.1.    Application in burns and BARDA relationship

BARDA, part of the US Department of Health and Human Services (HHS) Office of the Assistant

Secretary for Preparedness and Response, supports the transition from research through

advanced development towards application for market approval by the FDA. BARDA provides

funding over a diverse portfolio of medical countermeasures with accelerated late-stage

development and manufacture of product vital to public health emergencies and have so far

received fifty-five FDA approvals, licensures, or clearances for products it has funded

(https://www.phe.gov/about/barda/Pages/default.aspx).

Between September 2013 and January 2019, SMD received over $26 million in funding from

BARDA during which time DeepView® Gen 2 received FDA clearance in 2017. An additional

commitment of $92.3 million has been granted for distribution over a series of milestones

between July 2019 and August 2024 for the development of DeepView® Gen 3 with a view to gain

FDA clearance for burn assessment in 2023.

There are three main categories in BARDA’s portfolio for burns, namely assessment of burns,

removal of burn tissue, and burn wound healing. In the current funding programmes there exists

three types of wound treatment―spray skin, cultured skin and skin substitute to cover up a burn

wound―two types of burn removal―enzymatic with ointment or standard surgical excision―and

only one burn assessment type (DeepView® Gen 3).

There is unmet need for assessment and treatment of burn wounds and BARDA recognises the

technical advancement made by SMD as demonstrated by the significant and continuing

investment until 2024 which currently totals approximately $115 million. SMD has commented

that BARDA have been impressed over the years with on-time milestone deliveries and its

transparent and regular engagement with the FDA for their feedback on the device development

programme, clinical study design, for example. According to SMD, BARDA is particularly

impressed by the enrolment success of the clinical study amidst the recent pandemic. The

positive nature of the interactions with BARDA is clearly evidenced by the repeat and continued

funding SMD receives from BARDA. For the next Option Phase of the contract, SMD will submit

funding requests for the purpose of continued development of the burn assessment technology

including expanding its clinical study from three burn centres to 10.

3.2.    Application in diabetic foot ulcers

Type 2 diabetes is a metabolic disorder characterised by elevated blood glucose, it is a serious

and growing problem partly due to increasing obesity. Type 1 diabetes (an autoimmune disease)

is also characterised by elevated blood glucose controlled by insulin injection. Both forms lead to

circulatory issues and increased incidence of DFU. DFUs are the most frequently recognised

complex and costly symptom of diabetes with a prevalence of 13.0 per cent. and 5.1 per cent. in

North America and Europe, respectively (Zhang et al., 2017). One percent (1 per cent.) of DFU

patients undergo lower extremity amputations, and a non-healing DFU is the leading cause of

lower extremity amputation in the US (Oliver and Mutluoglu, 2020).

In 2019 over 3.9 million people were diagnosed with diabetes in the UK (Diabetes Prevalence

2019) of which 5 per cent. or approximately 200,000 patients currently suffer from a DFU (Guest

et al., 2015) while an estimated 10 per cent. will go on to develop a foot ulcer at some point in

their lives. Most patients suffer from recurring symptoms of foot ulcer (Diabetes Footcare

Pathway Blueprint (2017)).

Despite the large and growing number of diabetic patients, there is lack of effective diagnostic

pathways for DFU patients in the US and Europe. Typically, a multidisciplinary team comprised

of podiatrist, endocrinologist, primary care physician, vascular surgeon, and an infectious

disease specialist is involved in the collective and non-quantitative treatment decision process.

DeepView® Gen 3 can offer quantitative assessment of tissue survival and healing potential in
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the region affected by maldistribution of blood for effective diagnosis and improved treatment

outcome at reduced time and cost.

Diabetes affects over 30 million people in the US alone and more than 415 million people

worldwide (Diabetesatlas.org/America Diabetes Association). The market for DFU is therefore

significantly larger than that of burn wound assessment in many parts of the world. A DFU can

lead to limb amputation if left undiagnosed, misdiagnosed or untreated, therefore DeepView®

Gen 3 can be used as part of preventative measures taken to stop wound progression by

identifying DFUs that need more rigorous forms of treatment sooner. This is anticipated to result

in faster time to wound closure, reduction in the incidence of amputations, improved quality of life

and a reduced economic burden.

3.3.    Design and execution of  clinical studies

Currently, there are three specialist centres (Louisiana State University Health, Medstar, and

Wake Forest Baptist Medical Centre) participating in the burn wound clinical study involving a

small group of specialist surgeons. Almost 150 subjects (125 adults and 23 children) have been

recruited to date and over 1000 biopsies have been collected in succession from approximately

120 wounds.

For each subject, wound images were captured with the DeepView® device at the initial hospital

visit, and within the first 72 hours from the time of injury, followed by serial imaging throughout

the first week of treatment for wound progression assessment. On average, approximately seven

images were captured in total from each subject, but as many as fifty-seven had been obtained

from a single subject. During surgery, biopsies of approximately 4 mm in diameter were obtained

from every 25 cm2 of burn wound site for histopathology and assessed for epidermis, papillary

dermis, necrotic adnexal structures etc. by ‘blinded’ dermatopathologists. The biopsies were

handled by trained laboratory technicians at one designated laboratory and prepared for

histopathologic analysis in accordance with the standard operating procedure. The images were

collected prior to a final determination of the burn severity and/or healing potential and prior to

administration of therapeutic intervention. Subjects were followed to determine the true clinical

outcome and data from the device were not shared with the treating physician to avoid

influencing any treatment-related decisions. The clinical investigators were blinded to the

algorithm outputs obtained until the completion of the study.

Burn experts typically achieve up to 70 per cent. accuracy in diagnosing burn severity. Biopsy

pathology results were assessed and classified by three independent burn experts who each

spent up to 2.5 hours reviewing one patient’s data. This pathology classification was used to

generate an accurate diagnosis of the burn’s severity. This accurate diagnosis generated by burn

specialists and dermatopathologists was used to train the classification algorithm for the imaging

system.

Based upon feedback received from the FDA, the Company plans to conduct clinical studies in

10 centres across the US, including the three aforementioned centres, with a minimum of 250

patients enrolled. Of these, 60 are intended to be paediatric subjects. This study has already

been launched and recruitment is ongoing and ahead of schedule. The aims of the study are to

complete development of the burn assessment ML algorithm and design the validation study and

prepare for submission to FDA for device clearance.

Seventy-eight subjects have been enrolled between two DFU clinical study sites in the US since

December 2020 with training study completion planned for fourth quarter, 2021 and validation for

first quarter, 2022. The aims of this arm of the study are to recruit 150 subjects for training and

an additional 125-150 subjects for validation. There will be an expansion of study sites in due

course. The data collected in the US will be used for CE mark and submission, however, the

Company will continue to evaluate if separate training and validation study will need to be

conducted in the EU or UK.
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3.4.    Regulatory considerations

SMD was granted Breakthrough Device Designation (BDD) by the FDA in 2018 for the MSI

combined with AI device technology applied to burn wound assessment. The Breakthrough

Devices Program is a program issued to certain medical devices and device-led combination

products that provide for more effective treatment or diagnosis of life-threatening or irreversibly

debilitating diseases or conditions. Medicare has proposed that there is a 4-year reimbursement

programme applied to all those who hold BDD (https://www.cms.gov/newsroom/fact-

sheets/medicare-coverage-innovative-technology-cms-3372-f).

It is uncommon for a medical device to have gained such prestigious acknowledgement and this

indicates that the FDA recognises the scientific and technological value that the device will bring

to the field of medical imaging aimed at the assessment and healing prediction of burn wounds.

In addition to the one it has already been granted for burn wounds, SMD plans to submit an

application for BDD of their DFU wound assessment technology in 2021.

Through the BDD platform, SMD has access to fast interaction-response time with the FDA

review committee. SMD regularly engages with the reviewers and meets them on average twice

a year to share development progress and future directions for feedback which includes clinical

study design and the image data acquisition protocol for burn wounds. As a result of this

continuing and transparent interaction with the FDA, SMD has gained a deeper understanding of

the regulatory process for DeepView® Gen 3 and has already established that a component of

the marketing submission will involve an AI algorithm performance upgrade plan applicable at

appropriate stages of the life span of the device.

4.       Market opportunity

4.1.    Diabetic Foot Ulcer

DFU is a severe chronic diabetic complication that consists of lesions in the deep tissues

associated with neurological disorders and peripheral vascular disease in the lower limbs. The

incidence of diabetic foot has increased due to the worldwide prevalence of diabetes and the

prolonged life expectancy of diabetic patients. The prevalence of diabetic foot ulceration in the

diabetic population is 4–10 per cent. (Table 1); the condition is more frequent in patients with type

II diabetes, older patients, with the lifetime risk of diabetic patients developing this complication

is 15 per cent. The International Diabetes Federation reports that 9.1–26.1 million people will

develop DFUs annually. Furthermore, many studies have reported that foot ulcers precede

approximately 85 per cent. of all amputations performed in diabetic patients.

Table 1: Prevalence of  DFU

Country                                                                                                 Prevalence          Incidence
                                                                                                                (per cent.)         (per cent.)

US                                                                                                                       13                 5.8-6

UK                                                                                                                      6.3                 1-3.6

Germany                                                                                                            2.8             2.1-2.2*

France                                                                                                               5.6             2.1-2.2*

Italy                                                                                                                    9.7             2.1-2.2*

Spain                                                                                                                    3             2.1-2.2*

* European values, not country specific

DFUs account for significant morbidity, mortality, and healthcare expenditures. A British

population-based cohort study demonstrated that the development of a DFU is associated with

a 5 per cent. mortality in the first 12 months and a 42 per cent. mortality within five years. UK

specific data suggests that after 12 weeks, 50 per cent. of ulcers have not yet healed and by

week 24, 26 per cent. of the ulcers are still active with a mean time to healing being on average

4.4 months. US data shows that only 50 per cent. of ulcers heal within the year. Recurrence in

foot ulcers is common, with 50 per cent. of patients having one or more in their lifetime.
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Currently, there is no consistent, rapid or reliable method to triage patients with a DFU that will

heal on its own without further intervention and advanced treatments and those that will not. The

care pathway for DFU in the UK, but similarly in EU, Figure 4, is as follows: the patient either

visits a healthcare professional or self-refers themselves to a specialist. Once referred, they start

treatment which will be assessed at 12-week intervals (week 12, week 24 etc.). If a patient is

considered at high risk, they can be assessed every 2-4 weeks. In the UK, almost one-third of

ulcer episodes were self-referred for expert assessment, however, self-referral normally occurs

when the ulcers are less likely to be severe. The remaining 2/3 of cases were referred by a

healthcare professional (e.g. GP, nurse). These are more likely to be severe.

Figure 4: Care pathway. Specific for the UK but consistent with other European countries.

In the US, when patients present with DFU, they are typically given standard of care (SoC)

treatment which includes: good vascular supply, preventing and treating soft-tissue and bone

infection, carrying out initial excisional and maintenance debridement and, more importantly,

adhering to high-quality off-loading. Typically, SoC is provided for four weeks, after which the

patient is referred to a wound centre where advanced therapies are available (Figure 5).

Figure 5: US care pathway

The delay in diagnosis of the DFU varies between countries (Figure 6). There is no data available

for the US, but we anticipate a similar situation to EU countries. The highest delay is in Germany

(56 per cent.) where patients typically had a DFU for more than one month or for an unknown

duration before presenting to the GP for formal diagnosis. Referral is often slow too. Of the

patients from Spain 22 per cent. were not referred until one or more months after diagnosis.

Delay in referral causes an increase in ulcer severity which ultimately leads to increased cost of

treatment as often amputation is the only treatment available. A UK study of 558 people showed

that only 62 per cent. of ulcers healed after primary treatment, 22 per cent. healed after surgery

and 16 per cent. of patients died unhealed. In deep infection, the rate of healing without surgery

can drop to 40 per cent. with median healing times of 24 weeks with surgery, this rate increases

to 52 for minor amputations and 38 weeks for major amputations. Of 389 ulcers (in 179 people,

newly referred) only 33 per cent. healed without surgery within 3 months. Of those followed up

for 6 months, 48 per cent. healed without surgery, while 40 per cent. were unhealed; six patients

lost a lower limb; and ten died. When off-loading techniques are used, between 21-50 per cent.

of the patients healed within 30 days, and 58-90 per cent. within 12 weeks. In other studies,

healing rates were 24 per cent. at 12 weeks and 31 per cent. at 20 weeks suggesting that 35 per
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cent. of the patients do not show improvements after 20 weeks and ultimately will require

amputations. Recent data suggests that, the preferred way to reduce the number of patients

needing amputations is the following: faster referral of patients to specialist for investigation,

differential diagnosis and shared management plan implementation in the community setting

(GP, nurses etc.) and training of non-specialist clinicians in the fundamental of wound

management.

Figure 6: Time between the onset of  the wound and the diagnosis (a) and of  how much time went
by before the patient was referred after the onset of  the wound (b).

The US healthcare system recorded an estimated expenditure of $9-13BN on diabetic foot care

management and treatment. Corresponding UK estimates based on the same methodology were

that 5 per cent. of total national health service expenditure in 2001 (£3 billion) was attributable to

diabetes. The total annual cost of diabetes-related foot complications was estimated to be £252

million. Annual cost per patients have been estimated to be between $7,500-17,000 per patient

(Table 5). However, these costs can vary drastically depending on whether patients require limb

amputations or not. If limb amputations are necessary (approximately 24 per cent. of patients),

average patient cost can reach up to $45,000.

Table 2: Annual cost per patient with DFU ($)

Country                                                                                              Annual cost x patient DFU ($)

US                                                                                                                             11,710-16,883

UK                                                                                                                                           7,539

EU                                                                                                                                         13,561

France                                                                                                                                   15,180

The DeepView® Wound Imaging System, has the potential to reduce time between diagnosis and

the ability for the clinician to make treatment decisions that can lead to quicker healing of the

ulcer. This will reduce patient wait times, reduce repeated diagnostic procedures, make sure

those patients that need advanced intervention receive it quickly and those that do not can be left

to heal. Ultimately it should reduce the number of expensive amputations currently carried out.

Furthermore, up to one-third of amputations fail to heal, necessitating re-amputation. Failure of

primary amputation wound healing decreases patient quality of life and adds substantially to the

costs of care for patients with critical limb ischemia. Therefore, the device is anticipated to

improve the standard of patient care by assisting surgeons to quantitatively predict wound

healing potential; however, it does not replace the expertise of a surgeon.

4.1.1. Other Clinical Applications

DeepView® Gen 3 is under clinical investigation for use with burns. Worldwide, annually,

an estimated 6 million people seek medical treatment for burns, most of these are treated

in outpatient clinics. Acute thermal injuries requiring medical treatment affect nearly half a

million Americans each year, with approximately 40,000 hospitalisations and 3,400 deaths

annually. The Centres for Disease Control and Prevention, in the US, reported that
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486,000 patients received emergency medical treatment for burns in 2011. Estimated

medical costs associated with burn-related injuries in 2010 totalled approximately $1.5

billion, with an additional $5 billion approximately in costs associated with lost work.

Because of the unique solution that DeepView® Wound Imaging System provides, it is

anticipated that it will enable clinicians to deliver a more accurate and timely diagnosis for

triage and therapeutic intervention, it has gained significant interest. Since 2013, it has

received $130M in funding from Biomedical Advanced Research and Development

Authority (BARDA), National Science Foundation (NSF), National Institutes of Health (NIH)

and Defense Health Agency (DHA). The current BARDA contract is valued at $89M and

the Company expects this will be used for the continued development of the next

generation DeepView® wound imaging device for faster, more accurate performance to

assess the healing potential of burn wounds.

BARDA has two tiers of contract awards. The initial tier is designed to bring new medical

mass casualty countermeasures (MCM) technologies to the market with a goal of FDA

clearance. Once the FDA clearance milestone is met, BARDA can solicit applications for

procurement and distribution of the new MCM through Project BioShield

(https://www.medicalcountermeasures.gov/barda/cbrn/project-bioshield-overview/).

Project BioShield is the final stage of several BARDA funded MCM Projects. It is

reasonable to believe that SMD will have an opportunity to apply for Project BioShield

funding once they have met certain milestones in their current contract.

SMD is similarly interested in expanding to other indications such as venous leg ulcer,

critical limb ischemia (CLI) and level of amputation selection all of which are areas of great

unmet need with their prevalence likely to rise in the coming years due to important risk

factors such as age, diabetes, atherosclerosis, and smoking.

4.2.    Competitor landscape

Diagnosis and triaging of DFU patients still relies heavily on subjective analysis by appropriately

trained clinicians and as such this forms the major competition for Deepview®. Patients at the

highest risk for ulceration are those who have a history of ulceration, amputation, peripheral

vascular surgery, or Charcot neuroarthropathy. The annual incidence of ulceration can be 50 per

cent. in patients with a previous history. Whilst this patient group is easier to identify, it is

important that these and patients with no previous history can be diagnosed accurately on ‘Day

One’ and given a treatment and monitoring plan that is most likely to promote healing of the DFU

and reduce the likelihood of repeated ulceration. There are three key factors that are currently

assessed that are associated ultimately with amputation.

These are the degree of tissue loss (wound severity), severity of ischemia, and the severity of

foot infection. Ankle-brachial index (ABI) and/or transcutaneous oximetry (TcPO2) are commonly

used to assess blood flow in patients with DFU. ABI is used to document peripheral arterial

disease (PAD) and it assesses the ratio of systolic pressure in the lower and upper extremities.

Measuring ABI is normally done with a hand-held Doppler probe however, it can also use an

automatic device. Unfortunately, there are some caveats when using this index: sensitivity of the

standard threshold of 0.9 appears to be lower in diabetic patients with complications and arterial

medial calcification cause an increase of ABI therefore limiting use in patients with diabetes.

TcPO2 is also used as a tool to assess need of amputation in patients with DFU. TcPO2

measurement is a non-invasive diagnostic study that provides information about the supply and

delivery of oxygen to the underlying microvascular circulation by recording the partial pressure of

oxygen on the skin surface. This technique is particularly useful when evaluating diabetic

vascular disease in patients affected by arterial calcification. These measurements are termed

WIfI and are used to assist the health care team in quantifying a limb threat status by using the

Society for Vascular Surgery (SVS) Threatened Limb Classification System. The score from this

can be used to inform treatment. However, because there is a significant degree of subjectivity

there is a substantial amount of variability from clinician to clinician. As a result it often fails to
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identify the best course of action that will direct advanced intervention where it is best applied

and no intervention where it is not necessary. Even with the existing tools it is common practice

to wait 30 days or similar after initial diagnosis and triage to determine if the chosen treatment

has been effective. A technology that identified a better treatment course on ‘Day One’ would be

a significant benefit.

4.2.1. Competing Wound Management Technologies

4.2.1.1.  Parable Health

Parable Health provides a wound care software solution involving digital wound

documentation, collaboration, and management for mobile devices and tablets.

It appears to be more of a standardisation tool rather than an AI diagnostic

capability although its literature does claim “diagnostic capability” (although it

does not have FDA or other regulatory approval as a medical device). Whilst it

may simplify diagnostic and monitoring procedures it appears to still rely upon

the subjective clinician opinion. It therefore does not appear to be a direct

competitor to the DeepView® system.

4.2.1.2.  Hypermed

Hypermed Medical use hyperspectral imaging technology to determine surface

tissue oximetry. Assessing oxygenation of superficial tissue provides information

to the clinician relating to areas of ischemic tissue which can lead to non-healing

and a need for surgery. Hypermed’s HyperView™ system is a handheld portable

diagnostic imaging device that has FDA 510k regulatory clearance and the

indicated use is to determine oxygenation levels in superficial tissues for

patients with potential circulatory compromise. According to the company

website the system also achieved CE marking in 2018. This system is likely to

compete with SMDs DeepView® system but does not appear to have the same

level of sophistication or diagnostic capability. There does not appear to have

been significant adoption yet in the clinic based on publicly available figures.

4.2.1.3.  Perceptive Solutions

Perceptive Solutions provides a 3D wound imaging software solution for

improved electronic medical records (EMR). It does not appear to have any

diagnostic capability and is unlikely to be a direct competitor for DeepView®

System.

4.2.1.4.  Hitachi

Hitachi have developed Noblus Wound Care utilising an ultrasound technology

for wound mapping of both soft tissue and the cortical surface of bone in and

around a chronic ulcer. The technology appears to show the extent of DFUs as

well as potential areas of osteomyelitis and an indication of blood flow in the

area. These can assist clinicians in decision making but do not appear to provide

information that is as detailed or sophisticated as DeepView® to make the most

informed treatment choices.

4.2.1.5.  Tissue Analytics

Tissue Analytics provide a mobile phone or tablet imaging application that

generates a 3D image of a wound for accurate measurement and tracking of

healing. It integrates with EMR systems for better patient management and cost

savings for healthcare providers. It does not appear to provide any predictive

capability for wound healing or treatment triage and is therefore unlikely to be a

direct competitor for SMDs DeepView® System.
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4.2.1.6.  WoundDesk

WoundDesk have a similar offering to Tissue Analytics with a mobile imaging

and EMR compatible app. There is no predictive healing capability and similarly

unlikely to be a direct competitor for SMDs DeepView® System.

4.2.1.7.  Ekare Inc.

Ekare Inc. offer the insight 3D wound imaging system which is a bolt on device

to a tablet for imaging that permits accurate and reproducible wound

measurement coupled to cloud based data systems. It does not appear to have

any predictive healing capability and is therefore unlikely to be a direct

competitor for SMDs DeepView® System.

4.2.1.8.  Woundvision

Woundvision provide a smart phone or tablet-based imaging system for more

accurate and reproducible wound measurement. Clinical decisions appear to be

based on subjective analysis of the images by a clinician. The Woundvision

system is unlikely to be a serious competitor for DeepView®.

4.2.1.9.  Entec Health Limited

Entec provide the Silhouette suite of products that allow point of care imaging of

wounds coupled with measurement, tracking and reporting of wound

progression. It does not appear to provide predictive information relating to

wound healing and is therefore unlikely to be a direct competitor for SMDs

DeepView® System.

4.2.1.10.Perimed

Perimed provides a laser-based microcirculation imaging technology utilising

laser speckle contrast analysis. Microcirculation assessment is recognised as

useful diagnosis and management of PAD and diabetic foot ulcers. It has shown

promise as a diagnostic technique for PAD and DFU and may provide data

which is useful in assessing and predicting the likely healing of a DFU. The

company has been operating for almost 40 years and has a range of imaging

offerings. It does not appear to have significant sales in the DFU diagnostic

market (publicly available figures) but could be a potential competitor to SMD.

4.2.1.11. Moor Instruments

Moor Instruments provide a range of imaging instrumentation including the

moorVasc system for skin perfusion pressure (SPP) measurement using laser

doppler technology. There is literature evidence that SPP can be a useful

indicator of wound healing potential and ischaemia. This technology may be a

competitor for SMDs DeepView® system but does not appear to provide as

sophisticated measurement and analysis.

4.2.1.12.Longport Inc.

Longport offer the Episcan, a high-resolution ultrasound (HRUS) imaging

system that utilises ultrasound at frequencies as high as 50 MHz to image the

skin and underlying soft tissue. It can provide additional information on the

tissues beneath the wound and assist the clinician. It does not have any

predictive healing capability and is therefore unlikely to be a direct competitor for

SMDs DeepView® System.

4.2.1.13.Healthy.io.

Healthy.io is using smartphones as a medical device. Its primary application

appears to be in Urinary Tract Infections, but they also offer other applications
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including one in digital wound management. They have CE marking and FDA

registration and are generating standardised digital records of wound

progression to track wound healing over time and assist in better clinical

decision making. It does not appear to have predictive capability for wound

healing and is therefore unlikely to be a direct competitor to the DeepView®

System.

4.2.1.14.Other High-Tech Competitors.

A number of the competitor systems above rely upon mobile phones or tablets

as the imaging device. Whilst these lack the sophistication of the DeepView®

system it might seem reasonable that high tech companies such as Apple,

Huawei, Samsung etc. or data centric tech companies such as Google, Amazon

etc. might seek to step into the market and compete against SMD. Whilst one

cannot predict the future there are barriers to entry for such companies. Not

least are the technical limitations of their systems which are currently not

suitable and lack the technical capabilities (see section 2.5). Furthermore,

SMD’s patent portfolio presents a significant barrier to entry for such

competitors. Finally, SMDs extensive unique, proprietary MSI datasets acquired

from their clinical studies (used to optimise the sensitivity and prediction

accuracy of the algorithm performance) provides a barrier to competitor entry in

that it is likely it would take any competitor potentially years to recreate such

datasets from scratch.

4.3.    Channels to market

4.3.1. US

In the US, the Company expects to benefit from BARDA funding in the longer term to

implement a sales force and placement of DeepView® Systems in hospitals for burns

applications. The Company will need to recruit further appropriately experienced sales

personnel to support launch and sales of systems in podiatry clinics for DFUs in 2023.

There are between 11,000 & 12,000 podiatry clinics in the US operating as independent

businesses. Sufficient sales personnel will need to be recruited to adequately cover these.

Similarly, field support and maintenance personnel will also need to be recruited and

trained. 

Breakthrough Device Designation (BDD) from the FDA will guarantee reimbursement

through Medicare for the first 4 years post launch for burns applications under MCIT

(Medicare Coverage of Innovative Technology program). Reimbursement for DFU will

require engagement with relevant insurers who currently insist on the 30 day wait following

standard of care treatment before progression to more expensive advance interventions.

SMD will need to convince a number of insurers of the benefit of triage using the

DeepView® system for them to approve earlier advanced interventions but also benefit by

not incurring the expense of such treatments where DeepView® indicates that the wound

will heal on its own. There is an existing Medicare reimbursement code which will avoid

the Company having to establish a new payment code, which can be time consuming. 

If DeepView® delivers the claimed capabilities to clinicians in both burn and DFU settings,

there is expected to be significant benefit for both insurers and patients. The significant

number of podiatry clinics and number of insurers involved will mean that SMD will need

to engage with a multiple of stakeholders to be successful.

4.3.2. Europe

SMD plans to enter the EU market in the larger (by value) territories first, UK, Germany,

France initially and then Spain, Italy and beyond into the other 23 EU territories. The

Company will establish a physical presence in the UK with Marc Dudek (Director of
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Corporate and Business Development) transferring from the US, in line with the Company

listing on AIM. Marc has significant experience in both providing medical devices to the

healthcare sector (Medtronic) and purchasing and reimbursement as a hospital

administrator in the Baylor Scott & White Healthcare System in the US. This experience

will be beneficial in dealing with the various European regulatory and reimbursement

agencies. The Company also plans to engage local consulting services in these areas to

supplement their own inhouse experience. Access to local clinical Key Opinion Leaders

and leading wound care centres will be important for acceptance and adoption of the

DeepView® System. SMD has established a strong relationship under contract with the

Skin Wounds and Trauma (SWaT) Research Centre in Dublin, a world leading institute for

skin wounds and trauma research. This centre is well connected in the field and SMD

intends to leverage this relationship in establishing key networks and interactions in

Europe.

To enter the European market, SMD will require DeepView® Wound Imaging System to be

CE marked and thus the Company will need to engage with regulators and approval

bodies in all EU markets of interest. Medical devices can only be marketed once CE

marking has been approved. Different European countries have different approval and

regulatory agencies that SMD will have to engage with.

The Company will also need to engage and negotiate with the reimbursement agencies in

each EU territory and will use consultants to support this activity. With regulatory approval

and reimbursement in place the Company plans to partner with a suitable distributor or

distributors with appropriate sales forces to address each territory. Discussions with the

first few potential distributors have been initiated.

In the UK, the important agencies are MHRA, NHS, Clinical Commissioning Groups

(CCGs) and NICE. Once the device is CE marked, it will be reviewed by NICE. NICE

considers evidence on the health effects, cost, and cost-effectiveness of a health

technology. When the technology is approved by NICE, it is subsequently listed in the

British National Formulary (BNF), however it is not until individual CCGs grant access to

the product (in their region) that the technology is reimbursed (Figure 7). Typically, CCGs

will go to tender to select devices for their formularies.

Figure 7: Approval and Reimbursement pathway in the UK

In France, key decision makers are Agence Française de Securité Sanitaire des Produits

de Santé (AFSSAPS), Haute Autorité de Santé (HAS), Commission Nationale d’Evaluation

des Dispositifs Médicaux et des Technologies de Santé (CNEDiMTS, or National

Commission for the Evaluation of Medical Devices and Health Technologies). Once the

device is approved for CE marking, the reimbursement process can take place. In France,

the first step would be to obtain DRG funding, most devices included in this tariff. Each

hospital will have a committee which will be responsible in deciding which device to buy

for their hospital. If a device is too expensive or needs to be placed in ambulatory care, it

needs to be enlisted on a ‘positive list’ (LPRR). Different pathways for medical devices post

CE-authorisation are highlighted below in Figure 8.
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Figure 8: Approval and Reimbursement pathway in France

In Germany, reimbursement for outpatient and inpatient use of medical devices differs

substantially. After receiving the CE mark, a new diagnostic/treatment method can be sold

to a hospital and is reimbursed within existing DRGs as long as it has not been rejected

by the G-BA (prohibition right). Other important stakeholders in the decision making are:

DIMDI (German Institute of Medical Documentation and Information), InEK (Institute for

the Hospital Remuneration System), GKV-SV (Gesetzliche Krankenversicherung

Spitzenverband). Within the inpatient setting, following CE approval, all medical devices

are assigned a payment code which is defined by the DIMDI, and codes are regulated by

the InEK. Within the outpatient setting, devices must be listed in the EBM (Uniform

Evaluative Standard, part of G-BA). Different pathways for medical devices post CE-

authorisation and highlighted below in Figure 9.

Figure 9: Approval and Reimbursement pathway in Germany

4.3.3. Other Territories

The Company recognises that there are other markets that are worthwhile entering and

has medium term aims to address these once it has established itself in US, EU5 and the

wider EU. China is most likely the next territory as a number of the Company’s executives

and directors have strong personal links to the country which will assist in market entry.

Following this, addressing other high value markets, such as the Middle East is intended.

4.4.    Commercial Model

SMD intends to sell the DeepView® system as a relatively low-cost item with a starting price in

2022 of $7,500 in the US and at $6,000 in the EU. This is coupled to an annual base license fee

of $10,000 and $8,000 respectively. The Company will also adopt a “pay per click” commercial

model with a starting fee per image of $50 in the US and $40 in the EU. Similar models have

been used previously and is generally accepted in the healthcare sector. The price point of the

systems in the DFU sector is expected to facilitate “in year” sales with a prolonged sales cycle

for budgeting purposes unlikely to be required. This represents a well understood and accepted

“razors + blades” model.

For devices to be placed in burns facilities there will be a different model with a single sale with

a price point per device of $65,000. The cost of placing these devices is expected to be met by

funds from Project BioShield, a BARDA initiative for procurement and distribution of new mass

casualty countermeasures (MCM). The planned commercial models are commonly accepted in

the industry and would therefore appear to be appropriate.
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5.       Personnel

SMD management team has a mix of highly experienced professional life science executives and

leading researchers in the field of optical technologies and AI. Its key executives include:

5.1.    Wensheng Fan, CEO, Co-Founder

Mr. Wensheng Fan is an executive, entrepreneur and innovator with over 25 years of experience

in natural speech recognition, imaging systems, medical devices and artificial intelligence.

Currently, Mr. Fan serves as CEO for Spectral MD, Inc., and has been building and leading the

team to bring DeepView® from concept and prototype to an FDA 510(k) cleared product. Prior to

SMD, Mr. Fan was a Global Vision Application Engineering Manager for Sensata Technologies

(former TI S&C Division) with a focus on introducing imaging sensor and vision systems into

automotive OEMs for auto safety features. He was also an Engineering Manager at Philips

introducing natural speech recognition into the telecommunication world. Mr. Fan has six patents

on image processing and natural speech recognition algorithms and applications. Mr. Fan was

the founder and/or early core member for 3 successful start-up companies, two of which were

ultimately acquired by major corporations and the third attracted funding before Mr. Fan exited.

Mr. Fan received his MSEE degree from Northeastern University in Boston, MA, and BSEE

degree from Tsinghua University in Beijing, China.

Mr. Fan received his BSEE degree from Tsinghua University in Beijing, China and MSEE degree

from Northeastern University in Boston.

5.2.    Wan Lung Eng, CFO

Wan Lung Eng has over 18 years of experience in corporate finance, M&A, capital markets,

principal investments and corporate development within financial institutions and corporates,

spanning diverse industries. Over the course of his financial services career with RBC Capital

Markets, Deutsche Bank and Macquarie, Mr. Eng executed public and private capital raise and

M&A transactions in the US, Europe and Asia of over $50 billion in aggregate value. Mr. Eng

holds his MBA from Duke University and his Bachelor’s degree in Accounting from Nanyang

Technological University in Singapore.

5.3.    Jeffrey Thatcher, Ph.D., Chief  Scientist

Jeffrey Thatcher, PhD has nine years of experience in medical device research and image

analysis. He currently oversees technology and applications research for SMD’s medical imaging

systems. He is a former Howard Hughes Medical Institute (HHMI) undergraduate research fellow

and has served as Principle Investigator on federal grants from institutions including: the National

Science Foundation (NSF); the Defence Health Agency (DHA); and the National Institutes of

Health (NIH) grants. Currently he is the PI of SMD’s BARDA contract to develop its burn imaging

application. Dr. Thatcher received a BS in Cell and Molecular Biology from Texas Tech University

and PhD in Biomedical Engineering from University of Texas Southwestern Medical Center.

5.4.    Louis Percoco, Director of  Production Engineering

Louis Percoco is a seasoned engineering leader who brings more than 31 years of experience

to the field of Research, Development, and Production. Louis has spent his career developing

and manufacturing Electronics, Software, and Hardware benefiting the Medical Device Industry.

Recognised as a thought leader in the field of software and electronic controlled medical devices,

Louis has led R&D and Production teams in Cardiology, Orthopedic and Spine disciplines. Most

notably Louis was a part of the development of Bone Growth Stimulators, Software Guided Limb

Deformity Correction Devices, and Limb Lengthening Devices; both class III and class II devices

in the Orthopedic and Spine space. In the Cardiology imaging sector, his work resulted in the

development of Cine Angiogram Projectors and Film Processors, Digital Coronary Analysers and

LV (left ventricle) Analysers.
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5.5.    Maria Cadic, Ph.D., Director of  Project Management and Operations

Dr. Cadic began her career with Bell Helicopter Textron, holding various positions in engineering

and project management. In these positions, she led the execution of two Department of Defense

(DoD) Contract within the V22 Osprey Aircraft support program, with an emphasis on Earned

value Management and Federal Reporting. She then moved into financial program management

roles with Capital One and New York Air Brake where she oversaw execution of various contracts

but also led the company-wide transition from Waterfall project management to Agile Scrum

project management methodology. Following that, Dr. Cadic moved to SMD in 2017 as a Sr

Project Manager with primary responsibility to manage and execute Federal contracts including

a Health and Human Services Biomedical Advanced Research and Development Authority

(HHS/BARDA) government contract and DoD contract. Dr. Cadic became Director of Operations

and Project Management in 2020 and soon after the VP of Operations. Dr. Cadic received her

B.S. in Mathematics and Sciences from the University of Bordeaux, France, her M. Eng. In

Electrical Engineering from the Institut Des Sciences et de la Matière in Caen, France, her M.Sc

Eng. In Electrical Engineering from Dublin City University in Dublin, Rep. of Ireland, and her PhD

in Applied Mathematics from Twente University in Enschede, Netherlands.

5.6.    Kevin Plant, Director of  Software Engineering

Kevin Plant leads Software Engineering at SMD. He currently directs the Application Software

and Deep Learning Data Science teams and drives the medical device product development

process. He has spent his career transforming medical research into released medical devices

and specialises in medical device Systems and Software development. Before SMD, he worked

in neuro and cardiac implantable research and development with St. Jude Medical and Abbott.

He also worked in research at Houston Methodist, and his project travelled to the International

Space Station (ISS) aboard the SpaceX Dragon 9 spacecraft to investigate constrained diffusion

in microgravity.

Kevin received a BS in Biomedical Engineering from the University of Texas at Austin.

5.7.    Marc Cassidy Dudek, Director of  Business Development

Marc Dudek has over 6 years in healthcare and medical devices serving as a Regional Economic

Manager for Medtronic’s Cardiac Rhythm Division and serving as a hospital administrator within

the Baylor Scott & White Healthcare System. He has significant experience in the US coding,

coverage and payment landscape and supply chain purchasing for capital equipment and

devices. Prior to Marc’s roles in healthcare, he served as a Captain in the US Army and led

infantry units through three deployments to Iraq and Afghanistan. Marc is a graduate of the

United States Military Academy at West Point and holds his MBA from Southern Methodist

University.

5.8.    Christina Tamplin, Director of  Accounting

Christina Tamplin serves as the Director of Accounting for SMD. Christina has extensive

experience with supervision and management of all general accounting activities, forecasting

insights, analyses, and maintenance of internal controls while ensuring compliance in all

accounting activities. Her professional background includes industry experience for both private

and non-profit companies of diverse size and industry. Christina obtained her Bachelor of

Science in Accounting from the University of Texas at Tyler.

6.       Risks

6.1.    Technical / Development Risk

Whilst the imaging modality – SnapShot MSI system and proprietary illumination system – are

patent protected, there is lack of protection for the AI algorithm used in the system. The device

performance is supported by the proprietary clinical data owned by SMD, loss or disclosure of
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both the data and the algorithm could be detrimental to the future development and competitive

advantage of the device.

The Algorithm optimisation is one of the key features of this device therefore rigorous

interrogation of the system should be considered to avoid false interpretation of the captured

wound images. Also included in the interrogation process is inter-operator variability and

sensitivity.

The Company has taken several years to develop and improve the DeepView® System and its

clinical performance. Achieving FDA clearance with the 1st generation system in 2013 is a

significant achievement. Considerable improvements have been made leading to the 2nd

Generation system which was FDA cleared in 2017. The 3rd Generation DeepView® system with

AI for DFU assessment is anticipated in 2023 and the Burn Assessment AI system in

development show good product evolution alongside an appreciation of the unmet need being

addressed. SMD’s track record of developing this technology through several generations and

the interactions it has had with regulatory bodies should help mitigate any remaining technical

and development risks. However, technical and development risk still remains, particularly as the

third-generation technology progresses through current and planned clinical trials.

6.2.    Safety Risks

DeepView® Gen 3 diagnostic device is non-invasive, non-radiation, non-laser, non-contact optical

imaging technique where the proprietary imaging illumination and sensor system combined is

positioned approximately 20 cm away from the skin tissue surface for the field of view data

capture. The imaging modality of the version to be marketed will be a handheld device which

must be held directly above the wounded tissue. Safety measures should be considered for safe

and secure handling of the device over the area of wound.

One obvious safety concern is incorrect classification of healthy tissue as non-viable, or vice
versa. The classification accuracy depends on the data employed in the algorithm training

process and the data concerned is biased by the pre-selected group of wavelengths across the

spectrum of visible to near-infrared light. Clinical data collection should include different ethnicity

in addition to demographic and geographic variation to reflect real world data.

6.3.    Funding Risk

SMD has attracted significant funding from non-dilutive sources (BARDA) which have supported

development of the systems and will continue to support development and placement of systems

for burns applications in the US. Future funding from BARDA is not 100 per cent. guaranteed and

therefore there remains a risk that it will not be provided. However, assuming the system

continues to perform as expected, the historic behaviour of BARDA indicates that it is unlikely

that the expected funding will be reduced or rescinded. The Company will also need to attract

funding to support the DFU launch and adoption in both the EU and US. It is expected that funds

raised from the listing on AIM will support these activities. In the future the Company will have

access to further capital but there is no guarantee it will be able to obtain it.

6.4.    Competitor Risk

A review of other imaging systems that are already in market and indicated as appropriate to

assist in wound management showed that none of them currently have the level of sophistication

of the DeepView® system. None of these systems appear to provide a similar predictive capability

that will allow clinicians to accurately triage patients into healing or non-healing/requiring

advanced intervention categories on ‘Day One’. Therefore, there appears to be limited competitor

risk to the 3rd generation DeepView® technology in the near term.

6.5.    Commercial Risk

The DeepView® system has yet to be launched into the US, EU and other markets and so

adoption and market penetration can only be estimated. Other imaging systems with wound
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management applications have not been particularly successful in the market but that may be

because they offer little more than reproducible wound measurement systems and do little to

improve diagnosis and treatment or reduce cost. DeepView® appears to address these

shortcomings by providing an output that is meaningful to clinicians through our proprietary optics

and unique data analytics. If the anticipated benefits are proven in the clinical trials, then

Deepview® could be expected to have greater appeal than other systems currently on the market

or in late-stage development.

Widespread adoption of new medical device technologies typically follows early adoption and

promotion by Key Opinion and Thought Leaders in the relevant sectors. SMD has taken steps to

address this by establishing a strong relationship with the Royal College of Surgeons in Ireland

(RCSI) University of Medicine and Health Sciences Skin Wounds, and Trauma (SWaT), a well

respected institution in the field. SMD will be able to leverage this relationship to access other

institutions and individuals that should increase awareness and early adoption of the systems

both in the EU and US. US adoption will also benefit from BARDA funding of system placement

for burns applications. The idiosyncratic nature of individual European regulators and payers is

likely to present some hurdles to easy adoption in the EU, as it does for any new technology.

However, the Company’s intention to place a senior member of the management team in the UK

will enable closer monitoring and management of this.

6.6.    Manufacturing and Scale Up Risk

Cobalt Product Solutions is Contract Manufacturer Partner to SMD. Over the past year, SMD and

Cobalt have been undertaking concurrent engineering and Cobalt has provided manufacturability

input during the design process of SMD’s DeepView® device and has completed the pilot

production. Cobalt has developed the Manufacturing Process Documentation to build the first

device during a New Product Introduction that complies with cGMP (21 CFR part 820 FDA) and

ISO 13485. Cobalt routinely manufactures other medical devices in quantities greater than 1000

per year and has processes in place for scale up production. Manufacturing of the SMD device

at the scale required by BARDA and other commercial operations is not anticipated to present

any significant problems.

7.       Conclusions

Development and commercialisation of new medical devices in healthcare is a high-risk activity but

when executed successfully can deliver significant rewards. For SMD to achieve its potential as a

provider of medical devices in the wound healing sector, assuming that the DFU and burns clinical trials

are successful, its commercial success will rely to a greater degree on adoption and penetration into

US and EU markets. This will require significant sales and marketing efforts in penetrating clinical

networks in both territories as well as successfully navigating the various regulatory and payer

communities. The Company is cognisant of these requirements and appears to have appropriate plans

to address these, some of which have already been or are being implemented.

Many of the technical and development risks appear to have been addressed through the evolution of

the system through 1st and 2nd generation systems. Final proving of the 3rd generation system’s

capabilities has yet to be completed which is the purpose of the ongoing and planned clinical trials. If

the system performs as expected in those trials, there appear to be few if any competing systems in the

market or late-stage development that can provide the same analytical and predictive capabilities of the

Deepview® device. Whilst this does not guarantee commercial success, it would mean that the device

would likely be regarded best in class in a clinical setting with limited diagnostic capability. 

The future development plans and commercialisation of its technology in different markets will likely

mean that SMD will require further funding beyond that provided under the BARDA agreement and any

funds from a successful new issue on AIM. Whilst there is no guarantee that such future funding will

materialise, good clinical data from the ongoing and planned clinical trials will position it well for

regulatory and commercial success. 
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PART IV

HISTORICAL FINANCIAL INFORMATION ON THE GROUP

SECTION A: ACCOUNTANTS’ REPORT ON THE HISTORICAL FINANCIAL INFORMATION OF THE
GROUP

16 June 2021

The Board of Directors

Spectral MD Holdings, Ltd.

2515 McKinney Ave Ste 1000

Dallas, TX 75201

The Partners 

SP Angel Corporate Finance LLP

35 Maddox St

London W1S 2PP

Dear Sirs,

Introduction

We report on the historical financial information of Spectral MD, Inc. and its wholly owned subsidiary

Spectral MD Holdings, Ltd. (the “Company”) (together the “Group”) as set out in section B of Part IV of

the Company’s admission document dated 16 June 2021 (the “Document”). The historical financial

information has been prepared for inclusion in the Document on the basis of the accounting policies set

out at Note 2 to the historical financial information of the Group. This report is required by item 18.3.1

of Annex 1 of the UK version of Commission Delegated Regulation (EU) 2019/980 (the “Prospectus

Delegated Regulation”) as applied by paragraph (a) of Schedule Two to the AIM Rules for Companies

and is given for the purpose of complying with that paragraph and for no other purpose.

Save for any responsibility arising under item 18.3.1 of Annex 1 of the Prospectus Delegated Regulation

as applied by paragraph (a) of Schedule Two to the AIM Rules for Companies to any person as and to

the extent there provided, to the fullest extent permitted by law, we do not accept or assume

responsibility and will not accept any liability to any other person for any loss suffered by any such other

person as a result of, arising out of, or in connection with this report or our statement, required by and

given solely for the purposes of complying with item 18.3.1 of Annex 1 of the Prospectus Delegated

Regulation as applied by paragraph (a) of Schedule Two to the AIM Rules for Companies, or consenting

to its inclusion in the Document.

Responsibilities

The directors of the Company are responsible for preparing the historical financial information in

accordance with accounting principles generally accepted in the United States of America (“US GAAP”).

It is our responsibility to form an opinion on the historical financial information and to report our opinion

to you.

 

 
 

Crowe U.K. LLP 
Chartered Accountants 
Member of Crowe Global  
55 Ludgate Hill 
London EC4M 7JW, UK 
Tel +44 (0)20 7842 7100 
Fax +44 (0)20 7583 1720 
DX: 0014 London Chancery Lane 
www.crowe.co.uk 
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Basis of opinion

We conducted our work in accordance with Standards for Investment Reporting issued by the Financial

Reporting Council in the United Kingdom. Our work included an assessment of evidence relevant to the

amounts and disclosures in the historical financial information. It also included an assessment of

significant estimates and judgments made by those responsible for the preparation of the historical

financial information and whether the accounting policies are appropriate to the entity’s circumstances,

consistently applied and adequately disclosed.

We planned and performed our work so as to obtain all the information and explanations we considered

necessary in order to provide us with sufficient evidence to give reasonable assurance that the historical

financial information is free from material misstatement whether caused by fraud or other irregularity or

error.

Our work has not been carried out in accordance with auditing or other standards and practices

generally accepted in other jurisdictions and accordingly should not be relied upon as if it had been

carried out in accordance with those standards and practices.

Opinion

In our opinion, the historical financial information gives, for the purposes of the Document, a true and

fair view of the state of affairs of the Group as at the dates stated and of its results, cash flows and

changes in equity for the periods then ended in accordance with  US GAAP.

Declaration

For the purposes of paragraph (a) of Schedule Two to the AIM Rules for Companies we are responsible

for this report as part of the Admission Document and declare, to the best of our knowledge, the

information contained in this report is in accordance with the facts and that this report makes no

omission likely to affect its import. This declaration is included in the Admission Document in

compliance with item 18.3.1 of Annex 1 of the Prospectus Delegated Regulation as applied by

paragraph (a) of Schedule Two to the AIM Rules for Companies.

Yours faithfully,

Crowe U.K. LLP
Chartered Accountants
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SECTION B: HISTORICAL FINANCIAL INFORMATION OF THE GROUP

Consolidated Balance Sheets

For the years ended December 31,

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Assets
Current assets:
Cash and cash equivalents                                                     2,061,635             770,292          5,124,639

Accounts receivable, net                                                            472,560             777,460          2,690,911

Prepaid expenses and other current assets                                  7,571             101,448               92,868
                                                                                              —————        —————        —————
Total current assets                                                              2,541,766          1,649,200          7,908,418

                                                                                              —————        —————        —————
Non-current assets:
Other non-current assets                                                             31,046               31,046               31,046
                                                                                              —————        —————        —————
Total assets                                                                            2,572,812          1,680,246          7,939,464

                                                                                              —————        —————        —————
Liabilities, stockholders’ equity (deficit) and 
temporary equity 

Current liabilities:
Accounts payable                                                                       669,444          1,224,821          3,799,208

Accrued expenses                                                                      911,489          1,435,557          1,122,129

Notes payable and accrued interest to related parties              398,737             626,938                        –
                                                                                              —————        —————        —————
Total current liabilities                                                          1,979,670          3,287,316          4,921,337

                                                                                              —————        —————        —————
Non-current liabilities:

Notes payable                                                                                       –                        –             768,575
                                                                                              —————        —————        —————
Total non-current liabilities                                                                     –                        –             768,575
                                                                                              —————        —————        —————
Total liabilities                                                                        1,979,670          3,287,316          5,689,912

                                                                                              —————        —————        —————
                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Series A preferred stock ($0.001 par value); 

4,324,330 shares authorized; 4,324,330 shares 

issued and outstanding as of December 31, 2020, 

2019 and 2018; aggregate liquidation preference of 

$2,283,845 as of December 31, 2020                                 1,113,987          1,113,987          1,113,987

Commitments and Contingencies (Note 7)
Stockholders’ Equity (Deficit)
Common stock ($0.001 par value); 25,000,000 shares 

authorized; 10,224,500 shares, 8,968,182 shares and 

7,931,339 shares issued and outstanding as of 

December 31, 2020, 2019 and 2018, respectively                     7,931                 8,968               10,225

Additional paid-in capital                                                         2,620,745          3,526,666          6,147,300

Accumulated deficit                                                                (3,149,521)       (6,256,691)       (5,021,960)
                                                                                              —————        —————        —————
Total stockholders’ equity (deficit)                                        (520,845)       (2,721,057)        1,135,565

                                                                                              —————        —————        —————
Total Liabilities, Stockholders’ Equity (Deficit) and 
Temporary Equity                                                              2,572,812          1,680,246          7,939,464

                                                                                              —————        —————        —————
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Consolidated Statements of Operations

For the Years Ended December 31,

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Research and development revenue                                   7,251,276          5,848,489        17,300,884

Cost of revenue                                                                    (3,948,293)       (3,325,507)       (9,314,427)
                                                                                              —————        —————        —————
Gross profit                                                                            3,302,983          2,522,982          7,986,457
                                                                                              —————        —————        —————

Operating costs and expenses:

General and administrative                                                    (3,770,216)       (5,564,275)       (6,537,687)
                                                                                              —————        —————        —————
Total operating costs and expenses                                  (3,770,216)       (5,564,275)       (6,537,687)
                                                                                              —————        —————        —————
Operating income/(loss)                                                         (467,233)       (3,041,293)        1,448,770
                                                                                              —————        —————        —————
Other income/(expenses):
Interest expense                                                                         (14,018)            (36,746)            (39,839)

Other income                                                                                  3,389                      82                    426
                                                                                              —————        —————        —————
Total other expenses                                                                 (10,629)            (36,664)            (39,413)
                                                                                              —————        —————        —————
Income/(loss) before income taxes                                       (477,862)       (3,077,957)        1,409,357
                                                                                              —————        —————        —————
Provision for income taxes                                                          (20,969)            (29,213)          (174,626)
                                                                                              —————        —————        —————
Net income/(loss)                                                                    (498,831)       (3,107,170)        1,234,731
                                                                                              —————        —————        —————
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Consolidated Statements of Changes in Stockholders’ Equity (Deficit)

For the Years Ended December 31,

                                                                                                                                                            Total
                                                                  

Common Stock
           Additional                       Stockholders’

                                                               —————————            Paid-in  Accumulated            Equity 
                                                              Shares          Amount           Capital             Deficit           (Deficit)
                                                                                         US$                US$                US$                US$

Balance at January 1, 2018           6,948,317             6,948      1,005,036     (2,650,690)    (1,638,706)

Issuance of common stock and 

investor options for cash                  983,022                 983          972,209                     –          973,192

Issuance of common stock 

for cash                                                       –                     –          643,500                     –          643,500

Net loss                                                          –                     –                     –        (498,831)       (498,831)
                                                       —————    —————    —————    —————    —————
Balance at December 31, 2018      7,931,339             7,931      2,620,745     (3,149,521)       (520,845)

Issuance of common stock 

for cash                                            101,010                 101            99,899                     –          100,000

Stock option exercised for cash              5,000                     5                 695                     –                 700

Stock compensation                            930,833                 931          805,327                     –          806,258

Net loss                                                          –                     –                     –     (3,107,170)    (3,107,170)
                                                       —————    —————    —————    —————    —————
Balance at December 31, 2019      8,968,182             8,968      3,526,666     (6,256,691)    (2,721,057)
                                                       —————    —————    —————    —————    —————
Issuance of common stock to 

convert notes payable and 

accrued interest to related 

parties                                              292,465                 293          359,439                     –          359,732

Stock option exercised for cash          330,000                 330            45,870                     –            46,200

Stock compensation                            633,853                 634       2,215,325                     –       2,215,959

Net income                                                     –                     –                     –       1,234,731      1,234,731
                                                       —————    —————    —————    —————    —————
Balance at December 31, 2020    10,224,500           10,225      6,147,300     (5,021,960)     1,135,565
                                                       —————    —————    —————    —————    —————
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Statements of Cash Flows

For the Years Ended December 31,

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Cash flows from operating activities:
Net income/(loss)                                                                      (498,831)       (3,107,170)        1,234,731

Adjustments to reconcile net income/(loss) to net 

cash (used in) provided by operating activities:

Depreciation expense                                                                 1,101                        –                        –

Stock based compensation                                                               –             806,258          2,215,959

Changes in operating assets and liabilities:

Accounts receivable                                                                 68,398           (304,900)       (1,913,451)

Prepaid expenses and other current assets                             (7,571)            (93,877)               8,580

Other assets                                                                           200,000                        –                        –

Accounts payable                                                                  (480,533)           555,377          2,574,387

Accrued expenses                                                                  379,913             552,269           (300,634)
                                                                                              —————        —————        —————

Net cash (used in) provided by operating activities              (337,523)       (1,592,043)        3,819,572
                                                                                              —————        —————        —————

Cash flows from financing activities:
Proceeds from issuance of common 

stock and investor options                                                      973,192                        –                        –

Proceeds from issuance of common stock                                643,500             100,000                        –

Proceeds from PPP loan                                                                       –                        –             768,575

Proceeds from stock option exercise                                                    –                    700               46,200

Proceeds from issuance of notes payable to 

related parties                                                                                    –             200,000                        –

Payment of notes payable to related parties                                        –                        –           (280,000)
                                                                                              —————        —————        —————

Net cash provided by financing activities                            1,616,692             300,700             534,775
                                                                                              —————        —————        —————
Net increase (decrease) in cash and cash equivalents          1,279,169        (1,291,343)        4,354,347

Cash and cash equivalents, beginning of period                       782,466          2,061,635             770,292
                                                                                              —————        —————        —————
Cash and cash equivalents, end of period                             2,061,635             770,292          5,124,639
                                                                                              —————        —————        —————

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Supplemental cash flow information:
Cash paid for interest                                                                            –                        –               18,500

Cash paid for income taxes                                                         20,969               29,213               12,989
                                                                                              —————        —————        —————
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Notes to the historical financial information

1.       Organisation, Nature of Business and Liquidity

Spectral MD, Inc., headquartered in Dallas, Texas, was incorporated in Delaware on March 9, 2009.

The Group is a research organisation specialising in wound care using multispectral imaging and

artificial intelligence. The Group’s DeepView® Wound Imaging System is a non-invasive advanced

medical device that delivers day one wound healing predictions for key indications.

On December 23, 2020, Spectral MD, Inc. formed its wholly-owned subsidiary in Delaware, Spectral

MD Holdings, Ltd. (the “Company”). The subsidiary had no activity through to December 31, 2020.

The Group is devoting substantially all of its efforts towards research and development of its DeepView®

Wound Imaging System and raising capital. The Group has not generated any product revenue to date.

The Group currently generates revenue from contract development and research services by providing

such services to governmental agencies, primarily to the Biomedical Advanced Research and

Development Authority (“BARDA”). The Group operates in one segment.

Liquidity

As of December 31, 2020, 2019 and 2018, the Group had $5,124,639, $770,292 and $2,061,635,

respectively in cash, and an accumulated deficit of $5,021,960, $6,256,691, and $3,149,521,

respectively. The Group has historically funded its operations through the issuance of notes (see Note

5) and the sale of preferred stock and common stock (see Notes 8 and 9, respectively).

Going Concern and Management’s Plans

The Group evaluated whether there are any conditions and events, considered in the aggregate, that

raise substantial doubt about its ability to continue as a going concern within one year beyond the

release date of the consolidated financial information. Based on such evaluation and the Group’s

current plans as described below, which are subject to change, management believes that the Group’s

existing cash and cash equivalents as of December 31, 2020 will be sufficient to satisfy its operating

cash needs.

The Group has completed its negotiation with BARDA under the next phase of the BARDA contract

(Option 1a) for further burn assessment clinical trials. Based on the negotiations and its previous

experience with BARDA, the Group believes it is probable that the Option 1a extension will be executed

in April 2021, which will commence on May 1, 2021 and end on September 30, 2022. In the event

Option 1a is not renewed, the Group is able to adjust operations accordingly.

The accompanying consolidated financial information has been prepared assuming the Group will

continue to operate as a going concern, which contemplates the realisation of assets and settlement of

liabilities in the normal course of business, and do not include any adjustments to reflect the possible

future effects on the recoverability and classification of assets or the amounts and classifications of

liabilities that may result from uncertainty related to its ability to continue as a going concern.

During the early months of 2020, COVID-19 emerged and has subsequently spread world-wide. The

World Health Organization has declared COVID-19 a pandemic resulting in federal, state and local

governments and private entities mediating various restrictions, including travel restrictions, restrictions

on public gatherings, stay at home orders, and advisories and quarantining people who may have been

exposed to the virus. Management has determined that there has been no significant impact to the

Group’s operations, however management continues to monitor the situation.

2.       Summary of Significant Accounting Policies

Basis of  Presentation

The Group’s consolidated financial information has been prepared in conformity with accounting

principles generally accepted in the United States of America (“US GAAP”) as determined by the

Financial Accounting Standards Board (“FASB”) Accounting Standards Codification (“ASC”).
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Basis of  Consolidation

The consolidated financial information includes the accounts of Spectral MD, Inc. and its wholly-owned

subsidiary, Spectral MD Holdings, Ltd. Significant inter-company transactions and balances have been

eliminated in consolidation.

Use of  Estimates

The preparation of these consolidated financial information in conformity with US GAAP requires

management to make estimates and assumptions that affect the amounts reported in the consolidated

financial information and accompanying notes. The Group bases its estimates and judgments on

historical experience and on various other assumptions that it believes are reasonable under the

circumstances. The amounts of assets and liabilities reported in the Group’s balance sheets and the

amounts of expenses reported for each of the periods presented are affected by estimates and

assumptions, which are used for, but not limited to, revenue recognition, stock-based compensation

expense, and income tax valuation allowances. Actual results could differ from these estimates.

Cash and Cash Equivalents

The Group considers all highly-liquid investments with an original maturity of three months or less when

purchased to be cash equivalents. All cash and cash equivalents are held in United States financial

institutions.

Accounts Receivable

Accounts receivable represent amounts due from U.S. government agencies pursuant to research and

development contracts associated with the Group’s DeepView® Wound Imaging System. Accounts

receivable amounted to $2,690,911, $777,460, and $472,560 as of December 31, 2020, 2019 and

2018, respectively.

The Group evaluates the collectability of its receivables based on a variety of factors, including the

length of time the receivables are past due, the financial health of its customers and historical

experience. Based upon the review of these factors, the Group recorded no allowance for doubtful

accounts at December 31, 2020, 2019 and 2018.

Concentrations of  Credit Risk

Financial instruments which potentially subject the Group to credit risk consist principally of cash and

cash equivalents and accounts receivable. All cash and cash equivalents are held in United States

financial institutions which, at times, exceed federally insured limits. The Group has not recognised any

losses from credit risks on such accounts. The Group believes it is not exposed to significant credit risk

on cash and cash equivalents.

Additional credit risk is related to the Group’s concentration of receivables. As of December 31, 2020,

2019 and 2018, receivables were concentrated from one customer representing 99 per cent., 100 per

cent. and 89 per cent. of total net receivables, respectively. No allowance for doubtful accounts were

recorded at December 31, 2020, 2019 or 2018.

One customer accounted for 98 per cent., 82 per cent. and 95 per cent. of the recognised research and

development revenue for the years ended December 31, 2020, 2019 and 2018, respectively.

Fair Value

Fair value is defined as the exchange price that would be received for an asset or paid to transfer a

liability (an exit price) in the principal or most advantageous market for the asset or liability in an orderly

transaction between market participants at the measurement date. Assets and liabilities that are

measured at fair value are reported using a three-level fair value hierarchy that prioritises the inputs

used to measure fair value. This hierarchy maximises the use of observable inputs and minimises the

use of unobservable inputs. The three levels of inputs used to measure fair value are as follows:
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Level 1 – Unadjusted quoted prices in active markets that are assessable at the measurement date for

identical, unrestricted assets or liabilities.

Level 2 – Quoted prices in markets that are not active, or inputs that are observable, either directly or

indirectly, for substantially the full term of the asset or liability; and

Level 3 – Prices or valuation techniques that require inputs that are both significant to the fair value

measurement and unobservable (supported by little or no market activity).

Fair Value of  Financial Instruments

Financial instruments, which include cash and cash equivalents, accounts receivable, accounts payable

and accrued liabilities are carried at cost, which management believes approximates fair value due to

the short-term nature of these instruments.

Research and Development Revenue

The Group recognises revenue when the Group’s customers obtain control of promised goods or

services, in an amount that reflects the consideration which the Group expects to receive in exchange

for those goods or services by analysing the following five steps: (1) identify the contract with a

customer(s); (2) identify the performance obligations in the contract; (3) determine the transaction price;

(4) allocate the transaction price to the performance obligations in the contract; and (5) recognise

revenue when (or as) the Group satisfies a performance obligation. In order to transfer control to the

customer for contract development and manufacturing services, the Group must have a present right

to payment, legal title must have passed to the customer, and the customer must have the significant

risks and rewards of ownership. Revenue for long-term development contracts is generally recognised

based upon the cost-to-cost measure of progress, provided that the Group meets the criteria associated

with transferring control of the good or service over time.

The Group generates research and development revenue primarily from cost-plus-fee contracts

associated with development of certain product candidates. Revenues from reimbursable contracts are

recognised as costs are incurred, generally based on allowable costs incurred during the period, plus

any recognisable earned fee. The Group uses this input method to measure progress as the customer

has the benefit of access to the development research under these projects and therefore benefits from

the Group’s performance incrementally as research and development activities occur under each

project. We consider fixed fees under cost-plus-fee contracts to be earned in proportion to the allowable

costs incurred in performance of the contract. Revenue for long-term development contracts is

considered variable consideration, because the deliverable is dependent on the successful completion

of development and is generally recognised based upon the cost-to-cost measure of progress, provided

that the Group meets the criteria associated with satisfying the performance obligation over time. The

BARDA contracts for the development of the Group’s DeepView® Wound Imaging System are normally

multi-year contracts.

Payments from customers are generally received within 30 days of when the invoice is sent.

Because the Group’s contracts have an expected duration of one year or less, the Group has elected

the practical expedient in ASC 606-10-50-14(a) to not disclose information about its remaining

performance obligations.

Research and Development

The Group expenses research and development costs as operating expenses as incurred. These

expenses include salaries for research and development personnel, consulting fees, product

development, pre-clinical studies, clinical trial costs, and other fees and costs related to the

development of the technology.
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Stock-Based Compensation

The Group expenses stock-based compensation to employees over the requisite service period based

on the estimated grant- date fair value of the awards. The Group accounts for forfeitures of equity

awards as such forfeitures occur. Compensation previously recorded for unvested equity awards that

are forfeited is reversed upon forfeiture.

The Group estimates the fair value of stock option and restricted stock grants using the Black-Scholes

option pricing model or 409A valuations, as applicable. The Black-Scholes model requires the use of

assumptions which determine the fair value of stock-based awards, including the option’s expected

term and the price volatility of the underlying stock. The assumptions used in calculating the fair value

of stock-based awards represents management’s best estimates and involve inherent uncertainties and

the application of management’s judgement.

Income Taxes

Income taxes are recorded in accordance with ASC 740, Income Taxes (“ASC 740”), which provides for

deferred taxes using an asset and liability approach. The Group recognises deferred tax assets and

liabilities for the expected future tax consequences of events that have been included in the

consolidated financial information or tax returns. Deferred tax assets and liabilities are determined

based on the difference between the consolidated financial information and tax bases of assets and

liabilities using enacted tax rates in effect for the year in which the differences are expected to reverse.

Valuation allowances are provided, if based upon the weight of available evidence, it is more likely than

not that some or all of the deferred tax assets will not be realised.

The Group accounts for uncertain tax positions in accordance with the provisions of ASC 740. When

uncertain tax positions exist, the Group recognises the tax benefit of tax positions to the extent that the

benefit would more likely than not be realised assuming examination by the taxing authority. The

determination as to whether the tax benefit will more likely than not be realised is based upon the

technical merits of the tax position as well as consideration of the available facts and circumstances.

The Group has no uncertain tax positions as of December 31, 2020, 2019 and 2018 that qualify for

either recognition or disclosure in the consolidated financial information under this guidance.

The Group’s policy is to classify assessments, if any, for tax related interest as interest expense and

penalties as general and administrative expenses in the statements of operations. There were no

amounts accrued for interest or penalties for the years ended December 31, 2020, 2019 and 2018 .

Recently Adopted Accounting Standards

In November 2018, the FASB issued ASU No. 2018-18, which amended ASC 808, Collaborative
Arrangements and ASC 606, Revenue from Contracts with Customers (“ASU 2018-18”), to require that

transactions in collaborative arrangements be accounted for under ASC 606 if the counterparty is a

customer for a good or service (or bundle of goods and services) that is a distinct unit of account. The

amendments also preclude entities from presenting consideration from transactions with a collaborator

that is not a customer together with revenue recognised from contracts with customers. The standard

is effective for fiscal years and interim periods within those fiscal years beginning after December 15,

2019. Early adoption is permitted, including in any interim period, provided an entity has already

adopted ASC 606 or does so concurrently with the adoption of this guidance. The Group adoption of

this standard did not have an effect on its consolidated financial information as it did not change the

way collaborative development services and the related costs of these services are reflected in the

Group’s consolidated financial information.

Recently Issued Accounting Standards

In February 2016, the FASB issued ASU No. 2016-02, Leases (Topic 842) (“ASU 2016-02”). ASU 2016-

02 requires an entity to recognise assets and liabilities arising from a lease for both financing and

operating leases. ASU 2016-02 will also require new qualitative and quantitative disclosures to help

investors and other financial information users better understand the amount, timing, and uncertainty of

cash flows arising from leases. ASU 2016-02 is effective for fiscal years beginning after December 15,
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2022, with early adoption permitted. The Group is currently evaluating ASU 2016-02 and its impact on

the Group’s consolidated financial information.

In June 2016, the FASB issued ASU No. 2016-13, Financial Instruments – Credit Losses, which was

subsequently amended by ASU 2018-19 and ASU 2019-10. This standard requires the measurement

of expected credit losses for financial instruments carried at amortised cost held at the reporting date

based on historical experience, current conditions and reasonable forecasts. The updated guidance

also amends the current other-than-temporary impairment model for available-for-sale debt securities

by requiring the recognition of impairments relating to credit losses through an allowance account and

limits the amount of credit loss to the difference between a security’s amortised cost basis and its fair

value. In addition, the length of time a security has been in an unrealised loss position will no longer

impact the determination of whether a credit loss exists. The main objective of this ASU is to provide

financial information users with more decision-useful information about the expected credit losses on

financial instruments and other commitments to extend credit held by a reporting entity at each reporting

date. With the issuance of ASU 2019-10 in November 2019, the standard is effective for fiscal years

and interim periods within those fiscal years beginning after December 15, 2022. The Group will

continue to assess the possible impact of this standard, but currently does not expect the adoption of

this standard will have a significant impact on its consolidated financial information, given its limited

history of bad debt expense relating to trade accounts receivable.

In December 2019, the FASB issued ASU No. 2019-12, Income Taxes (Topic 740): Simplifying the
Accounting for Income Taxes (“ASU 2019-12”), which is intended to simplify various aspects related to

accounting for income taxes. ASU 2019- 12 removes certain exceptions to the general principles in

Topic 740 and also clarifies and amends existing guidance to improve consistent application. This

guidance is effective for fiscal years, and interim periods within those fiscal years, beginning after

December 15, 2020, with early adoption permitted. The Group is currently evaluating the impact of this

standard on its consolidated financial information and related disclosures.

In August 2020, the FASB issued ASU No. 2020-06, Debt—Debt with Conversion and Other Options
(Subtopic 470-20) and Derivatives and Hedging—Contracts in Entity’s Own Equity (Subtopic 815-40):

Accounting for Convertible Instruments and Contracts in an Entity’s Own Equity, which simplifies

accounting for convertible instruments by removing major separation models required under current

US GAAP. The ASU removes certain settlement conditions that are required for equity contracts to

qualify for the derivative scope exception and it also simplifies the diluted earnings per share calculation

in certain areas. The ASU is effective for the Group on January 1, 2024. Early adoption is permitted, but

no earlier than January 1, 2021. The Group is currently evaluating the impact of this standard on its

consolidated financial information and related disclosures.

3.       Research and Development Revenue

For the years ended December 31, 2020, 2019 and 2018, the Group’s revenues disaggregated by the

major sources was as follows:

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Revenue by Customer Type

BARDA                                                                                    6,891,299          5,145,689        17,037,784

Other U.S governmental authorities                                           359,977             702,800             263,100
                                                                                              —————        —————        —————
Total revenue                                                                          7,251,276          5,848,489        17,300,884

                                                                                              —————        —————        —————
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4.       Accrued Liabilities

Accrued expenses consist of the following at December 31:

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Salary and wages                                                                      494,785             928,039             619,510

Benefits                                                                                      390,148             473,339             302,540

Income tax                                                                                             –                        –             161,637

Deferred rent                                                                                26,556               34,179               32,867

Accrued interest                                                                                    –                        –                 5,575
                                                                                              —————        —————        —————
Total accrued expenses                                                           911,489          1,435,557          1,122,129

                                                                                              —————        —————        —————
5.       Debt to Related Parties

Notes payable to related parties consist of the following as of December 31, 2019 and 2018. The Group

had no outstanding notes to related parties as of December 31, 2020.

As of  December 31, 2019
———————————————

                                                                                     Stated                                                            Total
                                                            Maturity           Interest               Face         Accrued   Outstanding
                                                                  Date               Rate              Value          Interest          Balance

2019 Notes payable to related                    On                                                                                          

parties                                              Demand               10%       $200,000           $6,666       $206,666

2013 Notes payable to                                On

related parties                                 Demand           7%-8%         286,220         134,052         420,272
                                                                                                    —————    —————    —————
                                                                                                       $486,220       $140,718       $626,938
                                                                                                    —————    —————    —————

As of  December 31, 2018
———————————————

                                                                                     Stated                                                            Total
                                                            Maturity           Interest               Face         Accrued   Outstanding
                                                                  Date               Rate              Value          Interest          Balance

2013 Notes payable to                                On

related parties                                     Demand           7%-8%       $286,220        $112,517       $398,737
                                                                                                    —————    —————    —————

2019 Notes Payable to Related Parties

On August 7, 2019, the Group entered into a promissory note (the “Note”) with Granicus IP, LLC, an

entity owned by the Group’s Chairman of the Board, for the amount of $100,000. The Note bears

interest at 10 per cent. per annum and is due on demand.

On August 7, 2019, the Group entered into a promissory note (the “Note”) with John H and Marcia Kirk

Stevens Family Trust, an entity owned by the Group’s board member, for the amount of $100,000. The

Note bears interest at 10 per cent. per annum and is due on demand.

In July 2020, the Group repaid principal and accrued interest of $218,500 on the 2019 Notes payable

to related parties.

2013 Notes Payable to Related Parties

On September 11, 2013, the Group entered into a demand note (the “Note”) with Mr. Erich

Spangenberg, a shareholder of the Group, for the amount of $136,220. The Note bears interest at 7 per

cent. per annum and is due on demand.

On October 1, 2013, the Group entered into a demand note (the “Note”) with LSC Holding, LLC, an

entity affiliated with a shareholder of the Group, for the amount of $150,000. The Note bears interest at

8 per cent. per annum and is due on demand.
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On October 31, 2020, the Group issued 292,465 shares of its common stock to related parties to

extinguish outstanding principal and accrued interest of $359,732 on the 2013 Notes payable to related

parties. Between November and December 2020, the Group repaid $80,000 on the 2013 Notes payable

to related parties.

The following table summarises total interest expenses that the Group recognised during the year

ended December 31, 2020, 2019 and 2018, respectively:

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
2019 Notes payable to related parties                                                  –                 6,667               11,833

2013 Notes payable to related parties                                         14,019               21,535               19,461

PPP loan                                                                                               –                        –                 5,575

Interest charge on credit card                                                               –                 8,544                 2,970
                                                                                              —————        —————        —————
Total interest expense                                                                14,019               36,746               39,839

                                                                                              —————        —————        —————
6.       PPP Loan

On April 13, 2020, the Group received proceeds from a loan in the amount of $768,575 (the “PPP

Loan”) from JPMorgan Chase Bank, N.A., as lender, pursuant to the Paycheck Protection Program

(“PPP”) of the Coronavirus Aid, Relief, and Economic Security Act (“CARES Act”). The PPP Loan is

evidenced by a promissory note (the “Note”), which contains customary events of default relating to,

among other things, payment defaults and breaches of representations, warranties or terms of the PPP

Loan documents. The PPP Loan matures on April 13, 2022 and bears interest at an annual rate of

approximately 1 per cent. Beginning on November 13, 2020, the Group is required to make 18 equal

monthly payments of principal and interest. The PPP Loan may be prepaid by the Group at any time

prior to maturity with no prepayment penalties. The proceeds from the PPP Loan may only be used for

payroll costs (including benefits), rent and utility obligations, and interest on certain of the Group’s other

debt obligations.

7.       Commitments

Legal Matters

The Group is not currently subject to any material legal proceedings; however, the Group may from time

to time become a party to various legal proceedings arising in the ordinary course of the Group’s

business.

Leases

In August 2017, the Group assumed a lease for its principal office in Dallas, Texas, which expires on

March 1, 2023. Base rent in connection with the lease is $46,901 per month, as of December 31, 2020.

Future minimum payments under the Group’s lease agreement, as of December 31, is as follows:

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
2019                                                                                           552,388                        –                        –

2020                                                                                           561,322             561,322                        –

2021                                                                                           570,255             570,255             570,255

2022                                                                                           579,189             579,189             579,189

2023                                                                                             96,780               96,780               96,780
                                                                                              —————        —————        —————
Total                                                                                        2,359,934          1,807,546          1,246,224

                                                                                              —————        —————        —————
8.       Preferred Stock

As of December 31, 2020, 2019 and 2018, the Group was authorised to issue up to 4,324,330 shares

of Series A preferred stock, par value $0.001 per share. The Group had 4,324,330 shares of Series A
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preferred stock issued and outstanding at December 31, 2020, 2019 and 2018, respectively, with a

liquidation preference of $0.2642 per share (the “Liquidation Value”), plus a cumulative preference of

8 per cent. per annum, compounded annually from the date of issuance of the Series A preferred stock.

The Liquidation Value is subject to adjustment for any event of share combination or subdivision, stock

splits, stock dividends, bonus shares or any other reclassification, reorganisation or recapitalisation of

the Group’ capital stock.

Liquidation: In the event of certain voluntary or involuntary acquisition or sale transactions or upon the

liquidation, dissolution or winding up of the Group (each, a “Distribution Event”), the holders of Series

A preferred stock shall be entitled to receive out of the proceeds or assets of the Group legally available

for distribution to its shareholders (the “Proceeds”), prior and in preference to any distribution of the

Proceeds of such Distribution Event to the holders of common shares by reason of their ownership

thereof, an amount per share equal to the Liquidation Value per share, plus a cumulative preference of

8 per cent. per annum, compounded annually from the date of issuance of the Series A preferred stock

(collectively, the “Distribution Preference Amount”). In the event that the Proceeds shall be insufficient

to enable the distribution in full of the Distribution Preference Amount to the holders of the Series A

preferred stock for all of the preferred shares held by them, all of the Proceeds shall be distributed

among the holders of Series A preferred stock on a pro rata, as-converted basis. Upon completion of

the distribution required to the holders of Series A preferred stock, all of the remaining Proceeds

available for distribution to shareholders shall be distributed among the holders of common shares pro
rata based on the number of common shares held by each such holder.

The aggregate liquid value of the Series A preferred stock was $2,283,845 as of December 31, 2020.

Conversion: At any time after issuance, the Series A preferred stock shall be convertible, in whole or in

part, into shares of Spectral MD, Inc.’s common stock at the option of the Holder. Each Series A

preferred share shall be automatically converted into common stock of the Spectral MD, Inc. upon the

closing a firmly underwritten public offering netting proceeds of at least $25 million at an offering price

calculated based on a valuation of at least $150 million, and approved by holders of the Series A

preferred stock. The number of shares of common stock issuable upon a conversion shall be

determined by (i) multiplying the number of shares of preferred stock to be converted by the Liquidation

Value, (ii) adding to the result a cumulative preference of 8 per cent. per annum, compounded annually

from the date of issuance of the Series A preferred stock, and then (iii) dividing the result by the

conversion price in effect immediately prior to such conversion. The conversion price of the Series A

preferred stock is $0.2642 per share, subject to adjustment for stock dividends, reclassifications,

recapitalisations and combinations.

Voting: Holders of Series A preferred stock vote on as-converted basis and have full voting rights and

powers equal to the voting rights and powers of the holders of common shares, voting as a single class.

Holders representing a Series A preferred majority, exclusively and as a separate class, shall be entitled

to elect two (2) directors of the Company.

9.       Stockholders’ Equity

Spectral MD, Inc. is authorised to issue up to 25,000,000 shares of common stock, par value $0.001

per share, as of December 31, 2020, 2019 and 2018, respectively. Spectral MD, Inc. had 10,224,500,

8,968,182 and 7,931,339 shares of common stock issued and outstanding at December 31, 2020, 2019

and 2018, respectively.

During the year ended December 31, 2020, Spectral MD, Inc. issued 292,465 shares of its common

stock to related parties to extinguish outstanding principal and accrued interest of $359,732 on loans to

related parties.

During the year ended December 31, 2020, Spectral MD, Inc. issued 330,000 shares of common stock

for aggregate proceeds of $46,200 from stock option exercise.

During the year ended December 31, 2019, Spectral MD, Inc. issued 101,010 shares of common stock

for aggregate proceeds of $100,000.
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During the year ended December 31, 2019, Spectral MD, Inc. issued 5,000 shares of common stock

for aggregate proceeds of $700 from stock options exercise.

During the year ended December 31, 2018, Spectral MD, Inc. issued 983,022 shares of common stock

and 1,673,321 stock options (the “Investor Options”) for aggregate proceeds of $973,192. The Investor

Options have a two-year term and are exercisable at a price of $1.20 per share.

During the year ended December 31, 2018, Spectral MD, Inc. received $643,500 cash proceeds from

issuance of 650,000 share of common stock. The common stock was issued as of December 31, 2017.

10.     Stock-based Compensation

2012 Long Term Incentive Plan

On August 30, 2012, Spectral MD, Inc.’s Board adopted the 2012 Long Term Incentive Plan (the “2012

Plan”), which has a ten- year life for granting awards and initially reserved 1,500,000 shares of common

stock for awards.

Awards granted under the 2012 Plan may be incentive stock options (they must meet all statutory

requirements), non-qualified stock options, stock appreciation rights, restricted stock, stock units,

performance shares, performance units, incentive bonus awards, and other cash-based or stock-based

awards. Pursuant to the 2012 Plan, stock options must expire within 10 years and must be granted with

exercise prices of no less than the fair value of the common stock on the grant date, as determined by

the Board of Directors.

2018 Long Term Incentive Plan

On July 24, 2018, Spectral MD, Inc.’s Board adopted the 2018 Long Term Incentive Plan (the “2018

Plan”), which has a ten-year life for granting awards and initially reserved 6,392,353 shares of common

stock for awards.

Awards granted under the 2018 Plan may be incentive stock options (they must meet all statutory

requirements), non-qualified stock options, stock appreciation rights, restricted stock, stock units,

performance shares, performance units, incentive bonus awards, and other cash-based or stock-based

awards. Pursuant to the 2018 Plan, stock options must expire within 10 years and must be granted with

exercise prices of no less than the fair value of the common stock on the grant date, as determined by

the Board of Directors.

Restricted Stock

A summary of restricted stock activities for the year ended December 31, 2020 and 2019 are presented

below.

                                                                                                                                      Weighted Average
                                                                                                              Number of           Grant Date Fair
                                                                                                                    Shares          Value per Share

Non-vested at January 1, 2019                                                                            –

Restricted stock granted                                                                         5,585,000                           $0.62

Vested                                                                                                      (930,833)
                                                                                                             —————
Non-vested at December 31, 2019                                                        4,654,167                           $0.62
                                                                                                             —————                  —————

Non-vested at January 1, 2020                                                              4,654,167                           $0.62

Restricted stock forfeited                                                                       (3,728,646)                          $0.62

Vested                                                                                                      (633,854)
                                                                                                             —————
Non-vested at December 31, 2020                                                           291,667                           $0.62
                                                                                                             —————                  —————
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Stock Options

The fair value of each employee and non-employee stock option grant is estimated on the date of grant

using the Black-Scholes option-pricing model. Spectral MD, Inc. is a private company and lacks

company-specific historical and implied volatility information. Therefore, it estimates its expected stock

volatility based on the historical volatility of a publicly traded set of peer companies. Due to the lack of

historical exercise history, the expected term of the Group’s stock options for employees has been

determined utilising the “simplified” method for awards. The expected term of stock options granted to

non-employees is equal to the contractual term of the option award. The risk-free interest rate is

determined by reference to the U.S. Treasury yield curve in effect at the time of grant of the award for

time periods approximately equal to the expected term of the award. Expected dividend yield is zero

based on the fact that Spectral MD, Inc. has never paid cash dividends and does not expect to pay any

cash dividends in the foreseeable future.

In applying the Black Scholes option pricing model, the Group used the following assumptions for stock

options granted in 2020 and 2019:

                                                                                                                                  2019                  2020

Exercise price                                                                                                          $0.62                 $0.98

Expected term (years)                                                                                                 5.0                     5.0

Volatility (annual)                                                                                                       61%                  85%

Risk-free rate                                                                                                               2%                    0%

Dividend yield (per share)                                                                                           0%                    0%

A summary of stock options activity for the years ended December 31, 2020, 2019 and 2018 is

presented below:

                                                                                                                           Weighted
                                                                                                                             Average
                                                                                                                         Remaining
                                                                                                 Weighted       Contractual
                                                                                                   Average                    Life         Aggregate
                                                                Stock Options   Exercise Price            (in years)  Intrinsic Value
Outstanding at January 1, 2018                       335,000                 $0.14                     4.7                      $–

Options granted                                                           –
                                                                    —————
Outstanding at December 31, 2018                 335,000                 $0.14                     3.7                      $–

Options granted                                             3,841,500                 $0.62                   10.0

Options exercised for cash                                  (5,000)               $0.14

Options forfeited/expired                                   (22,500)               $0.62
                                                                    —————
Outstanding at December 31, 2019              4,149,000                 $0.58                     8.8                      $–
                                                                    —————
Options granted                                             6,362,000                 $0.98                   10.0

Options exercised for cash                              (330,000)               $0.14

Options forfeited/expired                              (5,580,250)               $0.78
                                                                    —————
Outstanding at December 31, 2020              4,600,750                 $0.88                     8.8        $1,604,758
                                                                    —————
Options vested and exercisable at 

December 31, 2020                                      882,748                 $0.62                     8.3           $538,476
                                                                    —————

Between June and October 2020, the Group issued 1,770,000 stock options (the “2020 Options”) to

various employees under the 2018 Plan. The Group also approved to issue 220,000 incentive shares

to certain employees, which will be awarded upon certain performance conditions or clinical milestones.

The 2020 Options were issued at an exercise price of $1.23 per share which is exercisable in 4 annual

installments. On November 20, 2020, the vesting term was subsequently modified as exercisable in 3

annual installments.
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The Group recognised stock-based compensation of $2,215,959, $806,258 and $0 for the years ended

December 31, 2020, 2019 and 2018, respectively, which was all recognised in general and

administrative expenses.

As of December 31, 2020, there was $1,609,144 of unrecognised stock-based compensation related to

stock option grants that will be amortised over a weighted average period of 1.1 years.

As of December 31, 2020, there was $180,834 of unrecognised stock-based compensation related to

restricted stock option grants that will be amortised over a weighted average period of 1.4 years.

Key Management Compensation

The following table sets forth certain information concerning compensation paid or accrued to our

executive officers and key management personnel, during the years ended December 31, 2020, 2019

and 2018.

                                                                                                                                  Option
                                                                                     Salary            Bonus           Awards               Total
Name and Principal Position                     Year                   ($)                  ($)                  ($)                  ($)

Wensheng Fan                                         2020         421,158                     –          364,500         785,658

CEO                                                          2019         385,943             1,000         540,000         926,943

                                                                 2018         304,414           25,000                     –          329,414

Wan Lung Eng                                          2020           62,708            25,000            30,375          118,083

CFO                                                          2019                     –                     –                     –                     –

                                                                 2018                     –                     –                     –                     –

Maria Cadic                                              2020         135,362                     –            56,700         192,062

VP of Operations, Government                2019          117,954             1,000              3,600         122,554

and Regulatory Affairs                          2018         100,581                     –                     –          100,581

Marc Dudek                                              2020         147,917                     –            40,500         188,417

Company Secretary, Director of              2019           54,022              1,000                     –            55,022

Business and Corporate                      2018                     –                     –                     –                     –

Development
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Outstanding Equity Awards at Fiscal Year-End

The following table shows outstanding stock option awards classified as exercisable and un-exercisable

as of December 31, 2020:

Securities Underlying Unexercised Option Awards
———————————————————————————

                                                                      Number of         Number of                                                   
                                                                   Unexercised      Unexercised               Option               Option
                                                                          Options             Options            Exercise          Expiration
Name and Principal Position                   (# Exercisable) (# Unexercisable)        Price ($)                 Date

Wensheng Fan                                                 375,000               59,762                 $1.20        11/15/2023

CEO                                                                             –          1,125,000                 $0.62          4/30/2029

                                                                                    –             450,000                 $1.23          6/24/2030

                                                                                    –             150,000                 $1.23          6/24/2030

Wan Lung Eng                                                             –               59,762                 $1.20        11/15/2023

CFO                                                                             –               50,000                 $1.23          8/31/2030

                                                                                    –               25,000                 $1.23          8/31/2030

Maria Cadic                                                           6,667                 3,333                 $0.62          4/30/2029

VP of Operations, Government and                            –               70,000                 $1.23          6/24/2030

Regulatory Affairs

Marc Dudek                                                                 –               59,762                 $1.20        11/15/2023

Company Secretary, Director of                                  –               50,000                 $1.23          6/24/2030

Business and Corporate Development                    –               25,000                 $1.23          6/24/2030

11.     Income Taxes

As of December 31, 2020, 2019 and 2018, the Group had available federal net operating loss

carryforwards (“NOLs”) of $0, $3,220,030 and $956,237, respectively, which are available to offset

future federal taxable income. Under the Tax Cuts and Jobs Act, all NOLs incurred after December 31,

2017 are carried forward indefinitely for federal tax purposes. The Coronavirus Aid, Relief, and

Economic Security Act (“CARES Act”) signed in to law on March 27, 2020, provided that NOLs

generated in a taxable year beginning in 2018, 2019, or 2020, may now be carried back five years and

forward indefinitely. In addition, the limitation of NOL utilisation up to 80 per cent. of taxable income

limitation is temporarily removed, allowing NOLs to fully offset taxable income. A portion of the NOL will

begin to expire in 2033. Federal tax returns for the years 2017 and 2018 remain subject to audit.

The tax effects of temporary differences that give rise to significant portions of the deferred tax asset is

presented below:

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Deferred tax assets:
Charitable contribution                                                                      525                    525                        –

Stock-based compensation                                                                   –             131,888             370,822

Deferred rent                                                                                  5,577                 7,177                        –

Accrual to cash adjustment                                                                   –                        –             165,552

Net operating loss                                                                      200,810            676,206                       –
                                                                                              —————        —————        —————
Total deferred income tax assets                                               206,912             815,796             536,374

Total deferred income tax liabilities                                                  –                        –                        –
                                                                                              —————        —————        —————
Net deferred income tax assets                                                 206,912             815,796             536,374

Valuation allowance                                                                  (206,912)          (815,796)          (536,374)
                                                                                              —————        —————        —————
Deferred tax asset, net of allowance                                                    –                        –                        –
                                                                                              —————        —————        —————

ASC 740, “Income Taxes” requires that a valuation allowance be established when it is “more likely than

not” that all, or a portion of, deferred tax assets will not be realised. A review of all available positive and
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negative evidence needs to be considered, including the scheduled reversal of deferred tax liabilities,

projected future taxable income, and tax planning strategies. After consideration of all the information

available, management believes that uncertainty exists with respect to future realisation of its deferred

tax assets and has, therefore, established a full valuation allowance as of December 31, 2020, 2019

and 2018. The net change in valuation allowance for the years ended December 31, 2020, 2019 and

2018 was a decrease of $279,423, and an increase of $608,885 and $99,616, respectively.

The income tax provision consists of the following as of December 31:

                                                                                                        2018                  2019                  2020
                                                                                                         US$                   US$                   US$
Current

US Federal                                                                                            –                        –             161,637

US State                                                                                       20,969               29,213               12,989
                                                                                              —————        —————        —————
Total current provision                                                                  20,969               29,213             174,626

Deferred

US Federal                                                                                            –                        –                        –

US State                                                                                                –                        –                        –
                                                                                              —————        —————        —————
Total deferred benefit                                                                            –                        –                        –
                                                                                              —————        —————        —————
Total provision for income taxes                                                  20,969               29,213             174,626

                                                                                              —————        —————        —————
A reconciliation of the U.S. Statutory income tax rate to the Group’s effective tax rate is as follows:

                                                                                                        2018                  2019                  2020

Statutory federal income tax rate                                                  21.0%               21.0%               21.0%

State taxes, net of federal tax benefit                                           –3.5%               –0.7%                 0.7%

Stock-based compensation                                                             0.0%               –1.2%               10.2%

Other                                                                                             –1.1%               –0.2%                 0.3%

Change in valuation allowance                                                   –20.8%             –19.8%             –19.8%
                                                                                              —————        —————        —————
Income taxes provision (benefit)                                                   –4.4%               –0.9%               12.4%

                                                                                              —————        —————        —————
12.     Related Party Transactions

There are no related party transactions or balances, other than as disclosed in Note 5 and Note 10,

above.

13.     Subsequent Events

On January 15, 2021, the Group issued 678,000 stock options (the “2021 Options”) to various

employees under the 2018 Plan. The 2021 Options were issued at an exercise price of $1.23 per share

which is exercisable in 3 annual installments.

Immediately prior to Admission, a group restructuring will occur whereby the Company will become the

parent company of the Group, with Spectral MD, Inc. as its sole subsidiary.
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PART V

ADDITIONAL INFORMATION

1        RESPONSIBILITY STATEMENT                                                                                                     

The Existing Director and the Proposed Directors, whose names appear on page 9 of this document,

and the Company accept responsibility, both individually and collectively, for the information contained

in this document. To the best of the knowledge and belief of the Existing Director, the Proposed

Directors and the Company (each of whom has taken all reasonable care to ensure that such is the

case) the information contained in this document for which they accept responsibility is in accordance

with the facts and does not omit anything likely to affect the import of that information. The Existing

Director and the Proposed Directors all accept individual and collective responsibility for compliance

with the AIM Rules.

2        HISTORY AND DEVELOPMENT                                                                                                    

2.1     The Company was incorporated and registered under the laws of the US State of Delaware on

4 December 2020 as a Delaware corporation. The Company is domiciled in the US State of

Delaware.

2.2     The principal legislation under which the Company operates is the Delaware Corporation Law.

2.3     The Company’s principal activity is that of a holding company.

2.4     The liability of the Company’s shareholders is limited.

2.5     The Company’s legal and commercial name is Spectral MD Holdings, Ltd.

2.6     The registered office of the Company, and the Subsidiary (further details of which are provided

in paragraph 3 of this Part V), is Corporation Trust Centre, 1209 Orange Street, City of

Wilmington, County of New Castle, Delaware 19801. The principal place of business is 2515

McKinney Ave Ste 1000, Dallas, Texas 75201. The telephone number of the Company and the

Subsidiary is +1 972 499 4934.

2.7     The Group’s website address, at which information required by Rule 26 of the AIM Rules can be

found, is www.spectralmd.com. Except where specifically stated in this document, the information

on the Company’s website does not form part of this document.

2.8     The Company and the Common Stock have the following identification codes:

(a)      LEI: 213800VXW1FVGWTCKL44;

(b)      ISIN: USU8457V1099;

(c)      SEDOL BKY4VZ9; and

(d)      TIDM: SMD.

3        ORGANISATIONAL STRUCTURE                                                                                                  

3.1     Following the Restructuring, the Company will become the ultimate holding company of the

Group, and will have one wholly-owned subsidiary, Spectral MD, Inc. The Subsidiary was

incorporated in the State of Delaware on 9 March 2009 as a Delaware Corporation, with the

name Spectral MD, Inc. Following the Restructuring, the Company will have a 100 per cent.

ownership interest in the Subsidiary. The principal legislation under which the Subsidiary

operates is the Delaware Corporation Law. The principal activity of the Subsidiary is developing

proprietary AI algorithms and optical technology for the wound care sector as part of a predictive

analytics group.

A1 & A11 1.1, 1.2
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3.2     The registered office of the Subsidiary is Corporation Trust Centre, 1209 Orange Street, City of

Wilmington, County of New Castle, Delaware 19801. The principal place of business is 2515

McKinney Ave Ste 1000, Dallas, Texas 75201.

3.3     The Company does not hold a proportion of capital in any undertaking outside of the Group which

is likely to have a significant effect on the assessment of its own assets and liabilities, financial

position or profits and losses.

4        SHARE CAPITAL

4.1     As at the date of this document, the Company is authorised to issue up to 25,000,000 shares of

Common Stock and 4,324,330 shares of Preferred Stock.

4.2     The issued, fully paid, share capital of the Company as at 15 June 2021 (being the latest

practicable date before publication of this document) was as follows:

                                                                                         Number                    Nominal Value US$
Common Stock of US$0.001 each                                      1,000                                                 1

4.3     Immediately following Admission the issued, fully paid, share capital of the Company will be as

follows:

                                                                                         Number                    Nominal Value US$

Common Stock of US$0.001 each                           136,077,064                                 136,077.06

4.4     Restructuring

4.4.1  The Company was incorporated on 4 December 2020 with 1,000 shares of Common Stock

that were credited as fully paid and subscribed for by the Subsidiary.

4.4.2  The Company’s authorised capital stock consisted of: (i) 25,000,000 shares of Common

Stock, of which 1,000 shares of Common Stock were issued and outstanding; and

(ii) 4,324,330 shares of Preferred Stock, none of which were issued and outstanding.

4.4.3  As at the Effective Date, being the date immediately prior to completion of the

Restructuring, the Subsidiary’s authorised capital stock will consist of: (i) 25,000,000

shares of Subsidiary Common Stock, of which 10,516,167 shares of Subsidiary Common

Stock will be issued and outstanding; and (ii) 4,324,330 shares of Subsidiary Preferred

Stock, all of which will be issued and outstanding.

4.4.4  There will also be stock options exercisable for the purchase of up to 7,078,321 shares of

Subsidiary Common Stock outstanding and unexercised and 3,021,353 shares of

Subsidiary Restricted Stock outstanding.

4.4.5  Merger Sub was incorporated by the Company on 7 December 2020 with 1,000 shares of

common stock, that were credited as fully paid and subscribed for by the Company. The

Merger Sub was incorporated for the purpose of effecting the Restructuring.

4.4.6  On the Effective Date, the Company, the Subsidiary and Merger Sub will effect a “holding

company” merger pursuant to Section 251(g) of the Delaware Corporation Law, whereby

Merger Sub will merge with and into the Subsidiary with the Subsidiary being the surviving

corporation (the ‘Surviving Corporation’) and becoming a wholly owned subsidiary of the

Company, pursuant to the terms and conditions of the Merger Agreement.

4.4.7  In connection with the Restructuring and in accordance with the Merger Agreement:

i.         each share of common stock of Merger Sub outstanding will be converted into one

share of Subsidiary Common Stock;

ii.        each share of Common Stock held by the Subsidiary will be cancelled;

A1 

5.7.3

A1

19.1.1(c)

A1

19.1.1(b)
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iii.       each share of Subsidiary Common Stock outstanding will be converted into one

share of Common Stock;

iv.       each share of Subsidiary Preferred Stock will be converted into one share of

Preferred Stock; and

v.        each Subsidiary Option will be converted into a stock option exercisable for the

purchase of a like number of shares of Common Stock.

4.4.8  As a result of the Restructuring, the Company will be the sole shareholder of the

Subsidiary, and the holders of Subsidiary Common Stock prior to the Restructuring will be

the holders of Common Stock.

4.4.9  Following the Restructuring, including the conversion of the Preferred Stock, the Company

will effect a 6 for 1 stock split, pursuant to which each outstanding share of Common Stock

of the Company will be split into 6 shares of Common Stock of the Company. This will be

accomplished by the filing of a certificate of amendment to the Certificate of Incorporation.

4.5     Save as disclosed in this Part V, the Company has not issued any partly paid shares, convertible

securities, exchangeable securities or securities with warrants. The Company does not hold any

treasury shares.

4.6     There are no shares in the share capital of the Company that do not represent capital.

4.7     Following the Restructuring, no shares in the capital of the Company will be held by or on behalf

of the Company or by the Subsidiary.

4.8     The Company has no authorised but unissued share capital and, except any obligation to allot

New Common Stock pursuant to the Placing, there are no acquisition rights and/or obligations

requiring share capital to be issued nor is there any undertaking to increase the share capital.

4.9     Save as disclosed in this Part V, no capital of any member of the Group is under option or agreed

conditionally or unconditionally to be put under option.

5        SECURITIES BEING ADMITTED

5.1     The New Common Stock will be Common Stock, issued at the Placing Price with a par value of

US$0.001.

5.2     The International Security Identification Number (ISIN) for the New Common Stock will be

USU8457V1099.

5.3     The New Common Stock will be in registered form. They will be capable of being held in

certificated form or in uncertificated form (as Depositary Interests) in CREST. The Company’s

register of members will be kept by Euroclear UK & Ireland, the operator of the CREST system

and the Company’s registrars, Link Market Services (Guernsey) Limited at Mont Crevelt House,

Bulwer Avenue, St Sampson, Guernsey GY2 4LH.

5.4     CREST is a paperless settlement system enabling title to securities to be evidenced otherwise

than by certificate and transferred otherwise than by written instrument, in accordance with the

CREST Regulations. However, as set out in paragraph 6 of Part V, in the case of placees that

are not US Persons and where such placees have asked to hold their Common Stock in

uncertificated form, they will have their CREST accounts credited with Depositary Interests on

the day of Admission. Note, however, that the Common Stock offered to non-US Persons in the

Placing are subject to the conditions listed under section 903(b)(3), or Category 3, of Regulation

S. Under Category 3, Offering Restrictions (as defined under Regulation S) must be in place in

connection with the Placing and additional restrictions are imposed on resales of the Common

Stock. Representations, warranties and certifications must be made through the CREST system

by those selling or acquiring the Common Stock. If such representations, warranties and

A1
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certifications cannot be made or are not made, settlement through CREST will be rejected.

Furthermore, Common Stock held by “Affiliates” (as defined in Rule 403 of the US Securities Act)

of the Company and accordingly settlement shall not be permitted via CREST until such time as

the relevant restrictions are no longer applicable.

5.5     The holders of the Common Stock will participate on a pari passu basis and proportionately to

their shareholdings in all distributions of capital or income by the Company or any surplus arising

on liquidation of the Company. There are no fixed dates for dividend payments on the Common

Stock. Each Common Stock affords the holder of such share the right to one vote. There are no

restrictions on the transferability of the Common Stock other than imposed by law.

6        DEPOSITARY INTEREST ARRANGEMENT

6.1     The requirements of the AIM Rules provide that the Company must, upon Admission becoming

effective, have a facility for the electronic settlement of the Common Stock. The shares of

companies incorporated in England (and the shares of companies incorporated in certain other

jurisdictions) which are traded on AIM are settled through CREST. However, with limited

exceptions, only shares and other securities which are constituted under English law can be

settled through the CREST system, regardless of the fact that they may be admitted to trading

on AIM. As the Company is incorporated in the United States its Common Stock is not eligible to

be held directly through CREST and, accordingly, the Company has established, through the

Depositary, a Depositary Interest arrangement.

6.2     The Depositary Interests representing the Common Stock will be issued to the individual

Shareholders’ CREST accounts on a one for one basis and with the Depositary providing the

necessary custodial service. It is expected that, where Placees have asked to hold their Common

Stock in uncertificated form, they will have their CREST accounts credited with Depositary

Interests on the day of Admission. Investors who are able to and elect to hold their Common

Stock as Depositary Interests will be bound by a Deed Poll, executed by the Depositary in favour

of the investors from time to time, the terms of which are summarised in paragraph 14.8 of this

Part V. The rights and obligations pertaining to the Depositary Interests will be governed by

English law. Holders of Depositary Interests will have no rights in respect of the underlying

Common Stock or the Depositary Interests against CREST, the operating company of the CREST

system, or its subsidiaries. The Depositary Interests are themselves independent securities

constituted under English law and can be traded and settled within the CREST system in the

same way as any other CREST security. The Shareholders who are non-US Persons have the

choice of whether to hold their Common Stock in certificated form or in uncertificated form in the

form of Depositary Interests. Shareholders who are able to and elect to hold their Common Stock

in uncertificated form through the Depositary Interest facility will be bound by a deed of trust.

6.3     The Company’s share register, which will be kept by the Registrar in Guernsey, will show the

Depositary or its nominated custodian as the holder of the Common Stock represented by

Depositary Interests but the beneficial interest will remain with the Shareholders who will

continue to receive all the rights attaching to the Common Stock as they would have if they had

themselves been entered on the Company’s share register. Shareholders can withdraw their

Common Stock back into certificated form at any time using standard CREST messages.

6.4     Where Placees have requested to receive their Common Stock in certificated form, share

certificates will be despatched by first-class post within ten Business Days of the date of

Admission. No temporary documents of title will be issued. Pending the receipt of definitive share

certificates in respect of the Common Stock (other than in respect of those Common Stock

settled via Depositary Interests through CREST), transfers will be certified against the

Company’s share register.

6.5     The Common Stock has not been, and will not be, registered under the US Securities Act or

qualified under any securities laws of any US state or other jurisdiction of the US. The Placing

Shares are being offered only to non-US Persons outside the US in transactions exempt from the
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registration requirements of the Securities Act in reliance on Category 3 of Regulation S or

pursuant to another available exemption from, or transaction not subject to, the Securities Act

and applicable US state securities laws. The Placing Shares offered to non-US Persons in the

Placing are subject to the conditions listed under section 903(b)(3), or Category 3, of Regulation

S. Under Category 3, Offering Restrictions (as defined under Regulation S) must be in place in

connection with the Placing and additional restrictions are imposed on resales of the Common

Stock. The Common Stock are “restricted securities” as defined in Rule 144 under the Securities

Act.

6.6     Each subscriber for Placing Shares, by subscribing for such Placing Shares, agrees to reoffer or

resell the Placing Shares only pursuant to registration under the Securities Act or in accordance

with the provisions of Regulation S or pursuant to another available exemption from registration

and qualification under applicable state securities laws, and agrees not to engage in hedging

transactions with regard to such securities unless in compliance with the Securities Act. The

above restrictions severely restrict purchasers of Placing Shares from reselling the Common

Stock in the US or to a US Person. These restrictions may remain in place or be reintroduced

following the expiry of the Distribution Compliance Period in relation to the Common Stock, at the

discretion of the Company for example in the event the Company issues additional Common

Stock under the same ISIN as the Placing Shares.

6.7     Once the Common Stock is admitted to trading on AIM, Common Stock (represented by the

Depositary Interests) held in the CREST system will be identified with the marker “REG S”. The

“REG S” marker also indicates that the Common Stock held in the CREST system will also bear

a legend setting out certain transfer restrictions and other information, including that: (i) transfers

of the Common Stock are prohibited except in accordance with the provisions of Regulation S,

pursuant to registration under the Securities Act or in a transaction exempt from, or not subject

to the registration requirements of the Securities Act and applicable state securities law; and (ii)

hedging transactions involving the Common Stock may not be conducted unless in compliance

with the Securities Act and applicable state securities law. Accordingly, resale of the Placing

Shares following the Placing will be subject to restrictions under US federal and state securities

laws, including the Securities Act.

6.8     Representations, warranties and certifications must be made through the CREST system by

those selling or acquiring the Common Stock. If such representations, warranties and

certifications cannot be made or are not made, settlement through CREST will be rejected.

Furthermore, Common Stock held by “Affiliates” (as defined in Rule 405 of the Securities Act) of

the Company shall be held in certificated form and accordingly settlement shall not be permitted

via CREST until such time as the relevant restrictions are no longer applicable.

6.9     These restrictions, representations and warranties, as well as the legend that will be affixed to

certificates for the Common Stock, are set out more fully in Part VI of this document.

7        CERTIFICATE OF INCORPORATION AND BYLAWS                                                                   

The following is a summary of certain provisions of the Company’s Certificate of Incorporation, Bylaws

and provisions of the Delaware Corporation Law that will apply to the Company with effect from

Admission. Certain provisions have been incorporated into the Certificate of Incorporation and Bylaws

to enshrine rights that are not conferred by the provisions of Delaware Corporation Law but which the

Company believes Shareholders expect to see in a company whose shares are admitted to trading on

AIM.

7.1     Objects

The Company may, and is authorised by its Certificate of Incorporation to, engage in any lawful

act or activity for which corporations may be engaged in under the Delaware Corporation Law.

A1

19.2.1
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7.2     Authorised Shares                                                                                                                          

The Certificate of Incorporation authorises the Company to issue two classes of share to be

designated Common Stock and Preferred Stock.

7.3     Common Stock

(a)      Voting Rights

Each holder of Common Stock is entitled to one vote for each share of Common Stock

held by such holder. The Bylaws provide that the holders of a majority of all Common Stock

entitled to vote on a matter, represented by Shareholders of record in person or by proxy,

shall constitute a quorum for the transaction of business, unless otherwise required by law.

If a quorum is present at a meeting of the Shareholders, then, other than for the election

of directors, the affirmative vote of a majority of the Common Stock present in person or

represented by proxy and entitled to vote on such action shall be the act of the

Shareholders, unless the vote of a greater number of Shareholders of voting classes is

required by law, the Company’s Certificate of Incorporation or the Bylaws. Unless

otherwise required by law or the Certificate of Incorporation, the Bylaws provide that the

election of directors shall be decided by a plurality of the votes present in person or

represented by proxy at the meeting and entitled to vote in the election of directors.

(b)      Issue of  Common Stock                                                                                                        

The Company may issue Common Stock from time to time for such consideration as may

be fixed by the Board in accordance with the Certificate of Incorporation and the Delaware

Corporation Law.

7.4     Preferred Stock

The Board has the authority to issue preferred stock in one or more classes or series and to fix

the designations, powers, preferences and rights, and the qualifications, limitations or restrictions

thereof, including dividend rights, conversion right, voting rights, terms of redemption, liquidation

preferences and the number of shares constituting any class or series, without further vote or

action by the shareholders.

7.5     Dividends                                                                                                                                        

Holders of Common Stock are entitled to receive dividends, when, as and if declared by the

Board out of funds legally available for such purposes. Dividends may be paid in cash, in property

or in Common Stock, unless otherwise provided by applicable law or the Certificate of

Incorporation.

7.6     Rights upon liquidation, dissolution or winding-up

In the event of any voluntary or involuntary liquidation, dissolution or winding-up of the Company,

the holders of Common Stock shall be entitled to receive all the assets of the Company available

for distribution to its Shareholders, ratably in proportion to the number of Common Stock held by

them.

7.7     Pre-emption Rights

The Certificate of Incorporation provides that, subject to the Delaware Corporation Law and so

long as the Common Stock is listed on AIM or the London Stock Exchange and unless otherwise

determined by Shareholders holding at least 75 per cent. of the voting power of the then

outstanding shares of capital stock, then the Company shall not issue any new Company

securities (the ‘New Securities’) unless it has first made an offer to each Shareholder (unless

waived by such Shareholder) to sell to the Shareholders a pro rata share of such New Securities

on substantially the same or more favourable terms (the ‘Preemptive Rights’). The Preemptive

Rights are subject to such exclusions or other arrangements as the Board may deem necessary

or expedient. As set forth in the Certificate of Incorporation, the Preemptive Rights shall not apply

A11

4.5

A11

4.8

A11

4.5

4.8
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to: (i) certain issuances of New Securities, including the issuance in any 12 month period of up

to 10 per cent. of the issued share capital as at the first day of that 12 month period; (ii) the

placing and/or sale for cash of any shares of Common Stock in connection with and simultaneous

with the admission of shares for listing on AIM or the London Stock Exchange; (iii) options,

restricted stock units; and (iv) shares issued upon the exercise of warrants, options or otherwise.

Such list is not exhaustive and is subject to the provisions of the Certificate of Incorporation.

7.8     Meetings of  Shareholders

The Bylaws provide for annual and special meetings of Shareholders called in accordance with

the Bylaws and the Delaware Corporation Law.

The Bylaws provide that, unless the directors are elected by written consent in lieu of an annual

meeting in accordance with the Delaware Corporation Law, an annual meeting of the

Shareholders shall be called for the election of directors and for the transaction of such other

business as may properly come before the meeting. A special meeting of the Shareholders for

any purpose or purposes may be called at any time by a resolution adopted by: (i) a majority of

the total number of authorised directors, (the ‘Whole Board’); (ii) the Chairperson of the Board;

(iii) the Chief Executive Officer of the Company; or (iv) the President of the Company.

7.9     Notice of  Shareholder Meetings

The Bylaws provide for notice to Shareholders to be in writing (mailed to the Shareholders or

delivered personally) or by electronic transmission in accordance with applicable law and the

Bylaws. Unless otherwise required by applicable law or the Certificate of Incorporation, notice of

meetings of Shareholders shall be given not less than 10, nor more than 60, days before the date

of the meeting to each Shareholder entitled to vote at such meeting. Notice of any meeting need

not be given to any Shareholders who shall, either submit a waiver of notice before or after the

meeting or who shall attend such meeting, except when the Shareholders attends for the express

purpose of objecting, at the beginning of the meeting, to the transaction of any business because

the meeting is not lawfully called or convened. Any Shareholders so waiving notice of the meeting

shall be bound by the proceedings of the meeting in all respects as if due notice had been given.

7.10   Method of  appointment of  a proxy

Shareholders of record may vote at any meeting by appointing a proxy in accordance with

applicable laws and the Bylaws.

7.11    Directors

(a)      Powers of  Directors

Subject to the provisions of the Certificate of Incorporation, the Bylaws and applicable law,

the business and property of the Company shall be managed by the Board.

(b)      Number of  Directors

The Certificate of Incorporation provides that the number of directors constituting the

Board will be the then-authorised number of directors fixed from time to time by a

resolution adopted by the Whole Board. Pursuant to the Bylaws, the number of authorised

directors on the Board shall initially consist of six directors.

(c)      Director terms and removal

Each director shall hold office until such director’s successor is duly elected and qualified,

or, if earlier, such director’s death, resignation or removal. Any director may resign at any

time upon written notice to the Company or by any electronic transmission permitted in the

Bylaws. No director may be removed except for cause and only by the affirmative vote of

the holders of at least two-thirds of the voting power of the then-outstanding shares of

capital stock of the Company. No decrease in the authorised number of directors

constituting the Board shall shorten the term of any incumbent director.
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(d)      Vacancies

Any vacancy occurring in the Board for any cause, and any newly created directorship

resulting from any increase in the authorised number of directors, shall be filled only by the

affirmative vote of a majority of the directors then in office, although less than a quorum,

or by a sole remaining director, and not by the Shareholders. Any director so elected shall

hold office for a term expiring at the annual meeting of Shareholders at which the term of

office of the class to which the director has been assigned expires and until such director’s

successor is elected and qualified, or, if earlier, such director’s death, resignation or

removal.

(e)      Board Action without a Meeting

The Bylaws provide that, unless otherwise restricted by the Certificate of Incorporation or

the Bylaws, any action required or permitted to be taken at any meeting of the Board or of

any committee thereof may be taken without a meeting by the consent in writing of all the

directors or members of the committee as the case may be (such written consents to be

filed with the minutes of proceedings of the Board).

(f)       Meetings of  Directors

The Bylaws provide that regular meetings of the Board may be held at any place or time

that the Board determines. Special meetings of the Board may be called by the

chairperson of the Board, the president, or a majority of the directors then in office with at

least 24 hours’ notice to each director or if the motion is sent by mail, it must be deposited

in the mail at least four days before the time of the holding of the meeting. A majority of the

Whole Board shall constitute a quorum for the transaction of business. Every act or

decision taken or made by a majority of the directors at a meeting of the Board where a

quorum is present is regarded as an act of the Board except as otherwise required by the

Bylaws, applicable law or the Certificate of Incorporation.

(g)      Board Committees

Pursuant to the Bylaws and the Delaware Corporation Law, the Board may designate one

or more committees and each committee to consist of one or more of the directors of the

Company.

7.12   Officers

The officers of the Company may consist of a Chief Executive Officer, Chief Operating Officer, a

President, a Secretary, a Chief Financial Officer, a Treasurer and such Vice Presidents, Assistant

Secretaries, Assistant Treasurers and other officers as the board may from time to time appoint.

Any number of offices may be held by the same person.

7.13   Exculpation and Indemnification of  officers, directors, employees and other agent

The Certificate of Incorporation provides that a director (to the fullest extent permitted by law) will

not be personally liable to the Company or its Shareholders for monetary damages for breach of

fiduciary duty as a director.

The Certificate of Incorporation also provides that, to the fullest extent permitted by Delaware

Corporation Law and other applicable law, the Company is authorised to provide indemnification

of (and advancement of expenses to) directors, officers and agents of the Company in excess of

the indemnification and advancement otherwise permitted by Section 145 of the Delaware

Corporation Law.

The Bylaws further provide that each person who was or is made a party to, or is threatened to

be made a party to, or is involved in any action, suit or proceeding, whether civil, criminal,

administrative or investigative (a ‘Proceeding’), shall be indemnified and held harmless by the

Company to the fullest extent permitted by the Delaware Corporation Law against all expenses,

liability and loss reasonably incurred or suffered by such indemnitee. Notwithstanding the

foregoing, the Company shall indemnify any such indemnified person seeking indemnity in
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connection with a Proceeding (or part thereof) initiated by such indemnified person only if the

Proceeding was authorised by the Board. The Bylaws also require the Company to pay all

expenses (including attorneys’ fees) incurred by an indemnified person in defending any such

Proceeding as they are incurred in advance of its final disposition, subject to limitations and

repayment as provided in the Bylaws.

7.14   Disclosure of  significant shareholdings

The Certificate of Incorporation provides that a person must notify the Company, subject to the

Delaware Corporation Law, the US Exchange Act (if the Company has any equity securities

registered under the US Exchange Act) and any applicable SEC regulations or other law, where

the person acquires an aggregate nominal value of the Company’s securities which carry voting

rights in which such person’s interest is equal to or more than 3 per cent., of such securities and

of any subsequent relevant change to their holdings (being a 1 per cent. incremental increase or

decrease while their holdings are above the 3 per cent. threshold) so that these disclosures can

be properly notified to AIM by the Company.

7.15   Right to refuse transfers of  Common Stock

The Bylaws provide that the Company, and any transfer agents designated to transfer shares the

Company, shall have the authority to refuse to register any transfer of Common Stock that:

(a) does not comply with Regulation S of the US Securities Act; (b) is not made under a

registration statement as set out under the US Securities Act; or (c) is not made pursuant to an

exemption from the registration requirements set out under the US Securities Act.

7.16   Amendments to Certificate of  Incorporation and Bylaws

The Certificate of Incorporation may be amended in the manner prescribed by the Delaware

Corporation Law provided that: (i) in addition to any vote of the Shareholders required by law or

by the Certificate of Incorporation, the affirmative vote of the Shareholders of at least two-thirds

of the voting power of all of the then-outstanding shares of capital stock of the Company entitled

to vote generally in the election of directors shall be required; and (ii) if two-thirds of the Whole

Board has approved such amendment or repeal of any provisions of the Certificate of

Incorporation, then only the affirmative vote of the Shareholders of at least a majority of the voting

power of all of the then-outstanding shares of capital stock of the Company entitled to vote

generally in the election of directors, shall be required to amend or repeal such provisions of the

Certificate of Incorporation.

The Certificate of Incorporation provides that the Board shall have the power to adopt, amend or

repeal the Bylaws. Any adoption, amendment or repeal of the Bylaws by the Board shall require

the approval of a majority of the Whole Board. The Shareholders shall also have power to adopt,

amend or repeal the Bylaws provided that: (i) in addition to any vote of the Shareholders of the

Company required by law or by the Certificate of Incorporation, the affirmative vote of the

Shareholders of at least two-thirds of the voting power of all of the then-outstanding shares of

capital stock of the Company entitled to vote generally in the election of directors, shall be

required; and (ii) if two-thirds of the Whole Board has approved such adoption, amendment or

repeal of any provisions of the Bylaws, then only the affirmative vote of the Shareholders of a

majority of the voting power of all of the then-outstanding shares of capital stock of the Company

entitled to vote in the election of directors, shall be required to adopt, amend or repeal any

provision of the Bylaws.

7.17   Takeovers

The Certificate of Incorporation provides that, subject to the Delaware Corporation Law, the

Securities Act, the US Exchange Act (if the Company has a class of equity securities registers

under the US Exchange Act) and any applicable SEC rules and regulations, if a person:

(i) acquires Common Stock which (taken together with securities held or acquired by persons

acting in concert with such person) represent 30 per cent., or more of the voting rights attaching
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to the issued Common Stock; or (ii) (together with persons acting in concert with such person)

holds not less than 30 per cent., but not more than 50 per cent., of the voting rights attaching to

the issued Common Stock and such person, or any person acting in concert with such person,

acquires additional securities, which will increase such person’s percentage holding of such

voting rights, then any such person (and any persons acting in concert with such person) must

make a written cash offer to the holders of all of the Common Stock to acquire the outstanding

Common Stock subject to the terms and conditions set forth in the Certificate of Incorporation.

These takeover provisions will cease to apply if the Common Stock ceases to be admitted to

trading on AIM.

7.18   Section 203 Waiver

The Company has elected not to be governed by Section 203 of the Delaware Corporation Law

which prevents any owner of 15 per cent. or more of a company’s voting stock from engaging in

a business combination with the company within three years of the person acquiring such

ownership unless, among other options, the Board approved the transaction.

7.19   Choice of  Forum

The Certificate of Incorporation provides that, unless otherwise consented to in writing by the

Company, the Court of Chancery of the State of Delaware, United States of America, shall be the

sole and exclusive forum for: (a) any derivative action or proceeding brought on behalf of the

Company; (b) any action asserting a claim of breach of a fiduciary duty owed by any director,

officer or other employee of the Company to the Company or the Company’s shareholders;

(c) any action asserting a claim against the Company arising pursuant to any provision of the

Delaware Corporation Law, the Certificate of Incorporation or the Bylaws; (d) any action to

interpret, apply, enforce or determine the validity of the Certificate of Incorporation or the Bylaws;

(e) any action asserting a claim against the Company governed by the internal affairs doctrine;

or (f) any complaint asserting a cause of action arising under the AIM Rules or the rules of the

London Stock Exchange. Unless the Company consents in writing to the selection of an

alternative forum, the federal district courts of the United States of America shall be the exclusive

forum for the resolution of any complaint asserting a cause of action arising under the Securities

Act.

8        SQUEEZE-OUT RULES RELEVANT TO THE HOLDERS OF COMMON STOCK AS SET OUT
IN THE DELAWARE CORPORATION LAW

8.1     Section 267 of the Delaware Corporation Law outlines the procedures by which the holder of at

least 90 per cent. of the outstanding shares of each class of the stock of the corporation of which

there are outstanding shares that, absent Section 253 or 267 of the Delaware Corporation Law,

would be entitled to vote on such merger, may consummate a short-form merger to squeeze out

the remaining Shareholders without a vote of such Shareholders. Generally, sections 253 and

267 allow the parent entity to merge the subsidiary corporation into itself, to merge itself into the

subsidiary corporation, or to merge both itself and the subsidiary corporation into a third

corporation or other entity. If the surviving corporation in the merger is the parent corporation, a

short-form merger effected pursuant to section 253 is generally effected unilaterally by the

adoption of a resolution by the board of directors of the parent company and the filing of a

certificate of ownership and merger with the Secretary of State of the State of Delaware. A short-

form merger effected pursuant to Section 267 is generally effected unilaterally by the parent entity

in accordance with its governing documents and the laws of the jurisdiction under which such

entity was formed and the filing of a certificate of ownership and merger with the Secretary of

State of the State of Delaware. A Shareholder who is squeezed-out pursuant to a merger under

Section 253 or 267 would be entitled to appraisal rights under Section 262 of the Delaware

Corporation Law (as discussed below) in connection with the squeeze-out merger. However, no

resolution of the Board or the Shareholders would be required to effect the squeeze-out merger.
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8.2     Appraisal rights under Section 262 of the Delaware Corporation Law are a statutory remedy

intended to provide Shareholders who dissent from a merger with an independent judicial

determination of the fair value of their shares. Except for certain circumstances in which appraisal

rights are not available, appraisal rights are generally available for the shares of any class or

series of stock of a constituent corporation in a merger or consolidation. A Shareholder who does

not wish to accept the consideration being offered in the merger or consolidation may exercise

their appraisal rights by not voting in favour of the merger or consolidation nor consenting thereto

in writing and complying in all respects with Section 262. A Shareholder who properly exercises

and does not waive, fail to perfect or otherwise lose such appraisal rights, will be entitled to have

their shares appraised by the Delaware Court of Chancery and to receive payment in cash of an

amount equal to the “fair value” of such shares as determined by such court, exclusive of any

element of value arising from the accomplishment or expectation of the merger or consolidation,

together with interest, if any, as determined by such court. The “fair value” as determined by the

Delaware Court of Chancery could be greater than, less than or the same as the consideration

payable in the merger or consolidation.

9        EQUITY INCENTIVE PLANS

Existing Plans

(a)      2012 Long Term Incentive Plan

The 2012 Plan, which became effective on 30 August 2012, provides a means for the Group to

attract and retain able persons as employees, directors and consultants and provide such

persons with additional incentive and reward opportunities designed to enhance the profitable

growth of the Group.

The 2012 Plan is administered by the Board, or an authorised committee thereof, and authorises

the issuance of incentive stock options, options that do not constitute incentive stock options,

restricted stock awards, restricted stock units, stock appreciation rights or any combination of

these.

The key terms of the 2012 Plan are:

(i)       the total number of shares of Common Stock reserved and available for issuance in

connection with awards made under the 2012 Plan will not exceed 1,500,000;

(ii)      the fair market value of Common Stock subject to any option granted under the 2012 Plan

and the aggregate fair market value of shares of the Group subject to any option that first

becomes purchasable by a participant in any calendar year may not (with respect to the

participant) exceed US$1,000,000, or such other amount as may be prescribed under the

US Internal Revenue Code or applicable regulations or rulings from time to time;

(iii)      the exercise price for each share option is to be established by the Board, however, it must

not be less than the greater of: (i) the nominal value of the shares of the stock; and (ii) the

fair market value at the effective date of grant of the share option (110 per cent. of the fair

market value where granted to a shareholder holding more than 10 per cent. of the group’s

share capital);

(iv)     upon a change of control, the Board may, in its discretion, among other things provide for

acceleration of, the mandatory surrender of or make adjustments to outstanding awards

under the 2012 Plan;

(v)      the Board may grant restricted shares, subject to such restrictions on transferability, risk of

forfeiture and other matters, pursuant to the 2012 Plan. Restricted stock will vest in

accordance with the vesting schedule determined by the Board in granting the award.

Restrictions may lapse separately or in combination at such times, pursuant to such

circumstances, in such instalments, or otherwise, as the Board determines. During the
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restricted period, the restricted stock may not be sold, transferred, pledged, hypothecated,

margined or otherwise encumbered by the recipient of the award. Restricted shares will be

immediately and automatically forfeited upon the earlier of, among other things: (i) the

termination of the recipient’s service agreement with the Group; or (ii) a breach of the

award agreement;

(vi)     the Board has the right, exercised at their discretion, to grant restricted share units

(‘RSUs’) representing rights to receive stock or cash pursuant to the 2012 Plan. RSUs will

be subject to the restrictions that the Board imposes. Restrictions may lapse at the

expiration of the deferral period or at earlier specified times separately or in combination,

in instalments or otherwise, as the Board may determine;

(vii)     the treatment of an award granted under the 2012 Plan upon the termination of

employment or any other service relationship by and between the grantee and the Group

will be specified in the agreement governing the relevant award; and

(viii)    except as otherwise provided, options may be exercised only while the recipient continues

to perform services for the Group and will terminate and cease to be exercisable upon

termination of the recipient’s service, except in certain specified cases.

The 2012 Plan and each award agreement are governed by the laws of the US State of Texas.

As at Admission all share options under the 2012 Plan have been granted.

(b)      2018 Plan

The 2018 Plan, which became effective on 24 July 2018, provides a means for the Group to

attract and retain able persons as employees, directors and consultants and provide such

persons with additional incentive and reward opportunities designed to enhance the profitable

growth of the Group.

The terms of the 2018 Plan are identical to the 2012 Plan, except that the 2018 Plan authorises

the Group to issue up to 6,392,353 shares of Common Stock as awards. Also, the fair market

value of shares subject to any option granted under the 2018 Plan and the aggregate fair market

value of shares of the Group subject to any option that first becomes purchasable by a participant

in any calendar year may not (with respect to the participant) exceed US$100,000, or such other

amount as may be prescribed in the US Internal Revenue Code or applicable regulations or

rulings from time to time.

(c)      As at Admission a total of 43,549,926 share options will have been granted with a further

4,844,118 share options remaining to be granted under the existing incentive plans.

Following Admission the Company intends to implement a new equity incentive plan at the

appropriate time.

10      INTERESTS OF THE EXISTING DIRECTOR AND PROPOSED DIRECTORS                             

10.1   As at the date of this Document, neither the Existing Director, the Proposed Directors or any

persons connected to them (within the meaning of section 252 of the Act) have any interests in

the share capital of the Company.

10.2   Immediately following completion of the Restructuring and on Admission, it is expected that the

interests of the Existing Director, the Proposed Directors and the persons connected to them

(within the meaning of section 252 of the Act) in the share capital of the Company, the existence

of which is known to or could with reasonable diligence be ascertained by the Existing Director

and Proposed Directors, will be as follows:

A1

19.1.6

A1

15.2

Schedule Two (i)
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Following the Restructuring On Admission
                                                     Number of                                      Number of                            
                                                       shares of     Percentage of             shares of     Percentage of
Name                                    Common Stock   Common Stock   Common Stock   Common Stock
Wensheng Fan                              1,500,000                       1.3            1,500,000                       1.1

Erich Spangenberg*                    54,929,513                     46.9          54,929,513                     40.4

Gerald Beaney                                            –                          –                 16,950                       0.0

Cynthia Cai                                                  –                          –                          –                          –

Richard Cotton                                            –                          –               338,984                       0.3

Martin Mellish                                              –                          –                          –                          –

*     including the interests of the Spangenberg Entities.

10.3   Save as disclosed in this Part V, none of the Directors has any business interests or activities

outside the Company which are significant with respect to the Company.

10.4   At Admission, the Existing Director and Erich Spangenberg will hold the following Options:

                                                                                                            Number of
                                                                                                              shares of              Exercise
                                                                                                     Common Stock                   Price
Name                                                                   Date of  grant      Under Option                   (US$)

Wensheng Fan                             Various from 1 May 2019 to 

                                                                      21 January 2021          16,486,572             0.1 – 0.2

Erich Spangenberg*         Various from 15 November 2018 to

                                                                   20 November 2020            2,092,860                       0.2

*     including the Spangenberg Entities.

10.5   Other than in relation to the Company, the Existing Director and the Proposed Directors currently

hold, and have during the five years preceding the date of this document held, the following

directorships or partnerships.

Current directorships/ Previous directorship/
Name partnerships partnerships

Wensheng Fan Spectral MD, Inc None

Erich Spangenberg Ascent Art Ventures LLC 485 Family Management LLC

Granicus IP LLC nXn Partners, LLC

Global Patent Registry Foundation nXn, LLC

LSC Holdings LLC SK14 Advisors LLC

IPwe, Inc SK14 Advisors SARL

IPwe (SAS)

IPwe (China)

IPwe (Singapore)

IPwe (Latam)

Spectral MD, Inc

Gerry Beaney Kingclip Ltd Future Screen Partners No. 1 LLP

Minterne Grange Freehold Limited Northland Capital Partners

Limited

Swan Alley (Nominees) Limited

Cynthia Cai AceLink Therapeutics None

Arthrosi Therapeutics

F5 Therapeutics

Science History Institute

Tharton Consulting
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Current directorships/ Previous directorship/
Name partnerships partnerships

Richard Cotton None Aesica M2 Limited

Aesica Queenborough Limited

Aesica BC Limited

Aesica Formulation

Development Limited

Aesica M1 Limited

Aesica Pharmaceuticals

Limited

Aesica Holdco Limited

Aesica Trustee Company

Limited

Arnolds Veterinary Products

Limited

Bespak Europe Limited

Bespak Finance Limited

Bespak Holdings Limited

Broomco 4263 Limited

Consort Medical Finance

2010 Limited

Consort Medical Finance

Limited

Consort Medical Limited

Consort Medical plc

Dales Pharmaceuticals

Limited

Dechra Finance Australia

Limited

Dechra Finance Limited

Dechra Finance Sterling

Limited

Dechra Investments Limited

Dechra Limited

Dechra Pharmaceuticals plc

Dechra Veterinary Products

Limited

Hyperlyser Limited

Integrated Aluminium

Components Limited

Medical House (ASI) Limited

Medical House Products

Limited

The Medical House Group

Limited

The Medical House Limited

Veneto Limited

Martin Mellish Alturki Holding Caledyne Limited

Aspen Adv Services Ltd Livercyte Ltd

Aspen Office Services Limited STX Services BV

Nucana plc

Kensington Green (Management)

Limited

Levitronix Technologies Inc

Omnicyte Ltd

Saudi Readymix Concrete Company

Tradco (Barbados) Inc

Vetsdale Inc
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10.6   Richard Cotton is a former director of Wagon plc. Wagon plc was a European automotive

components group, whose ordinary shares were traded on AIM and preference shares were

traded on the Main Market of the London Stock Exchange until 2 March 2009. Wagon plc was

placed into administration on 8 December 2008 as a result of a downturn in trading caused by

the global economic conditions at that time. As a result of the administration, the secured

creditors received £324,561 of the approximately £108.25 million that they were due on the date

the administrators were appointed. There was no recovery of any sums due to unsecured

creditors.

10.7   Richard Cotton was a director of a number of former dormant subsidiaries of McLeod Russel plc

which were liquidated as part of a corporate reorganisation following its acquisition by SPX Corp.

The companies were dissolved by creditors voluntary liquidation on the dates shown below:

Company Name Date Dissolved

Air Filter Products Ltd 14 September 2005

Beck & Frost Ltd 14 September 2005

Buchanan's Warehouse Ltd 9 November 2005

CRC Air Filters Ltd 9 November2005

Granyte Paints Ltd 4 November 2005

Hedgeferry Ltd 9 November 2005

Ideas Telecom Ltd 9 November 2005

Hole Holdings Ltd 30 December 2007

Irwell Leasing Ltd 13 September 2005

Jeffes Engineering Ltd 13 September 2005

Joseph Mason Paints Ltd 9 November 2005

Joseph Mason Paints (Scotland) Ltd 10 September 2005

Kennedy Industrial Textiles (1990) Ltd 10 September 2005

Kennedy Smale PLC 8 November 2005

Perfection Products Ltd 8 November 2005

R&M Knotting Machinery Ltd 9 November 2005

Seasafe Ltd 13 September 2005

Seldon (Air Conditioning) Ltd 15 September 2005

Warren PS Ltd 14 November 2007

Wheway Becker Ltd 13 September 2005

Wheway Distribution Ltd 15 September 2005

Wheway Network Systems Ltd 14 September 2005

Wheway (Old Hill) Ltd 15 September 2005

Airflow Construction Ltd 30 December 2007

Blackwall Warehousing Ltd 9 January 2008

Coroless International Ltd 9 January 2008

Filter Supply and Manufacturing Company Ltd 9 January 2008

Granyte Surface Coating (Southern) Ltd 9 January 2008

H Sharp & Son Ltd 30 December 2007

Joseph Mason Ltd 9 January 2008

Joseph Shakespeare & Co Ltd 30 December 2007

NESW2 Ltd 30 December 2007

NESW3 Ltd 30 December 2007

NESW6 Ltd 30 December 2007

NESW1 Ltd 30 December 2007

NESW5 Ltd 30 December 2007

Heat, Insulation & Ventilation Co. Ltd 9 January 2008

Methworth Ltd 30 December 2007

WPH Papua New Guinea Plantations Ltd 9 January 2008

Premium Coatings Ltd 9 January 2008

Seldon Refrigeration Ltd 9 January 2008
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Company Name Date Dissolved

Wheway Corporate Services Ltd 9 January 2008

Wheway Secretarial Services Ltd 9 January 2008

Wilson Filters Ltd 9 January 2008

10.8   Other than as set out in this paragraph 10, neither the Existing Director or any of the Proposed

Directors has:

(a)      any unspent convictions in relation to indictable offences;

(b)      had any bankruptcy order made against him or entered into any individual voluntary

arrangements;

(c)      been a director of a company which has been placed into receivership, compulsory

liquidation or creditors’ voluntary liquidation, or administration, or which has entered into

any company voluntary arrangement or any composition or arrangement with its creditors

generally or any class of its creditors, nor have they been a director of any company within

the 12 months preceding such events;

(d)      been a partner of any partnership which has been put into compulsory liquidation or

administration or entered into any partnership voluntary arrangements, nor have they been

a partner within the 12 months preceding such events;

(e)      had a receivership of any asset of such director or of a partnership where he was a partner

at the time of or within the 12 months preceding such events;

(f)       been publicly criticised by statutory or regulatory authorities (including recognised

professional bodies), nor has such director ever been disqualified by a court from acting

as a director of a company or from acting in the management or conduct of the affairs of

any company.

10.9   Save as disclosed in this document there are no outstanding loans granted by the Company to

the Existing Director or any of the Proposed Directors or granted by the Existing Director or any

of the Proposed Directors to the Company nor has any guarantee been provided by the Company

for their benefit.

11      MAJOR SHAREHOLDERS                                                                                                             

11.1    As at the date of this Document, the entire issued share capital of the Company is held by

Spectral MD, Inc. 

11.2    So far as is known to the Company, the persons, other than the Directors, who will hold or who

will be deemed to hold three per cent. or more of the voting rights in respect of the Common

Stock in issue (whether directly or indirectly or through direct or indirect holdings of financial

instruments or through a combination of such holdings) immediately following completion of the

Restructuring and on Admission are as follows:

                                                 Following completion of  the                      On Admission
                                                              Restucturing
                                                     Number of                                      Number of                            
                                                       shares of     Percentage of             shares of     Percentage of
Name                                    Common Stock   Common Stock   Common Stock   Common Stock

The Spangenberg Entities           54,929,513                     46.9          54,929,513                     40.4

J. Michael DiMaio                        25,546,686                     21.8          25,546,686                     18.8

University of Texas 

(Southwestern)                         10,500,000                       9.0          10,500,000                       7.7

Jose Melendez                              9,000,000                       7.7            9,000,000                       6.6

Laurence Hirsch                            7,821,010                       6.7            7,821,010                       5.7

Octopus Investments plc                             –                          –          10,337,282                       7.6
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11.3    None of those persons identified in paragraph 11.1 has voting rights which differ from the voting

rights attaching to the Common Stock.

11.4    So far as the Company is aware, the Company is not owned or controlled directly or indirectly by

any entity.

11.5    In addition, as far as the Company is aware there are no arrangements in place, the operation of

which may at a subsequent date result in a change of control of the Company.

12      DIRECTORS’ SERVICE AGREEMENTS AND LETTERS OF APPOINTMENT                            

12.1   The following service agreements and letters of appointment have been entered into by the

Existing Director and the Proposed Directors:

Existing Director

(a)      Wensheng Fan

On 15 June 2021 the Company entered into a service agreement with Wensheng Fan

pursuant to which he will be employed on a full time basis with effect from Admission as

the Chief Executive Officer of the Company. Under the terms of the agreement, Mr Fan will

be paid a gross annual salary of US$425,000. Mr Fan is eligible to participate in the

Company’s discretionary annual bonus scheme in an amount to be determined by the

Remuneration Committee at its absolute discretion. Mr Fan also receives private medical

and dental care provided by the Company as well as a 50 per cent. contribution to such

benefits for his immediate family members. The Company matches a proportion of Mr

Fan’s contributions to the Company’s 401(k) plan.

The employment of Mr Fan will continue until terminated by either party. There is no notice

period required to be given by either party prior to termination. In certain circumstances

where the Company terminates the agreement, including a change of base location by

more than 75 miles, a reduction in salary which is not being implemented across all officers

of the Company or a termination of the agreement by the Company without Cause (as

defined in the agreement), Mr Fan will be entitled to receive compensation for a period

after the agreement is terminated as well as achieving the vesting of any unvested options

and other benefits.

Mr Fan’s agreement contains provisions which confirm that any inventions or intellectual

property rights which are made, discovered, developed or similar by Mr Fan, during the

course of his employment shall belong to the Company.

The agreement is governed by the law of the State of Texas. Any dispute or claim arising

in relation to the agreement or Mr Fan’s employment with, or termination by, the Company

is to be settled by arbitration conducted in Dallas, Texas in accordance with the provisions

of the National Rules for Resolution of Employment Disputes of the American Arbitration

Association then in force and the laws of the State of Texas.

Proposed Directors

(b)      Erich Spangenberg

On 15 June 2021, the Company entered into a letter of appointment with Erich

Spangenberg pursuant to which Mr Spangenberg has agreed to act as a Non-executive

Director of the Company with effect from Admission. Under the terms of the agreement, Mr

Spangenberg will hold office in accordance with the Delaware Corporation Law, the

Certificate of Incorporation and the Bylaws (each as amended). The appointment is subject

to continued satisfactory performance and re-election by shareholders, as required by the

Company’s constitutional documents.

Mr Spangenberg will be paid a gross annual salary of £40,000 for his services, which may

be modified from time to time.
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The employment of Mr Spangenberg will continue until terminated by either party. There is

no notice period required to be given by either party prior to termination. The agreement is

governed by the law of the State of Delaware.

(c)      Gerry Beaney, Cynthia Cai, Richard Cotton and Martin Mellish,

Gerry Beaney, Cynthia Cai, Richard Cotton and Martin Mellish have each entered into a

letter of appointment with the Company, dated 15 June 2021, pursuant to which they have

each agreed to act as a Non-executive Director of the Company with effect from

Admission.

Ms Cai and Messrs Beaney, Cotton and Mellish have each agreed to act for an initial term

of three years from Admission (subject to re-election by Shareholders as required by the

Articles), however, the appointments can be terminated prior to the end of this three year

period by the Company or the relevant non-executive director giving one month’s prior

written notice of termination to the other. The Company also has the right to terminate any

of the appointments without notice in certain specified circumstances. At the end of the

initial three year appointment terms, the parties may agree, by mutual consent, to renew

the appointment for a further term.

Mr Mellish will receive a fee of £75,000 for his services as the Non-executive Chairman of

the Board. Ms Cai and Messrs Beaney and Cotton will each receive a fee of £40,000 for

their services as non-executive directors plus an additional £25,000 for their services as

Chair of the Nomination, Remuneration and Audit Committees respectively.

The letters of appointment are governed by English law.

12.2   General

(a)      Save as disclosed in this paragraph 12, the Company has not amended or entered into

any service agreements with any Director within the last 6 months and no Director has a

service agreement that has more than 12 months to run.

(b)      Save as disclosed in this paragraph 12, there are no service contracts or agreements

existing or proposed between any Director, or parties in which they are interested, and the

Company.

(c)      There are no proposals existing in connection with the Admission whereby any member of

the administrative or management bodies of the Company or any other person and the

Company which provide for benefits upon termination of employment or in connection with

retirement from office.

(d)      From the date of the Company’s incorporation, being 4 December 2020, to the date of this

Document, no remuneration has been paid, including pension contributions and benefits

in kind, to any of the Directors.

13      DIRECTORS’ PENSION ARRANGEMENTS                                                                                  

The Group has a US Section 401(k) programme in place. Employees’ contributions are matched by six

per cent. by the Group.

14      MATERIAL CONTRACTS                                                                                                                

The following are the only contracts (not being contracts entered into in the ordinary course of business)

which have been entered into by members of the Group: (i) in the two years preceding the date of this

document and which are or may be material; or (ii) which contain any provision under which any

member of the Group has any obligation or entitlement which is material to the Group as at the date of

this document.
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14.1   Placing Agreement dated 16 June 2021 between the Company, the Directors and SP Angel

Pursuant to the Placing Agreement, SP Angel has agreed, conditional upon, among other things,

Admission taking place on or before 8.00 a.m. on 22 June 2021 (or such later time and/or date

as the Company and SP Angel may agree, not being later than 30 July 2021), to use its

reasonable endeavours to procure subscribers for the New Common Stock proposed to be

issued by the Company at the Placing Price.

The Placing Agreement contains customary warranties from the Company and the Directors (in

relation to amongst other things, the accuracy of the information in this document and certain

other matters relating to the Group and business) and indemnities from the Company in favour

of SP Angel, together with provisions which enable SP Angel to terminate the Placing Agreement

in certain circumstances before Admission, including circumstances where any of the warranties

are found to be untrue, inaccurate or misleading in any material respect. The liability of the

Company for breach of warranty or indemnity is unlimited. The liability of the Directors for claims

under the Placing Agreement is limited, in the case of Wensheng Fan and Erich Spangenberg to

2 times his annual salary or fee in the first complete year and in the case of the other Directors,

to 1.5 times their annual fee in the first complete year following Admission.

Pursuant to the Placing Agreement the Company has agreed to pay to SP Angel certain

corporate finance advisory fee and commissions payable as soon as reasonably practicable

following Admission. SP Angel is also being granted warrants over Common Stock in an amount

equal to 4 per cent. of the Placing Shares at the Placing Price and exercisable for a period of 5

years following Admission.

14.2   SP Angel engagement letter dated 29 October 2020 between the Company and SP Angel

Pursuant to the SP Angel Engagement Letter, the Company has appointed SP Angel to act as

nominated adviser and broker to the Company for the purposes of the AIM Rules.  The Company

has agreed to pay SP Angel an annual fee for its services as nominated adviser and broker under

the agreement, together with all reasonable expenses and VAT.  The agreement contains certain

undertakings and indemnities given by the Company in respect of, among other things,

compliance with all applicable laws and regulations. The agreement continues until terminated by

either party giving the other three months’ written notice such notice not to be given before the

date falling 12 months from the date of Admission.

14.3   Relationship Agreements dated 15 June 2021 between the Company, SP Angel, Erich
Spangenberg and J. Michael DiMaio and between the Company, SP Angel and ELS 1960
Family, L.P.

On 15 June 2021, the Company entered into relationship agreements with: (a) SP Angel, Erich

Spangenberg, J. Michael DiMaio; and (b) SP Angel and ELS 1960 Family, L.P. to regulate the

relationship between the parties, as Messrs Spangenberg and DiMaio and ELS 1960 Family, L.P.

will be substantial shareholders in the Company following the Restructuring and will continue to

be so after Admission. The parties to the agreements have agreed that all transactions and

activities between them and the Company will be conducted on an arm’s length and normal

commercial basis. The agreements are conditional on Admission and will terminate automatically

in the event that Admission does not occur on or before 30 July 2021. 

Under the terms of the agreements, Messrs Spangenberg and DiMaio and ELS 1960 Family, L.P.

have undertaken that, as they were all holders of more than 10 per cent. of the voting rights

attaching to the Subsidiary on 1 January 2021, for an initial period of 12 months from the date of

Admission they will do all such things as are reasonable to ensure that the Company, and any

Group Company, is able to conduct its business independently of them and their associates and

will not take any action which would prejudice the Company’s ability to do this. Messrs

Spangenberg and DiMaio and ELS 1960 Family, L.P. agree that in taking decisions relating to the

Company they will act in the best interests of the shareholders as a whole independently of what

may be in the best interests of them or any of their associates. After the first anniversary of
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Admission, Messrs Spangenberg and DiMaio and ELS 1960 Family, L.P. will continue to be

bound by the terms of the agreements until the agreements are terminated in accordance with

their terms.

The agreements will terminate in the event that: (i) the Common Stock ceases to be admitted to

trading on AIM; or (ii) if, for a period in excess of 12 consecutive months, the aggregate voting

rights of Messrs Spangenberg and DiMaio and ELS 1960 Family, L.P. (individually and together

with any member of their respective Shareholder's Group) fall below 10 per cent. of the total

voting rights attaching to the Common Stock which would be exercisable at a general meeting of

the Company. The agreements are governed by English law.

14.4   Lock-in and Orderly Market Agreements and Side Letter, each dated 15 June 2021 between
the Company, SP Angel and each of  the Locked-in Shareholders

Pursuant to the lock-in and orderly market agreements dated 15 June 2021, each of the Locked-

in Shareholders have undertaken to SP Angel and the Company that, conditional on Admission

occurring no later than 30 July 2021 and subject to limited exceptions, neither they nor their

related persons shall dispose of, or enter into an agreement to dispose of, any Common Stock

or interests in Common Stock held at Admission for twelve months following Admission. In

addition, they have agreed that for a further twelve months after the first anniversary of

Admission, they will not dispose of any Common Stock or interests in Common Stock other than

with the consent of SP Angel (or if SP Angel is not the nominated adviser to the Company at the

time of the disposal, the nominated adviser at that time). Any disposal during this period is to be

made through SP Angel, provided the terms offered by SP Angel are similar to those offered by

brokers generally, with a view to maintaining an orderly market in the Company’s securities.

The agreements contain customary warranties and undertakings, including on title to the relevant

Common Stock and authority to enter into the agreements. The agreements are governed by

English law.

The Company, SP Angel and each of the Locked-in Shareholders (other than Laurence Hirsch)

have also entered into a side letter to the Lock-in and Orderly Market Agreements pursuant to

which they have agreed that to the extent that a Locked-in Shareholder (other than Laurence

Hirsch) is released from the requirements of their Lock-in and Orderly Market Agreement,

whether in respect of some or all of the securities held by that Locked-in Shareholder, each of

the other Locked-in Shareholders (other than Laurence Hirsch) shall have the option to be

released, on a pro rata basis, from the requirements of their own Lock-in and Orderly Market

Agreement.

At Admission approximately 66.0 per cent. of the Common Stock will be subject to the Lock-in

and  Orderly Market Agreements summarised in this paragraph.

14.5   Lock-In Agreements, each dated 15 June 2021 between the Company, SP Angel and each
of  the University of  Texas Locked-In Shareholders 

Pursuant to the lock-in agreements dated 15 June 2021, each of the University of Texas Locked-

in Shareholders have undertaken to SP Angel and the Company that, conditional on Admission

occurring no later than 30 July 2021 and subject to limited exceptions, neither they nor their

related persons shall dispose of, or enter into an agreement to dispose of, any Common Stock

or interests in Common Stock held at Admission for six months following Admission. 

The agreements contain customary warranties and undertakings, including on title to the relevant

Common Stock and authority to enter into the agreements. The agreements are governed by

English law.

At Admission approximately 14.3 per cent. of the Common Stock will be subject to the Lock-In

Agreements summarised in this paragraph.
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14.6   Orderly Market Agreements dated 15 June 2021 between the Company, SP Angel and each
of  the OMA Shareholders

Pursuant to the orderly market agreements dated 15 June 2021, each of the OMA Shareholders

have undertaken to SP Angel and the Company that, conditional on Admission occurring no later

than 30 July 2021 and subject to limited exceptions, for twelve months following Admission they

will not dispose of any Common Stock or interests in Common Stock other than with the consent

of SP Angel (or if SP Angel is not the nominated adviser to the Company at the time of the

disposal, the nominated adviser at that time). Any disposal during this period is to be made

through SP Angel, provided the terms offered by SP Angel are similar to those offered by brokers

generally, with a view to maintaining an orderly market in the Company’s securities.

The agreements contain customary warranties and undertakings, including on title to the relevant

Common Stock and authority to enter into the agreements. The agreements are governed by

English law.

At Admission approximately 0.4 per cent. of the Common Stock will be subject to the Orderly

Market Agreements summarised in this paragraph.

14.7   Depositary Agreement dated 8 June 2021 between the Company and the Depositary

On 8 June 2021, the Depositary entered into an agreement for the provision of depositary

services and custody services (the ‘Depositary Agreement’), pursuant to which the Company

appointed the Depositary to act as the depositary and custodian in respect of the Depositary

Interests and to provide the services set out in the Depositary Agreement. The Company has

agreed to pay the Depositary an annual fee of £5,000 (based on a fee of £2.00 per Depository

Interest holder) and to reimburse the Depositary for all reasonable out-of-pocket expenses. The

Depositary’s maximum liability under the Depositary Agreement in respect of any 12 month

period is capped at an amount equal to the lesser of: (i) £500,000; and (ii) five times the

Depositary’s fees earned in that 12 month period. The parties are required under the Depositary

Agreement to indemnify each other in certain circumstances. Neither party is liable to indemnify

the other in respect of any loss arising from the fraud, negligence or wilful default of the other

party or as a result of a breach by the other party of the Depositary Agreement. Upon completion

of the initial period of 18 months, the appointment of the Depositary shall continue in force until

terminated by either party giving the other not less than three months’ notice.

14.8   Deed Poll dated 8 June 2021

On 8 June 2021, the Depositary entered into the Deed Poll which contains, among other things,

provisions to the following effect which are binding on holders of Depositary Interests:

i.         The Depositary will hold (itself or through the custodian), as bare trustee, the underlying

securities issued by the Company and all and any rights and other securities, property and

cash attributable to the underlying securities for the time being held by the Depositary or

the custodian pertaining to the Depositary Interests for the benefit of the holders of the

Depositary Interests. The Depositary will re-allocate securities or distributions allocated to

the custodian pro rata to the Common Stock held for the respective accounts of the

holders of Depositary Interests but will not be required to account for fractional

entitlements arising from such re-allocation.

ii.        Holders of Depositary Interests warrant, among other things, that the securities in the

Company transferred or issued to the custodian on behalf of the Depositary for the account

of the Depositary Interests holder are free and clear of all liens, charges, encumbrances

or third party interests and that such transfers or issues of securities to the custodian are

not in contravention of the Bylaws, the Certificate of Incorporation, any contractual

obligation or applicable law or regulation binding or affecting such holder.

iii.       The Depositary and the custodian must pass on to holders of Depositary Interests, or

exercise on their behalf, all rights and entitlements received by the Depositary or the
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custodian in respect of the underlying securities. Rights and entitlements to cash

distributions, to information, to make choices and elections and to call for, attend and vote

at general meetings and class meetings shall, subject to the Deed Poll, be passed on in

the form which they are received, together with amendments and additional documentation

necessary to effect such passing-on, or exercised in accordance with the Deed Poll. If

arrangements are made which allow a holder to take up rights in the Company’s securities

requiring further payment, the holder must pay the Depositary in cleared funds before the

relevant payment date or other date notified by the Depositary if it wishes the Depositary

to exercise such rights.

iv.       The Depositary will be entitled to cancel Depositary Interests and treat the holder as

having requested a withdrawal of the underlying securities in certain circumstances

including where a holder of Depositary Interests fails to furnish to the Depositary such

certificates or representation or warranties as to material matters of fact, including the

holder’s identity, as the Depositary deems necessary or appropriate.

v.        The Deed Poll contains provisions excluding and limiting the Depositary’s liability. For

example, the Depositary shall not be liable to any holder of Depositary Interests or any

other person for liabilities incurred in connection with the performance or non-performance

of its obligations or duties under the Deed Poll or otherwise except as may result from their

negligence or wilful default or fraud or that of any person for whom they are vicariously

liable, provided that the Depositary shall not be liable for the negligence, wilful default or

fraud of any custodian or agent which is not a member of its group unless it has failed to

exercise reasonable care in the appointment and continued use and supervision of the

custodian or agent. Furthermore, the Depositary’s liability to a holder of Depositary

Interests will be limited to the lesser of:

(a)      the value of the shares and other deposited property properly attributable to the

Depositary Interests to which the liability relates; and

(b)      that proportion of £10 million which corresponds to the proportion which the amount

the Depositary would otherwise be liable to pay to the holder of the Depositary

Interests bears to the aggregate of the amounts that the Depositary would otherwise

be liable to pay to all such holders in respect of the same act, omission, or event

which gave rise to such liability or, if there are no such other amounts, £10 million.

vi.       The Depositary is entitled to charge Depositary Interest holders fees and expenses for the

provision of their services under the Deed Poll.

vii.      The holders of Depositary Interests are required to agree and acknowledge with the

Depositary that it is their responsibility to ensure that any transfer of Depositary Interests

by them which is identified by the CREST system as exempt from stamp duty reserve tax

is so exempt, and to notify the Depositary if this is not the case, and to pay to Euroclear

UK & Ireland Limited any interest, charges or penalties arising from non-payment of stamp

duty reserve tax in respect of such transaction.

viii.     Each holder of Depositary Interests is liable to indemnify the Depositary and the custodian

(and their respective agents, officers and employees) against all liabilities arising from or

incurred in connection with or arising from any act related to, the Deed Poll insofar as they

relate to the Depositary Interests (and any property or rights held by the Depositary or

custodian in connection with the Depositary Interests) held by that holder other than those

resulting from the wilful default, negligence or fraud of the Depositary, or the custodian or

any agent if the custodian or agent is a member of the Depositary’s group or if, not being

a member of the same group, the Depositary shall have failed to exercise reasonable care

in the appointment and continued use of the custodian or agent.
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ix.       The Depositary is entitled to make deductions from any income or capital arising from the

underlying securities, or to sell such underlying securities and make deductions from the

sale proceeds therefrom, in order to discharge the indemnification obligations of

Depositary Interest holders.

x.        The Depositary may terminate the Deed Poll by giving 30 days’ notice. During such notice

period holders shall be obliged to cancel their Depositary Interests and withdraw their

deposited property and, if any Depositary Interests remain outstanding after termination

the Depositary shall, among other things, deliver the deposited property in respect of the

Depositary Interests to the relevant Depositary Interest holders or, at its discretion

substitute CREST depository interests for the Depositary Interests or sell all or part of such

deposited property. The Depositary shall, as soon as reasonably practicable, deliver the

net proceeds of any such sale (or if applicable any CREST depository interests substituted

for the Depositary Interests), after deducting any monies due to it, together with any other

cash held by it under the Deed Poll pro rata to holders of Depositary Interests in respect

of their Depositary Interests.

xi.       The Depositary or the custodian may require from any holder information as to the capacity

in which Depositary Interests are or were owned and the identity of any other person with

or previously having any interest in such Depositary Interests and the nature of such

interest and evidence or declarations of nationality or residence of the legal or beneficial

owners of Depositary Interests and such information as is required for the transfer of the

relevant Common Stock to the holders. Holders agree to provide such information

requested and consent to the disclosure of such information by the Depositary or the

custodian to the extent necessary or desirable to comply with their legal or regulatory

obligations. Furthermore, to the extent that the Bylaws or the Certificate of Incorporation

require disclosure to the Company of, or limitations in relation to, beneficial or other

ownership of the Company’s securities, the holders of Depositary Interests are to comply

with the Company’s instructions with respect thereto.

14.9   Registrar Agreement dated 10 June 2021 between the Company and the Registrar

On 10 June 2021, the Company entered into a Registrar Agreement under which the Registrar

will provide services connected with the maintenance of the Company’s register. The initial term

of the Registrar Agreement shall be 18 months from the commencement date after which period

the Registrar Agreement shall automatically renew for successive periods of 12 months. Either

party may terminate the Registrar Agreement by giving three months’ notice. The Registrar

Agreement contains certain indemnities given by the Company to the Registrar which are

customary for an agreement of this nature. The Registrar Agreement is governed by English law.

14.10 BARDA Burn II dated 1 July 2019 between the Subsidiary and BARDA

On 1 July 2019, the Company entered into a second funding contract with BARDA. Under

BARDA Burn II, BARDA agreed to provide base period funding for the continued development of

the next generation of DeepView® wound imaging system for faster, more accurate performance

to assess the healing potential of burn wounds. The period of performance of the contract is from

July 2019 to November 2023 with the total amount obligated by BARDA during the base period,

being from July 2019 to the end of April 2021, being up to US$27 million. BARDA can terminate

in the following situations: (i) BARDA determines that a termination is in the US Government’s

interest; (ii) the Subsidiary defaults under the contract and fails to cure within 10 days of receipt

of notice of default; (iii) if the Subsidiary fails to take corrective action following immediate

suspension by BARDA on basis of non-compliance with ‘Protection of Human Subjects’ clauses;

(iv) if deemed necessary to avoid an organisational conflict of interest, and (v) if the Subsidiary

fails to remedy within 30 days following non-compliance with the Good Manufacturing Practice

Regulations and such failure results in a material adverse effect on the safety, purity or potency

of the product (identified by the FDA).
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14.11 Amendment to BARDA Burn II dated 22 March 2021 between the Subsidiary and BARDA

On 22 March 2021, the Subsidiary and BARDA entered into an amendment to BARDA Burn II to

exercise Option 1a to advance development of the DeepView SnapShot Portable. The goal of

Option 1 is to successfully test the number of study subjects at multiple clinical sites and optimise

the algorithm development to a clinically relevant statistical endpoint. Option 1a will have a

duration of 20 months (1 May 2021 to 30 September 2022). During Option 1a, up to 5 clinical

sites will be initiated and approximately 100 adult and paediatric patients will be enrolled for the

algorithm training study. The deliverable for Option 1a is a completed design of the Machine

Learning algorithm, optical, hardware and software components of the DeepView SnapShot

Portable Device. The performance period for this contract is four and a half years and is valued

up to US$92 million.

14.12 Defence Health Agency Contract dated 27 August 2018 between the Subsidiary and USA
Med Research ACQ Activity

On 27 August 2018, the Subsidiary and USA Med Research ACQ Activity entered into a contract

in relation to a project titled ‘Medical Device to Assess the Viability of Tissue Prior to Skin

Grafting’. This was a phase 2 period of performance which utilised Defence Health Program

funding. The first phase was completed in April 2018. The second phase of the contract provided

US$974,464.60 worth of funding and expired on 26 January 2021. The contract included

termination provisions in the event of non-compliance by the Subsidiary in relation to the terms

relating to no use or subcontract for the use of: (i) laboratory animals; (ii) human subjects; or (iii)

human cadaveric specimens.

14.13 Innovation Development Contract dated 7 April 2020 between the Subsidiary and the
American College of  Cardiology

On 7 April 2020, the Subsidiary entered into a contract with the American College of Cardiology

(‘ACC’) under which both parties have agreed to explore opportunities to collaborate with each

other to develop new products, services, offerings and/or technologies in their mutual interest.

Projects in connection with this development programme are to be defined by separate

statements of work and any amounts to be paid by either party in respect of a project (or any

revenue share models) will be set out in the individual statements of work. The first statement of

work in respect of the contract was entered into on 7 April 2020, under which the Subsidiary shall

provide a quarterly payment of US$12,500 to ACC in consideration for ACC providing clinical

advice, licences to its marks, and opportunities to participate in its programs. Both parties have

specific responsibilities under the statement of work.

The contract will expire 7 April 2022 (it can be extended by written amendment signed by both

parties) and either party may terminate this contract: (i) upon the other party’s material breach by

giving 30 days’ written notice (followed by 30 days to cure the breach); and (ii) for any reason by

providing the other party with at least 90 days’ prior written notice.

The Subsidiary provides three broad indemnities to ACC under the contract. The first is in relation

to any liabilities, costs and expenses caused by the negligent acts or omissions or wilful

misconduct of, or breach of the contract by the Subsidiary in connection with its performance of

the contract. The second indemnity is in relation to any third party claims relating to any

use/defect/malfunction of any product or service of the Subsidiary, including the Spectral MD

DeepView® Wound Imaging System. The third indemnity relates to claims brought against ACC

in respect of if the Subsidiary’s intellectual property infringes any third party patent, copyright,

trade mark or other proprietary right. ACC provides similar indemnities to the first and third

indemnity described above to the Subsidiary.
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15      RELATED PARTY TRANSACTIONS                                                                                              

Merger Agreement dated 15 June 2021 between the Company, the Subsidiary and Merger Sub

Pursuant to the terms of the Merger Agreement to be entered into by and among the Company, the

Subsidiary and Merger Sub, prior to Admission, Merger Sub will be merged with and into the Subsidiary.

Following the merger, the separate corporate existence of Merger Sub will cease and the Subsidiary

will continue as the surviving corporation and will, through the merger, become a wholly-owned

subsidiary of the Company.

In connection with the Restructuring, each share of the Subsidiary Common Stock and Subsidiary

Preferred Stock issued and outstanding immediately prior to the Effective Time will be converted into

one share of Common Stock or Preferred Stock, respectively. Accordingly, all of the stockholders of the

Subsidiary prior to the merger will become Shareholders immediately following the merger. All shares

of the Company stock held by the Subsidiary will be cancelled prior to Admission.

Pursuant to the terms of the Merger Agreement, the officers and directors of the Subsidiary immediately

prior to the Effective Time will be the officers and directors of the Company following the merger, until

their successors have been duly elected or appointed and qualified or until their earlier death,

resignation or removal in accordance with the Company’s Certificate of Incorporation and Bylaws.

16      EMPLOYEES                                                                                                                                   

As at 8 June 2021, the Group had 43 full time employees as follows:

Activity                                                                                                                     Number of  employees

Finance                                                                                                                                                    4

Operations/Administrative                                                                                                                        8

Production and System Engineering                                                                                                      12

Software and Data Science                                                                                                                    11

Clinical Research & Science                                                                                                                    6

Business Development                                                                                                                            1

Executive                                                                                                                                                  1

17      PATENTS AND LICENCES                                                                                                             

Save as disclosed in this document, the Company is not dependant on patents or licences, or any

particular industrial, commercial or financial contracts or new manufacturing processes which are

material to the Company’s business or profitability.

18      TAXATION

18.1   Taxation in the United Kingdom

The following information is based on UK tax law and HM Revenue and Customs ("HMRC")

practice currently in force in the UK. Such law and practice (including, without limitation, rates of

tax) is in principle subject to change at any time. The information that follows is for guidance

purposes only. Any person who is in any doubt about his or her position should contact their

professional advisor immediately.

Tax treatment of  the Company

The following information is based on the law and practice currently in force in the UK.

Provided that the Company is not resident in the UK for taxation purposes and does not carry out

any trade in the UK (whether or not through a permanent establishment situated there), the

Company should not be liable for UK taxation on its income and gains, other than in respect of

any income arising from UK permanent establishment, interest and other income received by the

Company from a UK source (to the extent that it is subject to the withholding of basic rate income

tax in the UK).
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It is the intention of the Directors to conduct the affairs of the Company so that the central

management and control of the Company is not exercised in the UK in order that the Company

does not become resident in the UK for taxation purposes. The Directors intend, insofar as this

is within their control, that the affairs of the Company are conducted so the Company is not

treated as UK tax resident but will be assessable to UK corporation tax in respect of its UK

permanent establishment and UK source income.

Tax treatment of  UK investors

The following information, which relates only to UK taxation, is applicable to persons who are

resident in the UK and who beneficially own Ordinary Shares as investments and not as

securities to be realised in the course of a trade. It is based on the law and practice currently in

force in the UK. The information is not exhaustive and does not apply to potential investors:

(a)      who intend to acquire, or may acquire (either on their own or together with persons with

whom they are connected or associated for tax purposes), more than 10 per cent., of any

of the classes of shares in the Company; or

(b)      who intend to acquire Ordinary Shares as part of tax avoidance arrangements; or

(c)      who are in any doubt as to their taxation position.

Such Shareholders should consult their professional advisers without delay. Shareholders should

note that tax law and interpretation can change and that, in particular, the levels, basis of and

reliefs from taxation may change. Such changes may alter the benefits of investment in the

Company.

Shareholders who are neither resident nor temporarily non-resident in the UK and who do not

carry on a trade, profession or vocation through a branch, agency or permanent establishment in

the UK with which the Ordinary Shares are connected will not normally be liable to UK taxation

on dividends paid by the Company or on capital gains arising on the sale or other disposal of

Ordinary Shares. Such Shareholders should consult their own tax advisers concerning their tax

liabilities.

Dividends

Where the Company pays dividends no UK withholding taxes are deducted at source,

Shareholders who are resident in the UK for tax purposes will, depending on their circumstances,

be liable to UK income tax or corporation tax on those dividends.

UK resident individual Shareholders who are domiciled in the UK, and who hold their Shares as

investments, will be subject to UK income tax on the amount of dividends received from the

Company.

Dividend income received by UK tax resident individuals will have a £2,000 annum dividend tax

allowance A Dividend receipts in excess of £2,000 will be taxed at 7.5 per cent. for basic rate

taxpayers, 32.5 per cent. for higher rate taxpayers, and 38.1 per cent. for additional rate

taxpayers.

Shareholders who are subject to UK corporation tax should generally, and subject to certain anti-

avoidance provisions, be able to claim exemption from UK corporation tax in respect of any

dividend received but will not be entitled to claim relief in respect of any underlying tax.

Disposals of  Ordinary Shares

Any gain arising on the sale, redemption or other disposal of Ordinary Shares will be taxed at the

time of such sale, redemption or disposal as a capital gain.

The rate of capital gains tax on disposal of Ordinary shares by basic rate taxpayers is 10 per

cent., and for upper rate and additional is 20 per cent.
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For Shareholders within the charge to UK corporation tax, indexation allowance up until 1

January 2018 may reduce any chargeable gain arising on disposal of Ordinary Shares but will

not create or increase an allowable loss.

Subject to certain exemptions, the corporation tax rate applicable to its taxable profits is currently

19 per cent.

Further information for Shareholders subject to UK income tax and capital gains tax

“Transactions in securities”

The attention of Shareholders (whether corporates or individuals) within the scope of UK taxation

is drawn to the provisions set out in, respectively, Part 15 of the Corporation Tax Act 2010 and

Chapter 1 of Part 13 of the Income Tax Act 2007, which (in each case) give powers to HM

Revenue and Customs to raise tax assessments so as to cancel “tax advantages” derived from

certain prescribed “transactions in securities”.

Stamp Duty and Stamp Duty Reserve Tax (“SDRT”)

The statements below are intended as a general guide to the current position. They do not apply

to certain intermediaries who are not liable to stamp duty or SDRT or (except where stated

otherwise) to persons connected with depositary arrangements or clearance services who may

be liable at a higher rate.

If the US incorporated company keeps its share register outside the UK and the Common Stock

is not paired with shares issued by a UK incorporated body it is likely that the Common Stock will

continue to be exempt from stamp duty and stamp duty reserve tax as being outside the scope

of the taxes. However, depending on the arrangements it may be necessary to keep

management control outside the UK. In any case, advice will be needed at the time. If within

charge, the position is likely to be as follows.

No stamp duty or SDRT will generally be payable on the issue of Ordinary Shares.

Neither UK stamp duty nor SDRT should arise on transfers of Ordinary Shares on AIM (including

instruments transferring Shares and agreements to transfer Ordinary Shares) based on the

following assumptions:

(a)      the Shares are admitted to trading on AIM, but are not listed on any market (with the term

“listed” being construed in accordance with section 99A of the Finance Act 1986), and this

has been certified to Euroclear; and

(b)      AIM continues to be accepted as a “recognised growth market” as construed in

accordance with section 99A of the Finance Act 1986).

In the event that either of the above assumptions does not apply, stamp duty or SDRT may apply

to transfers of Ordinary Shares in certain circumstances.

Any transfer of Sale Shares for consideration prior to admission to trading on AIM is likely to be

subject to stamp duty or SDLT.

The above comments are intended as a guide to the general stamp duty and SDRT position and

may not relate to persons such as charities, market makers, brokers, dealers, intermediaries and

persons connected with depositary arrangements or clearance services to whom special rules

apply.

THIS SUMMARY OF UK TAXATION ISSUES CAN ONLY PROVIDE A GENERAL OVERVIEW
OF THESE AREAS AND IT IS NOT A DESCRIPTION OF ALL THE TAX CONSIDERATIONS
THAT MAY BE RELEVANT TO A DECISION TO INVEST IN THE COMPANY. THE SUMMARY
OF CERTAIN UK TAX ISSUES IS BASED ON THE LAWS AND REGULATIONS IN FORCE AS
OF THE DATE OF THIS DOCUMENT AND MAY BE SUBJECT TO ANY CHANGES IN UK
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LAWS OCCURRING AFTER SUCH DATE. LEGAL ADVICE SHOULD BE TAKEN WITH
REGARD TO INDIVIDUAL CIRCUMSTANCES. ANY PERSON WHO IS IN ANY DOUBT AS TO
HIS TAX POSITION OR WHERE HE IS RESIDENT, OR OTHERWISE SUBJECT TO
TAXATION, IN A JURISDICTION OTHER THAN THE UK, SHOULD CONSULT HIS
PROFESSIONAL ADVISER.

19      EFFECTS OF US DOMICILE

19.1   The Company is a US corporation organised under the Delaware Corporation Law. There are a

number of differences between the corporate structure of the Company and that of a public

limited company incorporated in England under the Companies Act. While the Existing Director

and Proposed Directors consider that it is appropriate to retain the majority of the usual features

of a Delaware corporation, the Existing Director and Proposed Directors intend to take certain

actions to conform to UK standard practice adopted by companies under English law and

admitted to AIM. Set out below is a description of the principal differences and, where

appropriate, the actions the Board intends to take.

(a)      Share Allotment; Limitations of  Borrowing

Companies incorporated under the Companies Act must explicitly authorise directors to

allot shares under Sections 550 or 551 of the Companies Act. It is usual for UK companies

to place restrictions on the authority of directors to allot shares. In particular, it is a

requirement under Section 551 of the Companies Act that such authority be limited to

expire after a specified time period of no longer than five years, with shareholder approval

required for renewal. An issue of shares and other equity securities of a company

incorporated in Delaware generally requires prior approval by the board of directors.

However, the authority of the Board to issue equity securities is not unconditional; it is

limited by the number of shares authorised for issue in the Company’s Certificate of

Incorporation, which has authorised a total of 400,000,000 shares of Common Stock and

10,000,000 shares of Preferred Stock.

UK companies may impose limits on their borrowing powers by, for example, specifying

that borrowed amounts may not exceed a multiple of the company’s capital and reserves.

The Company does not have specific limitations on its ability to borrow funds, as this type

of limitation is rare for US companies; provided, however, that the Board will generally be

required to approve any significant borrowing.

(b)      Pre-emptive rights

Companies incorporated under the Companies Act are subject to pre-emption rights on

new shares issued by the company pursuant to Section 561 of the Companies Act. These

rights provide for existing Shareholders to have a right of first refusal on the issue of new

shares for cash.

The Delaware Corporation Law does not provide for pre-emptive rights, unless such rights

are granted in the certificate of incorporation. The Company has elected to provide for pre-

emptive rights. The Certificate of Incorporation provides that unless otherwise determined

in a general meeting by Shareholders holding at least two-thirds of the voting rights of the

Common Stock represented at such meeting, each Shareholder shall have a pre-emption

right to subscribe for its pro rata share of Common Stock (with certain exceptions) that the

Company may, from time to time, propose to allot and issue wholly for cash, but subject to

such exclusions or other arrangements as the Board may deem necessary or expedient in

their exclusive discretion to deal with fractional entitlements or legal or practical problems

under the laws of any country, territory or political subdivision thereof, or the requirements

of any regulatory authority or stock exchange in any jurisdiction. The Company may, at any

time and from time to time upon approval by the Board, disapply the pre-emption

provisions, provided that such disapplication is limited to: (i) the allotment for cash of
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Common Stock where the nominal amount of such Common Stock during any 12 month

period does not exceed in aggregate, 10 per cent. of the Common Stock in issue from time

to time; or (ii) the allotment is in connection with a rights issue; or (iii) the grant of options

or other rights to subscribe for Common Stock (and the subsequent issue of Common

Stock upon the exercise or vesting of such options or rights) pursuant to a plan approved

by Shareholders for the incentivisation of employees and consultants of the Company.

These pre-emption rights will cease to apply if the Company becomes a reporting

company under the US Exchange Act.

Please see paragraph 7.7 of this Part V for a description of such pre-emptive rights.

(c)      Takeovers

Except to the extent voluntarily incorporated by the Company to be administered by the

Board, the Company will not be subject to the City Code and certain provisions contained

in the Company’s Certificate of Incorporation and Bylaws make a hostile takeover of the

Company more difficult to achieve. These provisions are set out below.

The Company has included a provision in its Certificate of Incorporation requiring

Shareholders who acquire certain percentages of shares of the Company to offer to

purchase all of the outstanding share capital of the Company at a value not less than the

highest price paid by such Shareholder for shares of that class during the previous 12

months. The provision is intended to give the Company and its Shareholders protections

similar to those available under Rule 9 of the City Code as if it applied to the Company,

and is described in paragraph 7.17 of this Part V.

Under Delaware law, the Board is charged with the management of the business and

affairs of the Company. In managing the business and affairs of the Company, the Board

is required to chart a course for the Company that is in the best interests of the Company

and the Shareholders. To the extent the Board determines that a proposed merger

transaction is undesirable, the Board has no duty to accept an offer or commence

negotiations in respect of such proposed merger transaction. In addition, the Board may,

consistent with its fiduciary duties, adopt and maintain defensive measures to protect

against unsolicited takeover bids that the Board determines are not in the best interests of

the Company and all of the Shareholders. The US federal securities laws and applicable

state securities laws can also regulate certain types of takeover activity. In particular, the

Williams Act (which is part of the US Exchange Act) regulates tender offers and requires

public disclosure, by means of a filing with the SEC, of acquisitions of a substantial block

of equity securities in a publicly traded company. Many of the provisions of the Williams

Act will not apply to the Company unless and until it has a class of shares registered under

the US Exchange Act.

(d)      Limitation of  Director liability

While both the Companies Act and the Delaware Corporation Law allow for indemnification

of directors, the scope of indemnification allowed under Delaware law is broader. Section

232 of the Companies Act generally prohibits UK companies from exempting directors

from, or indemnifying them against, liabilities in instances where the directors are found to

be negligent, in default, or in breach of duty or trust (subject to certain statutory relaxations,

whereby directors may (if a company so chooses) be indemnified against third party

proceedings and the costs of defending actions brought against them by the company).

By comparison, the Company’s Certificate of Incorporation provides that to the fullest

extent permitted by law, no Director shall be personally liable for monetary damages for

breach of fiduciary duty as a Director. The Company is authorised to provide

indemnification of (and advancement of expenses to) Directors, officers and agents of the

Company (and any other persons to which the Delaware Corporate Law permits) through

Bylaw provisions, agreements with such agents or other persons, vote of Shareholders or
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disinterested directors or otherwise, in excess of the indemnification and advancement

otherwise permitted by the Delaware Corporation Law.

In addition, the Bylaws provide that the Company will indemnify its directors, officers,

employees and agents to the fullest extent permitted by the Delaware Corporation Law,

provided that the Company will not be obligated to indemnify any officer, employee or

agent of the Company or Director on account of proceedings initiated or brought voluntarily

by such individual and not by way of defence unless authorised by the Board.

The Bylaws provide that the Company will reimburse or advance defence expenses to a

Director or officer in connection with any such proceeding for which indemnification is

allowed, subject to an undertaking by such Director or officer to repay such expenses if it

should be determined, by final judicial decision from which there is no appeal, that such

person is not entitled to indemnification. Further, the Company shall not be required to

advance any expenses to a person against whom the Company directly brings a claim, in

a proceeding, alleging that such person has breached such person’s duty of loyalty to the

Company, committed an act or omission not in good faith or that involves intentional

misconduct or a knowing violation of law, or derived an improper personal benefit from a

transaction.

(e)      Shareholder notification of  interests

As a company incorporated under the laws of the State of Delaware, the Company is not

subject to the provisions of the Disclosure Guidance and Transparency Rules and,

consequently, Shareholders would not ordinarily be subject to any requirement to disclose

to the Company the level of their interests in Common Stock or any changes thereto in

accordance with Rule 17 of the AIM Rules for Companies. However, in line with current

best practice for companies incorporated outside the UK whose shares are admitted to

trading on AIM, the Company has elected to incorporate certain provisions of the

Disclosure Guidance and Transparency Rules and the Companies Act into its Certificate

of Incorporation, further details of which are set out in paragraph 7.14 of this Part V.

(f)       Additional corporate matters

In addition, the following provisions of Delaware law applicable to the Company, and the

following provisions in the Company’s Certificate of Incorporation and Bylaws, are

standard for US corporations but may not be typical for UK companies:

i.         the holders of a majority of the shares issued and outstanding and entitled to vote,

present in person or represented by proxy, shall constitute a quorum for action at all

meetings of the Shareholders; and

ii.        the quorum required for action at a meeting of the Board is a majority of the total

number of authorised directors. A summary of the terms of the Company’s

Certificate of Incorporation and Bylaws and certain other provisions of the Delaware

Corporation Law are set forth in paragraph 7 of this Part V.

20      EXPENSES OF THE PLACING                                                                                                      

The net proceeds of the Placing to be received by the Company are expected to amount to £9.5 million.

The total expenses of the Placing are estimated to be £1.8 million.

21      DILUTION                                                                                                                                         

Following Admission, the Existing Common Stock will account for 86.0 per cent. of the Enlarged Share

Capital.
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22      LITIGATION                                                                                                                                     

There have been no governmental, legal or arbitration proceedings during the 12 month period prior to

the date of this document, and so far as the Company is aware there are no governmental, legal or

arbitration proceedings pending or threatened which have had in the recent past, or may have,

significant effects on the Company and/or the Group’s financial position or profitability.

23      SIGNIFICANT CHANGE                                                                                                                  

There has been no significant change in the financial position or financial performance of the Group

since 31 December 2020, being the end of the last financial period for which audited financial

information has been prepared.

24      WORKING CAPITAL                                                                                                                       

The Directors are of the opinion, having made due and careful enquiry, that the Group has sufficient

working capital for its present requirements, that is, for at least the period of 12 months from the date

of Admission.

25      OTHER INFORMATION                                                                                                                   

25.1   Crowe has given and not withdrawn its written consent to the issue of this document with the

inclusion in it of its Accountants’ Report in Part IV and the references to its name in the form and

in the context in which they appear and has authorised the contents of its Accountants’ Report

for the purposes of this document.

25.2   SP Angel has given and not withdrawn its written consent to the issue of this document with the

inclusion herein of the references to its name in the form and in the context in which they appear.

25.3   PharmaVentures Limited has given and not withdrawn its written consent to the issue of this

document with the inclusion herein of the references to its name in the form and in the context in

which they appear.

25.4   Except as disclosed in this document, no person (excluding professional advisers otherwise

disclosed in this document and trade suppliers) has received, directly or indirectly, from the

Company within the 12 months preceding the date of application for Admission, or entered into

contractual arrangements (not otherwise disclosed in this document) to receive, directly or

indirectly, from the Company on or after Admission any of the following:

(i)       fees totalling £10,000 or more;

(ii)      securities in the Company with a value of £10,000 or more calculated by reference to the

Placing Price; or

(iii)      any other benefit with a value of £10,000 or more at the date of Admission.

25.5   The information in this document that has been sourced from a third party has been accurately

reproduced and, so far as the Company is aware and is able to ascertain from information

published by that third party, no material facts have been omitted which would render the

reproduced information inaccurate or misleading.

26      AVAILABILITY OF ADMISSION DOCUMENT

Copies of this Admission Document are available for download from the Company’s website at

www.spectralmd.com and are available free of charge at the offices of SP Angel at 35 Maddox Street,

London W1S 2PP or by calling 020 3470 0470 and at the Company’s registered office during normal

business hours on any weekday (Saturdays and public holidays excepted) and shall remain available

for at least one month after Admission.

Dated 16 June 2021
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PART VI

US RESTRICTION ON THE TRANSFER OF COMMON STOCK

Terms used in the following description that are defined in Regulation S of the Securities Act are used

as defined therein.

The Common Stock has not been, and will not be, registered under the Securities Act or under any

securities laws of any state or other jurisdiction of the US. As more fully explained in this Part 6, the

Common Stock offered by the Company and its officers, directors and other affiliates to non-US

Persons in the Placing are subject to the conditions listed under Section 903(b)(3), or Category 3, of

Regulation S. Under Category 3, Offering Restrictions (as defined under Regulation S) must be in place

in connection with the Placing and additional restrictions are imposed on resales of the Common Stock.

A purchaser of Common Stock may not offer, sell, pledge or otherwise transfer Common Stock, directly

or indirectly, in or into the United States or to, or for the account or benefit of, any US Person, except

pursuant to a transaction meeting the requirements of Rules 901 to 905 (including the Preliminary

Notes) of Regulation S, pursuant to an effective registration statement under the US Securities Act or

pursuant to an exemption from the registration requirements of the Securities Act. Hedging transactions

in the Common Stock may not be conducted, directly or indirectly, unless in compliance with the

Securities Act and applicable US state securities laws. Once the Common Stock are admitted to trading

on AIM, Common Stock (as represented by the Depositary Interests) held in the CREST system will be

identified with the marker “REG S” and will be segregated into a separate trading system within CREST.

The Common Stock held in the CREST will also bear a legend to the following effect, unless the

Company determines otherwise in compliance with applicable law:

“THE SHARES REPRESENTED HEREBY HAVE NOT BEEN, AND WILL NOT BE, REGISTERED

UNDER THE US SECURITIES ACT OF 1933, AS AMENDED (THE “US SECURITIES ACT”), AND MAY

NOT BE OFFERED OR SOLD IN THE UNITED STATES OR TO, OR FOR THE ACCOUNT OR

BENEFIT OF, US PERSONS (AS DEFINED IN REGULATION S UNDER THE US SECURITIES ACT

(“REGULATION S”)). THE SHARES ARE BEING OFFERED ONLY TO NON-US PERSONS OUTSIDE

THE UNITED STATES IN TRANSACTIONS EXEMPT FROM THE REGISTRATION REQUIREMENTS

OF THE US SECURITIES ACT IN RELIANCE ON REGULATION S. THE SHARES ARE

“RESTRICTED SECURITIES” AS DEFINED UNDER RULE 144 (A)(3) PROMULGATED UNDER THE

SECURITIES ACT. THE SHARES MAY NOT BE TAKEN UP, OFFERED, SOLD, RESOLD,

DELIVERED OR DISTRIBUTED, DIRECTLY OR INDIRECTLY WITHIN, INTO OR FROM THE UNITED

STATES OR TO, OR FOR THE ACCOUNT OR BENEFIT OF, US PERSONS (AS DEFINED IN

REGULATION S) EXCEPT: (A)(I) IN AN OFFSHORE TRANSACTION MEETING THE

REQUIREMENTS OF REGULATION S; (II) PURSUANT TO AN AVAILABLE EXEMPTION FROM THE

REGISTRATION REQUIREMENTS OF THE US SECURITIES ACT; OR (III) PURSUANT TO AN

EFFECTIVE REGISTRATION STATEMENT UNDER THE US SECURITIES ACT. RESALES OR

REOFFERS OF SHARES MADE OFFSHORE IN RELIANCE ON REGULATION S MAY NOT BE SOLD

TO, OR FOR THE ACCOUNT OR BENEFIT OF, ANY US PERSON (AS DEFINED IN REGULATION

S) DURING THE ONE YEAR DISTRIBUTION COMPLIANCE PERIOD UNDER REGULATION S.

HEDGING TRANSACTIONS INVOLVING THESE SHARES MAY NOT BE CONDUCTED UNLESS IN

COMPLIANCE WITH THE US SECURITIES ACT.

BY ACCEPTING THESE SHARES, THE HOLDER REPRESENTS AND WARRANTS THAT IT: (A) IS

NOT A US PERSON (AS DEFINED IN REGULATION S); AND (B) IS NOT HOLDING THE SHARES

FOR THE ACCOUNT OR BENEFIT OF ANY US PERSON.”

Certificated Common Stock will bear a legend to the following effect, unless the Company determines

otherwise in compliance with applicable law:

“THE SHARES OF COMMON STOCK REPRESENTED BY THIS CERTIFICATE HAVE NOT BEEN

REGISTERED UNDER THE US SECURITIES ACT OF 1933, AS AMENDED (THE “US SECURITIES

ACT”) OR ANY SECURITIES ACTS OF ANY STATE OF THE UNITED STATES (THE “STATE ACTS”),
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AND MAY NOT BE OFFERED, SOLD, PLEDGED OR OTHERWISE TRANSFERRED, DIRECTLY OR

INDIRECTLY, EXCEPT IF SUCH TRANSFER IS EFFECTED: (1) IN A TRANSACTION MEETING THE

REQUIREMENTS OF RULES 901 THROUGH 905 (INCLUDING THE PRELIMINARY NOTES) OF

REGULATION S UNDER THE US SECURITIES ACT; (2) PURSUANT TO AN EFFECTIVE

REGISTRATION UNDER THE US SECURITIES ACT AND ANY APPLICABLE STATE ACTS; OR (3)

PURSUANT TO AN AVAILABLE EXEMPTION FROM THE REGISTRATION REQUIREMENTS OF

THE US SECURITIES ACT AND ANY APPLICABLE STATE ACTS, IN EACH CASE IN ACCORDANCE

WITH ALL APPLICABLE US SECURITIES LAWS AND IN THE CASE OF (3) AN OPINION OF

COUNSEL SHALL BE DELIVERED TO THE COMPANY (AND UPON WHICH THE COMPANY MAY

RELY) REGARDING THE AVAILABILITY OF SUCH EXEMPTION. HEDGING TRANSACTIONS

INVOLVING THE COMMON STOCK OF THE COMPANY MAY NOT BE CONDUCTED, DIRECTLY OR

INDIRECTLY, UNLESS IN COMPLIANCE WITH THE US SECURITIES ACT. AS PROVIDED IN THE

BYLAWS OF THE COMPANY, THE COMPANY IS REQUIRED BY UNITED STATES SECURITIES

LAWS TO REFUSE TO REGISTER ANY TRANSFER OF SHARES NOT MADE IN ACCORDANCE

WITH THE ABOVE RESTRICTIONS.’’

Prior to the end of the Distribution Compliance Period, the holder of Common Stock represents that:

a)       any offer or sale of the Common Stock held through CREST must be made to non US Persons

in “offshore transactions” as defined in and pursuant to Regulation S;

b)       no directed selling efforts (as defined in Regulation S) may be made in the United States by, for

purposes of Rule 903 of Regulation S, the Company, a Distributor (as defined in Regulation S),

any of their respective Affiliates, or any person acting on behalf of any of the foregoing, or, for the

purposes of Rule 904 of Regulation S, the seller, an Affiliate, or any person acting on their behalf;

c)       offering restrictions (as set out under section 903(b)(3)) must be implemented;

d)       any offer or sale of certificated Common Stock must be made to non-US Persons in “offshore

transactions’’ as defined in and pursuant to Regulation S, pursuant to an effective registration

statement under the US Securities Act or otherwise in transactions exempt from registration

under the US Securities Act;

e)       the Company may refuse to register any transfer of the Common Stock not made in accordance

with the provisions of Regulation S, pursuant to registration under the US Securities Act, or

pursuant to an available exemption from registration;

f)        any offer or sale, if made prior to the expiration of a one-year Distribution Compliance Period,

must be made pursuant to the following conditions:

i.         The purchaser of the Common Stock (other than a Distributor) must certify that it is not a

US Person and is not acquiring the Common Stock for the account or benefit of any US

Person or is a US Person who purchased Common Stock in a transaction that did not

require registration under the US Securities Act;

ii.        The purchaser of the Common Stock must agree to resell such Common Stock only in

accordance with the provisions of Regulation S, pursuant to registration under the US

Securities Act, or pursuant to an available exemption from registration; and must agree not

to engage in hedging transactions with regard to such Common Stock unless in

compliance with the US Securities Act;

iii.       The Common Stock must contain the appropriate legend, set out above;

iv.       The Company is required to refuse to register any transfer of the Common Stock not made

in accordance with the provisions of Regulation S, pursuant to registration under the US

Securities Act, or pursuant to an available exemption from registration; and

v.        each Distributor selling Common Stock to a Distributor, a dealer (as defined in Section

2(a)(12) of the US Securities Act), or a person receiving a selling concession, fee or other
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remuneration, prior to the expiration of the one-year Distribution Compliance Period, must

send a confirmation or other notice to the purchaser stating that the purchaser is subject

to the same restrictions on offers and sales that apply to a Distributor;

g)       in the case of an offer or sale of Common Stock prior to the expiration of the Distribution

Compliance Period by a dealer (as defined in Section 2(a)(12) of the US Securities Act), or a

person receiving a selling concession, fee or other remuneration in respect of the Common Stock

offered or sold:

i.         neither the seller nor any person acting on its behalf may know that the offeree or buyer of

the Common Stock is a US Person; and

ii.        if the seller or any person acting on the seller’s behalf knows that the purchaser is a dealer

(as defined in Section 2(a)(12) of the US Securities Act) or is a person receiving a selling

concession, fee or other remuneration in respect of the Common Stock sold, the seller or

a person acting on the seller’s behalf must send to the purchaser a confirmation or other

notice stating that the Common Stock may be offered and sold during the one-year

Distribution Compliance Period only in accordance with the provisions of Regulation S;

pursuant to registration of the securities under the US Securities Act; or pursuant to an

available exemption from the registration requirements of the US Securities Act; and

h)       in the case of an offer or sale of Common Stock by an officer or director of the issuer or a

Distributor, who is an affiliate of the issuer or Distributor solely by virtue of holding such position,

no selling concession, fee or other remuneration may be paid in connection with such offer or

sale other than the usual and customary broker’s commission that would be received by a person

executing such transaction as agent.

Common Stock acquired from the Company, a Distributor, or any of their respective affiliates in a

transaction subject to the conditions of Rule 901 or Rule 903 are deemed to be “restricted securities”

as defined in Rule 144 under the US Securities Act. Resales of any of such restricted securities by the

offshore purchaser must be made in accordance with Regulation S, the registration requirements of the

US Securities Act or an exemption therefrom. Any “restricted securities”, as defined in Rule 144, will

continue to be deemed to be restricted securities, notwithstanding that they were acquired in a resale

transaction made pursuant to Rule 901 or 904. Prior to the end of the Distribution Compliance Period

and prior to any transfer of such Common Stock, each purchaser of Common Stock acquired through

CREST and in reliance on Regulation S will be required, to represent and agree as follows, that:

(a)      the purchaser is not a US Person and is not acting for the account or benefit of a US Person and

is not located in the United States at the time the investment decision is made with respect to the

Common Stock;

(b)      the purchaser understands that the Common Stock have not been registered under the US

Securities Act and may not be offered, sold, pledged or otherwise transferred by such purchaser

except: (i) in an offshore transaction to non-US Persons and otherwise meeting the requirements

of Rule 901 through Rule 905 (including Preliminary Notes) of Regulation S; (ii) pursuant to an

effective registration statement under the US Securities Act; or (iii) pursuant to an exemption from

the registration requirements of the US Securities Act, and in each case, in accordance with all

applicable securities laws of the states of the United States and any other applicable jurisdictions;

(c)      the purchaser understands and agrees that, if in the future it decides to resell, pledge or

otherwise transfer any Common Stock or any beneficial interests in any Common Stock prior to

the date which is one year after the later of: (i) the date when the Common Stock are first offered

to persons (other than distributors) pursuant to Regulation S or pursuant to another exemption

from, or transaction not subject tom registration under the US Securities Act; and (ii) Admission,

it will do so only outside the United States in an offshore transaction to non-US Persons and

otherwise in compliance with Rule 901 to Rule 905 (including the Preliminary Notes) under the

US Securities Act, pursuant to an effective registration statement under the US Securities Act or
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pursuant to an exemption from the registration requirements of the US Securities Act and in each

of such cases in accordance with any applicable securities law of any state of the United States;

(d)      the Company is required to refuse to register any transfer of the Common Stock not made in

accordance with the provisions of Regulation S, pursuant to registration under the US Securities

Act, or pursuant to an available exemption from registration;

(e)      hedging transactions involving the Common Stock may not be conducted, directly or indirectly,

unless in compliance with the US Securities Act;

(f)       the purchaser agrees to, and each subsequent holder is required to, notify any purchaser of the

Common Stock from it of the resale restrictions referred to above, if then applicable;

(g)      the purchaser acknowledges that, prior to any proposed transfer of Common Stock other than

pursuant to an effective registration statement, the transferee of Common Stock will be required

to provide certifications and other documentation relating to the non-US Person status of such

transferee and that such transferee was not located in the United States at the time the

investment decision was made with respect to the Common Stock;

(h)      the purchaser acknowledges that the Company, SP Angel and others will rely upon the truth and

accuracy of the foregoing acknowledgements, representations and warranties and agrees that if

any such acknowledgement, representation or warranty deemed to have been made by virtue of

its purchase of Common Stock is no longer accurate, it shall promptly notify the Company and

SP Angel; and

(i)       the purchaser acknowledges that the Common Stock will bear a restrictive legend to the following

effect, unless the Company determines otherwise in compliance with applicable law:

“THE SHARES OF COMMON STOCK REPRESENTED BY THIS CERTIFICATE HAVE NOT BEEN

REGISTERED UNDER THE US SECURITIES ACT OF 1933, AS AMENDED (THE “US SECURITIES

ACT”) OR ANY SECURITIES ACTS OF ANY STATE OF THE UNITED STATES (THE “STATE ACTS”),

AND MAY NOT BE OFFERED, SOLD, PLEDGED OR OTHERWISE TRANSFERRED, DIRECTLY OR

INDIRECTLY, EXCEPT IF SUCH TRANSFER IS EFFECTED: (1) IN A TRANSACTION MEETING THE

REQUIREMENTS OF RULES 901 THROUGH 905 (INCLUDING THE PRELIMINARY NOTES) OF

REGULATION S UNDER THE US SECURITIES ACT; (2) PURSUANT TO AN EFFECTIVE

REGISTRATION UNDER THE US SECURITIES ACT AND ANY APPLICABLE STATE ACTS; OR

(3) PURSUANT TO AN AVAILABLE EXEMPTION FROM THE REGISTRATION REQUIREMENTS OF

THE US SECURITIES ACT AND ANY APPLICABLE STATE ACTS, IN EACH CASE IN ACCORDANCE

WITH ALL APPLICABLE US SECURITIES LAWS AND IN THE CASE OF (3) AN OPINION OF

COUNSEL SHALL BE DELIVERED TO THE COMPANY (AND UPON WHICH THE COMPANY MAY

RELY) REGARDING THE AVAILABILITY OF SUCH EXEMPTION. HEDGING TRANSACTIONS

INVOLVING THE COMMON STOCK OF THE COMPANY MAY NOT BE CONDUCTED, DIRECTLY OR

INDIRECTLY, UNLESS IN COMPLIANCE WITH THE US SECURITIES ACT. AS PROVIDED IN THE

BYLAWS OF THE COMPANY, THE COMPANY IS REQUIRED BY UNITED STATES SECURITIES

LAWS TO REFUSE TO REGISTER ANY TRANSFER OF SHARES NOT MADE IN ACCORDANCE

WITH THE ABOVE RESTRICTIONS.”

Subject to various conditions including, among others, the availability of current information regarding

the Company, applicable holding periods and volume and manner of sale restrictions, Rule 144 may be

available for US resales of Common Stock by affiliates of the Company. Common Stock held by

“Affiliates” (as defined in Rule 405 of the US Securities Act) of the Company shall be held in certificated

form and accordingly settlement shall not be permitted via CREST until such time as the relevant

restrictions are no longer applicable. Affiliates of the Company at the time of the Placing, or investors

that become Affiliates at any time after the Placing, should seek independent US legal counsel prior to

selling or transferring any Common Stock. A liquid trading market for the Common Stock does not

currently exist in the United States, and the Company does not expect such a market to develop soon.
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Rule 144 may be available for resales of Common Stock on the market or otherwise after the first

anniversary of the purchase of Common Stock.

PRIOR TO PURCHASING ANY COMMON STOCK OR CONDUCTING ANY TRANSACTIONS IN ANY

COMMON STOCK, INVESTORS ARE ADVISED TO CONSULT PROFESSIONAL ADVISERS

REGARDING THE ABOVE RESTRICTIONS ON TRANSFER AND OTHER RESTRICTIONS

REFERRED TO IN THIS DOCUMENT.

In this document, a “US Person” has the meaning set forth in Regulation S and includes:

–        any natural person resident in the United States;

–        any partnership or corporation organised or incorporated under the laws of the United States;

–        any estate of which any executor or administrator is a US Person;

–        any trust of which any trustee is a US Person;

–        any agency or branch of a foreign entity located in the United States;

–        any non-discretionary account or similar account (other than an estate or trust) held by a dealer

or other fiduciary for the benefit or account of a U.S Person;

–        any discretionary account or similar account (other than an estate or trust) held by a dealer or

other fiduciary organised, incorporated or (if an individual) resident in the United States; and

–        any partnership or corporation if it is organised or incorporated under the laws of any foreign

jurisdiction and formed by a US Person principally for the purpose of investing in securities not

registered under the US Securities Act, unless it is organised or incorporated and owned, by

accredited investors (as defined in Rule 501(a) under the US Securities Act) who are not natural

persons, estates or trusts.

The following are not “US Persons”:

–        any discretionary account or similar account (other than an estate or trust) held for the benefit or

account of a non-US Person by a dealer or other professional fiduciary organised, incorporated,

or (if an individual) resident in the United States;

–        any estate of which any professional fiduciary acting as executor or administrator is a US Person

if an executor or administrator of the estate who is not a US Person has sole or shared

investment discretion with respect to the assets of the estate; and the estate is governed by

foreign law;

–        any trust of which any professional fiduciary acting as trustee is a US Person, if a trustee who is

not a US Person has sole or shared investment discretion with respect to the trust assets, and

no beneficiary of the trust (and no settlor if the trust is revocable) is a US Person;

–        an employee benefit plan established and administered in accordance with the law of a country

other than the United States and customary practices and documentation of such country;

–        any agency or branch of a US Person located outside the United States if the agency or branch

operates for valid business reasons; and the agency or branch is engaged in the business of

insurance or banking and is subject to substantive insurance or banking regulation, respectively,

in the jurisdiction where located; and

–        the International Monetary Fund, the International Bank for Reconstruction and Development, the

Inter-American Development Bank, the Asian Development Bank, the African Development

Bank, the United Nations, and their agencies, affiliates and pension plans, and any other similar

international organisations, their agencies, affiliates and pension plans.
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