THIS DOCUMENT IS IMPORTANT AND REQUIRES YOUR IMMEDIATE ATTENTION. If you are in any doubt
about the contents of this document, you should consult your stockbroker, bank manager, solicitor,
accountant or other independent professional adviser who specialises in advising on the acquisition of
shares and other securities and is duly authorised under the Financial Services and Markets Act 2000 (as
amended) (“FSMA”), if you are resident in the UK, or if you are not resident in the UK, from another
appropriately authorised independent adviser.
This document, which comprises an AIM admission document drawn up in accordance with the AIM Rules, has been
issued in connection with the application for admission to trading on AIM of the entire issued and to be issued ordinary
share capital of the Company. This document does not constitute an offer to the public requiring an approved prospectus
under section 85 of FSMA and, accordingly, this document does not constitute a prospectus for the purposes of FSMA
and the Prospectus Regulation Rules and has not been pre-approved by the FCA pursuant to section 85 of FSMA.
Application has been made for the entire issued and to be issued ordinary share capital of the Company (the “Shares”) to
be admitted to trading on AIM, a market operated by the London Stock Exchange. It is expected that Admission will become
effective, and that dealings in the Shares will commence on 11 August 2021. The Shares are not dealt on any other
recognised investment exchange and no application has been or is being made for the Shares to be admitted to any such
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 United Kingdom’s Financial Conduct Authority. 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 for Companies to have a nominated adviser. The nominated adviser is
required to make a declaration to 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 document and should be aware that an investment in the
Company is speculative and involves a high degree of risk and prospective investors should carefully consider the
section entitled “Risk Factors” set out in Part III of this document. All statements regarding the Company’s current,
financial position and prospects should be viewed in light of these risk factors.

BiVictriX Therapeutics Plc
(a company incorporated in England and Wales under the Companies Act 2006 with company number 13470690)

Placing and Subscription of 37,500,000 Ordinary Shares at 20 pence per Ordinary Share
and
Admission of the Enlarged Issued Share Capital to trading on AIM

SP Angel Corporate Finance LLP
Nominated Adviser and Broker
The Directors, whose names appear on page 11 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 Company and the Directors (each of whom 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, inter alia, on Admission taking place by 8.00 a.m. on 11 August 2021 (or such later date as
the Company and SP Angel Corporate Finance LLP (“SP Angel”) may agree, being not later than 3 September 2021).
The Placing Shares and the Subscription Shares will, upon Admission, rank pari passu in all respects and will rank in
full for all dividends and other distributions declared paid or made in respect of the Ordinary Shares after Admission. It
is emphasised that no application is being made for the Enlarged Share Capital to be admitted to the Official List or to
any other recognised investment exchange.
SP Angel, which is authorised and regulated in the United Kingdom by the FCA, is acting exclusively for the Company
as nominated adviser and broker to the Company in connection with the proposed Placing and Admission and will not
be responsible to any other person for providing the protections afforded to customers of SP Angel or advising any
other person in connection with the Placing and Admission. Its responsibilities as the Company’s nominated adviser

under the AIM Rules for Nominated Advisers are owed solely to the London Stock Exchange and are not owed to the
Company, any Director or to any other person in respect of his decision to acquire shares in the Company in reliance
on any part of this document. SP Angel will not be offering advice and will not otherwise be responsible to anyone other
than the Company for providing the protections afforded to clients of SP Angel or for providing advice in relation to the
contents of this document or any other matter.
Prospective investors should only rely on the information in this Admission Document. No person has been authorised
to give any information or to make any representations other than those contained in this Admission Document in
connection with the Fundraise and, if given or made, such information or representations must not be relied upon as
having been authorised by or on behalf of the Company, the Directors or SP Angel. No representation or warranty,
express or implied, is made by SP Angel as to the accuracy or completeness of such information and nothing contained
in this Admission Document is, or shall be relied upon as, a promise or representation by SP Angel as to the past,
present or future. 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.
The contents of this Admission Document are not to be construed as legal, business or tax advice. Each prospective
investor should consult its own lawyer, financial adviser or tax adviser for legal, financial or tax advice in relation to any
subscription or purchase, or proposed subscription or purchase, of Ordinary Shares. In making an investment decision,
each prospective investor must rely on its own examination, analysis and enquiry of the Company and the terms of the
Fundraise, including the merits and risks involved.
Copies of this document will be available free of charge to the public during normal business hours on any day
(Saturdays, Sundays and public holidays excepted) at the offices of SP Angel at Prince Frederick House, 35 – 39 Maddox
Street, London, W1S 2PP and the registered office of the Company, from the date of this document until one month
from the date of Admission in accordance with the AIM Rules. A copy of this document will also be available from the
Company’s website at www.bivictrix.com.
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. Apart from the responsibilities and liabilities,
if any, which may be imposed on SP Angel by FSMA or the regulatory regime established thereunder, no liability
whatsoever is accepted by SP Angel for the accuracy of any information or opinions contained in this document, for
which the Directors are solely responsible, or for the omission of any information from this document for which it is not
responsible.
The Shares have not been, and will not be, registered under the US Securities Act of 1933, as amended (the “Securities
Act”) or under the securities legislation of any state or other jurisdiction of the United States, any province or territory of
Australia, Canada, Japan, New Zealand, the Republic of Ireland or the Republic of South Africa and may not be offered
or sold, directly or indirectly, within the United States, Australia, Canada, Japan, New Zealand, the Republic of Ireland
or the Republic of South Africa or to or for the account or benefit of any national, citizen or resident of the United States
of America, Australia, Canada, Japan, New Zealand, the Republic of Ireland or the Republic of South Africa or to any
US person (within the definition of Regulation S made under the Securities Act).
This document does not constitute an offer to sell, or the solicitation of an offer to buy or subscribe for, securities in any
jurisdiction in which such offer or solicitation is unlawful and, in particular, is not for publication or distribution in or into
the United States, Australia, Canada, Japan, New Zealand, the Republic of Ireland or the Republic of South Africa, nor
in any country or territory where to do so may contravene local securities laws or regulations. 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 restriction. Any failure to comply with these restrictions
may constitute a violation of the securities law of any such jurisdictions. The Fundraise Shares have not been, and will
not be, registered under the United States Securities Act of 1933 (as amended) or under the securities legislation of any
state or other jurisdiction of the United States, any province or territory of Australia, Canada, Japan, New Zealand, the
Republic of Ireland or the Republic of South Africa and may not be offered or sold, directly or indirectly, within the United
States, Australia, Canada, Japan, New Zealand, the Republic of Ireland or the Republic of South Africa or to or for the
account or benefit of any national, citizen or resident of the United States of America, Australia, Canada, Japan, the
Republic of Ireland or the Republic of South Africa or to any US person (within the definition of Regulation S made under
the United States Securities Act 1933 (as amended)).
The distribution of this document outside the UK may be restricted by law. No action has been taken by the Company
or SP Angel that would permit a public offer of shares in any jurisdiction outside the UK where action for that purpose
is required. Persons outside the UK who come into possession of this document should inform themselves about the
distribution of this document in their particular jurisdiction. Failure to comply with those restrictions may constitute a
violation of the securities laws of such jurisdiction.
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KEY INFORMATION

General
This document should be read in its entirety before making any decision to subscribe for or purchase
Fundraise Shares. 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 on as having
been authorised by the Company or SP Angel or any of their respective affiliates, officers, directors, partners,
employees or agents. Without prejudice to the Company’s obligations under the AIM Rules for Companies,
neither the delivery of this document nor any subscription or purchase made under this document shall,
under any circumstances, create any implication that there has been no change in the affairs of the Company
or any member of the Company since the date of this document or that the information contained herein is
correct as at any time subsequent to its date.
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 Ordinary Shares in the Fundraise 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 Ordinary Shares (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 or any of their respective representatives makes any
representation to any subscriber or purchaser of Ordinary Shares 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 Ordinary Shares, and in that capacity may retain, purchase, sell, offer to sell or otherwise deal for
their own accounts in such Ordinary Shares and other securities of the Company or related investments in
connection with the Placing or otherwise. Accordingly, references in this document to the Ordinary Shares
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.
The Company will update the information provided in this document by means of a supplement hereto if a
significant new factor that may affect the evaluation by prospective investors in the Fundraise occurs prior
to Admission or if this document contains any material mistake or inaccuracy.
This Admission Document is not intended to provide the basis of any credit or other evaluation and should
not be considered as a recommendation by any of the Company, the Directors, SP Angel or any of their
respective affiliates and representatives that any recipient of this Admission Document should purchase any
of the Ordinary Shares. Prior to making any decision as to whether to purchase any of the Ordinary Shares,
prospective investors should read the entirety of this Admission Document. Prospective investors should
ensure that they read the whole of this Admission Document and not just rely on key information or
information summarised within it.
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Forward looking statements
Certain statements contained in this document are forward looking statements and are based on current
expectations, estimates and projections about the potential returns of the Company and industry and markets
in which the Company will operate, the Directors’ beliefs and assumptions made by the Directors. Words
such as “expects”, “anticipates”, “may”, “should”, “would”, “could”, “will”, “intends”, “plans”, “believes”,
“targets”, “seeks”, “estimates”, “aims”, “projects”, “pipeline” and variations of such words and similar
expressions are intended to identify such forward looking statements and expectations. These statements
are not guarantees of future performance or the ability to identify and consummate investments and involve
certain risks, uncertainties, outcomes of negotiations and due diligence and assumptions that are difficult to
predict, qualify or quantify. Therefore, actual outcomes and results may differ materially from what is expressed
in such forward looking statements or expectations. Among the factors that could cause actual results to
differ materially are: the general economic climate, competition, interest rate levels, loss of key personnel,
the result of legal and commercial due diligence, the availability of financing on acceptable terms and changes
in the legal or regulatory environment.
Such forward looking statements are based on numerous assumptions regarding the Company’s present
and future business strategies and the environment in which the Company will operate in the future. These
forward looking statements speak only as of the date of this document. The Company expressly disclaims
any obligation or undertaking to disseminate any updates or revisions to any forward looking statements
contained herein to reflect any change in the Company’s expectations with regard thereto, any new
information or any change in events, conditions or circumstances on which any such statements are based,
unless required to do so by law or any appropriate regulatory authority.

Notice to prospective investors in the EEA
In relation to each Member State of the European Economic Area (each a “Relevant State”), no Ordinary
Shares have been offered or will be offered pursuant to the Fundraise to the public in that Relevant State
prior to the publication of a prospectus in relation to the Ordinary Shares 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 Prospectus Regulation,
except that the Ordinary Shares 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 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

(c)

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

provided that no such offer of the Ordinary Shares shall require the Company or SP Angel to publish a
prospectus pursuant to Article 3 of the Prospectus Regulation 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 Ordinary Shares
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 Ordinary Shares to be offered so as to enable an investor to decide to purchase
or subscribe for any Ordinary Shares, and the expression “Prospectus Regulation” means Regulation (EU)
2017/1129.

Notice to prospective investors in the United Kingdom
No Ordinary Shares have been offered or will be offered pursuant to the Fundraise to the public in the United
Kingdom prior to the publication of a prospectus in relation to the Ordinary Shares which is to be treated as
if it had been approved by the FCA in accordance with the transitional provisions in Article 74 (transitional
provisions) of the Prospectus Amendment etc (EU Exit) Regulations 2019/1234, except that the Ordinary
Shares 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 UK Prospectus Regulation;

(b)

to fewer than 150 natural or legal persons (other than qualified investors as defined under Article 2 of the
UK Prospectus Regulation), subject to obtaining the prior consent of SP Angel for any such offer; or

(c)

in any other circumstances falling within Section 86 of the FSMA,
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provided that no such offer of the Ordinary Shares shall require the Company or SP Angel to publish a
prospectus pursuant to Section 85 of the FSMA or supplement a prospectus pursuant to Article 23 of the
UK Prospectus Regulation.
For the purposes of this provision, the expression an “offer to the public” in relation to the Ordinary Shares
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 Ordinary Shares to be offered so as to enable an investor to decide to
purchase or subscribe for any Ordinary Shares 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.
No Ordinary Shares have been offered or will be offered pursuant to the Fundraise unless the persons to
whom such offer is made are (i) persons having professional experience in matters relating to investments,
i.e., investment professionals within the meaning of Article 19(5) of the Financial Services and Markets
Act 2000 (Financial Promotion) Order 2005 (the “FPO”); or (ii) high net-worth companies, unincorporated
associations and other bodies within the meaning of Article 49 of the FPO and at persons to whom it is
otherwise lawful to distribute it without any obligation to issue a prospectus approved by competent
regulators. The investment or investment activity to which this document relates is available only to such
persons.

Notice to overseas persons
The distribution of this document and the offer of the Ordinary Shares in certain jurisdictions may be restricted
by law. Accordingly, neither this document nor any advertisement or any other offering material may be
distributed or published in any jurisdiction except under circumstances that will result in compliance with
any applicable laws and regulations. Persons outside of the United Kingdom into whose possession this
document comes should inform themselves about and observe any such restrictions.
This document does not constitute or form part of any offer or invitation to sell or issue or a solicitation of
any offer to acquire, purchase or subscribe for Ordinary Shares in any jurisdiction. This document must not
be distributed to a US Person or within or into Australia, Canada, Japan, New Zealand, the Republic of
Ireland, the Republic of South Africa or the United States. The Ordinary Shares have not been and will not
be registered under the Securities Act, and may not be offered or sold or subscribed, directly or indirectly,
within Australia, Canada, Japan, New Zealand, the Republic of Ireland, the Republic of South Africa or the
United States or to or by any US Person or any national resident or citizen of Australia, Canada, Japan,
New Zealand, the Republic of Ireland, the Republic of South Africa or any corporation, partnership or other
entity created or organised under the laws thereof except pursuant to an applicable exemption.
The Ordinary Shares have not been approved or disapproved by the US Securities and Exchange
Commission (the ‘SEC’), any state securities commission in the United States or any other
regulatory authority in the United States, nor have any of the foregoing authorities passed on or
endorsed the merits of the Fundraise or 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 Ordinary Shares are only being sold outside the United States in offshore transactions relying
on the safe harbour from registration under the Securities Act in Regulation S promulgated
thereunder.

Presentation of financial information
The financial information contained in this document, including that financial information presented in a
number of tables in this document, has been rounded to the nearest whole number or the nearest decimal
place. Therefore, the actual arithmetic total of the numbers in a column or row in a certain table may not
conform exactly to the total figure given for that column or row. In addition, certain percentages presented
in the tables in this document reflect calculations based upon the underlying information prior to rounding,
and, accordingly, may not conform exactly to the percentages that would be derived if the relevant
calculations were based upon the rounded numbers.
Unless otherwise indicated, all references in this document to “sterling”, “pounds sterling”, “GBP”, “£” or
“pence” are to the lawful currency of the United Kingdom. The Company prepares its financial statements
in pounds sterling.
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Information not contained in this Admission Document
No person has been authorised to give any information or make any representation other than those contained
in this Admission Document and, if given or made, such information or representation must not be relied
upon as having been so authorised. Neither the delivery of this Admission Document nor any subscription,
sale, or purchase made under it shall, under any circumstances, create any implication that there has been
no change in the affairs of the Company since the date of this Admission Document or that the information
in this Admission Document is correct as of any time subsequent to the date of this Admission Document.

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.

Interpretation
Certain terms used in this Admission Document are defined in the Definitions section of this Admission
Document.
All times referred to in this document are, unless otherwise stated, references to London time.
All references to legislation in this document are to the legislation of England and Wales unless the contrary
is indicated. Any reference to any provision of any legislation or regulation shall include any amendment,
modification, re-enactment or extension thereof.
Words importing the singular shall include the plural and vice versa and words importing the masculine
gender shall include the feminine or neutral gender.

No incorporation of website information
The contents of the Company’s website, any website mentioned in this Admission Document or any website
directly or indirectly linked to these websites have not been verified and do not form part of this Admission
Document, and investors should not rely on such information.

Governing law
Unless otherwise stated, statements made in this document are based on the law and practice currently in
force in England and Wales and are subject to changes therein.

Information for Distributors
Solely for the purposes of the product governance requirements contained within Chapter 3 of the Product
Intervention and Product Governance Sourcebook of the FCA (the “Requirements”), and disclaiming all
and any liability, whether arising in tort, contract or otherwise, which any “manufacturer” (for the purposes
of the Requirements) may otherwise have with respect thereto, the Fundraise Shares 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 COB5 3.5 and 3.6 of the FCA’s Conduct of Business Sourcebook,
respectively; and (ii) eligible for distribution through all distribution channels as are permitted by the
Requirements (the “Target Market Assessment”).
Notwithstanding the Target Market Assessment, distributors should note that: (i) the price of Fundraise
Shares may decline and investors could lose all or part of their investment; (ii) the Fundraise Shares offer no
guaranteed income and no capital protection; and (iii) an investment in Ordinary Shares 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
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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 Fundraise. 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 the FCA’s Conduct of Business Sourcebook; 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 Fundraise Shares.
Each distributor is responsible for undertaking its own target market assessment in respect of the Ordinary
Shares and determining appropriate distribution channels.
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PLACING AND SUBSCRIPTION STATISTICS
Number of Existing Ordinary Shares in issue as at the date of this document

Fundraise
Placing Price (per Share)

28,615,201

20 pence

Number of Placing Shares

23,968,543

Number of Subscription Shares

13,531,457

Gross proceeds of the Placing (receivable by the Company)

£4,793,708.60

Gross proceeds of the Subscription (receivable by the Company)

£2,706,291.40

Total gross proceeds of the Fundraise (receivable by the Company)

£7,500,000

Estimated net proceeds of the Fundraise available to Company1

£6,670,000

Estimated costs of the Fundraise and Admission

£830,000

Upon Admission
Enlarged Share Capital in issue upon Admission

66,115,201

Percentage of Enlarged Share Capital represented by Placing Shares

36.3 per cent

Percentage of Enlarged Capital represented by Subscription Shares

20.5 per cent

Number of Ordinary Shares under Option or Warrant following Admission

15,518,832

Fully diluted number of Ordinary Shares following Admission2

81,634,033

Estimated market capitalisation of the Group at Admission at the Placing Price3
TIDM

BVX

Ordinary Share ISIN number

GB00BNXH3K91

SEDOL code

BNXH3K9

LEI

1
2
3

£13,223,040

213800ZI85IZNA6N3L53

After deduction of Expenses.
Assuming all Options and Warrants were capable of exercise, and had been exercised, as at Admission.
The market capitalisation of the Company at any given time will depend on the market price of the Ordinary Shares at that time.
There can be no assurance that the market price of a Ordinary Share will equal or exceed the Placing Price.
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EXPECTED TIMETABLE OF PRINCIPAL EVENTS
Publication of this Admission Document

5 August 2021

Admission and commencement of dealings in the Enlarged
Share Capital on AIM
Fundraise Shares credited to CREST accounts (where applicable)
Despatch of definitive share certificates (where applicable)

8.00 a.m. on 11 August 2021

12 August 2021
by 3 September 2021

Notes:
1.

References to time in this document are to UK (BST) time unless otherwise stated.

2.

Each of the times and dates in the above timetable is subject to change without notice. If any of the above times or dates should
change, the revised times and/or dates will be notified by an announcement on an RIS.
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DEFINITIONS
The following definitions apply throughout this document, unless the context requires otherwise or unless
defined in Part V of this document, for the purposes of that part only:
“£” or “Sterling”

British pounds sterling

“Acceleris Capital”

Acceleris Capital Limited, a company incorporated in England &
Wales with registered number 08817319 and having its registered
office at 2nd Floor Ct3 Wigan Investment Centre, Waterside Drive,
Wigan, WN3 5BA

“Acceleris Warrant Instrument”

the warrant instrument adopted by the Company on 4 August 2021
constituting the Acceleris Warrants, further details of which are set
out in paragraph 12.2 of Part VIII of this document

“Acceleris Warrants”

the 816,300 warrants over Ordinary Shares issued by the Company
on 4 August 2021 pursuant to the Acceleris Warrant Instrument

“Act”

the Companies Act 2006 (as amended)

“ADC Biotech”

ADC Biotechnology Limited, a company incorporated in England &
Wales with registered number 07235280 whose registered address
is 4 Friarsgate, Whitefriars, Chester, Cheshire, CH1 1XG

“Admission”

the admission of the Enlarged Share Capital to trading on AIM
becoming effective in accordance with Rule 6 of the AIM Rules

“Admission Document” or
“document”

this document dated 5 August 2021

“AIM”

the market of that name operated by the London Stock Exchange

“AIM Rules”

the AIM Rules for Companies published by the London Stock
Exchange from time to time (including, without limitation, any
guidance notes or statements of practice) which govern the rules
and responsibilities of companies whose shares are admitted to
trading on AIM

“AIM Rules for Nominated
Advisers”

the rules setting out the eligibility, ongoing obligations and certain
disciplinary matters in relation to nominated advisers, as published
by the London Stock Exchange from time to time

“Alderley Park Ventures”

Alderley Park Ventures Limited, a company incorporated in England
& Wales with company number 09259444 and having its registered
office at Biocity Pennyfoot Street, Nottingham, NG1 1GF

“Articles”

the articles of association of the Company, as at the date of
Admission, a summary of which is set out in paragraph 9 of Part VIII
of this document

“Audit Committee”

the audit committee of the Board, as constituted from time to time

“Associated Company”

has the meaning given in paragraph 94 of Schedule 2 of the Income
Tax (Earnings and Pensions) Act 2003
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“Associated Government Entities” means:
(a)

any UK Government departments, including their executive
agencies, other subsidiary bodies and other parts of UK
Government;

(b)

companies wholly or partly owned by UK Government
departments and their subsidiaries;

(c)

non-departmental public bodies, other public bodies, public
corporations and their subsidiary bodies sponsored by UK
Government departments; and/or

(d)

any successors to any of the entities set out in (a), (b) and
(c) above or any new bodies which fall within the same criteria

“Biocity”

Biocity Investments Limited, a company incorporated in England &
Wales with company number 06829408 and having its registered
office at Biocity Pennyfoot Street, Nottingham, NG1 1GF

“BiVictriX” or “BVX”

BiVictriX Limited (formerly BiVictriX Therapeutics Limited and
BVX Limited), a company incorporated in England & Wales with
registered number 10005270 whose registered address is Optic
Technium St. Asaph Business Park, Fford William Morgan,
St. Asaph, Wales, LL17 0JD

“Board”

the board of Directors of the Company from time to time, or a duly
constituted committee thereof including, where the context requires,
the directors of the Company on or after Admission

“certificated” or “in certificated
form”

recorded on the relevant register of the share or security concerned
as being held in certificated form in physical paper (that is not in
CREST)

“CLA”

means the convertible loan agreement between UK FF, Biocity and
BiVictriX dated 3 September 2020 and the subscription deed
between BiVictriX and DBW dated 25 September 2020 and
novated to the Company on 4 August 2021

“Company”

BiVictriX Therapeutics Plc (formerly BiVictriX Plc), a company
incorporated in England & Wales with registered number 13470690
whose registered address is C/o Slater Heelis Limited,
86 Deansgate, Manchester, M3 2ER

“Concert Party”

Tiffany Thorn; Simon Thorn; Norman Molyneux; Acceleris Limited;
and Acceleris Capital, further details of which are set out in
paragraph 7.2 of Part VIII of this document

“CREST”

the computer based system and procedures which enable title to
securities to be evidenced and transferred without a written
instrument, administered by Euroclear UK & Ireland in accordance
with the CREST Regulations

“CREST Regulations”

the Uncertificated Securities Regulations 2001 (SI 2001/3755),
including: (i) any enactment or subordinate legislation which amends
those regulations; and (ii) any applicable rules made under those
regulations or such enactment or subordinate legislation for the time
being in force
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“Crowe”

Crowe U.K. LLP, a limited liability partnership incorporated in
England & Wales with registered number OC307043 whose
registered office is at 55 Ludgate Hill, London, EC4M 7JW

“Development Bank of Wales” or
“DBW”

The Development Bank of Wales Plc, a group which holds Ordinary
Shares in the Company via its subsidiary companies DBW
Investments (3) Limited and DBW Investments (14) Limited,
companies incorporated in England & Wales with company
numbers 05210122 and 10184892 respectively and having their
registered offices at Unit J Yale Business Village, Ellice Way,
Wrexham LL13 7YL

“Directors”

the directors of the Company whose names are set out on page 11
of this document

“EIS”

The Enterprise Investment Scheme, as set out in Part 5 of the
Income Tax Act 2007 and Schedule 5B Taxation of Chargeable
Gains Act 1992, as amended from time to time

“EIS Relief”

the relief available to investors under EIS

“EMI”

Enterprise Management Incentive

“Enlarged Share Capital”

the Ordinary Shares in issue immediately following Admission

“Existing Director”

Tiffany Thorn

“Expenses”

estimated commissions, fees and expenses payable by the
Company in relation to the Fundraise and Admission

“FCA”

the Financial Conduct Authority of the United Kingdom

“FDA”

United States Food & Drug Administration

“FSMA”

the Financial Services and Markets Act 2000 (as amended)

“Fundraise”

the Placing and the Subscription

“Fundraise Shares”

the Placing Shares and the Subscription Shares

“Group”

the Company and its only subsidiary, BVX

“HMRC”

HM Revenue and Customs

“IFRS”

International Financial Reporting Standards as adopted by the
European Union

“Independent Shareholders”

the shareholders who are not members of the Concert Party

“Locked-in Persons”

the Rule 7 Locked-in Persons, Non-Rule 7 Locked-in Persons, and
the Soft Locked in Persons

“London Stock Exchange”

London Stock Exchange plc

“New Scheme”

the share option plan which is to be adopted by the Company on
Admission, details of which are set out in paragraph 11.1 of Part VIII
of this document

“Non-Rule 7 Locked-In Persons”

Alderley Park Ventures and Biocity

“Official List”

the official list of the FCA
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“Options”

rights to acquire Ordinary Shares as described in paragraph 11.1
of Part VIII of this document

“Ordinary Shares”

ordinary shares of £0.01 each in the capital of the Company

“Panel”

the Panel on Takeovers and Mergers

“Placees”

the subscribers for Placing Shares at the Placing Price pursuant to
the Placing

“Placing”

the conditional placing of the Placing Shares by SP Angel, as agent
for the Company, pursuant to the terms of the Placing Agreement

“Placing Agreement”

the placing agreement dated 4 August 2021 between, inter alia, the
Company, the Directors and SP Angel, relating to the Placing,
further details of which are set out in paragraph 16.5 of Part VIII of
this document

“Placing Price”

20 pence per Placing Share

“Placing Shares”

the 23,968,543 Ordinary Shares to be purchased or subscribed for
by Placees pursuant to the Placing

“Proposed Directors”

Iain Ross, Professor Robert Hawkins, Susan Lowther and William
Drummond Paris

“Prospectus Regulation”

the prospectus regulation rules made by the FCA under Part VI of
FSMA

“QCA”

the Quoted Companies Alliance

“QCA Code”

the Corporate Governance Code 2018 published by the QCA

“Recognised Stock Exchange”

any market of a recognised investment exchange as defined by
section 1005 of the Income Tax Act 2007

“Registrars”

the Company’s registrars from time to time, at the date of this
document, Share Registrars Limited

“RIS”

Regulatory Information Service

“Rule 7 Locked-In Persons”

Tiffany Thorn, Simon Thorn, Development Bank of Wales, Iain Ross,
Acceleris Limited, and Acceleris Capital

“Rule 9”

Rule 9 of the Takeover Code

“Shareholder(s)”

holder(s) of Ordinary Shares

“Share Exchange”

The share exchange undertaken pursuant to the Share Exchange
Agreement

“Share Exchange Agreement”

The agreement entered into between all the existing shareholders
of BVX and the Company dated 28 July 2021 as more particularly
described in paragraph 16.6 of Part VIII of this document

“Soft Locked-In Persons

David Evans, Andrew Parker, Alexandra Parker and Christopher
Oglesby

“SP Angel”

SP Angel Corporate Finance LLP, a limited liability partnership
incorporated in England and Wales with registered number
OC317049
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“SPA Warrant Instrument”

the warrant instrument adopted by the Company on 4 August 2021
constituting the SPA Warrants, further details of which are set out
in paragraph 12.1 of Part VIII of this document

“SPA Warrants”

the 433,982 warrants over Ordinary Shares issued by the Company
to SP Angel on 4 August 2021 pursuant to the SPA Warrant
Instrument

“Subscribers”

the subscribers for Subscription Shares at the Placing Price
pursuant to the Subscription

“Subscription”

the subscription by the Subscribers for Subscription Shares

“Subscription Shares”

the 13,531,457 Ordinary Shares to be subscribed for pursuant to
the Subscription

“Takeover Code”

the City Code on Takeovers and Mergers published by the Panel

“UK” or “United Kingdom”

the United Kingdom of Great Britain and Northern Ireland

“UK FF” or “Future Fund”

UK FF Nominees Limited, the UK Future Fund, administered by the
British Business Bank

“uncertificated” or
“uncertificated form”

shares or other securities recorded or the relevant register as being
held in uncertified form in CREST and title to which, by virtues of
the CREST Regulations, may be transferred by means of CREST

“US” or “United States”

the United States of America, its territories and possessions, any
state of the United States of America and the District of Columbia
and all other areas subject to its jurisdiction

“VAT”

value added tax

“VCT”

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 Relief”

the income tax relief available to investors of a VCT

“Warrants”

the SPA Warrants and the Acceleris Warrants
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GLOSSARY OF TECHNICAL TERMS
ADC” or “ADCs”

antibody-drug conjugates, a class of biopharmaceutical drugs
designed as a targeted therapy for treating cancer. Unlike
chemotherapy, ADCs are intended to target and kill tumour cells
while sparing healthy cells

“AML”

acute myeloid leukemia, a cancer of the myeloid line of blood cells,
characterised by the rapid growth of abnormal cells that build up in
the bone marrow and blood and interfere with normal blood cell
production

“AND-gate”

traditionally refers to an electrical circuit that combines two signals
so that the output is on if both signals are present, used herein to
describe an approach that requires two mechanisms to be engaged
for activity rather than one

“Bi-Cygni®”

BiVictriX’s technology which has been designed to selectively target
antigen co-expression fingerprints, or “twin antigens”, on tumour
cells, which are absent from healthy cells

“BVX001”

BiVictriX’s lead development programme

“CAR-T”

chimeric-antigen T cells, which are T cells that have been genetically
engineered to produce an artificial T-cell receptor for use in
immunotherapy

“CD7”

cluster of differentiation 7

“CD33”

cluster of differentiation 33, also known as sialic acid binding Ig-like
lectin 3 Siglec 3

“CMO”

contract manufacturing organization

“CRO”

clinical research organization

“cyTOF”

a variation of flow cytometry in which antibodies are labelled with
heavy metal ion tags rather than fluorochromes

“DfN”

Different from Normal

“ELN”

European Leukemia Net

“GMP”

good manufacturing practice

“HCPC”

The Health and Care Professions Council, the statutory regulator
for several health and care professions, including biomedical
scientists

“HER2 x HER2”

a molecule targeting human epidermal growth factor receptor 2

“HSCT”

haematopoietic stem cell transplantation, the transplantation of
multipotent hematopoietic stem cells, usually derived from bone
marrow, peripheral blood, or umbilical cord blood

“LAIP”

Leukemia-Associated Immunophenotype

“mAbs”

monoclonal antibodies; an antibody made by cloning a unique white
blood cell
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“MRD”

measurable residual disease, the name given to small numbers of
leukaemic cells (cancer cells from the bone marrow) that remain in
the person during treatment, or after treatment when the patient is
in remission (no symptoms or signs of disease)

“MUC1 x EGFR”

a molecule targeting Mucin 1 and Epidermal Growth Factor
Receptor

“Myelosuppression” or
“bone marrow suppression”

the decrease in production of cells responsible for providing
immunity (leukocytes), carrying oxygen (erythrocytes), and/or those
responsible for normal blood clotting (thrombocytes)

“R&D”

research and development

“T cells”

a type of leukocyte (white blood cell) that is an essential part of the
immune system
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PART I
INFORMATION ON BIVICTRIX AND THE FUNDRAISE

1. INTRODUCTION
BiVictriX is a drug development company which has developed its proprietary Bi-Cygni® technology, which
focuses on an area of unmet medical need.
BiVictriX’s lead development programme, BVX001, represents a first-in-class Bi-Cygni® ADC, targeting the
cancer-specific co-expression pattern of CD7 and CD33, with early preclinical validation demonstrated in
AML models.
AML is the most common form of adult leukaemia, (representing approximately 80 per cent. of cases) and
is one of the most aggressive forms of cancer, often presenting with a fulminant clinical course. AML arises
from the clonal expansion of malignant myeloid blasts in the bone marrow. The cancerous blasts can quickly
overload the bone marrow in a matter of days to weeks, eventually spilling into the peripheral blood and
causing debilitating effects that ultimately result in death.
On average, just 20 per cent. of AML patients are expected to live for 5 years or more; declining drastically
to just 5 per cent. in those over 65 years of age. This is substantially lower than the average 10-year survival
for patients diagnosed in the UK with breast cancer (76 per cent.), bowel cancer (53 per cent.) and ovarian
cancer (35 per cent.). With chances of long-term survival still dismally low, AML represents an urgent unmet
medical need.
The global ADC market represents one of the fastest growing markets in the oncology sector. The market
was valued at US$1.57 billion in 2017 and is set to grow rapidly with forecasts estimating the sector will be
worth US$9.93 billion by 2025.
In just the last two years alone, the sector has seen six further ADC approvals, bringing the total number of
approved ADCs on the market to ten, with more approvals expected in 2021. Recent merger and acquisition
activity within the space, including the acquisition of ADC and bispecific therapeutic developer VelosBio Inc.
by Merck (MSD) for US$2.8 billion announced in November 2020, highlights the growing interest in the
industry for combining these two next-generation approaches.
Detailed information regarding BiVictriX’s development to date, the strategy of the Group and the market
for ADCs is set out below.

2. BACKGROUND AND HISTORY TO BIVICTRIX
BiVictriX is a UK-based drug discovery and development company which is focused on leveraging clinical
experience to develop a class of highly selective, next generation cancer therapeutics which exhibit superior
potency, whilst eliminating treatment-related toxicities (i.e. harmful side effects).
Next generation approaches have the potential to save millions of lives, but currently can only be utilised to
their full potential in certain cancer types, owing to the absence of truly ‘cancer specific’ targets.
BiVictriX’s first-in-class approach utilises its proprietary Bi-Cygni® therapeutics which are designed to
selectively target antigen co-expression fingerprints, or “twin antigens”, on tumour cells, which are largely
absent from healthy cells. Whereas this concept has been validated in a clinical diagnostic setting to support
the diagnosis and monitoring of haematological cancers, it has not yet been widely used in a therapeutic
setting.
BiVictriX has identified a diverse panel of novel cancer-specific “twin antigens”, across a broad range of
cancer indications. These include Diffuse Large B cell Lymphoma, Acute Myeloid Leukaemia and Blastic
Plasmacytoid Dendritic Cell Neoplasm. The primary area of focus for BiVictriX is in using these novel
“twin-antigens” to develop more effective and safer therapeutics to target cancers that are expected to
constitute orphan indications and current areas of high unmet medical need.

19

Establishment and experience of management
BiVictriX commenced operations as an independent therapeutic development company in January 2017;
effectively re-designing an application which had been successfully used to differentiate cancer cells in a
clinical diagnostic setting and applying it to develop highly selective cancer therapeutics. BiVictriX was
spun-out of ADC Biotech in June 2016 with the full ownership and rights to develop novel therapeutics
utilising the “twin antigen” concept. All rights to the technology were assigned to BiVictriX and there is no
longer any legal connection between BiVictriX and ADC Biotech. BiVictriX’s founder and current Chief
Executive Officer, Tiffany Thorn, is an NHS HCPC-registered clinical scientist who combines knowledge of
the clinical diagnostic landscape in haematological cancers with experience in the emerging Antibody Drug
Conjugate sector. Ms Thorn was employed as a member of the senior management team at ADC Biotech,
when the concept behind the “twin antigen” therapeutic approach was first envisaged.

Funding to date
The initial operations of BiVictriX were funded through a seed investment of approximately £450,000 from
two venture capital investors: Alderley Park Ventures and Development Bank of Wales, together with a group
of private investors. This was followed by a second round of seed investment of around £850,000 (drawn
down across 2018 and 2019) from the same investor group.
Following the achievement of pre-agreed milestones, BiVictriX subsequently raised approximately £1 million
between April 2020 and September 2020 from existing investors. These funds are currently being utilised
to expedite the development of BVX001 (BiVictriX’s lead programme) and begin expanding BiVictriX’s
pharmaceutical development capabilities to provide an attractive early-stage pipeline. Following Admission,
the next two programmes will be identified for further development.
Between January 2017 and September 2020, BiVictriX raised a total of around £2.3 million from its existing
investors and from Future Fund, Biocity and DBW in the form of convertible loans under the terms of
the CLA.

Use of funds raised to date
To date, BiVictriX has employed its funds primarily to establish preclinical proof-of-concept on the Bi-Cygni®
approach, progress BiVictriX’s lead asset, BVX001, and identify and safeguard the pipeline through:
l

establishing key know-how pertaining to the manufacture and specialised engineering of Bi-Cygni®
therapeutics;

l

establishing early preclinical data demonstrating the key competitive advantages of BVX001 compared
to market competitors;

l

establishing a broad pipeline of potential “twin antigen” targets across a diverse array of cancer
indications; and

l

filing a broad intellectual property portfolio safeguarding the lead asset.

Location
BiVictriX currently operates across two locations. The head office is based within the well-established drug
development facility at Alderley Park, Cheshire, which previously served as the global headquarters for
AstraZeneca Plc. In addition, BiVictriX’s specialist laboratory facilities are based at The Optic Centre, North
Wales.

3.

DESCRIPTION OF BIVICTRIX’S BI-CYGNI® TECHNOLOGY

The Bi-Cygni® therapeutic approach
BiVictriX’s approach to developing highly selective cancer therapeutics with improved potency, branded as
the Bi-Cygni® approach, builds upon Ms Thorn’s direct clinical experience. The Bi-Cygni® approach utilises
a concept adopted in the clinic to support the efficient diagnosis and monitoring of haematological
malignancies and utilises it to develop a novel pipeline of first-in-class therapeutics.
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Bi-Cygni® therapeutics are designed to be highly differentiated from other therapeutic approaches due to:
(1) their improved potential to specifically target cancer cell “twin antigen” fingerprints (combinations of
antigens that are selectively co-expressed on cancer cells, and which are largely absent from healthy cells);
and (2) their intended requirement for dual engagement with the targeted cancer cell antigen fingerprints to
elicit maximum cell kill.
Through selectively targeting combinations of tumour antigens which are aberrantly co-expressed on the
cancer and are not usually found together on the same cell in healthy tissues, Bi-Cygni® therapeutics offer
the potential to substantially reduce target-related toxicity; a significant concern hindering the successful
application of otherwise promising targeted cancer therapies.

Harnessing the potential of clinically relevant cancer-selective “twin antigen” fingerprints
It is accepted by many clinicians that certain types of leukaemia aberrantly express antigens on their cell
surface following malignant transformation, the so-called “immunophenotypic shift”. When paired with other
pre-existing antigens on the surface of these cells, a leukaemia-specific phenotype or “twin antigen”
fingerprint is defined which is different-from-normal, thereby allowing the clear differentiation of cancer cells
from other populations of healthy cells.
The detection of cancer-specific “twin antigen” fingerprints has been adopted in clinical settings for many
years, providing key information to clinicians to support in the diagnosis and monitoring of haematological
malignancies. Measurable residual disease (“MRD”), or the ability to detect the presence of leukaemia cells,
is an important independent prognostic indicator in AML. This technique is highly reliant on the ability to use
known cancer-specific antigen fingerprints to reliably differentiate leukaemia cells from healthy cells in the
blood, using one of two laboratory techniques. In 2017, the European Leukemia Net (“ELN”) revised their
clinical recommendations for AML to now include MRD, based on the detection of cancer-specific antigen
fingerprints, as a new response criterion for clinical trials, with MRD monitoring now considered part of
standard-of-care for AML patients.
Figure 1. Schematic demonstrating cancer-specificity of “twin antigen” fingerprints

BiVictriX has used experience gained from within the clinic to identify a panel of novel cancer-specific “twin
antigen” fingerprints across a diverse array of malignancies for use in a therapeutic composition. BiVictriX
has filed patent applications to safeguard the targeting of various cancer-specific “twin antigen” fingerprints
for use as anti-cancer therapeutics. Further information regarding BiVictriX’s patent families is set out in
paragraph 3 below.

Bi-Cygni® therapeutics have an AND-gate therapeutic design
To unlock the full selective potential of the cancer cell “twin antigen” fingerprints, BiVictriX utilises know-how
to design and engineer Bi-Cygni® therapeutics such that they ideally require dual binding to both antigen
targets on the cancer cell to become fully activated. Should the therapeutic come into contact with a healthy
cell that expresses just one of the antigen pair but not both, it is intended that only one binding event will
occur, with the aim of reducing the activity of the therapeutic and thus leaving the healthy cells largely
unharmed.
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Figure 2. Schematic demonstrating the “AND-gate” therapeutic design used within Bi-Cygni®
therapeutics to improve cancer specificity

The Directors believe the Bi-Cygni® approach can be applied across a range of next-generation anti-cancer
immunotherapies to improve the cancer selectivity and potency of the approach. BiVictriX is initially applying
the Bi-Cygni® concept to build a pipeline of highly selective, bispecific ADCs, which the Directors believe
offer significant competitive advantages over the de facto ADC design.
ADCs are an innovative class of drug composed of an antibody linked through a chemical linker, to a
cytotoxic drug. ADCs aim to selectively deliver highly potent chemotherapy drugs to cancer cells through
recognition of a protein antigen expressed on the surface of the targeted cancer cells. Upon binding to
antigen, the ADC/antigen complex is internalised into the cell where it traffics to the lysosome. Here the
drug linker is selectively cleaved enabling the cytotoxic drug to freely diffuse into the cell and initiate cell
death. The specificity of ADCs for the cancer is reliant on the expression profile of the targeted antigen.
Unfortunately, most of the known antigen targets that are available for therapeutic development are not only
expressed on the surface of the cancer cells, but also on a wide array of healthy cells. This ultimately leads
to damage to healthy tissues causing drug-related toxicity.
The Directors believe, based on early preclinical data with BVX001, that Bi-Cygni® therapeutics have the
potential to offer several key advantages when compared to conventional anti-cancer immunotherapy
approaches, these include:
l

potential for superior potency (greater cell kill) towards the targeted cancer cells through the targeting
of dual antigens;

l

potential for improved cancer-specificity providing an opportunity to reduce treatment-related toxicity
towards healthy cells and enable higher dosing or better access to combinatorial approaches;

l

potential for broader activity across patients with both “high” and “low” target-expressing tumours;

l

potential ability to expand the pool of possible druggable targets; and

l

potential ability to work across both solid and liquid tumour indications.

Preclinical proof-of-concept demonstrated with BVX001
Early preclinical data of BiVictriX’s lead programme BVX001, has indicated this molecule has the potential
for superior potency; together with a potentially wider therapeutic index (improved cancer selectivity); when
compared to competitor ADC approaches.

BVX001 induces significant tumour regressions in an in vivo model of AML, resistant to
competitor ADC approaches
In an animal model of CD7+CD33+ AML, BVX001 was well tolerated and had a significant and durable
anti-tumour effect. Cytarabine, one of the currently approved components of induction chemotherapy in
AML was selected as a positive control in the study. Following a 21-day dosing period with BVX001 Tumour
Growth Inhibition (TGI) was reported at 100 per cent. with 98 per cent. tumour regressions seen (p<0.001),
compared to just 47 per cent. tumour regressions reported in the cytarabine arm (p<0.001). At the end of
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the BVX001 dosing period, 3/10 animals were reported to be tumour-free and 4/10 animals had tumours
below the level of detection. No adverse effects were observed in the BVX001 treatment group throughout
the treatment course. In contrast, in the cytarabine arm, 3/10 mice suffered weight loss of more than
5 per cent. over the dosing period which is a sign of poor tolerability to the therapeutic agent.
Figure 3. In vivo data from a subcutaneous xenograft model in SCID mice (10 mice per group)
implanted with CD7+/CD33+ HNT-34 AML cells. Cytarabine was dosed at its maximum tolerated
dose (20mg/kg, 5 days on 2 days off i.p. for 3 weeks). The maximum tolerated dose of BVX001
was not reached, however for the purposes of the study, a dose of 10mg/kg, given i.v. twice
weekly for 4 weeks was selected.

After the end of active treatment, animals in the BVX001 and cytarabine treatment groups were followed.
In the cytarabine treatment group, the tumours in all animals rebounded rapidly, whereas the rate of tumour
regrowth in the BVX001 treatment arm was substantially slower.

BVX001 demonstrates superior cancer selectivity in cellular assays from healthy human donors
Myelosuppression, or the reduction in the number of functioning CD33+ healthy myeloid blood cells, is a
significant and potentially fatal treatment-related toxicity reported repeatedly by a significant number of AML
therapeutics that are currently on the market and in development. Myelosuppression can lead to patient
deaths from fatal infections as seen in the Seattle Genetics’ phase III trial with SGNCD33A, resulting in its
voluntary removal from the clinic. This has also been evidenced in the clinic with an ADC currently approved
for the treatment of AML, Pfizer’s Mylotarg®.
Taking bone marrow stem cells from healthy human donors and expanding them to form the full
CD33+ healthy myeloid cell lineage in the laboratory, BiVictriX has demonstrated that BVX001 does not
have a harmful effect on healthy myeloid cells. This was evidenced even at doses substantially higher than
the dose required to cause a positive therapeutic effect in the AML cancer cells. In contrast, a competitor
ADC molecule based on Pfizer’s Mylotarg® (gemtuzumab conjugated to mcMMAF) demonstrated significant
cell kill in the healthy myeloid cell population, which aligns to the harmful toxicity reported with this therapeutic
in the clinic. These data suggest that BVX001, through the Bi-Cygni® approach, has the potential to
substantially improve the therapeutic index of the ADC approach, effectively ensuring the ADC is more
selective towards the cancer.
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Figure 4. Colony-Forming Unit (CFU-GM) assay using healthy human donors demonstrates CD33+
healthy blood cells exposed to BVX001 are left largely unharmed. CD34+ healthy blood progenitor
cells were expanded in the laboratory to form the complete CD33+ myeloid cell lineage. Cells
were exposed to increasing concentrations of BVX001 or a competitor ADC molecule based on
Pfizer’s Mylotarg® (gemtuzumab- mcMMAF), n=2).

4. BIVICTRIX’S INTELLECTUAL PROPERTY PORTFOLIO
BiVictriX’s patent portfolio currently comprises four patent families, providing broad and robust protection
for both the lead asset (BVX001) and extended candidate pipeline. BiVictriX works closely with its patent
attorney, Appleyard Lees IP LLP, to manage its patent portfolio, through regular review meetings to identify
new patentable inventions, agree patent filing and prosecution strategy, prepare and file new patent
applications, prosecute pending patent applications and consider any questions regarding freedom to
operate.
The patent applications in BiVictriX’s patent portfolio are wholly owned by, and are in the name of, BiVictriX
Therapeutics Limited. The patent applications in the portfolio are not subject to any licensing arrangements.
Therapy, the first patent family in BiVictriX’s portfolio, is the base patent family and is directed towards various
compositions which would bind to CD7 and CD33 for the treatment of a CD7+/CD33+ haematological
malignancy (and in particular AML). Several compositions are described and claimed, including the use of
CD7+CD33+ bispecific antibodies and ADCs, CD7+CD33+ trispecific cell engagers, CD7+CD33+ CAR-Ts
and individual CD7/CD33 antibodies used as a combinatorial therapy to treat a malignant disease. The
International PCT application for this family has recently entered the national phase in a number of key
jurisdictions (details shown below in Figure 5) providing robust provisional patent protection in the major
markets and manufacturing hubs for pharmaceutical and bio-therapeutic products.
To provide further protection for the lead asset, two new patent families (“Antibody Sequences” and “Binding
Affinity”) have been filed as priority applications at the UK Intellectual Property Office, both of which provide
narrower claims relating to BVX001.
The “Antibody Sequences” case is a patent application directed towards the specific amino acid sequences
of each binding arm of potential CD7+/CD33+ bispecific drug candidates and describes and claims the
sequences for currently preferred therapeutics and location of preferred amino acid substitutions.
The “Binding Affinity” case is a patent application directed towards relative binding affinities of each binding
arm of potential CD7+/CD33+ bispecific drug candidates and describes and claims the binding affinities for
currently preferred therapeutics. These specific binding affinities have been shown to help reduce off-target
toxicity.
BiVictriX anticipates filing further priority applications relating to BVX001 in 2021 following Admission. These
will provide further coverage relating to the final optimised protein format and the final conjugated molecule.
BiVictriX’s final patent family (“Novel Methods of Therapy”) provides broad protection relating to three further
cancer-specific “twin antigen” fingerprints from within BiVictriX’s wider pipeline which can be used for the
non-myelosuppressing treatment of a malignant disease. Data included in this application shows that the
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bispecific approach of the earlier “Therapy” application may be applied to a range of different cancer-specific
cell surface receptor combinations, whilst maintaining reduced off-target toxicity. The scope of this patent
application is broader than the treatment of haematological malignancies and potentially covers a wider
range of diseases and cancers, including multiple solid tumour indications. The patent has been filed as a
priority application at the UK Intellectual Property Office.
It is the intention of the Company to extend these new priority applications internationally at the appropriate
time and look at building out the patent portfolio with new family members when additional data is available
later in 2021.

Figure 5. An overview of BiVictriX’s Patent Portfolio
Patent Family
Applicant
Therapy
Therapy
Therapy
Therapy
Therapy
Therapy
Therapy
Therapy
Antibody Sequences
Binding Affinity
Novel Methods of Therapy

BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited
BiVictriX Therapeutics Limited

Jurisdiction

Status

Expiry

Europe
Australia
Canada
China
India
Japan
Korea
United States
United Kingdom
United Kingdom
United Kingdom

Pending
Pending
Pending
Pending
Pending
Pending
Pending
Pending
Pending
Pending
Pending

27 Nov 2038
27 Nov 2038
27 Nov 2038
27 Nov 2038
27 Nov 2038
27 Nov 2038
27 Nov 2038
27 Nov 2038
23 Dec 2040
23 Dec 2040
23 Dec 2040

5. BIVICTRIX’S KEY COLLABORATORS
BiVictriX has a number of preclinical research collaborations, with the objective of building the body of data
around BVX001’s mechanism of action, and the potential expansion of the Bi-Cygni® approach across
different cancer indications and alternative therapeutic platforms, utilising data from BiVictriX’s existing “twin
antigen” pipeline. A summary of BiVictriX’s key collaborators is presented in Figure 6 below:

Figure 6. BiVictriX’s Key Collaborators
Pre-clinical Collaborations
Date of Initiation

Institution

2020

University of Liverpool

2020

2021

6.

Objective

Use of mass CyTOF to investigate the expression of
cancer-specific “twin antigen” fingerprints in healthy
and diseased samples
Swansea University – CALIN Exploring the changes that occur in binding
characteristics and mechanism of action of bivalent
constructs
Swansea University – CEAT Supporting R&D activities and providing access to
primary samples aligned to BiVictriX’s pipeline of
potential twin antigen combinations
COMPETITORS AND COMPETITIVE LANDSCAPE

Third Party Bispecific ADC Approaches
There have been several bispecific ADC approaches presented in scientific literature over the last few years,
however it is believed that these approaches do not rely on targeting cancer-specific combinations of
antigens. One such example includes the disclosure of a HER2 x EGFR antibody/ADC by Mazor et al, 2017.
It is believed that the bispecific HER2 x EGFR antibody/ADC described utilised an affinity modulated EGFR
arm to reduce EGFR target-mediated toxicity. While some approaches have been previously described to
reduce target-related toxicity relating to one of the antigen pairs targeted, the Directors believe that these
were not intended to substantially reduce the potential target-related toxicities that could arise in relation to
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both targeted antigens. It is believed that addressing toxicity associated with both target antigens will be of
great importance to produce a therapeutic with substantially reduced toxicity.
The Directors are currently aware of the following two companies that have bispecific ADC programs in
active clinical development:
Sutro Biopharma (NASDAQ:STRO)- Merck KGaA, Darmstadt collaboration
M1231 is a MUC1 x EGFR bispecific ADC for the treatment of solid tumours (NSCLC & Esophageal Cancer)
which is being developed by Sutro Biopharma in collaboration with Merck KGaA, pursuant to a license
agreement executed in 2014. M1231 is currently in preclinical development with first in human studies
planned for the first half 2021.

Zymeworks (NYSE:ZYME)
Zymeworks’ ZW49 is a ‘biparatopic’ HER2 x HER2 ADC targeting two non-overlapping HER2 epitopes, and is
currently being evaluated in a Phase I clinical trial as a treatment for patients with locally advanced or metastatic
HER2-expressing cancers that have progressed following treatment with existing approved therapies.
The Directors believe that neither of the two bispecific ADCs that are currently in active development (Zymeworks’
ZW49 & Sutro Biopharma’s M1231) are specifically intended to significantly reduce or eliminate target-related
toxicity associated with the two targeted antigens. This is based on the Directors belief that the third-party
targeted antigens are likely to display co- expression on certain healthy tissues. It is therefore proposed that BiCygni® therapeutics can offer additional advantages compared to both of these existing approaches.

Third Party Approaches to Improve Tumour Selectivity of Targeted Biologic Therapeutics
Three of these approaches are summarised below:

CytomX Therapeutics (NASDAQ:CTMX)
CytomX’s Pobody® Drug Conjugates rely on increased protease activity within the tumour microenvironment
to activate the therapeutics, enabling them to bind to antigen and elicit cell kill. The Probody® technology
can be applied to ADC, mAb, CAR-T and bispecific cell engager therapeutic platforms.

Bioatla Inc (NASDAQ:BCAB)
Bioatla’s Conditionally Active BiologicsTM (“CABs”) take advantage of the unique metabolism characteristics
of neoplastic cells, the so-called “Warburg Effect”, which ultimately results in lowering the pH of the
surrounding tumour microenvironment. CABs rely on these changes in pH in the tumour microenvironment
for the biologic therapeutics to transition from an inactive state to an activated drug.

Revitope Oncology Inc
Revitope aims to improve the cancer selectivity of immunotherapeutics through utilising their precision dual
targeting technology. Revitope molecules are designed to target specific tumour antigen pairs for greater
precision targeting. The company’s technology platform relies upon administering two separate molecules,
or “PrecisionGate halves”, each of which binds to a separate tumour antigen expressed on the targeted
cancer cell and each of which in itself is inactive until it binds to the cancer cell within the tumour
microenvironment. Enzymes enriched within the tumour microenvironment are responsible for unmasking
the molecule’s active binding sites, enabling them to dimerise and attract effector immune cells to kill the
targeted cancer cell. This means cancer cells must express both antigens in order for the treatment to
become activated at the tumour site.
The third-party platforms described above rely on administering an inactive pro-drug with subsequent drug
activation required through interaction with the tumour microenvironment. In contrast, BiVictriX’s Bi-Cygni®
therapeutics do not require activation within the tumour microenvironment and therefore have the potential
to target both tumour-resident and circulating tumour cells. The Directors believe this will be of crucial
importance when targeting both haematological and solid tumour indications.
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Product Competition
In the last three years, the FDA has approved nine new drugs for AML: Azacitidine (Vidaza®; BMS),
CPX-351 (Vyxeos®, Jazz Pharmaceuticals), enasidenib (Idhifa®; BMS/Agios), gemtuzumab ozogamicin
(Mylotarg®; Pfizer), gilteritinib (Xospata®; Astellas), glasdegib (DAURISMO™; Pfizer), ivosidenib (Tibsovo®;
Agios), midostaurin (Rydapt®; Novartis) and venetoclax (Venclexa®; Roche/Abbvie).
Despite these recent approvals, 5-year survival in AML remains largely unchanged with each novel therapy
complicated further by serious, and in some cases, life-threatening adverse effects. Pfizer’s DAURISMO™
and Roche/Abbvie’s Veclexta®, for example, have recently been approved for the treatment of AML in
patients over 75 years of age. Both drugs are associated with potentially fatal treatment-related toxicities,
with serious adverse reactions reported in 79 per cent. (DAURISMO™) and 52 per cent. of patients
(Venclexta®), including severe or life-threatening cardiovascular toxicity (QT prolongation; DAURISMO™),
myelosuppression and sepsis. For this reason, there remains a significant unmet need in AML, and especially
in particularly underserved patient groups (such as older patients unable to withstand intensive
chemotherapy) for newer, safer therapies that can significantly extend life.
As a heterogeneous disease, newer AML approaches are now aimed at providing survival benefits to specific
patient subpopulations. For example, BMS/Agios’ IDH2 inhibitor Idhifa® is approved for the treatment of
IDH2+ AML, representing 8-19 per cent. of the AML patient population, with Agios’ Tibsovo® targeting just
6-16 per cent. of the patient pool with IDH1+ AML. In line with this, BiVictriX is aware of one therapeutic in
development targeting CD7+ AML subpopulation. Zhejiang University’s CD7 CAR-T therapeutic is currently
within Phase I/II trials for CD7+ haematological malignancies, including AML. Data is not yet available for
assessment on this therapeutic.

Third Party ADCs in Development to Treat AML
Pfizer’s Mylotarg® is the only immunotherapy currently approved for the treatment of AML. Mylotarg is a
CD33-targeted ADC to treat CD33+ AML, which was originally approved in 2000, but was later withdrawn
from the market due to significant liver toxicity leading to patient deaths. The drug was re-approved in 2017
at a lower, fractionated dose, however treatment-related toxicities remain a significant concern.
BiVictriX is currently aware of at least three ADCs in active clinical development that target AML:
Immunogen/Jazz Pharmaceuticals’ IMGN362 (anti-CD123 ADC) targeting AML in combination with
chemotherapy or as a monotherapy in minimal residual disease positive AML (Phase I/II); Actinium
Pharmaceuticals’ Actimab-A (anti-CD33 radioimmunoconjugate) targeting relapsed/refractory disease in
combination with chemotherapy or in newly diagnosed patients over 60 years of age (Phase I/II); and Seattle
Genetics’ SEA-CD70 (anti-CD70 ADC) targeting relapse/refractory AML as a monotherapy (Phase I). Early
clinical data with IMGN632 reported several cases of treatment-emergent adverse events, including serious
cases of febrile neutropenia and hepatoxicity (Phase I data: IMGN632).

7.

INVESTMENT CASE AND MARKET FOR ADCs

Investment Case
The recent adoption of more personalised immunotherapy-based anti-cancer drugs; including ADCs,
bispecific immune-engagers and CAR-Ts, has offered the ability to improve efficacy substantially but so far
has only been achievable in specific cancer indications. The adoption of these therapies across a wider
range of cancers relies on the ability to find novel cancer-specific antigen targets, with many of the tumour
targets currently known to developers, shared across both healthy and diseased cells. Therefore, healthy
tissue expression of the targeted antigens leads to the development of significant, and in some cases,
potentially fatal treatment-related toxicities, which are currently hindering the successful application of next
generation approaches.
Through this approach, the Bi-Cygni® therapeutic platform aims to unlock the full potential of these
promising new approaches by providing a step-change in the cancer selectivity of next generation medicines.
By improving the selectivity of the cancer therapeutics for their targeted malignant cells, whilst also improving
their cell kill potential, the Directors believe that patients may be able to withstand higher, and in some cases,
more curable doses, of these exciting new anti-cancer treatments.
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Lead Programme – BVX001
The Directors believe that BiVictriX’s lead development programme, BVX001 represents a first-in-class
Bi-Cygni® therapeutic, targeting the cancer-specific co-expression pattern of CD7 and CD33, with early
preclinical validation demonstrated in AML models.
AML is the most common form of adult acute leukaemia, (representing approximately 80 per cent. of cases)
and is one of the most aggressive forms of cancer, often presenting with a fulminant clinical course. On
average, just 20 per cent. of AML patients will expect to live for 5 years or more following diagnosis; declining
drastically to just 5 per cent. in those over 65 years of age. This is substantially lower than the average
10-year survival for patients diagnosed in the UK with breast cancer (76 per cent.), bowel cancer
(53 per cent.) and ovarian cancer (35 per cent.). With chances of long-term survival still dismally low, AML
represents an urgent unmet medical need.
AML arises from the clonal expansion of malignant myeloid blasts in the bone marrow. The cancerous blasts
can quickly overload the bone marrow in a matter of days to weeks, eventually spilling into the peripheral
blood and causing debilitating effects that ultimately result in death.
In the US, the incidence of AML ranges from three to five cases per 100,000 of the population with incidence
increasing significantly in people aged 65 and over. Despite advances in healthcare and the current
understanding of successful haematopoietic stem cell transplantation (“HSCT”), the mortality rate for patients
with AML is still high.
The mainstay of treatment for AML has remained largely unchanged for more than 30 years with the continual
frontline routine use of two archaic and highly toxic chemotherapy drugs, cytarabine with an anthracycline,
(the so-called “7+3” regimen). Due to the significant and life-threatening toxicities associated with this
regimen, administration requires long-term hospitalisation in specialised infection control wards, with patients
aged 65 years and older, or those presenting with co-morbidities, often deemed ineligible for intensive
treatment.
One of the major hurdles in designing new and effective therapies for AML is the lack of cancer-specific
antigens. Many of the antigens expressed on the AML cells that are currently used as therapeutic targets
are also expressed on healthy blood progenitor cells in the bone marrow. These cells are essential for the
formation of red blood cells, platelets (involved in clotting) and innate white blood cells required to mount an
effective immune response against infection. Myelosuppression, resulting from the reduction in number of
healthy blood cells, leads to a potentially fatal condition known as neutropenic sepsis, whereby the body
cannot protect itself against infection. Many current attempts at employing next-generation therapeutic
approaches to treat AML have been significantly limited by their lack of cancer specificity, leading to the
onset of sepsis and death.
There have been several attempts to develop more effective, next-generation approaches for AML, including
second and third generation ADCs, bispecific cell engagers and mono- and bi-specific CAR-Ts. However,
to date, these approaches have failed to deliver due to the lack of cancer specificity of the targeted antigens,
leading to life-threatening toxicities and limiting the effective dose of the therapy that can be safely
administered.
Seattle Genetics’ Phase III third generation ADC candidate, SGNCD33A (vadastuximab talirine) was removed
from the clinic in 2017 due to a reported higher rate of deaths, including fatal infections, in the SGNCD33Acontaining treatment arm. Further to this, interim Phase I data with iCell Gene Therapeutics’ bispecific
CD33/CLL1 CAR-T reported that 3 out of a total of 9 patients experienced life-threatening (grade 4) sepsis
following treatment, with all patients experiencing life-threatening bone marrow suppression.
BVX001 is a first-in-class CD7 x CD33 targeted Bi-Cygni® engineered ADC linked to the clinically validated
auristatin cytotoxic payload Monomethyl Auristatin F (MMAF) via a non-cleavable maleimido caproyl (mc)
linker. Through targeting the cancer-specific antigen combination of CD7 and CD33, BVX001 is designed
to specifically kill cancer cells with greater precision, ensuring healthy cells that do not express the antigen
combination remain unharmed.
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Market Overview
The global ADC market represents one of the fastest growing markets in the oncology sector. The market
was valued at US$1.57 billion in 2017 and is predicted to grow at a phenomenal rate over the next few
years with forecasts estimating the sector will be worth US$9.93 billion by 2025, registering a CAGR of
25.9 per cent. over the forecast period. Major advancements in linker technology coupled with extensive
research and development activities to design new, more effective payloads is likely to drive the market.
Significant momentum can be seen in the ADC field with several approvals in the last year and growing
investment in the space. In just the last two years alone, the sector has seen six further ADC approvals,
bringing the total number of approved ADCs on the market to ten, with more approvals expected in
2021.The clinical trial landscape is growing each year with c.100 candidates currently under clinical
investigation and a maturing Phase III landscape evident.
Coupled with the fast-growing bispecifics market, it is anticipated that bispecific ADCs will become the most
sought-after next-generation ADC approach. This specific market is currently in its infancy with just two
bispecific ADCs currently reported in early development, refer to the ‘Competition and Competitive
Landscape section for further details’. Recent merger and acquisition activity within the space, including
the acquisition of ADC and bispecific therapeutic developer VelosBio Inc. by Merck (MSD) for US$2.8 billion
announced in November 2020, highlights the growing interest in the industry for combining these two
next-generation approaches. Figure 7 below highlights some recent developments relating to ADCs.
Figure 7. Recent developments relating to ADCs (Source: Beacon Intelligence)

Lead Indication in AML
The global AML market had an estimated value of US$1.46 billion in 2019 and is forecast to reach
US$3.56 billion by 2027. AML is anticipated to represent one of the fastest growing markets in oncology
with a forecasted CAGR of 13 per cent.; substantially higher than the comparative growth rates in other key
oncology indications. The Directors believe the high growth in the AML market will be driven by the increased
adoption of newer branded therapies reaching the market since 2017, together with an increase in the
incidence of the disease due to the rise in the aging population evident in developed countries.
CD7 and CD33 are believed to be co-expressed in approximately 30 per cent. of AML patients, with the
combination of antigens largely absent from the mainstay of healthy cell populations. As the CD7/CD33
“twin antigen” fingerprint is found predominantly on the AML cancer cells, this combination is also used for
diagnostic purposes and to help monitor the progression of the disease in the clinic.
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8. SUMMARY FINANCIAL INFORMATION
Financial information on BiVictriX covering the three years ended 31 December 2020 and an accountants’
report thereon is included in Part VI of this document.
The following financial information has been derived from the financial information contained in Part V of this
document and should be read in conjunction with the full text of this document. Investors should not rely
solely on the summarised information.
Figure 8. Historical Balance Sheet for BiVictriX for the three years ended 31 December 2020
31 December 31 December 31 December
£’000s
2018
2019
2020
Fixed assets
Tangible assets
Current assets
Trade and other receivables
Current tax receivable
Cash
Total assets
Trade creditors
Accruals
Other creditors
Total current liabilities
Convertible loans
Total liabilities

1

1

63

34
102
211

19
117
129

60
83
862

––––––––––––

––––––––––––

348

266

––––––––––––
––––––––––––

––––––––––––
––––––––––––

20
11
7

25
37
24

263
55
12

––––––––––––

––––––––––––

––––––––––––

38
–

86
–

330
671

––––––––––––

––––––––––––

38

86

310

––––––––––––
––––––––––––

Equity
Share capital
Share premium
Share based compensation
Other reserves
Retained earnings

1
992
2
–
(685)

Total equity

1,068

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Net assets

––––––––––––

––––––––––––
––––––––––––

180

––––––––––––
––––––––––––

1
1,267
6
–
(1,094)

––––––––––––

––––––––––––

310

180

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––

1,001

––––––––––––
––––––––––––

67

––––––––––––
––––––––––––

1
1,428
10
147
(1,519)

––––––––––––

67

––––––––––––
––––––––––––

Figure 9. Historical Profit and Loss for BiVictriX for the three years ended 31 December 2020
31 December 31 December 31 December
£’000s
2018
2019
2020
Operating expenses
Finance costs
Share based compensation
Other operating income

(478)
–
(2)
–

––––––––––––

Operating loss
Taxation

(480)
102

––––––––––––

Net loss

(378)

––––––––––––
––––––––––––

30

(522)
–
(4)
–

––––––––––––

(526)
117

––––––––––––

(409)

––––––––––––
––––––––––––

(517)
(19)
(4)
31

––––––––––––

(509)
84

––––––––––––

(425)

––––––––––––
––––––––––––

9. CURRENT TRADING
In December 2020, BiVictriX filed three new patent applications: two providing further protection to BiVictriX’s
lead asset, BVX001 and the other relating to three new pipeline programmes. Of these new pipeline
programmes, BiVictriX expects to commence the development of at least one new project in the coming
months.
BiVictriX is also currently collaborating with a number of academic groups including University of Liverpool
and Swansea University, both of which look to potentially build upon the know-how in the Company’s novel
Bi-Cygni® technology approach and potentially further expand the intellectual property portfolio.

10. STRATEGY OF THE GROUP
Growth Strategy and Key Milestones
The Directors believe the Bi-Cygni® approach can be applied to build a diverse pipeline of first-in-class
therapeutics across the wider spectrum of immunotherapeutic platforms, addressing key unmet medical
needs in the market. BiVictriX’s ambition is to validate the B-Cygni® approach within a panel of difficult-totreat cancer indications to demonstrate to the market the wide applicability of the concept, building the
Company into a global leader in the field.
To succeed at achieving this vision, BiVictriX aims to achieve the following key milestones within the short
to medium term:
l

accelerate the lead optimisation of BVX001 to reach key preclinical milestones on early (non-GLP)
efficacy and safety;

l

initiate the development of two new candidates, BVX002 and BVX003 to reach early preclinical proof
of concept;

l

expand the Company’s internal early-stage development capabilities to support the further optimisation
of the Bi-Cygni® approach and to enable better access to partnerships with larger pharmaceutical
companies;

l

consolidate the intellectual property landscape surrounding further potential cancer-specific “twin
antigen” fingerprints; and

l

secure key collaborations with industry and academia to expand the Bi-Cygni® approach across other
therapeutic platforms.

11. KEY STRENGTHS OF THE GROUP
Pre-clinical stage drug development company with a lower risk profile
The Directors believe BiVictriX has a relatively low risk profile for an early-stage drug development company
because:
l

there is a wealth of published peer-reviewed scientific papers regarding the expression of the cancerspecific “twin antigen” fingerprints on various cancer indications;

l

many of the identified “twin antigens” are recommended for use and/or adopted in clinical practice to
support the diagnosis and monitoring of haematological malignancies, due to their recognised ability
to differentiate healthy from diseased cells;

l

identified “twin antigens” in BiVictriX’s portfolio are based on antigens with known biological
characteristics and expression profiles, many of which are also therapeutically validated individual
targets thus de-risking their development pathway;

l

ADCs represent a recognised and fast-growing therapeutic approach with ten drugs currently approved
and the Bi-Cygni® approach can be used with the full spectrum of clinically validated linker-payload
platforms available; and

l

bispecific antibody manufacturing technologies are established with many approaches already utilised
in therapeutic candidates in the clinic by several large pharma companies.
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Capital efficient business model
The Directors believe BiVictriX operates on a capital efficient basis by outsourcing specialist advisory and
service capabilities, including GMP manufacturing (once required), clinical trial design/regulatory advice (once
required) and pre-clinical safety to specialist contract manufacturing organisations, advisory firms and
contract research organisations, respectively. In addition, BiVictriX is building small-scale in-house capabilities
to support early-stage discovery programmes. BiVictriX operates, and will continue to operate
post-Admission, on the basis of a cost-effective drug development business model with a core team of
employees, bringing in additional advisory support as required.

Experienced Board & Management Team
The Directors combine a blend of public company experience (small and large capitalisation) with a high
level of scientific excellence and clinical development experience. Further information regarding the Directors
and their biographies is set out in paragraph 1 of Part II of this document.

12. DETAILS OF THE FUNDRAISE
The Placing
The Company is proposing to issue 23,968,543 Ordinary Shares at the Placing Price to the Placees.
The Company, the Directors and SP Angel have entered into the Placing Agreement relating to the Placing
pursuant to which, subject to certain conditions, SP Angel has conditionally agreed to use its reasonable
endeavours to procure subscribers for the Placing Shares.
The Placing Shares will represent approximately 36.3 per cent. of the Enlarged Share Capital. On Admission,
the Company will have a market capitalisation of approximately £13.2 million at the Placing Price.
The Placing Agreement is conditional, amongst other things, upon Admission having become effective by
no later than 8.00 a.m. on 11 August 2021 or such later time and date as the Company and SP Angel may
agree (being not later than 8.00 a.m. on 3 September 2021).
Further details of the Placing Agreement are set out in paragraph 16.5 of Part VIII of this document.

The Subscription
The Company is proposing to issue 13,531,457 Subscription Shares at the Placing Price per Subscription
Share to the Subscribers.
Each of the Subscribers has entered into a Subscription Agreement with the Company pursuant to which,
subject to certain conditions, they will subscribe for the Subscription Shares.
The Subscription Shares will represent approximately 20.5 of the Enlarged Share Capital.
The Subscription Agreements are conditional, amongst other things, upon Admission having become
effective by no later than 8.00 a.m. on 11 August 2021 or such later time and date as the Company and SP
Angel may agree (being not later than 8.00 a.m. on 3 September 2021).
Further details of the Subscription Agreements are set out in paragraph 16.7 of Part VIII of this document.

Admission
Application will be made to the London Stock Exchange for the Placing Shares and the Subscription Shares
to be admitted to trading on AIM. The Placing Shares and the Subscription Shares are expected to be
issued and admission to AIM of the Placing Shares and the Subscription Shares is expected to become
effective on 11 August 2021.
The Placing Shares and the Subscription Shares will be issued fully paid, and following allotment, will rank
in full for all dividends or other distributions hereafter declared, made or paid on the Ordinary Shares and
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will rank pari passu in all other respects with all other Ordinary Shares in issue on Admission. The rights
attaching to such Ordinary Shares are set out in paragraph 9 of Part VIII of this document.

Director Participation in the Fundraise
Certain Directors have conditionally subscribed for an aggregate of 400,000 Subscription Shares at the
Placing Price, pursuant to the terms of the Subscription, as per the table below:
Number of
Director
Subscription
Shares
Iain Ross
Robert Hawkins
Drummond Paris

200,000
125,000
75,000

––––––––––––

Total

400,000

––––––––––––
––––––––––––

13. REASONS FOR ADMISSION AND USE OF THE PROCEEDS OF THE FUNDRAISE
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, specifically in relation to its lead programme BVX001,and
will provide access to wider pools of capital.
The Company will receive approximately £6.67 million of net proceeds from the Fundraise (after deducting
Expenses) which are expected to be used as follows:
l

accelerate the lead optimisation of BVX001 to reach key preclinical milestones on efficacy and safety;

l

expand BiVictriX’s early-stage pipeline to include two additional candidates with preclinical proof of
concept;

l

grow BiVictriX’s intellectual property portfolio to add further protection around the lead programme
and additional pipeline; and

l

expand BiVictriX’s scientific capabilities to provide potential avenues for platform intellectual property
generation and defensibility of BiVictriX’s approach.

The benefits of Admission, in addition to the proceeds of the Fundraise, will include building the profile of
the Group both in the UK and internationally as it seeks to develop its work programmes towards
commercialisation.

14. TAXATION
Information regarding taxation is set out in Part VII of this document. These details are intended only as a
general guide to the current tax position in the UK.
If an investor is in any doubt as to his or her tax position or is subject to tax in a jurisdiction other
than the UK, he or she should consult his or her own independent financial adviser immediately.

15. ADMISSION, SETTLEMENT AND DEALINGS
Application will be made to the London Stock Exchange for the Enlarged Share Capital to be admitted to
trading on AIM. It is expected that Admission will become effective and dealings in the Enlarged Share
Capital will commence on AIM at 8.00 a.m. on 11 August 2021.
The Ordinary Shares will be in registered form and will be capable of being held in either certificated or
uncertificated form (i.e. in CREST). Accordingly, following Admission, settlement of transactions in the
Ordinary Shares may take place within the CREST system if a Shareholder so wishes. In respect of
Shareholders who will receive Ordinary Shares in uncertificated form, Ordinary Shares will be credited to
their CREST stock accounts on 12 August 2021. Shareholders who wish to receive and retain share
certificates are able to do so and share certificates representing the Ordinary Shares to be issued pursuant
to the Fundraise are expected to be despatched by post to such Shareholders by no later than 3 September
2021.
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Following Admission, the ISIN of the Ordinary Shares will be GB00BNXH3K91, the SEDOL will be BNXH3K9
and the LEI will be 213800ZI55IZNA6N3L53. The TIDM is BVX.
16. INTERESTS IN NEW ORDINARY SHARES
Upon Admission, the Directors will in aggregate be interested in, directly and indirectly, 1,997,500 New
Ordinary Shares representing approximately 3.0 per cent. of the Enlarged Share Capital. Further information
on the Directors’ holdings is available in paragraph 10 of Part VIII of this document.
17. EMPLOYEES
As at 4 August 2021, being the last practicable date prior to the publication of this document, BiVictriX
employed five full-time employees. The Company will have in place various incentive schemes to incentivise,
and recognise the value of, its employees and senior management, the details of which are summarised
briefly in the following paragraphs and in more detail in paragraph 11 of Part VIII of this document.
18. TAKEOVER CODE AND THE CONCERT PARTY
The Takeover Code is issued and administered by the Panel. The Company is subject to the Takeover Code
and therefore its Shareholders are entitled to the protections afforded by the Takeover Code.
Under Rule 9 of the Takeover Code when: (i) a person acquires an interest in shares which (taken together
with shares he and persons acting in concert with him are interested) carry 30 per cent. or more of the
voting rights of a company subject to the Takeover Code; or (ii) any person who, together with persons
acting in concert with him, is interested in shares which in the aggregate carry not less than 30 per cent. of
the voting rights of a company, but does not hold shares carrying more than 50 per cent. of the voting rights
of the company subject to the Takeover Code, and such person, or any persons acting in concert with him,
acquires an interest in any other shares which increases the percentage of the shares carrying voting rights
in which he is interested, then, in either case, that person, together with the person acting in concert with
him, is normally required to extend offers in cash, at the highest price paid by him (or any persons acting in
concert with him) for shares in the company within the preceding 12 months, to the holders of any class of
equity share capital whether voting or non-voting and also to the holders of any other class of transferable
securities carrying voting rights, unless the company has obtained the approval of over 50 per cent. of its
independent shareholders in advance of such increase.
The Concert Party
Certain Shareholders are deemed to be acting in concert for the purposes of the Takeover Code and certain
members of the Concert Party already own Ordinary Shares. Following Admission, Tiffany Thorn, Simon
Thorn, Norman Molyneux, Acceleris Limited and Acceleris Capital, will be deemed to be acting in concert
for the purposes of the Takeover Code in relation to their shareholdings in the Company. Between them, on
Admission, the Concert Party will have an interest in 2,092,998 Ordinary Shares, amounting to approximately
3.1 per cent. of the Enlarged Share Capital.
The table below shows the holdings and interests of the members of the Concert Party, including the maximum
number of Ordinary Shares that may be held by members of the Concert Party assuming full exercise of
Options and/or Warrants held by them, assuming no further issue of Ordinary Shares prior to exercise:

Tiffany Thorn
Simon Thorn
Norman Molyneux
Acceleris Limited
Acceleris Capital
Total:

Number of
Ordinary
Shares
held on
Admission

Percentage
of Enlarged
Share
Capital

Options
and
Warrants
held at
Admission

Total
holding
on a fully
diluted
basis

Percentage
holding
on a fully
diluted
basis

1,597,500
88,182
277,812
44,304
85,200

2.4
0.1
0.4
0.1
0.1

5,697,000
–
–
–
816,300

7,294,500
88,182
277,812
44,304
901,500

10.0
0.1
0.4
0.1
1.2

––––––––––––

––––––––––––

––––––––––––

––––––––––––

2,092,998

3.1

6,513,300

8,606,298

––––––––––––
––––––––––––

––––––––––––
––––––––––––
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––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––

11.8

––––––––––––
––––––––––––

Information on members of the Concert Party
Biographical information on Tiffany Thorn is set out in paragraph 1 of Part II of this document. Norman
Molyneux has been a director of BiVictriX since 29 November 2018 (and a director of the Company since
incorporation) and will be standing down from both directorships ahead of Admission. Norman is a director
and a shareholder (via his pension fund ‘@SIPP Pension Trustees Ltd A/C NM 2408) of Acceleris Limited,
an investment company which holds shares in several private companies, including prior to Admission,
BiVictriX.
In addition to being married to Tiffany Thorn, Simon Thorn is the company secretary of Acceleris Limited
and is also the Managing Director and a shareholder of Acceleris Capital, a boutique corporate finance
company that provides advisory services and assists with fundraisings for early stage UK companies.
Acceleris Capital is engaged by BiVictriX to provide financial advice in relation to the Admission. Norman
Molyneux is the Executive Chairman and a shareholder of Acceleris Capital. Acceleris Limited was the
previous trading entity of Acceleris but the trade was transferred to Acceleris Capital in 2014. Acceleris
Capital is a minority shareholder in Acceleris Limited.

19. DIVIDEND POLICY
The Directors believe that the Company should seek principally to generate capital growth for its
Shareholders. The Board may recommend dividends at some future date, depending upon the generation
of sustainable profits, if and when it becomes commercially prudent to do so and subject to having
distributable reserves available for the purpose. The Board may look to adopt a progressive dividend policy
for the Company in the future however there can be no assurance that the Company will declare and pay,
or have the ability to declare and pay, any dividends in the future.

20. ANTI-BRIBERY AND CORRUPTION POLICY
The Company 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. As
such, the Directors have prepared an Anti-Bribery and Corruption Policy to ensure the Company conducts
all of its business in an honest and ethical matter. The Company implements effective systems to counter
bribery and corruption in accordance with this policy. The policy also provides guidance to those working
for the Company on how to recognise and deal with bribery and corruption issues and the potential
consequences. The policy applies to all persons working for the Company or on its behalf in any capacity,
including employees at all levels, directors, officers, agency workers, seconded workers, volunteers, interns,
agents, contractors, external consultants, third-party representatives and business partners, sponsors, or
any other person associated with the Company, wherever located.

21. SHARE OPTION PLANS
In addition, following Admission and the proposed grant of certain share options to Iain Ross and Tiffany
Thorn, the Company will have an outstanding option pool of 6,530.700 share options under the New
Scheme, details of which are set out in paragraph 11 of Part VIII of this document.

22. WARRANTS
At Admission the Company will have 1,250,282 warrants over Ordinary Shares that have been granted and
remain outstanding. Details of the existing and outstanding warrants are set out in paragraph 12 of Part VIII
of this document.
Conditional on Admission:
(i)

SPA Warrants over 433,982 Ordinary Shares (constituting 2 per cent. of the Ordinary Shares placed
by SP Angel pursuant to the Placing) are to be granted to SP Angel pursuant to the SPA Warrant
Instrument; and

(ii)

Acceleris Warrants over 816,300 Ordinary Shares (constituting one per cent. of the Enlarged Share
Capital) are to be granted to Acceleris pursuant to the Acceleris Warrant Instrument.
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Further details of the SPA Warrants and the Acceleris Warrants can be found in paragraph 12 of Part VIII of
this document.

23. LOCK IN AND ORDERLY MARKET ARRANGEMENTS
Certain shareholders have agreed that for a period of time following Admission they will not dispose of
Ordinary Shares held by them at the time of Admission:
l

None of the Rule 7 Locked-in Persons, the Non-Rule 7 Locked-in Persons nor the Future Fund will
dispose of Ordinary Shares held by them for a period of 12 months from the date of Admission. For
the period of 12 months following the anniversary of the date of Admission, they will only dispose of
Ordinary Shares through the Company’s broker.

l

For a period of 6 months from the date of Admission, the Soft Locked-in Persons will not dispose of
Ordinary Shares held by them. For the 6 months following the 6 month anniversary of the date of
Admission, each Soft Locked-in Person will only dispose of Ordinary Shares through the Company’s
broker.

Further details of the Lock-In and Orderly Market Agreements are set out in paragraphs 16.1 to 16.4 of
Part VIII of this document.
Shareholders who are not Locked-In Persons will not be subject to any restriction on the sale of the Ordinary
Shares held by them at Admission.

24. RISK FACTORS
Your attention is drawn to the risk factors set out in Part III of this document and to the section entitled
“Forward Looking Statements” therein. In addition to all other information set out in this document, potential
investors should carefully consider the risks described in those sections before making a decision to invest
in the Company.
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PART II
DIRECTORS, MANAGEMENT AND ADMINISTRATION

1. DIRECTORS AND SENIOR MANAGEMENT
The Board on Admission will comprise Iain Ross (Non-Executive Chairman), Tiffany Thorn (Chief Executive
Officer), Robert Hawkins (Non-Executive Director), Susan Lowther (Non-Executive Director) and William
Drummond Paris (Non-Executive Director). Brief biographical details of the Directors, and senior
management are set out below:

Directors
On Admission it is intended that the following individuals will be appointed to the Board
Iain Gladstone Ross (Non-Executive Chairman, aged 67).
Iain Ross has over 40 years’ experience in the international life sciences and technology sectors and has
held significant roles in multi-national companies including Sandoz, Fisons, Hoffman La Roche, Reed
Business Publishing and Celltech Group plc. He has completed multiple financing transactions, and has
over 30 years of experience in cross-border management as a chairman and Chief Executive Officer. He
has led and participated in seven Initial Public Offerings (IPOs) and has direct experience of M&A transactions
in Europe, the USA and the Pacific Rim. Currently he is non-executive chairman of Silence Therapeutics plc
(LSE & NASDAQ); ReNeuron Group plc (LSE); and Kazia Therapeutics Limited (ASX & NASDAQ). In addition,
he is a non-executive director of Palla Pharma Limited (ASX) and advises a number of private companies in
the biotechnology sector. He is a Biochemistry graduate of London University, a qualified Chartered Director
(IoD) and former Vice Chairman of the Council of Royal Holloway, London University.
Tiffany Jane Thorn (Chief Executive Officer, aged 33).
Tiffany Thorn is the inventor of the Bi-Cgyni® platform and has led the company since its formation, meeting
key project milestones and securing £2.3 million in investment to date. As a HCPC registered Clinical
Immunologist, Ms Thorn has experience of diagnosing and treating haematological malignancies within a
clinical setting in the NHS and was awarded the Chief Scientific Officer’s ‘Rising Star’ Award for her commitment
to the delivery of healthcare. Ms Thorn has a strong background in the ADC sector as a previous member of
the senior management team at ADC Biotechnology Ltd, gaining vital experience of key trends in this field.
Professor Robert Edward Hawkins (Independent Non-Executive Director, aged 65).
Professor Robert Hawkins has over 30 years’ experience of developing cancer biotherapeutics from both
a clinical and laboratory perspective and has served on the scientific advisory boards of several
biopharmaceutical companies. From 1998 to 2019, he was Cancer Research UK Professor at the University
of Manchester/Christie Hospital, undertaking clinical and pre-clinical research in immuno-oncology including
leading several novel trials and major EU grant consortia developing cell therapy. In 2019 he became Chief
Executive Officer of Immetacyte Ltd (“Immetacyte”), a spinout cell therapy he founded and in 2020,
Immetacyte was acquired by Instil Bio Inc (“Instil”), a US company for which he was a founding director.
After several private funding rounds, Instil undertook a successful IPO (NASDAQ:TIL) in March 2021 and is
developing its cell therapy products through operations in the UK and US. Robert graduated in Medicine
from Cambridge University/University College, London and undertook a PhD in antibody engineering
developing methods of phage antibody affinity maturation used in the development of several therapeutic
antibodies including Humira®. He is currently Chief Strategy Advisor to Instil and Honorary Professor at
University of Manchester.
Susan Day Lowther (Independent Non-Executive Director, aged 61).
Susan has been a member of executive boards since 1997 and a Fellow of the Chartered Institute of
Management Accountants since 2003. Susan’s life-sciences career started at Celltech Group plc and
included Head of Finance at Lonza Biologics (previously Celltech Biologics). As part of the leadership team,
she was responsible for finance, HR, IT and facilities functions in the US and UK.
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Susan is currently the Chief Financial Officer of Arecor Therapeutics plc (“Arecor”) which admitted to trading
on AIM in June 2021. Susan joined Arecor from IXICO plc, an imaging contract research organisation where
she defined the financing strategy and raised growth capital taking the company on a path to profitability.
Previously, Susan was Chief Financial Officer at Novacyt S.A. where she oversaw the acquisition of Lab21
Limited, CFO at BioWisdom Limited, who were acquired by Instem Plc, and Finance Director of RiboTargets
Limited, from start-up until its acquisition by Vernalis plc.
William Drummond Paris (Senior Independent Non-Executive Director, aged 69).
Drummond Paris has over 40 years’ experience in the pharmaceutical and life sector and has held senior
positions in Novartis including as Country Head of the UK, Regional Director for Asia Pacific and Global
Head of the Transplantation and Immunology Division when he was a member of the Novartis global pharma
executive board.
Drummond subsequently spent 8 years as President of Kowa Research and Kowa Pharmaceuticals Europe
Ltd, two divisions of a Japanese family-owned business where he led the establishment of clinical research,
regulatory and marketing capabilities within Europe and developed the successful strategy which resulted
in the Company’s profitable first product launch in Europe.
In the SME biotech/diagnostic sector, Drummond has been chairman of Karus Therapeutics Ltd, a
small-molecule pharma research business; Sirigen the high-sensitivity, fluorescent dye business, and more
recently The Electrospinning Business Limited and in each case, he led the successful development and
investment funding of these businesses.

Senior Management
The Board will be supported by a Financial Controller:
Laura Jane Brogden, (Financial Controller, aged 40).
Laura Brogden will assume the role of BVX’s Financial Controller following completion of the transaction,
having previously provided accountancy services to BiVictriX through her role as a Partner with Fact3, a firm
which provides co-sourced finance, HR and IT services to companies across the UK. Ms Brogden has been
employed by Fact3 for 15 years and has extensive experience heading up the finance function for small
and medium sized enterprises across a diverse range of industries. Ms Brogden is also currently Chief
Financial Officer for Incanthera plc, a company which recently listed on the Aquis exchange. She is an
Associate of the Chartered Institute of Management Accountants.
In addition, the Board intends to make further appointments to the onside senior management teams and
form a Scientific Advisory Board following Admission.

2. CORPORATE GOVERNANCE
The Directors acknowledge the importance of the principles set out in the QCA Code.
The Directors have adopted the QCA Code which has become a widely recognised benchmark for corporate
governance of small and mid-sized companies, particularly AIM companies.
Immediately following Admission, the Board will comprise five Directors: one executive Director and four
non-executive Directors, reflecting a blend of different experience and backgrounds. Robert Hawkins, Susan
Lowther and Drummond Paris are considered to be independent non-executive directors.
Following Admission, the Board will meet at least eight times a year to review, formulate and approve the
Company’s strategy, budgets, corporate actions and oversee the Company’s progress towards its goals.
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Compliance with the QCA Code
The Company will publish on its AIM Rule 26 website details of how it complies with the QCA Code and where
it departs from the QCA Code and explanations of the reasons for doing so. This information is also set out
below. The Company will review this information annually in accordance with the requirements of AIM Rule 26.
The following summary sets out how the Company applies the key governance principles defined in the
QCA Code.
The Board of Directors is committed to developing and applying high standards of corporate governance
appropriate to the Company’s size and stage of development. The Board of Directors has adopted the
QCA Code, revised in April 2018 as devised by the Quoted Companies Alliance.
The Quoted Companies Alliance is the independent membership organisation that champions the interests
of small to mid-size quoted companies. The QCA Code takes key elements of good governance and applies
them in a manner which is workable for the different needs of growing companies.
The QCA Code is constructed around ten broad principles. The QCA Code states what are considered to
be appropriate arrangements for growing companies and asks companies to provide an explanation about
how they are meeting the principles through the prescribed disclosures. These are listed below together
with a short explanation of how the Company applies each of the principles. Where the Company does not
fully apply each principle an explanation as to why has also been provided:

Principle One: Business Model and Strategy
The Board has adopted a strategy for the Company’s development which is summarised below.
Overview
The Company is a UK-based drug discovery and development company which is focused on leveraging
frontline clinical experience to develop a class of highly selective, next generation cancer therapeutics which
exhibit superior potency, whilst eliminating treatment-related toxicities (i.e. harmful side effects).
Next generation approaches have the potential to save millions of lives, but currently can only be utilised to
their full potential in certain cancer types, owing to the absence of truly ‘cancer specific’ targets.
BVX’s first-in-class approach utilises its proprietary Bi-Cygni® therapeutics which are designed to selectively
target antigen co-expression fingerprints, or “twin antigens”, on tumour cells, which are largely absent from
healthy cells. Whereas this concept has been validated worldwide in a clinical diagnostic setting to support
the diagnosis and monitoring of haematological cancers, it has not yet been widely used in a therapeutic
setting.
BVX has identified a diverse panel of novel cancer-specific “twin antigens”, across a broad range of cancer
indications. These include Diffuse Large B cell Lymphoma, Acute Myeloid Leukaemia (“AML”) and Blastic
Plasmacytoid Dendritic Cell Neoplasm. The primary area of focus for BVX is in using these novel
“twin-antigens” to develop more effective and safer therapeutics to target cancers that are expected to
constitute orphan indications and current areas of high unmet medical need.
Future Growth Strategy
The Company intends to:
l

accelerate the lead optimisation of BVX001 to reach key preclinical milestones on early (non-GLP)
efficacy and safety;

l

expand BVX’s early-stage pipeline to include two additional candidates with early preclinical proof of
concept;

l

grow BVX’s intellectual property portfolio to add further protection around the lead programme and
additional pipeline; and

l

expand BVX’s internal capabilities to include providing further avenues for platform intellectual property
generation and defensibility of BVX’s approach.
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Principle Two: Understanding Shareholder needs and Expectations
The Board is committed to maintaining good communication and investor relations and having a constructive
dialogue with its shareholders. Institutional shareholders and analysts have the opportunity to discuss issues
and provide feedback at meetings with the Company. The Company has engaged Consilium Strategic
Communications (“Consilium”) to provide Investor Relations services allowing all investors to have the
opportunity to ask questions and provide feedback through Consilium – either by phone or email. Through
Consilium the Board will also allow all investors to attend company investor presentations virtually and to
submit questions to the management. This will be organised periodically during the year. In addition, all
shareholders are encouraged to attend the Company’s annual general meeting and any other general
meetings which are held during the year when possible.
The Board will use the Company’s website to communicate with shareholders and investors will also have
access to current information about the Company on the Company’s website. In addition, shareholder
communication will be answered, where possible or appropriate, by Directors, Consilium or the Company’s
Nominated Adviser and Broker, SP Angel.

Principle Three: Stakeholder Responsibilities
The Board recognises that the long-term success of the Company is reliant upon the efforts of the employees
of the Company and its customers, stakeholders, suppliers and regulators. The Board has put in place a
range of processes and systems to ensure that there is close Board oversight and contact with its key
resources and relationships and seeks feedback from all applicable stakeholder groups whenever possible.
The Company draws upon a range of different resources and relationships to drive the business forward
and ultimately deliver value to shareholders.
l

At the date of Admission, the Company will have net proceeds from the Fundraise of approximately
£6.67 million to progress the development of its development programmes and technology.

l

The Company will be admitted to trading on AIM with the ticker BVX. It is estimated that at Admission,
approximately 21.3 per cent. of the Company’s securities will not be in public hands.

l

BiVictriX is based in laboratories in Alderley Park, Cheshire and The Optic Centre, North Wales. R&D
relies upon the availability of state-of-the-art equipment and facilities provided on-site or accessible
from third party suppliers.

l

BiVictriX recognises that intellectual property is a complex matter and uses external experts to ensure
that the patent portfolio is maintained and prosecuted in the most effective manner. The Board expects
the patent portfolio to expand and mature over the next few years.

l

With BiVictriX’s emphasis on highly specific research, the Company depends upon a group of
individuals working collaboratively both internally and with external academic groups. A network of
collaborations and relationships with academia, key opinion leaders, clinicians, potential industry
partners and regulators to ensure access to the latest thinking at an early stage and are therefore able
to direct it towards commercially viable outcomes.

Principle Four: Risk Management
In addition to its other roles and responsibilities, the Audit Committee is responsible to the Board for ensuring
that procedures are in place, and are being effectively implemented to identify, evaluate and manage the
significant risks faced by the Company. The Audit Committee reviews the risks on a regular basis and will
present them in the annual report each year. The following principal risks have been identified:
l

Technology – there is a risk that competitors will be quicker to innovate and develop new technologies
and address the unmet medical needs identified by the Company. As a result, the Company continues
to prioritise innovation and is actively conducting research to sustain a competitive edge.

l

Clinical & Regulatory – it is possible that the Company’s R&D programmes may not be approved for
clinical and regulatory reasons. Accordingly, new targets are rigorously assessed with regard to any
factors that may make any drug less likely to be approved, including but not limited to dosing and
toxicology. Therefore, the Company intends to utilise innovation to achieve optimum dosing and
minimise safety risks. The Company will select CROs and CMOs to support clinical trials and
manufacture drug product based upon track record and experience.
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l

Intellectual Property – the Company has an IP portfolio which may be challenged by competitors and
therefore the Company may incur substantial costs in defending its patent portfolio. In managing its
patent portfolio, the Company continually seeks to strengthen its existing IP position through patent
filings combined with external legal opinion.

l

Key Talent – the Company will rely upon the recruitment and retention of key employees with the
relevant expertise and experience. Appropriate and competitive reward structures have been put in
place.

l

Financing – progressing a drug through clinical trials is expensive. The Company may not be able to
raise the funds required to support its drug development programmes. The Company will seek, as
appropriate risk sharing partnerships or out-licensing at appropriate stages depending upon the
product risk and investment profile.

Principle Five: A Well-Functioning Board of Directors
The Board is considered to be well-balanced and is currently comprised of Iain Ross (Non-Executive
Chairman), Tiffany Thorn (Chief Executive Officer), Robert Hawkins (Independent Non-Executive Director),
Susan Lowther (Independent Non-Executive Director) and Drummond Paris (Senior Independent
Non-Executive Director). Robert Hawkins, Susan Lowther and Drummond Paris are considered to be
independent.
The Board will meet at least eight times per annum or any other time deemed necessary for the good
management of the business and at a location agreed between the Board members. It has established an
Audit Committee, particulars of which appear under Principle Nine. The time commitment formally required
by the Company is an overriding principal that each Director will 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 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 Articles.

Principle Six: Appropriate Skills and Experience of the Directors
The Company has put in place a board structure that provides a breadth and depth of skills and experience
to deliver the strategy of the Company for the benefit of shareholders over the medium to long-term.
The Board currently consists of five Directors, who are supported by an experienced senior management
team, which will be expanded in the short-term following Admission. The Board also intends to create a
Scientific Advisory Board as the Company grows.
The Directors are of the view that the Company does not currently require a Board-level finance director
given its current stage of development and the fact that it is supported by Laura Brogden, the Company’s
non-Board Financial Controller, who is an Associate of the Chartered Institute of Management Accountants
and will be regularly invited to attend Board meetings.
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 Company.
Currently, the Board has an appropriate balance of sector, financial, and public markets skills and experience
and bring 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 Company as well as their responsibilities as
members of the Board.

Principle Seven: Evaluation of Board Performance
Internal evaluation of the Board and its individual Directors is seen as an important next step in the
development of the Board. This will be undertaken on an annual basis and led by the Chairman in the form
of peer appraisal, questionnaires and discussions to determine the effectiveness and performance in various
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areas as well as the Directors’ continued independence and capacity. The criteria against which effectiveness
is considered will be aligned to the strategy of the Company and management forecasts and budgets that
are already in place.
In addition, succession planning for the Board and senior management team will be undertaken by the
board as a whole.

Principle Eight: Corporate Culture
The Board recognises that its decisions regarding strategy and risk will impact the corporate culture of the
Company as a whole and that this will impact the performance of the Company. The Board is very aware
that the tone and culture set by the Board will greatly impact all aspects of the Company as a whole and
the way that employees behave. The importance of sound ethical values and behaviours is crucial to the
ability of the Company to successfully achieve its corporate objectives.
The Board assessment of the culture within the Company at the present time is one where there is respect
for all individuals, there is open dialogue within the Company and there is a commitment to provide the best
service possible to all the Company’s stakeholders.
In addition, the Company 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 Company implements effective systems to counter bribery and corruption and as part of this it has
adopted an anti-bribery and anti-corruption policy. The policy provides guidance to those working for the
Company on how to recognise and deal with bribery and corruption issues and the potential consequences
and applies to all persons working for the Company or on its behalf in any capacity, including employees at
all levels, Directors, officers, consultants and agents.
The Company has also adopted, with effect from Admission, a share dealing policy regulating trading and
conﬁdentiality of inside information for the Directors and other persons discharging managerial responsibilities
(and their persons closely associated) which contains provisions appropriate for a company whose shares
are admitted to trading on AIM (particularly relating to dealing during closed periods which will be in line
with the Market Abuse Regulation). The Company will take all reasonable steps to ensure compliance by
the Directors and any relevant employees with the terms of that share dealing policy.

Principle Nine: Maintenance of Governance Structures and Processes
Ultimate authority for all aspects of the Company’s activities rests with the Board with the respective
responsibilities of the Non-Executive Chairman and Chief Executive Officer arising as a consequence of
delegation by the Board. The Chairman will be responsible for the effectiveness and leadership of the Board,
promoting a culture of openness and debate by facilitating the effective contribution of non-executive
directors in particular and ensuring constructive relations between the Executive and the Non-Executive
Directors. The Chairman will also be responsible for ensuring that the Directors receive accurate, timely and
clear information. Management of the Company’s day-to-day business resides with the Chief Executive
Officer and primary contact with shareholders has been delegated by the Board to the Chairman.
Non-executive directors are appointed not only to provide independent oversight and constructive challenge
to the Executive Director but also chosen 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
will be conducted, and appointments made, on merit, against objective criteria and with due regard for the
benefits of diversity on the Board.
The Company will also create an Advisory Board for the purpose of providing additional insight and expertise
in the areas the Company operates.
An Audit Committee has been established with formally delegated duties and responsibilities and with written
terms of reference. The committee is comprised solely of Non-Executive Directors. From time to time, other
committees may be set up by the Board to consider speciﬁc issues when the need arises.
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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 Company’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 Company’s corporate governance, internal
audit and controls, risk management, whistle-blowing and fraud-prevention systems. The ultimate
responsibility for reviewing and approving the Company’s annual report and accounts and its half-year
reports remains with the Board.
The Audit Committee will be chaired by Susan Lowther and its other members will be Drummond Paris and
Robert Hawkins. The Board has satisfied itself that has recent and relevant financial experience, and that
the committee as a whole has competence relevant to the sector in which the Company operates. The
Audit Committee will normally meet not less 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. As a
matter of course, the Company’s Chairman and Chief Executive Officer will be invited to attend Audit
Committee meetings.
Remuneration and Nominations Committee
The Company considers that, at this stage of its development, and given the current size of its board, it is
not necessary to establish a formal remuneration or nominations committee. This position will be reviewed
on a regular basis by the Board as a whole.

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, together with share price information.
The Company also takes a proactive approach to investor relations initiatives with ongoing support from
Consilium, the Company’s Financial PR and IR Advisers. These investor relations initiatives will include (but
aren’t limited to):
l

responsive investor relations enquiry service for all investors to ask questions and provide feedback
by phone or email;

l

shareholder events in London and elsewhere;

l

access to virtual investor presentations and Q&A sessions;

l

the use of social media, in accordance with the Company’s social media policy; and

l

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. Through Consilium the Board will also allow all investors to attend company
investor presentations 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 general meetings that are
held throughout the year when possible.
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PART III
RISK FACTORS
Before making any investment decision, prospective investors should carefully consider all the
information contained in this document including, in particular, the risk factors described below.
Ordinary Shares may not be a suitable investment for all recipients of this document. If you are
in any doubt about the Ordinary Shares and their suitability for you as an investment, you should
consult a person authorised under FSMA who specialises in advising on the acquisition of shares
and other securities.
In addition to the usual risks associated with an investment in a company, the Directors consider
that the factors and risks described below are the most significant in relation to an investment
in the Company and should be carefully considered, together with all the information contained
in this document, prior to making any investment decision in respect of the Ordinary Shares. The
list below is not exhaustive, nor is it an explanation of all the risk factors involved in investing in
the Company and nor are the risks set out in any order of priority.
It should be noted that the risks described below are not the only risks faced by the Company
and there may be additional risks that the Directors currently consider not to be material or of
which they are currently not aware.
If any of the events described in the following risks actually occur, the Company’s business, financial
condition, results or future operations could be materially affected. In such circumstances, the price
of the Ordinary Shares could decline and investors could lose all or part of their investment.

RISKS RELATING TO THE COMPANY AND ITS BUSINESS
Early stage of operations
The Company’s operations are at an early stage of development and there can be no guarantee that the
Company will be able to, or that it will be commercially advantageous for the Company to, develop its
proprietary technology or therapeutic programmes towards the clinic. Further, the Company currently has
no positive operating cash flow and its ultimate success will depend on the Directors’ and Directors’ ability
to implement the Company’s strategy, generate cash flow and access capital markets. 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 will not generate any material income in the
short to medium term and in the meantime the Company will continue to expend its cash reserves. There
can be no assurance that the Company proposed operations will be profitable or produce a reasonable
return, if any, on any investment.

Early stage of drug development programmes and pipeline
The Company’s current drug development programmes, including the lead programme, BVX001, are at an
early stage in their development. As such, the data produced on these programmes may change as the
programmes develop further. The Company cannot give any assurance that the data generated to date will
continue to be preserved as the drug programmes develop further through preclinical and/or clinic
development. The Company’s pipeline remains at an early stage and is still subject to further target validation
activities to confirm suitability of the proposed ‘antigen pairs’ for use as a therapeutic application aligned to
the Company’s proprietary approach.

Attraction and retention of key management and employees
The successful operation of the Company will depend partly upon the performance and expertise of its
current and future management and employees. The loss of the services of certain of these members of
the Company’s key management or employees, particularly Tiffany Thorn and Iain Ross given their extensive
knowledge of ADCs, or the inability to identify, attract and retain a sufficient number of suitably skilled and
qualified employees to oversee day to day onside operations may have a material adverse effect on the
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Company. Expansion of the Company and specifically the recruitment of appropriately qualified individuals
to may require considerable management time, which may in turn inhibit management’s ability to conduct
the day to day business of the Company.
In addition, the Chairman and the other Non-Executive Directors have certain other external commitments,
including other directorships as summarised in paragraph 14 of Part VIII of this document. Should any of
these external commitments absorb additional time in the event of a major transaction or a crisis, there may
be a risk that such Directors will be unable to devote sufficient time to the Company. Should such a situation
arise whereby the Chairman or one of the Non-Executive Directors did not have sufficient capacity to fulfil
their role at the Company for a period of time, the Company would make appropriate changes to the Board
without delay.

Management of growth
The Company’s growth plans may place a significant strain on its management and operational, financial
and personnel resource. Further, the ability of the Company to implement its strategy requires effective
planning and management control systems. Therefore, the Company’s future growth and prospects will
depend on its ability to manage this growth. The value of an investment in the Company is dependent upon
the Company achieving the aims set out in this document. There can be no guarantee that the Company
will achieve or manage the level of success that the Board expects.
Rate of market adoption and consumer penetration
The Company’s prospects, among other things, rest upon the rate of consumer penetration. Should the
rate of adoption be slower, this could significantly inhibit the Company’s ability to generate future revenue
and its overall prospects.
Risk to IP
BiVictriX’s success will depend, in part, on being able to protect its intellectual property rights as well as to
operate without infringing on other company’s property rights. The BiVictriX patent portfolio currently
comprises four patent families, none of which have been granted as yet. If issued, these patents should
provide broad and robust protection for both the lead asset (BVX001) and extended candidate pipeline but
there is no guarantee that this will be the case.
Furthermore, 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
BiVictriX, that any of the BiVictriX’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 BiVictriX.
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.
Competition
Although BiVictriX has selected an orphan indication, there remains a risk that its competitors may develop
new products which could compete with, and may reduce the commercial potential of BiVictriX’s product.
Manufacturing Development Risk
Although other ADC therapeutic products have been commercialised and appropriate GMP manufacturing
processes developed, there is no guarantee that the Company can easily develop an equivalent
manufacturing process to produce commercial volumes of its product. Any failure or delay to the
manufacture of its product may affect the clinical trial, regulatory and commercial prospects for BiVictriX.
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Future financing requirements
The Company anticipates making substantial expenditures to fund the development of its work programmes
and any additional portfolio assets. The Company’s cash flow from its current assets, none of which will be
generating income at Admission, may not be sufficient to fund its ongoing activities at all times. From time
to time, the Company may require additional financing in order to carry out its drug development activities.
The Company’s ability to externally finance its capital requirements is dependent on, among other factors:
l

the overall state of the capital markets;

l

interest rates;

l

the operational and financial performance of the Company;

l

tax burden due to current and future tax laws; and

l

investor sentiment towards the healthcare and specifically the drug development industry, the
Company’s projects and the Company’s securities.

Failure to obtain additional financing on a timely basis could cause the Company to forfeit its interest in certain
work programmes or projects, miss certain acquisition opportunities and/or reduce or terminate its operations.
To the extent that external sources of capital become limited, unavailable or only available on onerous terms,
the Company’s ability to make capital investments and maintain existing projects may be impaired, and its
assets, liabilities, business, financial condition and results of operations may be affected materially and
adversely as a result. Alternatively, any available financing may be highly dilutive to existing Shareholders (see
below). Failure to obtain any additional financing necessary for the Company’s capital expenditure plans may
result in a delay in the development or potential future commercialisation of the Company’s projects.
RISKS RELATING TO THE MARKETS IN WHICH THE COMPANY OPERATES
Economic, political, judicial, administrative, taxation or other regulatory factors
The Company may be adversely affected by changes in economic, political, judicial, administrative, taxation
or other regulatory factors in the areas and countries in which the Company operates and proposes to operate.
Adverse public opinion
Government bodies and regulatory agencies require that potential healthcare products are subject to
preclinical studies, including animal testing, prior to conducting human trials. Such work can be subject
to adverse public opinion and has attracted the attention of special interest groups, including those of animal
rights activists. There can be no assurance that such groups will not, in the future, focus on the Company’s
activities or those of its licensees or collaborators, or that any such public opinion would not adversely affect
the Company’s operations. The life sciences industry is frequently subject to adverse publicity on many
topics, including corporate governance or accounting issues, product recalls and research and discovery
methods, as well as to political controversy over the impact of novel techniques and therapies on humans,
animals and the environment. Adverse publicity about the Company, its collaborators, its products, or any
other part of the industry may adversely affect the Company’s public image, which could harm its operations,
impair its ability to gain market acceptance for its products or cause the Company’s share price to decrease.
General legal and regulatory issues
The Company’s operations are subject to laws, regulatory restrictions and certain governmental directives,
recommendations and guidelines relating to, amongst other things, occupational safety, laboratory practice,
the use and handling of hazardous materials, prevention of illness and injury, environmental protection and
animal and human testing. There can be no assurance that future legislation will not impose further
government regulation, which may adversely affect the business or financial condition of the Company’s.
Litigation
While the Company currently has no material outstanding litigation, there can be no guarantee that the
current or future actions of the Company’s will not result in litigation since the drug development industry,
as with all industries, is subject to legal claims, both with and without merit. Defence and settlement costs
can be substantial, even with respect to claims that have no merit. Due to the inherent uncertainty of the
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litigation process, there can be no assurance that the resolution of any particular legal proceeding will not
have a material effect on the Company’s financial position or results of operations.
GENERAL RISKS RELATING TO THE NEW ORDINARY SHARES
Suitability of the Ordinary Shares
Investment in the Ordinary Shares may not be suitable for all readers of this document. Readers are
accordingly advised to consult a person duly authorised under the FSMA who specialises in investments of
this nature before making any investment decisions.
Volatility in the prices of Ordinary Shares
The Placing Price agreed between the Board and SP Angel may not be indicative of the market price for
the Ordinary Shares following Admission.
The subsequent market price of the Ordinary Shares may be subject to wide fluctuations in response to a
number of events and factors that are unrelated to Company’s operating performance such as variations in
operating results, changes in financial estimates, recommendations by securities analysts, the share price
performance of other companies that investors may deem comparable to the Company, market perceptions
of the Company, new reports relating to trends in the Company’s markets, large purchases or sales of Ordinary
Shares, liquidity (or absence of liquidity) in the Ordinary Shares, currency fluctuations, legislative or regulatory
changes, national and global economic conditions and various other factors and events. These fluctuations
may adversely affect the trading price of the Ordinary Shares, regardless of the Company’s performance.
The price at which the Ordinary Shares will be traded and the price at which investors may realise these
investments will be influenced by many factors, some not specific to the Company and its operations.
Furthermore, there is no guarantee that the market price of an Ordinary Share will accurately reflect its
underlying value.
No prior trading market for Ordinary Shares
Admission to trading on AIM should not be taken as implying that a liquid market for the Ordinary Shares will
either develop or be sustained following Admission. The Company cannot predict the extent to which investor
interest in the Ordinary Shares will lead to the development of a trading market. The liquidity of a securities
market is often a function of the volume of the underlying Ordinary Shares that are publicly held by unrelated
parties. If a liquid trading market for the Ordinary Shares does not develop, the price of Ordinary Shares may
become more volatile and it may be more difficult to complete a buy or sell order for Ordinary Shares.
Future issues of Ordinary Shares may result in dilution of existing Shareholders
The Company may decide to issue additional Ordinary Shares in the future in subsequent public offerings or
private placements to fund expansion and development. If existing Shareholders do not subscribe for
additional Ordinary Shares on a pro rata basis in accordance with their existing shareholdings, this will dilute
their existing interests in the Company. Furthermore, the issue of additional Ordinary Shares may be on more
favourable terms than the Fundraise Shares. The issue of additional Ordinary Shares by the Company, or the
possibility of such issue, may cause the market price of the Ordinary Shares to decline and may make it more
difficult for Shareholders to sell Ordinary Shares at a desirable time or price. There is no guarantee that market
conditions prevailing at the relevant time will allow for such a fundraising or that new investors will be prepared
to subscribe for Ordinary Shares at a price which is equal to or in excess of the Placing Price.
Future performance of the Company cannot be guaranteed
There is no certainty and no representation or warranty is given by any person that the Company will be
able to achieve any returns referred to in this document. The financial operations of the Company may be
adversely affected by general economic conditions or by the particular financial condition of other parties
doing business with the Company.
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There is no guarantee that the Company will maintain its quotation on AIM
The Company cannot assure investors that the Company will always retain a listing on AIM. If the Company
fails to do so, certain investors may decide to sell their Ordinary Shares, which could have an adverse impact
on the share price. Additionally, if in the future the Company decides to obtain a listing on another exchange,
in addition to AIM or as an alternative, this may affect the liquidity of the Ordinary Shares traded on AIM.
Share price effect of sales of Ordinary Shares
The market price of Ordinary Shares could decline significantly as a result of any sales of Ordinary Shares
by certain Shareholders following the expiry of the relevant lock-in periods, details of which are set out in
paragraphs 16.1 to 16.4 of Part VIII of this document, or the expectation or belief that such sales of Ordinary
Shares may occur.
Higher risk for shares traded on AIM than on the Official list
Application has been made for the Ordinary Shares to be admitted to trading on AIM, a market designated
primarily for emerging or smaller companies. The AIM Rules are less onerous than those of the Official List
and an investment in shares that are traded on AIM is likely to carry a higher risk than an investment in
shares listed on the Official List.
Conditionality of the Fundraise
The Fundraise is conditional upon, among other things, Admission. In the event that any condition to which
Admission is subject is not satisfied or, if capable of waiver, waived, Admission (and therefore the Fundraise)
will not occur.
Legislation and tax status
This document has been prepared on the basis of current legislation, regulation, rules and practices and
the Directors’ interpretation thereof. Such interpretation may not be correct and it is always possible that
legislation, rules and practice may change. Any change in legislation or regulation and, in particular, in tax
status or tax residence of the Company or in tax legislation or practice may have an adverse effect on the
returns available on an investment in the Company.
Taxation
The attention of potential investors is drawn to Part VII of this document headed “Taxation”. The tax rules
and their interpretation relating to an investment in the Company may change during its life. Any change in
the Company’s tax status or in taxation legislation or its interpretation could affect the value of the
investments held in the Company or the Company’s ability to provide returns to Shareholders or alter the
post-tax returns to Shareholders. Representations in this document concerning the taxation of the Company
and its investors are based upon current tax law and practice which is, in principle, subject to change.
Current and potential investors are strongly recommended to consult an independent financial adviser
authorised under FSMA who specialises in investments of this nature before making any investment decision
in respect of Ordinary Shares.
Dividends
The Company’s ability to pay dividends (including any special dividends) in the future is affected by a number
of factors, principally the generation of distributable profits within the Company and the receipt of sufficient
dividends from its subsidiaries. Under English law, a company can only pay cash dividends to the extent
that it has distributable reserves and cash available for this purpose. In addition, the Company may not pay
dividends if the Directors believe this would cause the Company to be inadequately capitalised or if, for any
other reason, the Directors conclude it would not be in the best interests of the Enlarged Group. Any change
in the tax treatment of dividends or interest received by the Company may reduce the amounts available for
dividend distribution. Any of the foregoing could limit the payment of dividends to Shareholders or, if the
Company does pay dividends, the amount of such dividends. In addition, the Company’s ability to pay
dividends will depend on the level of distributions, if any, received from its operating subsidiaries. The
Company’s subsidiaries may, from time to time, be subject to restrictions on their ability to make distributions
including foreign exchange limitations, and regulatory, fiscal and other restrictions.
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EIS/VCT status
The Company has received professional advice that a portion of the Placing Shares, to be issued pursuant
to the Placing shall rank as “eligible shares” for the purposes of EIS and are capable of being a “qualifying
holding” for the purposes of VCT Relief. However, the advice does not cover all aspects of EIS or VCT or
the precise structure of this Placing. In addition, although it is intended that the Company will be managed
so that this status continues, there is no guarantee that such status will be maintained. Changes in the
Company’s circumstances may result in such status being withdrawn, in which case investors who had
participated in the Placing as an EIS or VCT investment may lose the tax benefits associated with such an
investment and/or any tax relief that has been claimed may be reduced or withdrawn. Further, it should be
noted that the conditions for EIS Relief and VCT Relief are complex and depend not only on the qualifying
status of the Company but also on the circumstances of individual EIS investors or the characteristics of
the VCT concerned (as applicable). Accordingly, EIS and VCT investors should be aware that, whilst the
Company is confident that some of the Placing Shares will be able to be treated as qualifying for relief under
EIS or as a “qualifying holding” for the purposes of VCT Relief (as applicable), that opinion is based on certain
assumptions and the Directors cannot guarantee that any of the Placing Shares will receive such treatment.

Health epidemics, including the Covid-19 pandemic
The spread of Covid-19, which has caused a broad impact globally, may materially affect the Company
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 Company's
liquidity.
The global pandemic of Covid-19 continues to rapidly evolve. 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 Company’s business, healthcare systems or the global economy as a whole remains
somewhat unknown. These effects could however, have a material adverse effect on the Company’s
business, financial condition and/or results of operations and/or the market price of the Ordinary Shares.

The UK’s exit from the European Union
Due to the size and importance of the economy of the United Kingdom, the uncertainty and unpredictability
concerning the United Kingdom’s future laws and regulations (including financial laws and regulations, tax
and free trade agreements, immigration laws and employment laws) as well as its legal, political and
economic relationships with Europe following its exit of the European Union, may continue to be a source
of instability in international markets, create significant currency fluctuations or otherwise adversely affect
trading agreements or similar cross-border cooperation arrangements (whether economic, tax, fiscal, legal,
regulatory or otherwise) for the foreseeable future. The long-term effects of Brexit will depend on the
implementation of the trade and cooperation agreement entered into between United Kingdom and the
European Union and any future agreements (or lack thereof) between the United Kingdom and the European
Union and, in particular, any potential changes in the arrangements for the United Kingdom to retain access
to European Union markets. Brexit could result in adverse economic effects across the United Kingdom
and Europe, which could have a material adverse effect on the Company’s business, financial condition
and/or results of operations and/or the market price of the Ordinary Shares.
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PART IV
TECHNICAL EXPERT’S REPORT
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Ithaka Life Sciences Ltd
3 Tannery Lane
Embsay
Skipton
BD23 6NF

13th July 2021
The Directors
BiVictriX Therapeutics Limited
Optic Technium
St. Asaph Business Park
FfordWilliam Morgan
St. Asaph
Wales, LL17 0JD
The Directors
SP Angel Corporate Finance LLP
Prince Frederick House
35-39 Maddox Street
London W1S 2PP

Dear Sirs,
BiVictriX Therapeutics Limited (‘BiVictriX’ or the ‘Company’)
1. Overview of Scope and Process
Ithaka Life Sciences Limited (‘Ithaka’) is an independent healthcare business
consultancy that provides expert advice, guidance, and hands-on support for
organisations in the life sciences sector, including performing technical and
commercial evaluations of pharmaceutical and biotechnology products,
medical technologies, product portfolios and companies. Over the course of
the past 20 years, Ithaka has built up considerable expertise in the analysis of
healthcare markets, biomedical companies and their technologies.
Ithaka has been instructed by the Directors of BiVictriX and SP Angel
Corporate Finance LLP (‘SP Angel’) to prepare an independent Expert Report
(‘Report’) on the Company for inclusion in its Admission Document covering a
technical and commercial assessment of and an overview of the markets
targeted by BiVictriX including competitive products in the market and in
development. Our Report is being prepared pursuant to Rule AR 4 of Schedule
3 of the AIM Rules for Nominated Advisers issued by the London Stock
Exchange in order to provide technical comfort to the Directors of BiVictriX
and SP Angel.

© Ithaka Life Sciences Ltd 2021

51

In preparing this report, Ithaka interviewed the BiVictriX Chief Executive
Officer Tiffany Thorn and reviewed relevant Company documentation and
scientific literature. These sources were supplemented by Ithaka’s extensive
internal and external resources, experience and understanding of the global
biomedical industry. It should be noted that Ithaka does not comment on the
validity or enforceability of any patents, granted or applied for by the
Company.
This report has been prepared with due diligence based on the information
provided by BiVictriX or taken from public domain sources deemed to be
reliable by Ithaka. While every effort has been made to ensure the accuracy
and completeness of the information and data presented, Ithaka cannot
accept liability for errors or omissions. In particular, the industry area under
examination is fast moving and any change in circumstances may render some
or all of the information or conclusions incomplete, obsolete or invalid.
Ithaka is a healthcare 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 BiVictriX.

2. Abbreviations and Definitions
ADC
ALL
AML
Auristatin
Bi-Fab
Blasts

BVX100
BVX100-MMAE

BVX100-MMAF
BVX130
BVX130-2
BVX130-MMAE

BVX130-MMAF

Antibody Drug Conjugate.
Acute lymphocytic leukaemia.
Acute Myeloid Leukaemia.
Molecule of a group of synthetic antineoplastic agents
derived from the sea slug Dolabella auricularia.
Two Fabs chemically cross-linked via their CH1 domains.
Most patients with AML have too many immature white
cells in their blood, and not enough red blood cells or
platelets. Many of the white blood cells may be
myeloblasts (often just called blasts), which are very
early forms of blood-forming cells that are not normally
found in the blood.
Wild type CD7 and CD33 Bi-Fab variable region, both
containing I207C and chemically cross-linked.
BVX100
conjugated
to
maleimidocaproyl-valinecitrulline-p-aminobenzoyloxycarbonylmonomethyl
auristatin E.
BVX100
conjugated
to
maleimidocaproyl
monomethylauristatin F.
(D104A) CD7 and wild type CD33 Bi-Fab variable region,
both containing I207C and chemically cross-linked
Code for BVX130-MMAF.
BVX130
conjugated
to
maleimidocaproyl-valinecitrulline-p-aminobenzoyloxycarbonylmonomethyl
auristatin E.
BVX130
conjugated
to
maleimiodocaproyl
monomethylauristatin F.
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CD7
CD19

Antigen CD7, cluster of differentiation 7 protein
Cluster of differentiation 19 protein; a target for some
therapeutic antibodies.
CD22
Cluster of differentiation 22 protein; a target for some
therapeutic antibodies.
CD33
Antigen CD33, cluster of differentiation 33 protein.
CD37
Cluster of differentiation 37 protein; a target for some
therapeutic antibodies; a target for some therapeutic
antibodies.
CD123
Cluster of differentiation 123 protein; a target for some
therapeutic antibodies.
CDR
Complementarity determining regions. The hypervariable
regions of the antibody that interact with (bind to) the
target.
CH1
Constant region 1 in the heavy chain of an antibody.
cKit
Tyrosine protein kinase KIT; a target for some therapeutic
antibodies.
CMC
Chemistry, manufacturing and controls. These are the
activities involved in manufacturing a pharmaceutical
product and ensuring that the product characteristics are
defined, safe, effective and consistent between batches.
CMO
Contract manufacturing organisation.
CR
Complete remission; this means that tests, physical
exams, and scans show that all signs of a cancer are gone.
Cynomolgus monkey
cross-reactive
antibodies
Antibodies that are able to bind to cynomolgus monkey
target protein in addition to the primary human target.
Such antibodies can be tested for safety in cynomolgus
monkeys prior to testing in humans.
DAR
Drug to Antibody Ratio.
The concentration of a drug, antibody or toxicant
EC50
required to obtain a 50% effect. It is commonly used as a
measure of a drug's potency.
EMA
The European Medicines Agency, a European Union
agency for the evaluation of medicinal products.
Fab
Antigen binding fragment of an antibody, comprising the
CDRs and variable regions. An IgG includes 2 Fab arms per
molecule.
Fab-scFv-Fc
An artificially generated antibody molecule comprising 3
components: a ‘Fab’ arm (one binding arm from a normal
IgG), attached to one ‘scFv’ arm (an artificial
construction that acts in a similar way to a Fab, but is
made from a single peptide chain); and an ‘Fc’ domain
(the tail region of a natural antibody that, among other
functions, helps to increase the half-life of the molecule).
F(ab)2
Two Fab fragments joined together in the absence of an
Fc domain. Provides a bivalent (i.e. 2 binding arms)
molecule but with shorter half-life than a full IgG.
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Fc domain

FDA

GLP

GMP

HNT-34

IgG1

Fragment crystallisable region of an antibody that
enables antibodies to activate the immune system via
interaction with cell surface (Fc) receptors and proteins
of the complement system. This domain is also
responsible for the long duration (half-life) of antibodies
in vivo.
The US Food and Drug Administration, responsible for the
control and supervision of all prescription and over-thecounter medications in the USA.
Good laboratory practice. A system for ensuring that nonclinical
studies
supporting
development
of
a
pharmaceutical product are planned, performed,
monitored, recorded, reported and archived in
accordance with strict rules and criteria.
Good manufacturing practice. A system for ensuring that
pharmaceutical products are consistently produced and
controlled according to strict quality standards.
A human myeloid leukaemia cell line that can be used in
a xenograft model to test the effect of novel
therapeutics.
A subclass of Immunoglobulin G (IgG). IgG is a type of
antibody and represents approximately 75% of serum
antibodies in humans.

IgG1 effector null
scaffold

An Fc domain taken from an IgG1 molecule, modified
(mutated) to prevent activation of the immune system
(other than if desired via binding to the target).
MCB
Master cell bank. A large stock of therapeutic protein
producing cells that are fully characterised and quality
controlled, and are stored for future use to ensure
consistent production of therapeutic long-term.
mc-MMAF
Maleimidocaproyl monomethylauristatin F (mafodotin).
MMAE
Monomethyl auristatin E.
MMAF
Monomethyl auristatin F.
Monovalent binding Binding of a molecule (e.g. drug) in a 1:1 ratio
(molecule:target).
MRD
Minimal residual disease; the name given to small
numbers of leukaemic cells that remain in the person
during treatment, or after treatment when the patient is
in remission. It is the major cause of relapse in cancer
and leukaemia.
ODD
Orphan drug designation.
PK
Pharmacokinetics. The effect of the body on the drug.
Studies include assessment of drug levels at various time
points after dosing to understand how long the drug lasts
in circulation, and whether it accumulates in particular
tissues.
ROR1
Tyrosine protein kinase transmembrane receptor ROR1; a
target for some therapeutic antibodies.
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SCID mice

SCT

vc-MMAE

Xenograft tumour
model

SCID mice have a genetic immune deficiency that affects
their B and T cells. Due to the lack of mature B and T
lymphocytes, these animals are used for xenograft
models as they will not exhibit a rejection response to
human tissue grafts, so human tumours can be grown in
vivo.
Stem cell transplantation; a procedure in which a patient
receives healthy stem cells (blood-forming cells) to
replace their own stem cells that have been destroyed by
treatment with radiation or high doses of chemotherapy.
maleimidocaproyl-valine-citrulline-paminobenzoyloxycarbonylmonomethyl
auristatin
E
(vedotin).
In vivo model in which human tumour cells, are implanted
into immunocompromised (e.g. SCID) mice. The cells
then grow, and the model can be used to assess the effect
of potential new therapeutics that target the human
tumour.

3. Summary of BiVictriX
BiVictriX aims to develop highly selective cancer therapeutics with improved
potency, branded as the Bi-Cygni® approach, which utilises a concept widely
adopted in the clinic to support the efficient diagnosis and monitoring of
haematological malignancies and applies it to develop a novel pipeline of
first-in-class therapeutics.
Bi-Cygni® therapeutics are highly differentiated from other therapeutic
approaches due to their ability to: (1) specifically target cancer cell “twin
antigen” fingerprints (combinations of antigens that are selectively coexpressed on cancer cells, and which are largely absent from healthy cells);
and (2) their requirement for dual engagement with the targeted cancer cell
antigen fingerprints to elicit maximum cell kill.
Through selectively targeting combinations of tumour antigens, which are
aberrantly co-expressed on the cancer cells and which are largely absent from
healthy tissues, Bi-Cygni® therapeutics have the potential to substantially
reduce target-related toxicity; a significant issue currently hindering the
successful translation of otherwise promising biologic cancer therapies onto
the market. The first Bi-Cygni® product candidate, BVX001, is in early stage
development for the treatment of acute myeloid leukaemia (‘AML’).
4. Product Technical Background
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a) Relevant Literature Review: Acute Myeloid Leukaemia1
The Disease
AML is a form of leukaemia characterised by infiltration of proliferative,
clonal, abnormally differentiated, and occasionally poorly differentiated
haematopoietic cells of myeloid lineage in the bone marrow, blood, and other
tissues.
AML is a heterogeneous disease; the classification is based on morphologic,
cytogenetic, molecular, and immunophenotypic features, which, along with
baseline patient characteristics, such as age, influence outcome and
treatment recommendations. Age is the most prominent patient-specific risk
factor and cytogenetics is the most important disease-specific risk factor.

In AML, the bone marrow produces white blood cells, also called granulocytes
or monocytes, too quickly because they grow and divide too fast (see panel
above). These abnormal leukaemic blasts build up in the blood and bone
marrow, which leads to anaemia, neutropenia (a reduced number of white
blood cells know as neutrophils) and thrombocytopenia (a reduction in
platelet count). This is associated with symptoms of fatigue, shortness of
breath, disturbed wound healing, infections and bleeding. The leukaemic
cells, which are the abnormal, immature cells produced by blood-forming
tissues, can eventually spread to other parts of the body including the lymph
nodes and the spleen.

1
Data taken from the UK NHS, Cancer Research UK and AbbVie websites, and reviews of new
treatments in: Carter et al., “Targeting multiple signaling pathways: the new approach to
acute myeloid leukemia therapy” Nature Signal Transduction, 2020, 5, 288,
https://doi.org/10.1038/s41392-020-00361-x; Miyamoto & Minami, “Cutting edge molecular
therapy for acute myeloid leukemia”, Inj. J. Mol. Sci., 2020, 21, 5114,
https://www.mdpi.com/1422-0067/21/14/5114 ; Daver et al., “New directions for emerging
therapies in acute myeloid leukemia: the next chapter”, Blood Cancer J., 2020, 10, 107,
https://doi.org/10.1038/s41408-020-00376-1
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AML progresses quickly and aggressively and usually requires immediate
treatment. In the absence of treatment, death can occur within a few weeks
or months.
Incidence
In the UK alone, between 3,100 (NHS statistics) and 3,200 (CRUK statistics)
people are diagnosed each year with AML. It is most common in people aged
over 75 years old.
In Europe, the annual incidence of AML in adults is 5 to 8 cases per 100,000
individuals with a mortality rate of 4 to 6 cases per 100,000 people. The
median age at diagnosis is 67 years but the incidence increases with age, with
a projected incidence of 15 to 25 cases per 100,000 in patients who are 70
years of age or older.
In 2019 in the USA, AML was diagnosed in 21,450 new patients and resulted in
10,920 recorded deaths. It accounts for roughly 1.8% of all recorded cancer
deaths in the USA and the five-year survival rate is approximately 27%.
Globally, AML affected approximately one million people in 2015 and resulted
in 147,000 recorded deaths.
Long-term survival in adult patients with AML is only 35% to 40% for patients
who are 60 years of age or younger and drops to 5% to 15% in patients who
are over 60 years old. The five-year survival rate is about 35% in people under
60 years old and 10% in people over 60 years old. Older patients, whose health
is too poor to withstand intensive chemotherapy, have a typical survival
expectation of five to ten months. The majority of patients with AML will
have relapsed disease within 3 years. Males are affected more than females.
Management
Chemotherapy is currently the main treatment option for AML. It is used to
induce remission by killing as many leukaemia cells in the body as possible
and reducing the risk of the condition coming back. In some cases, intensive
chemotherapy and radiotherapy may be needed together, in combination with
a bone marrow or stem cell transplant.
The general therapeutic strategy in patients with AML has not changed
substantially in more than 30 years (although new developments in the last 5
years are starting to impact the treatment regimens – see below). The
standard treatment has for many years consisted of an induction treatment
in order to achieve complete remission (CR). The standard regimen is ‘‘3+7’’,
established in 1973, consisting of 3 consecutive daily infusions of daunorubicin
(‘DNR’) and 7 days of continuous infusion of cytarabine (‘AraC’). When CR
has been obtained, it is usual to perform 2 courses of consolidation
chemotherapy and/or allogeneic stem cell transplantation (SCT) for patients
with a high risk of relapse, in order to eliminate undetected residual disease.
Patients who do not achieve CR after the induction treatment typically have
a poor prognosis.
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Although some patients older than 60 years, with minimal comorbidities, may
benefit from standard 3+7 treatment, however, the therapeutic options for
patients with poor functional status or comorbidities often include low
intensity therapy, such as subcutaneous azacytidine or decitabine. The
majority of patients with AML, whether they are in complete remission after
consolidation therapy or not, are likely to have developed relapsed disease
within 3 years. Achievements in the treatment of AML have mainly focused on
younger patients. The introduction of allogeneic SCT has improved the
outcome in selected patient groups, especially those with intermediate and
high risk disease with 3-year leukaemia-free survival of 60%. However, a
statistical analysis of mortality rates after allogeneic SCT 2 has shown that,
whilst mortality rates from infections, graft versus host disease and toxicity
decreased in the first year, rates actually increased after 5 years. Patients
who were not in remission at the time of transplantation had a typically
dismal prognosis.
In the EU, approved agents include:
(i)
decitabine (5-axa-2’-deoxycytidine, Janssen’s Dacogen®, a
hypomethylating agent), which was authorised in 2012 for the
treatment of adult patients with newly diagnosed, de novo or
secondary AML, who are not candidates for standard induction
chemotherapy;
(ii)
azacitidine (BMS’s Vidaza®) is also authorised for the treatment of
adult patients who are not eligible for haematopoietic SCT with AML
with 20-30 % blasts and multi-lineage dysplasia, and AML with
greater than 30% marrow blasts;
(iii) histamine dihydrochloride (EpiCept’s Ceplene®) is authorised for
adult patients with AML in first remission concomitantly treated
with interleukin-2;
(iv)
midostaurin (Novartis’s Rydapt®) is authorised in combination with
standard daunorubicin and cytarabine induction and high dose
cytarabine consolidation chemotherapy followed by midostaurin
single-agent maintenance therapy for adult patients with newly
diagnosed AML who are also FLT3 mutation positive.
Recently Approved Treatments for AML
Since 2017, the management of AML in adults has undergone a transformation
toward personalised medicine with the focus on patients with specific genetic
mutations. In addition to cytogenetic testing, the measurement of MRD is
now understood to have prognostic value in AML. New treatments have been
approved, requiring the use of companion diagnostics for patient
stratification to ensure efficacy. There has been a significant shift toward the
use of these novel and effective target-directed therapies, often combined
with more non-specific treatments, such as a hypomethylating agent,
achieving composite response rates that approximate those seen with
standard induction regimens in similar populations, but also with potentially
2

Styczynski et al., 2019, Bone Marrow Transpl., 55, 126-136, “Death after hematopoietic
stem cell transplantation: changes over calendar year time, infections and associated
factors”, https://doi.org/10.1038/s41409-019-0624-z

Confidential © Ithaka Life Sciences 2021 Page 8 of 34

58

less toxicity and early mortality. Doublet and triplet regimens are likely to
become the norm.
In the period, 2017-2019, the US Food and Drug Administration (FDA) approved
9 new drugs for AML, including:
• the
B-cell
lymphoma
2
(BCL-2)
inhibitor
venetoclax
(Venclexta®/Venclyxta® from AbbVie/Genentech);
• the isocitrate dehydrogenase (IDH) inhibitors ivosidenib (Tibsovo®,
Agios Pharma, targeting IDH1 mutants, approved in July 2018) and
enasidenib (Idhifa®, BMS, targeting IDH2 mutant, approved in August
2017);
• the FMS-like tyrosine kinase 3 (FLT3) inhibitors midostaurin (Rydapt®,
Novartis) and gilteritinib (Xospata®, Astellas) – note that other drugs
in development targeting FLT3 include: quizartinib (Daiichi Sankyo,
approved in Japan, rejected by the FDA in June 2019) and crenolarib
(AROG Pharmaceuticals, in Phase 2 clinical trials);
• the anti-CD33 monoclonal ADC gemtuzumab ozogamicin (Mylotarg®,
Pfizer) – the background and limitations of Mylotarg® are discussed
below (Section 6d);
• the “hedgehog” signalling pathway inhibitor glasdegib (Daurismo®,
Pfizer);
• CPX-351, a liposomal formulation of a fixed combination of the
cytotoxic agents daunorubicin and cytarabine (Vyxeos®, Jazz
Pharmaceuticals); and
• an oral formulation of the hypomethylating agent azacitidine
(Onureg®, BMS).
However, further clinical research and biomarker analysis remains to be
completed in order to expand and optimally implement these agents (and
combinations based on these agents).
Observed Mutations in AML / Patient Stratification
Determining an individual’s underlying genomic status is becoming
increasingly routine as part of initial diagnostic procedures for AML. A quote
from Naval Daver from the Department of Leukemia at the University of Texas
MD Anderson Cancer Center in Houston in a paper in October 2020 3 is
instructive in this regard:
“The availability of less-intensive treatment options with encouraging
efficacy in patients aged >60 years may lead to a reduced emphasis on
patient-related factors, such as age and comorbidities, as treatment
considerations, and instead increase the impetus to tailor treatments
on the basis of the molecular and cytogenetic profile.”
Mutations in AML can be sub-divided into those which are deemed to be
‘actionable’ (i.e. there is a specific targeting strategy for patients where
those mutations occur) and the others, where there is no specific targeting
3

Daver at al, 2020, Blood Cancer J., 10, 107, https://www.nature.com/articles/s41408-02000376-1
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currently available. Actionable mutations represent about 50% of all known
mutations observed.
Relevant actionable mutations include the following:
• FLT3 – present in ca. 30% of AML patients
The most common mutation (∼23% of AML cases), an internal tandem
duplication (ITD; FLT3-ITD), is associated with leukocytosis (often lifethreatening) and a high relapse rate, all leading to reduced overall
survival. The less common mutations (7% of cases) are those found in
the tyrosine kinase domain (TKD; FLT3-TKD). Most published reports
suggest that they confer a negative prognosis, although to a lesser
degree than the FLT3-ITD mutations, and there are some reports
suggesting that FLT3-TKD mutations have no prognostic impact or even
have a favourable impact. FLT3 mutations are targeted by midostaurin
and gilteritinib (see above).
• IDH1/2 – present in around 20% of patients
Mutations of isocitrate dehydrogenase (IDH) can cause the uncontrolled
production of a key metabolite which supports initiation of leukaemia
in myeloid progenitor cells. It is one of the more frequently occurring
mutations in cytogenetically normal AML patients. IDH mutations are
also common in other malignancies, such as glioblastoma. The IDH
mutation is targeted by ivosidenib and enasidenib (see above).
• TP53 (5 -10% of AML patients)
TP53 is a tumour suppressor gene. Its mutation in AML is an
independent indicator of adverse outcomes. Mutation rates in other
human cancers are ca. 50%.
In a 2019 publication4, Vaughn et al. examined the impact of increasing
stratification of the AML population, and the likely change in the balance of
costs between hospital and drugs, arguing that, in future, the expense of
targeted drug treatments would be justified by the decreased time spent by
patients in ICU and high dependency wards. They state:
“As treatment centers move toward the use of increasingly precise and
personalized treatment plans, less toxic doublet and triplet regimens
in appropriate patient populations when appropriately administered
as guided by clinical trials may eventually provide several advantages.
These include the potential to improve quality of life, increase time
outside the hospital, reduce early mortality and organ damage, and it
is hoped, thereby reduce the clinical, emotional, and psychosocial
burden associated with current intensive therapies…….. Although
patients may spend less time hospitalised, thereby lessening overall
medical costs, receiving these novel treatments and combinations
undoubtedly incurs high costs, frequently tens of thousands of dollars
per month.”

4

Vaughn, J. E. et al., 2019, “Trends in clinical benefits and costs of novel therapeutics in
AML: at what price does progress come?”, Curr. Hematol. Malig. Rep. 14, 171–178
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Biologic Approaches to AML
These include the following (Mylotarg® is not included here as it is covered
extensively in Section 6d of this Report):
• Anti-CD123 ADC
IMGN632 (ImmunoGen Inc./Jazz Pharmaceuticals) with a novel
warhead, indolino-benzodiazepine (IGN) is currently in Phase 1/2
clinical trials to determine the maximum tolerated dose and assess the
safety, tolerability, PK, immunogenicity, and preliminary antileukaemia activity when administered as monotherapy to patients with
CD123+ disease5. An assessment of the Phase 1 data from the American
Society of Haematology in 2018 also revealed some dose-limiting
toxicity6. The clinical trials are currently enrolling eligible AML, blastic
plasmocytoid dendritic cell neoplasm (BPDCN) and ALL patients.
IMGN632 was granted Breakthrough Therapy designation by the FDA in
October 2020 for the treatment of BPDCN.
•

Anti-CD70 antibody cusatuzumab
Initial data with argenx’s CD70 antibody, cusatuzumab7, showed a
composite complete remission rate of 83% with 12 newly diagnosed AML
patients who were not eligible for intensive chemotherapy, when given
the monoclonal antibody in combination with Vidaza®. This prompted
J&J to enter into a US$500 million licensing deal (US$300 million in
cash up front and US$200 million equity investment) in December 2018.
However, a short comment from the company, as reported in January
20218, revealed that the remission rate had dropped to 40% for 52
patients.

•

Anti-CD47 antibody magrolimab
A Gilead press release (6th December 2020) announced updated results
from the magrolimab Phase 1b trial. Magrolimab is an investigational,
potential first-in-class, anti-CD47 monoclonal antibody being studied
in previously untreated AML patients who are ineligible for intensive
induction chemotherapy, including patients with TP53-mutant AML.
The Phase 1b trial, funded in part by the California Institute of
Regenerative Medicine, is designed to evaluate the safety, tolerability
and efficacy of magrolimab combined with azacitidine. The press
release noted that “the study continues to demonstrate high response
rates with magrolimab in combination with azacitidine, with an
overall response rate of 63% (n=27/43) among the total patient
population and 69% (n=20/29) in TP53-mutant patients”.

5

https://clinicaltrials.gov/ct2/show/NCT03386513
As reported in https://aml-hub.com/medical-information/ash-2018-or-imgn632-a-cd123targeting-antibody-drug-conjugate-in-patients-with-relapsedrefractory-acute-myeloidleukemia
7
CD70 antibody cusatuzumab shows promise in AML. Cancer Discovery, September 2020,
DOI: 10.1158/2159-8290.CD-RW2020-106, “Cusatuzumab synergized with a hypomethylating
agent in older patients with acute myeloid leukemia.”
8
https://www.evaluate.com/vantage/articles/news/snippets/argenxs-cusatuzumabculminates-disappointment
6
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•

CAR-T approaches
CAR-T-cell therapy uses specially altered T cells, a part of the human
immune system, to fight cancer. A sample of a patient's T cells are
collected from their blood, then modified to produce special structures
called chimeric antigen receptors (CARs) on their surface. When these
CAR-T cells are reinfused back into the patient, the new receptors
enable them to latch onto a specific antigen on the patient's tumour
cells and kill them. In effect, the body’s own defences are tricked to
attack ‘foreign’ cancer cells, thus restoring anti-cancer immunity. This
has become a very active area for targeting blood cancers, and four
CAR-T’s have now been authorised to date for use in a select range of
lymphomas and leukaemias caused by B-cell malignancies: Kymriah®
from Novartis; Yescarta® and Tecartus® from Gilead Sciences
(developed originally by Kite Pharma, which was acquired by Gilead for
US$12 billion in 2017); and Breyanzi® from BMS (developed originally
by Juno Therapeutics, which had been acquired by Celgene for US$9
billion in 2018. Breyanzi® was approved by the FDA on 5 th February
20219. The list prices for these treatments range between US$300 –
450k. All CAR-T cell therapies carry black box warnings for potential
neurotoxicity and cytokine release syndrome.
There has therefore been interest in using CAR-T approaches for
treating AML as well. In a review in 2020, Carter et al.10 state that
there are “26 ongoing clinical trials to assess the use of CAR-T cell
therapies in AML, including 12 that are specifically for anti-CD123
CAR-T, 5 for anti-CD33 CAR-T, and 3 that are investigating CAR-T cells
that target multiple antigens. Other targets include CLL-1, CD7,
CD28, CD38, CD19, CD56, CD44v6, FLT3, NKG2D, and NKR-2.”
In another review in 2020, Mardiana and Gill11 assess the challenges of
using this type of approach for AML and the limitations of its clinical
translation, including that: there are no truly leukaemia-specific cellsurface antigens; the manufacture from patients with active AML may
be challenging; and there is a need to limit the persistence of the CART cells to prevent protracted myeloablation.

•

Bispecific Antibodies
The combination of antigen recognition sites from two or more
antibodies allows simultaneous binding to multiple targets. Bispecific
antibodies that can bind to features on the AML target cell and on
immune effector cells are known as BiTEs (Bi-specific T-cell Engagers).
Other formats include Dual Affinity ReTargeting (DART) and

9

Reported in https://www.fiercepharma.com/pharma/after-delays-and-a-cvr-miss-bristols-liso-cel-wins-its-fda-nod
10
Carter et al., “Targeting multiple signaling pathways: the new approach to acute myeloid
leukemia
therapy”
Nature
Signal
Transduction,
2020,
5,
288,
https://doi.org/10.1038/s41392-020-00361-x
11 Mardiana and Gill (2020) “CAR T Cells for Acute Myeloid Leukemia: State of the Art and
Future Directions”, Front. Oncol. 10:697., doi: 10.3389/fonc.2020.00697
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diabodies12. The most common targets exploited on the AML cell are
CD33 and CD123, with more recent examples employing an anti-FLT3
binding arm. T-cells are generally engaged through CD3. As one
example, Amphivena Therapeutics is developing a platform of dualaction bivalent, bispecific biologics, that bind to both T-cells (via CD3)
and myeloid-derived suppressor cells (MDSCs, via CD33) inducing the T
cell mediated killing of both MDSCs and AML leukemic blasts, while
sparing differentiated myeloid cells. Their lead product, AMV564, is a
tetravalent anti-CD33 x anti-CD3 tandem diabody construct that is
comprised of two VH and VL chains (see Section 4b below for a diagram
illustrating the VH and VL chains of an antibody) that form antigenbinding single chain variable fragments (scFvs). The protein forms a
homodimer creating two binding sites for each epitope which increases
the avidity of the antibody to its targets. AMV564 is in Phase 1b clinical
trials as an AML monotherapy.
New Treatment Options for AML
In January 2021, the FDA cleared an IND application for VOR33 (Vor
Biopharma), an engineered SCT for the treatment of patients with AML who
are at high risk of relapse. This will permit a Phase 1/2a trial on patients
with CD33-positive AML who are at high risk of relapse. VOR33 is a
haematopoietic SCT that is genetically engineered to lack the CD33 protein.
Removal of this then allows for subsequent treatment with Mylotarg®, whilst
avoiding the known toxicities of this CD33-directed therapy. The trial will
focus on confirming that the investigational SCT can engraft normally after
transplantation. Patients will then receive Mylotarg® to evaluate whether
VOR33 can prolong leukaemia-free survival and prevent myelosuppression
typically associated with CD33-directed therapies. Vor Biopharma states “We
engineered VOR33 to provide patients with SCT that we believe, upon
haematopoietic reconstitution, will be treatment resistant to CD33-targeted
therapies, potentially resulting in new treatment options and improved posttransplant outcomes”. The Company website13 notes that VOR33 will rely on
finding a matched donor initially and this will likely require the same
conditioning treatment as for standard allo-HSCT, as discussed above. The
treatment may therefore only be practical for patients deemed fit enough
and may limit its use to patients under the age of 60.
Monotherapy or Combination Therapy?
In their review in 2018 (cited above) of bispecific antibodies against AML, Guy
and Uy conclude:
“Immunotherapy of cancer has become a rapidly progressing field over
the past years, becoming standard of care in many solid tumor and
hematologic
malignancies.
The
development
of
novel
immunotherapeutic agents for treatment of AML has been delayed due
12
For a review, see e.g. Guy and Uy, 2018, Curr. Hematol. Malig. Rep., 13, 417-425,
“Bispecific antibodies for the treatment of acute myeloid leukemia”, doi:10.1007/s11899018-0472-8
13
See https://www.vorbio.com/our-approach/
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to difficulties in finding leukemia-specific target molecules that will
decrease on-target off-tumor toxicities. Despite these difficulties,
many new bispecific antibodies are currently being developed
clinically with encouraging preliminary results. Future trials may test
the combination of bispecific antibodies with other forms of
immunotherapy such as co-stimulation of signal pathways and
targeting of immune evasion mechanisms to further increase the
efficacy and clinical benefit of these treatments.”
BiVictriX appears to be well placed to address the need for therapeutics that
address leukaemia-specific target molecules and to capitalise on the trend
towards combination therapies.
b) Product/technical rationale and feasibility
BiVictriX’s technology is based on the concept of a bispecific ADC targeting
the aberrant cells present in AML.
The ideal ADC is a biological agent that is precisely targeted to a particular
cancer cell. The ADC is designed so that it releases the drug to only affect
the targeted cell, and not other healthy cells in close proximity or in other
parts of the body. Ideally, the ADC is taken up inside the target cell, where
the drug is released from the antibody and is able to have its desired effect
internally without any perturbation of the environment outside the target
cell. Routinely, the drug used is extremely toxic to the cell and will kill it,
through the process of apoptosis, after which natural processes such as
phagocytosis remove the diseased cell from the body. In the most perfect of
situations, this strategy would remove all of a particular type of diseased or
damaged cell whilst not affecting any other healthy cells. Obviously, such a
strategy is entirely dependent on the quality of the targeting and the stability
of the ADC.
BiVictriX’s strategy against AML builds on the first example of such an ADC,
namely Pfizer’s Mylotarg® (gemtuzumab ozogamicin), where the antibody
portion of the ADC, ‘gemtuzumab’, targets cells which have a particular
receptor (CD3314) on their surface, and the drug portion, coded as
‘ozogamicin’ refers to a cytotoxic (cell-killing) substance, calicheamicin,
which damages the host DNA, connected to the antibody via a linker which is
designed to break when the ADC is inside the target cell.
Mylotarg® was originally approved for monotherapy for use in AML in 2000, in
patients over 60 years old who were shown to be CD33 +, i.e. that the
leukaemic cells had a high concentration of CD33 on their surfaces. However,
when used in relatively high concentration, it was found that its usage was
accompanied by general toxicity to patients, with very high incidences of both
14
CD33, also known as p67 or Siglec-3, is a transmembrane receptor expressed on cells of
myeloid lineage, including myeloid progenitor cells, but which can also be found on some
lymphoid cells. It binds sialic acids, such as are found in glycoproteins or glycolipids. CD33
has a role in mediating cell-cell interactions and maintaining immune cells in a resting state.
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neutropenia (low white cell count) and thrombocytopenia (low platelet
count). In particular, there were increased reports of liver toxicity and severe
veno-occlusive disease. However, Mylotarg® did show clear evidence of an
anti-leukaemic effect in reducing rates of resistant disease and relapse rates.
Mylotarg® had a narrow therapeutic window, causing prolonged
myelosuppression because of its toxicity towards myeloid progenitor cells.
The manufacturer voluntarily removed the product from the market for safety
reasons in 2010, but it was re-authorised for use in 2017 at lower doses in
combination with then currently approved therapies in newly diagnosed CD33+
AML in adults and paediatric patients more than 2 years old. It is currently
licensed by the European Medicines Agency (EMA) to be used in combination
with cytarabine (AraC) and daunorubicin (DNR) in the first induction phase of
treatment15.
The reported problems with Mylotarg® are essentially two-fold and any
improved ADC would need to address these:
(i)
Targeting just CD33 on the surface of cells is not sufficiently
discriminating for AML cells. As a result, other cell-types which
have some CD33 expression are also able to bind and internalise the
ADC, leading to the ‘bystander effect’ and unwanted killing of other
healthy cells.
(ii)
The drug (or ‘warhead)’ is not bound tightly enough to the ADC to
prevent it being released at other points within the system, leading
to a general toxicity.
Differentiation of Approach
BiVictriX has set out to produce a novel ADC, which is both highly specific for
AML cells and where the conjugated drug is held tightly to the ADC and is only
released inside the AML cells.
Bispecific antibody with modified antigen affinities
It is clear from the early use of Mylotarg® that a high concentration of an
anti-CD33 antibody will bind to more than just the intended AML cells. Target
selection is a fundamental issue in developing ADCs given the nature of the
product and the need to avoid, so far as is possible, non-tumour binding
events to reduce off-target toxicity and, thereby, improve the therapeutic
window and product safety.
Greater specificity is required and BiVictriX has used its BiCygni® technology
to create a ‘bispecific’ antibody that will be targeted to cells that have two
antigens on their surface, both CD33 (as above) and CD7 16, another cell

15

See Mylotarg (gemtuzumab ozogamicin) Assessment Report, EMA/155284/2018 22 nd
February 2018
16 CD7 is a 40 kDa transmembrane glycoprotein and a member of the immunoglobulin
superfamily, found on thymocytes and mature T-cells. It plays an essential role in T-cell
interactions and also in T-cell/B-cell interaction during early lymphoid development. CD7 is
a cell surface costimulatory molecule primarily expressed on subpopulations of T cells and
natural killer cells. Its expression has been shown to be increased on activated alloimmuneresponsive T cells.CD7 can be aberrantly expressed in refractory anaemia with excess blasts
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surface protein which has been less directly exploited in this field (but see
‘Competitive Position’ below for its potential exploitation through CAR-T
approaches). Specificity for AML cells should be achievable since this
combination of cell surface proteins is not generally found on healthy cells.
In addition, BiVictriX has set out to tune the binding affinities of their
bispecific antibody for the two antigens so that binding to just one will not
be sufficient to induce internalisation of the antibody. The concept of
reducing the binding affinity of an antibody, so that binding to the target
antigen is substantially reduced or avoided, and specific binding occurs only,
or very predominantly, via a bispecific antibody at locations (such as the
specific target tumour cells) where two distinct antigens are presented on the
same cell surface, is the basis for the Company’s intellectual property. This
approach effectively combines two cellular targets, each of which in
themselves may not be totally tumour cell-specific, and hence may have
attendant safety concerns if product binding occurs at non-tumour locations,
into possibly one highly specific and potentially valuable and novel ADC target
complex.
Alternative warhead with lower intrinsic off-target toxicity
BiVictriX has chosen to conjugate a different drug payload to its ADC; one
which has less tendency to be cleaved from the antibody portion without first
being internalised within a cell. If there is unwanted cleavage the warhead
is not able to penetrate through the membrane of the cell on its own and in
the absence of the antibody.
Format for Proof-of-Concept
BiVictriX has completed a set of experiments to demonstrate that their
approach to creating a novel efficacious ADC targeting AML is feasible. This
relies on the creation and manipulation of sub-domains of antibodies, called
Fabs.
The standard antibody used in
therapy is based on mammalian
immunoglobulin
IgG
(see
adjacent panel).
IgG is a
tetrameric molecule comprising
two 25kDa light (L) chains and
two 50kDa heavy (H) chains.
The L chain comprises a variable
(VL) domain and one constant
(CL) domain.
The H chain
comprises a variable (VH) and
several constant domains: CH1,
hinge, CH2 and CH3.

(RAEB) and may confer a worse prognosis. Also, a lack of CD7 expression may insinuate
mycosis fungoides (MF) or Sezary syndrome (SS). CD7 is present on ca. 30% of AML cells.
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A Fab comprises the antigen-binding region of an immunoglobulin, where one
L chain associates with the VH and CH1 of an H chain. These have
hypervariable regions which provide for specificity for a particular antigen.
Individual domains are stabilised by disulphide bridges (shown in yellow),
which also stabilise the inter-domain interactions. The H chains further
associate together via their CH2 and CH3 domains to form the Fc region of
the IgG. H chain association is further stabilised by one or more inter-domain
disulphide bridges that form between the hinge regions.
Normal immunoglobulin IgG is bivalent (i.e. can potentially bind two of the
same antigens) with two Fab regions linked via the hinge regions to the Fc
region in a Y or T shaped structure. As a consequence of the immunoglobulin
domain structure, it is relatively straightforward to produce monovalent Fab,
either by enzymatic cleavage of IgG, or by recombinant DNA technology.
The interaction surface with antigen in the hypervariable regions at the tip of
the Fab structure is generally composed of amino acids from both VL and VH.
The specific interactions at the antigen:Fab interface provide the specificity
and affinity of the IgG for its cognate antigen. Changes to the residues in the
VH or VL at this interface region can be used to modulate binding affinity.
Experimental Approach to Achieve Proof-of-Concept
Generation of a novel biFab-drug conjugate17
BiVictriX has used Fabs against CD33 and CD7 and linked these together using
standard coupling technologies to form a bispecific biFab, termed BVX100,
which has affinity for both of the antigens. In addition, they have carried out
rational site-directed mutagenesis of the VH and VL chains of the anti-CD7
Fab and the anti-CD33 Fab to modify their relative affinities for the two
antigens. These binding affinities were measured, and a number of molecular
species with appropriate relative affinities selected. One new biFab, termed
BVX130, had a particularly advantageous combination of relative affinities for
CD33 and CD7. This was then modified with a non-cleavable linker attached
to the cytotoxic drug warhead MMAF. Slightly under 4 drug molecules were
conjugated per biFab (a drug antibody ratio, or DAR, of 3.7). MMAF has lower
cellular permeability then MMAE and therefore a lower bystander effect on
release from an ADC. The resultant biFab drug conjugate was tested for cellkilling effects with a range of cell lines expressing CD7 or CD33 or both.
BVX130-MMAF showed sub-nM potency against two target cell lines and
substantially higher selectivity for CD7+/CD33+ cells over either CD7-/CD33+
or CD7+/CD33- cells.
Anti-tumour activity of BVX130-MMAF
The tolerability of BVX130-MMAF was tested in mice at 10 mgs/kg with no
adverse effects on bodyweight. In addition, pharmacokinetics showed that
BVX130-MMAF remained at an effective therapeutic dose in the plasma for
more than 72 hours after administration.

17

Summarised from experimental data presented in the BiVictriX Data Report v.6 (2020)
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The efficacy of BVX130-MMAF was studied at 10 mgs/kg in a mouse xenograft
model using a human AML cell line (HNT-34), chosen because it is poorly
susceptible to gemtuzumab drug conjugates, which target just CD33. The
study included the standard induction agent cytarabine at 20 mgs/kg, which
was used by itself within the control group. BVX130-MMAF was dosed
intravenously twice weekly, and the treatment group showed a clear
reduction in tumour volume during treatment and a significantly slower
regrowth after removal of BVX130-MMAF than for the control group. At the
end of the 21-day dosing period, animals within the BVX130-MMAF treatment
group saw tumour regressions of 98% versus just 47% in the cytarabine arm,
with 3 of the 10 animals receiving BVX130-MMAF reported as tumour-free and
a further 4 out of the 10 animals reported to have tumours below the level of
detection. Animals in the cytarabine-only group were terminated at day 57
due to the size of the tumours. However, the tumours on the animals in the
treatment group had not regrown beyond the size seen at the start of the
experiment by day 95, when the animals were terminated due to other, nontreatment-related, deterioration.
Cytotoxicity of BiFab-MMAF constructs in non-cancerous primary cells, and
resting and proliferating T-cells
The wildtype biFab ADC, BVX100-MMAF and the affinity altered biFab ADC,
BVX130-MMAF, were compared to gemtuzumab-MMAF in an experiment where
primary human haematopoietic stem cells were first allowed to differentiate
into CD33+ monocytes and granulocytes, then the ADCs added and incubated
for 11 days. This showed that both biFab ADCs were not toxic in vitro to these
cells at concentrations far in excess of their EC 50 against CD7+/CD33+ cancer
cell lines. Concentrations of BMX100-MMAF as high as 10 nM had no effect on
the cells; a concentration at which gemtuzumab-MMAF had reduced the cell
count to less than 15% of its starting value.
The selectivity margin of BVX130-MMAF for CD7+/CD33+ AML cells compared
to resting primary CD7+ T-cells was measured in a cell kill assay, with a mixed
cell population of Kasumi-3 AML cells and healthy human donor peripheral
blood mononuclear cells (PBMCs). BVX130-MMAF was able to kill the AML
cells, whilst no cell kill was observed for the resting T-cells. However, these
latter cells are known to have relatively low CD7 expression levels which
increase by at least an order of magnitude when they are activated. Testing
of the more potent, non-affinity reduced BVX100-MMAF showed that it was
significantly more cytotoxic towards the double antigen positive cells than
activated T-cells, by a factor of about 10 – 100. In this set of experiments,
the bispecific biFab ADCs are capable of selectively killing AML cells at
concentrations which would not be expected to affect T-cells.
Initial assessment of alternative recombinant formats
The biFab ADC was only intended to demonstrate proof-of-concept and has
too short a half-life to be a human therapeutic. Studies were initiated to
develop a full Fab-scFv-Fc format using the VH and VL sequences from the
anti-CD7 and anti-CD33 arms of BVX130, based on an IgG1 scaffold. This was
conjugated with MMAF as before at an average DAR of 5 and tested in a single
cell kill assay. The potency of the Fab-scFv-Fc heterodimer-drug conjugate
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was similar to that of BVX130-MMAF against CD7+/CD33+ cells, with similar
selectivity shown against CD7+/CD33- and CD7-/CD33+ cells.
c) Safety considerations
Selected Warhead
The currently selected drug payload is monomethyl auristatin F conjugated to
the antibody with a non-cleavable maleimidocaproyl linker (mc-MMAF or
‘mafodotin’). This is identical to that used in the GSK ADC belantamab
mafodotin (BLENREP®), approved by the EMA in July 2020 for use in refractory
multiple myeloma18. The targeting antibody is different as BLENREP® binds
to the cell surface B Cell Maturation Antigen (BCMA). However, the BLENREP®
warhead and its attachment are identical to what BiVictriX is considering, so
the work undertaken to prepare BLENREP® for market authorisation is
instructive for what will be required for BiVictriX to confirm an acceptable
profile for their new therapeutic agent. GSK carried out extensive trials with
the active cytotoxic metabolite of the BLENREP® warhead, which is released
by proteolysis of the antibody portion of the ADC, resulting in MMAF
irreversibly bound just to a single cysteine (‘cys-mc-MMAF’). It would be
assumed that the BiVictriX product would also follow the same route of
payload release and regulators would probably require equivalent safety
studies to that carried out by GSK for BLENREP®. However, assuming similar
kinetics of breakdown (which would need to be verified) then it may be
possible to bridge to the existing pharmacokinetics, toxicology and safety
pharmacology data on cys-mc-MMAF.
ADCs and Ocular Toxicity
There have been reports over a number of years concerning ocular toxicity in
the use of ADCs, reviewed in late 2020 in response to specific concerns with
This manifests as a dose-specific cloudiness caused by
BLENREP®19.
microcyst-like deposits in the corneal epithelia of patients during treatment
but which reverses after treatment is stopped. The effect is not related to
the cell-specific mechanism of release of the warhead from the ADC, nor
apparently to the specific warhead itself, but there is a growing body of
evidence, building on observations in 2018 20 from scientists at Agensys, a nowdefunct subsidiary of Astellas Pharma, who showed that corneal epithelial
cells internalise ADCs through a target-independent process of large-scale
fluid internalization known as macropinocytosis. A population of epithelial
cells may be taking in the drug and undergoing apoptosis, moving to the
centre as they die. There would seem to be a risk that all ADCs, regardless of
targeting or warhead, will require increased safety assessment before
authorisation. It might also require prospective patients to undergo eye
examinations and demonstrate a clean bill of ocular health before the ADC

18

EMA Public Assessment Report EMA/CHMP/414341/2020, 23 rd July 2020
Dolgin, E., Nat. Biotech (News), 3 rd December 2020, “Specter of eye toxicity looms over
BCMA-targeted therapy”, https://doi.org/10.1038/s41587-020-00757-8
20
Zhao, J., 2018, Cancer Res.,78(8), ”Modulation of micropinocytosis-mediated
internalization
decreases
ocular
toxicity
of
Antibody-drug
conjugates”,
https://cancerres.aacrjournals.org/content/78/8/2115
19
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can be prescribed, as has been required by European regulators for the use of
BLENREP® in multiple myeloma.

5. Overview of Development Plans
a)

Non-clinical/clinical development programme to date

BiVictriX is developing novel bispecific ADCs with dual targeting of CD33 and
CD7, conjugated to the toxic auristatin derivative, MMAF. The therapeutic
candidate BVX001 will be developed based on the prototype molecule, BVX130 (discussed in detail above) employing novel antibody sequences which
show binding to both human and cynomolgus monkey protein (known as
‘cynomolgus monkey cross-reactive’). These novel sequences will enable
preclinical safety assessment studies to be completed and will therefore
facilitate preclinical development of the new therapeutic.
The non-clinical development programme has been planned out to cover:
preclinical pharmacology; pharmacokinetics/pharmacodynamics (‘PK/PD’);
and toxicology. To date, a solid dataset has been generated using the
prototype molecule, BVX-130 (and parental BVX-100) comprising in vitro
mechanism of action and in vivo PK and efficacy studies in widely used in vivo
models (xenograft in SCID mice). These models enable human cancer cell
tumours to be grown in mice and demonstrate the ability of BVX-130 to reduce
tumour size and greatly slow regrowth. These studies will be repeated and
extended when novel cynomolgus monkey cross-reactive antibodies are
available.
Antibody discovery/validation
Work to identify the new antibodies is ongoing in collaboration with Iontas
Ltd, a highly reputable service provider in the field of antibody discovery
research and engineering. When available, the in vitro characterisation of
novel ADCs will be based on testing of all possible combinations of sequences
prioritised from phage display. This approach is likely to be the fastest route
to lead identification, although unforeseen obstacles may arise. The BiVictriX
team is in the process of recruiting an experienced CSO who will provide key
expertise in this area. The assay systems are already in place to demonstrate
efficacy and selectivity in human cell models so in vitro characterisation
should be relatively straightforward.
Existing data using BVX-130 convincingly demonstrate internalisation and cell
killing of CD33+/CD7+ cancer cells and selectivity (10-50x) over cells not
expressing both antigens, with 40-50x selectivity over (CD7-/CD33+) cells
responsible for the bone marrow toxicity associated with other anti-CD33
ADCs. These data support the idea that the novel BVX-130-like bispecific ADCs
will show an improved bone marrow toxicity profile compared to ADCs
targeting only CD33. It is reasonable to assume that novel anti-CD33 Fabs/scFv
are likely to behave similarly to the prototype Fab, and not drive substantial
internalisation (which could be associated with toxicity in CD7 -/CD33+ cells).
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It will be important to retain this selectivity in the next generation of
CD33/CD7-targeting bispecifics.
The target affinity of each arm of the novel bispecific has not yet been
specified but is likely to be informed by the affinity of the prototype BVX-130
for CD33 and CD7. If similar affinities are required for BVX001 to exhibit
similar efficacy, further affinity maturation of antibodies identified using
phage display may be necessary, depending on the initial output from Iontas.
Such antibody engineering is well precedented and could be conducted by the
team at Iontas, or an alternative CRO, with some additional timeline
flexibility.
Tolerability of BVX-130-MMAF has been demonstrated at 10mg/kg and efficacy
in an HNT-34 xenograft model. BVX-130-MMAF out-performed the control
compound, cytarabine. It is noted that BVX-130 is not mouse cross-reactive,
so the toxicology associated with binding to non-xenograft CD7/CD33 cannot
be determined. The BiVictriX team aim to identify cyno-, and potentially
rodent-, cross-reactive leads that will enable better assessment of toxicology
risks preclinically. If this is not feasible, it may be possible to proceed with
BVX-130, but this will need careful consideration and planning to mitigate
safety risks in the clinic.
Antibody format
The final bispecific will be expressed as a Fab-scFv-Fc to increase drug halflife compared to the prototype F(ab)2 format. Much of the existing validation
dataset on BVX-130 has been generated using a F(ab)2 molecule conjugated
to MMAF, but key activity (in a cell kill assay) has been shown to be retained
when the prototype molecule is reformatted and expressed as a Fab-scFv-Fc.
This builds confidence that reformatting should not represent a significant
risk in the development of the new antibody.
The decision to switch to Fab-scFv-Fc (based on an IgG1 effector null scaffold)
was made based on its efficient manufacturability and purification
characteristics21. This format will have a longer half-life than the non-Fc
conjugated F(ab)2 and is clinically validated (e.g. dual targeting of HER2/CD3
with GBR130222). The effector null scaffold will minimise the risk of unwanted
immune activation and therefore should represent a safer choice of Fc
domain. As mentioned above, in vitro binding characteristics of BVX-130
appeared similar with both F(ab)2 and Fab-scFv-Fc, and novel molecules will
be developed and tested as Fab-scFv-Fc. Risks that the novel molecules may
not mimic the activity of BVX-130 are likely to lie predominantly with the
novel CDRs rather than the different bispecific format.
Warhead selection
A validated toxin will be selected as the toxic payload, for which non-clinical
and clinical safety data are available. The current plan is to proceed with
MMAF (as used in all validation data to date). Further preclinical evaluation
21
22

Suurs et al., Pharmacology & Therapeutics (2019) 201, 103– 119
Wermke et al., Annals of Oncology 29(S8) VIII408-409
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of clinically validated warheads is planned to enable selection of the optimum
warhead-antibody combination. The final decision will be driven by the
biology to maximise both potency and therapeutic window between target
(cancer) cells and non-target (healthy) cells.
Potential to also target leukaemic stem cells
The current data focus on selective targeting of CD33 and CD7 co-expressing,
circulating leukaemia blast cells, reduction of which is a key requirement for
induction therapy in AML. Studies are underway to assess the expression of
CD7 on the CD33+ leukaemic stem cells. If found to be present, this represents
an important additional cell population which may enhance the utility and
efficacy of the BiVictriX therapeutic. Reduction in blast cells alone could, in
itself, be a viable therapeutic strategy, while the ability to also target
leukaemic stem cells would be a significant bonus.
Bispecific ADC production/manufacturing
BiVictriX is planning to employ ADC formats and methods that are already
validated and have successfully been taken into clinical trials. This should
minimise technical risks as far as possible. More than eighty ADCs have been
tested in in the clinic, in over six hundred trials, leading to nine FDA approvals
to date. As of the end of January 2021 23, there were 97 ADCs being
investigated in a total of 929 active clinical trials, 81 ADCs that had been
discontinued, 281 ADCs in preclinical development and a total of nine FDA
approvals. BiVictriX will need to finalise its ADC development plans when the
candidate molecule has been selected and the final format chosen. Existing
plans show an appreciation of the key risks and an intention to work with
manufacturing teams with a solid track record in this area.
The ADC candidate design is not yet finalised. A manufacturing strategy has
been set out but will need to be refined or confirmed when the candidate
molecule (and format) has been selected. Manufacturing will be outsourced
to a CMO. Manufacturing process development and scale-up will be required
for Fab-scFv-Fc, ADC drug substance (i.e., the bispecific ADC molecule),
formulation development and drug product (i.e., the drug substance that has
been formulated, sterilised and packaged). Tentative specifications for the
release of unconjugated bispecific antibody, ADC drug substance and the
corresponding drug product have been proposed, but these will need to be
adapted based on the actual manufacturing processes and product
specificities.
The generation of a cell bank system, including an MCB, is a prerequisite for
GMP-compliant recombinant protein production in order to guarantee longterm production consistency. The BiVictriX team has not yet finalised the
choice of CMO for this work as the project is still at a relatively early stage.
They have received a proposal from WuXi Biologics, a leading provider of
services to discover, develop, and manufacture biologics from concept to
commercial manufacturing, who are well equipped to complete this task.
With the rise in bispecific and ADC-based therapies moving into the clinic, the
23

ADC Digest: January 2021. A Landscape Review (Hanson Wade, 2021)
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associated manufacturing technology is now well developed and many
capable CRO/CMOs are available to support such work.
GLP tissue cross-reactivity panel and specificity studies are included in the
preclinical development plan and have been costed. GLP toxicology studies
have not yet been planned or costed. These will be included as the preclinical
and first in human study plans are refined.
b)

Design and execution of clinical trials

BiVictriX is at an early stage in the development of BVX001, so clinical plans
are yet to finalised. Approximately 25-30% of AML cases present with a
chemotherapy-resistant subtype of AML, characterized by co-expression of
surface antigens CD7 and CD33 on AML cells. This form of the disease has a
particularly poor prognosis with limited treatment options and is the target
population for BVX001. An initial trial focusing on this patient subset most
likely to receive benefit from the treatment could allow early efficacy data
to be generated so might be an appealing route to take, both ethically and
scientifically.
Assessment of MRD in line with guidelines published by the European
LeukemiaNet MRD Working Party24 is now routinely used to support the
prediction of treatment outcomes/relapse both in the clinic and as a clinical
trial criterion in AML. CD33 and CD7 are suggested as part of the MRD panel
to help identify leukaemia-associated immunophenotypes and could therefore
form part of the enrolment criteria for BiVictriX clinical trials. The use of
MRD as a surrogate endpoint for survival is under discussion so this area should
be monitored by the BiVictriX team.
According to clinicaltrials.gov (January 2021), 4 clinical trials to test the
safety and efficacy of ADC therapies in AML have been completed, 5 have
been terminated, 2 are active and 5 recruiting. These therapies target
specific leukaemia cell antigens (CD30, CD33, CD37, CD123, cKit or ROR1) and
exploit a range of cytotoxic molecules (including the auristatin derivative,
MMAE; calicheamicin, maytansine and indolinobenzodiazepine pseudodimer
class molecules). No trials of bispecific ADCs have been run in AML to date,
although there is precedence for a similar approach in leukaemia, targeting
CD19 and CD2225.
The BiVictriX team is well placed to exploit advances in immunophenotyping
to ensure that clinical studies are designed to provide the highest chance of
benefit to participants, and to best test the hypothesis.
c)

Regulatory considerations/environment

Antibody-drug conjugates
24

Schuurhuis et al., 2018, Blood 131(12): 1275-1291
DT2219ARL; Clinical trial identifier: NCT00889408; Vallera et al., 2011, Mol Cancer Ther
9(6): 1872-1883
25
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Nine ADCs are currently approved for clinical use, including the CD33targeting Mylotarg (gemtuzumab ozogamicin) 26. Regulatory guidance for ADCs
continues to evolve and draws from both the biologics and small molecule
guidelines. No specific guidelines have been published to help define
toxicology programmes to support ADC development, but there are a number
of guidelines. These include (but are not limited to): the
EMEA/CHMP/ICH/731268/1998 S6 (R1) guideline (“Preclinical safety
evaluation of biotechnology-derived pharmaceuticals”), the S9 guideline
(“Non-clinical evaluation for anti-cancer pharmaceuticals”), the M3 (R2) Nonclinical safety studies for the conduct of human clinical trials for
pharmaceuticals, December 2009, and the EMEA/CHMP/BWP/157653/2007
guideline (“Development, production, characterisation and specification for
monoclonal antibodies and related products”).
Safety assessment in two relevant species is preferred, although assessment
only in cynomolgus monkey is acceptable, if this is the only relevant species
(as may be the case for BVX001). The route forward will be more complex if
no cyno-cross-reactive antibodies can be identified but is feasible.
Bispecific antibodies
Two bispecific antibodies have been approved for clinical use in oncology:
Catumaxomab (targeting EpCAM and CD3), approved by the EMA in 2009
(although withdrawn in 2017) for malignant ascites; and Blinatumomab
(targeting CD19 and CD3), approved by the FDA in 2014 and the EMA in 2015
for Philadelphia chromosome negative B cell acute lymphoblastic leukaemia.
In addition, the bispecific antibody emicizumab (targeting clotting factors IXa
and X) was approved by the FDA in 2017 and the EMA in March 2018 for
haemophilia A27. In 2019, 57 bispecific antibody therapies were undergoing
clinical trials in oncology, with 5 delivering toxic payload to tumours in a
similar manner to the proposed BVX001 molecule11.
AML: an orphan disease
BiVictriX has defined AML as the lead indication. The orphan drug designation
(‘ODD’) programme provides an orphan status to drugs meeting a number of
well-defined criteria for the treatment of rare medical conditions, including
AML. ODD allows sponsors to benefit from a number of incentives. To date,
the FDA has granted ODD to 132 drugs for the treatment of AML28 while the
EMA have granted ODD to 51 29, including gemtuzumab. Assuming BiVictriX
anti-CD7/CD33 bispecific antibodies show the anticipated selectivity for cells
co-expressing CD7 and CD33 (over CD33 alone), criteria for ODD should be
met. BiVictriX will need to engage with regulatory affairs experts to ensure
that the appropriate regulatory documentation is prepared and submitted.
GMP-compliant manufacture of ADCs requires careful process development by
manufacturing teams with experience working in this area. As for other
26
27
28
29

www.adcreview.com/package-inserts/
Suurs et al., 2019, Pharmacol & Therapeutics 201:103-119
Source: www.accessdata.fda.gov
Source: www.ema.europa.eu
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antibody therapeutics, the generation of a cell bank system, including an
MCB, is a prerequisite for GMP-compliant recombinant protein production in
order to guarantee long-term production consistency. In addition, a reliable
source for the toxin will have to be identified, and duly qualified. If the toxin
is a marketed drug, preferred suppliers will own a certificate of suitability
issued by the European Directorate for the Quality of Medicines. Generation
of ADC batches will be outsourced to CMOs, which will need to be duly
qualified under the responsibility of BiVictriX. Ideally these CMOs will be
qualified via on-site full GMP audit performed by a qualified auditor.

6. Commercial Background
a)

Overview of Oncology Therapeutics Market

The continuing trend of new oncology drug approvals is bringing new
treatment options to cancer patients30. However, despite the high levels of
research activity within the pharmaceutical industry, oncology remains a
technically challenging area for R&D, driving the need for in-licensing of
externally discovered therapeutic drugs and new treatments by the more
established pharmaceutical companies. Oncology remains the leading
therapeutic area for commercial in-licensing transactions, with
immunotherapy accounting for 32 of the 35 multibillion-dollar oncology
licensing deals recorded from 2012 to 201831. Shifts in therapeutic use are
now seeing immunotherapies being adopted as first-line treatments22. The
recent adoption of more personalised immunotherapy-based therapeutics,
such as ADCs and bispecific immune-engagers, has offered the promise of
developing new therapeutic options for cancers that are regarded as being
difficult to treat, such as AML.
As described above, AML is the most common form of adult leukaemia, which
can be an aggressive disease in which cancerous cells can overload the bone
marrow within weeks, eventually leading to a high death rate in affected
patients. Despite advances in healthcare, up to 70% of AML patients aged 65
years or older die of their disease within 1 year of diagnosis. This is
substantially lower than the average 10-year survival for patients diagnosed
in the UK with breast cancer (76%), bowel cancer (53%) and ovarian cancer
(35%). With chances of long-term survival still low, the treatment of AML
represents a significant unmet medical need and commercial opportunity for
new therapies. The global AML therapeutics market has been estimated to
potentially exceed US$3.5 billion by 2027 32.
As BVX001 is an ADC with early preclinical data in AML models, it should also
be viewed in the wider context of the emerging ADC market opportunity for
30

Global Oncology Trends 2019 produced independently by the IQVIA Institute for Human
Data Science as a public service.
31
https://www.nature.com/articles/d43747-020-00431-7
32
https://www.marketwatch.com/press-release/global-acute-myeloid-leukemiatherapeutics-market-could-exceed-35-billion-by-2027-2020-11-19
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new therapies. The global ADC market represents a growing opportunity
within the overall oncology sector and was valued at US$1.6 billion in 2017,
which is projected to grow at a compound annual growth rate (CAGR) of 26%
to be worth US$9.9 billion by 2025. Over the last two years, the sector has
seen 6 ADC approvals, bringing the total number of approved ADCs on the
market up to 9, with further approvals expected to be announced during 2021.
Overall, therefore, there remains a growing market opportunity for treating
AML with the use of ADCs as an emerging therapeutic modality.
b)

Cancer Immunotherapy

For most patients, the treatment for AML has not changed significantly for
decades with the continued frontline use of conventional chemotherapy
drugs. Due to the toxicological consequences associated with chemotherapy,
administration often requires long-term hospitalisation in specialised
infection-controlled wards, especially with patients aged 65 years and older
or those presenting with other complicating co-morbidities.
Pharmaceutical companies are attempting to improve the current treatment
options. Over the last 3 years, the FDA has approved 9 new drugs for AML (see
Section 4). Despite these new approvals, 5-year survival rates in AML have
remained largely unchanged, sometimes due to dose-limiting side effect
issues. For this reason, there remains a significant unmet need for new
treatments for AML, especially so for underserved patient groups, such as the
elderly as well as those ineligible for intensive chemotherapy and in the
relapse/refractory setting. Currently there is one immunotherapy approved
for the treatment of AML: Pfizer’s Mylotarg® (gemtuzumab ozogamicin),
which is discussed further below.
c)

Recent Relevant Deal Activity

The analysis of recent deal activity that is relevant to BiVictriX’s therapeutic
focus is a useful method to benchmark the potential value of deals that could
be realised through various commercial transactions with pharmaceutical
acquirers or partners. For example, there are two recent M&A transactions
that stand out as benchmarks for the overall commercial opportunity for
ADCs: Merck’s acquisition of VelosBio for US$2.75 billion towards the end of
2020 and Boehringer Ingelheim’s acquisition of NBE-Therapeutics for €1.18
billion in early 2021. Both acquisitions are discussed in further detail below
but out licencing transactions are typically more common for valuing
therapeutic assets.
To provide some context for recent licensing deals, in the five years up to
2018, oncology was cited as being the leading therapeutic area for value of
the deals reported, driven by immuno-oncology, which accounted for 32 of
the 35 multibillion-dollar oncology licensing deals33. Across multiple
therapeutic areas, 2019 was also characterised by high-value M&A and
33

https://media.nature.com/original/magazine-assets/d43747-020-00431-7/d43747-02000431-7.pdf
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licensing deals, with oncology as one of the prominent themes 34. Although
M&A activity was reported to have slowed down during 2020, there is some
reported optimism that 2021 will see a rebound in future deals, as
pharmaceutical companies are likely to have re-organised their internal
operations during the COVID pandemic and will be looking to acquire new
therapeutic assets again35. Furthermore, the strength of pharmaceutical
companies’ balance sheets suggests that this cash could be deployed for M&A
and licensing transactions during 2021 and beyond.
In January 2021, a total of approximately 280 ADCs were in pre-clinical
development with 9 approved for clinical use, so far. A total of 17 ADCs
entered the clinic for oncology in 2020 and only three were reported to have
been discontinued. Two more ADCs were approved by the FDA last year.
The first approval was in August 2020, when the FDA granted accelerated
approval to BLENREP® (belantamab mafodotin-blmf) for the treatment of
patients with relapsed or refractory multiple myeloma and in the same
month, the EMA also approved BLENREP® for the treatment of patients with
the same condition. BLENREP® is a targeted ADC, which consists of a
humanised monoclonal antibody conjugated to a MMAF payload and is being
developed in a collaboration between Seattle Genetics, Inc. (Nasdaq: SGEN)
and GlaxoSmithKline (GSK). Following FDA approval, Seattle Genetics
received a US$20 million milestone payment, which also entitles Seattle
Genetics to royalties on future BLENREP® product sales36. This payment is in
addition to Seattle Genetics already having received a US$12 million upfront
payment and up to US$390 million in potential future milestone payments and
royalties for the rights to utilise its ADC technology with multiple antigens to
be chosen by GSK37. However, it should be noted that these payments are
relatively low compared with other referenced deals, as Seattle Genetics’
ADC technology platform has also been out licensed to several other
companies and each licensee only has the rights to use the technology with
antibodies against specified protein targets. Consequently, Seattle Genetics
does not own the rights to the final therapeutic products in such deals.
The second approval in 2020 was Trodelvy™ (sacituzumab govitecan-hziy), an
ADC, being developed by Immunomedics, Inc., which was acquired by Gilead
Sciences, Inc. (Nasdaq: GILD) in September 2020. It was announced that
Gilead would acquire Immunomedics for US$88 per share in cash. The
transaction valued Immunomedics at approximately US$21 billion 38.
34
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In December 2018, argenx SE of the Netherlands licensed an antibody for
treating blood cancers to Johnson & Johnson (J&J) in a deal with an upfront
payment of US$300 million, as well as a US$200 million equity investment by
J&J. The deal centred on cusatuzumab (ARGX-110), a CD70-targeting
antibody that is being developed for the treatment of AML and other
haematological cancers and was in Phase 1/2 testing at that time39. Including
potential milestone payments of US$1.3 billion would increase the total
potential investment in the programme to US$1.8 billion. argenx has also
retained co-promotion rights in the US, where both companies have agreed
to 50/50 revenue split on a royalty basis, while argenx will get double-digit
sales royalties in other territories.
Further comparable deals include the Agios Pharmaceuticals, Inc. (NASDAQ:
AGIO) agreement in 2010 with Celgene Corporation, which now a wholly
owned subsidiary of Bristol Myers Squibb (BMS). Celgene acquired the
worldwide development and commercialisation rights for IDHIFA®
(enasidenib) from Agios40. Agios was eligible to receive a US$25 million
payment upon achievement of a specified ex-U.S. commercial milestone
event, as well as reimbursement for costs incurred for its cocommercialization efforts and development activities. In June 2020, Agios
announced that it had sold to BMS its tiered, sales-based royalty rights on
worldwide net sales of IDHIFA®, as well as its rights to receive up to US$55
million in outstanding regulatory milestone payments from BMS, to Royalty
Pharma for US$255 million. Agios has also retained the right to receive the
US$25 million payment upon achievement of a specified ex-U.S. commercial
milestone event. IDHIFA® is an oral, targeted therapy approved by the U.S.
Food and Drug Administration (FDA) for the treatment of adult patients with
relapsed or refractory AML with an isocitrate dehydrogenase-2 (IDH2)
mutation. Although IDHIFA® is a small molecule drug and not an ADC, it still
provides a benchmark deal for AML therapeutics. In addition to licencing
deals, there have been the 2 notable acquisitions highlighted above that are
described in more detail below.
Merck (NYSE: MRK), known as MSD outside the US and Canada, announced the
acquisition of the ADC and bispecific therapeutic developer, VelosBio, Inc.,
for US$2.75 billion in November 202041. The acquisition strengthened Merck’s
oncology pipeline with VLS-101, an investigational ADC to potentially treat
haematological malignancies and solid tumours. Merck acquired all the
outstanding shares of VelosBio for US$2.75 billion in cash, subject to certain
customary adjustments, as VLS-101 was being evaluated in Phase 1 and Phase
2 clinical trials.

39
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In January 2021, Boehringer Ingelheim announced that it would acquire NBETherapeutics for €1.18 billion to enhance its cancer pipeline with novel
ADCs42. NBE-Therapeutics’ pipeline is based on its innovative next generation
ADC technology platform and its lead compound NBE-002 is currently in Phase
1 clinical studies for triple negative breast cancer and other solid tumours.
Boehringer Ingelheim will also gain access to NBE-Therapeutics’ ADC platform
based on its tumour-targeting capabilities. The total transaction value of
€1.18 billion includes contingent clinical and regulatory milestones but the
consummation of the transaction is subject to customary closing conditions
and is expected during the first quarter of 2021.
The licensing deal between J&J and argenx (US$500 million) is instructive,
particularly since the recent clinical trials data are relatively poor compared
with those reported in some of the other deals (see Section 4b of this Report).
In conclusion, the relevant deal activity summarised above confirms the
strong appetite amongst the large pharmaceutical companies for innovative
products and technologies in early-stage development for treatment of many
cancers, including AML.
d)

Other ADC/Bi-specific approaches

Mylotarg® is the only immunotherapy currently approved for the treatment
of AML. The drug was approved in 2000 but was later voluntarily withdrawn
due to the report of significant drug-related toxicities, which led to patient
deaths. Mylotarg® was later re-introduced onto the market in 2017 based on
a lower, fractionated dose but there have been several attempts to develop
more effective, next-generation approaches for AML, including 2 nd and 3rd
generation ADCs, bispecific cell engagers and mono- and bi-specific CAR-Ts.
To date, however, these approaches have been complicated by the lack of
cancer specificity of the targeted antigens, leading to limitations to the
effective dose of the therapy that can be safely administered. For example,
Seattle Genetics’ 3rd generation ADC candidate, SGNCD33A (vadastuximab
talirine) was removed from the clinic in 2017 due to a reported higher rate of
deaths in the SGNCD33A-containing treatment arm of a Phase 3 trial. Further
to this, interim Phase 1 data with iCell Gene Therapeutics’ bispecific
CD33/CLL1 CAR-T reported that 3 out of a total of 9 patients experienced lifethreatening (grade 4) sepsis following treatment, with all patients
experiencing life-threatening bone marrow suppression. Similarly, Jazz
Pharma’s CD123 targeted ADC, IMGN632, reported evidence of dose limiting
toxicities related to potentially fatal hepatotoxicity and febrile neutropenia
in a Phase 1 trial involving 33 patients.
Actinium Pharmaceuticals’ Actimab-A radioimmunoconjugate is targeting
relapsed or refractory disease or patients >60 years with CD33+ AML (Phase
1/2). It is used in combination with existing toxic treatment regimens.
Zhejiang University’s CD7 CAR-T therapeutic is currently within Phase 1/2
42
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trials for CD7+ haematological malignancies, including AML. However, further
data are not yet available for assessment of its therapeutic potential.
Furthermore, we are not aware of any bispecific ADCs in development for
AML.
e)

Positioning

BVX001 represents the Bi-Cygni® ADC, targeting the cancer-specific coexpression pattern of CD7 and CD33, with early preclinical validation already
demonstrated in AML models. One of the major hurdles in designing new and
effective therapies for AML is the lack of cancer-specific antigens. Many of
the antigens expressed on the AML cells that are currently used as therapeutic
targets are also expressed on healthy myeloid progenitor cells in the bone
marrow. These cells are essential for the formation of red blood cells,
platelets (involved in clotting) and innate white blood cells required to mount
an effective immune response against infection. Myelosuppression, resulting
from the reduction in number of healthy myeloid cells, leads to a potentially
life-threatening condition known as neutropenic sepsis, whereby the body
cannot protect itself against infection. Many current attempts at employing
next-generation therapeutic approaches to treat AML have been significantly
limited by their lack of cancer specificity, leading to the onset of neutropenic
sepsis. Therefore, BVX001 is currently well positioned to become a
differentiated product with significant potential to stimulate future
commercial licensing and acquisition discussions.

7. Board/Management Team
BiVictriX’s leadership team has a mixture of highly experienced professional
life science executives and leading researchers in the field of ADC technology.
The backgrounds of its Board include individuals with significant drug
discovery start-up experience and others with experience working in senior
positions at pharmaceutical companies. Key executives include:
Directors:
Iain Ross, Non-Executive Chairman
Iain Ross has over 40 years’ experience in the international life sciences and
technology sectors and has held significant roles in multi-national companies
including Sandoz, Fisons, Hoffman La Roche, Reed Business Publishing and
Celltech Group plc. He has completed multiple financing transactions, and
has over 30 years of experience in cross-border management as a chairman
and Chief Executive Officer. He has led and participated in seven Initial Public
Offerings (IPOs) and has direct experience of M&A transactions in Europe, the
USA and the Pacific Rim. Currently he is non-executive chairman of Silence
Therapeutics plc (LSE & NASDAQ); ReNeuron Group plc (LSE); and Kazia
Therapeutics Limited (ASX & NASDAQ). In addition, he is a non-executive
director of Palla Pharma Limited (ASX) and advises a number of private
companies in the biotechnology sector. He is a Biochemistry graduate of
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London University, a qualified Chartered Director (IoD) and former Vice
Chairman of the Council of Royal Holloway, London University.
Tiffany Thorn, MSc, Chief Executive Officer
Tiffany is the inventor of the Bi-Cgyni® platform and has led the company
since its formation, meeting key project milestones and securing £2.3m in
investment to date. As a HCPC-registered Clinical Immunologist, Tiffany has
experience of diagnosing and treating haematological malignancies within a
clinical setting in the NHS and was awarded the Chief Scientific Officer’s
‘Rising Star’ Award for her commitment to the delivery of healthcare. Tiffany
has a strong background in the ADC sector as previous Head of Therapeutic
Development at ADC Biotechnology Ltd, gaining vital experience of key trends
in this field.
Susan Lowther, Non-Executive Director
Susan has been a member of executive boards since 1997 and a Fellow of the
Chartered Institute of Management Accountants since 2003. Susan’s lifesciences career started at Celltech Group plc and included Head of Finance
at Lonza Biologics (previously Celltech Biologics). As part of the leadership
team, she was responsible for finance, HR, IT and facilities functions in the
US and UK.
Susan is currently the Chief Financial Officer of Arecor Therapeutics plc
(“Arecor”) which listed on AIM in June 2021. Susan joined Arecor from IXICO
plc, an imaging contract research organisation where she defined the
financing strategy and raised growth capital taking the company on a path to
profitability.
Previously, Susan was Chief Financial Officer at Novacyt S.A. where she
oversaw the acquisition of Lab21 Limited, CFO at BioWisdom Limited, who
were acquired by Instem Plc, and Finance Director of RiboTargets Limited,
from start-up until its acquisition by Vernalis plc.
Prof Robert Hawkins, MA MB BS PhD FRCP, Non-Executive Director
Robert is Cancer Research UK Professor at the University of Manchester and
Christie Hospital. His research interests are in gene and immunotherapy of
cancer. He heads a clinical research group undertaking trials in renal cancer
and cancer of the oesophagus/stomach, and also a range of early phase
clinical trials of biological agents including vaccines, antibodies and cellular
therapy. Robert also led the development of a Cellular Therapeutics Unit
based at the University of Manchester Incubator Building to facilitate
translational research in cell therapy for cancer. This GMP unit has developed
into a successful biotechnology company (Cellular Therapeutics Ltd)
developing adoptive cell therapy for cancer. Robert currently also serves as
Chief Executive Officer of Cellular Therapeutics Ltd.
William Drummond Paris, Non-Executive Director
Drummond Paris has over 40 years experience in the pharmaceutical and life
sector and has held senior positions in Novartis including as Country Head of
the UK, Regional Director for Asia Pacific and Global Head of the
Confidential © Ithaka Life Sciences 2021 Page 31 of 34

81

Transplantation and Immunology Division when he was a member of the
Novartis global pharma executive board.
Drummond subsequently spent 8 years as President of Kowa Research and
Kowa Pharmaceuticals Europe Ltd, two divisions of a Japanese familyowned business where he led the establishment of clinical research,
regulatory and marketing capabilities within Europe and developed the
successful strategy which resulted in the Company’s profitable first product
launch in Europe.
In the SME biotech/diagnostic sector Drummond has been chairman of Karus
Therapeutics Ltd, a small-molecule pharma research business; Sirigen the
high-sensitivity, fluorescent dye business, and more recently The
Electrospinning Business Limited and in each case, he led the successful
development and investment funding of these businesses.

8. Risks
a) Technical risk
BiVictriX has accumulated an impressive body of data, providing proof of
principle for the Company’s scientific approach. The product in development
addresses a substantial opportunity in what is already a large and rapidly
growing market. The product is disruptive to existing therapies, but
compatible with existing treatment paradigms and thus should not require
physicians to adopt radically new therapeutic approaches. A focus on high
need orphan indications should help accelerate clinical development as well
as passage along the regulatory pathway.
While the Company looks well placed to move forward, it still faces several
technical risks and uncertainties. Although results from the mouse models are
highly encouraging, they still need to be confirmed in human studies. The
preclinical development plan for BVX001 is well precedented but unexpected
issues could still lead to potential delays and/or additional expenditure. The
use of ADCs in humans is highly complex, and products frequently run into
unforeseen issues of safety and efficacy upon entering clinical trials in human
subjects.
However, ADCs is a burgeoning field with already approved products and well
established technology for development and manufacture with an array of
capable CRO/CMOs operating in this space, which should help mitigate the
technical risks for BVX001.
b) Funding risk
Drug development is a high-risk/high-reward endeavour and typically costs
millions of dollars before the product may be approved by regulators.
BiVictriX will be undertaking research and development activities to further
exploit its technology platform and also undertake clinical trials to gain
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regulatory approval. Product development is subject to strict regulatory
requirements and these undertakings involve significant costs. Although the
preclinical development programme may be very carefully designed and the
scientific rational may be clear, there is the risk that the investments made
in research and development may not yield technically feasible or
commercially viable products. Any failure or delay in obtaining regulatory
approval or translating clinical approvals into commercially viable products
will adversely affect BiVictriX’s business.
c) IP risk
BiVictriX’s success will depend, in part, on being able to protect its
intellectual property rights as well as to operate without infringing on other
company’s property rights. The BiVictriX patent portfolio currently comprises
four patent families, none of which have been granted as yet. We have not
reviewed the patent estate in detail but, if granted, we expect that these
patents should provide broad and robust protection for both the lead asset
(BVX001) and extended candidate pipeline but there is no guarantee that this
will be the case.
d) Manufacturing development risk
Although other ADC therapeutic products have been commercialised and
appropriate cGMP manufacturing processes developed, there is no guarantee
that the Company can easily develop an equivalent manufacturing process to
produce commercial volumes of its product. Any failure or delay to the
manufacture of its product may affect the clinical trial, regulatory and
commercial prospects for BiVictriX.
e) Competitor risk
Although BiVictriX has selected an orphan indication where there is little
obvious competition from existing or pipeline pharmaceuticals, there remains
a risk that its competitors may develop new products, which could compete
with, and may reduce the commercial potential of, BiVictriX’s product.
f) Reliance on key personnel
BiVictriX’s technology and know-how is specialised and the Company may be
dependent on certain members of its management and employees. Thus,
there could be an adverse impact on the Company if one or more of these
individuals were to leave the company. BiVictriX will need to expand its
management and employee base as it continues to undertake clinical trials
and commercialize its technology. BiVictriX’s ability to successfully navigate
the development phase and support commercialisation efforts will depend, in
part, on its ability to manage its human resources. To date, BiVictriX has
successfully navigated its growth and expects to be able to do so in the future
and we anticipate that it should be able to successfully attract and retain
skilled and experienced personnel.
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9. Conclusions
BiVictriX has accumulated an impressive body of preclinical data, providing
proof of concept for the Company’s scientific approach. The product
candidate BVX001 addresses a substantial opportunity in what is already a
large and rapidly growing market. The proposed use of BVX001 for the
treatment of AML appears to be well supported by the available literature as
well as by the work conducted by BiVictriX and its collaborators. Accordingly,
should the BVX001 development programme yield clinically-meaningful
results in the future, there will undoubtedly be interest from third parties
with the resources and expertise to successfully complete the development
of and fully commercialise BVX001.
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PART V
HISTORICAL FINANCIAL INFORMATION ON BIVICTRIX LIMITED

SECTION A: ACCOUNTANTS’ REPORT ON THE HISTORICAL FINANCIAL INFORMATION OF
BIVICTRIX LIMITED

4 August 2021
The Directors
Bivictrix Therapeutics Plc
Optic Technlum Street
Asaph Business Park
Fford William Morgan
St. Asaph
Wales LL17 0JD
The Partners
SP Angel Corporate Finance LLP
35 Maddox Street
London W1S 2PP
Dear Sirs,

Introduction
We report on the audited consolidated historical financial information of BiVictriX Limited (“BiVictriX”) set out
in Section B of Part V (“Historical Financial Information of Bivictrix Therapeutics Limited”) of the
admission document dated 5 August 2021 (the “Document”) of the Company.
Opinion on financial information
In our opinion, the financial information gives, for the purposes of the Document, a true and fair view of the
state of affairs of BiVictriX as at the date stated and of the results, financial position, cash flows and changes
in equity for the period then ended in accordance with the basis of preparation set out in note 2 to the
financial information and International Financial Reporting Standards (IFRS) as issued by the UK
Endorsement Board.

Responsibilities
The Directors of the Company are responsible for preparing the financial information on the basis of
preparation set out in note 2 to the financial information. It is our responsibility to form an opinion on the
financial information and to report our opinion to you.

Basis of Preparation
This historical financial information of BiVictriX has been prepared for inclusion in the Document on the basis
of preparation and accounting policies set out in note 2 to the financial information. This report is required
by part (a) of Schedule Two to the AIM Rules for Companies (the “AIM Rules”) and is given for the purposes
of complying with the AIM Rules and for no other purpose.
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Basis of opinion
We conducted our work in accordance with Standards of Investment Reporting issued by the Financial
Reporting Council in the United Kingdom. We are independent of BiVictriX in accordance with relevant
ethical requirements. In the United Kingdom this is the FRC’s Ethical Standard as applied to Investment
Circular Reporting Engagements, and we have fulfilled our other ethical responsibilities in accordance with
these requirements.
Our work included an assessment of evidence relevant to the amounts and disclosures in the financial
information. It also included an assessment of significant estimates and judgments made by those
responsible for the preparation of the financial statements underlying the 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 which we
considered necessary in order to provide us with sufficient evidence to give reasonable assurance that the
financial information is free from material misstatement, whether caused by fraud or other irregularity or error.

Declaration
For the purposes of paragraph (a) of Schedule Two of the AIM Rules for Companies, we are responsible for
this report as part of the Document and declare that we have taken all reasonable care to ensure that the
information contained in this report is, to the best of our knowledge, in accordance with the facts and
contains no omission likely to affect its import. This declaration is included in the Document in compliance
with Paragraph (a) of Schedule Two of the AIM Rules.
Yours faithfully

Crowe U.K. LLP
Chartered Accountants
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SECTION B: HISTORICAL FINANCIAL INFORMATION OF BIVICTRIX LIMITED
Statement of comprehensive income
The audited statements of comprehensive income of BiVictriX for the three years ended 31 December 2020
are set out below:

Notes
Operating expenses
Share based compensation
Other operating income

4
14
19

Operating loss

4

Finance costs

20

Loss on ordinary activities before taxation
Taxation

6

Loss for the year and total comprehensive
loss for the year attributable to equity
shareholders of the company

Year ended
31 Dec
2018
£’000

Year ended
31 Dec
2019
£’000

Year ended
31 Dec
2020
£’000

(478)
(2)
–

(522)
(4)
–

(517)
(4)
31

––––––––––––

(480)

All losses arose from continuing operations.

87

––––––––––––

(490)

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

(480)
102

––––––––––––

(378)

7
7

(526)

––––––––––––

––––––––––––

Loss per share (pence)
Basic loss per share
Diluted loss per share

––––––––––––

(463.40)
(463.40)

(526)
117

––––––––––––

(409)

––––––––––––

(427.35)
(427.35)

(19)

(509)
84

––––––––––––

(425)

––––––––––––

(402.16)
(402.16)

Statement of financial position
The audited statements of financial position of BiVictriX as at 31 December 2018, 2019 and 2020 are set
out below:

Notes
Assets
Non–current assets
Property, plant and equipment

8

As at
31 Dec
2018
£’000

1

––––––––––––

1

Current assets
Trade and other receivables
Income tax asset
Cash and cash equivalents

9
10
11

34
102
211

19
117
129

60
83
862

––––––––––––

––––––––––––

347

265

38

––––––––––––

38

Non-current liabilities

20

Total liabilities

330

––––––––––––

––––––––––––

1
992
2
–
(685)

––––––––––––

310

––––––––––––
––––––––––––

88

86

330

––––––––––––

––––––––––––

310

Total equity attributable to equity
shareholders of the company

86

––––––––––––

1,068

––––––––––––
––––––––––––

––––––––––––

––––––––––––
––––––––––––

13
13
14
14

266

––––––––––––
––––––––––––

1,005

––––––––––––

––––––––––––

38

Capital and reserves
Issued equity capital
Share premium
Share-based payment reserve
Other reserves
Retained earnings

––––––––––––

––––––––––––

––––––––––––

––––––––––––

Net assets

63

––––––––––––

348

12

1

63

––––––––––––

––––––––––––

––––––––––––
––––––––––––

Liabilities and Equity Current liabilities
Trade and other payables

1

––––––––––––

As at
31 Dec
2020
£’000

––––––––––––

––––––––––––

Total assets

As at
31 Dec
2019
£’000

86

––––––––––––

180

––––––––––––
––––––––––––

1
1,267
6
–
(1,094)

––––––––––––

180

––––––––––––
––––––––––––

671

1,001

––––––––––––

67

––––––––––––
––––––––––––

1
1,428
10
147
(1,519)

––––––––––––

67

––––––––––––
––––––––––––

Statement of changes in equity
The audited statements of changes in equity of BiVictriX the three years ended 31 December 2020 are set
out below:

Issued
equity
capital
£’000
At 31 December 2017
Loss for the year and
total comprehensive
loss for the year
Issue of share capital
Expenses of share
issues
Share-based
payments
Transactions with
owners
At 31 December 2018
Loss for the year and
total comprehensive
loss for the year
Issue of share capital
Expenses of share
issues
Share-based payments
Transactions with
owners
At 31 December 2019
Loss for the year and
total comprehensive
loss for the year
Issue of share capital
Expenses of
share issues
Share-based
payments
Other reserves
Transactions with owners
At 31 December 2020

1

––––––––––––
––––––––––––

–

Attributable to equity shareholders of the company
Sharebased
Share
payment
Other
Revenue
premium
reserve
reserve
reserve
£’000
£’000
£’000
£’000
439

––––––––––––
––––––––––––

–

–

––––––––––––
––––––––––––

–

–

––––––––––––
––––––––––––

–

(307)

––––––––––––
––––––––––––

(378)

Total
£’000
133

––––––––––––
––––––––––––

(378)

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

–

565

–

–

–

565

–

(12)

–

–

–

(12)

–

––––––––––––

–

––––––––––––

1

––––––––––––
––––––––––––

–

–

––––––––––––

553

––––––––––––

992

––––––––––––
––––––––––––

–

2

––––––––––––

2

––––––––––––

2

––––––––––––
––––––––––––

–

–

––––––––––––

–

––––––––––––

–

––––––––––––
––––––––––––

–

–

––––––––––––

–

––––––––––––

(685)

––––––––––––
––––––––––––

(409)

2

––––––––––––

555

––––––––––––

310

––––––––––––
––––––––––––

(409)

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

–

287

–

–

–

287

–
–

(12)
–

–
4

–
–

–
–

(12)
4

––––––––––––

–

––––––––––––

1

––––––––––––
––––––––––––

–

––––––––––––

275

––––––––––––

1,267

––––––––––––
––––––––––––

–

––––––––––––

4

––––––––––––

6

––––––––––––
––––––––––––

–

––––––––––––

–

––––––––––––

–

––––––––––––
––––––––––––

–

––––––––––––

–

––––––––––––

(1,094)

––––––––––––
––––––––––––

(425)

––––––––––––

279

––––––––––––

180

––––––––––––
––––––––––––

(425)

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

–

179

–

–

–

179

–

(18)

–

–

–

(18)

–
–

–
–

4
–

–
147

–
–

4
147

––––––––––––

––––––––––––

––––––––––––

––––––––––––

––––––––––––

–

161

4

147

–

––––––––––––

1

––––––––––––
––––––––––––

––––––––––––

1,428

––––––––––––
––––––––––––

––––––––––––

10

––––––––––––
––––––––––––

89

––––––––––––

147

––––––––––––
––––––––––––

––––––––––––

(1,519)

––––––––––––
––––––––––––

––––––––––––

313

––––––––––––

67

––––––––––––
––––––––––––

Statement of cash flows
The audited statements of cash flows of BiVictriX for the three years ended 31 December 2020 are set out
below:
Year ended
31 Dec
2018
£’000

Year ended
31 Dec
2019
£’000

Year ended
31 Dec
2020
£’000

(480)

(526)

(490)

14

2

4

1
4

9
12

(13)
(42)

15
48

(41)
242

Notes
Operating loss
Adjustments for:
Depreciation and amortisation
Share-based payments
Changes in working capital:
(Increase)/Decrease in trade and other receivables
Increase/(Decrease) in trade and other payables
Cash outflows from operating activities
Research and development tax credit received

––––––––––––

(533)
49

––––––––––––

Net cash outflows from operating activities

(484)

––––––––––––

Cash flows used in investing activities
Acquisition of tangible fixed assets

–

––––––––––––

Net cash used in investing activities

–

––––––––––––

Cash flows from financing activities
Proceeds from issue of convertible loan
Proceeds from issue of ordinary share capital
Expenses on issue of shares

13

Net cash inflows from financing activities

565
(12)

Cash and cash equivalents at the end of the year

90

––––––––––––

(357)

––––––––––––

–

––––––––––––

–

––––––––––––

287
(12)

––––––––––––

553

275

69
142

11

(459)
102

––––––––––––
––––––––––––

(Decrease)/increase in cash and cash equivalents
Cash and cash equivalents at the start of the year

––––––––––––

––––––––––––

(82)
211

––––––––––––

––––––––––––

211

129

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––

(284)
118

––––––––––––

(166)

––––––––––––

(63)

––––––––––––

(63)

––––––––––––

800
179
(17)

––––––––––––

962

––––––––––––

733
129

––––––––––––

862

––––––––––––
––––––––––––

Notes to the historical financial information
1. Reporting entity
BiVictriX Limited (“BiVictriX”) is a limited liability company, incorporated on 15 February 2016 and is domiciled
in England and Wales (registered number 10005270). The principal activity of BiVictriX Limited is that of
drug discovery. Its registered office is Optic Technium St. Asaph Business Park, Fford William Morgan, St.
Asaph, Wales, LL17 0JD.

2. Basis of preparation
The historical financial information includes the results of BiVictriX Limited for the three years ended 31
December 2020 and is prepared for the purposes of the admission of the ordinary shares of the Company,
to the AIM Market operated by London Stock Exchange plc.
The accounting policies set out below have been applied consistently to all periods presented in this financial
information. The accounting policies have been applied consistently across the company.
The financial statements have been prepared in accordance with International Financial Reporting Standards
(“IFRS”) as adopted by the European Union and with the Companies Act 2006 applicable to companies
reporting under IFRS. This basis of preparation describes how the financial statements have been prepared
in accordance with IFRS. The financial statements have been prepared under the historical cost. A summary
of the company’s significant accounting policies is set out below.
The preparation of financial statements in conformity with IFRS requires the use of estimates and
assumptions that affect the reported amounts of assets and liabilities at the date of the financial information
and the reported amounts of revenue and expenses during the period. Although these estimates are based
on management’s best knowledge of the amount, event or actions, actual results ultimately may differ from
those estimates are based on management’s best knowledge of the amount, event or actions, actual results
ultimately may differ from those estimates.
The accounting policies set out below have, unless otherwise stated, been applied consistently to all periods
presented in this financial information. The historical financial information has been prepared on the basis of
IFRS consistently throughout all periods.
(a)

Statement of compliance
The company prepared financial information in accordance with Adopted IFRSs for the first time in
respect of the year ended 31 December 2020 and consequently have applied IFRS 1. An explanation
of how the transition to Adopted IFRSs has affected the reported financial position, financial
performance and cash flows of the company is provided in note 21.

(b)

Basis of measurement
BiVictriX’s financial statements have been prepared on the historical cost basis.

The methods used to measure assets and liabilities are discussed in the respective notes in note 3 below.
(c)

Going concern
BiVictriX conducts scientific research and development and has invested significantly in the
development of new cancer therapeutics. The directors believe that this investment positions BiVictriX
for a transformational year in 2021, to deliver to the pharmaceutical industry cancer therapeutics from
a low cost base via a productive pipeline of early stage technology opportunities.
The historical financial information has been prepared on the going concern basis, which assumes
BiVictriX will continue to be able to meet its liabilities as they fall due for the foreseeable future, based
on detailed financial projections, prepared by the directors, including the net proceeds from the placing
of shares by the Company upon admission to AIM.
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(d)

Functional and presentational currency
These financial statements are presented in pounds sterling, which is BiVictriX’s functional currency.
All financial information presented has been rounded to the nearest thousand.

(e)

Use of estimates and judgements
The preparation of historical financial information requires management to make estimates and
judgements that affect the amounts reported for assets and liabilities as at the reporting date and the
amounts reported for revenues and expenses during the year. The nature of estimation means that
actual amounts could differ from those estimates. Estimates and judgements used in the preparation
of the historical financial information are continually reviewed and revised as necessary. While every
effort is made to ensure that such estimates and judgements are reasonable, by their nature they are
uncertain and, as such, changes in estimates and judgements may have a material impact on the
financial statements.
The key sources of judgement and estimation uncertainty that have a significant risk of causing material
adjustment to the carrying amount of assets and liabilities within the current financial year are discussed
below.
Equity-settled share-based payments
The determination of share–based payment costs requires: the selection of an appropriate valuation
method, consideration as to the inputs necessary for the valuation model chosen, judgement regarding
when and if performance conditions will be met, and the estimation of the number of awards that will
ultimately vest. Inputs required for this arise from judgements relating to the future volatility of the share
price of BiVictriX Limited and comparable companies, the company’s expected dividend yields, risk
free interest rates and expected lives of the options. The directors draw on a variety of sources to aid
in the determination of the appropriate data to use in such calculations. The share-based payment
expense is most sensitive to the future volatility of the future share price factor, see note 14.
Taxation
Management judgement is required to determine the amount of tax assets (including R & D tax credits)
that can be recognised, based upon the likely timing and level of future taxable profits together with
an assessment of the effect of future tax planning strategies. Further information is included in note 6.
Research and development
Careful judgement by the directors is applied when deciding whether the recognition requirements for
development costs have been met. This is necessary as the economic success of any product
development is uncertain until such time as technical viability has been proven and commercial supply
agreements are likely to be achieved. Judgements are based on the information available at each
reporting date which includes the progress with testing and certification and progress on, for example,
establishment of commercial arrangements with third parties. In addition, all internal activities related
to research and development of new products are continuously monitored by the directors.
Financial instruments
Management judgement is required in determining the equity component within the convertible loan
note.

3. Significant accounting policies
The accounting policies set out below have, unless otherwise stated, been applied consistently to all periods
presented in the historical financial information.
(a)

Foreign currency transactions
Transactions in foreign currencies are initially recorded in the functional currency by applying the spot
rate ruling at the date of the transaction. Monetary assets and liabilities denominated in foreign
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currencies are retranslated at the functional currency rate of exchange ruling at the reporting date. All
differences are taken to the Statement of comprehensive income.
(b)

Segmental reporting
An operating segment is a component of an entity that engages in business activities from which it
may earn revenues and incur expenses, whose operating results are regularly reviewed by the entity’s
chief operating decision maker to make decisions about resources to be allocated to the segment and
assess its performance, and for which discrete financial information is available. As at the reporting
dates BiVictriX operated with only a single segment, that of scientific research and development.

(c)

Research and development
Research costs are charged in the statement of comprehensive income as they are incurred.
Development costs are capitalised as intangible assets if it is probable that future economic benefits
will flow to the company. Such intangible assets would be amortised on a straight–line basis from the
point at which the assets are ready for use over the period of the expected benefit, and would be
reviewed for impairment at each reporting date.
The criteria for recognising expenditure as an asset are:
l

it is technically feasible to complete the product;

l

management intends to complete the product and use or sell it;

l

there is an ability to use or sell the product;

l

it can be demonstrated how the product will generate probable future economic benefits;

l

adequate technical, financial and other resources are available to complete the development, use
and sale of the product; and

l

expenditure attributable to the product can be reliably measured.

Development costs are currently charged, within administrative expenses, against income as incurred
since the criteria for their recognition as an asset are not met.
(d)

Income tax
Income tax expense comprises current and deferred tax. Income tax expense is recognised in the
statement of comprehensive income except to the extent that it relates to items recognised directly in
equity or in other comprehensive income.
Current income tax assets and liabilities for the current and prior periods are measured at the amount
expected to be recovered from or paid to, the tax authorities. The tax rates and tax laws used to
compute the amount are those that are enacted or substantively enacted by the reporting date.
Deferred income tax is recognised on all temporary differences arising between the tax bases of assets
and liabilities and their carrying amounts in the financial statements with the following exceptions:
l

where the temporary difference arises from the initial recognition of goodwill or of an asset or
liability in a transaction that is not a business combination, that at the time of the transaction
affects neither accounting nor taxable profit nor loss; and

l

in respect of taxable temporary differences associated with investments in subsidiaries where the
timing of the reversal of the temporary differences can be controlled and it is probable that the
temporary differences will not reverse in the foreseeable future.

Deferred income tax assets and liabilities are measured on an undiscounted basis using the tax rates and
tax laws that have been enacted or substantially enacted by the date and which are expected to apply when
the related deferred tax asset is realised or the deferred tax liability is settled.
Deferred income tax assets are recognised to the extent that it is probable that future taxable profits will be
available against which differences can be utilised. An asset is not recognised to the extent that the transfer
or economic benefits in the future is uncertain.
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(e)

Property, plant and equipment
Property, plant and equipment assets are recognised initially at cost. After initial recognition, these
assets are carried at cost less any accumulated depreciation and any accumulated impairment losses.
Cost comprises the aggregate amount paid and the fair value of any other consideration given to
acquire the asset and includes costs directly attributable to making the asset capable of operating as
intended.
Depreciation is computed by allocating the depreciable amount of an asset on a systematic basis over
its useful life and is applied separately to each identifiable component.
The following bases and rates are used to depreciate assets:
Office equipment, fixtures and fittings – straight line over 3 years
The carrying values of property, plant and equipment are reviewed for impairment if events or changes
in circumstances indicate that the carrying value may not be recoverable, and are written down
immediately to their recoverable amount. Useful lives and residual values are reviewed annually and
where adjustments are required these are made prospectively.
A property, plant and equipment item is de-recognised on disposal or when no future economic
benefits are expected to arise from the continued use of the asset. Any gain or loss arising on the
de-recognition of the asset is included in the Consolidated statement of comprehensive income in the
period of de-recognition.

(f)

Trade and other receivables
Consists of HMRC debtor only since the company remains in the pre-revenue phase. Due to the nature
of the debtor no provision is requires in relation to credit risk, all outstanding balances having been
settled between the balance sheet date and the signing of the accounts.

(g)

Cash, cash equivalents and cash on deposit
Cash and cash equivalents comprise cash at hand and deposits with maturities of three months or
less at inception.

(h)

Trade and other payables
Trade and other payables are non-interest bearing and are initially recognised at fair value. They are
subsequently measured at amortised cost using the effective interest rate method.

(i)

Share capital
Proceeds on issue of shares are included in shareholders’ equity, net of transaction costs. The carrying
amount is not re-measured in subsequent years.

(j)

Share-based payments
Equity settled share–based payment transactions are measured with reference to the fair value at the
date of grant, recognised on a straight line basis over the vesting period, based on BiVictriX’s estimate
of shares that will eventually vest. Fair value is measured using a suitable option pricing model.
At each reporting date before vesting, the cumulative expense is calculated, representing the extent
to which the vesting period has expired and management’s best estimate of the achievement or
otherwise of non– market conditions and the number of equity instruments that will ultimately vest.
The movement in cumulative expense since the previous reporting date is recognised in the statement
of comprehensive income, with a corresponding entry in equity.
Where the terms of an equity–settled award are modified or a new award is designated as replacing a
cancelled or settled award, the cost based on the original award terms continues to be recognised
over the original vesting period. In addition, an expense is recognised over the remainder of the new
vesting period for the incremental fair value of any modification, based on the difference between the
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fair value of the original award and the fair value of the modified award, both as measured on the date
of the modification. No reduction is recognised if this difference is negative.
(k)

Defined contribution pension scheme
BiVictriX operates a defined contribution pension scheme. The assets of the scheme are held
separately from those of BiVictriX in an independently administered fund. The amounts charged against
profits represent the contributions payable to the scheme in respect of the accounting period.

(l)

Measurement of Financial instruments
BiVictriX apply IAS 32 to determine the appropriate classification of the convertible notes liability and
equity components. The convertible note has been classified as a compound financial instrument
because it contains both debt and equity components. On initial recognition the fair value of the debt
component (financial liability) is calculated first, and deducted from the fair value of the convertible note
to arrive at the amount to be recognised for the equity component. On subsequent recognition no
gain or loss is recorded on conversion. The conversion feature of the convertible note is classified as
equity and is not remeasured. The only item of the convertible note that affects profit or loss is the
recognition of interest expense at the effective interest rate for the liability component. The reserve for
convertible notes comprises the amount allocated to the equity component for the convertible notes
issued by the company.

4. Operating loss
This is stated after charging:

Research and development expense
Depreciation of property, plant and equipment (see note 8)
Staff costs (see note 5)
Depreciation of property, plant and equipment
Short term lease rentals – land and buildings
Other operating expenses

5.

Year to
31 Dec
2018
£’000

Year to
31 Dec
2019
£’000

Year to
31 Dec
2020
£’000

229
–
136
–
7
106

162
–
186
1
17
157

189
–
167
2
18
142

––––––––––––

––––––––––––

478

523

––––––––––––

519

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Year to
31 Dec
2018
£’000

Year to
31 Dec
2019
£’000

Year to
31 Dec
2020
£’000

105
11
18
2

161
15
6
4

143
11
9
4

Staff costs and numbers

Wages and salaries
Social security costs
Pension contributions
Share-based payments

––––––––––––

––––––––––––

136

186

––––––––––––
––––––––––––
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––––––––––––
––––––––––––

––––––––––––

167

––––––––––––
––––––––––––

The average number of employees during the year, including directors, was as follows:

Directors
Scientists and administrative staff

Year to
31 Dec
2018
No.

Year to
31 Dec
2019
No.

Year to
31 Dec
2020
No.

1
2

1
3

1
2

––––––––––––

––––––––––––

3

4

––––––––––––

3

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Year to
31 Dec
2018
£’000

Year to
31 Dec
2019
£’000

Year to
31 Dec
2020
£’000

6. Taxation
The tax credit is made up as follows:

Current income tax:
Research and development income tax credit receivable

(102)

––––––––––––

(102)

––––––––––––
––––––––––––

(117)

––––––––––––

(117)

––––––––––––
––––––––––––

(84)

––––––––––––

(84)

––––––––––––
––––––––––––

Factors affecting tax charge for the year:
The tax assessed for the year varies from the standard rate of corporation tax as explained below:
Year to
31 Dec
2018
£’000
Loss on ordinary activities before taxation

(480)

––––––––––––
––––––––––––

Tax at standard rate of 19.00% (31 December 2019 and 2018)
Effects of:
Expenses not deductible for tax purposes
Surrender of research and development expenditure
Research and development tax credit receivable
Tax losses carried forward (see below)
Tax credit in income statement

Year to
31 Dec
2019
£’000
(526)

––––––––––––
––––––––––––

Year to
31 Dec
2020
£’000
(509)

––––––––––––
––––––––––––

(92)

(101)

(97)

1
58
(102)
33

1
67
(117)
33

1
35
(84)
61

––––––––––––

(102)

––––––––––––
––––––––––––

––––––––––––

(117)

––––––––––––
––––––––––––

––––––––––––

(84)

––––––––––––
––––––––––––

Reductions in the main rate of corporation tax from 20 per cent. to 19 per cent. (effective from 1 April 2017)
and to 18 per cent. (effective 1 April 2020) were substantively enacted on 1 January 2017.
BiVictriX has accumulated losses available to carry forward against future trading profits. The estimated
value of the deferred tax asset, measured at a standard rate of 19 per cent. in all periods is 31 December
2020 £117,000 (2019: £90,000 and 2018: £58,000), of which £nil has been recognised in all periods.
Remaining tax losses have not been recognised as an asset as it is not probable that future taxable profits
will be available against which the unused tax losses can be utilised.
BiVictriX has an unrecognised deferred tax asset for share-based payments, for which the tax, measured
at a standard rate of 19 per cent. in all periods is 31 December 2020 £2,000 (2019: £1,000 and 2018: nil)
The net deferred tax asset of £107,000 (2019: £91,000 and 2018: £58,000) has not been recognised since
there is not sufficient evidence in order to support future profits against which the losses could be utilised.
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7. Loss per share
Basic loss per share is calculated by dividing the loss for the period attributable to equity holders by the
weighted average number of ordinary shares outstanding during the period.
For diluted loss per share, the loss for the period attributable to equity holders and the weighted average
number of ordinary shares outstanding during the period is adjusted to assume conversion of all dilutive
potential ordinary shares. As the effect of the share options would be to reduce the loss per share, the
diluted loss per share is the same as the basic loss per share.
The calculation of the company’s basic and diluted loss per share is based on the following data:
Year to
31 Dec
2018
£’000
Audited
Loss for the period attributable to equity holders

(378)

Weighted average number of ordinary shares
Weighted average number of ordinary shares adjusted
for the effects of dilution

Loss per share – basic and diluted

8.

Year to
31 Dec
2019
£’000
Audited
(409)

Year to
31 Dec
2020
£’000
Audited
(425)

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Year to
31 Dec
2018
Number
Audited

Year to
31 Dec
2019
Number
Audited

Year to
31 Dec
2020
Number
Audited

81,571

95,705

105,678

81,571

95,705

105,678

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Pence

Pence

Pence

(463.40)

––––––––––––
––––––––––––

(427.35)

––––––––––––
––––––––––––

(402.16)

––––––––––––
––––––––––––

Property, plant and equipment
Property,
plant and
equipment
£’000

Cost:
At 1 January 2018
Additions
At 31 December 2018
Additions
At 31 December 2019
Additions
At 31 December 2020
Depreciation:
At 1 January 2018
Provided during the year
At 31 December 2018
Provided during the period
At 31 December 2019
Provided during the period
At 31 December 2020

1
–
1
1
2
63
65
–
–
–
1
1
1
2

––––––––––––
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Property,
plant and
equipment
£’000
Net book value:
At 31 December 2020

63

––––––––––––

At 31 December 2019

1

––––––––––––

At 31 December 2018

9.

1

––––––––––––
––––––––––––

Trade and other receivables

Taxation and social security
Prepayments

As at
31 Dec
2018
£’000

As at
31 Dec
2019
£’000

As at
31 Dec
2020
£’000

31
3

16
3

53
7

––––––––––––

––––––––––––

34

19

––––––––––––

60

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

As at
31 Dec
2018
£’000

As at
31 Dec
2019
£’000

As at
31 Dec
2020
£’000

10. Income tax asset

Research and development income tax credit receivable

102

––––––––––––

102

117

––––––––––––

117

84

––––––––––––

84

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

As at
31 Dec
2018
£’000

As at
31 Dec
2019
£’000

As at
31 Dec
2020
£’000

11. Cash and cash equivalents

Cash at bank and in hand

211

129

862

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

As at
31 Dec
2018
£’000

As at
31 Dec
2019
£’000

As at
31 Dec
2020
£’000

20
7
11

25
24
37

263
12
55

12. Trade and other payables

Trade payables
Other taxes and social security
Accruals

––––––––––––

––––––––––––

38

86

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––

330

––––––––––––
––––––––––––

The directors consider that the carrying amount of trade and other payables approximates to their fair value.
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Provisions
There were no provisions at the year end (year to 31 December 2019, year to 31 December 2018).

13. Share capital
Allotted, called up and fully paid

Allotted, called up and fully paid
ordinary shares of 1p:
As at 31 December 2017
Issue of share capital
Expenses of share issues
As at 31 December 2018
Issue of share capital
Expenses of share issues
As at 31 December 2019
Issue of share capital
Expenses of share issues
As at 31 December 2020

Ordinary
shares
Number

Share
capital
£’000

Share
premium
£’000

Total
£’000

69,118
22,614
–

1
–
–

439
565
(12)

440
565
(12)

––––––––––––

––––––––––––

91,732
8,701
–

1
–
–

––––––––––––

––––––––––––

100,433
7,144
–

1
–
–

––––––––––––

992
287
(12)

––––––––––––

1,267
179
(18)

––––––––––––

––––––––––––

––––––––––––

107,577

1

1,428

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––

993
287
(12)

––––––––––––

1,268
179
(18)

––––––––––––

1,429

––––––––––––
––––––––––––

All classes of shares have a nominal price of 1p.
On the 13 June 2018 22,614 ordinary shares of 1p were issued at a price of £25.00 per share, generating
proceeds of £565,360. Costs of £12,500 were incurred and these have been deducted from the share
premium.
On the 11 June 2019 4,353 ordinary shares of 1p were issued at a price of £33.00 per share, generating
proceeds of £143,649. Costs of £12,189 were incurred and these have been deducted from the share
premium.
On the 30 July 2019 2,833 ordinary shares of 1p were issued at a price of £33.00 per share, generating
proceeds of £93,489.
On the 6 October 2019 1,515 ordinary shares of 1p were issued at a price of £33.00 per share, generating
proceeds of £50,001.
On the 17 April 2020 7,144 ordinary shares of 1p were issued at a price of £25.00 per share, generating
proceeds of £178,600. Costs of £17,160 were incurred and these have been deducted from the share
premium.
14. Share-based payment reserve and share options schemes
Share-based payments
£’000
As at 31 December 2017
Share-based payments

–
2

––––––––––––

As at 31 December 2018
Share-based payments

2
4

––––––––––––

As at 31 December 2019
Share-based payments

6
4

––––––––––––

As at 31 December 2020

10

––––––––––––
––––––––––––
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The share-based payment reserve accumulates the corresponding credit entry in respect of share-based
payment charges. Movements in the reserve are disclosed in the statement of changes in equity.
A charge of £4,000 has been recognised in the statement of comprehensive income for the year to
31 December 2020 (year to 31 December 2019: £4,000 and year to 31 December 2018: £2,000).
The corresponding credit entry is to the share-based payment reserve.
Share option schemes
BiVictriX operates the following share option scheme which is operated as an Enterprise Management
Incentive (“EMI”) scheme in so far as the share options being issued meet the EMI criteria as defined by
HM Revenue & Customs. Share options issued that do not meet EMI criteria are issued as unapproved
share options, but are subject to the same exercise performance conditions.
–

Grant in June 2018
A total of 1,715 share options were granted to a director on 13 June 2018. The options granted are
exercisable in the event of the sale or flotation of the company or on or after 9 years and 9 months
from the date of grant. The exercise price was set at 2500 pence, being the estimated fair value of the
shares on the day preceding the issue of the share options. The fair value benefit is measured using a
Black Scholes model, taking into account the terms and conditions upon which the share options
were issued.
Share options are awarded to management and key staff as a mechanism for attracting and retaining
key members of staff. The options are granted at the estimated fair value of the shares on the day
preceding the issue of the share options. These options vest in the circumstances outlined above and
are exercisable until the tenth anniversary of the award. Exercise of the award is subject to the employee
remaining a member of staff at the point of exercise. The fair value benefit is measured using a binomial
valuation model, taking into account the terms and conditions upon which the share options were issued.
The following tables illustrate the number and weighted average exercise prices of, and movements
in, share options during the year.
Year to
31 Dec
2018
No.
Outstanding at the start of the period

–

Exercised during the year
Granted during the year
Outstanding at the end of the period
Exercisable

Year to
31 Dec
2019
No.
1,715

Year to
31 Dec
2020
No.
1,715

––––––––––––

––––––––––––

––––––––––––

–
1,715
1,715

–
–
1,715

–
–
1,715

––––––––––––

––––––––––––

–

–

––––––––––––

–

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Year to
31 Dec
2018
Pence

Year to
31 Dec
2019
Pence

Year to
31 Dec
2020
Pence

–
2,500

2,500
–

2,500
–

Weighted average exercise price of options

Outstanding at the beginning of the period
Granted during the year
Outstanding at the end of the period

––––––––––––

––––––––––––

2,500

2,500

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––

2,500

––––––––––––
––––––––––––

The range of exercise prices for options outstanding at the end all periods was 2,500 pence.
The weighted average remaining contractual life of share options was at 31 December 2018: 9 years,
31 December 2019: 8 years and 31 December 2020: 7 years.
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Share option schemes
The following table lists the inputs to the models used for all periods.

Expected volatility (%)
Risk-free interest rate (%)
Expected life of options (year’s average)
Weighted average exercise price (pence)

Year to
31 Dec
2018

Year to
31 Dec
2019

Year to
31 Dec
2020

52.5%
0.41%-0.61%
5 years
2,500

–
–
–
–

–
–
–
–

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

The expected life of the options is based on historical data and is not necessarily indicative of exercise
patterns that may occur. The expected volatility reflects the assumption that the historical volatility is indicative
of future trends, which may also not necessarily be the actual outcome.
No other features of options granted were incorporated into the measurement of fair value.

15. Commitments
Short term lease commitments
BiVictriX leases office facilities under licence agreements. The future aggregate minimum lease and service
charge payments under non-cancellable short term leases are as follows:
As at
31 Dec
2018
£’000
Land and buildings:
Not more than one year

7

––––––––––––
––––––––––––

As at
31 Dec
2019
£’000
17

––––––––––––
––––––––––––

As at
31 Dec
2020
£’000
18

––––––––––––
––––––––––––

16. Financial risk management
Overview
This note presents information about BiVictriX’s exposure to various kinds of financial risks, BiVictriX’s
objectives, policies and processes for measuring and managing risk, and BiVictriX’s management of capital.
The board of directors has overall responsibility for the establishment and oversight of the company’s risk
management framework.
Capital risk management
BiVictriX reviews its forecast capital requirements on a half-yearly basis to ensure that it will be able to
continue as a going concern while maximising the return to stakeholders.
The capital structure of BiVictriX consists of equity attributable to equity holders, comprising issued equity
capital, share-based payment reserve, share premium account and revenue reserve as disclosed in notes
13 and 14 and in the statement of changes in equity. Total equity was at 31 December 2018 £310,000,
31 December 2019: £180,000 and 31 December 2020: £67,000.
BiVictriX is not subject to externally imposed capital requirements.
Liquidity risk
BiVictriX manages it’s treasury function centrally. Any material change to BiVictriX’s principal banking facility
requires board approval.
At each year-end over the reporting period BiVctriX was cash positive with no outstanding borrowings.
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Categorisation of financial instruments

Financial assets/liabilities
31 December 2018
Trade and other receivables
Cash, cash equivalents and deposits
Trade and other payables

Financial
Assets
£’000

Financial
liabilities at
amortised
cost
£’000

Total
£’000

34
211
–

–
–
(38)

34
211
(38)

––––––––––––

245

––––––––––––

207

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Financial
Assets
£’000

Financial
liabilities at
amortised
cost
£’000

Total
£’000

19
129
–

–
–
(86)

19
129
(86)

––––––––––––

148

––––––––––––

(86)

––––––––––––

62

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Financial
Assets
£’000

Financial
liabilities at
amortised
cost
£’000

Total
£’000

60
862
–

–
–
(330)

60
862
(330)

Financial assets/liabilities
31 December 2020
Trade and other receivables
Cash, cash equivalents and deposits
Trade and other payables

(38)

––––––––––––
––––––––––––

Financial assets/liabilities
31 December 2019
Trade and other receivables
Cash, cash equivalents and deposits
Trade and other payables

––––––––––––

––––––––––––

922

––––––––––––
––––––––––––

––––––––––––

(330)

––––––––––––
––––––––––––

––––––––––––

592

––––––––––––
––––––––––––

The values disclosed in the above table are carrying values. The board considers that the carrying amount
of financial assets and liabilities approximates to their fair value.
The board of directors reviews and agrees policies for managing credit risk and foreign currency risk which
are summarised below.
Credit risk
BiVictriX’s principal financial assets are cash, cash equivalents and deposits. As the levels of cash, cash
equivalents and deposits increase, the company will seek to limit the level of credit risk on the cash balances
by only depositing surplus liquid funds with multiple counterparty banks that have investment grade credit
ratings.
BiVictriX has no trade receivable balances at the end of any period.
The carrying amount of financial assets recorded in the Statement of Financial Position, net of any allowances
for losses, represents the company’s maximum exposure to credit risk without taking account of the value
of any collateral obtained.
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No allowance has been made for impairment losses. In the Directors’ opinion, there has been no impairment
of financial assets during any of the periods.
An allowance for impairment is made where there is an identified loss event which, based on previous
experience, is evidence of a reduction in the recoverability of the cash flows. The Directors consider the
above measures to be sufficient to control the credit risk exposure. No collateral is held by the company as
security in relation to its financial assets.

Foreign currency risk
BiVictriX currently has no sales, purchases, assets or liabilities that are denominated in a currency other
than the respective functional currency of BiVictriX.
Accordingly BiVictriX believes its foreign currency risk is negligible.
Interest rate risk
As BiVictriX has no borrowings the risk is limited to the reduction of interest received on cash surpluses held
at bank which receive a floating rate of interest. The principal impact to BiVictriX is the result of interest–
bearing cash and cash equivalent balances held as set out below:
Fixed rate
£’000
31 December 2018
Cash and cash equivalents

–

––––––––––––

31 December 2019
Cash and cash equivalents

–

––––––––––––

31 December 2020
Cash and cash equivalents

–

––––––––––––
––––––––––––

Floating
rate
£’000
211

––––––––––––

129

––––––––––––

862

––––––––––––
––––––––––––

Total
£’000
211

––––––––––––

129

––––––––––––

862

––––––––––––
––––––––––––

As the level of cash and cash equivalents is low, the exposure to interest rate movements is immaterial.
Maturity profile
The maturity profile of BiVictriX’s financial liabilities at 31 December 2020 based on (i) contractual
undiscounted payments consist of Trade and other payables, all of which are due within three months and
(ii) being the convertible loan note as at 31 December 2020 (see note 20)
The directors consider that the carrying amount of the financial liabilities approximate to their fair value.

17. Related party transactions
Transactions with shareholders
The following transactions with shareholders and companies controlled by directors or former directors of
the BiVictriX were recorded, excluding VAT, during the year:

Acceleris (David Youngman/Norman Molyneux)
Non-Executive Director fees and expenses
Greenwood Consulting (Michael Carter)
Non-Executive Director fees and expenses
Chistopher Doherty
Non-Executive Director fees and expenses
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Year
31 Dec
2018
£’000

Year
31 Dec
2019
£’000

Year
31 Dec
2020
£’000

12

14

28

–

25

–

8

––––––––––––

–

––––––––––––

–

––––––––––––

The following balances were outstanding at the end of
the year in respect of the transactions set out above
Acceleris (David Youngman/Norman Molyneux)
Greenwood Consulting (Michael Carter)
Chistopher Doherty

Year
31 Dec
2018
£’000

Year
31 Dec
2019
£’000

Year
31 Dec
2020
£’000

2
–
–

5
–
–

5
–
–

––––––––––––
––––––––––––

18. Compensation of key management personnel (including directors)
Year to
31 Dec
2018
£’000
Wages and salaries
Social security costs
Pension contributions
Share-based payments

45
5
16
2

––––––––––––
––––––––––––

––––––––––––
––––––––––––

Year to
31 Dec
2019
£’000

Year to
31 Dec
2020
£’000

65
8
3
4

80
10
4
4

––––––––––––

––––––––––––

68

80

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
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––––––––––––

Directors’ remuneration (including benefits-in-kind) included in the aggregate remuneration above comprised:
Year to
31 Dec
2018
£’000
Emoluments for qualifying services

66

––––––––––––
––––––––––––

Year to
31 Dec
2019
£’000
76

––––––––––––
––––––––––––

Year to
31 Dec
2020
£’000
93

––––––––––––
––––––––––––

Directors’ emoluments (excluding social security costs, but including benefits in kind) disclosed above include
payments to the highest paid director of: year to 31 December 2018; £66,000, year to 31 December 2019:
£76,000 and year to 31 December 2020: £93,000.
Retirement benefits are accruing to in the years to 31 December 2018, 2019 and 2020 for 1 director.

19. Other income
Other income consists of grant income in relation to the Coronavirus Job Retention Scheme. The income
has been recognised in the period to which the underlying furloughed staff costs relate to. Claims totalling
£31,073 have been received in the year to 31 December 2020 (2019 and 2018; nil).

20. Convertible loan notes

Net proceeds from issue of convertible notes
Accreted interest
Equity component
Carrying value

Year to
31 Dec
2018
£’000

Year to
31 Dec
2019
£’000

Year to
31 Dec
2020
£’000

–
–
–
–

–
–
–
–

800
18
(147)
671

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

£800,000 has been raised as convertible loans in conjunction with the Future Fund scheme, all notes have
a maturation of 36 months. Interest on the loan accrues at 8 per cent. per annum on the principal, which is
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repaid or converted to equity on conversion. Conversion takes place in certain circumstances, including on
an exit or new funding round, at a discount of 20 per cent. to the then share price.

21. Explanation of transition to adopted IFRSs
As stated in note 2, these are the company’s first set of financial information prepared in accordance with
Adopted IFRSs.
In preparing its opening Adopted IFRS statement of financial position, the company has adjusted amounts
reported previously in financial statements prepared in accordance with its old basis of accounting
(UK GAAP). Due to the lack of complexity within the company, the only reporting changes made have been
that of the addition of the Share Based payment charge (see note 16) and some reallocation of expenses.
In consequence of the nature of these adjustments reconciliation tables are not deemed necessary.

22. Events after the reporting date
On 25 May 2021, an agreement was entered into between the Company and the shareholders of BiVictriX
at that time whereby each shareholder in BiVictriX agreed to exchange their shares in BiVictriX for shares in
the Company.

23. Nature of the financial information
The financial information presented above does not constitute statutory financial statements for the period
under review.
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PART VI
UNAUDITED PRO FORMA FINANCIAL INFORMATION
SECTION A: ACCOUNTANTS’ REPORT ON THE UNAUDITED PRO FORMA STATEMENT OF NET
ASSETS OF THE COMPANY

4 August 2021
The Directors
Bivictrix Therapeutics Plc
Optic Technlum Street
Asaph Business Park
Fford William Morgan
St. Asaph
Wales LL17 0JD
The Partners
SP Angel Corporate Finance LLP
35 Maddox Street
London W1S 2PP
Dear Sirs,
We report on the unaudited pro forma statement of net assets of the Group (the “Pro Forma Financial
Information”) set out in this section of Part VIII of the Company’s AIM admission document dated
5 August 2021 (the “Document”).

Opinion
In our opinion:
l

the Pro Forma Financial Information has been properly compiled on the basis stated; and

l

such basis is consistent with the accounting policies of the Company.

Responsibilities
It is the responsibility of the directors the Company to prepare the Pro Forma Financial Information in
accordance with Sections 1 & 2 of Annex 20 of the UK version of Regulation number 2019/980 of the
European Commission, which is part of UK law by virtue of the European Union (Withdrawal) Act 2018
(together, the “Prospectus Regulation”).
It is our responsibility to form an opinion, as required by Section 3 of Annex 20 of Prospectus Regulation,
as to the proper compilation of the Pro forma financial information and to report that opinion to you.
In providing this opinion we are not updating or refreshing any reports or opinions previously made by us on
any financial information used in the compilation of the Pro Forma Financial Information, nor do we accept
responsibility for such reports or opinions beyond that owed to those to whom those reports or opinions
were addressed by us at the dates of their issue.
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Basis of preparation
The Pro Forma Financial Information has been prepared on the basis described, for illustrative purposes
only, to provide information about how the transaction might have affected the financial information presented
on the basis of the accounting policies adopted by the Company in preparing the unaudited interim financial
information for the six month period ended 31 December 2020. This report is required by Schedule Two of
the AIM Rules for Companies and is given for the purpose of complying with that schedule and for no
other purpose.

Basis of Opinion
We conducted our work in accordance with Standards of Investment Reporting issued by the Auditing
Practices Board in the United Kingdom. We are independent of the Company and BiVictriX in accordance
with relevant ethical requirements. In the United Kingdom this is the FRC’s Ethical Standard as applied to
Investment Circular Reporting Engagements, and we have fulfilled our other ethical responsibilities in
accordance with these requirements.
The work that we performed for the purpose of making this report, which involved no independent
examination of any of the underlying financial information, consisted primarily of comparing the unadjusted
financial information with the source documents, considering the evidence supporting the adjustments and
discussing the Pro Forma Financial Information with the directors of the Company.
We planned and performed our work so as to obtain the information and explanations we considered
necessary in order to provide us with reasonable assurance that the Pro Forma Financial Information has
been properly compiled on the basis stated and that such basis is consistent with the accounting policies
of the Company.

Declaration
For the purposes of paragraph (a) of Schedule Two of the AIM Rules for Companies, we are responsible for
this report as part of the Document and declare that we have taken all reasonable care to ensure that the
information contained in this report is, to the best of our knowledge, in accordance with the facts and
contains no omission likely to affect its import. This declaration is included in the Document in compliance
with Paragraph (a) of Schedule Two of the AIM Rules for Companies.
Yours faithfully,

Crowe U.K. LLP
Chartered Accountants
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SECTION B: UNAUDITED PRO FORMA NET ASSETS OF THE COMPANY
Set out below is an unaudited pro-forma statement of net assets of the Company (the “Pro Forma Financial
Information), which has been prepared on the basis of the financial information of the Company as at
31 December 2020, as adjusted for:
l

the issue of new Ordinary Shares in the Company;

l

conversion of the convertible loan notes of £800,000 (together with any accrued interest), and

l

the receipt of the Net Proceeds from the Placing and Subscription.

as set out in the notes below. The Pro Forma Financial Information has been prepared for illustrative purposes
only and because of its nature will not represent the actual financial position of the Company as at the date
of Admission.
Pro forma
Net Convertible net assets of
Bivictrix
proceeds
loan note
the Group
(Audited) (Unaudited) (Unaudited) (Unaudited)
(Note 1)
(Note 2)
(Note 3)

£’000
Non-current assets
Property, plant and equipment
Total non-current assets
Current assets
Trade and other receivables
Income tax asset
Cash and cash equivalents
Total current assets
Total assets
Current liabilities
Trade and other payables
Total current liabilities
Non-current liabilities
Total liabilities
Net assets

63

–

––––––––––––

––––––––––––

63

–

60
83
862

–
–
6,668

–

––––––––––––

63
–
–
–

––––––––––––

––––––––––––

––––––––––––

1,005

6,668

–

––––––––––––

1,068

––––––––––––

330

––––––––––––

330

––––––––––––

671

––––––––––––

1,001

––––––––––––

67

––––––––––––
––––––––––––

––––––––––––

6,668

––––––––––––

–

––––––––––––

–

––––––––––––

–

––––––––––––

–

––––––––––––

6,668

––––––––––––
––––––––––––

63

––––––––––––

––––––––––––

–

––––––––––––

–

––––––––––––

–

––––––––––––

(671)

––––––––––––

(671)

––––––––––––

671

––––––––––––
––––––––––––

60
83
7,530

––––––––––––

7,673

––––––––––––

7,736

––––––––––––

330

––––––––––––

330

––––––––––––

–

––––––––––––

330

––––––––––––

7,406

––––––––––––
––––––––––––

Unaudited pro-forma net assets
Notes:
1.

The financial information of BiVictriX as at 31 December 2020 has been extracted from Part VII, section B of this Document. No
account has been taken of the activities of the BiVictriX subsequent to 31 December 2020, except for those set out in the
notes below.

2.

The Company raised £7.5 million from the Placing and Subscription. Associated costs of the Placing and Subscription were
approximately £0.8 million (excluding VAT). Therefore, the net cash proceeds from the Placing and Subscription received by the
Company were approximately £6.7 million.

3.

BiVictriX has raised £800,000 as convertible loans in conjunction with the Future Fund scheme, all notes have a maturation of
36 months. Interest on the loan accrues at 8 per cent. per annum on the principal. The loans (together with any accrued interest)
will be converted to equity in BiVictriX immediately prior to the sale of the entire issued share capital of BiVictriX to the Company.
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PART VII
TAXATION

Taxation in the United Kingdom
1.1 Introduction
The following paragraphs are intended as a general guide only to the United Kingdom tax position of
Shareholders who are, or will be, the beneficial owners of Ordinary Shares or Ordinary Shares in the
Company who are United Kingdom tax resident and, in the case of individuals, domiciled in the
United Kingdom for tax purposes and who hold their shares as investments (otherwise than under an
individual savings account (ISA)) only and not as securities to be realised in the course of a trade.
Certain Shareholders, such as dealers in securities, collective investment schemes, insurance
companies and persons acquiring their Ordinary Shares or Ordinary Shares in connection with their
employment or as an office holder may be taxed differently and are not considered. Furthermore, the
following paragraphs do not apply to:
l

potential investors who intend to acquire Ordinary Shares as part of a tax avoidance arrangement;
or

l

persons with special tax treatment such as pension funds or charities.

Any prospective purchaser of Ordinary Shares in the Company who is in any doubt about
their tax position or who is subject to taxation or domiciled in a jurisdiction other than the
United Kingdom, should consult their own professional adviser immediately.
Unless otherwise stated the information in these paragraphs is based on current United Kingdom tax
law and published HMRC practice as at the date of this document. Shareholders should note that tax
law and interpretation can change (potentially with retrospective effect) 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.
1.2 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, or will own, Ordinary Shares or 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:
(i)

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

(ii)

who intend to acquire Ordinary Shares as part of tax avoidance arrangements; or

(iii)

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.
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1.3 Income Tax – taxation of dividends
The taxation of dividends paid by the Company and received by a Shareholder resident for tax
purposes in the United Kingdom is summarised below.
United Kingdom resident individuals
Individuals who are resident in the United Kingdom for tax purposes will be subject to income tax on
the amounts they receive as dividends, as if it were the top slice of their income. Each individual will
have an annual dividend allowance of £2,000, which means that they will not have to pay tax on the
first £2,000 of all dividend income they receive.
Dividends in excess of the dividend allowance will be taxed at the individual’s marginal rate
of tax, with dividends falling within the basic rate band taxable at 7.5 per cent. (the “dividend
ordinary rate”), those within the higher rate band taxable at 32.5 per cent. (the “dividend
upper rate”) and those within the additional rate band taxable at 38.1 per cent. (the “dividend
additional rate”).
United Kingdom discretionary trustees
The annual dividend allowance available to individuals will not be available to United Kingdom resident
trustees of a discretionary trust. United Kingdom resident trustees of a discretionary trust in receipt of
dividends are liable to income tax at a rate of 38.1 per cent., which mirrors the dividend additional rate.
United Kingdom resident companies
Shareholders that are bodies corporate resident in the United Kingdom for tax purposes, may (subject
to anti-avoidance rules) be able to rely on Part 9A of the Corporation Tax Act 2009 to exempt dividends
paid by the Company from being chargeable to United Kingdom corporation tax. Such shareholders
should seek independent advice with respect to their tax position.
United Kingdom pension funds and charities are generally exempt from tax on dividends that they receive.
Non-United Kingdom residents
Generally, non-United Kingdom residents will not be subject to any United Kingdom taxation in respect
of United Kingdom dividend income. Non-United Kingdom resident shareholders may be subject to
tax on United Kingdom dividend income under any law to which that person is subject outside the
United Kingdom. Non-United Kingdom resident shareholders should consult their own tax advisers
with regard to their liability to taxation in respect of the cash dividend.
Withholding tax
Under current United Kingdom tax legislation no tax is withheld from dividends or redemption proceeds
paid by the Company to Shareholders.
1.4 United Kingdom Taxation of capital gains
The following paragraphs summarise the tax position in respect to a disposal of Ordinary Shares or
Ordinary Shares by a Shareholder resident for tax purposes in the United Kingdom.
To the extent that a Shareholder acquires Ordinary Shares allotted to him, the amount paid for the
Ordinary Shares will generally constitute the base cost of the Shareholder’s holding.
A disposal of Ordinary Shares by a Shareholder who is resident in the United Kingdom for
United Kingdom tax purposes or who is not so resident but carries on business in the United Kingdom
through a branch, agency or permanent establishment with which their investment in the Company is
connected may give rise to a chargeable gain or an allowable loss for the purposes of United Kingdom
taxation of chargeable gains, depending on the Shareholder’s circumstances and subject to any
available exemption or relief.
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For individual Shareholders who are United Kingdom tax resident or only temporarily non-United Kingdom
tax resident, capital gains tax at the rate of 10 per cent. for basic rate taxpayers or 20 per cent. for higher
or additional rate taxpayers may be payable on any gain (after any available exemptions, reliefs or losses).
For Shareholders that are bodies corporate, any gain may be within the charge to corporation tax.
Individuals may benefit from certain reliefs and allowances (including a personal annual exemption
allowance) depending on their circumstances. Individuals who continuously hold their Ordinary Shares
for no less than 3 years where they have benefitted from EIS Income Tax relief on the acquisition of the
Ordinary Shares and where the relevant conditions have been met throughout the holding period should
not be subject to capital gains tax on the sale of the Ordinary Shares at a profit and may benefit from
income tax relief on a loss.
Individual Shareholders who continuously hold their Ordinary Shares for no less than three years from
their issue date may, on a subsequent disposal of those Ordinary Shares, qualify for “Investors’ relief”
as detailed in Part V, Chapter 5, Taxation of Chargeable Gains Act 1992. Investors’ relief provides for
a reduced rate of capital gains tax of 10 per cent. on gains realised on the disposal of certain ordinary
shares, up to a lifetime limit of £10 million of gains, subject to various conditions being met by both the
investor and investee company.
The relevant qualifying conditions of investors’ relief are considered to be met by the Company.
However, neither the Company nor its Directors or advisors can guarantee that those conditions will
be or will continue to be met throughout the required share-holding period.
For trustee Shareholders of a discretionary trust who are United Kingdom tax resident, capital
gains tax at the rate of tax of 20 per cent. will be payable on any gain (after any available
exemptions, reliefs or losses).
Non-United Kingdom resident Shareholders will not normally be liable to United Kingdom taxation on
gains unless the Shareholder is trading in the United Kingdom through a branch, agency or permanent
establishment and the Ordinary Shares or Ordinary Shares are used or held for the purposes of the
branch, agency or permanent establishment.
1.5 Stamp duty and stamp duty reserve tax (SDRT)
No UK stamp duty or SDRT will be payable on the issue or allotment of Ordinary Shares, nor on
subsequent transfers or agreements to transfer Ordinary Shares or Ordinary Shares by virtue of the
exemption from stamp duty and SDRT on shares traded on AIM. This assumes that:
(i)

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

(ii)

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 or Ordinary Shares in certain circumstances.
The statement in this paragraph applies to any holders of Ordinary Shares or Ordinary Shares
irrespective of their residence, and it is a summary of the current position and is intended to be a
general guide to the current stamp duty and SDRT position. Certain categories of person are not liable
to stamp duty or SDRT and others may be liable at a higher rate than that referred to above or may,
although not primarily liable for the tax, be required to notify and account for it. Special rules apply to
agreements made by market intermediaries and to certain sale and repurchase and stock borrowing
arrangements. Agreements to transfer shares to charities should not give rise to a liability to stamp
duty or SDRT.
1.6 Inheritance Tax
Shares in AIM listed trading companies or holding companies of a trading group may qualify for
Business Property Relief (after being held for a period of time which is generally two years but may be
less in certain circumstances) for United Kingdom inheritance tax purposes.
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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 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 THEY ARE RESIDENT, OR OTHERWISE SUBJECT TO TAXATION, IN
A JURISDICTION OTHER THAN THE UK, SHOULD CONSULT THEIR PROFESSIONAL
ADVISER.
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PART VIII
ADDITIONAL INFORMATION

1.
1.1

RESPONSIBILITY
The Existing Director and the Proposed Directors, whose names appear on page 11 of this document,
and the Company accept responsibility, both individually and collectively, for the information contained
in this document (other than the information concerning the Concert Party and its intentions). To the best
of the knowledge and belief of the Existing Director and 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. Each of the Directors accept individual and collective
responsibility for compliance with the AIM Rules.

1.2

Each member of the Concert Party, whose names are set out in paragraph 10 of this Part VIII of this
document, accepts responsibility for the information contained in this document relating to
themselves. To the best of the knowledge and belief of each member of the Concert Party (having
taken all reasonable care to ensure that such is the case) the information contained in this document
for which they are responsible is in accordance with the facts and does not omit anything likely to
affect the import of such information.

2.
THE DIRECTORS
The Existing Director and the Proposed Directors and their respective functions are as follows:
Existing Director:
Tiffany Thorn – Chief Executive Officer (appointed 22 June 2021)
Proposed Directors:
Iain Ross – Non-Executive Chairman
Robert Hawkins – Non-Executive Director
Susan Lowther – Non-Executive Director
Drummond Paris – Non-Executive Director

3.
3.1

THE COMPANY
The Company was incorporated and registered in England and Wales on 22 June 2021 as a public
company limited by shares, with the name BiVictriX Plc and registered number 13470690. By virtue
of a Special Resolution of the Company dated 28 July 2021 it changed its name to its current name.

3.2

The liability of the Company’s members is limited to the amount, if any, unpaid on the Ordinary Shares.

3.3

The Company is governed by, and its securities were created under, the Act and the regulations made
thereunder.

3.4

The Company’s registered office is located at C/o Slater Heelis Limited, 86 Deansgate, Manchester,
M3 2ER. The Company is domiciled in the UK. The telephone number of the Company
is 01625 238 896

3.5

The business address of the Directors is Optic Technium St. Asaph Business Park, Fford William
Morgan, St. Asaph, Wales, LL17 0JD.

3.6

The Company has no administrative, management or supervisory bodies other than the Board and
the Audit Committee.

3.7

The Company’s principal activity following Admission will be as a holding Company. The Group’s
activities and operations are carried on by the Company’s subsidiary BVX.
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3.8

4.
4.1

As at the date of this document, the Company has, and will on Admission have, the following whollyowned subsidiary:

Name

registered
number

status

Place of
incorporation

Interest
held by the
Company
(%)

BiVictriX Limited

10005270

active England and Wales

100

SHARE CAPITAL
The issued, fully paid, share capital of the Company as at 4 August 2021 (being the latest practicable
date before publication of this document) was as follows:

Number
Ordinary Shares of £0.01 each
4.2

Aggregate
Nominal
Value

28,615,201 £286,152.01

Immediately following Admission and the Fundraise, the issued, fully paid, share capital of the
Company will be as follows:

Number
Ordinary Shares of £0.01 each

Aggregate
Nominal
Value

66,115,201 £661,152.01

4.3

The Articles do not contain any limitation over the number of Ordinary Shares which the Company
may issue.

4.4

The following changes in share capital have taken place in the issued share capital of the Company
since 22 June 2021, being the date of its incorporation:
4.4.1 the issued share capital as at incorporation on 22 June 2021 was 1 Ordinary Share of £0.01,
which was issued to Tiffany Thorn,
4.4.2 by resolutions passed on 28 July 2021 the Company approved the issue, pursuant to the
Share Exchange Agreement, of the same number of shares in the Company to each
shareholder of BVX, of the same class and same nominal value and having the same rights as
the shares such shareholder held in BVX prior to the Share Exchange, such that the share
capital of the Company became a mirror image of the share capital of BVX prior to the Share
Exchange (it being noted that Tiffany Thorn held the 1 ordinary share of £0.01 in issue in the
capital of the Company, being the subscriber share, which was gifted back to the Company
and cancelled simultaneously with the Share Exchange. The Share Exchange Agreement is
described in paragraph 16.6 of this Part VIII.

4.5

On 28 July 2021, conditional on Admission becoming effective on or before 11 August 2021, the
shareholders of the Company passed resolutions to the following effect:
4.5.1 giving the directors general and unconditional authority to allot or grant rights to subscribe for
or to convert any security into Ordinary Shares:
(i)

up to a maximum of 7,298,161 in connection with the issue of Ordinary Shares pursuant
to the conversion of the loans under the terms of the CLA;

(ii)

otherwise that pursuant to paragraph 4.5.1i, up to a maximum of 37,500,000 Fundraise
Shares in connection with the Fundraise;

(iii)

otherwise than pursuant to paragraphs 4.5.1i and 4.5.1ii above, up to a maximum of
433,982 in connection with the issue of the SPA Warrants;

(iv)

otherwise than pursuant to paragraphs 4.5.1i to 4.5.1iii above, up to a maximum of
816,300 in connection with the issue of the Acceleris Warrants;
114

(v)

otherwise than pursuant to paragraphs 4.5.1i to 4.5.1iv above, up to a maximum
nominal amount equal to 17.48 per cent. of the nominal value of the Company’s issued
ordinary share capital at the time of Admission in connection with the grant of options
in accordance with the provisions of the New Scheme;

(vi)

otherwise than pursuant to paragraphs 4.5.1i to 4.5.1v above, up to an aggregate
nominal amount of £116,673.90 (representing 15 per cent. of the Enlarged Share Capital).

provided that:
(vii)

(except as provided in paragraph 4.5.1viii below) the authority granted by these
resolutions shall expire on the date of the next annual general meeting of the Company;
and

(viii)

the Company may, before such expiry, make an offer or agreement which would or
might require Shares or Equity Shares, as the case may be, to be allotted all such rights
granted after such expiry and the directors may allot shares or equity securities or grant
rights, as the case may be in pursuance of such offer or agreement not withstanding
that the authority conferred by the resolution has expired;

4.5.2 giving the directors authority to allot the shares referred to in paragraph 4.5.1 free from the
pre-emption rights contained in section 561 of the Act.
4.6

The Placing will result in the allotment and issue of 23,968,543 Placing Shares.

4.7

The Subscription will result in the allotment and issue of 13,531,457 Subscription Shares.

4.8

Save as disclosed in this Part VIII:
4.8.1 no share or loan capital of the Company has been issued or is proposed to be issued;
4.8.2 there are no Ordinary Shares in the Company not representing capital;
4.8.3 there are no Ordinary Shares in the Company held by or on behalf of the Company itself;
4.8.4 there are no outstanding convertible securities, exchangeable securities or securities with
warrants issued by the Company;
4.8.5 no share or loan capital of the Company is under option and the Company has not agreed
conditionally or unconditionally to put any share or loan capital of the Company under option.

5.
5.1

SECURITIES BEING ADMITTED
The Ordinary Shares will be ordinary shares of £0.01 each in the capital of the Company, issued in
British Pounds Sterling.

5.2

The International Security Identification Number (ISIN) of the Ordinary Shares will be GB00BNXH3K91
and the Stock Exchange Daily Official List (SEDOL) number will be BNXH3K9.

5.3

The Ordinary Shares will be in registered form. They will be capable of being held in certificated form
or in uncertificated form 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, Share Registrars
Limited at The Courtyard, 17 West Street, Farnham, Surrey GU9 7DR, United Kingdom.

5.4

The dividend and voting rights attaching to the Ordinary Shares are set out in paragraph 9.7 of this
Part VIII.

5.5

Section 561 of the Act gives the Shareholders rights of pre-emption in respect of allotments of
securities which are or are able to be paid up in cash (other than by way of allotments to employees
pursuant to an employee share scheme as defined under section 1166 of the Act). Subject to limited
exceptions and to the extent authorised pursuant to the resolutions set out in paragraph 4.5, unless
Shareholders’ approval is obtained in a general meeting of the Company, the Company must normally
offer Ordinary Shares to be issued for cash to existing shareholders pro rata to their shareholdings.
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5.6

The Ordinary Shares will have no right to share in the profits of the Company other than through a
dividend, distribution or return of capital (further details of which are set out in paragraph 9.7 of this
Part VIII).

5.7

Each Ordinary Share will be entitled on a pari passu basis with all other issued Ordinary Shares to
share in any surplus on a liquidation of the Company.

5.8

The Ordinary Shares will have no redemption or conversion rights.

6.

TAKEOVER CODE

6.1

Mandatory bid
The Takeover Code applies to the Company. Rule 9 therefore applies to any person, or group of
persons, acting in concert, who acquires, whether by a series of transactions over a period of time
or not, an interest in shares which, taken together with shares in which persons acting in concert
with him are interested, carry 30 per cent. or more of the voting rights of the Company. It would also
apply to any person who, together with persons acting in concert with him, is already interested in
shares which in aggregate carry not less than 30 per cent. (but not more than 50 per cent.) of the
voting rights of the Company if that person, or any person acting in concert with him, acquires an
interest in any other shares which increases the percentage of shares carrying voting rights in which
he is interested. Where Rule 9 applies, the person or concert party group is normally required by the
Panel to make a general offer in cash to acquire from the other shareholders the remaining shares in
the company at not less than the highest price paid by him or them within the preceding twelve
months. Rule 9 is subject to a number of dispensations.

6.2

Squeeze-out
Under the Act, if an offeror were to acquire 90 per cent. or more of the Ordinary Shares within the period
specified by the Act, it could then compulsorily acquire the remaining Ordinary Shares. It would do so by
sending a notice to the relevant Shareholders telling them that it will compulsorily acquire their shares
and then, six weeks later, it would execute a transfer of the outstanding shares in its favour and pay the
consideration to the Company, which would hold such consideration on trust for such Shareholders.
The consideration offered to Shareholders whose Ordinary Shares are compulsorily acquired under
the Act must, in general, be the same as the consideration that was available under the relevant
takeover offer, unless such Shareholders can show that the offer value is unfair.

6.3

Sell-out
The Act also gives minority Shareholders a right to be bought out in certain circumstances by an
offeror who has made a takeover offer. If a takeover offer relates to all of the Ordinary Shares and at
any time before the end of the period within which the offer could be accepted the offeror holds or
has agreed to acquire not less than 90 per cent. of the Ordinary Shares, any holder of Ordinary Shares
to which such offer relates who has not accepted the offer can by written communication to the
offeror require it to acquire those Ordinary Shares. The offeror would be required to give any
Shareholder notice of his right to be bought out within one month of that right arising. If a Shareholder
exercises its right to be bought out, the offeror is bound to acquire the relevant Ordinary Shares on
the terms of the offer or on such other terms as may be agreed.

6.4

Holdings over 50 per cent. of the Company’s voting rights
Investors should be aware that under the Takeover Code, if a person (or group of persons acting in
concert) holds interests in shares carrying more than 50 per cent. of the Company’s voting rights,
that person (or any person(s) acting in concert with him) will normally be entitled to increase their
holding or voting rights without incurring any further obligations under Rule 9 to make a mandatory
offer, although individual members of the Concert Party will not be able to increase their percentage
interest in shares through or between a Rule 9 threshold, without Panel consent. Such persons
should, however consult with the Panel in advance of making such further acquisitions.
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6.5

Public Takeover Bids for the Company
No person has made a public takeover bid for the Company’s issued share capital in the financial
period to 31 December 2020 or in the current financial year.

7. CONCERT PARTY
7.1 Following Admission, certain shareholders of BiVictriX will be deemed to be acting in concert for the
purposes of the Takeover Code in relation to their shareholdings in the Company, namely:
Tiffany Thorn; Simon Thorn; Norman Molyneux; Acceleris Limited and Acceleris Capital. Between
them, the Concert Party have an interest in 10,244 ordinary shares in the share capital of BiVictriX.
7.2

On Admission, the Concert Party’s shareholding will amount to approximately 3.1 per cent. of the
Enlarged Share Capital. The table below shows the holdings of the members of the Concert Party:
Number of
Ordinary Shares
held on
Admission
Tiffany Thorn
Simon Thorn
Norman Molyneux
Acceleris Limited
Acceleris Capital
Total:

1,597,500
88,182
277,812
44,304
85,200

Percentage Options and
Total Percentage
of Enlarged
Warrants
holding
holding
Share
held at
on a fully
on a fully
Capital
Admission diluted basis diluted basis
2.4
0.1
0.4
0.1
0.1

5,697,000
–
–
–
816,300

7,294,500
88,182
277,812
44,304
901,500

––––––––––––

––––––––––––

––––––––––––

––––––––––––

2,092,998

3.1

6,513,300

8,606,298

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

––––––––––––
––––––––––––

10.0
0.1
0.4
0.1
1.2

––––––––––––

11.8

––––––––––––
––––––––––––

On Admission, the Concert Party will own less than 30 per cent. of the voting rights in the Company.
Members of the Concert Party will be free to acquire further Ordinary Shares so as to increase the
Concert Party’s combined holding in the Company without giving rise to an obligation under Rule 9
providing that the total shareholding does not reach 30 per cent. of the Enlarged Share Capital.
7.3

As set out above, assuming exercise of all Options and Warrants held by members of the Concert
Party and assuming no other subscription rights are exercised by other Shareholders, the Concert
Party would hold 11.8 per cent. of the Enlarged Share Capital.

8.
8.1

CONTROL
To the best of the knowledge of the Company, there are no persons who at the date of this document
directly or indirectly control the Company, where control means owning 30 per cent. or more of the
voting rights attaching to the share capital of the Company.

8.2

The Company is not aware of any arrangements which may at a subsequent date result in a change
in control of the Company.

9.
ARTICLES OF ASSOCIATION
The Articles contain, among other things, provisions to the following effect:

9.1

Objects of the Company
The Articles do not provide for any objects of the Company, and accordingly the Company’s objects
are unrestricted. The Articles also do not state any purposes for which the Company was established
and therefore the Company is able to undertake any activities permitted by the laws of England and
Wales.
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9.2

Issue of shares and share rights
Shares may be issued, subject to applicable laws, the Articles and without prejudice to any rights or
privileges attached to any existing class of shares, with such rights or restrictions as the Company
may from time to time by ordinary resolution determine, or, if the Company has not so determined,
as the directors may determine.
Subject to applicable laws, any share may be issued which is to be redeemed, or is to be liable to be
redeemed at the option of the holder or the Company, on such terms and in such manner as the
Company may by special resolution determine.

9.3

Alteration of share capital
The Company is entitled to increase, consolidate and divide its share capital as it may from time to
time by ordinary resolution decide. Subject to the provisions of the Act, the Company may by special
resolution reduce its share capital, capital redemption reserve, share premium accounts or other
undistributable reserves in any manner. In the event that any consolidation or sub-division of shares
results in any Shareholder being entitled to fractions of shares, the directors have the right to settle
the matter as they see fit.

9.4

Modifications to share class rights
If the Company’s share capital is divided into shares of different classes, any rights attached to any
class of shares may (subject to the rights attached to the shares of the class) be varied or abrogated
in any manner, either with the written consent of the holders of not less than three-quarters in nominal
value of the shares of that class or with the sanction of a special resolution passed at a separate
meeting of the holders of such class of shares.

9.5

Share transfers
A Shareholder may transfer their certificated shares to another person by a written instrument of transfer
in any usual form (or any other form approved by the directors) executed by or on behalf of the
Shareholder and, in the case of a share which is not fully paid, by or on behalf of the transferee. The
board may refuse to register the transfer of a certificated share which is in respect of a partly paid share,
in respect of more than one class of share, in favour of more than four joint transferees, a minor or to an
entity which is not a natural or legal person, or if the transfer document is not duly stamped or not
delivered for registration with appropriate evidence of the transferor’s title to the Company’s registered
office or its share registrars.
A Shareholder may transfer uncertificated shares without a written instrument if such shares are a
participating security held in uncertified form in accordance with the CREST Regulations.
Uncertificated shares must be transferred by means of the relevant system in which the shares are
held, subject to the rules of that system and the CREST Regulations. The board is required to register
a transfer of any uncertificated share in accordance with those regulations. The board may refuse to
register any such transfer which is in favour of more than four persons jointly or in any other
circumstance permitted by the CREST Regulations.

9.6

Share warrants
The Company has the right to issue share warrants in accordance with the provisions of the Act with
such rights or restrictions as the Directors may prescribe and from time to time vary.

9.7

Dividends and other distributions
All dividends and other distributions, are to be apportioned and paid pro rata to holders of ordinary
shares according to the amounts paid up on the ordinary shares, or otherwise in accordance with
the terms concerning entitlement to dividends on which shares were issued. Any dividend unclaimed
for 12 years from the date on which it became payable shall revert to the Company.
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On a return of capital on a winding up or dissolution of the Company (but not otherwise) the assets
of the Company available for distribution shall be distributed pro rata to the holders of ordinary shares.
The board may, where authorised by an ordinary resolution of the Company, offer scrip dividends to
Shareholders, whereby Shareholders can opt to receive an allotment of new ordinary shares in lieu
of any dividend declared by the board.

9.8

Interests in shares not disclosed to the Company
If a Shareholder or any person appearing to be interested in a share has been duly served with a
notice under section 793 of the Act and has failed in relation to any shares to give the Company the
information thereby required within the prescribed period from the date of the service of the notice,
then, unless the board determines otherwise, the Shareholder shall not be entitled to attend or vote
at any general meeting or any separate meeting of the holders of that class of shares or on a poll.
Where the holding represents at least 0.25 per cent. of the issued shares of that class, except in
liquidation of the Company, no payment shall be made of any sums due from the Company on the
shares including in respect of dividends or other distributions and such member shall not be entitled
to transfer such shares unless the Shareholder himself is not in default, the transfer is an approved
transfer or the registration of the transfer is required under the CREST Regulations.

9.9

Calls on shares and lien and forfeiture of shares
Subject to the terms on which shares are allotted, the board may make calls on Shareholders in
respect of any monies unpaid on their shares. Each Shareholder shall (subject to receiving at least
14 days’ notice) pay to the Company the amount called on his shares. If a call or any instalment of a
call remains unpaid in whole or in part after it has become due and payable, the board may give the
person from whom it is due notice requiring payment of the amount unpaid together with any interest
which may have accrued and any costs, charges and expenses incurred by the Company by reason
of such non-payment. The notice shall name the place where payment is to be made and shall state
that if the notice is not complied with the shares in respect of which the call was made will be liable
to be forfeited.
The Company has a first and paramount lien on every share which is not fully paid for all amounts
payable to the Company (whether actually or contingently and whether presently or not) in respect of
that share. The board may forfeit or sell any share on which the Company has a lien if a sum in respect
of which the lien exists is presently payable and is not paid within the period set out in the notice sent
to the holder of the share demanding payment and stating that if the notice is not complied with the
share may be sold.

9.10 Appointment of directors
Unless otherwise determined by the Company by ordinary resolution, the total number of directors
at any time may not be less than two nor more than seven. The Company may by ordinary resolution
appoint as a director a person who is willing to act as such, either to fill a vacancy or as an addition
to the existing directors. The board may appoint as a director any person who is willing to act as
such, either to fill a vacancy or as an addition to the existing board. Any director so appointed by the
board is required to retire at the next annual general meeting. He will be eligible to stand for election
as a director at that meeting and will not be taken into account in determining the number or identity
of directors who are to retire by rotation at it.

9.11 Retirement by rotation and removal of directors
At each annual general meeting of the Company one-third of the directors who are subject to
retirement by rotation in accordance with the Articles or, if their number is not three or a multiple of
three, the number nearest to one-third, are required to retire from office. Directors who have been in
office for a continuous period of nine years or more at the date of the meeting shall also retire from
office but shall not be taken into account when determining the number of directors required to retire
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by rotation. A director who retires at an annual general meeting may, if willing to act, be reappointed
at it.
The Company may remove any director from office and appoint as a director another person who is
willing to act as such in his place, in each case by ordinary resolution.

9.12 Directors’ benefits
Other than for executive directors appointed in accordance with the Articles, the maximum aggregate
amount of fees that the Company may pay to directors for their services as such is £500,000 per
annum, or such larger amount as the Company may by ordinary resolution decide. These fees are to
be divided among the directors as the board decides or, if no decision is made, equally. An executive
director may receive from the Company a salary or other remuneration in addition to or instead of
such fees.
The directors are entitled to be paid all travelling, hotel and other expenses properly incurred by them
in connection with the discharge of their duties as directors.
The board may provide pensions, other retirement or superannuation benefits, death or disability
benefits or other allowances or gratuities for persons who are or were directors of the Company and
their spouses and dependents.

9.13 Powers of the board
Subject to the provisions of the Act, the Articles and any directions given by the Company acting by
special resolution, the Company’s business is to be managed by the board. The board may exercise
all the Company’s powers and may do on its behalf anything that can be done by the Company or
on its behalf which is not required by law or the Articles to be exercised or done by the Company in
general meeting.
The board may delegate to any director or any committee consisting of one or more directors any of
its powers on such terms as it thinks fit. The board may grant to a director the power to sub-delegate,
and may retain or exclude the right of the board to exercise the delegated powers, authorities or
discretions collaterally with the director. Any powers delegated may be revoked or altered.

9.14 Disclosure of interests in ordinary shares
9.14.1 Subject to the provisions of the Act, a director is not required (provided he has disclosed his
interest in the matter) to account to the Company for any benefit which he derives from or in
connection with: (i) any transaction or arrangement with the Company or in which the Company
is otherwise interested; (ii) acting by himself or his firm in a professional capacity for the
Company, otherwise that as auditor, and being entitled to such remuneration as the board
may arrange; or (iii) being a director or other officer of, or employed by, or a party to any
transaction or arrangement with, or otherwise interested in, any body corporate promoted by
the Company or in which the Company is otherwise interested.
9.14.2 A director may not vote on, or be counted in the quorum in relation to, any resolution of the
board concerning a matter in which he has an interest which is to his knowledge a material
interest (otherwise than by virtue of his interests in shares or debentures or other securities of,
or otherwise in or through, the Company), unless his interest arises only because the case falls
within one or more of the following:
(i)

the resolution relates to the giving to him of a guarantee, security or indemnity in respect
of money lent or obligations incurred by him at the request of or for the benefit of the
Company or any of its subsidiaries;

(ii)

the resolution relates to the giving to a third party of a guarantee, security or indemnity
in respect of an obligation of the Company or any of its subsidiaries for which the director
has assumed responsibility in whole or part, alone or jointly with others under a
guarantee or indemnity or by the giving of security;
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(iii)

his interest arises in relation to the subscription or purchase by him of shares,
debentures or other securities of the Company under an offer or invitation to members
or debenture holders of the Company, or any class of them, or to the public or any
section of them;

(iv)

his interest arises by virtue of his being, or intending to become, a participant in the
underwriting or sub-underwriting of an offer of any shares, debentures or other securities
of or by the Company or any of its subsidiaries for subscription, purchase or exchange;

(v)

the resolution relates to a proposal concerning any other body corporate in which he is
interested, directly or indirectly, and whether as an officer, shareholder, creditor or
otherwise howsoever, provided that he is not the holder of or beneficially interested in
one per cent. or more of any class of the equity share capital of such body corporate
(or any other body corporate through which his interest is derived) or of the voting rights
available to members of the relevant body corporate (any such interest being deemed
for the purpose of this article to be a material interest in all circumstances);

(vi)

the resolution relates in any way to a retirement benefits scheme which has been
approved, or is conditional upon approval, by HMRC for taxation purposes;

(vii)

the resolution relates to any contract or arrangement for the benefit of employees of the
Company or of any of its subsidiaries and does not provide in respect of any director as
such any privilege or advantage not accorded to the employees to whom the contract
or arrangement relates; or

(viii)

the resolution relates in any way to insurance which the Company proposes to maintain
or purchase for the benefit of directors or for the benefit of persons who include the
directors.

9.14.3 The board may authorise any matter proposed to it which, if not authorised, would involve a
breach by a director of his duty to avoid conflicts of interest under the Act. The board may
make such authorisation subject to any limits or conditions it expressly imposes, but the
authorisation is otherwise to be given to the fullest extent permitted. The authorisation may be
varied or terminated by the board at any time.

9.15 Indemnification of Directors
The directors, the company secretary and other officers of the Company or an associated company
(other than auditors), including persons formerly holding such positions, shall, to the fullest extent
permitted under the Act, be indemnified by the Company against all costs, charges, expenses or
liabilities incurred in the exercise, execution or discharge of his powers or duties for the Company.

9.16 Borrowing powers
The board may exercise all of the Company’s powers to borrow money and to mortgage or charge
the Company’s undertaking, property and uncalled capital of the Company, or any part thereof and
(subject to applicable laws) to create and issue debentures and other securities, whether outright or
as collateral security for any debt, liability or obligation of the Company or of a third party.

9.17 Meetings of Shareholders and Shareholder Voting
Meetings of the Shareholders can be called by the board whenever they deem fit, including on
requisition of the Shareholders, pursuant to the provisions of the Act. In addition, the board is required
to convene annual general meetings in accordance with the Act. The Company is required to give
notice of a general meeting to each Shareholder (other than a person who, under the Articles or
pursuant to any restrictions imposed on any shares, is not entitled to receive such a notice or to
whom the Company, in accordance with applicable law, has not sent and is not required to send its
latest annual accounts and reports), to the Directors and to the auditors. For these purposes
Shareholders are the persons registered in the Company’s register of members as being holders of
Ordinary Shares at any particular time on any particular record date fixed by the board that (in
accordance with the CREST Regulations) is not more than 21 days before the sending out of the
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notices. The notice of a general meeting may specify a time by which a person must be entered on
the Company’s register of members in order to have the right to attend or vote at the meeting.
Every Shareholder who is present at a general meeting in person or by proxy is entitled to one vote
on a resolution put to the meeting on a show of hands and to one vote for every Ordinary Share of
which he is the holder on a resolution put to the meeting on a poll. If two or more joint holders of an
Ordinary Share tender a vote in respect of the same Ordinary Share, the vote tendered by the first
named of those holders in the register of members will be accepted to the exclusion of the votes of
the other joint holders. Shareholders will not be permitted to vote unless all sums payable by him in
respect of his Ordinary Share have been paid.
A Shareholder who is entitled to attend and vote at a general meeting is entitled to appoint another
person, or two or more persons in respect of different shares held by him, as his proxy to exercise all
or any of his rights to attend and to speak and to vote at the meeting.

10.

INTERESTS OF THE EXISTING DIRECTOR, DIRECTORS AND SIGNIFICANT
SHAREHOLDINGS
10.1 As at the date of this document and as expected immediately following Admission, the interests of
the Existing Director, the 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 Directors, are as follows:

Name
Iain Ross
Tiffany Thorn
Robert Hawkins
Susan Lowther
Drummond Paris

At the date of this document
On Admission
Percentage
Number Percentage
Number of
of Existing
of New of Enlarged
Ordinary
Ordinary
Ordinary
Share
Shares
Shares
Shares
Capital
–
1,597,500
–
–
–

–
5.6
–
–
–

200,000
1,597,500
125,000
–
75,000

0.3
2.4
0.2
–
0.1

10.2 As at the date of this document and as expected immediately following Admission, the interests of
the Directors and the persons connected to them (within the meaning of section 252 of the Act) in
Options and Warrants, the existence of which is known to or could with reasonable diligence be
ascertained by the Directors, are as follows:

Name
Iain Ross
Tiffany Thorn
Robert Hawkins
Susan Lowther
Drummond Paris

At the date of this document
Percentage of
fully diluted
Number of
share
Options
capital
–
2,023,500
–
–
–
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–
6.6
–
–
–

On Admission
Percentage of
fully diluted
Number of
share
Options
capital
2,040,850
5,697,000
–
–
–

2.5
7.0
–
–
–

10.3 Save as disclosed in paragraphs 10.1 and 10.2 above and this paragraph 10.3, the Company is not
aware of any interest in the Company’s ordinary share capital which amounts or would, immediately
following Admission, amount to 3 per cent. or more of the Company’s issued ordinary share capital
other than the following:
At the date of this document
Percentage
Number of
of Existing
Ordinary
Ordinary
Shares
Shares

Name
Development Bank of Wales
Canaccord Genuity
Robert Keith
Alderley Park Ventures
Patronus Partners
Walker Crips
Alden AS

9,370,021
–
–
4,527,741
–
–
–

On Admission
Number Percentage
of New of Enlarged
Ordinary
Share
Shares
Capital

32.7 11,870,021
–
6,000,000
–
5,041,500
15.8
4,527,741
–
2,694,512
–
2,545,000
–
2,000,000

18.0
9.1
7.6
6.8
4.1
3.8
3.0

10.4 The voting rights of the Shareholders set out in paragraphs 10.1 and 10.3 do not differ from the voting
rights held by other Shareholders.
10.5 There are no outstanding loans granted or guarantees provided by the Company to or for the benefit
of any of the Directors.
10.6 Save as disclosed in this paragraph 10, no Director has any interest, whether direct or indirect, in
any transaction which is or was unusual in its nature or conditions or significant to the business of
the Company taken as a whole and which was effected by the Company during the current or
immediately preceding financial year, or during any earlier financial year and which remains in any
respect outstanding or unperformed.
10.7 Save as otherwise disclosed in this document, none of the Directors nor any member of their
respective families nor any person connected with the Directors or (within the meaning of section
252 of the Act) has any holding, whether beneficial or otherwise, in the share capital of the Company.
10.8 None of the Directors, nor any member of their respective families is dealing in any related financial
product (as defined in the AIM Rules) whose value in whole or in part is determined directly or indirectly
by reference to the price of the Ordinary Shares, including a contract for differences or a fixed odds
be.

11.

SHARE OPTION SCHEMES

11.1 Company Share Option Scheme
11.1.1
At Admission, the Company is to adopt the New Scheme which will be administered by
the Board. The purpose of the New Scheme is to assist in the recruitment or retention of
employees and directors by enabling the Company to grant Enterprise Management
Incentive (“EMI”) share options. Under the rules of the New Scheme unapproved options
may be granted to non-employees (consultants and non-executive directors or to any
employee where such options would not qualify as EMI options.
11.1.2

The New Scheme has the following key terms:
(a)

the Board may only grant share options: (i) within 42 days of Admission, beginning
with the Dealing Day after Admission; (ii) on the Dealing Day after the date on which
the Company announces its annual or half-yearly results for any period; or (iii) at any
time when the board considers that circumstances are sufficiently exceptional to
justify the grant. Where the Company is restricted by statute, order or regulation from
granting a share option, the share option may be granted at any time during the
period of 42 days after the removal of such restriction;
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(b)

the aggregate unrestricted market value of shares over which EMI options may be
granted to any employee will not exceed £250,000 or such other limit as my be
imposed by the legislation governing EMI share options from time to time;

(c)

the number of shares that may be allocated on any day shall not, when added to the
aggregate number of shares allocated under the New Scheme in the previous
10 years and any other employees’ share option scheme adopted by the Company,
exceed the number of shares that represents 15 per cent. of the ordinary share capital
of the Company in issue immediately prior to that day;

(d)

the maximum total number of Ordinary Shares that may be issued under the New
Scheme is 12,245,050 and such share options shall consist of authorised but
unissued or reacquired Ordinary Shares or any combination thereof;

(e)

the exercise price for each share option will not be less than the nominal value of the
relevant shares if the share options are to be satisfied by a new issue of shares by
the Company. The exercise price is to be established by the Board, however, must
not be less than the market value at the effective date of grant of the share option,
as judged by the board if the Company’s shares are not listed on a securities
exchange, or by reference to a closing price, if the Company’s shares are listed on a
securities exchange;

(f)

the share options may be exercised at such time or times, or upon such event or
events and subject to such terms, conditions, performance criteria and restrictions
as determined by the board and set out in the share option agreements evidencing
the share options. However, no share option shall be exercisable after the expiration
of 10 years after the effective date of grant;

(g)

subject to earlier termination of a share option as otherwise provided by the New
Scheme, an option shall terminate upon the option holder’s termination of service to
the Company, whether as employee, director or consultant. A share option terminated
in this way must be exercised within three months after the date on which the share
option holder’s service to the Company terminated;

(h)

upon a change of control of the Company, the board may provide for acceleration of
the exercisability and/or vesting in connection with any share options acquired
pursuant to the change of control. The Board also has the absolute discretion to
determine that any share options outstanding immediately prior to a change of control
shall be cancelled in return for payment. The entity acquiring the Company may
assume or continue the Company’s rights and obligations in relation to each share
option that has been granted; and

(i)

the Board may amend, suspend or terminate the New Scheme at any time.

11.2 The Company has agreed, conditional on Admission, to exchange existing options over ordinary
shares in BVX awarded to Tiffany Thorn for options over Ordinary Shares as follows:
11.2.1

a total of 2,023,500 options were issued pursuant to the New Scheme, 1,658,205 of the
options have an exercise price equal to the Placing Price with the other 365,295 options
having an exercise price of £0.1174;

11.2.2

these New Scheme options can be exercised at any time between three months from the
date of grant and the tenth anniversary of the date of grant (i.e. 4 August 2031); and

11.2.3

the options will be governed by the same rules as those for the New Scheme.

11.3 The Company has agreed, conditional on Admission, to grant Tiffany Thorn options in the Company
under the New Scheme as follows:
11.3.1

a total of 3,673,500 options (equal to 4.5 per cent. of the Enlarged Share Capital) pursuant
to the New Scheme at an exercise price equal to the Placing Price; and

11.3.2

these options will vest: (i) as to 1,224,500 options (equal to 1.5 per cent. of the Enlarged
Share Capital) on Admission; (ii) as to 816,333 options (equal to 1 per cent. of the Enlarged
Share Capital) in 6 equal tranches over a period of 3 years; and (iii) as to 1,632,667 options
(equal to 2 per cent. of the Enlarged Share Capital) against specific performance milestones
to be agreed by the Board within 30 days of Admission. Once vested, the options can be
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exercised at any time between the date of vesting and the tenth anniversary of the date of
grant (i.e. 4 August 2031), subject to the rules of the New Scheme.
11.4 The Company has agreed, conditional on Admission, to grant Iain Ross options in the Company
under the New Scheme as follows:

12.

11.4.1

a total of 2,040,850 options (equal to 2.5 per cent. of the Enlarged Share Capital) pursuant
to the New Scheme at an exercise price equal to the Placing Price;

11.4.2

these options vest (i) as to 408,170 options (equal to 0.5 per cent. of the Enlarged Share
Capital) on Admission; and (ii) as to 1,632,680 options (equal to 2 per cent. of the Enlarged
Share Capital) over two years, on the first and second anniversary of the date of grant,
(50 per cent. per annum). Once vested, the options can be exercised at any time between
the date of vesting and the tenth anniversary of the date of grant (i.e. 4 August 2031),
subject to the rules of the New Scheme.

WARRANTS

12.1 SPA Warrants
On 4 August 2021, the Company granted 433,982 warrants over Ordinary Shares to SP Angel in
accordance with the terms of the Placing Agreement and pursuant to the SPA Warrant Instrument.
The SPA Warrant Instrument has the following principal terms:
12.1.1

the right to subscribe for one Ordinary Share at the Placing Price for each SPA Warrant
held;

12.1.2

the right to exercise the SPA Warrants at any time between the date of grant and the fifth
anniversary of Admission. Any SPA Warrants which are not exercised during this period
shall lapse;

12.1.3

the Company shall use its reasonable endeavours to procure that the Ordinary Shares
issued on exercise of the SPA Warrants are issued within 10 Business Days after the date
of exercise. All Ordinary Shares issued on the exercise of SPA Warrants will be issued fully
paid and free from any encumbrance, shall participate in full in all dividends or other
distributions paid, made or declared in respect of profits after the date of the allotment of
the Ordinary Shares and the Ordinary Shares will otherwise rank pari passu in all respects
with the fully-paid Ordinary Shares in issue on the date of exercise;

12.1.4

if any offer is made to all holders of Ordinary Shares to acquire the whole or a proportion
of the Ordinary Shares, the Company will as soon as possible give notice of this offer to
SP Angel to exercise their SPA Warrants and ensure that the same offer is extended in
respect of any Ordinary Shares issued upon the exercise of the SPA Warrants;

12.1.5

in the event that changes are made to the share capital of the Company prior to the SPA
Warrants being exercised, appropriate adjustments will be made to the SPA Warrants in
accordance with the terms of the SPA Warrant Instrument;

12.1.6

all unexercised SPA Warrants will lapse and shall cease to be valid if they have not been
exercised at the commencement of any voluntary winding-up proceedings;

12.1.7

the rights attaching to the SPA Warrants can be altered or abrogated with the consent in
writing of the Company and with the consent in writing of SP Angel; and

12.1.8

the SPA Warrant Instrument is governed by the law of England and Wales.

12.2 Acceleris Warrants
On 4 August 2021, the Company granted 816,300 warrants over Ordinary Shares to Acceleris in
accordance with the terms of the engagement letter signed by BVX in relation to the Admission. The
Acceleris Warrant Instrument has the following principal terms:
12.2.1

the right to subscribe for one Ordinary Share at the Placing Price for each Acceleris Warrant
held;
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12.2.2

the right to exercise the Acceleris Warrants at any time between the date of grant and the
fifth anniversary of Admission. Any Acceleris Warrants which are not exercised during this
period shall lapse;

12.2.3

the Company shall use its reasonable endeavours to procure that the Ordinary Shares
issued on exercise of the Acceleris Warrants are issued within 10 Business Days after the
date of exercise. All Ordinary Shares issued on the exercise of Acceleris Warrants will be
issued fully paid and free from any encumbrance, shall participate in full in all dividends or
other distributions paid, made or declared in respect of profits after the date of the allotment
of the Ordinary Shares and the Ordinary Shares will otherwise rank pari passu in all respects
with the fully-paid Ordinary Shares in issue on the date of exercise;

12.2.4

if any offer is made to all holders of Ordinary Shares to acquire the whole or a proportion
of the Ordinary Shares, the Company will as soon as possible give notice of this offer to
Acceleris to exercise their Acceleris Warrants and ensure that the same offer is extended
in respect of any Ordinary Shares issued upon the exercise of the Acceleris Warrants;

12.2.5

in the event that changes are made to the share capital of the Company prior to the
Acceleris Warrants being exercised, appropriate adjustments will be made to the Acceleris
Warrants in accordance with the terms of the Acceleris Warrant Instrument;

12.2.6

all unexercised Acceleris Warrants will lapse and shall cease to be valid if they have not
been exercised at the commencement of any voluntary winding-up proceedings;

12.2.7

the rights attaching to the Acceleris Warrants can be altered or abrogated with the consent
in writing of the Company and with the consent in writing of Acceleris; and

12.2.8

the Acceleris Warrant Instrument is governed by the law of England and Wales.

13. DIRECTORS’ SERVICE AGREEMENTS/LETTERS OF APPOINTMENT
With effect from Admission, the following service agreements and letters of appointment have been entered
into by the Existing Director and the Proposed Directors:

13.1.1 Tiffany Thorn
On 4 August 2021 the Company entered into a service agreement with Tiffany Thorn pursuant to
which she will be employed on a full-time basis with effect from Admission as the Chief Executive
Officer of the Company. Ms Thorn’s 4 years’ prior employment will count towards her continuous
service with the Company. Under the terms of the agreement, Ms Thorn will be paid a gross annual
salary of £120,000. Ms Thorn is entitled to a bonus subject to the Company’s business achieving
agreed performance targets. Ms Thorn is also eligible to participate in the Company’s discretionary
annual bonus scheme in an amount to be determined by the Board at its absolute discretion. She
will also have the benefit of permanent health insurance (subject to eligibility and the terms of the
scheme) during the course of her employment.
Ms Thorn’s normal working hours shall be 9.00 a.m. to 5.00 p.m. on weekdays together with such
additional hours as are necessary for the proper performance of her duties (it being anticipated given
the nature of the role that she may be required to work outside the Company’s normal business
hours). Ms Thorn shall have a holiday entitlement of 27 days plus the usual public and bank holidays.
She will also be entitled to occupational sick pay for a maximum of 26 weeks at full pay.
The service agreement sets out all of the usual requirements and obligations of an executive director.
The employment of Ms Thorn will continue until terminated by either party giving written notice to the
other of six months. In addition, the Company may terminate Ms Thorn’s employment without notice
in certain circumstances. The agreement provides the Company with the ability to place Ms Thorn
on garden leave for some or all of her notice period. The Company also has the contractual power
of suspension under the agreement.
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13.1.2 Iain Ross
Iain Ross has entered into a letter of appointment with the Company, dated 4 August 2021, pursuant
to which he has agreed to act as the Non-Executive Chairman of the Company with effect from
Admission. The letter of appointment is a contract for services and not a contract of employment to
reflect his non-executive role.
Mr Ross has agreed to act for an initial term of three years from Admission (subject to annual
re-election by Shareholders as required by the Articles). However, his appointment can be terminated
prior to the end of this three-year period by the Company or Mr Ross giving three months’ prior
written notice of termination to the other. The Company also has the right to terminate his appointment
without notice in certain specified circumstances. At the end of the initial three-year appointment
term, the parties may agree, by mutual consent, to renew the appointment for a further term.
Mr Ross will be expected to spend at least 4 days each month on work for the Company together
with such time as is necessary for the proper performance of his duties. Mr Ross’ duties include all
of the usual duties of a non-executive chairman to include attendance at board meetings, the AGM
and any extraordinary general meetings (and preparation for such meetings).
Under the terms of the letter of appointment, Mr Ross will be paid a director’s fee at the rate of
£50,000 per year, to be payable monthly and subject to PAYE and NICs deductions. He will also be
reimbursed for any reasonable out-of-pocket expenses incurred in the performance of his duties.
Given Mr Ross’ self-employed status, he will not be entitled to participate in any employment-related
benefit schemes. The letter of appointment also includes provisions dealing with the protection of
the Company’s intellectual property and confidential information.
It has also been agreed that for the assistance provided to the Company and BiVictriX by Mr Ross
prior to his appointment as the Non-Executive Chairman of the Company, including participation in
meetings with potential investors on the marketing roadshow, preparation and review of transaction
documentation and regulatory matters, he shall be paid a one-off fee of £39,000 plus out of pocket
expenses.

13.1.3 Susan Lowther
Susan Lowther has entered into a letter of appointment with the Company, dated 4 August 2021
pursuant to which she has agreed to act as a Non- Executive Director of the Company with effect
from Admission.
Mrs Lowther has 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 three
months’ 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.
Mrs Lowther will receive a fee of £35,000 for her services as non-executive director and an additional
fee of £4,000 per annum for her appointment as Chair of the audit committee.

13.1.4 Robert Hawkins and Drummond Paris
Robert Hawkins and Drummond Paris have both entered into a letter of appointment with the
Company dated 4 August 2021, pursuant to which they have each agreed to act as a Non- Executive
Director of the Company with effect from Admission.
Professor Hawkins and Mr Paris have both 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 three months’ prior written notice of termination to the other.
The Company also has the right to terminate any of the appointments without notice in certain
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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.
Professor Hawkins and Mr Paris will each receive a fee of £35,000 for their services as non-executive
directors.

14. ADDITIONAL INFORMATION ON THE EXISTING DIRECTOR AND DIRECTORS
14.1 In addition to directorships of the Company, the Existing Director and the Directors hold or have held
the following directorships or have been partners in the following partnerships within the five years
prior to the date of this document:
Director

Current Directorships and Partnerships Past Directorships and Partnerships
(other than the Company)

Iain Ross

Biomer Technology Ltd
Gladstone Consultancy Partnership
Gladstone Partners Limited
Kazia Therapeutics Limited
Palla Pharma Limited
ReNeuron Group plc
Silence Therapeutics plc

Aldershot Town Football Club Limited
Antara Lifesciences
Benitec Biopharma Limited
e-therapeutics plc
Innopeg Limited Pharminox Limited
Premier Veterinary Group plc
Rosscard Leisure Limited
Silence Therapeutics (London) Limited
Yellowcross Limited
Redx Anti-Infectives Ltd
Redx Immunology Limited
Redx MRSA Limited
Redx Pharma plc
Redx Oncology Ltd

Tiffany Thorn

Action AML UK
BiVictriX Limited
United Kingdom Sepsis Trust Limited

None

Robert Hawkins

CTRL Bio Ltd
Cellular Therapeutics Ltd

Instil Bio Inc
Instil Bio (UK) Limited
EY3 Media Limited
EY3 Music Ltd

Susan Lowther

Arecor Therapeutics plc
Arecor Limited
Trisys Business Software Limited

IXICO plc
IXICO Technologies Limited
IXITECH Limited
Optimal Medicine Limited

Drummond Paris

None

The Electrospinnng Company Limited

14.2 Iain Ross joined the board of Redx Pharma plc on 1 May 2017. On 24 May 2017, Redx Pharma plc
and Redx Oncology Ltd were put into administration by Liverpool City Council as a result of
non-payment of an outstanding loan of £2 million and shares in Redx Pharma plc were suspended.
On 3 November 2017 Redx Pharma plc and Redx Oncology Ltd exited administration with all creditors
paid and trading in Redx Pharma plc resumed, under the Chairmanship of Iain Ross up until his
resignation in May 2021.
14.3 Save as disclosed above none of the Existing Director or Directors has:
14.3.1

any unspent convictions in relation to indictable offences;
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14.3.2

had any bankruptcy order made against him or entered into any voluntary arrangements;

14.3.3

been a director of a company which has been placed in receivership, compulsory
liquidation, creditors’ voluntary liquidation, administration, been subject to a company
voluntary arrangement or any composition or arrangement with its creditors generally or
any class of its creditors whilst he was a director of that company or within the 12 months
after he ceased to be a director of that company;

14.3.4

been a partner in any partnership which has been placed in compulsory liquidation,
administration or been the subject of a partnership voluntary arrangement whilst he was a
partner in that partnership or within the 12 months after he ceased to be a partner in that
partnership;

14.3.5

been the owner of any assets or a partner in any partnership which has been placed in
receivership whilst he was a partner in that partnership or within the 12 months after he
ceased to be a partner in that partnership;

14.3.6

been publicly criticised by any statutory or regulatory authority (including recognised
professional bodies); or

14.3.7

been disqualified by a court from acting as a director of any company or from acting in the
management or conduct of the affairs of a Company.

15. EMPLOYEES
15.1 As at the date of this document the Company has five employees.
15.2 Save for the Directors, on Admission the Company will have five employees.

16. MATERIAL CONTRACTS
The following contracts, not being contracts entered into in the ordinary course of business, have been:
(i)

entered into by a member of the Group within the two years immediately preceding the date of this
document and are, or may be, material; or (ii) entered into by a member of the Group and contain
any provision under which any member of the Group has any obligation or entitlement which is (or
may be) material to the Group as at the date of this document.

Lock-in and Orderly Market Agreements, dated 4 August 2021, between the Company, SP
Angel and each of the Locked-in Persons
16.1 Rule 7 Lock-in and Orderly Market Agreements, dated 4 August 2021, between the
Company, SP Angel and each of the Rule 7 Locked-in Persons
Pursuant to the Rule 7 Lock-in and Orderly Market Agreements, each of the Rule 7 Locked-in Persons
has undertaken to the Company and SP Angel that, subject to certain limited exceptions, they will
not dispose of Ordinary Shares held by them for a period of 12 months from the date of Admission.
Each Rule 7 Locked-in Person has also undertaken that for the period of 12 months following the
anniversary of the date of Admission, they will only dispose of Ordinary Shares held by them on an
orderly market basis through the Company’s broker from time to time.
16.2 Non-Rule 7 Lock-in and Orderly Market Agreements, dated 4 August 2021, between the
Company, SP Angel and each of the Non-Rule 7 Locked-in Persons
Pursuant to the Non-Rule 7 Lock-in and Orderly Market Agreements, each of the Non-Rule 7 Lockedin Persons has undertaken to the Company and SP Angel that, subject to certain exceptions, they
will not dispose of Ordinary Shares held by them for a period of 12 months from the date of Admission.
Each Non-Rule 7 Locked-in Person has also undertaken that for the period of 12 months following
the anniversary of the date of Admission, they will only dispose of Ordinary Shares held by them on
an orderly market basis through the Company’s broker from time to time.
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16.3 Future Fund Lock-in and Orderly Market Agreement, dated 4 August 2021, between the
Company, SP Angel and the Future Fund
Pursuant to the Future Fund Lock-in and Orderly Market Agreement, the Future Fund has undertaken
to the Company and SP Angel that, subject to certain exceptions, they will not dispose of Ordinary
Shares held by them for a period of 12 months from the date of Admission.
The Future Fund has also undertaken that for the period of 12 months following the anniversary of
the date of Admission, they will only dispose of Ordinary Shares held by them on an orderly market
basis through the Company’s broker from time to time.
16.4 Soft Lock-in and Orderly Market Agreements, dated 4 August 2021, between the
Company, SP Angel and each of the Soft Locked-in Persons
Pursuant to the Soft Lock-in and Orderly Market Agreements, each of the Soft Locked-in Persons
has undertaken to the Company and SP Angel that, subject to certain exceptions, they will not
dispose of Ordinary Shares held by them for a period of 6 months from the date of Admission.
Each Soft Locked-in Person has also undertaken that for the period of 6 months following the
anniversary of the date of Admission, they will only dispose of Ordinary Shares held by them on an
orderly market basis through the Company’s broker from time to time.
16.5 Placing Agreement, dated 4 August 2021, between the Company, the Directors,
Norman Molyneux 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 11 August 2021 (or such later time and/or date as
the Company and SP Angel may agree, not being later than 8.00 a.m. on 3 September 2021), to use
its reasonable endeavours to procure subscribers for the Ordinary Shares proposed to be issued by
the Company at the Placing Price.
The Placing Agreement contains warranties from the Company and the Directors 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 limited to the value of the gross
proceeds of the Placing save in certain circumstances. The liability of the Directors for claims under
the Placing Agreement is limited, in the case of each Director. In the event that, at the time any claim
is made pursuant to the Placing Agreement, Tiffany Thorn is no longer employed by the Company,
her liability will be the lesser of: (i) 1.25x her annual salary; or (ii) the actual amount paid to her as
compensation or bonus by the Company in the previous 12 months.
A corporate finance advisory fee and a commission equal to: (i) 5 per cent. of funds raised in the
Placing from investors procured by SP Angel; and (ii) 0.5 per cent. of certain other funds raised by
other parties is payable to SP Angel as soon as reasonably practicable following Admission.
16.6 Share Exchange Agreement
All shareholders of BVX and the Company entered into a share exchange Agreement dated
28 July 2021 (the Share Exchange Agreement), pursuant to which the Company acquired the entire
issued share capital of BVX. The consideration paid by the Company was the issue of shares in the
Company to shareholders of BVX (being of the same class and having the same rights in the share
capital of the Company as the shares in the capital of BVX which were transferred). On completion
of the Share Exchange Agreement the interest of each of the shareholders in the issued share capital
of the Company so acquired by each shareholder proportionately, replicated the issued share capital
of BVX immediately prior to the transfer of shares in BVX.
16.7 Subscription Agreements, dated 4 August 2021, between the Company and the Subscribers
The Subscribers have each entered into a Subscription Agreement, dated 4 August 2021, with the
Company pursuant to which they have conditionally agreed to subscribe for a total of
13,531,457 Subscription Shares at the Placing Price. The Subscription Agreements are conditional
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on: (i) the Company entering into a placing agreement with SP Angel and that agreement becoming
unconditional save as to Admission; and (ii) Admission occurring on or before 8.00 a.m. London time
on 11 August 2021 or such later date as the Company and SP Angel shall agree, not to be later than
3 September 2021. The Subscribers have each given certain customary confirmations to the
Company in the Subscription Agreements.
16.8 Engagement Letter, dated 23 June 2021, between the Company and SP Angel
Pursuant to the 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 retainer 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 expiring at any time after
the date falling 12 months from the date of the Admission.
16.9 Deed of Termination, dated 4 August 2021, between UK FF, Biocity, DBW, BVX and the
Company
By a deed of termination dated 4 August made between UK FF, Biocity, DBW, BVX and the Company,
the parties agreed to terminate all obligations and duties between the parties under the CLA save
that there shall remain in force a right for UK FF to be permitted to disclose any information whether
or not relating to BiVictriX or the Company and its affairs to Associated Government Entities or which
UK FF, in its absolute discretion, considers that it is required to disclose in order to comply with any
statutory or parliamentary requirements.
16.10 Engagement Letter, dated 14 December 2020, between BiVictriX and Acceleris Capital
On 14 December 2020, BiVictriX entered into an agreement with Acceleris Capital pursuant to which
Acceleris agreed to provide corporate finance advisory services to BiVictriX in connection with the
Admission. In consideration for providing the services, BiVictriX agreed to pay to Acceleris Capital, a
corporate finance monthly retainer of £5,000 for an initial period of 6 months, payable in cash and
Ordinary Shares, commission of 4.5 per cent. on all monies invested as a result of an introduction
from Acceleris Capital, a success fee of £15,000 payable on Admission and to grant the Acceleris
Warrants.
The appointment shall continue for the terms of the transaction but can be terminated with immediate
effect prior to Admission by either party giving the other written notice. The agreement is governed
by English law.

17. DEPENDENCE ON INTELLECTUAL PROPERTY
The primary assets of the Company is its patent portfolio listed in figure 5 in Part I.

18. LITIGATION
No member of the Company is or has been involved in any governmental, legal or arbitration proceedings,
and the Company is not aware of any such proceedings pending or threatened by or against any member
of the Company, which may have or have had during the twelve months preceding the date of this document
a significant effect on the financial position or profitability of the Company.

19. NO SIGNIFICANT CHANGE
19.1 Save for matters disclosed in this document, there has been no significant change in the financial or
trading position of the Company since 31 December 2020, being the end of the last financial period
included in the most recently published Historical Financial Information (as set out in Parts V to VI of
this document.)
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20. WORKING CAPITAL
The Existing Director and the Directors are of the opinion, having made due and careful enquiry, that the
Company will have sufficient working capital for its present requirements, that is for at least 12 months from
the date of Admission.

21. GENERAL
21.1 The total costs and expenses relating to Admission are payable by the Company and are estimated
to amount to approximately £0.83 million (excluding VAT).
21.2 Crowe has given and not withdrawn its written consent to the inclusion in: (i) Part V Section A of this
document of its Accountants’ Report on the Historical Financial Information on BiVictriX (ii) Part VI
Section A of this document of its Accountants’ Report on the unaudited pro forma net statement of
net assets of the Company.
21.3 SP Angel has given and not withdrawn its written consent to the inclusion in this document of
reference to its name in the form and context in which it appears.
21.4 Ithaka Life Sciences has given and not withdrawn its written consent to the inclusion in this document
of reference to its name in the form and context in which it appears.
21.5 Where information has been sourced from a third party this information has been accurately
reproduced. So far as the Company and the Directors are aware and are able to ascertain from
information provided by that third party, no facts have been omitted which would render the
reproduced information inaccurate or misleading.
21.6 No agreement, arrangement or understanding exists whereby the Ordinary Shares acquired pursuant
to the Fundraise will be transferred to any other person.
21.7 No agreement, arrangement or understanding (including any compensation agreement) exists
between the Company, any person acting in concert with Company and any of the Directors, recent
directors, Shareholders or recent shareholders of the Company having any connection with or
dependence upon the matters referred to in this document.
21.8 There are no external financing arrangements being sourced in connection with the proposals in this
document. There are therefore no arrangements in place nor any required for the payment of interest
on, repayment of or security for any external liability (contingent or otherwise) as a result of the
proposals in this document.
21.9 The accounting reference date of the Company is 31 December. The current accounting period will
end on 31 December 2021.
21.10 Save as disclosed in this document, no person (other than the Company’s professional advisers
named in this document and trade suppliers) has at any time within the 12 months preceding the
date of this document received, directly or indirectly, from the Company or entered into any contractual
arrangements to receive, directly or indirectly, from the Company on or after Admission any fees,
securities in the Company or any other benefit to the value of £10,000 or more.

22. AVAILABILITY OF ADMISSION DOCUMENT
Copies of this Admission Document are available for download from the Company’s website at
www.bivictrix.com and are available free of charge at the offices of SP Angel at Prince Frederick House
4th Floor, 35-39 Maddox Street, London, W1S 2PP or by calling +44 (0)20 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: 5 August 2021
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