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Shield Therapeutics: US commercial update and cash
reach extension

Shield Therapeutics PLC (STX) has updated on its commercialisation plan for
the US market for its oral treatment Feraccru, (Accrufer in the US) to treat
iron deficiency. While the company has engaged with a range of potential
commercial partners for Accrufer, it is unlikely to conclude a deal in 2020
as planned, although STX remains confident that there is still room for
negotiating on advantageous terms.

STX has moved to provide financial headroom to the end of 2021 via debt
financing, initially obtaining c. £4mln from two key shareholders. Its strategic
options now include an independent launch in the US facilitated by a lean
infrastructure. With a successful market strategy, this could enable STX to
recoup substantially greater medium-to-long term returns on Accrufer, in an
iron replacement market worth up to US$1bn, than via a profit share or on a
royalty basis.

The company is confident that Accrufer’s prospects remain attractive given
that it is well-tolerated, has comparable efficacy to standard-of-care, and
particularly given that it can be administered safely in a home setting.

While STX has not yet concluded a licensing deal for lead product Accrufer in
the US iron deficiency market, the company reports that this is based largely on
‘adverse business events’, possibly related to COVID-19 related market conditions
of the counter-parties' existing products.

The attractions of an oral treatment include its ease of administration and
comparable long term efficacy to intravenous (IV) iron and good tolerability,
which position it as a real alternative to standard-of-care. The commercial
strategy includes the option for a self-funded launch of Accrufer via a lean
marketing model. The benefits of adopting e-marketing and promotion as
opposed to in-person selling, including lower costs and the potential to operate
equally if not more efficiently, have been heightened during the lockdown.

Shield estimates that there are around 10 million iron deficiency anaemia patients
and up to 30 million in the iron deficiency pool, forming a US iron replacement
market worth up to US$1bn and still growing. The characteristics of Accrufer
position it to take a substantial share of this market (peak sales target of several
hundred million dollars per annum).

New advances in treating severe anaemia in Chronic Kidney Disease (CKD)
patients including the imminent approval decision on Roxadustat (Fibrogen/
AstraZeneca) by the US Food and Drug Administration (FDA) can be a catalyst
for the adoption of Accrufer in this indication. The former is a first in class
oral treatment, with IV iron replacement therapy integral to treatment regimes.
Since at-home care of CKD is one of the goals outlined in the recent executive
order, "Advancing American Kidney Health", Accrufer appears to be an attractive
companion product in this regard, particularly given the additional burden on CKD
dialysis patients of accessing a transfusion clinic and IV administration. Fibrogen
estimates that around five million of the 37 million CKD patients in the US have
anaemia.
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Tim Watts joined the company as interim
chief financial officer in August 2018 and was
appointed chief executive officer in April
2020. He brings with him more than 25 years’
experience in the pharmaceutical and biotech
sectors.

Hans Peter Hasler: Non-executive chairman,
he previously held senior exec roles at Biogen,
Elan Pharma and Wyeth. Current non-exec roles
at HBM Healthcare Investments and Minerva
Neuroscience.

STX will conduct more research into the feasibility of launching Accrufer itself,
and at the same time continues licensing discussions. Options also include
executing a hybrid strategy via sub-licensing or co-promotion partners in specific
indications. The company’s initial cost estimates are for US$30-40mln to cover its
own launch costs, and to run a paediatric study until the group starts generating
cash. The intention is to focus on debt financing to minimise dilution; initially, a
loan facility has been arranged through substantial shareholders, demonstrating
their commitment to the strategy, to take the cash runway to the end of 2021
with commitments from shareholders AOP International (10.7%) and Dr Christian
Schweiger (3.5%) for an aggregate convertible loan of £4mln gross at 10% per
annum interest.

If STX commercialises Accrufer in the US it will likely incur higher near term
expenses than via partnering although these could be minimised by using e-
detailing and online marketing techniques. It is also likely to receive a much higher
proportion of net product sales to recoup returns on its investment provided it
achieves commercial traction. Conversely, partnering would likely provide cash
inflow from upfront and milestone payments, although, at 15-20% royalties on
sales, for example, longer-term returns on product sales would be shared with a
partner.

If Accrufer gains good commercial traction,
Shield may derive higher medium-to-long
term returns via an independent strategy
than via partners

Conclusions: While the market expectation was for a US deal or deals in 2020,
the company has acted to broaden its options and maximise returns under
the circumstances and remains confident about the commercial prospects of
Accrufer. Judging by industry metrics, if Accrufer gains good commercial traction,
Shield may derive higher medium-to-long term returns via an independent
strategy. In the interim, it seeks to fund ongoing operations via debt funding to
minimise dilution, while reviewing the overall commercial strategy and extending
its search for partners.
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General Disclaimer and copyright
LEGAL NOTICE – IMPORTANT – PLEASE READ

Proactive Research is a trading name of Proactive Investors Limited which is regulated and authorised by the Financial Conduct
Authority (FCA) under firm registration number 559082. This document is published by Proactive Research and its contents have not
been approved as a financial promotion by Proactive Investors Limited or any other FCA authorised person. This communication is
made on the basis of the 'journalist exemption' provide for in Article 20 of The Financial Services and Markets Act 2000 (Financial
Promotion) Order 2005 and having regard to the FCA Rules, and in particular PERG 8.12.

This communication has been commissioned and paid for by the company and prepared and issued by Proactive Research for
publication. All information used in the preparation of this communication has been compiled from publicly available sources that
we believe to be reliable, however, we cannot, and do not, guarantee the accuracy or completeness of this communication.

The information and opinions expressed in this communication were produced by Proactive Research as at the date of writing and
are subject to change without notice. This communication is intended for information purposes only and does not constitute an
offer, recommendation, solicitation, inducement or an invitation by, or on behalf of, Proactive Research to make any investments
whatsoever. Opinions of and commentary by the authors reflect their current views, but not necessarily of other affiliates of
Proactive Research or any other third party. Services and/or products mentioned in this communication may not be suitable for all
recipients and may not be available in all countries.

This communication has been prepared without taking account of the objectives, financial situation or needs of any particular
investor. Before entering into any transaction, investors should consider the suitability of the transaction to their individual
circumstance and objectives. Any investment or other decision should only be made by an investor after a thorough reading of the
relevant product term sheet, subscription agreement, information memorandum, prospectus or other offering document relating to
the issue of securities or other financial instruments.

Nothing in this communication constitutes investment, legal accounting or tax advice, or a representation that any investment or
strategy is suitable or appropriate for individual circumstances or otherwise constitutes a personal recommendation for any specific
investor. Proactive Research recommends that investors independently assess with an appropriately qualified professional adviser,
the specific financial risks as well as legal, regulatory, credit, tax and accounting consequences.

Past performance is not a reliable indicator of future results. Performance forecasts are not a reliable indicator of future
performance. The investor may not get back the amount invested or may be required to pay more.

Although the information and date in this communication are obtained from sources believed to be reliable, no representation is
made that such information is accurate or complete. Proactive Research, its affiliates and subsidiaries do not accept liability for loss
arising from the use of this communication. This communication is not directed to any person in any jurisdiction where, by reason of
that person's nationality, residence or otherwise, such communications are prohibited.

This communication may contain information obtained from third parties, including ratings from rating agencies such as Standard
& Poor's, Moody's, Fitch and other similar rating agencies. Reproduction and distribution of third-party content in any form is
prohibited except with the prior written consent of the related third-party. Credit ratings are statements of opinion and are not
statements of fact or recommendations to purchase, hold or sell securities. Such credit ratings do not address the market value of
securities or the suitability of securities for investment purposes, and should not be relied upon as investment advice.

Persons dealing with Proactive Research or members of the Proactive Investors Limited group outside the UK are not covered by the
rules and regulations made for the protection of investors in the UK.

Notwithstanding the foregoing, where this communication constitutes a financial promotion issued in the UK that is not exempt
under the Financial Services and Markets Act 2000 or the Orders made thereunder or the rules of the FCA, it is issued or approved
for distribution in the UK by Proactive Investors Limited.
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