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Disclaimer
These slides have been prepared by Shield Therapeutics plc (the "Company") solely for your information and for use at a presentation for the purpose of providing background information on the Company, its
business and the industry in which it operates. For the purposes of this notice, "presentation" means these slides, any oral presentation, any question and answer session and any written or oral material
discussed or distributed during the presentation meeting.
This presentation has not been approved by the United Kingdom Listing Authority under the Prospectus Rules (made under Part VI of the Financial Services and Markets Act 2000, as amended) or otherwise, or
by the London Stock Exchange plc. This presentation has not been independently verified and no representation or warranty, express or implied, is made or given by or on behalf of the Company or any of its
subsidiaries or subsidiary undertakings, or any of such person's respective directors, officers, partners, employees, agents, affiliates or advisers, as to, and no reliance may be placed for any purpose whatsoever
on the information or opinions contained in this presentation or on the completeness, accuracy or fairness thereof.
This presentation does not constitute or form part of, and should not be construed as, any offer, invitation or recommendation to purchase, sell or subscribe for any securities of the Company in any jurisdiction and
neither the issue of this presentation nor anything contained herein shall form the basis of or be relied upon in connection with, or act as an inducement to enter into, any investment activity. This presentation does
not purport to contain all of the information that may be required to evaluate any investment in the Company or any of its securities and should not be relied upon to form the basis of, or be relied on in connection
with, any contract or commitment or investment decision whatsoever. This presentation is intended to present background information on the Company, its business and the industry in which it operates and is not
intended to provide complete disclosure upon which an investment decision could be made. The merit and suitability of an investment in the Company should be independently evaluated and any person
considering such an investment in the Company is advised to obtain independent advice as to the legal, tax, accounting, financial, credit and other related advice prior to making an investment.
No undertaking, representation, warranty or other assurance, express or implied, is or will be made or given by or on behalf of the Company or any of its subsidiary or subsidiary undertakings, or any of such
person's respective directors, officers, partners, employees, agents, affiliates or advisers or any other person as to the accuracy or completeness of the information or opinions contained in this presentation and
no responsibility or liability is accepted by any such person for any such information or opinions or for any errors, omissions or misstatements, negligent or otherwise, nor for any other communication written or
otherwise. All information in this presentation is subject to verification, correction, completion and change without notice. None of the Company or any of its subsidiary or subsidiary undertakings, or any of such
person's respective directors, officers, partners, employees, agents, affiliates or advisers, undertakes any obligation to amend, correct or update this presentation or to provide the recipient with access to any
additional information that may arise in connection with it.
The statements contained in this presentation may include "forward-looking statements" that express expectations as to future events or results. Forward-looking statements can be identified by the use of
forward-looking terminology, including the terms "believes", "estimates", "anticipates", "projects", "expects", "intends", "may", "will", "seeks" or "should" or, in each case, their negative or other variations or
comparable terminology, or by discussions of strategy, plans, objectives, goals, future events or intentions. These statements are based on current expectations and involve risk and uncertainty because they
relate to events and depend upon circumstances that may or may not occur in the future. There are a number of factors which could cause actual results or developments to differ materially from those expressed
or implied by such forward-looking statements. Any of the assumptions underlying forward-looking statements could prove inaccurate or incorrect and therefore any results contemplated in forward-looking
statements may not actually be achieved. Nothing contained in this presentation should be construed as a profit forecast or profit estimate. Investors and any other recipients of such communications are
cautioned not to place reliance on any forward-looking statements. The Company undertakes no obligation to update or revise (publicly or otherwise) any forward-looking statement, whether as a result of new
information, future events or other circumstances.
To the extent available, the data contained in this presentation has come from official or third party sources. Third party industry publications, studies and surveys generally state that the data contained therein
have been obtained from sources believed to be reliable, but that there is no guarantee of the accuracy or completeness of such data. While the Company believes that each of these publications, studies and
surveys has been prepared by a reputable source, the Company has not independently verified the data contained therein. In addition, certain of the data contained in this presentation come from the Company's
own internal research and estimates based on the knowledge and experience of the Company's management in the market in which the Company operates. While the Company believes that such research and
estimates are reasonable and reliable, they, and their underlying methodology and assumptions, have not been verified by any independent source for accuracy or completeness and are subject to change without
notice. Accordingly, undue reliance should not be placed on any of the data contained in this presentation.
This presentation should not be copied or distributed by recipients and, in particular, should not be distributed by any means, including electronic transmission, to persons with addresses in the United States of
America, Canada, Australia, South Africa or Japan, their possessions or territories or to any citizens thereof, or to any corporation, partnership or such entity created or organised under the laws thereof, or any
other jurisdiction, where such distribution is unlawful. Any such distribution contrary to the above could result in a violation of the laws of such jurisdictions.
This presentation is confidential and is being supplied to you solely for your information and may not be reproduced, re-distributed or passed on, directly or indirectly, to any other person or published in whole or in
part for any purpose. By attending the meeting where this presentation is made or by accepting a copy of this presentation, you agree to be bound by the limitations and restrictions set out above.
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Operational Highlights (including post-period end)
•

Licence agreement signed for Feraccru®/Accrufer® with Jiangsu Aosaikang
Pharmaceutical Co. Ltd (“ASK Pharm”) covering China, Hong Kong, Macau and
Taiwan

•

Net sales of Feraccru® in Europe for first 6 months of 2020 up 50% over previous 6
months

•

Re-analysis of the AEGIS-H2H study data demonstrates that Feraccru®/Accrufer® is
a credible alternative to IV iron therapy and offers economic advantages

•

Continued progress being made to secure a US commercialisation partner
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China commercialisation – ASK Pharm*
• Exclusive licence to develop and commercialise Feraccru® in China, Hong
Kong, Macau and Taiwan
•
•
•
•

$11.4 million upfront licence payment
$11.4 million development milestone on regulatory approval
Up to $40 million in sales milestones
Tiered royalties of 10% or 15% depending on level of sales

• ASK Pharm have been working with CDE (Chinese regulator) to define the
development programme required
• CDE have indicated it may require only a Phase III study in inflammatory
bowel disease and that neither a pharmacokinetic study nor a Phase III
study in chronic kidney disease (CKD) will be required
• If confirmed, this could lead to a NDA submission in H1 2022 and potential
launch in H2 2023
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Europe commercialisation
Net sales of Feraccru® in Europe for first 6 months of 2020 up 50% over previous 6 months

Packs sold in Germany and UK

H1 2018

H2 2018

H1 2019

H2 2019

H1 2020

Packs sold

Pricing & reimbursement submissions in France, Italy, Spain and other EU markets will
re-start as soon as amended H2H Clinical Study Report is available, expected October
2020. Launches in these countries expected from late 2021 onwards.
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AEGIS-H2H (Head-to-Head)
•
•

•

Comparison of patients treated with Feraccru® compared with intravenous (IV)
iron therapy
Study intended for health economics, pricing and reimbursement (not a regulatory
study)
Primary “non-inferiority” endpoint defined as % of “responders” at 12 weeks but
patients were followed over 52 weeks
– Response defined as ≥ 2g/dL increase in Hb or normalisation of Hb (women ≥12g/dL;
men ≥13g/dL

•
•

Protocol primary endpoint required both ITT and PP populations to demonstrate
non-inferiority at 12 weeks
Re-analysis of data showed
– primary non-inferiority endpoint at 12 weeks was not achieved in either ITT or PP
populations
– But secondary endpoints and health economic analyses remain positive
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H2H - Average Hb concentration by visit (ITT)
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H2H - IV infusions (ITT population)
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US update

• Top priority for 2020
• Need to achieve
– Optimal financial terms
– Partner that can exploit Accrufer® across the full range of therapy
areas where ID is prevalent

• Engaged with multiple companies, many signed
confidentiality agreements
• Several submitted non-binding offers
• More detailed discussions with a number of these

• US launch stocks ordered from manufacturer for availability
around end-2020
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Paediatric Programme

• Liquid formulation developed, manufactured, released and
now in USA
• First phase – crossover study to confirm liquid formulation
equivalent to capsules
– 32 healthy adult volunteers
– Recruitment starting imminently
– Expected to complete by end 2020

• Main study
– Will start H1 2021 assuming first phase successful
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Financial headlines
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Financial position

• Revenues of £8.9 million (H1 2019: £0.4 million)
– $11.4m (£8.7m) China upfront

• Profit for the period of £3.1 million (H1 2019 loss: £4.2 million)
– SG&A £4.8m includes China transaction costs and costs related to US process
– R&D £0.7m is low due to delayed start to paediatric study

• Net cash inflow from operations £2.0 million (H1 2019 outflow: £1.9
million)
• Cash of £6.5 million (31 December 2019: £4.1 million)
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Outlook for H2/Full Year 2020
•

Feraccru® royalties from Norgine sales in UK and Germany expected to continue to
grow
– Launches in France, Italy & Spain subject to pricing and reimbursement negotiations and
not expected until late 2021 at earliest

•

H2 2020 SG&A cost base to continue at levels seen in 2019 and H1 2020

•

R&D expenditure will accelerate in H2 2020 as paediatric study gets under way

•

Cash runway extends into Q1 2021
– Excluding potential upfront receipts from potential out-licensing deals
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Newsflow and summary
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Anticipated newsflow
Indicative timing

Event

H2 2020

Potential out-licensing agreement for Accrufer® in USA

H2 2020

Potential start of formulation work for PT201

End 2020

Conclusion of first stage of paediatric study

Q1 2021

Further update on European sales

(1) Subject to funding
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Summary
•

Licence agreement signed for Feraccru®/Accrufer® covering China, Hong Kong,
Macau and Taiwan
– may require only a Phase III study in IBD

•

Strong Feraccru® sales growth in Germany and England
– Other major EU markets from late 2021 onwards

•

H2H reanalysis completed
– Confirms that Feraccru®/Accrufer® is a credible alternative to IV therapy

•

Continued progress being made to secure a US commercialisation partner
– US packs ordered for delivery end-2020

•

Cash runway extends to Q1 2021
– excluding any upfronts

•

Valuation upside potential
– Market waiting for confirmation of US commercialisation
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Contact:
Tim Watts, CEO
Tel: +44 (0)207 186 8500
info@shieldtx.com
www.shieldtherapeutics.com
To be kept up to date with Shield Therapeutics plc news and to receive relevant investor
communications on the Company going forward, please email Walbrook PR at
shield@walbrookpr.com to subscribe

Results: P&L (unaudited)
£’000

H1 2020

H1 2019
(restated)1

Revenue

8,919

430

Gross profit

7,908

119

(4,834)

(3,575)

Research and development

(681)

(1,273)

Operating profit/(loss)

2,393

(4,729)

355

47

2,748

(4,682)

376

500

3,124

(4,182)

Selling, general & administration

Financial income
Profit/(loss) before tax
Taxation
Profit/(loss) for the period

(1) restated to reflect the impact of the requirement to repay Norgine the €2.5 million milestone payment originally received in April 2019
relating to the AEGIS-H2H clinical study. This milestone was subsequently found to be invalid and was excluded from the audited full year
financial statements for 2019. The restatement has resulted in revenue and profits for the six months to 30 June 2019 decreasing by £2.2
million.
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Results: Balance sheet
£’000

30 Jun
2020
(unaudited)

31 Dec
2019
(audited)

Intangible assets & PPE

28,646

29,924

Inventory & receivables

3,080

2,254

Cash

6,515

4,141

Total assets

38,241

36,319

Current liabilities

(2,774)

(4,174)

Net Assets

35,467

32,145
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Results: Cashflow (unaudited)
£’000

H1 2020

H1 2019
(restated)1

Cashflow from operating activities

2,041

(1,943)

Cashflow from investing activities
(includes capitalised R&D)

356

(1,148)

Cashflow from financing activities

(23)

(77)

Net increase/(decrease) in cash

2,374

(3,168)

Cash at start of period

4,141

9,776

Cash at period end

6,515

6,608

(1) restated to reflect the impact of the requirement to repay Norgine the €2.5 million milestone payment originally received in April 2019
relating to the AEGIS-H2H clinical study. This milestone was subsequently found to be invalid and was excluded from the audited full year
financial statements for 2019. The restatement has resulted in revenue and profits for the six months to 30 June 2019 decreasing by £2.2
million.
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