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SHIELD THERAPEUTICS 

Reassuring trading update 

Shield Therapeutics (STX) is a commercial-stage company delivering specialty 
products that address patients’ unmet medical needs, with an initial focus on 
treating iron deficiency (ID) with ferric maltol. Feraccru/Accrufer has achieved 
regulatory approvals for both Europe and the US. The company has faced some 
unexpected challenges recently, but has not been overly affected by COVID-19. 
Having negotiated a good deal for the Chinese market, STX is seeing significant 
interest with respect to a US commercial partner, bringing the opportunity to 
launch into a >$1bn market. The cash runway for STX extends into 1Q’21. 

► Strategy:  STX’s strategy is to out-license the commercial rights to its products 
to partners with marketing and distribution expertise in target markets. These 
deals allow STX to retain its intellectual property (IP) and to keep investing in its 
R&D pipeline, while benefiting from immediate and long-term value. 

► Trading:  To date, STX has not been affected materially by COVID-19. Its 
suppliers are all continuing to manufacture, and distribution of drugs is 
unaffected. Partner, Norgine, has seen sales growth in 1Q’20 and Feraccru 
represents an alternative for patients who cannot get to hospital for IV iron. 

► US licensing deal:  Although stepping down, the founder and former CEO has 
agreed to support the licensing process in the US so that the current positive 
momentum is not lost. We understand that there is a strong shortlist of potential 
partners. 

► Risks:  All drug companies carry development risk, but STX’s has been limited 
by regulatory approvals in the EU and the US. There is some risk in Europe from 
a Teva patent challenge due to be heard in June. The main risk is achieving an 
appropriate US partnering deal and executing on commercialisation strategy. 

► Investment summary:  The shares have started to recover from some 
unexpected news from the company. A good trading update, a period of 
stabilisation, and any announcement of a US licensing deal are likely to 
accelerate this recovery. Feraccru provides a good option to physicians seeking 
alternative therapies for iron-deficient patients reluctant to attend hospitals/ 
clinics for intravenous (IV) iron therapy due to the risk of contracting COVID-19. 

 

Financial summary and valuation 

Year-end Dec (£m)  2017 2018 2019E 2020E 2021E 

Gross revenues  0.64 11.88 0.65 8.80 3.14 
Sales  0.64 0.86 0.65 2.15 3.14 
R&D   -4.71 -4.30 -3.31 -2.98 -3.50 
Other income  0.00 11.03 0.00 6.65 0.00 
EBITDA  -18.48 -2.47 -7.75 -0.89 -8.29 
Underlying EBIT  -18.90 -3.26 -8.54 -1.68 -9.08 
Reported EBIT  -20.95 -5.17 -10.44 -3.59 -10.99 
Underlying PBT  -18.91 -3.26 -8.53 -1.73 -9.12 
Statutory PBT  -20.99 -5.16 -10.43 -3.63 -11.03 
Underlying EPS (p)  -15.58 0.09 -6.45 -1.09 -7.34 
Statutory EPS (p)  -17.43 -1.55 -8.08 -2.72 -8.96 
Net (debt)/cash  13.30 9.63 1.65 2.41 -4.71 

 

Source: Hardman & Co Life Sciences Research 
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Market data 

EPIC/TKR STX 

Price (p) 118.0 

12m High (p) 197.0 

12m Low (p) 55.5 

Shares (m) 117.2 

Mkt Cap (£m) 138.3 

EV (£m) 127.0 

Free Float* 33% 

Market AIM 
*As defined by AIM Rule 26 

Description 

STX is a de-risked pharmaceutical 

company with a lead product, 

Feraccru/Accrufer, approved in 

Europe and the US for the treatment 

of iron deficiency in adults. 
 

Company information 
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Product sales 

 

 

► From 2019, sales simply reflect the royalties derived from 
Feraccru/Accrufer. 

► The drop in 2019 sales reflects the transition from direct 
selling by STX to royalties from Norgine in 4Q’18. 

► Accelerated growth expected in 2020 is due to launches 
planned in additional European countries and the US. 

► Out of the royalty stream, STX has to bear the 
manufacturing costs of Feraccru for supply to Norgine. 

 

R&D investment 

 

 

► Delays to the initiation of the paediatric Phase III study has 
altered the phasing of R&D spend between 2020 and 
2021. 

► Spend in 2017 and 2018 reflected investment in the 
AEGIS-CKD and AEGIS-H2H studies. 

► Future R&D investment timing is flexible on available 
resources, but it could include progression of the 
phosphate assets or development towards a once-a-day 
dose of Feraccru. 

 

Free cashflow and OFCFPS 

 

 

► On current forecasts, STX has a cash runway into 2021; a 
US commercialisation deal is expected within the next two 
months, which could significantly alter this situation. 

► STX is forecast to achieve stable positive cashflows once 
substantial royalties are received from Feraccru/Accrufer 
sales across both Europe and the US. 

 

Net cash/(debt) and equity issues 

 

 

► At IPO in 2016, STX raised £32.5m gross (£30.1m net), 
which was boosted in 2017 by a Placing of new Ordinary 
shares to raise £12.5m gross (£11.9m net). 

► Commercial deals with Norgine and ASK Pharm have 
greatly boosted STX’s cash position in the past two years. 

► In the unlikely absence of any upfront payment with the 
US licensing deal, STX would require an injection of new 
capital. 

Source: Company data; Hardman & Co Life Sciences Research 
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2020 trading update 
2020 was always expected to be a busy year for STX and this was without the 
additional challenges caused by COVID-19. To date, the company has made five 
important announcements and, while some of these had been expected, others were 
not. The aim of this document is to update the market on these announcements and 
to highlight what can be expected in the next six months. 

 

STX announcements in 2020 

Announcement Event 

8 January Licensing agreement for Feraccru/Accrufer in China 
27 January Trading update regarding fiscal 2019 results 
17 March Re-assessment of AEGIS-H2H study results 
22 April Board changes 
01 May Business and trading update 

Source: Hardman & Co Life Sciences Research 

China licensing deal 
The year started well with the early announcement that the company had identified 
and signed a late-stage development and commercialisation deal with Beijing 
Aosaikang Pharmaceutical Co (ASK Pharm) in China, the world’s second-largest 
pharmaceuticals market. This licensing deal will provide local expertise, support 
regulatory approval, and deliver long-term licensing income. In addition, conclusion 
of the deal triggered the payment of an upfront payment of $11.4m/£8.7m, less any 
local tax, extending STX’s cash runway. Full details of this deal can be found in our 
report, Taking on China, published on 14 January1. 

Fiscal 2019 performance 
This was followed shortly afterwards by a positive trading statement with respect to 
operating performance in 2019, particularly the double-digit growth in Feraccru 
sales volumes delivered by STX’s European commercial partner, Norgine2. Given 
subsequent events at the company and the disruption caused by COVID-19, which 
caused the Financial Conduct Authority (FCA) to ask firms to delay publishing their 
preliminary financial results to allow time for accurate reporting in light of the 
coronavirus outbreak. STX is now expected to release its preliminary results in LATE-
May 2020. 

Re-assessment of AEGIS-H2H results 
The market was surprised when the company announced, in March, that it needed 
to clarify the results published in 2019 from its head-to-head study of Feraccru 
against intravenous (IV) Ferinject. This study was designed primarily to generate data 
that could be used in health economic analyses, pricing and reimbursement 
applications as well as for marketing purposes.  

Whereas the company had originally thought that the study had reached its primary 
end-point, which required achievement of non-inferiority at 12 weeks in both the 
"intention to treat" (ITT) and "per protocol" (PP) populations, on re-examination of 
the data by Norgine during reimbursement discussions, it came to light that non-
inferiority was not demonstrated in the ITT population and hence the overall study 
failed to meet its primary end-point. The board has commissioned a review into the 
analysis of the results and will further update the market once this review has been 
completed. 

 
1 www.hardmanandco.com/research/corporate-research/taking-on-china/ 
2 www.hardmanandco.com/research/corporate-research/good-demand-for-feraccru-in-europe/ 

The market should give more credit to the 

deal with ASK Pharm for China 

2019 results due at end of this month 

The unexpected head-to-head 

announcement was a disappointment… 

…with the outcome of the board review 

eagerly awaited 

https://www.hardmanandco.com/research/corporate-research/taking-on-china/
https://www.hardmanandco.com/research/corporate-research/good-demand-for-feraccru-in-europe/
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STX is continuing to discuss with Norgine regarding the best approach for using the 
positive long-term data from the AEGIS-H2H study; for example, for health 
economics purposes including pricing and reimbursement negotiations. 

Under the terms of the agreement with Norgine, a €2.5m milestone was paid to STX 
for hitting the primary end-point in the study, which will now be returned. Our 
forecasts for 2019 (P&L) and 2020 (cashflow) have been adjusted accordingly to 
reflect this repayment. 

Board changes 
Although not directly related, this news was followed shortly thereafter by the 
surprise announcement that Carl Sterritt, founder and CEO, had decided to step 
down following discussions with major shareholders. Experienced interim CFO, Tim 
Watts, has stepped up to become CEO and was appointed to the board on 27 April. 

Although Carl will no longer be involved in the running of the company, he has been 
instrumental in the ongoing discussions with potential commercial partners for 
Accrufer in the US and will continue to assist Tim Watts through to the conclusion 
of a deal so that the current positive momentum with this project is not lost.  

Consequences of COVID-19 
STX operates largely as a virtual company, outsourcing most of its activities. Since 
the onset of lockdown, its small number of HQ and administrative staff have been 
working remotely and have been in regular contact both internally and with external 
partners via the likes of ‘Microsoft Teams’. Contract manufacturing partners have been 
able to continue the production of Feraccru without disruption, such that the 
company has sufficient quantities of drug manufactured, covering several months of 
projected sales activity, in warehousing and ready for distribution.  

Given that many patients are less willing to attend hospitals/clinics to reduce the 
risk of being infected with COVID-19, gastroenterologists will be looking for 
alternatives to the administration of IV iron for the treatment of patients with 
inflammatory bowel disease and Crohn’s disease, both closely associated with iron 
deficiency. Feraccru is very well positioned to fulfil that role as it can be taken orally 
at home. 

Upcoming news flow from STX 

Announcement Event 

Late May 2019 results and issue of annual report 
June AGM 
23 June Defence of challenge to European Patent  
2Q-3Q US commercial deal for Accrufer 
17 March Interim 2002 results 
3Q-4Q Paediatric clinical study 

Source: Hardman & Co Life Sciences Research 

Manufacturing of Feraccru/Accrufer 
Ferric maltol, the active pharmaceutical ingredient of Feraccru, is manufactured in 
the UK, which is then shipped to a French company for contract manufacturing of 
the finished product. STX has made a purchase order for 12.5 metric tonnes of ferric 
maltol, which is expected to be sufficient to satisfy demand throughout 2021. The 
French partner continues to make finished product ready for use in Europe through 
Norgine and AOP, and has been commissioned to prepare for manufacturing of packs 
for the US market as soon as the commercial partner is finalised. 

STX has had to repay the milestone 

Departure of the founder and former CEO 

was a surprise… 

…but he will continue to support the 

conclusion of a US deal 

COVID-19 might provide an 

unanticipated opportunity 

STX is already preparing for the US launch 
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Results and AGM 
Publication of 2019 results and issue of the annual report are expected in late May, 
followed by the AGM in June. The company has announced already that gross 
income for 2019 will be adjusted downwards by the €2.5m milestone repayment to 
Norgine, from £2.9m (January trading statement) to £0.7m. First quarter sales of 
Feraccru in Germany and the UK continued to grow, but this only covers the period 
prior to the global lockdown.  

European patent opposition 
In 2017, the European Patent Office (EPO) granted the company’s application for a 
patent (EP3160951) covering the crystalline forms of ferric maltol. This was 
followed, in 2018, by an opposition raised by Teva Pharmaceutical Industries Ltd 
(Teva). Teva’s opposition to this composition of matter patent has been scheduled 
to be heard on 23 June 2020. STX will vigorously defend itself against this patent 
opposition. 

Key dates for patent application EP3160951  

Date Event 

28 Oct 2014 Original publication as GB201419174 
23 Oct 2015 Patent filed with EPO 
06 Dec 2017 EP3160951 published/issued after examination 
5 Sep 2018 Teva raises opposition 
10 Sep 2018 Opposition admissible 
23 Jun 2020 Date of oral proceedings 

Source: European Patent Office 

Paediatric development programme 
STX had been planning a significant R&D investment into a paediatric version of 
Feraccru/Accrufer using a liquid formulation and was scheduled to start recruitment 
of patients into a Phase III trial during 1Q’20. However, a number of companies have 
indicated that the attendance of patients at clinics and, therefore, the ability to 
recruit patients into clinical trials, has become more difficult during the COVID-19 
lockdown. This has been reinforced by regulatory guidance on the conduct of clinical 
studies during the COVID-19 emergency. Consequently, STX will continue with its 
liquid formulation work, but has decided to delay the start of its paediatric trial until 
3Q/4Q 2020. This will result in different phasing of R&D spend between 2020 and 
2021, thereby extending the company’s cash runway.  

Cash runway 
In its recent trading statement, STX announced that it had gross cash of £11.3m 
(and no debt) at 31 March 2020. Based on current forecasts, which now include the 
delayed paediatric development programme, the cash runway is expected to last 
into the first quarter of 2021.  

However, we believe that the company is in advanced discussions with a number of 
potential US commercial partners and that the conclusion of a deal is not too far 
away. It is reasonable to expect that any deal will include an upfront payment to 
reflect the investment that STX has made to date in de-risking Accrufer for the 
eventual partner. This would extend the cash runway and be positive for the share 
price. 

 

 

2019 results at end of May… 

 

…and AGM in June 

Opposition to European patent to be 

heard in June 

COVID-19 has caused a delay to the start 

of the paediatric trial… 

…but the cash runway now extends to 

1Q’20 
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Forecast summary 
► Sales:  No change has been made to our product sales forecasts, but return of 

the €2.5m milestone to Norgine has been eliminated from 2019 gross revenues.  

► COVID-19:  Currently, no changes have been made to forecasts as a 
consequence of COVID-19.  

► Gross cash:  The gross cash position on 31 March 2020 was £11.3m, which 
included the upfront payment of $11.4m/£8.9m from ASK Pharm as part of the 
licensing agreement for China.  

► Cash runway:  Removal of the Norgine milestone repayment had a small effect 
on future cash forecasts, but STX remains cash-positive into 1Q’21, even in the 
absence of licensing income from a potential US commercialisation deal. 

 

Financial summary 

Year-end Dec (£m) 2017 2018 2019E 2020E 2021E 

GBP:EUR 1.14 1.14 1.14 1.14 1.14 
GBP:USD 1.29 1.31 1.28 1.28 1.28 

Profit & Loss      
Gross revenues 0.64 11.88 0.65 8.80 3.14 
Product sales 0.64 0.86 0.65 2.15 3.14 
COGS -0.16 -0.31 -0.41 -1.29 -1.82 
Gross profit 0.48 0.55 0.23 0.86 1.32 
Gross margin 75.7% 63.7% 84.0% 85.0% 85.5% 
SG&A (underlying) -14.12 -9.52 -4.45 -5.20 -5.89 
Share-based payments -0.56 -1.01 -1.01 -1.01 -1.01 
R&D -4.71 -4.30 -3.31 -2.98 -3.50 
Other income 0.00 11.03 0.00 6.65 0.00 
EBITDA -18.48 -2.47 -7.75 -0.89 -8.29 
Underlying EBIT -18.90 -3.26 -8.54 -1.68 -9.08 
Net interest 0.00 0.01 0.01 -0.04 -0.04 
Underlying PBT -18.91 -3.26 -8.53 -1.73 -9.12 
Tax payable/credit 1.41 3.36 0.99 0.45 0.53 
Underlying net income -17.50 0.10 -7.54 -1.28 -8.60 
           
Weighted avg. shares (m) 112.36 116.43 116.81 117.19 117.19 
Underlying EPS (p) -15.58 0.09 -6.45 -1.09 -7.34 
Fully diluted EPS (p) -15.58 0.09 -6.44 -1.09 -7.31 
           
Balance sheet (@ 31 Dec)           
Share capital 1.75 1.75 1.76 1.76 1.76 
Reserves 39.46 38.68 29.23 26.05 15.55 
Provisions 0.26 0.00 0.00 0.00 0.00 
Debt 0.00 0.00 0.00 0.00 0.00 
less: Cash 13.30 9.78 1.79 2.56 -4.56 
Invested capital 28.31 30.80 29.34 25.39 22.01 
Net cash/debt 13.30 9.63 1.65 2.41 -4.71 
           
Cashflow           
Underlying EBIT -18.90 -3.26 -8.54 -1.68 -9.08 
Non-cash items 0.43 1.80 1.80 1.80 1.80 
Change in working capital -0.29 -0.40 -0.67 -0.26 -0.20 
Tax & interest 1.99 1.86 1.51 0.95 0.40 
Operational cashflow -17.99 -1.85 -7.27 0.00 -7.34 
Capital expenditure 0.00 0.00 0.00 0.00 0.00 
Free cashflow -19.33 -3.32 -7.98 0.77 -7.12 
Acquisitions -0.24 -0.35 0.00 0.00 0.00 
Equity issues 11.88 0.00 0.00 0.00 0.00 
Change in net debt -7.68 -3.67 -7.98 0.77 -7.12 
OCFPS (p) -14.38 -0.28 -5.09 0.66 -6.08 

Source: Hardman & Co Life Sciences Research 
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Company matters 

Registration 
Incorporated in the UK with company registration number 09761509 

Registered office: London office: 

Northern Design Centre 16 Upper Woburn Place 
Baltic Business Quarter Euston 
Gateshead Quays London 
Newcastle WC1H 0AF 
NE8 3DF 

+44 (0) 191 511 8500 +44 (0) 20 7186 8500 
www.shieldtherapeutics.com 

 

Board of Directors 
Board of Directors 

Position Name Nominations Remuneration Audit 

Chairman James Karis M M  
Chief Executive Officer Tim Watts    
Chief Financial Officer -    
Non-executive director Hans Peter Hasler C  M 
Non-executive director Rolf Hoffmann M C  
Non-executive director Peter Llewellyn-Davies M  C 

M = member; C = chair 
Source: Company reports 

 

Share capital 
On 8 May 2020, there were 117,188,657 Ordinary shares in issue. In addition, there 
are 3.94m options outstanding. 

Share register 

 
Source: Hardman & Co Life Sciences Research 

 

W. Health
48%

MaRu AG
11%

Carl 
Sterritt

9%

USS
4%

Jupiter AM
4%

C.Schweiger
3%

Other
21%



Shield Therapeutics  
 

  

11 May 2020 8 
 

Notes 
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Disclaimer 
Hardman & Co provides professional independent research services and all information used in the publication of this report has been compiled from publicly 
available sources that are believed to be reliable. However, no guarantee, warranty or representation, express or implied, can be given by Hardman & Co as to the 
accuracy, adequacy or completeness of the information contained in this research and they are not responsible for any errors or omissions or results obtained 
from use of such information. Neither Hardman & Co, nor any affiliates, officers, directors or employees accept any liability or responsibility in respect of the 
information which is subject to change without notice and may only be correct at the stated date of their issue, except in the case of gross negligence, fraud or 
wilful misconduct. In no event will Hardman & Co, its affiliates or any such parties be liable to you for any direct, special, indirect, consequential, incidental damages 
or any other damages of any kind even if Hardman & Co has been advised of the possibility thereof.    

This research has been prepared purely for information purposes, and nothing in this report should be construed as an offer, or the solicitation of an offer, to buy 
or sell any security, product, service or investment. The research reflects the objective views of the analyst(s) named on the front page and does not constitute 
investment advice.  However, the companies or legal entities covered in this research may pay us a fixed fee in order for this research to be made available. A full 
list of companies or legal entities that have paid us for coverage within the past 12 months can be viewed at http://www.hardmanandco.com/legals/research-
disclosures. Hardman may provide other investment banking services to the companies or legal entities mentioned in this report. 

Hardman & Co has a personal dealing policy which restricts staff and consultants’ dealing in shares, bonds or other related instruments of companies or legal entities 
which pay Hardman & Co for any services, including research. No Hardman & Co staff, consultants or officers are employed or engaged by the companies or legal 
entities covered by this document in any capacity other than through Hardman & Co.  

Hardman & Co does not buy or sell shares, either for their own account or for other parties and neither do they undertake investment business. We may provide 
investment banking services to corporate clients. Hardman & Co does not make recommendations. Accordingly, they do not publish records of their past 
recommendations. Where a Fair Value price is given in a research note, such as a DCF or peer comparison, this is the theoretical result of a study of a range of 
possible outcomes, and not a forecast of a likely share price. Hardman & Co may publish further notes on these securities, companies and legal entities but has no 
scheduled commitment and may cease to follow these securities, companies and legal entities without notice. 

The information provided in this document is not intended for distribution to, or use by, any person or entity in any jurisdiction or country where such distribution or 
use would be contrary to law or regulation or which would subject Hardman & Co or its affiliates to any registration requirement within such jurisdiction or country. 

Some or all alternative investments may not be suitable for certain investors. Investments in small and mid-cap corporations and foreign entities are speculative 
and involve a high degree of risk. An investor could lose all or a substantial amount of his or her investment. Investments may be leveraged and performance may 
be volatile; they may have high fees and expenses that reduce returns. Securities or legal entities mentioned in this document may not be suitable or appropriate 
for all investors. Where this document refers to a particular tax treatment, the tax treatment will depend on each investor’s particular circumstances and may be 
subject to future change. Each investor’s particular needs, investment objectives and financial situation were not taken into account in the preparation of this 
document and the material contained herein. Each investor must make his or her own independent decisions and obtain their own independent advice regarding 
any information, projects, securities, tax treatment or financial instruments mentioned herein. The fact that Hardman & Co has made available through this 
document various information constitutes neither a recommendation to enter into a particular transaction nor a representation that any financial instrument is 
suitable or appropriate for you. Each investor should consider whether an investment strategy of the purchase or sale of any product or security is appropriate for 
them in the light of their investment needs, objectives and financial circumstances.  

This document constitutes a ‘financial promotion’ for the purposes of section 21 Financial Services and Markets Act 2000 (United Kingdom) (‘FSMA’) and 
accordingly has been approved by Capital Markets Strategy Ltd which is authorised and regulated by the Financial Conduct Authority (FCA).  

No part of this document may be reproduced, stored in a retrieval system or transmitted in any form or by any means, mechanical, photocopying, recording or 
otherwise, without prior permission from Hardman & Co. By accepting this document, the recipient agrees to be bound by the limitations set out in this notice. 
This notice shall be governed and construed in accordance with English law. Hardman Research Ltd, trading as Hardman & Co, is an appointed representative of 
Capital Markets Strategy Ltd and is authorised and regulated by the FCA under registration number 600843. Hardman Research Ltd is registered at Companies 
House with number 8256259. 

(Disclaimer Version 8 – Effective from August 2018) 

Status of Hardman & Co’s research under MiFID II 
Some professional investors, who are subject to the new MiFID II rules from 3rd January, may be unclear about the status of Hardman & Co research and, 
specifically, whether it can be accepted without a commercial arrangement. Hardman & Co’s research is paid for by the companies, legal entities and issuers about 
which we write and, as such, falls within the scope of ‘minor non-monetary benefits’, as defined in the Markets in Financial Instruments Directive II. 

In particular, Article 12(3) of the Directive states: ‘The following benefits shall qualify as acceptable minor non-monetary benefits only if they are: (b) ‘written 
material from a third party that is commissioned and paid for by a corporate issuer or potential issuer to promote a new issuance by the company, or where the 
third party firm is contractually engaged and paid by the issuer to produce such material on an ongoing basis, provided that the relationship is clearly disclosed in 
the material and that the material is made available at the same time to any investment firms wishing to receive it or to the general public…’ 

The fact that Hardman & Co is commissioned to write the research is disclosed in the disclaimer, and the research is widely available. 

The full detail is on page 26 of the full directive, which can be accessed here: http://ec.europa.eu/finance/docs/level-2-measures/mifid-delegated-regulation-
2016-2031.pdf 

In addition, it should be noted that MiFID II’s main aim is to ensure transparency in the relationship between fund managers and brokers/suppliers, and eliminate 
what is termed ‘inducement’, whereby free research is provided to fund managers to encourage them to deal with the broker. Hardman & Co is not inducing the 
reader of our research to trade through us, since we do not deal in any security or legal entity.  

http://www.hardmanandco.com/legals/research-disclosures
http://www.hardmanandco.com/legals/research-disclosures
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