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20 November 2023

Clinical program starts
NEED TO KNOW

— Screening for SAD? clinical study commences
— SAD study to further optimise trial protocol
— Cash at Sep 30, 2023 was A$1.4m

ILA ISLA-101 has announced that screening of subjects for the ISLA-101
Single Ascending Dose (SAD) clinical study has commenced. The study
aims to establish that the administered doses can safely achieve blood
concentrations of ISLA-101 which are predicted to be effective against the
dengue virus.

Broadened expertise/ tax advantage: ILA has engaged an Australian clinical
trials facility and a Clinical Research Organisation (CRO) to run and monitor the
SAD study. The CRO brings additional expertise and as an Australian-based
clinical trial, it entitles ILA to a 43.5% R&D tax rebate.

Cash at Q1FY24 was A$1.4m.

Investment Thesis

Repurposed drugs offer significant advantages: In comparison to the
development of ‘first in human’ drugs, ILA is repurposing drugs for viral illnesses.
The strategy brings potential advantages including lower development costs,
faster timelines and lower safety risk.

No approved treatment for Dengue Fever: The first FDA approved Dengue
Fever drug may be eligible for a Priority Review Voucher, with a current value
of ~US$100m.

ISLA-101 has the potential to be used in multiple indications: The
mechanism of action of ISLA-101 supports potential application in Yellow Fever
virus, West Nile virus, Japanese encephalitis and Zika virus.

Valuation

MST’s 12-month forward valuation of A$26m, $0.19ps (prev A$22m, $0.18ps),
is based on the average market capitalisation of a cohort of ASX-listed
biotechnology companies in Phase 1/2 trials, a similar stage of development.
Upside risk presents with FDA confirmation for the commencement of the Phase
2atrial. MST also notes that data from the SAD study may allow for adaption of
the planned clinical program potentially bringing time savings and reduced costs.

Risks, Sensitivities

The valuation is subject to the usual drug development risks; regulatory approval,
market entry, market size, market share, pricing, drug supply, competitor
products, timing and potential licensing metrics — all may differ to MST
assumptions, presenting upside/downside risk. MST notes realisation of the
valuation over the short term will be difficult but expects positive trial results in
FY24 to see a re-rating of the stock.
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Antiviral therapeutics

ASX listed Island Pharmaceuticals (ILA.AX) is a
drug research company, focused on repurposing
drugs to prevent and/or treat viral illnesses.
Repurposed drugs potentially offer shorter, lower
cost routes to market and a higher probability of
approval. ILA’s first target is dengue infection. Its
lead drug candidate, ISLA-101 (fenretinide), offers
application in a number of other viral related
illnesses. ILA aims to build a strong pipeline of drug
candidates through in-licensing agreements and
acquisition.

www.islandpharmaceuticals.com
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Figure 1: Financial Summary
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Screening of subjects for Single Ascending Dose starts

Island Pharmaceuticals Ltd (ASX: ILA) has announced that screening of subjects for the ISLA-101 Single
Ascending Dose study has formally commenced. The announcement follows news on November 7 2023,
that ILA had received Human Research Ethics Committee approval for Single Ascending Dose Study
and in May 2023, US FDA trial approval.

The Single Ascending Dose study aims to establish that the administered doses can safely achieve blood
concentrations of ISLA-101 which are predicted to be effective against the dengue virus. ILA has
appointed Scientia Clinical Research, an Australian clinical trials facility and Beyond Drug Development,
a Contract Research Organisation to conduct the study. The trial is being undertaken in Sydney (NSW).
The undertaking of the trial in Australia allows for ILA to fully leverage Australia’s Research &
Development Tax Incentive scheme. The scheme allows for a 43.5% R&D tax rebate on expenses
incurred in Australia, such as those relating to ILA’'s Contract Research Organisation, Beyond Drug
Development and the clinical site, Scientia.

The SAD study will be a dose escalation study with 3 cohorts of increasing dose levels of ISLA-101 under
fasted conditions. The third cohort will also be dosed following a meal, or in a "fed" condition, to explore
any food effect of ISLA-101. A Safety Review Committee will review each cohort’s data to determine if it
is safe to move to the next cohort with a higher dose. The trial is expected to commence dosing in CY23,
with read out of the trial results to follow in early CY24.

On confirmation of the dose, ILA may revise the protocol and seek input from the FDA as needed on the
PEACH 2a trial, a human dengue challenge trial.

Investment Thesis

The investment thesis for ILA is built around its drug repurposing strategy. Its strategy offers reduced
time, risk and cost. Its first target, fenretinide in dengue fever, highlights the advantages of its strategy.

Repurposed drugs offer:

1. Lower risk: As a later-stage asset, preparing for its Phase 2a trial ILA offers lower risk. As a re-
purposed drug, ISLA-101 (fenretinide) offers data from 45+ clinical trials that support its safety in
cancer and other nonviral diseases. Safety accounts for some 30-45% of clinical trial failures.

2. Review of drug approvals demonstrates that drugs targeting infectious diseases carry a higher
probability of approval. The average for all conditions is ~8% which is in contrast to ~13% for
infectious diseases?.

ILA’s fenretinide offers additional advantages:

3. Preclinical studies support ISLA-101’'s mechanism of action in a number of related viruses including
Yellow fever, West Nile and Japanese encephalitis and Chikungunya. ILA’s strategy for dengue
can be leveraged in these diseases, offering the same advantages; faster timelines and cost
efficiencies.

4. The use of ISLA-101 in new indications has allowed for new patent filings that should offer market
protection to 2034.

5. From a competitive perspective, there are no approved treatments for its first target, dengue fever.
Dengvaxia®, a preventative vaccine, carries a number of serious adverse effects that have
significantly restricted its use. More recently, Takeda (NYSE:TAK) voluntarily withdrew its FDA
Biologics Licence Application (BLA) for its dengue fever vaccine candidate. Noting the clinical need
and potential commercial reward see a number of treatment and preventative candidate therapies
in development.

6. The wide geographic and populous areas endemic to dengue fever offer large markets —
acknowledging the socioeconomic factors present a trade-off of price and market uptake.
Environmental factors are contributing to an expansion of dengue fever prevalent areas.
Encroachment into developed countries may bring change to the current market dynamics.
Outbreaks of Zika Virus in the southern US were recorded in 2018/19. In 2022, deaths from the
Japanese Encephalitis Virus outbreak occurred in Australia in areas not previously associated with
the disease.

2 Clinical Development Success Rates and Contributing Factors 2011-2020
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7. The credibility of ILA’s approach is further supported by a retinue of noteworthy partners, US
National Cancer Institute (NCI) and the US Army and Camargo Pharmaceutical Services. The ILA
Board offers a depth of scientific and commercial expertise.

Valuation, Risks, Sensitivities

MST’s valuation is based on the average market capitalisation of a cohort of ASX-listed biotechs in Phase
1/2 trial, a similar stage of development to ISLA-101. In MST’s view, there is rationale for a premium to
the Phase 1/2 cohort. Phase 1 and 2 trials focus on safety with early indications of efficacy often included
in the Phase 2. As a repurposed drug, ISLA-101 offers strong safety data from over 45 previous clinical
trials.

MST'’s peer-based valuation of $26m, $0.19ps (prev A$25m, A$0.18ps) compares to a current market
capitalisation of A$6.3m. In MST’s view, the discount reflects the uncertainty that has arisen from the
FDA enquiries and delay to the planned start of the trial program. Itis positive that the clinical trial program
has commenced. Further progress and confirmation of the PEACH trial are likely to build investor
confidence. MST also notes that the general biotech market trends have also been challenging, with risk-
averse investors shying from the sector.

Upside/downside risks and sensitivities of drug development include clinical trial patient recruitment,
timing and costs, regulatory approval and market entry, pricing, market penetration and sales, competitor
drugs and potential royalties/licensing payments.
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Methodology
& Disclosures

MST Access is a registered business name of MST Financial Services Pty Ltd
(ACN 617 475 180 “MST Financial”’) which is a limited liability company
incorporated in Australia on 10 April 2017 and holds an Australian Financial
Services Licence (Number: 500 557). This research is issued in Australia
through MST Access which is the research division of MST Financial. The
research and any access to it, is intended only for "wholesale clients" within the
meaning of the Corporations Act 2001 of Australia. Any advice given by MST
Access is general advice only and does not take into account your personal
circumstances, needs or objectives. You should, before acting on this advice,
consider the appropriateness of the advice, having regard to your objectives,
financial situation and needs. If our advice relates to the acquisition, or possible
acquisition, of a financial product you should read any relevant Product
Disclosure Statement or like instrument.

This report has been commissioned by Island Pharmaceuticals Limited and
prepared and issued by Rosemary Cummins of MST Access in consideration of
a fee payable by Island Pharmaceuticals Limited. MST Access receives fees
from the company referred to in this document, for research services and other
financial services or advice we may provide to that company.

MST Financial also provides equity capital markets (“ECM”) and corporate
advisory services through its capital markets division, MST Capital Markets
(“MST Capital”’). MST Capital provides these services to a range of companies
including clients of the MST Access service. As such, MST Capital may in future
provide ECM and/or corporate advisory services to the company that is the
subject of this research report and, accordingly, may receive fees from the
company for providing such services. However, MST Financial has measures in
place to ensure the independence of its research division is maintained,
including information barriers between its Capital Markets and Research teams.
In addition, neither MST Access, not any of its research analysts, receive any
financial benefit that is based on the revenues generated by MST Capital
Markets or any other division of MST Financial.

The analyst has received assistance from the company in preparing this
document. The company has provided the analyst with communication with
senior management and information on the company and industry. As part of
due diligence, the analyst has independently and critically reviewed the
assistance and information provided by the company to form the opinions
expressed in the report. Diligent care has been taken by the analyst to maintain
an honest and fair objectivity in writing this report and making the
recommendation. Where MST Access has been commissioned to prepare
content and receives fees for its preparation, please note that NO part of the fee,
compensation or employee remuneration paid will either directly or indirectly
impact the content provided.

Accuracy of content: All information used in the publication of this report has
been compiled from publicly available sources that are believed to be reliable,
however we do not guarantee the accuracy or completeness of this report and
have not sought for this information to be independently certified. Opinions
contained in this report represent those of MST Access at the time of publication.
Forward-looking information or statements in this report contain information that
is based on assumptions, forecasts of future results and estimates of amounts
not yet determinable, and therefore involve known and unknown risks,
uncertainties and other factors which may cause the actual results, performance
or achievements of their subject matter to be materially different from current
expectations.

Exclusion of liability: To the fullest extent allowed by law, MST Access shall not
be liable for any direct, indirect or consequential losses, loss of profits, damages,
costs or expenses incurred or suffered by you arising out or in connection with
the access to, use of or reliance on any information contained in this report. No
guarantees or warranties regarding accuracy, completeness or fitness for
purpose are provided by MST Access, and under no circumstances will any of
MST Financials’ officers, representatives, associates or agents be liable for any
loss or damage, whether direct, incidental or consequential, caused by reliance
on or use of the content.

General
Advice Warning

MST Access Research may not be construed as personal advice or
recommendation. MST encourages investors to seek independent financial
advice regarding the suitability of investments for their individual circumstances
and recommends that investments be independently evaluated. Investments
involve risks and the value of any investment or income may go down as well as
up. Investors may not get back the full amount invested. Past performance is
not indicative of future performance. Estimates of future performance are based
on assumptions that may not be realised. If provided, and unless otherwise
stated, the closing price provided is that of the primary exchange for the issuer’s
securities or investments. The information contained within MST Access
Research is published solely for information purposes and is not a solicitation or
offer to buy or sell any financial instrument or participate in any trading or
investment strategy. Analysis contained within MST Access Research
publications is based upon publicly available information and may include
numerous assumptions. Investors should be aware that different assumptions
can and do result in materially different results.

MST Access Research is distributed only as may be permitted by law. It is not
intended for distribution or use by any person or entity located in a jurisdiction
where distribution, publication, availability or use would be prohibited. MST
makes no claim that MST Access Research content may be lawfully viewed or
accessed outside of Australia. Access to MST Access Research content may
not be legal for certain persons and in certain jurisdictions. If you access this
service or content from outside of Australia, you are responsible for compliance
with the laws of your jurisdiction and/or the jurisdiction of the third party receiving
such content. MST Access Research is provided to our clients through our
proprietary research portal and distributed electronically by MST to its MST
Access clients. Some MST Access Research products may also be made
available to its clients via third party vendors or distributed through alternative
electronic means as a convenience. Such alternative distribution methods are
at MST’s discretion.

Access & Use

Any access to or use of MST Access Research is subject to the Terms and
Conditions of MST Access Research. By accessing or using MST Access
Research you hereby agree to be bound by our Terms and Conditions and
hereby consent to MST collecting and using your personal data (including
cookies) in accordance with our Privacy Policy, including for the purpose of a)
setting your preferences and b) collecting readership data so we may deliver an
improved and personalised service to you. If you do not agree to our Terms and
Conditions and/or if you do not wish to consent to MST’s use of your personal
data, please do not access this service.

Copyright of the information contained within MST Access Research (including
trademarks and service marks) are the property of their respective owners. MST
Access Research, video interviews and other materials, or any portion thereof,
may not be reprinted, reproduced, sold or redistributed without the prior written
consent of MST.
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