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Tedopi registrational study commences

OSE Immunotherapeutics has announced the initiation of its Phase Il
registrational study (Artemia) for lead cancer vaccine Tedopi, with the trial
launching in the US, Canada, Europe and the UK. Artemia is a confirmatory
pivotal trial designed to assess the efficacy and safety of Tedopi as a
monotherapy versus the standard of care (SoC) in HLA-A2-positive
patients with metastatic non-small cell lung cancer (NSCLC) and
secondary (acquired) resistance to immune checkpoint inhibitors (ICls).
The primary endpoint is overall survival (OS) and we expect top-line
results in 2027. If the data are positive, this should support a regulatory
registration in the second-line setting in Europe and North America.

Year Revenue PBT* EPS* DPS PIE Yield
end (€m) (€m) (€) (€) (x) (%)
12122 18.3 (18.0) (0.96) 0.0 N/A N/A
12123 22 (23.2) (1.18) 0.0 N/A N/A
12124 103.7 721 3.32 0.0 24 N/A
12/25¢ 82.7 51.1 2.35 0.0 34 N/A

Note: *PBT and EPS are normalised, excluding amortisation of acquired intangibles,
exceptional items and share-based payments.
The is an important milestone for OSE as it takes the company a
step closer to the regulatory approval of Tedopi, an off-the-shelf cancer vaccine
comprising a unique combination of neoepitopes and, to our knowledge, the most
advanced neoepitope-based vaccine in the clinic. This registrational trial begins in
the US, Canada, Europe and the UK, following regulatory clearance by international
health agencies across 14 countries. The target population is metastatic NSCLC
patients, with secondary resistance to ICls (initial response to ICls but with disease
progression after 12 weeks of treatment). From this broader cohort, the Artemia trial
will recruit HLA-A2-positive patients (c 45% of NSCLC patients) based on Tedopi’s
underlying mechanism of action, which activates tumour-specific T-cells that then
bind tumour-associated antigens presented on the surface of cancer cells by the
HLA-A2 receptor. The trial is being facilitated by a

to help identify HLA-A2-positive patients, which we believe should support
accelerated enrolment. Eligible patients will be randomised (2:1) to either Tedopi or
SoC docetaxel treatment and the primary endpoint will be OS, with secondary
objectives relating to patient-reported outcomes, quality of life and safety.

We expect investors will be paying close attention to whether Artemia will confirm the
encouraging findings of ATALANTE-1, the prior Phase Il trial for Tedopi (covered in
our FY23 ). We note that ATALANTE-1 was assessing Tedopi as
monotherapy in the second- or third-line setting and, while the patient population
included patients with both primary and secondary resistance to ICls, a post-hoc
analysis identified the cohort with secondary resistance to benefit the most. We
expect Artemia to build on ATALANTE-1 by assessing data from a larger population
of interest (expected n=363 vs 139 evaluable patients in ATALANTE-1, of which 118
had secondary resistant to ICIs).

We expect OSE to present interim data starting in 2025, with top-line results in 2027

and possible commercial launch in 2028, should the data be supportive. OSE’s
remains comfortable (cash runway into 2027) following recent

capital injections from AbbVie and Boehringer Ingelheim, as well as public grants.
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Business description

OSE Immunotherapeutics is based in Nantes and
Paris in France and is listed on the Euronext Paris
exchange. It is developing immunotherapies for the
treatment of solid tumours and autoimmune
diseases and has established several partnerships
with large pharma companies.
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https://www.ose-immuno.com/wp-content/uploads/2024/09/EN_240910_Artemia_Launch.pdf
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Exclusion of Liability: To the fullest extent allowed by law, Edison 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 on this note.

No personalised advice: The information that we provide should not be construed in any manner whatsoever as, personalised advice. Also, the information provided by us should not be construed by any subscriber or
prospective subscriber as Edison’s solicitation to effect, or attempt to effect, any transaction in a security. The securities described in the report may not be eligible for sale in all jurisdictions or to certain categories of
investors.

Investment in securities mentioned: Edison has a restrictive policy relating to personal dealing and conflicts of interest. Edison Group does not conduct any investment business and, accordingly, does not itself hold any
positions in the securities mentioned in this report. However, the respective directors, officers, employees and contractors of Edison may have a position in any or related securities mentioned in this report, subject to
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Copyright: Copyright 2024 Edison Investment Research Limited (Edison).

Edison Investment Research Pty Ltd (Edison AU) is the Australian subsidiary of Edison. Edison AU is a Corporate Authorised Re presentative (1252501) of Crown Wealth Group Pty Ltd who holds an Australian Financial
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regard to your objectives, financial situation and needs. If our advice relates to the acquisition, or possible acquisition, of a particular financial product you should read any relevant Product Disclosure Statement or like
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The research in this document is intended for New Zealand resident professional financial advisers or brokers (for use in their roles as financial advisers or brokers) and habitual investors who are “wholesale clients” for the
purpose of the Financial Advisers Act 2008 (FAA) (as described in sections 5(c) (1)(a), (b) and (c) of the FAA). This is not a solicitation or inducement to buy, sell, subscribe, or underwrite any securities mentioned or in the
topic of this document. For the purpose of the FAA, the content of this report is of a general nature, is intended as a source of general information only and is not intended to constitute a recommendation or opinion in
relation to acquiring or disposing (including refraining from acquiring or disposing) of securities. The distribution of this document is not a “personalised service” and, to the extent that it contains any financial advice, is
intended only as a “class service” provided by Edison within the meaning of the FAA (i.e. without taking into account the particular financial situation or goals of any person). As such, it should not be relied upon in making
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This document is prepared and provided by Edison for information purposes only and should not be construed as an offer or solicitation for investment in any securities mentioned or in the topic of this document. A
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This Communication is being distributed in the United Kingdom and is directed only at (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, as amended (the "FPQ") (ii) high net-worth companies, unincorporated associations or other bodies within the meaning of Article 49
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This Communication is being supplied to you solely for your information and may not be reproduced by, further distributed to or published in whole or in part by, any other person.
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