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Phase Ib of docetaxel micellar in prostate cancer authorised
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Oasmia has announced that the Swiss medical authorities have approved the
start of a Phase Ib trial (SAKK 67/20) of Oasmia’s docetaxel micellar in
metastatic castration-resistant prostate cancer (mCRPC). This drug is an
enhanced formulation of the widely used chemotherapy docetaxel that Oasmia
has generated from its proprietary XR17™ platform and could offer safety
advantages over the original formulation mitigating the need for premedication.
SAKK 67/20 is a multi-centre, open-label trial with a 3+3 dose-escalation design
and target recruitment of 18 chemotherapy-naïve patients with mCRPC.
Patients are to be treated with up to 10, 21-day cycles of one of three dose levels
of docetaxel micellar until progression, toxicity or study withdrawal. The
primary endpoint is to determine the maximum tolerated dose of docetaxel
micellar, and secondary efficacy endpoints include progression free survival,
prostate-specific antigen (PSA) progression, PSA response and partial or
complete radiological soft tissue response. The study is expected to commence in
H1 2021 and has a primary endpoint date (as listed on ClinicalTrials.gov) of
June 2023. We are enthusiastic about the prospects for Docetaxel micellar, and
with positive clinical data, believe the drug could be the subject of a significant
licensing deal. We maintain our BUY rating and fair value of SEK 7/share.


We believe the commercial opportunity in mCRPC to be large – docetaxel
has remained a mainstay option since its approval in 2004 (brand name
Taxotere®, though now multiple generics are available globally. No other agent
since has shown superiority in terms of efficacy to docetaxel, rather oncologists
must choose how to sequence the various agents approved for mCRPC, and we
anticipate the majority of patients would receive docetaxel at some point.
~43,000 people develop mCRPC in the US annually, equating to a market
opportunity of ~$1.5 billion in this key market alone by our calculations.



Oasmia’s XR17™ platform is validated by Apealea® – its enhanced
formulation of paclitaxel developed using its proprietary XR17 ™ platform.
Apealea® plus carboplatin is approved in Europe for the treatment of advanced,
relapsed, platinum-sensitive ovarian cancer. Relative to the standard paclitaxel
formulation, Apealea® contains a higher dose of API, can be infused over a
shorter timeframe, and has no mandatory requirement for premedication due to
a lower risk of hypersensitivity reactions, with no compromise on efficacy.
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Source: RX Securities estimates ; *1 May 2020 to 31 December 2020, in January 2021 Oasmia’s financial year-end changed from 30 April to
31 December
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