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OncoZenge enters the next phase with CTA submitted and 
additional funding triggered

Impala Nordic comments on the news that OncoZenge AB (publ) (“OncoZenge” or 
the ”Company”) has submitted the Clinical Trial Application (CTA) for its pivotal 
European Phase III study of BupiZenge™. The submission also triggered a 9.1 MSEK 
funding tranche under the existing investment agreement with Sichuan Yangtian 
Bio-Pharmaceutical Ltd. We view this as a critical step that sets the Phase III 
program in motion. 

The Phase III draws closer 

With the CTA now filed, the program moves from preparation into formal European 
regulatory review ahead of site activation. The pivotal Phase III study, named 
BZ003, is described as a multi-center, randomized registrational study comparing 
BupiZenge™ to lidocaine in head and neck cancer patients with oral mucositis. 
About 150 patients will be enrolled across sites in Sweden, Norway, Denmark and 
Germany, with recruitment guided for the second quarter of 2026, following 
regulatory clearance. We view the European design and site selection as supportive 
of data quality and regulatory relevance for an EU filing. LINK Medical is contracted 
as Contract Research Organization (CRO), which aligns with the European focus 
and provides continuity from feasibility into delivery.

Funding tranche executed

Under the existing investment agreement with strategic investor Sichuan Yangtian 
Bio-Pharmaceutical, the submitted CTA triggered a directed share issue of 1 400 
894 shares at 6,47 SEK per share, providing OncoZenge approximately 9,1 MSEK 
before costs. Notably, the subscription price represents a premium of about 4,7 % 
compared with the volume-weighted average price (VWAP) on 18 December 2025. 
This is the third tranche under the 30,2 MSEK investment agreement. Proceeds are 
allocated to preparations ahead of the planned trial start, including continuation of 
CDMO activities, sourcing of the lidocaine comparator and other activities.

Following this tranche, the investor holds about 16,6 % of the Company's shares, 
which would increase to approximately 28,5 % upon CTA approval and the release 
of the fourth tranche.

Built for execution in 2026

The CTA submission follows a series of steps during the year that anchor execution 
and future commercialization of BupiZenge™ in Europe. Earlier in 2025, the 
Company signed an exclusive commercialization agreement with Molteni and 
expanded the partnership in December so that Molteni assumes responsibility for 
commercial-scale manufacturing in Europe. Meribel Pharma was appointed as 
CDMO for clinical material, and LINK Medical was appointed as CRO for the Phase 
III. Taken together, this commercial set-up supports a coherent path from trial 
delivery to a potential European launch. 

With the CTA now submitted and a milestone-based funding tranche released, the 
program enters a more defined Phase III pathway with improved visibility on both 
regulatory process and near-term financing. In our view, the EU-anchored 
registrational design, along with the parallel build-out of clinical and commercial 
infrastructure further reduces uncertainty around European approval relevance and 
launch readiness. By 2026, the focus shifts increasingly to operational execution:  
CTA review outcome and timing, site activation, clinical supply readiness, 
recruitment pace and progress toward first patient.

Main shareholders

16,6%..............Sichuan Yangtian Bio-Pharmaceutical Co, Ltd
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5,0% ..…..……….………...............………………….Avanza Pension

4,0% …...………….……….................……………………Stian Kildal

3,4% ……………….……………........…….…….….... Kalle Holmgren

2,6% .......………..…......………..… Nordnet Pensionförsäkringar

2,4% ........…………..…......…...………………………. Jimmy Olsson
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© 2025 Impala Nordic. All rights reserved.

This material has been prepared by Impala Nordic AB and is intended for general information and analytical
purposes only. It does not constitute investment advice, an offer, or a recommendation to buy, sell or hold
any financial instruments. Any investment decision is made independently and at the investor’s own risk. 
Financial instruments may both increase and decrease in value, and there is a risk that invested capital may
not be recovered.

This coverage is commissioned and financed. This means that Impala Nordic has received a payment from 
the Company for the preparation of this coverage, which constitutes a potential conflict of interest. Further
information regarding conflicts of interest is available in the section “Conflicts of Interest” below.

Impala Nordic reserves the right for any factual errors, typographical errors or misinterpretations in this
coverage commentary. The commentary has been prepared within the scope of Impala Nordic’s business and 
framework and should not be interpreted as the analyst’s personal advice. The views expressed represent
Impala Nordic’s assessment at the time of publication. There is no guarantee that assumptions, forecasts or 
forward-looking statements will be realised.
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