
LBA38
Bexmarilimab, a novel macrophage re-programmer shows promising anti-tumour activity in phase I/II trial in
several last line solid tumour types

P. Bono1, A. Minchom2, S. Shetty3, Y.T. Ma3, R. Cruz4, M.J.A. de Jonge5, C. Yap6, A. Pasanen7, T. Skytta8, S.M.E. Iivanainen9, L.
Verlingue10, P. Jaakkola11, M.J. de Miguel12, S. Arora13, D. Graham14, S. Jalkanen15, M. Hollmen15, J. Mandelin16, M.K.
Karvonen17, T. Kauko18, J.P. Koivunen19

1 Terveystalo FInland, Terveystalo Helsinki, Helsinki, Finland, 2 Drug Development Unit , The Institute of Cancer
Research/Royal Marsden NHS Foundation Trust, Sutton, UK, 3 Centre for liver and gastrointestinal research, University of
Birmingham, Birmingham, UK, 4 Simbec-Orion, Simbec-Orion Group, Slough, UK, 5 Cancer Institute, Erasmus MC Cancer Center,
Rotterdam, Netherlands, 6 Clinical Trials and Statistics Unit, The Institute of Cancer Research, Sutton, UK, 7 Comprehensive
cancer center, Helsinki University hospital, Helsinki, Finland, 8 Departmentof Oncology, Tampere University Hospital (Tays),
Tampere, Finland, 9 Oncology and Radioation Therapy Department, Oulu University Hospital, Oulu, Finland, 10 IGR, Institut
Gustave Roussy, Villejuif, France, 11 Oncology, Turku University Central Hospital (HUCH), Helsinki, Finland, 12 Centro Integral
Oncológico Clara Campal, START Madrid-CIOCC, Madrid, Spain, 13 Christie, Christie, Manchester, UK, 14 Experimental Cancer
Medicine, The Christie NHS Foundation Trust, Manchester, UK, 15 Medicity, University of Turku, Turku, Finland, 16 NA, Faron
Pharmaceuticals Ltd, Turku, Finland, 17 Faron, Faron Pharmaceuticals Ltd, Turku, Finland, 18 4pharma, 4pharma, TUrku,
Finland19 Dept of Oncology, Oulu University Hospital, Oulu, Finland

Background

Bexmarilimab (FP-1305) is a novel humanized anti-CLEVER-1 IgG4-antibody capable of inducing a phenotypic M2 to M1
immune switch of tumor-associated macrophages.

Methods

MATINS (Macrophage Antibody To INhibit immune Suppression) trial is a three-part, first-in-human phase I/II study
(NCT03733990) to assess safety and preliminary efficacy of Bexmarilimab in patients with advanced solid tumours. The Part I
was recently completed (Bono et al., ESMO 2020). In Part II, 10 distinct solid tumour types were enrolled to assess tolerability,
safety and preliminary efficacy (overall survival (OS), progression free survival (PFS), and disease control rate (DCR; PR+SD)).

Results

Between Dec 2018 and Jul 2021, 159 patients were enrolled into Part I (n=30; 0.1 - 10 mg/kg), and into Part II (n=129; 0.3 –
3.0 mg/kg), and received 1-12 doses (median 3) of Bexmarilimab every three weeks (q3w). Median follow-up was 2.1 months
(range, 0.5 to 8.2). Total of 185 serious Treatment Emergent Adverse Events (TEAEs; 17.7% of all TEAEs) were reported. 13
were related to the study drug. The most common TEAEs were fatigue (31% of patients), abdominal pain (23%) and anaemia
(21%). Part I and Part II fully enrolled 11 cancer cohorts (n=138 for tumor and survival analysis), the median PFS was 59 days
(95% CI 58 - 61) and the median OS was 151 days (95% CI 118 - 190) at the data cut. DCR for Part II was 17.3% (19/110) at
cycle 4 of treatment (by RECIST v.1.1). Six-month survival rate (based on the current Kaplan-Meier estimates) was 82.5% for
DCR patients compared to 27.1% for non-DCR patients, with a similar length of prior therapy in both groups. Notably, 34%
DCR at cycle 4 was seen in cutaneous melanoma (3/10), gastric cancer (3/10), cholangiocarcinoma (3/10), breast cancer
(4/10) and hepatocellular cancer (4/10).

Conclusions

This phase I/II study with Bexmarilimab in patients with advanced solid tumours demonstrates good initial safety and
tolerability, and promising anti-tumour activity as a monotherapy in several refractory metastatic solid tumours. Further
expansion of the study will investigate optimal dosing, biomarkers of efficacy and Bexmarilimab’s potential for combination
with earlier lines of therapy.
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