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· The Company’s anti-cancer drug – (CPL304110) – might be indicated for patients with lung, bladder and stomach tumours which have genetic aberrations of FGFR kinases. 
· The objective of the trial will be to determine the drug’s safety profile (including MTD) and observation of early symptoms of drug activity in the trial subjects. 
· The clinical trial will be held in Poland; the study design was developed and verified in cooperation with key clinicians and toxicologists from Poland, Belgium, Great Britain and the USA. 
· The Company has also developed its own modern diagnostic tests which will be used to select patients for the first phase of the trial, scheduled to take several months. 
Maciej Wieczorek, PhD, President of the Board of Celon Pharma S.A.: This is a very important stage for us, we have been preparing for it over the course of several years. We are facing a significant and uneasy challenge, which is the result of i.a. the study design itself and the specific characteristics of patients enrolled in the trial. That is why the trial is implemented in cooperation with key scientific centres in Poland. 
The clinical development of the phase 1 clinical trial of innovative FGFR kinases inhibitor will be carried out with key cancer institutes in Poland, i.a. the Maria Skłodowska-Curie Institute of Oncology in Warsaw, the National Research Institute for Tuberculosis and Lung Diseases in Warsaw, the Military Institute of Medicine in Warsaw and the Medical University of Gdańsk, all of which make up the CELONKO project scientific consortium along with Celon Pharma S.A.
FGFR inhibitors as a new, cutting-edge category of anticancer drugs
Professor Kazimierz Roszkowski-Śliż, the Trial Coordinator, National Research Institute for Tuberculosis and Lung Diseases in Warsaw: Clinical practice confirms the existence of FGFR genetic aberrations at the level of several dozen percent in all types of cancer. We are facing a very pertinent health issue. The trial will be carried out on patients with advanced solid bladder tumours, squamous cell carcinoma of the lung and stomach with FGFR aberrations. These are patients who currently have very few therapeutic options. 
Maciej Wieczorek, PhD, President of the Board of Celon Pharma S.A.: The preclinical trials we carried out confirmed our drug candidate's high selectivity. We have also observed a short retention time in the plasma, which may potentially translate into fewer systemic adverse effects. The longer retention time of our inhibitor in tumour cells will ensure maximisation of the therapeutic effect. 
The competition and market potential - a chance for success
Celon Pharma S.A.’s competition on the way to win over the market of personalised cancer therapies based on an FGFR include: Astra Zeneca (AZD4547), Novartis (BGJ398) and Janssen (erdafitinib). However, each company focuses on several types of cancer which often do not overlap (AZD4547 – cancer of the lung, breast, brain, head and neck; BGJ398 – cancer of the head and neck, pancreas, bile ducts, GIST, bladder; erdafitinib - cancer of the breast, urinary tract, liver).
Maciej Wieczorek, PhD: Despite competitive inhibitors under clinical development, we believe that our compound has significant competitive advantages. High selectivity, optimal pharmacokinetics and potential responses in drug-resistant patients are just some of them. The early application of the diagnostic tests we have developed, which assess the genetic aberration of FGFR, will translate into quick and cost-effective clinical development. 
The global market for FGFR inhibitors, depending on the indications, is estimated at between USD 3.6 and 7.2 billion. 
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Celon Pharma S.A. initiates clinical development of its own cutting edge anti-cancer drug – an FGFR inhibitor











