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International experts cooperating with the FDA have confirmed the efficacy and safety of eskatemine in treatment of unipolar, treatment-resistant depression, which might become the first cutting edge therapy for patients since the last innovation introduced 35 years ago. Celon Pharma develops this substance in two indications and is currently conducting phase II clinical trials.
On the basis of findings of a clinical trial conducted by Johnsson&Johnsson and with a significant majority of votes, a panel of independent experts cooperating with the FDA recommended registration of an esketamine-based drug in the treatment of unipolar treatment-resistant depression. In addition to the possibility of obtaining a quick therapeutic effect, the experts also pointed out the chance of significantly increasing the availability of the therapy, previously used off label, for patients who do not have other therapeutic options.
Maciej Wieczorek, PhD: This is very good news and I must admit that we have been anticipating it. The esketamine we are developing is currently in phase II clinical trials. We are the second company in the world, after J&J, to develop esketamine to treat depression. Unlike our competitor, we have extended our trial by including bipolar depression. The route of administration we plan, which is different from that planned by the competition, is inhalation; according to available scientific data it allows for better deposition of the drug and may also translate into an even better therapeutic effect.
The results of previous clinical trials conducted on esketamine by Celon Pharma confirmed the absence of both severe adverse effects and toxicity of the developed formulation of the drug candidate. The psychomimetic symptoms which occurred after administration of the drug are assessed, to a large extent, to be mild and lasted about half an hour following drug administration.
In addition, we are working on a unique solution based on e-smart technology which will allow the doctor to control the patient's compliance with regard to drug administration. That way we want to address the potential risk of improper administration of esketamine even better than our competitor – Maciej Wieczorek adds.
The Experts' estimates confirm that taking into account the mental condition of societies, the market for antidepressants will be one of the most dynamically developing in the next decade, and the value of a potential esketamine-based drug can range between USD 2.5 and 4 billion 
 . 
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source: The Company's own study based on external analytical data and forecasts for the antidepressant market. 
Maciej Wieczorek: It is a huge market, and in the perspective of 3-4 years we want to be its very competitive part and provide patients with an effective therapeutic option available both in Europe and in the United States. We have every reason to anticipate success. 
...............
ABOUT THE COMPANY
Celon Pharma is an integrated biopharmaceutical company which designs, develops, manufactures and distributes pharmaceutical products. It was founded in 2002 by Maciej Wieczorek, PHD. The company currently has approx. 400 employees. It employs 80 scientists responsible for research and development, half of whom either have a PhD or are in the process of acquiring their PhD. The company operates more than a dozen projects for the development of innovative drugs with therapeutic groups such as oncology, neuro-psychiatry, autoimmunity and metabolism. The company has its own research and development laboratories, which allow it to develop its own pharmaceutical technologies by using extensive laboratory equipment resources, as well as the experience and expertise of its staff. It also has a modern manufacturing facility where dry pharmaceutical forms are manufactured. Over the last few years the Company has introduced products into the market in the following therapeutic areas: oncology, central nervous system diseases, cardiology, HIV treatment, respiratory diseases. The Company has been developing the technology for manufacturing inhalation drugs and several projects of innovative drugs since 2007. It has been listed on the Warsaw Stock Exchange since 2016.
More information can be obtained by contacting:
Małgorzata Siewierska
media@celonpharma.com
519066531
Celon Pharma on track to conquer the global antidepressant market worth between USD 2.5 and 4 billion.
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� The Company's data based on external analytical reports for the antidepressant market. 





