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Hybrigenics meets with EMEA 

on further clinical development of inecalcitol  
 

Pre-submission meeting with the EMEA sets the stage for the 
Phase IIb efficacy trial of inecalcitol for prostate cancer 

 
Paris, November 13, 2009--Hybrigenics, a bio-pharmaceutical company with a 
focus on research and development of new cancer treatments and specialized in 
protein interactions, announced today its meeting with the European Medicines 
Agency (EMEA) in London to launch the formal process for official scientific advice 
on the clinical efficacy plan for inecalcitol in hormone-refractory prostate cancer 
patients. 

Hybrigenics has outlined the design of a Phase IIb clinical trial of high doses of oral 
inecalcitol in addition to intravenous cycles of Taxotere®. The objective of the trial is 
to achieve “proof-of-concept” (PoC) based on the proportion of patients who will 
experience a decline in prostate specific antigen (PSA) under treatment. The high 
response rate (87%) currently observed among patients in the ongoing Phase IIa 
dose-escalation tolerance study of inecalcitol provided the foundation for the 
proposed PoC. The meeting with the EMEA marks the official start to the procedure 
of obtaining scientific advice on the technical aspects of study protocol. This will 
result in recommendations from the EMEA within approximately three months. 

“Both the pre-IND meeting with the United States Food and Drug Administration 
(FDA) in the Spring, and now this pre-submission meeting with the EMEA, aim at 

putting inecalcitol on good regulatory tracks for further development,” commented 
Remi Delansorne, Hybrigenics’ CEO. 

About prostate cancer 
Prostate cancer is the most common type of cancer in men. The latest documented figures are 

forecasts of 192,300 new cases and 27,400 deaths from prostate cancer for 2009 in the United States 
of America, and estimates of 345,900 new cases and 87,400 deaths in 2006 for all of Europe. 

  

At the time of diagnosis, if the cancer is localized to the prostate, it can be definitively cured by 
surgery and/or radiotherapy. If the cancer has already spread beyond the prostate gland, treatments 

with anti-hormonal drugs initially manage to keep it under control, in a so-called “hormone-dependent” 
stage. However, after several months or years, tumor growth resumes despite anti-hormonal 

treatment: the prostate cancer has then escaped into a “hormone-refractory” stage, for which 
Taxotere®-based chemotherapy is the standard of care. The worldwide drug market for prostate 

cancer is more than $ 3 billion per year, with an estimated 75/25 per cent split between hormone 

dependent/refractory stages, respectively. 



 

  
 

2/2 

 

Press release 

  

 
 

 

 

About inecalcitol 
Inecalcitol is an orally active agonist targeting the vitamin D receptor. The therapeutic rationale behind 

its development is to add its cytostatic potential to the established efficacy of the reference treatments 
of the two stages of prostate cancer: anti-hormonals (LH-RH agonists and anti-androgens) for the 

hormone-dependent stage and Taxotere®-based chemotherapy for the hormone-refractory stage. 

 

About Hybrigenics 

Hybrigenics (www.hybrigenics.com) is a bio-pharmaceutical company listed (ALHYG) on Alternext 
(NYSE-Euronext) in Paris, focusing its internal R&D programs on innovative targets and therapies for 

the treatment of cancer. Hybrigenics’ development program is based on inecalcitol, a vitamin D 
analogue, for the treatment of hormone-refractory prostate cancer in combination with Sanofi-Aventis' 

Taxotere®, which is the current gold-standard chemotherapeutic treatment for this indication. 

Hybrigenics’ research program explores the role of enzymes known as ubiquitin-specific proteases 
(USP) in the degradation of onco-proteins, and the effectiveness of proprietary USP inhibitors in 

treating various types of cancer. 
 

Hybrigenics is also the market leader in Yeast-Two Hybrid (Y2H) and related services to identify, 
validate and inhibit protein interactions for researchers in all areas of life sciences, using its ISO 9001-

certified high-throughput Y2H screening platform, its sophisticated bioinformatics tools and extensive 

database, along with its chemical library and chemical screening platform. 
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