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Investigating recent developments in clinical trials in Belgium 
Innovation in healthcare is vital for meeting the growing healthcare needs of consumers and for sustaining business growth in the life sciences industry. The most important driver in pharmaceutical innovation is Research and Development (R&D), which comprises many stages and is typically divided into fundamental research, pre-clinical research and, finally, clinical research. 
Belgium has gained a strong reputation for its outstanding expertise in clinical research, in both academic research programmes and industry-sponsored research programmes. For many years, leading pharmaceutical companies have turned to Belgium for its ability to deliver high-quality clinical trial data: industry executives typically quote the high availability of skilled research staff, excellent infrastructure, the proximity of knowledge centres and suppliers, and so on. 1
However, this favourable position is being challenged. Emerging countries – such as China, India and several Eastern European countries – are increasingly becoming alternative locations for conducting large clinical trials, which is putting increased pressure on the clinical trial setting in Western countries.
The focus of our study was to detect changes in the Belgian clinical trial landscape since 2006: the number and size of trials, sponsorship, therapeutic domains, etc. This was achieved through an in-depth analysis of the database of applications for clinical trials of the Federal Agency for Medicines and Health Products (FAGG/AFMPS). This project was conducted by Deloitte in close collaboration with Pharma.be and the FAGG/AFMPS.
Major findings of the research are: 
· Between 2006 and 2008, there was an increase in the number of clinical trial applications. In 2009 a decrease in applications is observed. 

· The number of submitted amendments is growing. Comparing the first semester to the last semester studied, the number of amendments has almost doubled. 

· The acceptance rate of clinical trial applications and amendments by FAGG/AFMPS is high.
· The number of amendments to be treated by the ethics committees has clearly shifted to the FAGG/AFMPS.

· Most of the trials performed are in Phase III. 

· The share of industry-sponsored trials has been increasing. 

· The top 5 industry players account for 40.9% of all newly initiated industry trials.
· The top 5 academic institutions represent a significant share in all phases of academic trials. 

· Most clinical trials target cancer research. 
· In total, the top 5 ethics committees are responsible for 70% of all ethics advices regarding clinical trials. 


 1 H. De Doncker, National Bank of Belgium; R&D in the Belgian Pharmaceutical Sector; December 2006
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