Summary
Title : Current state of biosimilars approval regulation in the European Union and Burkina Faso
Introduction : Biosimilar is not a generic or an innovator medicine. Its approval requires special regulations. Many countries have followed in the EU's footsteps by setting up a specific regulatory framework for biosimilars, which is not yet the case in the WAEMU countries, including Burkina Faso. 
Study method : The objective of our study was to make an inventory of the regulation of the approval of biosimilars in the EU and Burkina Faso. This was a descriptive retrospective study of the various regulatory texts relating to it. It consisted in collecting data on the institutional framework, the legal basis, the approval process, specific requirements and biosimilars registered in the EU and Burkina Faso. 
Results : At European level, the EMA ensures the placing on the market of biosimilar medicinal products through the "centralised" procedure. The EMA through the CHMP has published guidelines covering a wide range of questions on biosimilars and requires an extensive comparability exercise, in addition to the submission of a complete Quality dossier, to demonstrate biosimilarity.  A total of 38 biosimilars were approved by the EMA in March 2018. For Burkina Faso, there are still no specific legal provisions for the approval of biosimilars. Their regulation falls within the scope of that of conventional medicines. 12 biosimilars have been registered belonging to 3 classes of biological medicines. Some biosimilar therapeutic classes or worse their innovative biological counterpart are not available in Burkina Faso. Also, the registered biosimilars were not evaluated taking into account the comparability exercise.
Conclusion : Burkina Faso does not yet have specific regulations for the approval of biosimilars, however, it has an NRA capable of approving this type of drug. To this end, the regulation of the approval of biosimilars should be implemented through the adoption of regulatory texts, the training of evaluators and collaboration with experienced NRAs. However, quality control of biosimilars could be a challenge for Burkina Faso's national public health laboratory.
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