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Over the last 2-3 decades biologics have changed the way many of the chronic and life threatening diseases are treated. With 
the expiry of patents for many of these block buster medicines comes an opportunity for development of biosimilars. 

Given the large and complex structure of biologic medicines, development, evaluation and approval of biosimilar versions of 
these medicines is a complex process. The regulatory pathways for biosimilars are in place in most major markets and many 
emerging countries around the globe. EU has already approved many biosimilar products starting in 2005. Understanding 
the characteristics of the target biologic product as well as the regulatory expectations are the cornerstones in designing a 
successful clinical development program for a biosimilar. This session proposes to examine the key challenges involved in 
clinical development of biosimilars and the possible ways to overcoming these challenges. Session will cover aspects such as 
determining the extent of clinical data requirements, choice of reference product, designing a global development program, 
evaluating the risk of immunogenicity, the choice of indication/study population, study design, end-points, extrapolation of 
clinical data across different approved indications and accessing patients for clinical trials.
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