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Clinical trials for biosimilars: Principles and challenges

O ne key factor to regulate the development of biosimilars is to reduce the price of biological therapies by reducing the costs
of their clinical development. Even though the manufacturing and quality control of biosimilars is equally expensive
for biosimilar companies as for the originator biologic, the costs for the clinical program can be less than for the originator.
The development of qualitative biosimilars can lead to overall more affordable treatment alternatives and reduction for the
healthcare systems in many therapeutic areas. A focused clinical trial program to show clinical comparability between the
reference product and the biosimilar can result in a significant cost reduction of the overall development program. Regulatory
agencies have defined high standards and scientific processes for preclinical and clinical evaluations of biosimilars. The clinical
trial program depends on the level of similarity and robustness of the analytical and pre-clinical data. Once high similarity is
established early in the development, clinical trials are used to confirm the findings through a tailored clinical trial program.
The challenge here is scientifically appropriate design of the clinical trials, the defined endpoints, pharmacodynamics, safety
data and following the principles of biosimilar development. It is the totality of evidence which might lead to regulatory
acceptance, while maintaining the development costs at a level lower than for new biologics.
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