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OBJECTIVE: To explore the essential technical considerations for the similarity assessment
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and the design of clinical trials of biosimilars.Methods: By sorting out the clinical research
and development of biosimilars at home and abroad in recent years, investigating the
progress and core contents of relevant technical guidelines for biosimilars at home and
abroad, and forming relevant technical considerations based on the practical experience of
research and development as well as review.RESULTS AND CONCLUSION:The similarity
evaluation of biosimilars should be carried out as overall similarity evaluation, based on the
results of pharmaceutical, non-clinical and clinical similarity comparison studies. For
uncertainties in pharmaceutical and non-clinical comparative studies, clinical comparative
trials should be carried out specifically. A series of key elements such as the selection of the
study population, route of administration and dose, efficacy endpoints, evaluation time
points, and research periods, etc. for the clinical trial design should be paid attention to.
Sensitive models should be established to adequately assess clinical similarities, which

supports scientific extrapolation of indications.
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