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[ABSTRACT]OBJECTIVE: To explore biosimilarity evaluation and technical

requirement of biosimilar products per quality perspective. METHODS: Investigate
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the technical guidelines on quality similarity assessment and evaluation for biosimilar
products both domestic and abroad, and form the general considerations for quality
similarity evaluation and technical requirements based on the development
characteristics and technicial review practices of biosimilar products. RESULTS and
CONCLUSION: Biosimilar products are therapeutic biologics which is similar to the
marketed reference products in the perspective of quality, safety and efficacy. Quality
biosimilarity study is the basis of biosimilar overall similarity evaluation and
indication extrapolation. The pharmaceutical development of biosimilar products
should focus on the research and design of the quality target product profile(QTPP) of
reference products. In this article, it is expected to interpret in detail the technical
requirements of pharmaceutical research and evaluation, including the choice of
reference and candidate products, the assessment of critical quality attributes, the key
elements of chemistry, manufacture and control(CMC) development and evaluation
etc. Besides, the article is mainly focused on quality consideration on biosimilarity
study and evaluation, including risk assessment of quality attributes, quality
biosimilarity assessment approach and criteria, the result analysis of biosimilarity, the
material basis to support the overall biosimilarity and indication extrapolation, in the
purpose of providing detail and common advice to quality biosimilarity assessment to

industry, researchers and regulatory agencies.
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