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Biosimilarity Assessment and Chemistry Manufacture and Control

f

consideration for Indication Extrapolation of Adalimumab Biosimilars
Xu Gang-ling'?, Song Li-na',Ge Yu-mei', Tang Chong-qil, Xie Song—meil(l. Center for Drug
Evaluation, NationalMedical Products Administration, Beijing 100022, China; 2. Division of
Monoclonal Antibodies, National Institutes for Food and Drug Control, NHC Key Laboratory of
Research on Quality and Standardization of Biotech Products, NMPA Key Laboratory for Quality
Research and Evaluation of Biological Products, Beijing 102629,China)
ABSTRACT: OBJECTIVE: To explore the biosimilarity assessment and chemistry
manufacture and control (CMC) consideration for indication extrapolation of
Adalimumab biosimilars. METHODS: Through the investigation of approved
adalimumab biosimilars at home and abroad, combined with authors ' the research and
development and review experience, the article briefly introduced risk classification

and similarity evaluation methods of the quality attributes of adalimumab , focused on
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the content and basic considerations of the CMC similarity evaluation elements, and
expounded the CMC considerations for indication extrapolation. RESULTS AND
CONCLUSIONS: The study of Adalimumab biosimilarity in quality perspective is
the basis of biosimilar overall similarity evaluation, as well as the premise of
indication extrapolation. For the differences in quality between proposed product and
reference product, the correlation among product quality attributes should be
considered, and whether the clinically meaningful differences should be scientifically
demonstrated in conjunction with non-clinical and/or clinical evidence.
KEY WORDS: biosimilar; adalimumab; similarity assessment; indication
extrapolation
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