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Abstract; The purpose of this paper is to determine the key elements
('sensitive population, endpoint, equivalence margin and sample size,
etc. ) of Nivolumab biosimilar clinical comparative study by referencing
the existing clinical trials, guidelines and literatures. According to the
evidences, epidermal growth factor receptor — negative and anaplastic
lymphoma kinase — negative non — small cell lung cancer with progression
on or after platinum — based chemotherapy is discussed in this paper, and
objective response rate is recommended for clinical evaluation. This
paper also considered the research and development of the whole non —
small cell lung cancer and the squamous non — small cell lung cancer.
Meta — analysis was used to determine the equivalence margin and
corresponding sample size.
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Table 1 Summary of clinical efficacy of Nivolumab for approved indications
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Table 2 Summary of randomized control trials on Nivolumab in the second — line treatment of non — small cell lung cancer ( NSCLC)
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Table 3 The equivalent interval and sample size of the whole NSCLC and the squamous NSCLC under different risk ratio (RR) confi-
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