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Abstract (300 word limit)
Showing analytical similarity is key to license biosimilar products with reduced or circumvented clinical effort. Statistical procedures to assess analytical similarity of quality attributes at drug product level have been highly debated by academia, industry and regulatory agencies. New regulatory guidelines of FDA and EMA favour the usage of quality range tests. Although this task may sound simple at the first glance, it has recently been shown that simple range tests, such as the 3 SD test, are flawed, since they do not control the agency risk of falsely declaring a non-biosimilar product as being biosimilar (Type I error). Here we want to present a novel bootstrapping test for assessing analytical similarity that overcomes current flaws of equivalence and range tests. The developed test is compliant with regulatory requirements and shows up to 10% higher mean power values in the similarity region compared to existing range tests. Hence, this test is superior to existing quality range tests as it gives companies a higher likelihood to be accepted as being biosimilar.
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