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[Abstract] The rapid changes in the research and development environment of new anti-tumor drugs in
China have brought various challenges to drug innovation. How to explore the clinical advantages of new drugs
in the early phase, and design scientific, reasonable and efficient pivotal clinical trials for drug registration
accordingly, is one of the key challenges. This article takes innovative new drugs for hematological

malignancies as an example, comprehensively elaborates the considerations on the timing for entering the

P B TR

pivotal clinical trial and the key elements of the trial design from the perspective of clinical reviewers.
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