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Clinical development and risk benefit assessment of orphan drug blinatumomab
and its implications
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Abstract: Blinatumomab (proprietary name is Blincyto) was approved by the US Food and Drug Administration (FDA) in 2014. It
is the first bispecific antibody drug for the treatment of acute lymphoblastic leukemia (ALL), licensed by Amgen. As an innovative
biological product, the marketing application, review and approval process of blinatumomab went through expedited procedures
such as Orphan Drug designation, Breakthrough Therapy designation, Priority Review designation and Accelerated Approval. This
study collected, sorted out and analyzed the review report and related literature of the initial approval of blinatumomab by FDA
through literature research method. Based on a comprehensive understanding of the characteristics of this drug and its review and
approval process, focusing on its efficacy evaluation model, the author tries to conclude the specific practical experience of the
review and approval concept for new drugs, that is "needs of patients as the core and clinical value of drug as the orientation", which
is expected to provide reference for the development and evaluation of new drugs in China.
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Table 1 Marketing time of blinatumomab in various countries
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Table 2  Clinical trials of blinatumomab(as of time of application submitted)
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Table 3 Efficacy results of MT103-211
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