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In the US, the FDA issued a draft guidance in March 2023, suggesting that
the FDA will operate more conservatively than in the past regarding accelerated approval based
solely on single-arm study results. On the other hand, for hematologic malignancies, in which the
number of patients is relatively small, whether or not regulatory approval Is granted based on a
single-arm, phase 2 study will have a significant impact on the timing of approval in each country.
The study revealed a trend that the approval timing of drugs approved in the US for hematological
malignancies based on the results of phase 2 trials tends to be delayed in Japan because Japan did
not participate in the phase 2 trials.
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