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Item 8.01

Other Events.

On May 18, 2021, the U.S. Food and Drug Administration (FDA) informed Myovant by teleconference that they have placed a partial clinical
hold on the Phase 3 SERENE study (MVT-601-050) evaluating relugolix combination tablet for the prevention of pregnancy pending amendment of the
study protocol to add bone mineral density monitoring. Myovant will work expeditiously to implement the requested monitoring and submit the amended
protocol to FDA to resolve the partial clinical hold.
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