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Item 8.01

Other Events.

On March 29, 2021, Mirum Pharmaceuticals, Inc. (the “Company”) announced that the U.S. Food and Drug Administration has accepted for filing and
priority review the Company’s new drug application (“NDA”) for maralixibat, an oral apical sodium-dependent bile acid transporter inhibitor, for the
treatment of cholestatic pruritus in patients with Alagille syndrome. The Prescription Drug User Fee Act (PDUFA) date for a decision on the NDA is
September 29, 2021.
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