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Item 8.01 Other Events.

Agios Pharmaceuticals, Inc. (the “Company”) today decided that the Company will not file a supplemental new drug application (“sNDA”) for
TIBSOVO® (ivosidenib) for second-line or later IDH1 mutant-positive cholangiocarcinoma by the end of 2019. The Company made this decision based
on feedback from the U.S. Food and Drug Administration (the “FDA”) on the afternoon of October 31, 2019. The Company will finalize its regulatory
filing approach once it has the protocol-specified final overall survival analysis from its phase 3 ClarIDHy trial of ivosidenib in previously treated
patients with nonresectable or metastatic cholangiocarcinoma with an IDH1 mutation. The Company expects to complete this event-driven analysis by
mid-2020.
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