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Item 8.01 Other Events.

Zuranolone New Drug Application Update

As previously announced, Sage Therapeutics, Inc. (the “Company”) began a rolling submission of a new drug application (an “NDA”) to the U.S. Food
and Drug Administration (“FDA”) in April 2022 seeking the approval of the Company’s product candidate zuranolone for the treatment of major
depressive disorder (“MDD”). The Company also previously announced its expectation that it would complete the NDA submission for MDD in the
second half of 2022 and make an associated but separate NDA filing seeking the approval of zuranolone for the treatment of postpartum depression
(“PPD”) in early 2023, pending the completion and results of its SKYLARK Study, a Phase 3 placebo-controlled clinical trial evaluating the efficacy
and safety of a two-week course of zuranolone 50 mg compared to placebo in women with severe PPD. The Company is jointly developing zuranolone
in the U.S. with Biogen MA Inc. (“BIMA”) and Biogen International GmbH (together with BIMA, “Biogen”).

The Company is reporting that, in lieu of separate NDA filings, the Company and Biogen have decided to submit a single NDA seeking approval of
zuranolone for the treatment of both MDD and PPD. The Company has informed the FDA of this update, and the FDA raised no objections and stated it
looked forward to continuing discussions with the Company. The Company and Biogen expect to complete the submission of this single NDA in the
second half of 2022, and to seek priority review of the filing. This represents an acceleration of the planned PPD timelines. If the Company meets its
planned filing timelines and the NDA receives priority review, the Company expects the PDUFA target action date for zuranolone to be in the third
quarter of 2023.

Forward Looking Statements

This disclosure under this Item 8.01 contains forward-looking statements regarding future events that are subject to the safe harbor created under the
Private Securities Litigation Reform Act of 1995 and other federal securities laws, including statements concerning the Company’s expectation
regarding filing of a single NDA seeking approval of zuranolone for the treatment of both MDD and PPD, the anticipated timing of such filing, the
Company’s expectation that it will seek priority review of such NDA and the potential timing of the PDUFA target action date. These forward-looking
statements are neither promises nor guarantees of future performance, and are subject to a variety of risks and uncertainties, many of which are beyond
the Company’s control, which could cause actual results to differ materially from those contemplated in these forward-looking statements, including the
risks that: the Company may experience delays or unexpected hurdles in its efforts to complete the NDA submission; the NDA may not receive priority
review or the Company may encounter hurdles in seeking such review; the FDA may not accept the NDA for filing; even if the FDA accepts the NDA for
review, the FDA may require additional trials or data which may significantly delay and put at risk the Company’s efforts to obtain approval; other
decisions or actions of the FDA may affect the Company’s efforts with respect to zuranolone and its plans, progress or results; results of ongoing or
future studies and adverse events at any stage of development may negatively impact further development or impact the Company’s plans with respect to
zuranolone and the Company’s regulatory strategy; as well as those risks more fully discussed in the section entitled “Risk Factors” in the Company’s
most recent quarterly report on Form 10-Q filed with the Securities and Exchange Commission (“SEC”), as well as discussions of potential risks,
uncertainties, and other important factors in the Company’s subsequent filings with the SEC. In addition, any forward-looking statements herein
represent the Company’s views as of the date of this Current Report on Form 8-K, and should not be relied upon as representing the Company’s views as
of any subsequent date. The Company explicitly disclaims any obligation to update any forward-looking statements.
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