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ITEM 8.01 Other Events.

As previously disclosed, in February 2024, Intra-Cellular Therapies, Inc. (the “Company”) received notices from Alkem Laboratories Ltd., Aurobindo
Pharma USA, Inc. and Aurobindo Pharma Ltd., Dr. Reddy’s Laboratories Inc. (on behalf of Dr. Reddy’s Laboratories Ltd.), MSN Laboratories Private
Ltd., Sandoz Inc., Hetero USA, Inc. (the U.S. Regulatory Agent for Hetero Labs Limited Unit - V, a division of Hetero Labs Limited) and Zydus
Pharmaceuticals (USA), Inc. (each an “ANDA Filer”), that each company had filed an abbreviated new drug application (“ANDA”) with the U.S. Food
and Drug Administration (“FDA”) seeking approval of generic version of the Company’s product, CAPLYTA. The ANDAs each contained Paragraph
IV Patent Certifications alleging that certain of the Company’s patents covering CAPLYTA are invalid and/or will not be infringed by each ANDA
Filer’s manufacture, use or sale of the medicine for which the ANDA was submitted.

Under the Federal Food, Drug, and Cosmetic Act, as amended by the Drug Price Competition and Patent Term Restoration Act of 1984 (the “Act”), the
Company had 45 days from receipt of the notice letters to commence patent infringement lawsuits against these generic drug manufacturers in a federal
district court to trigger a stay precluding the FDA’s approval of any ANDA from being effective any earlier than 7.5 years from the date of approval of
the CAPLYTA new drug application or entry of judgment holding the patents invalid, unenforceable, or not infringed, whichever occurs first. After
conducting the necessary due diligence, and within the 45 day period required under the Act, the Company filed lawsuits on March 27, 2024 and
March 28, 2024 in the U.S. Federal District Court for the District of New Jersey against each of the seven generic drug manufacturers who notified the
Company of their ANDA filings.

While the Company intends to vigorously defend and enforce its intellectual property rights protecting CAPLYTA, the Company can offer no assurance
as to when the lawsuits will be decided, whether the lawsuits will be successful, or that a generic equivalent of CAPLYTA will not be approved and
enter the market before the expiration of the Company’s patents.
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