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Item 8.01. Other Events.

On March 12, 2020, Vanda Pharmaceuticals Inc. (the “Company”) received a letter from the U.S. Food and Drug Administration (the “FDA”), in which
the FDA notified the Company of its refusal to file the Company’s supplemental New Drug Application (“sNDA”) for HETLIOZ® for the treatment of
Smith-Magenis Syndrome (“SMS”). In the letter, the FDA asserted that the SNDA was not sufficiently complete to permit a substantive review by the
FDA. The Company is evaluating next steps and intends to continue to engage with the FDA to determine the regulatory path for HETLIOZ® for the
treatment of SMS. The Company believes it has, or can reasonably quickly obtain, the data necessary to complete the resubmission of the SNDA without
the need for additional efficacy studies and the letter from the FDA did not request a further efficacy study be performed.
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