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Item 8.01. Other Events.

On October 3, 2018, the U.S. Food and Drug Administration publication, Approved Drug Products With Therapeutic Equivalence Evaluations,
commonly known as the Orange Book, updated its listing for the Vanda Pharmaceuticals Inc. (Vanda) new chemical entity patent, number 5,856,529, for
HETLIOZ® (the ‘529 Patent) to reflect the receipt of the full five-year extension of the expiration date under the Hatch-Waxman Act. Prior to receipt of
the five-year Hatch-Waxman extension, the ‘529 Patent was set to expire in December 2018 following an interim one-year extension granted in 2017.
With the five-year extension, the ‘529 Patent is now set to expire in December 2022 absent any other applicable patent term extensions. Including the
‘529 Patent, Vanda currently has a total of 8 patents covering HETLIOZ® listed in the Orange Book, the latest of which has an expiration date of
February 2035.
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