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Item 8.01 Other Events.
On March 13, 2018, the U.S. Food and Drug Administration’s (“FDA”) New Paragraph IV Certifications list was updated to reflect that an
abbreviated new drug application (“ANDA”) seeking authorization from the FDA to manufacture, use, or sell a generic version of GOCOVRI™ (amantadine)
extended release capsules, containing one or more certifications pursuant to 21 U.S.C. § 355(j)(2)(A)(vii)(IV), was submitted to the FDA on January 16, 2018,
and has been accepted for filing.
GOCOVRI is protected from entry of generic versions by orphan drug exclusivity until August 2024, and a portfolio of patents and patent
applications until 2034. Thirteen issued patents are listed in the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (the Orange
Book) for GOCOVRI. Adamas intends to vigorously enforce its intellectual property rights with respect to GOCOVRI.
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