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Item 8.01 Other Events.

On September 9, 2020, Alkermes, Inc. and Alkermes Pharma Ireland Limited, each an indirect wholly-owned subsidiary of Alkermes plc (collectively with its subsidiaries, “Alkermes”), filed a patent infringement lawsuit in the United States District Court, District of New Jersey against Teva Pharmaceuticals USA, Inc. (“Teva USA”) and Teva Pharmaceutical Industries Ltd. in response to Teva USA’s Paragraph IV certification notice (the “Notice Letter”) regarding the Abbreviated New Drug Application (“ANDA”) submitted by Teva USA to the U.S. Food and Drug Administration (the “FDA”) seeking approval from the FDA to engage in the commercial manufacture, use or sale of a generic version of VIVITROL® (naltrexone for extended-release injectable suspension), in the United States.

The Notice Letter referenced a Paragraph IV certification against one Alkermes patent related to VIVITROL, U.S. Patent No. 7,919,499 (“the ’499 patent”), which is listed in the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (commonly referred to as the Orange Book). The Notice Letter alleges that the ’499 patent, which expires in October 2029, is invalid, unenforceable and/or will not be infringed by the commercial manufacture, use or sale of Teva USA’s proposed product.

Alkermes intends to vigorously defend its intellectual property. The filing of the lawsuit within 45 days of receipt of the Notice Letter triggered a stay of FDA approval of the ANDA for up to 30 months in accordance with the U.S. Drug Price Competition and Patent Term Restoration Act of 1984 (the Hatch-Waxman Act).
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SIGNATURE

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

	
	ALKERMES PLC

	Date: September 9, 2020
	By:   /s/ David J. Gaffin

	
	
	David J. Gaffin

	
	
	Senior Vice President, Chief Legal Officer, Chief

	
	
	Compliance Officer and Secretary
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