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Item 8.01

Other Events

On September 11, 2019, the U.S. Food and Drug Administration (FDA) confirmed the previous tentative date, November 14, 2019, as the
scheduled date for the Endocrinologic and Metabolic Drugs Advisory Committee (EMDAC) meeting to review the supplemental new drug application
(sNDA) related to the REDUCE-IT™ cardiovascular outcomes trial of Vascepa® (icosapent ethyl) capsules.
As expected, later that day, Amarin Corporation, plc received notice from the FDA that the Prescription Drug User Fee Act (PDUFA) goal
date in connection with the FDA’s review of the REDUCE-IT sNDA has been extended to the date previously announced as expected, December 28,
2019. The originally assigned PDUFA date was September 28, 2019. This typical three-month extension offsets three of the four months that would
have been gained from the FDA’s earlier determination to conduct a priority review of the REDUCE-IT sNDA and accommodates the time period for
the EMDAC meeting. Standard 10-month review of the REDUCE-IT sNDA would have resulted in a PDUFA goal date in late January 2020.
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