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Item 8.01 Other Events.
 
As
previously disclosed, on June 23, 2022, Avadel CNS Pharmaceuticals, LLC (“Avadel CNS”), a subsidiary of Avadel Pharmaceuticals
plc (the
“Company”), filed a Renewed Motion for Judgment on the Pleadings, with respect to its counterclaim against
Jazz Pharmaceuticals, Inc. (“Jazz”), seeking
to have U.S. Patent No. 8731963 (the “REMS Patent”) de-listed
from the U.S. Food and Drug Administration’s (“FDA”) Orange Book and seeking to have
the motion resolved concurrent
with the parties’ Markman hearing, which was held on October 25, 2022. At the Markman hearing, the Company
reiterated
its request for an expedited hearing on the Renewed Motion for Judgment on the Pleadings for the de-listing of the REMS Patent.
The United States
District Court for the District of Delaware (the “Delaware Court”) recently granted the Company’s
request and scheduled the hearing for November 15,
2022.
 
As previously disclosed, on July 21, 2022, Avadel
CNS filed an Administrative Procedure Act (“APA”) suit against the FDA, the U.S. Department of
Health and Human Services,
the Secretary of Health and Human Services and the Commissioner of Food and Drugs in the United States District Court for
the District
of Columbia (the “DC Court”) related to the New Drug Application (“NDA”) for LUMRYZ (sodium oxybate), alleging
that the FDA’s decision
requiring Avadel CNS to file a patent certification concerning the REMS Patent was arbitrary, capricious
and contrary to law and asked the DC Court to
vacate the FDA’s decision and order the FDA to take final action on the LUMRYZ NDA.
On November 3, 2022, the DC Court issued a written opinion and
determined that Avadel CNS is not entitled to seek relief under the APA
because of the availability of adequate alternative relief in the Delaware Court, as
described in the preceding paragraph for delisting
of the REMS Patent.
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