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Item 7.01

Regulation FD Disclosure.

On September 7, 2018, BioDelivery Sciences International, Inc. (the “Company”) filed a complaint for patent infringement in Delaware against Alvogen
Pb Research & Development LLC, Alvogen Malta Operations Ltd., Alvogen Pine Brook LLC, Alvogen, Incorporated, and Alvogen Group, Incorporated
(collectively, “Alvogen”), asserting that Alvogen infringes the Company’s Orange Book listed patents for BELBUCA®, including U.S. Patent Nos.
8,147,866 and 9,655,843, both expiring in July of 2027, and U.S. Patent No. 9,901,539, expiring in December of 2032. This complaint follows receipt by
the Company on July 30, 2018 of a Paragraph IV Patent Certification from Alvogen stating that Alvogen had filed an Abbreviated New Drug Application
(“ANDA”) with the Food and Drug Administration (“FDA”) for a generic version of BELBUCA® Buccal Film (75 mcg, 150 mcg, 300 mcg, 450 mcg, 600
mcg, 750 mcg and 900 mcg).
A three day bench trial against Alvogen was conducted commencing on March 1, 2021. At the conclusion of trial, the U.S. District Court for the District of
Delaware (the “Court”) ordered the parties to submit post-trial briefs. Post-trial briefing was completed on May 26, 2021. The Company subsequently
moved the Court to strike (i.e., remove from the Court’s consideration) three patent invalidity defenses raised for the first time in Alvogen’s post-trial briefs
and two documents improperly cited in Alvogen’s post-trial briefs. On June 28, 2021, the Court granted the Company’s motion to strike in its entirety. In
addition, on June 28, 2021, the Court enjoined Alvogen from launching its generic product until the Court issues its final decision on the merits. The
Company remains confident in the validity of its Orange Book patents listed for BELBUCA.
The information set forth under Item 7.01 is intended to be furnished and shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange
Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in
any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly set forth by specific reference in such filing.
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