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Item 8.01 Other Events.
 
                As previously
disclosed on the Current Report on Form 8-K filed by Liquidia Corporation, a Delaware corporation (the “Company”) on
June 29,
2023, United Therapeutics Corporation (“United Therapeutics”) received a notice of allowance with respect to
its patent application number 17/233,061,
the claims of which generally cover the treatment of patients having pulmonary hypertension
associated with interstitial lung disease (“PH-ILD”) through
the inhaled administration of treprostinil. On November 28,
2023, a new patent, U.S. Patent No. 11,826,327 (the “’327 Patent”), was issued from that patent
application.
 

As previously disclosed on the Current Report on
Form 8-K filed by the Company on September 6, 2023, United Therapeutics filed a patent
infringement action in the United States
District Court for the District of Delaware (the “District Court”) under the Drug Price Competition and Patent
Term Restoration
Act (the “Hatch-Waxman Act”) alleging the infringement of U.S. Patent No. 10,716,793 (the “’793 Patent”)
in response to the
Company’s amendment to add the PH-ILD indication to the label for the tentatively approved New Drug Application
for YUTREPIA (treprostinil)
inhalation powder. On November 30, 2023, United Therapeutics filed an amended complaint in the District
Court adding allegations that the Company
infringes the ’327 Patent as a result of its amendment to add the PH-ILD indication to
the label for YUTREPIA. Because neither the ’793 Patent nor the
’327 Patent was issued prior to the filing of the original
NDA for YUTREPIA, we believe United Therapeutics is not entitled to a statutory 30-month stay
with respect to either of these patents.
The Company intends to vigorously defend itself against these allegations, so that patients suffering from pulmonary
arterial hypertension
(“PAH”) and PH-ILD can have the potential to access the Company’s products.
 

As previously disclosed, in January 2021,
the Company filed a petition with the Patent Trial and Appeal Board (“PTAB”) for inter partes review
of the ‘793
Patent, seeking a determination that the claims in the ‘793 Patent are invalid. In July 2022, the PTAB ruled in our favor,
concluding that based
on the preponderance of the evidence, all the claims of the ’793 Patent have been shown to be unpatentable.
In August 2022, United Therapeutics
submitted a rehearing request with respect to the PTAB’s decision in the inter partes
review of the ‘793 Patent. The rehearing request was denied in
February 2023. In April 2023, United Therapeutics appealed
the decision of the PTAB with respect to the ‘793 Patent to the United States Court of Appeals
for the Federal Circuit. The appeal
remains pending, and oral argument was held on December 4, 2023. The parties are currently awaiting a decision on the
appeal. The
PTAB’s decision with respect to the ‘793 Patent will not override Judge Andrews’ order in the Hatch-Waxman Litigation
that YUTREPIA may
not be approved due to infringement of the ‘793 Patent unless and until the decision of the PTAB is affirmed on
appeal.
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Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
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December 12, 2023 Liquidia Corporation
   
  By: /s/
Michael Kaseta
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