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Item 8.01  Other Events

On December 5, 2022, Windtree Therapeutics, Inc. (the “Company”) issued a press release announcing that the Nasdaq Stock Market (“Nasdaq”)
has granted Windtree an additional 180 days to regain compliance with Nasdaq’s $1.00 minimum bid price rule requirement under Nasdaq Listing Rule
5550(a)(2), following the expiration on November 30, 2022 of the initial 180 day period to regain compliance. A copy of the press release is attached as
Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference.
Item 9.01  Financial Statements and Exhibits

(d) Exhibits

The following exhibits are being filed herewith:

Exhibit
No. Document
99.1 Press Release of Windtree Therapeutics, Inc., dated December 5, 2022

104 Cover Page Interactive Data File (embedded within the Inline XBRL document).




SIGNATURES

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, thereunto duly authorized.

Windtree Therapeutics, Inc.
By:  /s/ Craig E. Fraser

Name: Craig E. Fraser
Title:  President and Chief Executive Officer

Date: December 5, 2022



Exhibit 99.1

Nasdaq Grants Windtree Therapeutics
180-day Extension to Regain Compliance

WARRINGTON, PA - December 5, 2022 — Windtree Therapeutics, Inc. (“Windtree” or the “Company”) (NasdagCM: WINT), a biotechnology company
focused on advancing multiple late-stage interventions for cardiovascular disorders, today announced that the Nasdaq Stock Market (“Nasdaq”) has granted
Windtree an additional 180 days to regain compliance with Nasdaq’s $1.00 minimum bid price rule requirement under Nasdaq Listing Rule 5550(a)(2) (the
“Bid Price Rule”), following the expiration on November 30, 2022 of the initial 180 day period to regain compliance.

As a result of the extension, the Company now has until May 29, 2023 to regain compliance with the Bid Price Rule. If at any time before May 29, 2023,
the bid price of the Company’s common shares closes at or above $1.00 per share for a minimum of 10 consecutive business days, Nasdaq will provide
written notification to the Company that it has achieved compliance with the Bid Price Rule. If the Company chooses to implement a reverse stock split to
regain compliance, it must complete the reverse stock split no later than 10 business days prior to the expiration of the additional 180 calendar day period in
order to timely regain compliance.

If the Company does not regain compliance with the Bid Price Rule by May 29, 2023, Nasdaq will provide written notification to the Company that its
shares will be subject to delisting. At such time, the Company may appeal the delisting determination to a Nasdaq Hearings Panel (the “Panel”). There can
be no assurance that, if the Company does appeal a subsequent delisting determination, such appeal would be successful. The Company would remain
listed pending the Panel’s decision.

The current notification from Nasdaq has no immediate effect on the listing or trading of the Company’s shares, which will continue to trade on the Nasdaq
Capital Market under the symbol “WINT”.

About Windtree Therapeutics, Inc.

Windtree Therapeutics, Inc. is advancing multiple late-stage interventions for cardiovascular disorders to treat patients in moments of crisis. Using new
scientific and clinical approaches, Windtree is developing a multi-asset franchise anchored around compounds with an ability to activate SERCA2a, with
lead candidate, istaroxime, being developed as a first-in-class treatment for acute heart failure and for early cardiogenic shock. Windtree’s heart failure
platform includes follow-on oral pre-clinical SERCA?2a activator assets as well. In pulmonary care, Windtree has focused on facilitating the transfer of the
KL4 surfactant platform to its licensee, Lee’s Pharmaceutical (HK) Ltd. and Zhaoke Pharmaceutical (Hefei) Co. Ltd. Included in Windtree’s portfolio is
rostafuroxin, a novel precision drug product targeting hypertensive patients with certain genetic profiles.




Forward Looking Statements

This press release contains forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995. The Company may, in
some cases, use terms such as "predicts," "believes," "potential," "proposed,” "continue," "estimates," "anticipates," "expects," "plans," "intends," "may,"
"could," "might," "will," "should" or other words that convey uncertainty of future events or outcomes to identify these forward-looking statements. Such
statements are based on information available to the Company as of the date of this press release and are subject to numerous important factors, risks and
uncertainties that may cause actual events or results to differ materially from the Company’s current expectations. Examples of such risks and uncertainties
include: risks and uncertainties associated with the economic and social consequences of the COVID-19 pandemic, including any adverse impact on the
Company’s clinical trials, clinical trial timelines or disruption in supply chain; the success and advancement of the clinical development programs for
istaroxime and the Company’s other product candidates; the impacts of political unrest, including as a result of geopolitical tension, including the conflict
between Russia and Ukraine, the People’s Republic of China and the Republic of China (Taiwan), and any sanctions, export controls or other restrictive
actions that may be imposed by the United States and/or other countries which could have an adverse impact on the Company’s operations, including
through disruption in supply chain or access to potential international clinical trial sites, and through disruption, instability and volatility in the global
markets, which could have an adverse impact on the Company’s ability to access the capital markets; the Company’s ability to secure significant additional
capital as and when needed; the Company’s ability to access the debt or equity markets; the Company’s ability to manage costs and execute on its
operational and budget plans; the results, cost and timing of the Company’s clinical development programs, including any delays to such clinical trials
relating to enrollment or site initiation; risks related to technology transfers to contract manufacturers and manufacturing development activities; delays
encountered by the Company, contract manufacturers or suppliers in manufacturing drug products, drug substances, and other materials on a timely basis
and in sufficient amounts; risks relating to rigorous regulatory requirements, including that: (i) the U.S. Food and Drug Administration or other regulatory
authorities may not agree with the Company on matters raised during regulatory reviews, may require significant additional activities, or may not accept or
may withhold or delay consideration of applications, or may not approve or may limit approval of the Company’s product candidates, and (ii) changes in
the national or international political and regulatory environment may make it more difficult to gain regulatory approvals and risks related to the
Company’s efforts to maintain and protect the patents and licenses related to its product candidates; risks that the Company may never realize the value of
its intangible assets and have to incur future impairment charges; risks related to the size and growth potential of the markets for the Company’s product
candidates, and the Company’s ability to service those markets; the Company’s ability to develop sales and marketing capabilities, whether alone or with
potential future collaborators; and the rate and degree of market acceptance of the Company’s product candidates, if approved. These and other risks are
described in the Company’s periodic reports, including its Annual Report on Form 10-K, Quarterly Reports on Form 10-Q and Current Reports on Form 8-
K, filed with or furnished to the Securities and Exchange Commission and available at www.sec.gov. Any forward-looking statements that the Company
makes in this press release speak only as of the date of this press release. The Company assumes no obligation to update forward-looking statements
whether as a result of new information, future events or otherwise, after the date of this press release.

Contact Information:
Monique Kosse

LifeSci Advisors
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