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Item 8.01. Other Events.

On September 30, 2026, MoonLake Immunotherapeutics (the “Company”) submitted a Biologics License Application (“BLA”) to the U.S. Food and
Drug Administration (“FDA”), seeking approval of its tri-specific nanobody sonelokimab for the treatment of moderate-to-severe hidradenitis suppurativa
in adults and pediatric patients 12 years of age and older. The Company expects to be notified by the FDA whether the BLA submission is accepted for
review within approximately 60 days of submission, and to receive the planned review timeline within approximately 74 days of submission.

Cautionary Statement Regarding Forward-Looking Statements

This Current Report on Form 8-K contains certain “forward-looking statements” within the meaning of the U.S. Private Securities Litigation Reform
Act of 1995. Forward-looking statements include, but are not limited to, statements regarding the Company’s expectations, hopes, beliefs, intentions or
strategies regarding the future, including, without limitation, statements regarding whether and when the FDA will accept the Company’s BLA submission
for review, the timing of the Company’s receipt of the planned review timeline from the FDA, and the potential approval, timing of approval and
commercialization of sonelokimab. In addition, any statements that refer to projections, forecasts, or other characterizations of future events or
circumstances, including any underlying assumptions, are forward-looking statements. The words “anticipate,” “believe,” “continue,” “could,” “estimate,”
“expect,” “intend,” “may,” “might,” “plan,” “possible,” “potential,” “predict,” “project,” “should,” “would” and similar expressions may identify forward-
looking statements, but the absence of these words does not mean that the statement is not forward-looking.
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Forward-looking statements are based on current expectations and assumptions that, while considered reasonable by the Company and its
management, as the case may be, are inherently uncertain. New risks and uncertainties may emerge from time to time, and it is not possible to predict all
risks and uncertainties. Actual results could differ materially from those anticipated in such forward-looking statements as a result of various risks and
uncertainties, which include, without limitation, risks and uncertainties associated with the Company’s business in general and limited operating history;
difficulty enrolling patients in clinical trials; state and federal healthcare reform measures that could result in reduced demand for the Company’s product
candidates; reliance on third parties to conduct and support its preclinical studies and clinical trials; and the other risks described in or incorporated by
reference into the Company’s Annual Report on Form 10-K for the year ended December 31, 2025 and subsequent filings with the SEC.

Nothing in this Current Report on Form 8-K should be regarded as a representation by any person that the forward-looking statements set forth
herein will be achieved or that any of the contemplated results of such forward-looking statements will be achieved. You should not place undue reliance on
forward-looking statements in this Current Report on Form 8-K, which speak only as of the date they are made and are qualified in their entirety by
reference to the cautionary statements herein. The Company does not undertake or accept any duty to release publicly any updates or revisions to any
forward-looking statements to reflect any change in its expectations or in the events, conditions or circumstances on which any such statement is based.
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