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Item 8.01.    Other Events.

On November 4, 2024, Journey Medical Corporation (“Journey Medical”), a majority-controlled subsidiary of Fortress Biotech,
Inc. (the “Company” or “Fortress”), announced that the U.S. Food and Drug Administration (the “FDA”) approved Emrosi™
(Minocycline Hydrochloride Extended Release Capsules, 40mg) for the treatment of inflammatory lesions of rosacea in adults. Emrosi
(also known as DFD-29) was developed by Journey Medical in collaboration with Dr. Reddy’s Laboratories, Ltd.

Journey Medical is completing the manufacturing of Emrosi for the U.S. market and anticipates initial supply will be available in
the late first quarter or early second quarter of 2025. Journey Medical intends to market Emrosi in the United States with its dermatology-
focused commercial organization.

The approval of Emrosi is supported by positive data from Journey Medical’s two Phase 3 clinical trials for the treatment of
rosacea. The Phase 3 clinical trials met all co-primary and secondary endpoints, and subjects completed the 16-week treatment with no
significant safety issues. Emrosi demonstrated statistically significant superiority over both the current standard-of-care treatment,
Oracea® 40mg capsules, and placebo for Investigator’s Global Assessment treatment success as well as the reduction in total
inflammatory lesion count in both studies.

Cautionary Note Regarding Forward-Looking Statements
 

This report may contain “forward-looking statements” within the meaning of Section 27A of the Securities Act of 1933 and
Section 21E of the Securities Exchange Act of 1934, as amended. As used below and throughout this report, the words “we”, “us” and
“our” may refer to Fortress individually or together with one or more partner companies, as dictated by context. Such statements include,
but are not limited to, any statements relating to the expectations regarding the use of proceeds from the offering, as well as our growth
strategy and product development programs, ability to generate shareholder value, ability of our products to receive necessary approvals,
including FDA approval, ability of our products and therapies to help patients and any other statements that are not historical facts.
Forward-looking statements are based on management’s current expectations and are subject to risks and uncertainties that could
negatively affect our business, operating results, financial condition and stock price. Factors that could cause actual results to differ
materially from those currently anticipated include: our growth strategy, financing and strategic agreements and relationships; our need
for substantial additional funds and uncertainties relating to financings; our ability to identify, acquire, close and integrate product
candidates successfully and on a timely basis; our ability to attract, integrate and retain key personnel; the early stage of products under
development; the results of research and development activities; uncertainties relating to preclinical and clinical testing; our ability to
obtain regulatory approval for products under development; our ability to successfully commercialize products for which we receive
regulatory approval or receive royalties or other distributions from third parties; our ability to secure and maintain third-party
manufacturing, marketing and distribution of our and our partner companies’ products and product candidates; government regulation;
patent and intellectual property matters; competition; as well as other risks described in our SEC filings. We expressly disclaim any
obligation or undertaking to release publicly any updates or revisions to any forward-looking statements contained herein to reflect any
change in our expectations or any changes in events, conditions or circumstances on which any such statement is based, except as may be
required by law, and we claim the protection of the safe harbor for forward-looking statements contained in the Private Securities
Litigation Reform Act of 1995.
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this report to be
signed on its behalf by the undersigned hereunto duly authorized.

Fortress Biotech, Inc.
(Registrant)

Date: November 4, 2024

 By:  /s/ David Jin
  David Jin
  Chief Financial Officer


