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Item 8.01

Other Events.

On December 7, 2021, the U.S. Food and Drug Administration ("FDA") approved the New Drug Application for DARE-BV1, trade
name XACIATOTM [zah-she-AH-toe] (clindamycin phosphate vaginal gel, 2%), for the treatment of bacterial vaginosis in female patients 12
years of age and older. XACIATO is a clear, colorless, viscous gel, which contains clindamycin at a concentration of 2%. A single-dose userfilled disposable applicator delivers 5 g of vaginal gel containing 100 mg of clindamycin.
XACIATO received both Qualified Infectious Disease Product (QIDP) and Fast Track designations from the FDA for the treatment of
bacterial vaginosis. As a result of the QIDP designation, XACIATO is expected to receive a five-year extension of the three years of market
exclusivity available to the product based on the submission of new clinical data that were essential to its approval. Strategic partnering
discussions and other activities intended to support a robust market introduction of XACIATO in 2022 in the United States are ongoing and a
conference call to discuss the partnership and market introduction strategy will be scheduled once definitive partnership agreement is
finalized and executed.
Cautionary Statement Regarding Forward-Looking Statements
This report contains forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the
Exchange Act. To the extent that statements contained in this report are not descriptions of historical facts, they are forward-looking
statements. Forward-looking statements include statements relating to the robust market introduction of XACIATO in 2022 and the
finalization and execution of a definitive partnership agreement for XACIATO. Forward-looking statements are based on current expectations
and assumptions that are subject to risks and uncertainties. Actual results could differ materially from those anticipated as a result of various
factors, including, without limitation, the risks and uncertainties inherent in the commercialization of XACIATO and to do so on communicated
timelines and the failure to timely establish third-party partnerships or collaborations to commercialize XACIATO. For a further description of
the risks and uncertainties that could cause actual results to differ from those expressed in the forward-looking statements, as well as risks
relating to Daré’s business in general, please refer to Daré’s annual report on Form 10-K filed with the SEC on March 30, 2021, and its
quarterly reports filed with the SEC on each of November 10, 2021 and August 12, 2021, and its current and future periodic reports filed with
the SEC. You are urged to consider these factors carefully in evaluating the forward-looking statements in this report and are cautioned not to
place undue reliance on such forward-looking statements, which are qualified in their entirety by this cautionary statement. Unless otherwise
required by law, Daré expressly disclaims any obligation to update publicly any forward-looking statements, whether as result of new
information, future events or otherwise.
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