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Item 1.01 Entry into a Material Definitive Agreement.

On December 28, 2023, UroGen Pharma Ltd. (the “Company”) entered into Amendment No. 2 (the “Amendment”) to its Manufacturing & Supply
Agreement with Cenexi-Laboratoires Thissen S.A. (“Cenexi”), dated as of April 24, 2020 and amended as of March 2, 2022 (as amended by the
Amendment, the “Agreement”). Pursuant to the Amendment, and in anticipation of the potential approval and subsequent launch of UGN-102, (i) the
parties extended the initial term of the Agreement through April 1, 2027, (ii) the Company revised its minimum annual quantity (MAQ) forecast of bulk
product (mitomycin) purchases under the Agreement, (iii) the parties agreed to certain terms, and agreed to a schedule to negotiate other terms of
conditions, related to Cenexi’s purchase, installation, validation and qualification of certain capital equipment for use exclusively in the manufacture of
mitomycin product to be supplied to the Company under the Agreement (the “Dedicated Equipment”), and the performance of refurbishment activities,
and (iv) the Company agreed to reimburse Cenexi for up to approximately €4.4 million in connection with the purchase and other activities described in
the foregoing clause (iii), to be expensed in accordance with a budget and payment timeline to be negotiated by the parties.

Forward-Looking Statements

This report contains forward-looking statements as that term is defined in the Private Securities Litigation Reform Act of 1995, including, without
limitation, statements regarding: the potential approval and subsequent launch of UGN-102; the future negotiation of the terms and conditions of the
purchase, installation, validation and qualification of the Dedicated Equipment and the performance of refurbishment activities. These statements are
subject to a number of risks, uncertainties and assumptions, including, but not limited to: preliminary results may not be indicative of results that may be
observed in the future; the timing and success of clinical trials and potential safety and other complications thereof; unforeseen delays that may impact
the timing of progressing clinical trials, reporting data and initiating product launches; the findings from the durability of response endpoint from the
ENVISION Phase 3 study may not be positive, and in such event, the Company’s NDA pathway for UGN-102 could be negatively impacted; even if the
durability of response endpoint data from the ENVISION Phase 3 study are positive, there is no guarantee that the NDA for UGN-102 will be sufficient
to support approval of UGN-102 on the timeframe expected, or at all; the Company and Cenexi may not be able to successfully agree upon the terms
and conditions related to the Dedicated Equipment; and third-party performance. In light of these risks and uncertainties, and other risks and
uncertainties that are described in the Risk Factors section of the Company’s Quarterly Report on Form 10-Q for the quarter ended September 30, 2023,
filed with the SEC on November 14, 2023, the events and circumstances discussed in such forward-looking statements may not occur, and the
Company’s actual results could differ materially and adversely from those anticipated or implied thereby. Any forward-looking statements speak only as
of the date of this report and are based on information available to the Company as of the date of report.
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