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Item 7.01 Regulation FD Disclosure.

Recently, UroGen Pharma Ltd. (the “Company,” “UroGen,” “we,” “our,” or “us”) received a Paragraph IV Certification Notice Letter (the “Notice
Letter”) from Teva Pharmaceuticals, Inc. (“Teva”), providing notification to the Company that Teva has submitted an Abbreviated New Drug
Application (“ANDA”) to the U.S. Food and Drug Administration (“FDA”) seeking approval to manufacture, use or sell a generic version of Jelmyto®

(mitomycin) for pyelocaliceal solution.

In the Notice Letter, Teva alleges that two of the patents listed in the FDA Orange Book for Jelmyto, U.S. Patent Numbers 9,040,074 and 9,950,069 each
of which expires in January 2031, are invalid, unenforceable, or will not be infringed by Teva’s manufacture, use, or sale of the generic product
described in its ANDA submission.

“We’ve known it was only a matter of time before others came to recognize what we’ve known for a very long time – UroGen is on the forefront of
changing how urothelial cancers are treated,” said Liz Barrett, President and Chief Executive Officer of UroGen. “We are only at the beginning of
tapping into the market opportunity of what we’ve pioneered and clearly, others are now seeing the potential. Accordingly, we are prepared for such a
filing and feel confident in the strength and breadth of our patent portfolio.”

The information in this Item 7.01 is being furnished and shall not be deemed “filed” for the purposes of Section 18 of the Securities Exchange Act of
1934, as amended, or otherwise subject to the liabilities of that Section. The information in this Item 7.01 shall not be incorporated by reference into any
registration statement or other document pursuant to the Securities Act of 1933, as amended.

Forward-Looking Statements

This report contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995 that are based upon current
expectations or beliefs, as well as a number of assumptions about future events. Although the Company believes that the expectations reflected in the
forward-looking statements and the assumptions upon which they are based are reasonable, the Company can give no assurance that such expectations
and assumptions will prove to be correct. Forward-looking statements include all statements that are not historical facts and can generally be identified
by terms such as “could,” “estimate,” “expect,” “intend,” “may,” “plan,” “potentially,” or “will” or similar expressions and the negatives of those terms.
These statements include, but are not limited to, statements regarding UroGen’s potential to change how urothelial cancers are treated and tap into the
market opportunity that it has pioneered; and UroGen’s confidence in the strength and breadth of its patent portfolio. Forward-looking statements
involve known and unknown risks, uncertainties and other factors that may cause the Company’s actual results, performance, or achievements to be
materially different from any future results, performance or achievements expressed or implied by the forward-looking statements. These risks,
uncertainties and other factors relate to, among others: the ability obtain and maintain adequate intellectual property rights and adequately protect and
enforce such rights; the costs and outcome of legal proceedings to enforce such intellectual property rights; competition in UroGen’s industry, including
the approval and introduction of generic or branded products that compete with our product or product candidates; the ability to maintain regulatory
approval; complications associated with commercialization activities; the scope, progress and expansion of developing and commercializing UroGen’s
product candidates; the timing and success of clinical trials and potential safety and other complications thereof; the size and growth of the market(s) for
our product and product candidates and the rate and degree of market acceptance thereof vis-à-vis alternative therapies; UroGen’s ability to attract or
retain key management, members of the board of directors and personnel; and UroGen’s financial condition and need for additional capital in the future.
These and other factors are described in greater detail under the “Risk Factors” heading of the Company’s Quarterly Report on Form 10-Q for the
quarterly period ended September 30, 2023, filed with the SEC on November 14, 2023. All information provided in this report is as of the date of this
report, and any forward-looking statements contained herein are based on assumptions that the Company believes to be reasonable as of this date. Undue
reliance should not be placed on the forward-looking statements in this report, which are based on information available to us on the date hereof. The
Company undertakes no duty to update this information unless required by law.
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