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Item 8.01

Other Events.

On November 17, 2020, UroGen Pharma Ltd. (the “Company”) announced final topline results from its single-arm, open-label OPTIMA II Phase 2b
trial evaluating the efficacy and safety of investigational UGN-102 (mitomycin) for intravesical solution in patients with low-grade intermediate risk
non-muscle invasive bladder cancer (“LG IR-NMIBC”).
As previously reported, 65% (41/63) of patients receiving UGN-102 achieved a complete response (“CR”) three months after the start of therapy. In this
subset of patients, duration of response at nine months (12-months from start of therapy) was estimated by Kaplan-Meier analysis to be 72.5%. Median
duration of response was not reached. The Company expects to initiate a Phase 3 study evaluating UGN-102 versus current standard of care by the end
of the year.
The majority of the most common adverse events (³ 10%) were reported as mild to moderate in severity and include dysuria, urinary frequency,
hematuria, urinary urgency, urinary tract infection and fatigue.
The Company anticipates submitting the final topline data from this trial for presentation at an upcoming medical meeting as well as potential
publication in a peer-reviewed journal.
OPTIMA II (OPTimized Instillation of Mitomycin for Bladder Cancer Treatment) is an open-label, single-arm, multi-center Phase 2b clinical trial of
investigational agent UGN-102 for intravesical solution to evaluate its safety and efficacy in patients with low-grade non-muscle invasive bladder (“LG
NMIBC”) cancer at intermediate risk of recurrence. Intermediate risk is defined as one or two of the following: multiple tumors, solitary tumor >3 cm,
or recurrence (³ 1 occurrence of LG NMIBC within one year of the current diagnosis). Patients were to receive six weekly intravesical instillations of 75
mg UGN-102 in an office setting. The chemoablative effect of UGN-102 was assessed three months after initiation of study treatment with CR defined
as a negative endoscopic examination, negative cytology, and when indicated, a negative for-cause biopsy. Patients achieving CR were followed
quarterly to 12 months after initiation of study treatment to evaluate safety, efficacy, and durability.
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: the expected initiation of the Phase 3 trial of UGN-102 in LG IR-NMIBC by the end of 2020; and the submission of UGN-102 data for
presentation at an upcoming medical meeting as well as potential publication in a peer-reviewed journal. These statements are subject to a number of
risks, uncertainties and assumptions, including, but not limited to risks associated with clinical development. In light of these risks and uncertainties, and
other risks and uncertainties that are described in the Risk Factors section of the Company’s Form 10-Q filed with the Securities and Exchange
Commission (“SEC”) on November 9, 2020, and other filings that the Company makes with the SEC from time to time (which are available at
http://www.sec.gov), 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 this release and the Company undertakes no obligation to revise or update this
report to reflect events or circumstances after the date hereof, except as required by law.
Item 9.01

Financial Statements and Exhibits.

(d)
Exhibit
Number

Description

104

Cover Page Interactive Data File (embedded within the Inline XBRL document).
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