EVIDENCE AND VALUE SUMMARY:
INLEXZO™ (gemcitabine intravesical system)

INLEXZO™ (gemcitabine intravesical system | 225 mg) is indicated for the treatment of adult patients with

BCG-unresponsive, NMIBC with CIS with or without papillary tumors'
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INLEXZO™: Dosing - in-office procedure with prolonged local drug delivery'
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For additional information on storage, handling, dosing, and administration, please see the INLEXZO™ Prescribing Information and Instructions for Use.

SunRISe-1 Cohort 2 clinical efficacy and safety!

Clinical results shown are based on analysis of the total population included in cohort 2 of the SunRISe-1 study reported in the 2025 Journal of
Clinical Oncology publication.” The efficacy and safety results below may vary from that in the INLEXZO product labeling due to differences in the
efficacy analyses and in evaluation of the individual safety events, contributing to differences in reported n-values and percentages.

Please refer to the INLEXZO™ Prescribing Information for additional information.
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INLEXZO™: Real-world evidence

In a matching-adjusted indirect comparison, :i Substantial cost savings per responder were observed with
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The safety and efficacy of the investigational uses of this product have not been determined. There is no guarantee that the investigational uses listed
will be filed with and/or approved for marketing by the FDA. For more information on ongoing trials, go to ClinicalTrials.gov.

For additional information, please see INLEXZO™ Prescribing Information.

aAssumptions based on literature review. "Based on 2013 study using the National Cancer Data base, Of a total of 28,691 patients, 8,232 received radical cystectomy (RC) without neoadjuvant
chemotherapy, 530 received RC with neoadjuvant chemotherapy and 3,064 received RC with adjuvant chemotherapy for a total of 41%. °Data for coverage of NMIBC by health plan type is sourced
from IQVIA claims data. “Proportions of Medicare and Commercial health plan enrollees are assumed to be 70% and 120%, respectively, for each of the bladder cancer subgroups. ®Based on FDA-
approved therapies for BCG-UR NMIBC as of October 2025. finsertion/removal by trained personnel takes a few minutes and patients do not need to remain in the clinic after insertion to rotate sides
or hold bladder. 9Complete response is based on centrally reviewed urine cytology, local cystoscopy, and central biopsy (if available). A CR is defined as having a negative cystoscopy and negative
(including atypical) centrally read urine cytology, or positive cystoscopy with biopsy-proven benign or low-grade NMIBC and negative (including atypical) centrally read cytology at any time point.
"Kaplan-Meier estimate. Disease persistence, recurrence, or progression event was based on positive central cytology, high-grade central pathology, or positive imaging. All results are based on highest
stage from local TURBT results, investigator-assessed clinical stage, and pathologic stage after cystectomy. Patients who discontinued study before disease evaluation are excluded.Median follow-up
in responders was 20.2 months (range, 5 to 48). kSafety is shown for all patients who received at least 1 dose of INLEXZO™ in Cohort 2 (N=85).'An AE was categorized as related if the investigator
determined that there was a possible, probable, or causal relationship between the AE and study drug/procedure. Patients are counted only once for any given event, regardless of the number of times
they actually experienced the event. "Reported in =10% of patients. "TRAEs of Grade =3 reported in =2% of patients. All other TRAEs of Grade =3 were reported in only 1 patient each and included
acute kidney injury, pseudomonal cystitis, and urosepsis. Patients may have had =1 Grade =3 TRAE.°1 event each of acute kidney injury (grade 3), bladder pain (grade 2), cystitis with bladder pain (grade
2), pseudomonal cystitis (grade 3), urinary tract infection (grade 3), urinary tract pain (grade 3), and urosepsis with acute kidney injury (grade 3). PTRAEs leading to discontinuation were noninfective
cystitis (n=2) and pollakiuria and urinary tract disorder (n=1). 9Data displayed includes re-induction for Anktiva. 'Based on patients who achieved and sustained CR =12 months at the 15 months time
horizon. Clinical data are from clinical trial publications. Keytruda®, Adstiladrin®, and Anktiva®+ BCG: wholesale acquisition costs (WAC) as of April 2025; Medicare CMS average selling price (ASP)
pricing file as of April 2025. sThere are no published direct head-to-head trials for these products. This information is not intended to make efficacy or safety comparisons. Efficacy or safety
comparisons cannot be made in the absence of head-to-head clinical trial data. tTrial status on Clinicaltrials.gov is active, not recruiting (closed to enrollment).

BCG, Bacillus Calmette-Guérin; CET, cetrelimab; CIS, carcinoma in situ; CR, complete response; DOR, duration of response; FDA, Food and Drug Administration; HR, high-risk; mos, months; IVT,
intravenous therapy; MIBC, muscle invasive bladder cancer; NAl, nogapendekin alfa inbakicept-pmin; NE, not estimable; NMIBC, non-muscle invasive bladder cancer; Q3W, once every 3 weeks; Q12W,
once every 12 weeks; TEAE, treatment-emergent adverse event; TRAE, treatment-related adverse event; UR, unresponsive.
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