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Introduction

 Intravesical Bacillus Calmette-Guerin (BCG) is the recommended
first-line treatment option for patients with high-risk (HR) non-
muscle-invasive bladder cancer (NMIBC).

Methods

e This retrospective, non-interventional cohort study utilized
secondary data from comprehensive claims and electronic health
records in the US HealthVerity dataset from Oct 2015 to Dec 2022.
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Despite initial activity, BCG fails in up to 50% of these patients e This analysis included NMIBC patients who received adequate BCG HR NMIBC with

(Lightfoot 2011).These patients are at high-risk of disease (27 doses) and had a CIS recurrence within 12 months of last BCG BCG start CIs
progression. Limited evidence is available about treatment dose (Figure 1). BC diagnosis Last BCG

patterns and outcomes of these patients. dose*
e Recurrence with CIS is defined as a transurethral resection of

The objective of this study is to characterize real-world treatment bladder tumor (TURBT) followed by a CIS diagnosis within 30 days.

patterns and assess corresponding outcomes in patients with
BCG-unresponsive HR-NMIBC with CIS
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e Descriptive analysis of subsequent therapies post-BCG was
<12 months

performed for patients with atleast 1 year of follow up after
recurrence/progression.

*Last BCG dose was defined as no subsequent dispensing of BCG within 365 days

Results
" Table 1: Subsequent therapies post BCG failure .
Figure 3: Real-world outcome
for intravesical chemotherapy

as subsequent therapy post BCG failure

e Qut of 11,116 patients who received = 7 BCG doses, 1,094
patients (9.8%) experienced recurrence with CIS within 12 N
months after their last BCG dose (Figure 2). ( total N= 486)

Among this group, 486 patients (44.4%) with BCG-
unresponsive high-risk NMIBC with CIS [79% males, median
age 66 years (IQR: 60, 75)] received subsequent therapy.

Intravesical chemotherapy 217 (45%)

121 (25%) 1-year recurrence/progression

free rate: 32.0% (26.1% - 39.1%)

The most frequently administered subsequent therapy post e e

BCG failure was intravesical chemotherapy, accounting for
45% of cases (Table 1). Single agent chemotherapy was
most common, with the distribution of agents changing over
time (Table 2).

Median time from recurrence/progression of CIS to
subsequent treatment initiation was 91 days (IQR: 41, 346).
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Systemic immunotherapy 22 (4%)
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Table 2: Distribution of Intravesical Chemotherapy Median time to recurrence or progression:

174 days [139, 196]
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N = 23,280 (total N=217)

Single-agent intravesical chemotherapy remains the main treatment
utilized for the treatment of BCG-unresponsive HR-NMIBC, with limited
outcomes. There remains a high unmet need for novel therapies in this
setting.

Recurrence/
progression 100%

43 (434%) free rate

Received 2 7 doses of BCG
Mitomycin 112 (51.6%)
N=11,116

Valrubicin 46 (21.2%) 13 (13.1%)

Conclusions

. . . Recurred with CIS within 12 months
Single agent intravesical chemotherapy was the most common subsequent

treatment for HR-NMIBC patients with CIS who were unresponsive to BCG
and experienced a recurrence/progression.

Gemcitabine 32 (14.7%) 23 (23.2%)

N =1094 Time to recurrence / progression

Among patients receiving intravesical chemotherapy (n=217):

Docetaxel/Gemcitabine 16 (7.4%) 13 (13.1%)

BCG re-treatment and combination chemotherapy with Gemcitabine + 68 g / hin 12 h
i e P i i o experienced recurrence / progression within 12 months

Docetaxel appear to have limited utilization in this setting. S =ilyearfollowtUp after CIS recUrrence °. P . prog -

e Median timeto recurrence / progression was 174 days [IQR:

4 (4%) 139, 196] (Figure 3)

Docetaxel 7 (3.2%)

Outcomes of patients receiving intravesical chemotherapy after BCG
failure are limited, with a majority experiencing a recurrence within 1 year
of diagnosis.

N= 1039

Epirubicin 1 (0.5%) 0 (0%) This highlights the limited effectiveness of current treatments for

Received subsequent NMIBC treatment post BCG failure BCG unresponsive HR-NMIBC patients with CIS.
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