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KEY TAKEAWAYS
Many patients with HR NMIBC CIS unresponsive to BCG refuse RC, 
highlighting the need for bladder-sparing therapy

In this analysis, no responders to TAR-200 underwent RC, indicating the 
potential benefit of bladder-sparing treatment options for patients with 
HR NMIBC 

TAR-200 was associated with a CR rate of 77% in patients with HR NMIBC 
CIS recurrent after BCG in a preliminary analysis of SR-1 and led to Food 
and Drug Administration Breakthrough Therapy Designation

KEY TAKEAWAYS

BCG, bacillus Calmette–Guérin; CIS, carcinoma in situ; CR, complete response; HR, high risk; NMIBC, non–muscle-invasive bladder cancer; RC, radical cystectomy; SR-1, SunRISe-1.
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CONCLUSIONS

Efficacy and safety data from SR-1 support the ongoing investigation of TAR-
200 in patients with BCG-unresponsive HR NMIBC6

Over 90% of the patients with HR NMIBC CIS recurrent after BCG enrolled in 
Cohort 2 of SR-1 refused RC

The most common reasons for refusal of RC were bladder preservation and 
QoL concerns

A small number of patients in SR-1 were ineligible for RC; medical/surgical 
comorbidities and age were the primary reasons for ineligibility

CONCLUSIONS

BCG, bacillus Calmette–Guérin; CIS, carcinoma in situ; HR, high risk; NMIBC, non–muscle-invasive bladder cancer; QoL, quality of life; RC, radical cystectomy; SR-1, SunRISe-1.
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INTRODUCTION

• Radical cystectomy (RC) is the standard of care for patients with bacillus Calmette–Guérin (BCG)-unresponsive 
high-risk non–muscle-invasive bladder cancer (HR NMIBC)1,2

– RC is often associated with significant morbidity and mortality and negatively impacts quality of life (QoL); many 
patients refuse or are ineligible for RC2

• In a systematic review of 160 real-world studies, less than 20% of patients with HR NMIBC recurrent after BCG 
underwent RC3

• TAR-200, a novel intravesical drug delivery system providing sustained release of gemcitabine within the bladder, is 
currently under investigation in patients with BCG-unresponsive HR NMIBC who are ineligible for or refuse RC in 
the ongoing phase 2b SunRISe-1 (SR-1) study (NCT04640623)4-6

– SR-1 evaluated the safety and efficacy of TAR-200 + cetrelimab (Cohort 1), TAR-200 alone (Cohort 2), and 
cetrelimab alone (Cohort 3); as of protocol amendment 4, patients with papillary disease only (Cohort 4) will be 
enrolled and treated with TAR-200 alone (Figure 1)6

– Results demonstrated a complete response (CR) rate of 76.7% and durable responses in patients with BCG-
unresponsive HR NMIBC treated with TAR-2006

• This presentation reports reasons for refusal of or ineligibility for RC in patients enrolled in Cohort 2 of SR-1

INTRODUCTION
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METHODS

• Refusal of and/or ineligibility for RC was documented in the electronic case report form

METHODS

RC, radical cystectomy.
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FIGURE 1: Study design

METHODS

aPatients with BCG-unresponsive papillary-only HR NMIBC (high-grade Ta, any T1) per protocol amendment 4. bCetrelimab is an anti–PD-17; cetrelimab dosing was through Week 78. cA CR is 
defined as having a negative cystoscopy and negative (including atypical) centrally read urine cytology a or positive cystoscopy with biopsy-proven benign or low-grade NMIBC and negative 
(including atypical) centrally read cytology at any time point. CIS, carcinoma in situ; ECOG PS, Eastern Cooperative Oncology Group performance status; PD-1, programmed cell death protein 1; 
Q3W, every 3 weeks; Q12W, every 12 weeks; R, randomization; y, year.

FIGURE 1
Study design
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RESULTS

• As of August 24, 2023, 54 patients were treated with TAR-200 alone (Table 1)
• The median (range) time from the most recent BCG dose to diagnosis of BCG-unresponsive 

disease was 3 (0-22) months
• Overall, 94.4% of patients refused RC; few (5.6%) were ineligible (Figure 2)
• Across age, sex, and nicotine use, most patients refused RC to preserve the bladder (Figure 3)
• No responders underwent RC as of data cutoff (n=23 of 23)
• Of 7 nonresponders, 1 patient who was a nonresponder at Week 12 went on to receive RC
• TAR-200 monotherapy was associated with an overall CR rate of 76.7% per central 

assessment and 80.0% per investigator assessment6 (Figure 4)
• TAR-200 monotherapy was generally well tolerated; most AEs were grade 1 or 2 and there 

were no deaths6

RESULTS (1/5)

AE, adverse event; BCG, bacillus Calmette–Guérin; CR, complete response; RC, radical cystectomy.
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TABLE 1: Patient characteristics

RESULTS (2/5)

aStages are mutually exclusive. BCG, bacillus Calmette–Guérin; CIS, carcinoma in situ; ECOG PS, Eastern Cooperative Oncology Group performance status.

TABLE 1 
Patient characteristics
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FIGURE 2: Reasons for refusal of and ineligibility for RC

RESULTS (3/5)

QoL, quality of life; RC, radical cystectomy.

FIGURE 2
Reasons for refusal of and ineligibility 
for RC
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FIGURE 3: Reasons for refusal of cystectomy by age, sex, and nicotine status

RESULTS (4/5)

QoL, quality of life.

FIGURE 3
Reasons for refusal of cystectomy by 
age, sex, and nicotine status
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FIGURE 4: CR ratea in patients with HR NMIBC CIS (Cohort 2)6

RESULTS (5/5)

aOverall CR rate is based on CR at any time. bThe efficacy analysis was performed on all treated patients who had active disease at baseline and adequate disease assessment post baseline or 
who had progressed, died due to recurrence of HR disease, or discontinued the study. cA 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. CIS, carcinoma in situ; CR, complete 
response; HR, high risk; NMIBC, non–muscle-invasive bladder cancer.

FIGURE 4
CR ratea in patients with HR NMIBC 
CIS (Cohort 2)6
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