
Patients in Safety Dataset N=56 %

Gender

Male 44 78.6

Female 12 21.4

Age (Years)

Median (Range) 74.0 (45-87)

Age (Categories)

< 65 13 23.2

≥ 65 and < 75 18 32.1

≥75 25 44.6

HR NMIBC T-Stage at Study Entry

HG Ta 33 58.9

HG T1 23 41.1

BCG History: No. of Prior Instillations

Median (Range) 9.0 (5 – 21)
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BACKGROUND
• BCG-UR papillary-only population comprises the majority of BCG-UR NMIBC patients 1

• US FDA approved treatments for high-risk (HR) BCG-unresponsive non-muscle invasive bladder 

cancer (NMIBC) with carcinoma in situ (CIS) exist2

• Additional bladder-sparing therapies are needed, especially for the BCG-Unresponsive HG Ta/T1 

population3 

• Cretostimogene grenadenorepvec is an oncolytic immunotherapy with dual mechanisms of action; it 

selectively replicates in and lyses cancer cells while amplifying the immune response against 

bladder tumors

• BOND-003 Cohort P evaluates cretostimogene in patients with HR BCG-UR with HG Ta/T1 

(papillary-only)

• Enrolled patients with HG Ta/T1 without CIS

• BCG-Unresponsive defined as recurrent HG Ta/T1 within 6 months of last adequate BCG dose per 

FDA guidance

• HG T1 after single BCG induction course may be eligible

• Response assessments include cystoscopy (biopsy as indicated) & cytology every 3 months for first 

2 years and every 6 months starting Year 3

METHODS

RESULTS

• At median follow-up 6 months, 51 patients are efficacy evaluable 

• Strong responses with 95.7%, 84.6%, and 80.4% HG-EFS at 3, 6, and 9 Months, respectively 

• Consistent and high HG-EFS:

• HG Ta: (92.8% (3 mo); 75.9% (6 mo); 75.9% (9 mo)

• HG T1: (100% (3 mo); 100% (6 mo); 87.5% (9 mo)

• Total 8 patients received re-induction

• No patients underwent RC and no progression to MIBC

Baseline characteristics

Kaplan-Meier Estimate for HG-EFS

Abbreviations: BCG: Bacillus Calmette-Guerin; CIS: carcinoma in situ; CR: complete response; EFS: event-free survival; 

HG: high-grade; HR: high-risk; MIBC: muscle-invasive bladder cancer; NMIBC: non-muscle invasive bladder cancer; RC: radical 

cystectomy; TRAE: treatment-related adverse event; UR: unresponsive
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BCG-UR Papillary-Only NMIBC

Consistent, High HG-EFS

Well-Tolerated Safety Profile

Long-Term Treatment Ongoing

• 0% Grade ≥ 3 TRAEs, serious TRAE, deaths 

• No dose delays, missed doses or discontinuations due to TRAEs

• 98.2% of patients received all protocol-defined treatments

Safety Profile

CONCLUSIONS
• Results demonstrate intravesical cretostimogene’s consistent efficacy and well-tolerated safety 

profile for patients with HR BCG-unresponsive NMIBC with HG Ta/T1

• Mature data with longer term follow-up will build upon these promising findings and will inform 

future treatment approaches with cretostimogene
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• Multi-national, single arm trial
• Patients with pathologically confirmed BCG-UR HG Ta/T1 

without CIS
• Primary endpoint: HG-EFS
• Strong responses with 95.7%, 84.6%, and 80.4% HG-EFS at 

3, 6, and 9 months, respectively
•  Consistent and high HG-EFS

HG-Ta: 
• 92.8% (3 mo)
• 75.9% (6 mo)
• 75.9% (9 mo)

HG-T1: 
• 100% (3 mo)
• 100% (6 mo)
• 87.5% (9 mo)

• 0% Grade ≥ 3 TRAEs, serious TRAE, deaths 
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