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Unmet Need in High-Risk, BCG-Unresponsive 
NMIBC, Papillary-Only
• Bladder cancer is the 9th most common cancer diagnosed globally; 

75% of newly diagnosed cases are NMIBC1,2

• Despite TURBT+ intravesical BCG up to 50% of NMIBC cases recur 
and 20-40% become BCG-unresponsive3

• Guidelines currently recommend radical cystectomy (RC)4-6

• However, patients may be ineligible or refuse RC7

• US FDA has licensed treatments for BCG-UR patients who harbor CIS 

There remains a considerable unmet need for clinically effective and well-tolerated bladder-sparing 
treatment options for the BCG-UR papillary-only NMIBC population 
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What is Cretostimogene Grenadenorepvec?
• Conditionally replicating, highly immunogenic 

adenovirus

• Under regulation of the human E2F-1 promoter

• Selective for RB-E2F pathway alterations 

• Encodes GM-CSF transgene

• Oncolytic immunotherapy with dual MOA

• Viral replication results in tumor lysis

• Stimulation of immune response 

CG Oncology proprietary illustration. Sachs, et al. Urology 2002
Burke, et al J Urol 2012 



Phase 3 Cretostimogene Monotherapy for High-
Risk, BCG-Unresponsive NMIBC, Papillary Only

• HG RFS, LG RFS

• PFS

• Cystectomy free 
survival

• Safety

• Bladder cancer-
specific survival

• All-cause EFS

Additional Endpoints

BCG-Unresponsive NMIBC Cretostimogene
Single-Arm, Open-Label, IVE Administration

Primary Endpoint:
HG Event Free Survival

Study Design / RegimenPopulation

• Enrollment open

• Pathologically confirmed BCG-
unresponsive High-Risk NMIBC 
with HG Ta/T1 (no CIS)

• All Ta/T1 disease resected 
prior to treatment

• Mandatory biopsies at 12-
month assessment

Induction Course:
Weekly x 6

3-yr Maintenance Course:
Weekly x 3 Q3M for Year 1

Weekly x 3 Q6M for Year 2-3 

Second Induction:
Weekly x 6 for non-responders 

NCT04452591

https://clinicaltrials.gov/study/NCT04452591?cond=papillary&term=cretostimogene&rank=1


BOND-003 Cohort P: Trial in Progress 

• First sites opened and patients 
enrolled March 2024

• 35+ sites selected across North 
America and Japan

• Strong, ongoing enrollment 

• Interim results expected at the end 
of 2025



Thank you for your attention!
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