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Attacking Bladder Cancer 
for a Better Tomorrow





Investment Summary
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Comprehensive Programs in High-Risk and Intermediate-Risk NMIBC 
Addressing a Multi-Billion Dollar Market Opportunity

COMPOUND/INDICATION PHASE 1 PHASE 2 PHASE 3 ANTICIPATED MILESTONES

BCG-Unresponsive, High-Risk NMIBC (BOND-003)

BCG-Unresponsive, High-Risk NMIBC (CORE-001)

Intermediate-Risk NMIBC (PIVOT-006)

High Risk, BCG-Naïve NMIBC (CORE-007)

High-Risk NMIBC (CORE-008)1

BOND-003 Cohort C
pivotal data in 2H’24

CORE-001 24-month
data at ASCO 2024

PIVOT-006 active recruitment; 
complete enrollment in 1H’26

Initiate CORE-008 in 2H’24
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Executive
Leadership Team



Attacking Bladder Cancer 
for a Better Tomorrow
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Bladder Cancer is a Significant Unmet Medical Need
Well Positioned for Innovation and Disruption
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|   10Kamat et al, JCO, 2016; Lerner et al, Bladder Cancer, 2016; FDA Guidance Document, 2018.
Note: FDA guidance is not binding and the FDA has not yet provided the Company with formal advice regarding potential registrational programs.

FDA Guidance on BCG-Unresponsive NMIBC De-Risks 
Development & Regulatory Pathway to BLA Approval
Single-arm trials with complete response rate as primary endpoint in the 
context of duration of response may be appropriate for a full approval.

BCG-unresponsive disease defined as either:
• Persistent or recurrent CIS alone or with recurrent Ta/T1 disease within 

12 months of adequate BCG therapy
• Recurrent high-grade Ta/T1 disease within 6 months of completion of 

adequate BCG therapy, or
• T1 high-grade disease following a BCG induction course.

Adequate BCG therapy is defined as at least 5 doses of induction course 
plus at least 2 doses of maintenance therapy, or at least 5 doses of induction 
plus at least 2 doses of second induction.

– 2018 FDA Guidance for BCG-Unresponsive NMIBC
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Cretostimogene Selectively Targets Rb-E2F 
Pathway Defective Cancers

o

o

Cretostimogene grenadenorepvec   
in Normal Cells

Cretostimogene grenadenorepvec 
in Tumor Cells
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GAG Layer Tumor

Standard 
Catheter

Cretostimogene

Cretostimogene is Intravesically Administered into the Bladder, Similar to
Standard-of-Care BCG Therapy Which Urology Practices Perform Regularly 

β



Ease of Delivery and Administration for Patients, Physicians, 
and Practice Providers



Our Goal is to Establish Cretostimogene as Backbone Therapy for
High-Risk and Intermediate-Risk NMIBC Patients



Phase 3 Cretostimogene Monotherapy for
BCG-Unresponsive, High-Risk NMIBC (NCT04452591)
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Patient Demographics & Baseline Characteristics

Gender

Age (Years)

Age (Categories)

BCG History:
Number of Prior Instillations

High-Risk NMIBC T-Stage
at Study Entry

▪

o

o

o

▪

o
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Cretostimogene Monotherapy Results in Cohort C:
Largest Dataset in BCG-Unresponsive, High-Risk NMIBC
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AUA 2024: Updated Results from BOND-003 Cohort C
Cretostimogene Monotherapy for BCG-Unresponsive, High-Risk NMIBC



Cretostimogene Has Been Generally Well-Tolerated
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▪
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▪



3 All patients required to undergo mandatory, 

systematic bladder mapping of 5 locations, biopsy of the prostatic urethra, and upper tract imaging to confirm CR.

Phase 2 Cretostimogene + Pembrolizumab for
BCG-Unresponsive, High-Risk NMIBC CIS (NCT04387461)
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CR at 12-months
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Cretostimogene Combo with Pembrolizumab:
Potential Class-Leading Response



Favorable Safety Profile with No Overlapping or Synergistic 
Toxicity in Combination of Cretostimogene and Pembrolizumab

▪

▪

▪

▪
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Pioneering Class-Leading Oncolytic Immunotherapy with Differentiated 
Clinical Profile Against Approved and Investigational NMIBC Agents1

Trial BOND-003 CORE-001 QUILT 3.032 NCT02773849 KEYNOTE-057 SunRISe-1 LEGEND

Intervention

Mechanism

RoA

Stage

Sample Size

CR at Any 
Time

CR at 12 Mo

CR at 24 Mo

DoR ≥ 12 Mo
(Non-KM)

DoR ≥ 12 Mo
(KM Estimate)

Safety Profile



Phase 3 Adjuvant Cretostimogene Following TURBT Versus 
Surveillance Following TURBT for Intermediate-Risk NMIBC 
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RFS Rate
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CG Oncology Highlights
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CG Oncology Inc.
400 Spectrum Center Dr
Suite  #2040
Irvine, CA 92618

Information@cgoncology.com

MediaRelations@cgoncology.com
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