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BACKGROUND

• Cretostimogene is a conditionally replicating, 
intravesically delivered adenovirus

• Oncolytic immunotherapy: Cretostimogene is 
engineered to selectively replicate and lyse Rb-altered 
bladder cancer cells and produce GM-CSF, stimulating 
the immune system via a dual mode of action

• In High Risk NMIBC, cretostimogene shows Complete 
Response rates between 46-85% 1-4

• In Intermediate Risk NMIBC, Guidelines recommend 
intravesical therapy or observation, yet recurrence rates 
are high, 30-60% 5,6
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Study Administration Schedule

In Tumor Cells

STUDY DESIGN

• Eligible participants with Intermediate Risk NMIBC by 
American Urologic Association Risk Criteria

• ECOG 0-2, Randomized 1:1, up to 426 patients. Option 
for crossover to treatment, if recurrence in 
Observation arm.

• Stratified by perioperative chemotherapy and tumor 
grade; 1° endpoint Recurrence Free Survival 

• Robust patient reported outcomes and biomarkers
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What is Cretostimogene Grenadenorepvec? 

• Conditionally replicating adenovirus
oHighly immunogenic
o Encodes GM-CSF
o Insertion of human E2F-1 promoter

• Binds to Coxsackie Adenovirus Receptor (CAR)
oRobust expression in all stages of bladder cancer

• Viral replication results in tumor lysis in Rb-altered cells
oOncolytic immunotherapy, dual mode of action

CG Oncology proprietary illustration. 
Sachs, et al. Urology; 2002 
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3 Mossanen, et al. World J Urol; 2019
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All BC NMIBC (75%) 

High-Risk
~40%

Low-Risk
~30%

Intermediate-Risk
~30%

NMIBC
Risk Stratification

NMIBC Prevalence
in U.S. 1

Significant Unmet Need with High Prevalence of Intermediate-
Risk NMIBC in the U.S.

Intermediate Risk NMIBC
• High Recurrence; 50-70%2

• Low Progression; < 5% 2

• Common2

• Costly3

• Chronic4

• Risk of Anesthesia, 
Surgery5

Robert S. Svatek, MD, MSCI



4

Robert S. Svatek, MD, MSCI



5

Robert S. Svatek, MD, MSCI



6

Robert S. Svatek, MD, MSCI



7

Robert S. Svatek, MD, MSCI


	ASCO_GU24 PIVOT 6 Poster Svatek final
	Slide Number 1

	ASCO-GU24 PIVOT 6-PPT-Svatek final
	PIVOT-006:  A Phase 3, Randomized Study of Adjuvant Cretostimogene Grenadenorepvec versus Observation for the Treatment of �Intermediate Risk NMIBC Following TURBT�Abstract TPS715
	What is Cretostimogene Grenadenorepvec? �
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7


