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How does BCG perform?

Matulay JT, J Urol 2021
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How does BCG perform? Very high-risk

Lobo N, Eur Urol Oncol 2022; Subiela JD, Guerrero-Ramos F, Eur Urol Oncol 2024
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Two scenarios



BCG naïve
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Let me show you this new intravesical treatment

At 3 years, 75% of the patients are event-free

At 3 years, 15% of the patients have a HG recurrence

At 3 years, 6% of the patients have a progression

For CIS, the CR rate is 85%

Serious TRAE rate is 1.4%

No deterioration of the quality of life

BCG
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Pivotal trials for BCG naïve HR-NMIBC

Guerrero-Ramos F, Eur Urol Oncol 2024
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CREST trial

Shore N, Guerrero-Ramos F, Nat Med 2025
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CREST trial
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CREST trial

Shore N, Guerrero-Ramos F, Nat Med 2025
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CREST trial

Shore N, Guerrero-Ramos F, Nat Med 2025

Población CIS (± Ta/T1) Población T1 (± CIS)
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CREST trial

Shore N, Guerrero-Ramos F, Nat Med 2025
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CREST trial

Shore N, Guerrero-Ramos F, Nat Med 2025



BCG unresponsive
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CREST trial

10%

90%
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www.fda.gov. Balar AV, Lancet Oncol 2021. Boorjian SA, Lancet Oncol 2021. Chamie K, NEJM Evid 2022. Jacob J, AUA 2025. 
Tyson MD, AUA 2025. Li R, Nat Med 2024. Taylor JA, ASCOGU 2025. Guerrero-Ramos F, Eur Urol Oncol 2024

2024

2022

2020 CRR 41% 3m

CRR 53.4% 3m

CRR 71% AAT

TAR-200
82.4% AAT

CG0070
75.5% 3m

CG0070 + pembrolizumab
82.9% 3m

Detalimogene voraplasmid
67.0% 3m
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• BCG works  BCG will be with us for a long time
 Both alone and in combination with other therapies

• When BCG fails…
 FDA approvals for CIS (one-arm trials)
 90% are papillary-only: no approvals (controlled trials)

• Intravesical approach clearly preferred (safety and efficacy)
• Upcoming challenges:

 Approvals
 Cost
 Logistics
 Sequencing/combining

CONCLUSIONS



¡Gracias!


