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Grade ≥3 TRAE rate is 6.3%

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%

No deterioration of the quality of life

Intravesical

Unexpensive

Would you like to have this drug in your practice?
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BCG

Shore ND, Guerrero-Ramos F, Nat Med 2025
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Current clinical research landscape

Guerrero-Ramos F, Eur Urol Oncol 2024
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Atezolizumab + BCG is NOT better than BCG alone

Rouprêt M, Ann Oncol 2026
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What about sasanlimab + BCG?

Shore ND, Guerrero-Ramos F, Nat Med 2025

EFS benefit = 7.3%
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Then, let’s see durvalumab

De Santis M, Guerrero-Ramos F, Lancet 2025

DFS benefit = 4.4%

18.4% within 2 years
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Recurrence after BCG…

Chang SS, J Urol 2026

IS NO LONGER EQUAL TO IMMEDIATE RC!!!
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Recurrence after BCG… FDA approvals (CIS)

fda.gov

2024

2022

2020 CRR 41%

CRR 53.4%

CRR 71%

2025 CRR 82.4%
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Recurrence after BCG… FDA approvals (CIS)

Balar AV, Lancet Oncol 2021; Boorjian SA, Lancet Oncol 2021; Chamie K, NEJM Evid 2022; Daneshmand S, Guerrero-Ramos F, J Clin Oncol 2025

2024

2022

2020 CRR 41%

CRR 53.4%

CRR 71%

2025 CRR 82.4%

AMONG RESPONDERS… OVERALL

Agent, mFU (mo) 12 mo DoR Median DoR (months) Cystectomy rate Upstaging to ≥MIBC

Pembrolizumab (36.4) 46% 16.2 49% 12%

Nadofaragene (20) 24.3% 9.7 26% 12.5%

BCG + N-803 (23.9) 61.6% 26.6 15.6% N/R

TAR-200 (20.2) 56.2% 25.8 21.2% 8.2%
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Recurrence after BCG… FDA approvals (CIS)

2024

2022

2020 CRR 41%

CRR 53.4%

CRR 71%

2025 CRR 82.4%

Grade ≥3 TRAEs (for IVES therapies):

• Nadofaragene firadenovec = 4%

• Gem iDRS (TAR-200) = 12.9%

• BCG + N-803 = 23%

Balar AV, Lancet Oncol 2021; Boorjian SA, Lancet Oncol 2021; Chamie K, NEJM Evid 2022; Daneshmand S, Guerrero-Ramos F, J Clin Oncol 2025
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High efficacy of intravesical for papillary-only

Dinney CP, EAU 2024; Chamie K, NEJM Evid 2022
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High efficacy of intravesical for papillary-only

Dinney CP, EAU 2024; Chamie K, NEJM Evid 2022; Daneshmand S, Guerrero-Ramos F, SUO 2025; Vilaseca A, Guerrero-Ramos F, EAU 2026
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We DO need BCG maintenance

Shore ND, Guerrero-Ramos F, Nat Med 2025
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We DO need BCG maintenance, and this is not new

Lamm DL, J Urol 2000; Malmström PU, Eur Urol 2009
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BCG currently performs much better than we thought

Matulay JT, J Urol 2021
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Overall survival

Shore ND, Guerrero-Ramos F, Nat Med 2025; De Santis M, Guerrero-Ramos F, Lancet 2025; Roupret M, ESMO 2025
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Economical burden

• INDIVIDUAL cost for intravesical therapies in BCG unresponsive disease 
is higher than BCG + IO for BCG naïve HR-NMIBC

• HOWEVER, a scarce number of patients will need these therapies, 
given the low rates of BCG unresponsiveness with BCG alone

• THEREFORE: overall lower cost for BCG alone in HR-NMIBC (followed 
by rescue therapies if needed)
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Economical burden… and logistics

Bedke J, Guerrero-Ramos F, Urol Oncol 2023
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IO treatments NOT ready for prime time in BCG naïve NMIBC

• Modest efficacy benefit with the addition of systemic ICIs

– One negative trial, two positive trials

– Avoiding mainly HG recurrences…

– …at the expense of relevant toxicity

• BCG maintenance schedule is the key

– Modern data exceed historical benchmarks

• HG recurrence ≠ radical cystectomy anymore

– IVES therapies for BCG unresponsive are effective and safe

• BCG is unexpensive and easy to deliver (no logistic challenges)
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NNT ≃ 14-20
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NNH ≃ 3-5
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• BCG maintenance schedule is the key

– Modern data exceed historical benchmarks

• HG recurrence ≠ radical cystectomy anymore

– IVES therapies for BCG unresponsive are effective and safe

• BCG is unexpensive and easy to deliver (no logistic challenges)

5-7% EFS/DFS benefit

VS

20-30% grade ≥3 TRAEs

NNT ≃ 14-20

&

NNH ≃ 3-5

BCG is a MUST in NMIBC…

M: maintenance achieves excellent efficacy

U: unexpensive therapy

S: second line effective therapies

T: tolerable safety profile

…until we find those patients who really benefit

from the combination



¡GRACIAS!

felixguerrero@gmail.com
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