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J.A. Witjes et al. EAU Guidelines on muscle-invasive and metastatic bladder cancer. Update March 2023

M. Rouprêt et al. EAU Guidelines on UTUC. Update March 2023

Urothelial Carcinoma

5 Year - SurvivalIncidence at diagnosis



Risk groups stratification

P. Gontero et al. NMIBC EAU Guidelines, Update March 2024 

Clinical risk factors: 
•  age > 70
• multiple papillary 

tumours
• tumour diameter > 3 cm. 



Cumulative incidence curves depicting HG recurrence (A) and progression (B) according to the 

EAU 2021 risk categories of the 1918 patients with NMIBC from six European tertiary referral 

centres treated with TURBT between 2015 and 2022.

Longoni M et al. BJU Int. 2025 Nov;136(5):826-834



✓ T1G3

▪ 1 Yr disease progression rate of 11,4%

▪ 5 Yrs disease progression rate of 19,8%

▪ 1 Yr disease specific death rate of 4,8 %

▪ 5 Yrs disease specific death rate of 11,3%

Cambier S, et al.. Eur Urol. 2016 Jan;69(1):60-9.

EORTC Nomograms and Risk Groups for Predicting Recurrence, Progression, 

and Disease-specific and Overall Survival in Non-Muscle-invasive Stage Ta-T1 

Urothelial Bladder Cancer Patients Treated with 1-3 Years of Maintenance Bacillus 

Calmette-Guérin



Rationale for adding IO to BCG

PD-L1 Expression in High-Risk Non-

Muscle-Invasive Bladder Cancer Is 

Influenced by Intravesical Bacillus 
Calmette–Guérin (BCG) Therapy

Maas M e al. Cancers 2024



Available Intensification Trials in HR NMIBC

Shore N et al. Nat Med 2025. Roupret M et al. Ann Oncol 2026. De Santis M et al. Lancet 2025



Available Intensification trials in HR NMIBC

Shore N et al. Nat Med 2025. Roupret M et al. Ann Oncol 2026. De Santis M et al. Lancet 2025



1. Validity of the control arm 

Time to recurrence in  all patients (ITT analysis)

Grimm MO. Et al.  Nimbus Trial. Eur Urol. 2020 Nov;78(5):690-698

Treatment of High-grade Non–muscle-invasive 
Bladder Carcinoma by Standard Number and 
Dose of BCG Instillations Versus Reduced 
Number and Standard Dose of BCG 
Instillations



2. Events Contributing to EFS/DFS benefit : Clinically valid ?

Shore N et al. Nat Med 2025. De Santis M et al. Lancet 2025



Impact of Recurrence Events in HR NMIBC

▪ Acces to BCG-Unresponsive Treatments

✓ Gem/Doce

✓ Nadofaragene Firadenovec (Adstiladrin)

✓ NAI + BCG (Anktiva)

✓ TAR-200

✓ Pembrolizumab

▪ More Procedures

✓ TURBT

✓ Cystectomy

✓ Q3monthly cystoscopy

▪ Urinary Symptoms

▪ Cost



3. Importance of BCG maintenance 

Shore N et al. Nat Med 2025. De Santis M et al. Lancet 2025



4. Intensification by IO does not impact negatively OS

Shore N et al. Nat Med 2025. De Santis M et al. Lancet 2025



5. Impact of Advers Events

Shore N et al. Nat Med 2025. Roupret M et al. Ann Oncol 2026. De Santis M et al. Lancet 2025



6. Selection of Best Candidates

ALBANPOTOMAC

Roupret M et al. Ann Oncol 2026. De Santis M et al. Lancet 2025



Exploratory Analysis of Very High-Risk population – CREST Study

Presented by E. Xylinas at EMUC 2025



Conclusions

▪ 3 phase III RCT well designed, fully accrued, correct follow-up

▪ CREST and POTOMOC are two positive trials

✓ EFS/DFS benefit

✓ « Higher risk » population – 58% T1

✓ Relevant BCG control arm duration of 2y maintenance

▪ ALBAN is negative trial

✓ No EFS benefit

✓ « Lower Risk » population – 39 % T1

✓ Truncated BCG control arm duration of only 1y maintenance

✓ EFS included low grade recurennce



Share Decision Making for adding IO to BCG in HR NMIBC 

Cost

Toxicity

Accessibility

DFS/EFS benefit 
in HR or VHR 

NMIBC (Level 1 
evidence )
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