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BCG since 1976, but why? 

Efficacy Tolerable Manageable toxicity

Intravesical Unexpensive

Morales et al. J Urol, 1976



Current research landscape in HR NMIBC

Guerrero-Ramos F, Eur Urol Oncol 2024



ALBAN (Atezolizumab + BCG) 

Roupret M, Ann Oncol 2026

No difference in EFS 



CREST (Sasanlimab + BCG) 

Shore ND, Nat Med 2025

EFS benefit 7.3% 



POTOMAC (Durvalumab + BCG)

DFS benefit 4.4% 

De Santis M, Lancet 2025



Subgroups: CIS

Shore ND,  Nat Med 2025; De Santis M, Lancet 2025



Subgroups: Very high risk 

Shore ND,  Nat Med 2025; De Santis M, Lancet 2025

Higher risk papillary disease was defined as T1G3/T1HG, or
multiple AND recurrent AND tumor diameter ≥3 cm.



Pivotal studies for IO in BCG naïve 

POTOMAC

CREST

ALBAN
Atezolizumab + BCG (i+m)

vs
BCG (i+m) 12mo

No benefit in EFS

Arm A: EFS benefit 7.3%

Arm B: No benefit in EFS

Sasanlimab + BCG (i+m)
vs

Sasanlimab + BCG (i) 
vs

BCG (i+m) 24mo

Durvalumab + BCG (i+m)
vs

Durvalumab + BCG (i)
vs

BCG (i+m) 24mo

Arm A: DFS benefit 4.4%

Arm B: No benefit in DFS

Shore ND, Nat Med 2025; De Santis M, Lancet 2025; Rouprêt M, Ann Oncol 2025
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Roupret M, Ann Oncol 2026
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Shore ND, Nat Med 2025



POTOMAC (Durvalumab + BCG)

De Santis M, Lancet 2025
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POTOMAC

CREST

ALBAN
Atezolizumab + BCG (i+m)

vs
BCG (i+m) 12mo

No benefit in EFS

Arm A: EFS benefit 7.3%

Arm B: No benefit in EFS
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Shore ND, Nat Med 2025; De Santis M, Lancet 2025; Rouprêt M, Ann Oncol 2025

Arm A: G ≥3 TRAEs 30% 

Arm C: G ≥3 TRAEs 2% 

Arm A: G ≥3 TRAEs 21%
 

Arm C: G ≥3 TRAEs 4% 

Arm A: G ≥3 TRAEs 23%
 

Arm B: G ≥3 TRAEs 9% 

5-7% EFS/DFS benfit 
Vs

20-30% Grade ≥3 TRAEs 

NNT ≃ 14-20
&

NNH ≃ 3-5

Regulatory conflict



How did BCG do in this studies?
 75% EFS at 36 months 

15% high risk recurrences at 36 months

6% progression to MIBC at 36 months 

85 % complete response rate for CIS 

6.3 % Grade ≥3 TRAE rate 

No deterioration of quality of life 

Shore ND, Nat Med 2025



It no longer equates to an immediate cystectomy 

Recurrence after BCG

Chang SS, J Urol 2026



FDA approvals for CIS BCG unresponsive

2024

2022

2021
CRR 41% 

DoR 12mo 46% 

CRR 53.4% 
 DoR 12mo 24.3%

CRR 71% 
DoR 12mo 61.6%

Balar AV, Lancet Oncol 2021; Boorjian SA, Lancet Oncol 2021; Chamie K, NEJM Evid 2022; Guerrero-Ramos F, Eur Urol Oncol 2024; Daneshmand S, J Clin Oncol 2025

2025 CR 82.4%
DoR 12mo 56.2%

Cystectomy 49% 
MIBC 12% 

Cystectomy 26% 
MIBC 12.5% 

Cystectomy 15.6%
MIBC N/R 

Cystectomy 21.2%
MIBC 8.2% 



Papillary only disease

Dinney CP, EAU 2024; Chamie K, NEJM Evid 2022; Daneshmand S, SUO 2025; Vilaseca A, EAU 2026



Maintenance, key to success 

Malmström PU. Eur Urol. 2009



 Durvalumab:           13.200$ each dose

 Sasanlimab:              24.225$ each 
dose

 Astiladrin:                60.000$ each 
dose

 Anktiva:                     35.800$ each 
dose

 Inlexzo:                       67.407$ each 
dose

Cost

 HOWEVER… a low number of patients will need the intravesical new 
treatments given the low rates of BCG unresponsive disease

DD Joyce, J Urol. 2026



Why keeping it intravesical?
• BCG keep proving itself worthy (Be meticulous with maintenance)

• Adding ICIs just gives a modest benefit at the expense of a relevant 
toxicity
 

• The range of intravesical therapies keep growing (Sequencing) 

• Intravesical administration is logisticaly convenient

• BCG is extraordinarily cheap

• It keeps us urologists independent in NMIBC (Manageable toxicity)
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