
BCG monotherapy is here to stay
Dr. José Luis Domínguez Escrig, 
Servicio de Urología. Fundación I.V.O., Valencia.
Servicio de Urología. Hospital ASCIRES, Valencia.



…EVIDENCE 

       Trial Participation
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… Impact on recurrence
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                                                                                                                                                                               25 trials        n= 4767 patients. 
                                                                                                                                                         Recurrence BCG 40.5%  vs. 49.7% non-
BCG 

  OR 0.61, 95% CI 0.46 to 0.80, P=0.0001



Eur Urol. 2009 Aug;56(2):247-56.

9 Trials
n= 2820 
Follow-up 4.4 yr
43% recurred. 



Eur Urol. 2009 Aug;56(2):247-56.

Overall, there was no difference in the time to first recurrence (p = 0.09) between BCG and MMC. 
With BCG maintenance, a 32% reduction in risk of recurrence on BCG compared to MMC was found (p<0.0001), 
Without BCG maintenance, a 28% risk increase ( p = 0.006) for BCG compared to MMC.

32%
p<0.0001 

28%
p=0.006 
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RCT     n=250 

DFS 
62% in Epi+Intα2b vs. 73% in BCG (p= 0.065)

At 24 mo:
Significant difference in favour of BCG 
(p=0.012) regarding recurrence.

No diff. in terms of progression. 

Superiority of BCG mainly in those with 
concomitant CIS. 



Investig Clin Urol. 2020 Jul;61(4):349-354

Time to recurrence: BCG may reduce the time to recurrence compared to MMC (HR 0.88, 95% CI 0.71 to 1.09; 
participants = 2616, studies= 11, 1273 participants in the BCG arm and 1343 in the MMC arm; low-certainty 
evidence). This corresponds to 41 fewer recurrences (104 fewer to 29 more) with BCG at five years.



…Impact on progression
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Recurrence Progression

RCT   
n= 837   323 HR  + 497 IR
Follow-up 9.2 yr
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Time to progression: BCG may make little or no diference on time to progression compared to MMC (HR 0.96, 95% CI 
0.73 to 1.26; participants = 1622, studies = 6; 804 participants in the BCG arm and 818 in the MMC arm; low-certainty 
evidence). This corresponds to four fewer progressions (29 fewer to 27 more) with BCG at five years.



… toxicity 
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… alternatives ? 
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…Gracias 


