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Bladder cancer follow-up is still invasive, costly and 
imperfect

BCG problems
 50-60% effectiveness
 Painful & longtime treatment.
 27 Weekly instillations
 New therapy approval AFTER BCG failure

 Highly Invasive
 Expensive.
 Operator skills 

dependent

GOLD STANDARD= CYSTOSCOPY

Bladder cancer social and sanitary challenges

5,500,000 BC suspicious patients
> 600,000 cases per year

GLOBOCAN 2022

Recurrence rate of 70% 

Follow-up of 5 - 10 years (2-4 times per year)

Most expensive cancer disease per patient for the health system



Where can urine biomarkers change 
the patient journey?

BC Patient Journey

Hematuria / 
suspicion 

risk 
stratification 

recurrence / 
progression

 Detection 

 Monitoring 

 Treatment response prediction

The question is not only whether we can detect cancer. The real clinical value is 
where we can help urologists make better decisions



Urine is not a 
surrogate 

sample — it is 
the natural liquid

biopsy for 
bladder cancer

 Direct contact 
with urothelial 
tumors.

 
 Non-invasive, 

repeatable, 
scalable. 

 Suitable for 
longitudinal 
monitoring.

Why urine in bladder cancer?

It is biologically close to the disease and can be repeatedly collected without adding 
burden to patients.





BlaDimiR detects bladder cancer in urine 
with high accuracy 

Suárez-Cabrera et al. 2022. Euro. Urology
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AUC = 0.96AUC = 0.96 AUC = 0.95

Total cohort BC patients Healhy Donors Total AUC= 0.97

Positive 109 2 111 Sensitivity= 92%

Negative 10 22 32 Specificity= 92%

Total 119 24 143 PPV= 98%

NPV= 69%

Total cohort BC patients Urological controls Total AUC= 0.96

Positive 37 6 38 Sensitivity= 93%

Negative 3 36 44 Specificity= 86%

Total 40 42 82 PPV= 86%

NPV= 92%

Incident patients BC patients Urological controls Total AUC= 0.96

Positive 18 3 19 Sensitivity= 95%

Negative 1 18 21 Specificity= 86%

Total 19 21 40 PPV= 86%

NPV= 95%

Prevalent patients BC patients Urological controls Total AUC= 0.95

Positive 19 3 19 Sensitivity= 91%

Negative 2 18 23 Specificity= 86%

Total 21 21 42 PPV= 86%

NPV= 90%

Urine proof-of-concept cohort (cohort 3)

Urine validation cohort (cohort 4)



TURBT → Pre-treatment urine sample → RT-qPCR → BCG response prediction → treatment decision

BlaDimiRplus: moving from treatment 
after failure to treatment stratification

Treatment starts

2-4 weeks

Treatment ends

For at least 1 year

BCG BCG

Response evaluation

TURBT

Pre-TURBT 
samples

Pre-treatment
samples

Validation in urine
(n = 143)



Beyond BCG: urine-based prediction of 
immunotherapy response

Multimodal analysis

Treatment starts

2-4 weeks

Treatment ends

For at least 1 year

BCG BCG

Response evaluation

TURBT

Pre-TURBT 
samples

(N=57)

Pre-treatment
samples
(N=57)



From clinical validation to implementation

Our goal is to make urine-based precision medicine clinically actionable in bladder cancer.

What´s next?



What´s next?

Objective 1: Primary tumor diagnosis

Objective 2: Detection of recurrences

Objective 3: Response prediction to BCG

Prevalence: 10%
Sensitivity: 95%
Specificity: 86%

Prevalence: 25%
Sensitivity: 91%
Specificity: 86%

Prevalence: 40%
Sensitivity: 100%
Specificity : 85%

AECC-Innova BlaDimiR – Clinical trial



What´s next?

Sample collection 
(n = 600 D y S y

 91 BCG)



What´s 
next?



 Urine can provide clinically useful molecular information. 

 BlaDimiR is not just a test; it is not merely a diagnostic tool: it also 
helps guide treatment selection. 

 The platform is designed to integrate into molecular pathology 
laboratories, not to complicate the clinical workflow.

 We are not proposing to replace clinical judgement, but to add a non-invasive 
molecular layer to help urologists decide who needs closer surveillance, who may 
avoid unnecessary procedures, and who is more likely to benefit from each therapy.

Take home message



¡Gracias!


