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Background 

4646 - Adjuvant Nivolumab in High-Risk Muscle-Invasive Urothelial Carcinoma:
Real-World Evidence from the PrInCIS-NIADY Study of the Spanish Oncology Genitourinary Group (SOGUG)

Aim

 Adjuvant nivolumab significantly improved disease-free
survival (DFS) in patients (pts) with high-risk muscle-
invasive urothelial carcinoma (MIUC) after radical
surgery in the phase III CheckMate-274 trial.
(DF. Bajorin et al. N Engl J Med: 2021;384;2102-14)

 Based on these results, since august 2023, the Spanish
National Health System reimburses postoperative
nivolumab in high-risk, positive programmed death
ligand 1 (PDL1) MIUC.

Methods  

 To assess the effectiveness and safety of adjuvant
nivolumab in real-world clinical practice after its
approval in Spain

 PrInCIS: Nationwide multicentre, non-interventional
epidemiological study with retrospective patient
inclusion and prospective follow-up.

 The NIADY cohort included pts. with high-risk PDL1+
MIUC treated with adjuvant nivolumab in routine
practice across 65 hospitals in 16 Spanish regions.

 Baseline characteristics, treatment patterns, safety, and
outcomes were analysed and compared against
CheckMate-274.

Results 

Conclusion
 With a median follow-up of 13 months, our real-world data validates the results of the pivotal trial with a manegeable

safety profile despite an older population.
 The PrInCIS-NIADY study reinforces the role of adjuvant nivolumab in daily clinical practice for high-risk MIUC as defined in

the Checkmate-274 trial.

DFS. Patients with PDL1 ≥ 1%: CHECKMATE 274  vs NIADY 

CHECKMATE 274 NIADY

PS: Performance Status. LVI: Lymphovascular invasion. ChT: 
Chemotherapy. DFS: Disease Free Survival. OS: Overal Survival. 
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