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Background: The study aims to generate real-world evidence on treatment paƩerns, outcomes, and adverse 
events (AEs) related to erdafiƟnib, a pan-fibroblast growth factor receptor (FGFR) inhibitor, in rouƟne clinical 
pracƟce. ErdafiƟnib demonstrated superior efficacy over standard chemotherapy in previously treated paƟents 
with FGFR2/3-altered metastaƟc urothelial carcinoma (mUC), but data are limited outside clinical trials. 
Methods: This is a retrospecƟve, mulƟcenter, observaƟonal study conducted across 13 Italian centers. Survival 
outcomes were esƟmated using the Kaplan–Meier method.  
Results: Thirty-one paƟents treated with erdafiƟnib between 2017 and 2025 were analyzed. Median age was 
67 years (IQR 62.5–73). The primary site was the bladder in 18 (58.1%) paƟents. Twenty (64.5%) paƟents had 
de novo mUC. Thirty (98.6%) and 26 (83.9%) paƟents received prior plaƟnum-based chemotherapy and an 
immune checkpoint inhibitor, achieving an overall response rate (ORR) in 51.6% and 12.9% of cases, 
respecƟvely. Hyperphosphatemia occurred in 21 (67.7%) paƟents, ocular AEs in 15 (53.6%), and nail-related 
AEs in 16 (53.3%). Median progression-free survival (mPFS) was 6.4 months [95% CI, 4.4–13.8] and median 
overall survival (mOS) was 12.5 months [95% CI, 8.5–NR], with a median follow-up of 24.1 months [95% CI, 
8.7–NR]. PaƟents experiencing AEs had improved mPFS and mOS (Table 1). Of 22 paƟents who progressed to 
erdafiƟnib, 5 received subsequent enfortumab vedoƟn (EV), while one received EV before erdafiƟnib. At 
progression to erdafiƟnib, mOS was 25.7 months [95% CI, 10.4–NR] with EV and 25 months [95% CI, 8.5–NR] 
with other treatment.  

Table 1. Survival outcomes based on the occurrence of AEs. 

mOS  
months (95% CI) 

mPFS  
months (95% CI) 

Hyperphosphatemia 
Yes 14.1 (8.5, NR) 12.5 (5.3, NR) 
No 12.5 (5.2, NR) 5.5 (4.1, 13.8) 
Ocular AEs 
Yes 14.1 (7.8, NR) 7.8 (4.4, NR) 
No 9.7 (5.8, NR) 5.5 (3.3, NR) 
Nail AEs 
Yes 16.0 (10.4, NR) 7.8 (5.5, NR) 
No 8.5 (4.4, NR) 4.4 (2.2, NR) 

Conclusions: survival outcomes with erdafiƟnib are at least comparable to those of EV aŌer plaƟnum 
chemotherapy and immunotherapy. AEs occurrence with erdafiƟnib could be associated with improved mOS 
and mPFS. Further invesƟgaƟon is needed.  
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