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 FGFR alterations are observed in approximately 20% of advanced or metastatic urothelial cancers and in 
approximately 36% of upper tract urothelial cancers and may function as oncogenic drivers.

 FGFR3 mutations and fusions are early events in the oncogenesis of urothelial carcinoma. 

 The testing of samples from the primary tumour should be sufficient to detect FGFR3 alterations. But occasional 
discordant results in metachronous disease has been described. 

Noeraparast M, et al. Cancer Commun (Lond). 2024 Oct;44(10):1189-1208.
Guercio BJ, et al. Clin Cancer Res. 2023 Nov 14;29(22):4586–4595. 

WHAT REPRESENTS THE FGFR-alt DISEASE IN mUC



THE DATA -> THOR TRIAL (NCT03390504)

Prior anti-PD(L)1
≥ 65y: 56% vs 65%

Female: 28%
ECOG 2: 10%

UTUC: 30% vs 36%
FGFRmut: 80%
Visceral: 74%

2prior lines: 66% vs 75%

Cohort 1

Cohort 2

≥ 65y: 61%
Female: 19% vs 25% 

ECOG 2: 6%
UTUC: 24%

FGFRmut: 81%
Visceral: 67% vs 75%

2prior lines: 2.3% vs 0%

Loriot Y, et al. N Engl J Med. 2023 Nov 23;389(21):1961-1971; 
Siefker-Radtke AO, et al. Ann Oncol 2024 Jan;35(1):107-117.
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OVERALL SURVIVAL

PROGRESSION FREE SURVIVAL ORR

THE DATA -> THOR TRIAL (NCT03390504)



O Siefker-Radtke A, et al. Eur Urol Open Sci. 2023 Feb 16:50:1-9.

SAFETY DATA

45.9% AE G≥3
8.1% discontinuation



RWE

Jiang CY, et al. Oncologist. 2025 Nov 11;30(11).

PROGRESSION FREE SURVIVAL

UNITE Trial

EV → Erda (15) Erda → EV (24)

Age 74 66

Visceral M1 80% 58%

ECOG 0-1 92% 67%

Basal NPT 20% 42%

Prior 1L or 2L 53%/33% 37%/46%



RWE

Jiang CY, et al. Oncologist. 2025 Nov 11;30(11).

Systematic review and M-A



Puente J, et al. Clin Transl Oncol. 2025 May;27(5):2232-2240.

Spain 2015 - 2020

Not to miss a targeted
drug
OR

What happens during
EV?



There is currently no clear evidence regarding the optimal sequencing of erdafitinib and EV in patients with 
FGFR3/2 alterations progressing after platinum-based chemotherapy and a CPI. But the drug that is targeting 

FGFR3/2 is erdafitinib. 

- FGFR altered-tumor patients who have one additional treatment option, and we should not miss the 
opportunity for them to receive both erdafitinib and EV; consider patient profile & availability of FGFR 
assessment. 

- The challenge is how subsequent lines of treatment are often lost.

- Erdafitinib allows switching to an oral treatment, avoiding the need for visits to the day hospital and 
potentially improving time toxicity.

- Oral treatment does not mean better tolerability; adequate treatment related adverse events management 
is required. 

ERDAFITINIB


