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CONCLUSIONS
•	This large observational study (>1,000 patients), using national healthcare data 

from France, demonstrates the real-world effectiveness of avelumab first-line (1L) 
maintenance treatment in patients with locally advanced or metastatic 
urothelial carcinoma (UC) that has not progressed following 1L chemotherapy

•	 In the overall population, median overall survival (OS) from the start of avelumab 
treatment was 22.1 months (95% CI, 19.6-26.5), and median progression-free 
survival (PFS) was 13.8 months (95% CI, 12.7-15.1)

•	Results were generally consistent with an ambispective study of avelumab 1L 
maintenance treatment in France (AVENANCE) and other real-world studies1,2

•	Overall, these findings further support the use of avelumab 1L maintenance 
treatment in routine clinical practice in patients with locally advanced or 
metastatic UC whose disease has not progressed following 1L platinum-based 
chemotherapy

PLAIN LANGUAGE SUMMARY
•	Based on clinical trial results, avelumab maintenance is a standard treatment 

for people with advanced urothelial cancer
	– Maintenance treatment means treating people whose cancer 
disappeared, shrank, or stopped growing after chemotherapy

•	In this new study, researchers looked at all the people with advanced 
urothelial cancer in France who received avelumab maintenance as part of 
their normal treatment, outside of a clinical trial, during a specific time period

•	On average, people lived for 22 months after starting avelumab maintenance 
treatment, which was similar to previous studies of avelumab

	– On average, people lived for 14 months without their disease getting worse 
after starting avelumab maintenance treatment

•	These findings support the use of avelumab maintenance treatment in people 
with advanced urothelial cancer in France and other countries
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RESULTS
•	 1,090 patients with locally advanced or metastatic UC (stage III/IV) who received ≥1 

dose of avelumab 1L maintenance treatment after 1L chemotherapy during the study 
period were identified (Table 1)

	– Median age was 72 years, 892 patients (82%) were male, and 537 (49%) had 
metastatic disease

•	 Patients received 1L chemotherapy for a median of 3.6 months (interquartile range 
[IQR], 2.5-4.4) before starting avelumab 1L maintenance (Table 2)

	– The treatment-free interval from end of chemotherapy to start of avelumab was <4, 
4-10, or >10 weeks in 418 (38%), 583 (53%), and 89 (8%) patients, respectively

•	 Median follow-up was 11.8 months (IQR, 7.5-18.4)
•	 Median duration of avelumab 1L maintenance treatment was 4.8 months (IQR, 2.1-10.3)
•	 At last follow-up, 658 patients (60%) were alive, 279 (26%) remained on avelumab, 

and 512 (47%) had received second-line (2L) treatment (63% of patients who had 
discontinued avelumab)

Table 1. Patient demographics and clinical characteristics 

 N=1,090

Sex, n (%)

Female 198 (18)

Male 892 (82)

Age

Median (IQR), years 72 (66-77)

>75 years, n (%) 321 (29)

Primary tumor location, n (%)

Renal pelvis 152 (14)

Ureter 49 (4)

Bladder 889 (82)

Prior treatment for locally invasive UC, n (%)

Radical surgery 217 (20)

TURBT ± instillation 631 (58)

None 242 (22)

Disease stage at avelumab initiation, n (%)

Locally advanced 553 (51)

Metastatic 537 (49)

Year of avelumab initiation, n (%)

2020 149 (14)

2021 640 (59)

2022 301 (28)

1L, first line; IQR, interquartile range; TURBT, transurethral resection of bladder tumor; UC, urothelial carcinoma.

Table 2. Treatment characteristics 
 N=1,090

Duration of 1L chemotherapy prior to avelumab maintenance, months

Mean (SD) 4.8 (4.4)

Median (IQR) 3.6 (2.5-4.4)

Treatment-free interval after 1L chemotherapy prior to avelumab maintenance, n (%)

<4 weeks 418 (38)

4-10 weeks 583 (53)

>10 weeks 89 (8)

Duration of avelumab 1L maintenance treatment, months

Mean (SD) 7.1 (6.6)

Median (IQR) 4.8 (2.1-10.3)

Received 2L treatment during the follow-up period, n (%) 512 (47)

Received palliative care during the follow-up period, n (%) 371 (34)
1L, first line; 2L, second line; IQR, interquartile range.

•	 Median OS from the start of avelumab 1L maintenance treatment was 22.1 months  
(95% CI, 19.6-26.5) (Figure 2A)

•	 Median PFS from the start of avelumab 1L maintenance treatment was 13.8 months 
(95% CI, 12.7-15.1) (Figure 3A)

•	 OS and PFS results in subgroups defined by locally advanced or metastatic disease 
stage are shown in Figures 2B and 3B 

LIMITATIONS
•	 Data were obtained from a national healthcare database, which may have included 

errors in coding
•	 The database does not contain comprehensive safety data suitable for analysis
•	 Limited information was available on patient demographics and disease and  

treatment characteristics
•	 Lines of therapy were derived algorithmically based on treatment changes and timing; 

thus, some misclassification of line transitions may have occurred
•	 This study reports investigator-assessed PFS based on routine clinical practice, which 

may be influenced by treatment knowledge, leading to potential overestimation of 
clinical benefit

•	 Analyses were descriptive and were not adjusted for baseline differences (eg, 
confounding); thus, subgroup analysis defined by disease stage should be interpreted 
with caution

•	 Per study design, patients were followed up until the end of 2022 only, resulting in short 
duration of follow-up in a subset of patients
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Figure 2. OS from the start of avelumab 1L maintenance treatment in (A) the overall 
population and (B) subgroups defined by disease stage
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Figure 3. PFS from the start of avelumab 1L maintenance treatment in (A) the overall 
population and (B) subgroups defined by disease stage
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BACKGROUND
•	 Avelumab 1L maintenance is a recommended treatment for patients with locally advanced or 

metastatic UC that has not progressed following 1L platinum-based chemotherapy3-6

	– In the JAVELIN Bladder 100 trial, avelumab 1L maintenance + best supportive care significantly 
prolonged OS and PFS vs best supportive care alone7,8

	– After ≥2 years of follow-up in all patients, median OS from start of maintenance was 23.8 vs 15.0 
months, respectively (hazard ratio, 0.76 [95% CI, 0.63-0.91]; p=0.0036)8

•	 The real-world effectiveness and safety of avelumab 1L maintenance treatment in patients with 
locally advanced or metastatic UC has been confirmed in various studies from multiple countries1,2,9

	– In AVENANCE, a large noninterventional study in France (N=595), median OS from the start of 
avelumab 1L maintenance treatment was 21.3 months (95% CI, 17.6-24.6)1

	– A poster presented at this congress (ASCO Genitourinary Cancers Symposium 2026) reports an 
updated systematic literature review and meta-analysis of real-world studies of avelumab 1L 
maintenance treatment in patients with locally advanced or metastatic UC (83 unique studies; 
>7,000 total patients)9

•	 Here we report treatment patterns and outcomes in patients with locally advanced or metastatic  
UC who received avelumab 1L maintenance treatment in routine clinical practice in France using 
the SNDS, which covers 99% of the population

METHODS
•	 In this retrospective, noninterventional study, patients in the SNDS database who met the following criteria were identified:

	– Adult with unresectable locally advanced or metastatic UC (ICD-10 codes: C65-C68.0, D09.0)
	– Received 1L chemotherapy (ICD-10 code: Z51.1)
	– Received ≥1 dose of avelumab 1L maintenance treatment between January 1 and December 31, 2021, or received 1L chemotherapy between January 

1 and December 31, 2021, and subsequently received avelumab 1L maintenance treatment
•	 Patients who received avelumab treatment after regulatory approval10 or prior to approval within an early access program approved on July 3, 2020 by the 

French National Agency for Medicines and Healthcare Products,11 were eligible for inclusion
•	 Patients meeting the following criteria were excluded: underwent radical cystectomy 2 months before the start of 1L adjuvant chemotherapy; underwent 

radical cystectomy within 4 months after 1L neoadjuvant chemotherapy; and diagnosis of local stage (operable) disease
•	 Patients were followed until death or the prespecified end of follow-up (December 31, 2022), whichever occurred first (Figure 1)
•	 The overall primary study objective was to describe the clinical course of patients

	– Secondary objectives included describing patient characteristics and evaluating OS
•	 All analyses were descriptive. OS and PFS were analyzed using the Kaplan-Meier method
•	 Subgroup analyses of OS and PFS were performed in patients with locally advanced or metastatic disease at the start of avelumab treatment

	– Patients with metastatic disease at initiation were identified by the presence of a secondary tumor during admission (ICD-10 codes: C77-C78)
	– Patients without metastatic disease were categorized as having locally advanced disease

Figure 1. Study design
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