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CONCLUSIONS
•	 The final analysis of AVION, a prospective noninterventional study performed in several 

countries (Belgium, Germany, Greece, and Russia),1 demonstrates the real-world 
effectiveness and acceptable safety profile of first-line (1L) avelumab + axitinib treatment 
in patients with advanced renal cell carcinoma (aRCC) 

	– Median overall survival (OS) was not reached, and the 24-month OS rate was 69.2% 

	– Median progression-free survival (PFS) was 11.1 months, and the objective response 
rate (ORR) was 48.4%

	– Grade ≥3 treatment-related adverse events (TRAEs) occurred in 19.2% of patients, 
and TRAEs led to permanent discontinuation of avelumab + axitinib in 2 (1.9%)

	– Health-related quality of life (HRQOL) scores were generally stable across the study 
period

•	 Results are consistent with data from the JAVELIN Renal 101 phase 3 trial and other real-
world studies of avelumab + axitinib in aRCC2-9

•	 Overall, these findings provide further support for administering 1L avelumab + axitinib 
treatment in patients with aRCC in routine clinical practice

PLAIN LANGUAGE SUMMARY
•	 Clinical trials have shown that avelumab + axitinib given in combination is an effective 

treatment for people with advanced renal cell cancer

•	 In the AVION study, researchers looked at 104 people in Belgium, Germany, Greece, 
and Russia with advanced renal cell cancer who received avelumab + axitinib as part 
of their normal treatment, outside of a clinical trial

•	 69% of people were still alive 2 years after starting avelumab + axitinib treatment

•	 On average, people lived for 11 months without their cancer getting worse

•	 In 48% of people, the cancer shrank or became undetectable during treatment

•	 Overall, results from the AVION study are similar to clinical trial results and support the 
use of avelumab + axitinib treatment in people with advanced renal cell cancer

Real-world effectiveness and safety of 
first-line avelumab + axitinib in patients 
with advanced renal cell carcinoma: 
final analysis of the prospective 
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RESULTS
•	 Of 105 patients enrolled by data cutoff (July 23, 2025), 104 were included in the 

analysis set 
	– 1 enrolled patient who did not report any axitinib treatment prior to informed 

consent was excluded
•	 Baseline characteristics are summarized in Table 1

	– The median age was 70 years (>75 years in 25.0%) 
	– Most patients had an Eastern Cooperative Oncology Group performance status 

(ECOG PS) of 0 or 1 (92.3%) and clear cell RCC (89.4%)
	– International Metastatic RCC Database Consortium risk score was favorable, 

intermediate, or poor in 26.0%, 45.2%, and 12.5% of patients, respectively
•	 Median (IQR) durations of avelumab and axitinib treatment were 9.8 (4.6-23.5) and 

8.8 (4.2-23.1) months, respectively

Table 1. Patient demographics and disease characteristics 
N=104

Sex, n (%)

Female 31 (29.8)

Male 73 (70.2)

Age

Median (range), years 70 (37-87)

<65 years, n (%) 36 (34.6)

65-75 years, n (%) 42 (40.4)

>75 years, n (%) 26 (25.0)

ECOG PS, n (%)

0 50 (48.1)

1 46 (44.2)

2 7 (6.7)

Missing 1 (1.0)

Country, n (%)

Belgium 8 (7.7)

Germany 31 (29.8)

Greece 43 (41.3)

Russia 22 (21.2)

N=104

Histology, n (%)

Clear cell 93 (89.4) 

Sarcomatoid  4 (3.8)

Other 7 (6.7)

IMDC risk, n (%)

Favorable 27 (26.0)

Intermediate 47 (45.2)

Poor 13 (12.5)

Missing 17 (16.3)

PD-L1 status, n (%)

Negative 17 (16.3)

Positive 6 (5.8)

Not available 81 (77.9)

Prior anticancer treatment, n (%)

Adjuvant drug treatment* 4 (3.8)

Surgery 78 (75.0)

Nephrectomy  69 (66.3)

Radiotherapy 9 (8.7)

Time since initial diagnosis, median 
(IQR), years 0.7 (0.2-3.8)

ECOG PS, Eastern Cooperative Oncology Group performance status; IMDC, International Metastatic RCC Database Consortium.
*Cisplatin + gemcitabine, pazopanib + zoledronic acid, sunitinib, and interferon alfa (n=1 each).

•	 Median OS was not reached (Figure 2)
	– 12- and 24-month OS rates from the start of study treatment (primary endpoint) 

were 81.8% (95% CI, 72.6%-88.1%) and 69.2% (95% CI, 58.4%-77.8%), respectively
	– In a sensitivity analysis, the 12-month OS rate measured from the start of avelumab 

+ axitinib treatment (83.9% [95% CI, 75.1%-89.8%]) was comparable to the 
protocol-specified primary endpoint

•	 Median PFS from the start of study treatment was 11.1 months (95% CI, 6.9-18.1) 
(Figure 3)

	– 12- and 24-month PFS rates were 47.3% (95% CI, 36.6%-57.2%) and 31.1% (95% CI, 
20.2%-42.6%), respectively

•	 ORR was 48.4% (95% CI, 37.7%-59.1%), and disease control rate was 80.2% (95% CI, 
70.6%-87.8%) (Table 2)

Figure 2. Kaplan-Meier analysis of OS from the start of study treatment

N=104
OS, median (95% CI), months Not reached (NE)

12-month OS rate (95% CI), % 81.8 (72.6-88.1)

24-month OS rate (95% CI), % 69.2 (58.4-77.8)
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NE, not estimable; OS, overall survival.

Figure 3. Kaplan-Meier analysis of PFS from the start of study treatment

N=104
PFS, median (95% CI), months 11.1 (6.9-18.1)

12-month PFS rate (95% CI), % 47.3 (36.6-57.2)

24-month PFS rate (95% CI), % 31.1 (20.2-42.6)
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Table 2. Summary of responses 
 N=104

Best overall response, n (%)

CR 5 (4.8)

PR 39 (37.5)

SD 28 (26.9)

PD 17 (16.3)

Non-CR/non-PD 1 (1.0)

Not evaluable 1 (1.0)

Missing 13 (12.5)

n=91

ORR, n (%) [95% CI] 44 (48.4) [37.7-59.1]

Disease control rate, n (%) [95% CI]* 73 (80.2) [70.6-87.8]

Duration of response, median (95% CI), months Not reached (NE)
CR, complete response; NE, not estimable; ORR, objective response rate; PD, progressive disease; PR, partial response; SD, stable disease.
*Patients with CR, PR, SD, or non-CR/non-PD as best overall response.

•	 TRAEs occurred in 68.3% of patients, including grade ≥3 TRAEs in 19.2%, and led to 
permanent discontinuation of avelumab only in 3.8%, axitinib only in 10.6%, and 
avelumab + axitinib in 1.9% of patients (Table 3)

	– The most common TRAEs of any grade were diarrhea (27.9%), fatigue (14.4%), and 
hypertension (10.6%) (Table 4)

Table 3. Summary of safety 
 Patients, n (%) N=104

AE

Any grade 87 (83.7)

Grade ≥3 35 (33.7)

Serious 37 (35.6)

Leading to permanent discontinuation of avelumab + axitinib 5 (4.8)

Leading to permanent discontinuation of avelumab only 4 (3.8)

Leading to permanent discontinuation of axitinib only 13 (12.5)

Leading to death 4 (3.8)

TRAE

Any grade 71 (68.3)

Grade ≥3 20 (19.2)

Serious 14 (13.5)

Leading to permanent discontinuation of avelumab + axitinib 2 (1.9)

Leading to permanent discontinuation of avelumab only 4 (3.8)

Leading to permanent discontinuation of axitinib only 11 (10.6)

Leading to death 1 (1.0)*

TRAE of any grade managed with corticosteroids, immunosuppressants, or hormonal therapy 11 (10.6)
AE, adverse event (treatment emergent); TRAE, treatment-related adverse event.
*Due to treatment-related myocarditis. 

Table 4. Summary of TRAEs 

 Patients, n (%)

N=104

Any grade Grade ≥3

Diarrhea 29 (27.9) 5 (4.8)

Fatigue 15 (14.4) 2 (1.9)

Hypertension 11 (10.6) 1 (1.0)

Dysphonia 9 (8.7) 0

Nausea 9 (8.7) 0

Hypothyroidism 8 (7.7) 0

Palmar-plantar erythrodysesthesia syndrome 8 (7.7) 0

Pruritus 7 (6.7) 0

Stomatitis 6 (5.8) 0

Dyspnea 4 (3.8) 2 (1.9)

Hypertensive crisis 3 (2.9) 2 (1.9)
TRAEs that occurred at any grade in >5% of patients or grade ≥3 in >1% of patients are shown.
TRAE, treatment-related adverse event.

•	 HRQOL scores were generally stable across the study period, including total score 
(Figure 4A) and subscales (data not shown)

	– In a sensitivity analysis that excluded data from sites that deviated from the 
protocol-specified data collection process, changes in HRQOL scores from 
baseline were more marked compared with the main analysis but were also 
generally stable over time (Figure 4B)

Figure 4. Analysis of NFKSI-19 total scores over time   
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A. Overall population (n=95)
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B. Sensitivity analysis excluding sites with protocol deviations in data collection (n=44)*

NFKSI-19, National Comprehensive Cancer Network/Functional Assessment of Cancer Therapy Kidney Cancer Symptom Index - 19 Item Version.
*Excludes data from 8 sites in Greece and 1 site in Russia that deviated from the protocol-specified data collection process.

LIMITATIONS
•	 This prospective noninterventional study did not include a control group; thus, causal 

inferences regarding treatment efficacy cannot be made
•	 Patients received initial avelumab + axitinib treatment (1-2 cycles) before the 

study index date, which may have introduced survival bias and affected the 
representativeness of baseline characteristics

•	 Data capture relied on routine clinical practice at the discretion of treating 
physicians, resulting in variability in follow-up and irregular data collection in some 
instances

•	 HRQOL data in the overall population should be interpreted with caution because of 
protocol deviations in data collection at some sites
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BACKGROUND
•	 Avelumab + axitinib is an approved treatment option for 

patients with aRCC in multiple countries worldwide, based on 
results from the JAVELIN Renal 101 phase 3 trial2,3

	– In the final analysis (minimum follow-up, 68 months in all 
patients), median PFS with avelumab + axitinib vs sunitinib 
was 13.9 vs 8.5 months (hazard ratio [HR], 0.66 [95% CI, 0.566-
0.769]; p<0.0001), and ORR was 59.7% vs 32.0% (p<0.0001), 
respectively3

	– The final analysis of OS favored avelumab + axitinib vs 
sunitinib, but differences did not reach statistical significance 
(median OS, 44.8 vs 38.9 months, respectively; HR, 0.88 
[95% CI, 0.749-1.039]; p=0.0669)3

	– The long-term safety of avelumab + axitinib treatment was 
demonstrated3

•	 Real-world studies performed in several countries, including the 
US, the UK, Russia, and Japan, have reported that outcomes 
with avelumab + axitinib were generally consistent with clinical 
trial findings2-9

•	 AVION is a real-world study evaluating the effectiveness and 
safety of avelumab + axitinib in routine clinical practice in 
Belgium, Germany, Greece, and Russia

	– Previous results from the primary analysis, reported after 
12 months of follow-up in all patients, showed the 
effectiveness and acceptable safety profile of avelumab + 
axitinib in a heterogeneous real-world population1

•	 Here, we report data from the final analysis of AVION after 
24 months of follow-up in all patients

METHODS
•	 AVION (NCT04941768) was a prospective noninterventional study 

of patients with aRCC receiving 1L avelumab + axitinib in Belgium, 
Germany, Greece, and Russia (Figure 1) 

	– The study enrolled patients who had already received 1 or 2 doses 
of 1L avelumab + axitinib and received further treatment during 
the study 

•	 The primary objective was to evaluate the OS rate at 12 months 
from the index date/start of study treatment (date of first treatment 
received after informed consent)

	– A sensitivity analysis of the OS rate at 12 months from the start of 
avelumab + axitinib treatment was also performed

•	 Secondary objectives included evaluation of the OS rate at 
24 months from the index date, duration of OS, PFS, PFS2, ORR, 
duration of response, disease control rate, safety, and HRQOL 

•	 HRQOL was assessed using the National Comprehensive Cancer 
Network/Functional Assessment of Cancer Therapy Kidney Cancer 
Symptom Index - 19 Item Version (NFKSI-19)

	– HRQOL was assessed at index date (baseline visit) and at every 
third cycle of avelumab treatment (intervals of ≈6 weeks) until 
the end of treatment or end of 24 months of follow-up, whichever 
occurred first 

•	 The final analysis occurred when all evaluable patients had 
completed 24 months of follow-up from the index date 

Figure 1. AVION study design

Key eligibility criteria
• Histologically confirmed RCC 

with any histological origin
• Locally advanced, recurrent 

or metastatic disease
• Age ≥18 years 
• ECOG PS 0-2
• Receipt of 1 or 2 cycles of 1L 

avelumab + axitinib

N=105

Primary outcome
• OS rate at 12 months
Secondary outcomes
• OS rate at 24 months
• Duration of OS
• PFS and PFS2
• ORR, disease control rate, and 

duration of response
• Safety, tolerability, and HRQOL

Avelumab
800 mg IV Q2W

+
axitinib

5 mg orally BID

24 months of follow-upScreening Index date End of study

Week 0 Week 104

1L, first line; BID, twice daily; ECOG PS, Eastern Cooperative Oncology Group performance status; HRQOL, health-related quality of life; IV, intravenous;  
ORR, objective response rate; OS, overall survival; PFS, progression-free survival; PFS2, time until disease progression on second-line treatment or death; 
Q2W, every 2 weeks; RCC, renal cell carcinoma.


