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RESULTS

SCOPE
•	We report efficacy and safety results in patients enrolled in Asia in the 

phase 3 JAVELIN Bladder 100 trial, which compared avelumab first-
line (1L) maintenance + BSC vs BSC alone in patients with advanced 
urothelial carcinoma (UC) that had not progressed with 1L platinum-
containing chemotherapy

CONCLUSIONS
•	Efficacy benefits of avelumab 1L maintenance in the Asian subgroup 

of JAVELIN Bladder 100 were similar to those reported in the overall 
trial population1

	– Patients enrolled in Asia who received avelumab 1L maintenance 
+ BSC had prolonged overall survival (OS) and progression-free 
survival (PFS) compared with those who received BSC alone

•	The safety profile in the avelumab + BSC arm in the Asian subgroup 
was generally consistent with the overall population,1 and no new 
safety signals specific to Asian patients were identified

•	These data support the use of avelumab 1L maintenance as the 
standard of care for Asian patients with advanced UC that has not 
progressed with 1L platinum-containing chemotherapy

Avelumab first-line maintenance + best 
supportive care (BSC) vs BSC alone in Asian 
patients with advanced urothelial carcinoma: 
JAVELIN Bladder 100 subgroup analysis

Bladder 100

•	 In the phase 3 JAVELIN Bladder 100 trial, avelumab 1L maintenance + BSC significantly prolonged 
OS vs BSC alone in patients with advanced UC that had not progressed with 1L platinum-containing 
chemotherapy1

	– In the initial analysis (data cutoff, October 21, 2019), median OS was 21.4 vs 14.3 months, 
respectively (hazard ratio, 0.69 [95% CI, 0.56-0.86; 2-sided p=0.001])

	– The safety profile of avelumab 1L maintenance was consistent with previous studies of avelumab 
monotherapy, and no new safety signals were identified1,2

•	 The findings of this study led to the approval of avelumab 1L maintenance in many countries across 
the world, including several Asian countries, for the treatment of patients with advanced UC that 
has not progressed with platinum-containing chemotherapy3,4

•	 Avelumab 1L maintenance is now recommended as the standard of care in international 
guidelines, including those published by the Japanese Urological Association5-8

•	 A subgroup analysis of patients enrolled in Japan in the JAVELIN Bladder 100 trial has been 
presented previously9; here we present a subgroup analysis of all patients enrolled in Asian countries

BACKGROUND METHODS
•	 JAVELIN Bladder 100 (NCT02603432) enrolled patients with 

unresectable locally advanced or metastatic UC that had 
not progressed with 4-6 cycles of 1L gemcitabine + cisplatin or 
carboplatin chemotherapy1

•	 After an interval of 4-10 weeks, patients were randomized 1:1 
to receive avelumab 1L maintenance + BSC or BSC alone 
until disease progression, unacceptable toxicity, or withdrawal 
(Figure 1)

•	 The primary endpoint was OS, assessed from randomization in 
all patients and patients with PD-L1+ tumors

•	 Here, the Asian subgroup was analyzed (ie, patients enrolled 
in Asian countries: Hong Kong, India, Japan, South Korea, and 
Taiwan) 

•	 The data cutoff for this exploratory subgroup analysis was 
October 21, 2019

Figure 1. JAVELIN Bladder 100 phase 3 study design1
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Secondary endpoints
• PFS and objective response 
   per RECIST 1.1 by BICR
• Safety

1L, first line; BICR, blinded independent central review; BSC, best supportive care; CR, complete response; OS, overall survival; PD, 
progressive disease; PFS, progression-free survival; PR, partial response; R, randomization; RECIST 1.1, Response Evaluation Criteria in 
Solid Tumors version 1.1; SD, stable disease; UC, urothelial carcinoma.  
*BSC (eg, antibiotics, nutritional support, hydration, and pain management) was administered per local practice based on patient 
needs and clinical judgment; other antitumor therapy was not permitted, but palliative local radiotherapy for isolated lesions  
was acceptable.  
†PD-L1+ status was defined as PD-L1 expression in ≥25% of tumor cells or in ≥25% or 100% of tumor-associated immune cells if the 
percentage of immune cells was >1% or ≤1%, respectively (Ventana SP263 assay). 

Table 2. Confirmed best overall response and ORR
Overall Asian subgroup (n=147) PD-L1+ population (n=71)
Avelumab +  
BSC (n=73)

BSC alone 
(n=74)

Avelumab +  
BSC (n=40)

BSC alone 
(n=31)

Confirmed best overall response, n (%)
   Complete response
   Partial response
   Stable disease
   Non-complete response/ 
   non-progressive disease
   Progressive disease
   Not evaluable

4 (5.5)
3 (4.1)
8 (11.0)
16 (21.9)

29 (39.7)
13 (17.8)

2 (2.7)
0
9 (12.2)
8 (10.8)

40 (54.1)
15 (20.3)

3 (7.5)
2 (5.0)
4 (10.0)
11 (27.5)

14 (35.0)
6 (15.0)

1 (3.2)
0
6 (19.4)
3 (9.7)

17 (54.8)
4 (12.9)

ORR (95% CI), % 9.6 (3.9-18.8) 2.7 (0.3-9.4) 12.5 (4.2-26.8) 3.2 (0.1-16.7)
Disease control rate (95% Cl), % 42.5 (31.0-54.6) 25.7 (16.2-37.2) 50.0 (33.8-66.2) 32.3 (16.7-51.4)

BICR, blinded independent central review; BSC, best supportive care; ORR, objective response rate.

•	 Treatment-emergent adverse events (TEAEs) of any grade occurred in 
70 patients (97.2%) in the avelumab + BSC arm and 51 (68.9%) in the BSC alone 
arm (Table 3)
	– Grade ≥3 TEAEs occurred in 32 (44.4%) and 12 patients (16.2%), respectively
	– TEAEs led to death in 1 patient (1.4%; sepsis) in the avelumab + BSC arm and 

1 patient (1.4%; chronic obstructive pulmonary disease) in the BSC alone arm 
•	 Immune-related adverse events of any grade occurred in 20 patients (27.8%) in 

the avelumab + BSC arm

Table 3. Most common TEAEs
Overall Asian subgroup (n=146)
Avelumab + BSC (n=72) BSC alone (n=74)

Events, n (%) Any grade Grade ≥3 Any grade Grade ≥3
Any TEAE 70 (97.2) 32 (44.4) 51 (68.9) 12 (16.2)
  Pyrexia 17 (23.6) 0 4 (5.4) 0
  Nasopharyngitis 14 (19.4) 0 7 (9.5) 0
  Constipation 14 (19.4) 0 3 (4.1) 0
  Rash 14 (19.4) 0 1 (1.4) 0
  Anemia 12 (16.7) 7 (9.7) 2 (2.7) 2 (2.7)
  Hematuria 12 (16.7) 1 (1.4) 8 (10.8) 3 (4.1)
  Urinary tract infection 10 (13.9) 3 (4.2) 3 (4.1) 1 (1.4)
  Arthralgia 10 (13.9) 0 2 (2.7) 0
  Fatigue 9 (12.5) 1 (1.4) 3 (4.1) 0
  Vomiting 9 (12.5) 1 (1.4) 3 (4.1) 0
  Back pain 9 (12.5) 0 9 (12.2) 2 (2.7)
  Chills 9 (12.5) 0 2 (2.7) 0
  Nausea 9 (12.5) 0 2 (2.7) 0
  Diarrhea 9 (12.5) 0 1 (1.4) 0
  Hypothyroidism 8 (11.1) 0 0 0
  Amylase increased 7 (9.7) 4 (5.6) 0 0

Table shows TEAEs of any grade occurring in ≥10% or grade ≥3 TEAEs occurring in ≥5% of patients in either arm.
BSC, best supportive care; TEAE, treatment-emergent adverse event.

•	 147 patients were enrolled in Asia (21.0% of the total study population) 

•	 Baseline characteristics were generally well balanced between treatment arms 
in the Asian subgroup (Table 1)

•	 Among all patients enrolled in Asia, OS and PFS were prolonged in the avelumab 
+ BSC vs BSC alone arm (Figures 2 and 3)

	– OS and PFS were also prolonged with avelumab + BSC vs BSC alone in the 
PD-L1+ subgroup

•	 Objective response rates were numerically higher with avelumab + BSC vs BSC 
alone in all patients and the PD-L1+ subgroup (Table 2)

Table 1. Selected baseline characteristics in the Asian subgroup
Overall Asian subgroup (n=147) PD-L1+ population (n=71)
Avelumab +  
BSC (n=73)

BSC alone  
(n=74)

Avelumab +  
BSC (n=40)

BSC alone  
(n=31)

Age, median, years 69.0 70.0 70.0 70.0
ECOG PS, n (%)
   0

   ≥1

51 (69.9)

22 (30.1)

49 (66.2)

25 (33.8)

27 (67.5)

13 (32.5)

23 (74.2)

8 (25.8)
Creatinine clearance  
at baseline, n (%)
   ≥60 mL/min

   <60 mL/min

   Unknown

31 (42.5)

42 (57.5)

0

29 (39.2)

43 (58.1)

2 (2.7)

16 (40.0)

24 (60.0)

0

15 (48.4)

14 (45.2)

2 (6.5)
Site of metastasis at start  
of chemotherapy, n (%)
   Visceral

   Nonvisceral

34 (46.6)

39 (53.4)

37 (50.0)

37 (50.0)

12 (30.0)

28 (70.0)

16 (51.6)

15 (48.4)
PD-L1 status, n (%)
   Positive

   Negative

   Unknown

40 (54.8)

27 (37.0)

6 (8.2)

31 (41.9)

27 (36.5)

16 (21.6)

40 (100)

0

0

31 (100)

0

0
1L chemotherapy  
regimen, n (%)
   Gemcitabine +  
   cisplatin

   Gemcitabine + 
   carboplatin

   Gemcitabine + 
   carboplatin + cisplatin*

51 (69.9) 

19 (26.0) 

3 (4.1) 

53 (71.6) 

20 (27.0) 

1 (1.4) 

29 (72.5) 

9 (22.5) 

2 (5.0) 

25 (80.6) 

6 (19.4) 

0 

Best response to 1L  
chemotherapy, n (%)
   CR or PR

   SD

50 (68.5)

23 (31.5)

51 (68.9)

23 (31.1)

27 (67.5)

13 (32.5)

23 (74.2)

8 (25.8)
1L, first line; BSC, best supportive care; CR, complete response; ECOG PS, Eastern Cooperative Oncology Group 
performance status; PR, partial response; SD, stable disease. 
*Patients who switched platinum regimens while receiving 1L chemotherapy.

Figure 2. OS in (A) overall Asian subgroup and (B) PD-L1+ population
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Figure 3. PFS in (A) overall Asian subgroup and (B) PD-L1+ population
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BSC, best supportive care; HR, hazard ratio; PFS, progression-free survival.
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