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JAVELIN Bladder 100 study design (NCT02603432)

Powles T, et al. N Engl J Med. 2020

• Secondary endpoints

– PFS and objective response per RECIST 1.1 by BICR 

– TTR, DOR, and disease control‡ by BICR 

– Safety

Treatment-free interval

4-10 weeks 

Stratification

Best response to 1L induction chemo (CR or PR vs SD)

Metastatic site (visceral vs nonvisceral†)

Avelumab 
10 mg/kg IV Q2W 

+ BSC*

n=350

BSC alone*

n=350

Until PD, unacceptable 
toxicity, or withdrawal

Unresectable locally 

advanced or metastatic UC 

with measurable stage IV 

disease

Received standard 1L 

chemotherapy (4-6 cycles): 

• Cisplatin + gemcitabine or

• Carboplatin + gemcitabine

Patients with 

CR, PR, or SD

All patients: 

N=700

PD-L1-positive 

population: 

n=358 (51%)

1:1

1L CHEMOTHERAPY

All endpoints were measured post randomization (after chemotherapy)

MAINTENANCE

• Primary endpoint

– OS in 2 primary analysis populations:

▪ All randomized patients

▪ PD-L1–positive population

* BSC (eg, antibiotics, nutritional support, hydration, and  pain management) was administered according to local practice on the basis of the clinical judgment and the patient’s condition; other systemic antitumor therapy was not permitted, 
but palliative local radiotherapy for isolated lesions was acceptable. 
† Nonvisceral stratum included patients with unresectable locally advanced disease in addition to those with only nonvisceral disease, including bone metastasis. 
‡ Response plus SD for ≥6 weeks.

https://clinicaltrials.gov/ct2/show/NCT02603432
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