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Bavencio (avelumab) Injection

Clinical Update
Clinical Update: FDA Approves Bavencio as First-Line Maintenance Treatment for Patients with Locally Advanced or
Metastatic Urothelial Carcinoma.
FDA approval date: June 30, 2020
Bavencio (avelumab) is a programmed death ligand-1 (PD-L1) blocking antibody indicated for the treatment of
patients with metastatic Merkel cell carcinoma (MCC); patients with advanced or metastatic urothelial carcinoma;
and in combination with axitinib for patients with advanced renal cell carcinoma. Bavencio has been shown in
preclinical models to engage both the adaptive and innate immune functions. By blocking the interaction of PD-L1
with PD-1 receptors, Bavencio has been shown to release the suppression of the T cell-mediated antitumor immune
response in preclinical models.
Bavencio (avelumab) is indicated in the US for the maintenance treatment of patients with locally advanced or
metastatic urothelial carcinoma (UC) that has not progressed with first-line platinum-containing chemotherapy.
Bavencio is also indicated for the treatment of patients with locally advanced or metastatic UC who have disease
progression during or following platinum-containing chemotherapy, or have disease progression within 12 months of
neoadjuvant or adjuvant treatment with platinum-containing chemotherapy.
Bavencio in combination with axitinib is indicated in the US for the first-line treatment of patients with advanced
renal cell carcinoma (RCC).
In the US, the FDA granted accelerated approval for Bavencio for the treatment of adults and pediatric patients 12
years and older with metastatic Merkel cell carcinoma (MCC).
The approval is based on results from the Phase III JAVELIN Bladder 100 study.
JAVELIN Bladder 100 (NCT02603432) is a Phase III, multicenter, multinational, randomized, open-label, parallel-arm
study investigating first-line maintenance treatment with Bavencio plus BSC versus BSC alone in patients with locally
advanced or metastatic UC that did not progress with first-line platinum-containing chemotherapy as per RECIST
v1.1. A total of 700 patients were randomly assigned to receive either Bavencio (10 mg/kg intravenous infusion
every 2 weeks) plus BSC (n=350) or BSC alone (n=350). The primary endpoint was OS in the two primary populations
of all randomized patients and patients with PD-L1+ tumors defined by the Ventana SP263 assay. Secondary
endpoints included progression-free survival, anti-tumor activity, safety, pharmacokinetics, immunogenicity,
predictive biomarkers and patient-reported outcomes in the two primary populations. All primary and secondary
endpoints are measured from the time of randomization, after completion of four to six cycles of chemotherapy.
Patients with autoimmune disease or a medical condition that required immunosuppression were excluded.
In PD-L1+ patients (n=358, 51%), the risk of death was reduced by 44% in the Bavencio arm versus the control arm
(HR 0.56; 95% CI: 0.40 to 0.79; 2-sided p-value <0.001). Consistent results were observed across the pre-specified
subgroups of complete or partial response versus stable disease to first-line chemotherapy.1 In an exploratory
analysis of patients with PD L1 negative tumors (n=271, 39%), the OS hazard ratio was 0.85 (95% CI: 0.62, 1.18).
A fatal adverse reaction (sepsis) occurred in one (0.3%) patient receiving Bavencio plus BSC. Serious adverse
reactions occurred in 28% of patients receiving Bavencio plus BSC. Serious adverse reactions in ≥1% of patients
included urinary tract infection (including kidney infection, pyelonephritis, and urosepsis) (6.1%), pain (including
abdominal, back, bone, flank, extremity, and pelvic pain) (3.2%), acute kidney injury (1.7%), hematuria (1.5%), sepsis
(1.2%), and infusion-related reaction (1.2%). The most common adverse reactions (≥20%) in patients receiving
Bavencio plus BSC were fatigue, musculoskeletal pain, urinary tract infection, and rash.
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