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GERMAN FEDERAL JOINT COMMITTEE (G-BA) CONFIRMS ADDITIONAL
BENEFIT OF ANTICANCER AGENT KISPLYX® (LENVATINIB MESYLATE)
IN TREATMENT OF ADVANCED RENAL CELL CARCINOMA

Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) announced today that the German
Federal Joint Committee (G-BA) has confirmed the additional benefit of in-house developed anticancer
agent Kisplyx® (lenvatinib mesylate) in combination with everolimus for the treatment of advanced renal
cell carcinoma (RCC) compared to everolimus alone in its assessment for insurance reimbursement.
Based on this additional benefit assessment, price negotiations with the Head Association of German Sick
Funds (GKV-SV) will be conducted, and a reimbursement price has to be agreed.

The G-BA's assessment was based on a Phase Il clinical study (Study 205) that evaluated the safety and
efficacy of Kisplyx in combination with everolimus in patients with unresectable advanced or metastatic
RCC following one prior vascular endothelial growth factor (VEGF) targeted therapy. From the results of
the study, the Kisplyx plus everolimus group demonstrated a significant extension in the study's primary
endpoint of progression free survival (PFS) compared to the everolimus alone group. Furthermore, the
Kisplyx plus everolimus group demonstrated an extension in median overall survival (OS) compared to
the everolimus alone group.2

The most common treatment-emergent adverse events (TEAES) reported in the Kisplyx plus everolimus
group were diarrhea, decreased appetite and fatigue. The most common TEAEs of Grade 3 or higher
(Common Terminology Criteria for Adverse Events) were diarrhea, hypertension and fatigue.

The number of patients with renal cancer is estimated to be approximately 115,000 in Europe in 2012.3
Renal cell carcinoma comprises more than 90% of all malignancies of the kidney,* and originates from

malignant cells in the lining of the tubules of the kidney. The incidence of renal cell carcinoma in people
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