EISAl RECEIVES APPROVAL IN JAPAN FOR
ANTICANCER AGENT LENVIMA® (LENVATINIB MESYLATE)
AS TREATMENT FOR UNRESECTABLE THYROID CANCER

Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) announced today that it has received
manufacturing and marketing authorization in Japan




In addition to providing Lenvima as a new treatment



4. About the SELECT study*

The SELECT (Study of (E7080) LEnvatinib in Differentiated Cancer of the Thyroid) study was a multicenter,
randomized, double-blind, placebo-controlled Phase Ill study to compare the progression-free survival (PFS) of
patients with radioactive iodine-refractory differentiated thyroid cancer and radiographic evidence of disease
progression within the prior 13 months, treated with once-daily, oral Lenvima (24mg) versus placebo. Participants
were randomized 2:1 to either Lenvima or placebo therapy. The primary endpoint was PFS assessed by independent
radiologic review. The secondary endpoints of the study included response rate (sum of complete and partial
responses), overall survival (OS) and safety. The study enrolled 392 patients in over 100 sites in Europe, North and
South America and Asia, including Japan, and was conducted by Eisai in collaboration with SFJ Pharma Ltd. In the
study, Lenvima demonstrated a statistically significant extension in PFS compared to placebo (p<0.001; median PFS
in the Lenvima group: 18.3 months, median PFS in the placebo group: 3.6 months; Hazard Ratio (HR) 0.21 [99% CI:
0.14-0.31]). In addition, Lenvima demonstrated a statistically significant improvement in response rate (sum of
complete and partial responses) compared to placebo (p<0.001; Lenvima: 64.8% vs placebo: 1.5%). In particular,
complete response was observed in 1.5% (4 patients) of the Lenvima group and zero in the placebo group. The most
common Lenvima treatment-related adverse events of any grade, which occurred in more than 40% of patients in the
Lenvima group, were hypertension (67.8%), diarrhea (59.4%), fatigue or asthenia (59.0%), decreased appetite
(50.2%), weight loss (46.4%) and nausea (41.0%).

5. About Thyroid Cancer

Thyroid cancer refers to cancer that forms in the tissues of the thyroid gland, located at the base of the throat near the
trachea. It is more common in women than in men. The most common types of thyroid cancer, papillary and follicular
(including Hurthle cell), are classified as differentiated thyroid cancer and account for approximately 95% of all cases.
The remaining cases are classified as either undifferentiated (3-5% of cases) or medullary carcinoma (1-2% of cases).
While most differentiated thyroid cancer patients are curable with surgery and radioactive iodine treatment, there are
a small percentage of patients for which these types of therapies are not suitable.

6. About the Results of Study 208 Conducted in Japan and Presented at the 39th European Society of
Medical Oncologists Congress2
Study 208 was a multi-center, open label,



