NEW DATA ON EFFECT OF ANTIOBESITY AGENT BELVIQ® ON PREVENTION AND REMISSION
OF TYPE 2 DIABETES PRESENTED AT THE EUROPEAN ASSOCIATION FOR THE
STUDY OF DIABETES AND PUBLISHED IN THE LANCET

Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) has announced that new data on
prevention and remission of type 2 diabetes mellitus (T2DM) from the long-term Cardiovascular

Outcomes Trial (CAMELLIA-TIMI



evaluating safety at over 400 sites in eight countries including the United States in collaboration with the
Thrombolysis in Myocardial Infarction (TIMI) Study Group, and is the largest cardiovascular outcome trial
conducted to date for a weight loss medication. The study assessed the incidence of major adverse
cardiovascular events (MACE: defined as cardiovascular death, non-fatal myocardial infarction or
non-fatal stroke) in 12,000 overweight and obese adults with existing cardiovascular disease or T2DM
with cardiovascular risk factors who were administered BELVIQ 10 mg twice-daily. The study met its
primary safety objective, finding that long-term treatment with BELVIQ did not increase the incidence of
MACE.?

No significant differences were seen in the overall incidence of serious adverse events between BELVIQ
and placebo (31% vs. 32%), and the overall safety profile for BELVIQ in CAMELLIA-TIMI61 was
consistent with that of the approved label. Adverse events attributed to study drug and leading to drug
discontinuation were more frequent with BELVIQ versus placebo (7.2% vs. 3.7%, respectively), with the
most commonly reported adverse events in this category for BELVIQ being dizziness, fatigue, headache,
diarrhea and nausea. Additionally, in patients with diabetes at baseline, hypoglycemia occurred in 6.6% of
patients treated with BELVIQ versus 5.8% in those treated with placebo (nominal p-value=0.18), with most
(>85%) events occurring in patients on either insulin or a sulfonylurea at baseline. Severe hypoglycemia
with serious complications was rare, but more common with BELVIQ versus placebo (0.4% vs. 0.1%,
respectively).

With the data on BELVIQ gained through this study, Eisai continues to make further contributions to
address unmet medical needs and increase the benefits for patients and their families.
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