Eisai Co., Ltd.
Public Relations:
+81-(0)3-3817-5120

Eisai Co., Ltd.
Investor Relations:
+81-(0) 3-3817-5122

Merck & Co., Inc.,



trend toward improvement was also observed in key secondary endpoints of PFS, objective
response rate (ORR) and duration of response (DOR) with LENVIMA plus KEYTRUDA versus
regorafenib or TAS-102



(RECIST v1.1). Key secondary endpoints include ORR and DOR, both as assessed by RECIST
v1.1, and safety. The study enrolled 674 patients who were randomized 1:1 to receive:
LENVIMA (20 mg orally once daily) plus KEYTRUDA (200 mg intravenously [IV] on
Day 1 of each three-week cycle); or
placebo via oral capsule daily plus KEYTRUDA (200 mg IV on Day 1 of each three-
week cycle)

KEYTRUDA was administered for up to 35 cycles (approximately two years) or until



* BRAF inhibitor (in combination with cetuximab +/- binimetinib) for BRAF V600E mutated
metastatic colon cancer.

The primary endpoint is OS and key secondary endpoints include PFS, ORR and DOR,
according to RECIST v1.1 per blinded independent central review (BICR). The study enrolled 480
patients randomized 1:1 to receive:

e LENVIMA (20 mg given orally once daily) plus KEYTRUDA (400 mg IV on Day 1 of each
six-week cycle); or
* Regorafenib (160 mg given orally once daily on Days 1 through 21 of each four-week

cycle; or TAS-102 (35mg/m? given orally twice daily on Days 1 through 5 and Days 8

through 12 of each four-week cycle).

KEYTRUDA was administered for up to 18 cycles (approximately two years), or until
protocol-specified discontinuation criteria were met. After completing two years of combination
therapy, LENVIMA may have been administered as a single agent until protocol-specified

discontinuation criteria were met.

About colorectal cancer

Colorectal cancer can be referred to as colon cancer or rectal cancer, depending on where
the cancer starts.* Colorectal cancer often begins with growths on the inner lining of the colon or
rectum called polyps, which can change into cancer over time.* Colorectal cancer is the third
most commonly diagnosed cancer and the second most common cause of cancer-related death

worldwide.®






(Approved in over 65 countries including the United States, and countries in Europe and Asia)
The United States: The treatment of adult patients with advanced renal cell carcinoma (RCC)

following one prior anti-angiogenic therapy
Europe: The treatment of adult patients with advanced renal cell carcinoma following one prior

vascular endothelial growth factor (VEGF) targeted therapy
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the role of KEYTRUDA across cancers and the factors that may predict a patient's likelihood of
benefitting from treatment with KEYTRUDA, including exploring several different biomarkers.

About the Eisai and Merck & Co., Inc., Rahway, NJ, USA Strategic Collaboration

In March 2018, Eisai and Merck & Co., Inc., Rahway, NJ, USA, known as MSD outside
the United States and Canada, through an affiliate, entered into a strategic collaboration for the
worldwide co-development and co-commercialization of LENVIMA. Under the agreement, the
companies will jointly develop, manufacture and commercialize LENVIMA, both as monotherapy
and in combination with KEYTRUDA, the anti-PD-1 therapy from Merck & Co., Inc., Rahway, NJ,
USA.

In addition to ongoing clinical studies evaluating the LENVIMA plus KEYTRUDA
combination across several different tumor types, the companies have jointly initiated clinical
studies through the LEAP (LEnvatinib And Pembrolizumab) clinical program and are evaluating
the combination in multiple tumor types across more than 10 clinical trials.
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Eisai acknowledges “Oncology” as one of its key strategic areas, and will continue to focus
on the discovery and development of anti-cancer drugs within drug discovery domains including
“microenvironment”, “proteostasis disruption”, “cell lineage and cell differentiation”, and
“inflammation, hypoxia, oxidative stress and cell senescence” under the Deep Human Biology
Learning (DHBL) drug discovery and development organization. Eisai aspires to discover



For more information about Eisai, please visit www.eisai.com
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