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Naito) and Merck & Co., Inc., Rahway, NJ, USA (known as MSD outside of the United States and 

Canada) today announced data from the final pre-specified overall survival (OS) analysis of the 

pivotal Phase 3 CLEAR (Study 307)/KEYNOTE-581 trial investigating LENVIMA, the orally 

available multiple receptor tyrosine kinase inhibitor discovered by Eisai, plus KEYTRUDA, 

Merckôs anti-PD-1 therapy, 

and 36-month estimated OS rates were 80.4% and 66.4% for LENVIMA plus 

KEYTRUDA versus 69.6% and 60.2% for sunitinib, respectively. Results from the final pre-

specified OS analysis were consistent with the superior results versus sunitinib 
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for sunitinib; the objective response rate (ORR) was 71.3% (95% CI, 66.6-76.0) with a complete 

response (CR) rate of 18.3% for LENVIMA plus KEYTRUDA versus an ORR of 36.7% (95% CI, 

31.7-41.7) with a CR rate of 4.8% for sunitinib.  

There were no new safety signals and the safety profile at the final OS analysis was 

consistent with the primary analysis. Grade Ó3 treatment-related adverse events (TRAE) occurred 

in 74.1% of patients who received LENVIMA plus KEYTRUDA versus 60.3% of patients who 

received sunitinib. The six most common TRAEs of any grade of patients in the LENVIMA plus 

KEYTRUDA arm were diarrhea (56.0%), hypertension (54.3%), hypothyroidism (44.9%), 

decreased appetite (35.5%), fatigue (34.1%) and stomatitis (32.7%). In the sunitinib arm, the six 

most common TRAEs of any grade were diarrhea (45.3%), hypertension (40.3%), stomatitis 

(37.4%), palmar-plantar erythrodysesthesia (36.2%), fatigue (32.9%) and nausea (28.2%).  

“LENVIMA plus KEYTRUDA continues to demonstrate durable clinical benefit as a first-

line treatment for patients with advanced renal cell carcinoma, as shown by the clinically 

meaningful improvement in overall survival sustained with four years of follow up,ò said Dr. 
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hepatocellular carcinoma, non-small cell lung cancer, RCC, head and neck cancer, gastric cancer 

and esophageal cancer across multiple clinical trials. 

 

Study design and additional data from CLEAR/KEYNOTE-581 

The CLEAR/KEYNOTE-581 
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About renal cell carcinoma (RCC) 

Worldwide, it is estimated there were more than 431,000 new cases of kidney cancer 

diagnosed and more than 179,000 deaths from the disease in 2020. 1 Renal cell carcinoma is 

by far the most common type of kidney cancer; about nine out of 10 kidney cancer diagnoses 

are RCC. 2 Renal cell carcinoma is about twice as common in men as in women. 3 Most cases 

of RCC are discovered incidentally during imaging tests for other abdominal diseases.4 

Approximately 30% of patients with RCC will have metastatic disease at diagnosis. 4 Survival is 

highly dependent on the stage at diagnosis, and the five-year survival rate is 15% for patients 

diagnosed with metastatic disease. 5 

 

About LENVIMA® (lenvatinib) Capsules 

LENVIMA, discovered and developed by Eisai, is an orally available multiple 
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(Approved in over 80 countries including Japan, the United States, China, and countries in Europe 

and Asia) 

Japan: Unresectable hepatocellular carcinoma 

The United States: The first-line treatment of patients with unresectable hepatocellular carcinoma 

(HCC) 

Europe: The treatment of adult patients with advanced or unresectable hepatocellular carcinoma 

(HCC) who have received no prior systemic therapy 
 

Thymic carcinoma 

 Indication as monotherapy (Approved in Japan) 

Japan: Unresectable thymic carcinoma 
 

Renal cell carcinoma (In Europe, the agent was launched under the brand name Kisplyx®) 

 Indication in combination with everolimus 
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instability-high (MSI-H), who have disease progression following prior systemic therapy in any 

setting and are not candidates for curative surgery or radiation. 

Europe: The treatment of adult patients with advanced or recurrent endometrial carcinoma (EC) 

who have disease progression on or following prior treatment with a platinum-containing therapy 

in any setting and are not candidates for curative surgery 

 

About KEYTRUDA® (pembrolizumab) Injection, 100mg 

KEYTRUDA is an anti-programmed death receptor-1 (PD-1) therapy that works by 

increasing the ability of the bodyôs immune system to help detect and fight tumor cells. 

KEYTRUDA is a humanized monoclonal antibody that blocks the interaction between PD-1 and 

its ligands, PD-L1 and PD-L2, thereby activating T lymphocytes which may affect both tumor cells 

and healthy cells.  

Merck & Co., Inc., Rahway, NJ, USA has the industryôs largest immuno-oncology clinical 

research program. There are currently more than 1,600 trials studying KEYTRUDA across a wide 

variety of cancers and treatment settings. The KEYTRUDA clinical program seeks to understand 

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. 

 

Eisai’s Focus on Cancer 

Eisai acknowledges ñOncologyò 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 

ñmicroenvironmentò, ñproteostasis disruptionò, ñcell lineage and cell differentiationò, and 

ñinflammation, hypoxia, oxidative stress and cell senescenceò under the Deep Human Biology 

Learning (DHBL) drug discovery and development organization. Eisai aspires to discover 
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innovative new drugs with new targets and mechanisms of action from these domains, with the 

aim of contributing to the cure of cancers. 

 

About Eisai 

http://www.eisai.com/
http://us.eisai.com/
http://www.eisai.co.uk/
https://twitter.com/eisaius
https://twitter.com/eisai_sdgs
https://www.linkedin.com/company/eisai/
https://www.linkedin.com/company/eisai-emea/
http://www.merck.com/clinicaltrials


 
 

http://www.merck.com/
https://twitter.com/Merck
https://www.facebook.com/MerckInvents/
https://www.instagram.com/merck/
https://www.youtube.com/user/Merck
https://www.linkedin.com/company/merck
http://www.sec.gov/
https://gco.iarc.fr/today/data/factsheets/cancers/29-Kidney-fact-sheet.pdf
https://www.cancer.org/cancer/types/kidney-cancer/about/what-is-kidney-cancer.html
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3 American Cancer Society. ñKey Statistics About Kidney Cancerò About Kidney Cancer. 

https://www.cancer.org/cancer/types/kidney-cancer/about/key-statistics.html . 
4 American Family Physician. Renal Cell Carcinoma: Diagnosis and Management. 

https://www.aafp.org/pubs/afp/issues/2019/0201/p179.html . 
5 American Cancer Society. ñSurvival Rates for Kidney Cancerò Early detection, Diagnosis, and Staging. 

https://www.cancer.org/cancer/types/kidney-cancer/detection-diagnosis-staging/survival-rates.html . 
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