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TOKYO and KENILWORTH, N.J., Oct. 18, 2021 �± Eisai (Headquarters: Tokyo, CEO: 

Haruo Naito) and Merck & Co., Inc., Kenilworth, N.J., U.S.A. (known as MSD outside the United 

States and Canada) today announced that the Committee for Medicinal Products for Human Use 

(CHMP) of the European Medicines Agency has adopted positive opinions recommending 

approval of the combination of LENVIMA® (marketed as Kisplyx® in the European Union [EU]  for 

the treatment of advanced renal cell carcinoma [RCC]), the orally available multiple receptor 
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The positive CHMP opinions are based on data from two pivotal Phase 3 trials: CLEAR 

(Study 307)/KEYNOTE-581 evaluating the combination in adult patients with advanced RCC and 

Study 309/KEYNOTE-775 
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In CLEAR/KEYNOTE-581, t�K�H���P�R�V�W���F�R�P�P�R�Q���D�G�Y�H�U�V�H���U�H�D�F�W�L�R�Q�V�����•30%) for LENVIMA plus 

KEYTRUDA* were diarrhoea (61.8%), hypertension (51.5%) fatigue (47.1%), hypothyroidism 

(45.1%), decreased appetite (42.1%), nausea (39.6%), stomatitis (36.6%), proteinuria (33.0%), 

dysphonia (32.8%), and arthralgia (32.4%). 

In Study 309/KEYNOTE-775, the most common adverse reactions of these patients 

(�•���������� �I�R�U��LENVIMA plus KEYTRUDA* were hypertension (63%), diarrhoea (57%), 

hypothyroidism (56%), nausea (51%), decreased appetite (47%), vomiting (39%), fatigue (38%), 

decreased weight (35%), arthralgia (33%), proteinuria (29%), constipation (27%), headache 

(27%), urinary tract infection (27%), dysphonia (25%), abdominal pain (23%), asthenia (23%), 

palmar-plantar erythrodysaesthesia syndrome (23%), stomatitis (23%), anaemia (22%), and 

hypomagnesaemia (20%). 

 

*According to the information listed in the SmPC (Summaries of Product Characteristics） 

 

About Renal Cell Carcinoma (RCC) 1,2,3,4,5,6 

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. In Japan, there were more than 25,000 

new cases and 8,000 deaths in 2020. In the U.S. alone, it is estimated there will be approximately 

76,000 new cases of kidney cancer diagnosed and almost 14,000 deaths from the disease in 

2021. In Europe, it is estimated there were more than 138,000 new cases of kidney cancer 

diagnosed and more than 54,000 deaths from the disease in 2020. Renal cell carcinoma is by far 

the most common type of kidney cancer; about nine out of 10 kidney cancer diagnoses are RCC. 

RCC is about twice as common in men as in women. Most cases of RCC are discovered 

incidentally during imaging tests for other abdominal diseases. Approximately 30% of patients 

with RCC will have metastatic disease at diagnosis. Survival is highly dependent on the stage at 

diagnosis, and the five-year survival rate is 13% for patients diagnosed with metastatic disease. 

 

About Endometrial Cancer 2,7,8,9 

Endometrial cancer begins in the inner lining of the uterus, which is known as the 

endometrium and is the most common type of cancer in the uterus. Worldwide, it was estimated 

there were more than 417,000 new cases and more than 97,000 deaths from uterine body 

cancers in 2020 (these estimates include both endometrial cancers and uterine sarcomas; more 

than 90% of uterine body cancers occur in the endometrium, so the actual numbers for 
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endometrial cancer cases and deaths are slightly lower than these estimates). In Japan, there 

were more than 17,000 new cases of uterine body cancer and more than 3,000 deaths from the 

disease in 2020. In Europe, it is estimated there were more than 130,000 new cases and more 

than 29,000 deaths in 2020. The five-year relative survival rate for metastatic endometrial cancer 

(stage IV) is estimated to be approximately 17%. 

 

About LENVIMA ® (lenvatinib) ; available as 10mg and 4mg  capsules  
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���L�Q�F�O�X�G�L�Q�J�� �F�R�Q�G�L�W�L�R�Q�D�O�� �D�S�S�U�R�Y�D�O�����L�Q�� �R�Y�H�U�� ������ �F�R�X�Q�W�U�L�H�V���V�X�F�K�� �D�V���&�D�Q�D�G�D�� �D�Q�G���$�X�V�W�U�D�O�L�D����In some 

regions, �F�R�Q�W�L�Q�X�H�G���D�S�S�U�R�Y�D�O���I�R�U���W�K�L�V���L�Q�G�L�F�D�W�L�R�Q���L�V���F�R�Q�W�L�Q�J�H�Q�W���X�S�R�Q���Y�H�U�L�I�L�F�D�W�L�R�Q���D�Q�G���G�H�V�F�U�L�S�W�L�R�Q���R�I��

�F�O�L�Q�L�F�D�O���E�H�Q�H�I�L�W���L�Q���W�K�H���F�R�Q�I�L�U�P�D�W�R�U�\���W�U�L�D�O�V���� 

 

About KEYTRUDA ® (pembrolizumab) Injection, 100mg  

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

�L�Q�F�U�H�D�V�L�Q�J�� �W�K�H�� �D�E�L�O�L�W�\�� �R�I�� �W�K�H�� �E�R�G�\�¶�V�� �L�P�P�X�Q�H�� �V�\�V�W�H�P�� �W�R�� �K�H�O�S�� �G�H�W�H�F�W�� �D�Q�G�� �I�L�J�K�W�� �W�X�P�R�U�� �F�H�O�O�V����

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., Kenilworth, N.J., U.S.A. �K�D�V�� �W�K�H�� �L�Q�G�X�V�W�U�\�¶�V�� �O�D�U�J�H�V�W�� �L�P�P�X�Q�R-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 Merck & Co., Inc., Kenilworth, N.J., U.S.A.  and Eisai Strategic Collaboration  

In March 2018, Eisai and Merck & Co., Inc., Kenilworth, N.J., U.S.A., 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., 

Kenilworth, N.J., U.S.A. 

In addition to ongoing clinical studies evaluating the LENVIMA plus KEYTRUDA 

combination across several different tumor types, the companies have jointly initiated new clinical 

studies through the LEAP (LEnvatinib And Pembrolizumab) clinical program and are evaluating 

the combination in more than 10 different tumor types across more than 20 clinical trials. 

 

Eisai’s Focus on Cancer 

Eisai focuses on the development of anticancer drugs, targeting the tumor 

microenvironment (with experience and knowledge from existing in-house discovered 

compounds) and the driver gene mutation and aberrant splicing (leveraging RNA Splicing 

Platform) as areas (Ricchi) where real patient needs are still unmet, and where Eisai can aim to 
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become a frontrunner in oncology. Eisai aspires to discover innovative new drugs with new targets 

and mechanisms of action from these Ricchi, with the aim of contributing to the cure of cancers. 

 

About Eisai  

Eisai is a leading global research and development-based pharmaceutical company 

headquartered in Japan, with approximately 10,000 employees worldwide. We define our 

�F�R�U�S�R�U�D�W�H�� �P�L�V�V�L�R�Q�� �D�V�� �³�J�L�Y�L�Q�J�� �I�L�U�V�W�� �W�K�R�X�J�K�W�� �W�R�� �S�D�W�L�H�Q�W�V�� �D�Q�G�� �W�K�H�L�U�� �I�D�P�L�O�L�H�V�� �D�Q�G�� �W�R�� �L�Q�F�U�H�D�V�L�Q�J the 

�E�H�Q�H�I�L�W�V���K�H�D�O�W�K���F�D�U�H���S�U�R�Y�L�G�H�V���´���Z�K�L�F�K���Z�H���F�D�O�O���R�X�U��human health care (hhc) philosophy. We strive 

to realize our hhc philosophy by delivering innovative products in therapeutic areas with high 

unmet medical needs, including Oncology and Neurology. In the spirit of hhc, we take that 

commitment even further by applying our scientific expertise, clinical capabilities and patient 

�L�Q�V�L�J�K�W�V���W�R���G�L�V�F�R�Y�H�U���D�Q�G���G�H�Y�H�O�R�S���L�Q�Q�R�Y�D�W�L�Y�H���V�R�O�X�W�L�R�Q�V���W�K�D�W���K�H�O�S���D�G�G�U�H�V�V���V�R�F�L�H�W�\�¶�V���W�R�X�J�K�H�V�W���X�Q�P�H�W��

needs, including neglected tropical diseases and the Sustainable Development Goals. 

For more information about Eisai, please visit www.eisai.com (for global headquarters: 

Eisai. Co., Ltd.), us.eisai.com (for U.S. headquarters: Eisai Inc.) or www.eisai.eu (for Europe, 

Middle East, Africa, Russia, Australia and New Zealand headquarters: Eisai Europe Ltd.), and 

connect with us on Twitter (U.S. and global) and LinkedIn (for U.S. and EMEA). 

 

Merck & Co., Inc., Kenilworth, N.J., U.S.A. ’s Focus on Cancer 

 Our goal is to translate breakthrough science into innovative oncology medicines to help 

people with cancer worldwide. At Merck & Co., Inc., Kenilworth, N.J., U.S.A., the potential to bring 

new hope to people with cancer drives our purpose and supporting accessibility to our cancer 

medicines is our commitment. As part of our focus on cancer, Merck & Co., Inc., Kenilworth, N.J., 

U.S.A. is committed to exploring the potential of immuno-oncology with one of the largest 

development programs in the industry across more than 30 tumor types. We also continue to 

strengthen our portfolio through strategic acquisitions and are prioritizing the development of 

several promising oncology candidates with the potential to improve the treatment of advanced 

cancers. For more information about our oncology clinical trials, visit www.merck.com/clinicaltrials. 

 

About Merck & Co., Inc., Kenilworth, N.J., U.S.A.    

For over 130 years, Merck & Co., Inc., Kenilworth, N.J., U.S.A., known as MSD outside of 

the United States and Canada, has been inventing for life, bringing forward medicines and 

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
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access to health care through far-reaching policies, programs and partnerships. Today, Merck & 

Co., Inc., Kenilworth, N.J., U.S.A. continues to be at the forefront of research to prevent and treat 

diseases that threaten people and animals �± including cancer, infectious diseases such as HIV 

and Ebola, and emerging animal diseases �± as we aspire to be the premier research-intensive 

biopharmaceutical company in the world. For more information, visit www.merck.com and connect 

with us on Twitter, Facebook, Instagram, YouTube and LinkedIn. 

 

Forward -Looking Statement of Merck & Co., Inc., Kenilworth, N.J., USA  

�7�K�L�V���Q�H�Z�V���U�H�O�H�D�V�H���R�I���0�H�U�F�N���	���&�R�������,�Q�F�������.�H�Q�L�O�Z�R�U�W�K�����1���-�������8�6�$�����W�K�H���³�F�R�P�S�D�Q�\�´�����L�Q�F�O�X�G�H�V��

�³�I�R�U�Z�D�U�G-�O�R�R�N�L�Q�J���V�W�D�W�H�P�H�Q�W�V�´���Z�L�W�K�L�Q���W�K�H���P�H�D�Q�L�Q�J���R�I���W�K�H���V�D�I�H���K�D�U�E�R�U���S�U�R�Y�L�V�L�R�Q�V���R�I���W�K�H���8���6�����3�U�L�Y�D�W�H��

Securities Litigation Reform Act of 1995. These statements are based upon the current beliefs 

�D�Q�G�� �H�[�S�H�F�W�D�W�L�R�Q�V�� �R�I�� �W�K�H�� �F�R�P�S�D�Q�\�¶�V�� �P�D�Q�D�J�H�P�H�Q�W�� �D�Q�G�� �D�U�H�� �V�X�E�M�H�F�W�� �W�R�� �V�L�J�Q�L�I�L�F�D�Q�W�� �U�L�V�N�V�� �D�Q�G��

uncertainties. There can be no guarantees with respect to pipeline products that the products will 

receive the necessary regulatory approvals or that they will prove to be commercially successful. 

If underlying assumptions prove inaccurate or risks or uncertainties materialize, actual results 

may differ materially from those set forth in the forward-looking statements. 

Risks and uncertainties include but are not limited to, general industry conditions and 

competition; general economic factors, including interest rate and currency exchange rate 

fluctuations; the impact of the global outbreak of novel coronavirus disease (COVID-19); the 

impact of pharmaceutical industry regulation and health care legislation in the United States and 

internationally; global trends toward health care cost containment; technological advances, new 

products and patents attained by competitors; challenges inherent in new product development, 

�L�Q�F�O�X�G�L�Q�J���R�E�W�D�L�Q�L�Q�J���U�H�J�X�O�D�W�R�U�\���D�S�S�U�R�Y�D�O�����W�K�H���F�R�P�S�D�Q�\�¶�V���D�E�L�O�L�W�\���W�R���D�F�F�X�U�D�W�H�O�\���S�U�H�G�L�F�W���I�X�W�X�U�H���P�D�U�N�H�W��

conditions; manufacturing difficulties or delays; financial instability of international economies and 

sovereign risk; d�H�S�H�Q�G�H�Q�F�H���R�Q���W�K�H���H�I�I�H�F�W�L�Y�H�Q�H�V�V���R�I���W�K�H���F�R�P�S�D�Q�\�¶�V���S�D�W�H�Q�W�V���D�Q�G���R�W�K�H�U���S�U�R�W�H�F�W�L�R�Q�V��

for innovative products; and the exposure to litigation, including patent litigation, and/or regulatory 

actions. 

The company undertakes no obligation to publicly update any forward

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/
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1 International Agency for Research on Cancer, World Health Organizat�L�R�Q�����³�.�L�G�Q�H�\���)�D�F�W���6�K�H�H�W���´���&�D�Q�F�H�U���7�R�G�D�\�������������� 
 https://gco.iarc.fr/today/data/factsheets/cancers/29-Kidney-fact-sheet.pdf .  
2 International Agency for Research on C�D�Q�F�H�U�����:�R�U�O�G���+�H�D�O�W�K���2�U�J�D�Q�L�]�D�W�L�R�Q�����³�-�D�S�D�Q���)�D�F�W���6�K�H�H�W���´���&�D�Q�F�H�U���7�R�G�D�\�������������� 

https://gco.iarc.fr/today/data/factsheets/populations/392-japan-fact-sheets.pdf .  
3 American Cancer Society. Key Statistics About Kidney Cancer. 

https://www.cancer.org/cancer/kidney-cancer/about/key-statistics.html. 
4 Thomas A. Z. et al. The Role Of Metastasectomy In Patients With Renal Cell Carcinoma With Sarcomatoid Dedifferentiation: A 

Matched Controlled Analysis. The Journal of Urology. 2016 Sep; 196(3): 678�±684. 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5014677/pdf/nihms773463.pdf .  
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5449498/%23__ffn_sectitle
https://doi.org/10.14740/wjon1279
https://www.cancer.org/research/cancer-facts-statistics/all-cancer-facts-figures/cancer-facts-figures-2020.html
https://gco.iarc.fr/today/data/factsheets/cancers/24-Corpus-uteri-fact-sheet.pdf
https://www.cancer.org/cancer/endometrial-cancer/detection-diagnosis-staging/survival-rates.html

