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rogressed After Cancer Chemotherapy  
 

First Approval in Japan for the LENVIMA Plus KEYTRUDA Combination  
 
 

TOKYO and KENILWORTH, N.J., December 24, 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 Japanese Ministry of Health, Labour and 

Welfare (MHLW) has approved the combination of LENVIMA, the orally available multiple 

receptor tyrosine kinase inhibitor discovered by Eisai, plus KEYTRUDA, the anti-PD-1 therapy 

from Merck & Co., Inc., Kenilworth, N.J., U.S.A., for the treatment of patients with unresectable, 

advanced or recurrent endometrial carcinoma that progressed after cancer chemotherapy. This 
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therapy, we are proud to provide patients with advanced or recurrent endometrial carcinoma an 

additional treatment option.�  ́

The approval is based on results from the pivotal Phase 3 Study 309/KEYNOTE-775 trial, 

in which LENVIMA plus KEYTRUDA demonstrated statistically significant improvements in overall 

survival (OS), reducing the risk of death by 38% (HR=0.62 [95% CI, 0.51-0.75]; p<0.0001), and 

progression-free survival (PFS), reducing the risk of disease progression or death by 44% 

(HR=0.56 [95% CI, 0.47-0.66�@���� �S�������������������� �Y�H�U�V�X�V�� �F�K�H�P�R�W�K�H�U�D�S�\�� ���L�Q�Y�H�V�W�L�J�D�W�R�U�¶�V�� �F�K�R�L�F�H�� �R�I��

doxorubicin or paclitaxel). The median OS was 18.3 months (95% CI, 15.2-20.5) for LENVIMA 

plus KEYTRUDA versus 11.4 months (95% CI, 10.5-12.9) for chemotherapy. The median PFS 

was 7.2 months (95% CI, 5.7-7.6) for LENVIMA plus KEYTRUDA versus 3.8 months (95% CI, 

3.6-4.2) for chemotherapy. 

The Japanese package inserts for KEYTRUDA and LENVIMA note that in the Study 

309/KEYNOTE-775 trial, adverse reactions were observed in 395 patients (97.3%) out of the 

safety analysis set of 406 patients (including 51 out of 52 Japanese patients) receiving LENVIMA

safety analysis set of 

https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fclinicaltrials.gov%2Fct2%2Fshow%2FNCT02811861&esheet=52378828&newsitemid=20210213005014&lan=en-US&anchor=ClinicalTrials.gov%2C+NCT02811861&index=1&md5=49261fcdfd887bff01b77ae2b57c8378
https://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fclinicaltrials.gov%2Fct2%2Fshow%2FNCT03517449&esheet=52349241&newsitemid=20201216005172&lan=en-US&anchor=NCT03517449&index=2&md5=f112eaadb6283f0d1dcf83946f014d01
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regimen in any setting, including in the neoadjuvant and adjuvant settings. The primary efficacy 

outcome measures were OS, and PFS as assessed by blinded independent central review (BICR) 

according to RECIST v1.1.  

 Patients were randomized 1:1 to receive LENVIMA (20 mg orally once daily) plus 

KEYTRUDA (200 mg intravenously every three weeks) or i�Q�Y�H�V�W�L�J�D�W�R�U�¶�V�� �F�K�R�L�F�H���� �F�R�Q�V�L�V�W�L�Q�J�� �R�I��

either doxorubicin (60 mg/m
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�S�H�P�E�U�R�O�L�]�X�P�D�E�������I�R�U���W�K�H���I�L�U�V�W���O�L�Q�H���W�U�H�D�W�P�H�Q�W���R�I���D�G�X�O�W���S�D�W�L�H�Q�W�V���Z�L�W�K���D�G�Y�D�Q�F�H�G���U�H�Q�D�O���F�H�O�O���F�D�U�F�L�Q�R�P�D��

���5�&�&���� �L�Q�� �8�Q�L�W�H�G�� �6�W�D�W�H�V���D�Q�G�� �L�Q�� �(�X�U�R�S�H�����/�(�1�9�,�0�$�� �K�D�V�� �E�H�H�Q�� �D�S�S�U�R�Y�H�G�� �L�Q�� �F�R�P�E�L�Q�D�W�L�R�Q�� �Z�L�W�K��

�.�(�<�7�5�8�'�$�� �D�V�� �D�� �W�U�H�D�W�P�H�Q�W�� �I�R�U�� �D�G�Y�D�Q�F�H�G�� �H�Q�G�R�P�H�W�U�L�D�O�� �F�D�U�F�L�Q�R�P�D�� �W�K�D�W�� �L�V�� �Q�R�W�� �P�L�F�U�R�V�D�W�H�O�O�L�W�H��

�L�Q�V�W�D�E�L�O�L�W�\���K�L�J�K�� ���0�6�,���+���� �R�U�� �P�L�V�P�D�W�F�K�� �U�H�S�D�L�U�� �G�H�I�L�F�L�H�Q�W�� ���G�0�0�5���� �Z�K�R�� �K�D�Y�H�� �G�L�V�H�D�V�H�� �S�U�R�J�U�H�V�V�L�R�Q��

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

�U�D�G�L�D�W�L�R�Q�� �L�Q�� �W�K�H�� �8�Q�L�W�H�G�� �6�W�D�W�H�V���� �D�Q�G�� �K�D�V�� �E�H�H�Q�� �D�S�S�U�R�Y�H�G�� �I�R�U�� �W�K�H�� �V�L�P�L�O�D�U�� �L�Q�G�L�F�D�W�L�R�Q�� ���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�� ���,�Q���(�X�U�R�S�H�����L�W���K�D�V���E�H�H�Q���D�S�S�U�R�Y�H�G���L�Q���F�R�P�E�L�Q�D�W�L�R�Q���Z�L�W�K���.�(�<�7�5�8�'�$��

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

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

�W�K�H�U�D�S�\���L�Q���D�Q�\���V�H�W�W�L�Q�J���D�Q�G���Z�K�R���D�U�H���Q�R�W���F�D�Q�G�L�G�D�W�H�V���I�R�U���F�X�U�D�W�L�Y�H���V�X�U�J�H�U�\���R�U���U�D�G�L�D�W�L�R�Q�����,�Q���-�D�S�D�Q�����L�W���L�V��

�D�S�S�U�R�Y�H�G�� �L�Q�� �F�R�P�E�L�Q�D�W�L�R�Q�� �Z�L�W�K�� �.�(�<�7�5�8�'�$�� ���J�H�Q�H�U�L�F�� �Q�D�P�H���� �S�H�P�E�U�R�O�L�]�X�P�D�E���� �D�V���W�K�H�� �W�U�H�D�W�P�H�Q�W���R�I��

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

�F�D�Q�F�H�U���F�K�H�P�R�W�K�H�U�D�S�\�� 

 

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����
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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 
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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.

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
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