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European Commission Approves LENVIMA® (lenvatinib) Plus KEYTRUDA® 
(pembrolizumab) for Patients With Certain Types of Endometrial Carcinoma  

 
First Combination of Tyrosine Kinase Inhibitor with Immunotherapy Approved in Europe 

for Adult Patients With Advanced or Recurrent Endometrial Carcinoma 
With Disease Progression on or Following Prior Treatment With a Platinum-Containing 
Therapy in Any Setting and Who Are Not Candidates for Curative Surgery or Radiation  

 
Approval Based on Study 309/KEYNOTE-775 Results Demonstrating Statistically 

Significant Improvements in Overall Survival and Progression-Free Survival    
Compared With Chemotherapy 

 
TOKYO and KENILWORTH, N.J., November 29, 2021 ± Eisai Co., Ltd. (Headquarters: 

7RN\R��&(2��+DUXR�1DLWR��³(LVDL´��DQG�0HUFN�	�&R���,QF���.HQLOZRUWK��1�-���U.S.A. (known as MSD 

outside the United States and Canada) today announced that the European Commission 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 advanced or recurrent endometrial carcinoma in 

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

therapy in any setting and who are not candidates for curative surgery or radiation. This marks 

the first combination of tyrosine kinase inhibitor with immunotherapy approved in Europe for these 

patients with advanced or recurrent endometrial carcinoma. 

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]; p<0.0001), versus chemotherapy �LQYHVWLJDWRU¶V� FKRLFH� RI�

doxorubicin or paclitaxel). The median OS was 18.3 months for LENVIMA plus KEYTRUDA 

versus 11.4 months for chemotherapy. The median PFS was 7.2 months for LENVIMA plus 

KEYTRUDA versus 3.8 months for chemotherapy. The objective response rate (ORR) was 32% 
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(95% CI, 27-37) for patients treated with LENVIMA plus KEYTRUDA versus 15% (95% CI, 11-

18) for patients treated with chemotherapy (p<0.0001). Patients treated with LENVIMA plus 

KEYTRUDA achieved a complete response (CR) rate of 7% and partial response (PR) rate of 

25% versus a CR rate of 3% and a PR rate of 12% for patients treated with chemotherapy.
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About Study 309/KEYNOTE-775 Trial 

The approval was based on data from Study 309/KEYNOTE-775 (ClinicalTrials.gov, 

NCT03517449), a Phase 3 multicenter, open-label, randomized, active-controlled study 

conducted in 827 patients with advanced endometrial carcinoma who had been previously treated 

with at least one prior platinum-based chemotherapy regimen in any setting, including in the 

neoadjuvant and adjuvant settings. 

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

body cancer 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) Capsules 
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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 

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 

FRUSRUDWH� PLVVLRQ� DV� ³JLYLQJ� ILUVW� WKRXJKW� WR� SDWLHQWV� and their families and to increasing the 

EHQHILWV�KHDOWK�FDUH�SURYLGHV�´�ZKLFK�ZH�FDOO�RXU�human health care (hhc

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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YDFFLQHV�IRU�PDQ\�RI�WKH�ZRUOG¶V�PRVW�FKDOOHQJLQJ�GLVHDVHV�LQ�SXUVXLW�RI�RXU�PLVVLRQ�WR�VDYH�DQG�

improve lives. We demonstrate our commitment to patients and population health by increasing 

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 

7KLV�QHZV�UHOHDVH�RI�0HUFN�	�&R���,QF���.HQLOZRUWK��1�-���86$��WKH�³FRPSDQ\´��LQFOXGHV�

³IRUZDUG-ORRNLQJ�VWDWHPHQWV´�ZLWKLQ�WKH�PHDQLQJ�RI�WKH�VDIH�KDUERU�SURYLVLRQV�RI�WKH�8�6��3ULYDWH�

Securities Litigation Reform Act of 1995. These statements are based u

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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WKH� 6HFXULWLHV� DQG� ([FKDQJH� &RPPLVVLRQ� �6(&�� DYDLODEOH� DW� WKH� 6(&¶V� ,QWHUQHW� VLWH�

(www.sec.gov). 
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https://gco.iarc.fr/today/data/factsheets/populations/392-japan-fact-sheets.pdf .  
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5 $PHULFDQ�&DQFHU�6RFLHW\��³Detection, Diagnosis, Staging�´ Endometrial Cancer.  

https://www.cancer.org/content/dam/CRC/PDF/Public/8610.00.pdf . 
 

 
 

 

# # # 

http://www.sec.gov/
https://www.cancer.org/content/dam/CRC/PDF/Public/8610.00.pdf
https://gco.iarc.fr/today/data/factsheets/cancers/24-Corpus-uteri-fact-sheet.pdf
https://gco.iarc.fr/today/data/factsheets/populations/392-japan-fact-sheets.pdf
https://www.cancer.org/content/dam/CRC/PDF/Public/8609.00.pdf
https://www.cancer.org/content/dam/CRC/PDF/Public/8610.00.pdf

