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advanced endometrial cancer,” said Dr. Gregory Lubiniecki, Vice President, Oncology Clinical 

Research, Merck & Co., Inc., Kenilworth, N.J., U.S.A. Research Laboratories. “Based on Phase 3 

data, today’s approval acts as the confirmatory trial to our previous accelerated approval of 

KEYTRUDA plus LENVIMA in patients with certain types of advanced endometrial cancer and 

reinforces the impact of our joint research with Eisai in exploring the potential of this combination 

to treat more patients with challenging types of cancer.”  

“This FDA approval of LENVIMA plus KEYTRUDA for the treatment of patients with certain 

types of advanced endometrial cancer is an important step forward towards helping this patient 

community that has had limited treatment options,” said Dr. Takashi Owa, Chief Medicine 

Creation Officer and Chief Discovery Officer, Oncology Business Group at Eisai. “This marks a 

culmination of our relentless pursuit to address unmet needs of people with cancer, and we owe 

our deepest gratitude to those who participated in our Study 309/KEYNOTE-775 trial, their 

families and clinicians, and to our employees, whose collective commitment made this meaningful 

milestone possible.” 

LENVIMA plus KEYTRUDA was previously approved under the FDA’s accelerated 

approval process, as well as under the agency’s Real-Time Oncology Review pilot program and 

its Project Orbis initiative, for the treatment of patients with advanced endometrial carcinoma that 

is not MSI-H or dMMR, who have disease progression following prior systemic therapy and are 

not candidates for curative surgery or radiation based on data from the Study 111/KEYNOTE-146 

trial. In accordance with accelerated approval regulations, continued approval was contingent 

upon verification and description of clinical benefit; these accelerated approval requirements have 

been fulfilled with the data from Study 309/KEYNOTE-775. 

 

 

Data Supporting the Approval 

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

NCT03517449), a multicenter, open-label, randomized, active-controlled trial that enrolled 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. Patients with endometrial sarcoma, including carcinosarcoma, or patients who 

had active autoimmune disease or a medical condition that required immunosuppression were 

ineligible. Patients with endometrial carcinoma that were not MSI-H or dMMR were stratified by 

ECOG performance status, geographic region, and history of pelvic radiation. Patients were 

randomized (1:1) to one of the following treatment arms: 

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%2FNCT02811861&esheet=52378828&newsitemid=20210213005014&lan=en-US&anchor=ClinicalTrials.gov%2C+NCT02811861&index=1&md5=49261fcdfd887bff01b77ae2b57c8378
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derived growth factor receptor alpha (PDGFRα), KIT, and RET. In syngeneic mouse tumor models, 

LENVIMA decreased tumor-associated macrophages, increased activated cytotoxic T cells, and 

demonstrated greater antitumor activity in combination with an anti-PD-1 monoclonal antibody 

compared to either treatment alone.  

Currently, LENVIMA has been approved for monotherapy as a treatment for thyroid cancer 

in over 75 countries including Japan, in Europe, China and in Asia, and in the United States for 

locally recurrent or metastatic, progressive, radioiodine-refractory differentiated thyroid cancer. In 

addition, LENVIMA has been approved for monotherapy as a treatment for unresectable 

hepatocellular carcinoma in over 70 countries including Japan, in Europe, China and in Asia, and 

in the United States for first-line unresectable hepatocellular carcinoma. LENVIMA has been 

approved for monotherapy as a treatment for unresectable thymic carcinoma in Japan. It is also 

approved in combination with everolimus as a treatment for renal cell carcinoma following prior 

antiangiogenic therapy in over 60 countries, including in Europe and Asia, and in the United States 

for advanced renal cell carcinoma following one prior antiangiogenic therapy. In Europe, the agent 

was launched under the brand name Kisplyx® for renal cell carcinoma. In the United States, it is 

approved in combination with KEYTRUDA (generic name: pembrolizumab) as a treatment for 

advanced endometrial carcinoma that is not MSI-H or dMMR who have disease progression 

following prior systemic therapy in any setting and are not candidates for curative surgery or 

radiation. Based on the results of Study 111/KEYNOTE-146, it has been granted conditional 

approval for a similar indication in over 10 countries including Canada and Australia. In some 

regions, continued approval for this indication is contingent upon verification and description of 

clinical benefit in the confirmatory trials.   

 

About KEYTRUDA® (pembrolizumab) Injection, 100mg 

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

increasing the ability of the body’s 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., Kenilworth, N.J., U.S.A. has the industry’s largest immuno-oncology 

clinical research program. There are currently more than 1,500 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 



http://www.lenvima.com/
https://www.keytruda.com/


http://www.eisai.com/
http://us.eisai.com/
http://www.eisai.co.uk/
https://twitter.com/eisaius
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https://www.linkedin.com/company/eisai/
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
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and expectations of the company’s management and are subject to significant risks and 

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

http://www.sec.gov/
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://gco.iarc.fr/today/data/factsheets/populations/392-japan-fact-sheets.pdf
https://www.cancerresearch.org/immunotherapy/cancer-types/uterine-endometrial-cancer
https://www.cancer.org/cancer/endometrial-cancer/detection-diagnosis-staging/survival-rates.html

