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concurrent submission and review of oncology drugs among its international partners. Under 

this project, the FDA, the Australian Therapeutic Goods Administration (TGA) and Health 

Canada collaboratively reviewed applications for two oncology drugs, allowing for simultaneous 

decisions in all three countries. 

 

The approval was based on data from Study 111/KEYNOTE-146, a Phase 2, multi-

cohort, multi-center, open-label, single-arm trial that enrolled 108 patients with metastatic 

endometrial carcinoma that had progressed following at least one prior systemic therapy in any 

setting. In the 94 patients with tumors that were not MSI-H or dMMR, the LENVIMA plus 

KEYTRUDA combination demonstrated an ORR of 38.3% (95% CI, 29-49), with a complete 

response rate of 10.6% (n=10) and a partial response rate of 27.7% (n=26). In the patients who 

had a response as determined by independent review (n=36), at the time of data cutoff, the 

median DOR was not reached (range, 1.2+ to 33.1+months), and 69% of these patients 

experienced responses lasting six months or longer. The most common adverse reactions 

���•�����������Z�L�W�K���W�K�H���/�(�1�9�,�0�$���S�O�X�V���.�(�<�7�5�8�'�$���F�R�P�E�L�Q�D�W�L�R�Q���Z�H�U�H���I�D�W�L�J�X�H����musculoskeletal pain, 

hypertension, diarrhea, decreased appetite, hypothyroidism, nausea, stomatitis, vomiting, 

decreased weight, abdominal pain, headache, constipation, urinary tract infection, dysphonia, 

hemorrhagic events, hypomagnesemia, palmar-plantar erythrodysesthesia, dyspnea, cough and 

rash.  

 

�³When diagnosed early, endometrial carcinoma can have a good prognosis; however, 

for women whose cancer has progressed following prior systemic therapy, there are few FDA-

approved treatment options���´���V�D�L�G��Dr. Vicky Makker, medical oncologist, Memorial Sloan 

Kettering Cancer Center
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Co., Inc., Kenilworth, N.J., U.S.A. is committed to developing this combination through the LEAP 

(LEnvatinib And Pembrolizumab) clinical program, which is under active investigation.�  ́ 

�³At least 75% of endometrial cancer cases are not microsatellite instability-high or 

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

Dr. Takashi Owa, Vice President, Chief Medicine Creation and Chief Discovery Officer, 

Oncology Business G�U�R�X�S���D�W���(�L�V�D�L�����³�:�H���D�U�H��very pleased that the LENVIMA plus KEYTRUDA 

combination for 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 �K�D�V���E�H�H�Q���V�H�O�H�F�W�H�G���I�R�U���)�'�$�¶�V���5�7�2�5���S�L�O�R�W���S�U�R�J�U�D�P�����O�D�X�Q�F�K�H�G���O�D�V�W���\�H�D�U�����D�Q�G��

has been approved approximately three months after the submission. We look forward to 

providing this combination therapy to women with certain types of advanced endometrial 

carcinoma��� ́

 

Data Supporting the Approval  

The approval was based on data from Study 111/KEYNOTE-146, a Phase 2, multi-

cohort, multicenter, open-label, single-arm trial that enrolled 108 patients with metastatic 

endometrial carcinoma that had progressed following at least one prior systemic therapy in any 

setting. Patients with active autoimmune disease or a medical condition that required 

immunosuppression were ineligible. Patients were treated with KEYTRUDA 200 mg 

intravenously every three weeks in combination with LENVIMA 20 mg orally once daily until 

unacceptable toxicity or disease progression as determined by the investigator. 

Administration of KEYTRUDA plus LENVIMA was permitted beyond Response 

Evaluation Criteria in Solid Tumors (RECIST)-defined disease progression if the patient was 

clinically stable and considered by the investigator to be deriving clinical benefit. KEYTRUDA 

dosing was continued for a maximum of 24 months; however, treatment with LENVIMA could be 

continued beyond 24 months. Assessment of tumor status was performed at baseline and then 

every six weeks until week 24, followed by every nine weeks thereafter. The major efficacy 

outcome measures were objective response rate (ORR) and duration of response (DOR) by 

independent radiologic review committee (IRC) using RECIST 1.1. 

Among the 108 patients, 87% (n=94) had tumors that were not MSI-H or dMMR, 10% 

(n=11) had tumors that were MSI-H or dMMR, and 3% (n=3) had tumors that had unknown 

status. The baseline characteristics of the 94 patients with tumors that were not MSI-H or dMMR 

were: median age of 66 years, with 62% age 65 or older; and 86% White, 6% Black, 4% Asian, 
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challenging diseases. Through our prescription medicines, vaccines, biologic therapies and 

animal health products, we work with customers and operate in more than 140 countries to 

deliver innovative health solutions. We also demonstrate our commitment to 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 advance the 

prevention and treatment of diseases that threaten people and communities around the world - 

including cancer, cardio-metabolic diseases, emerging animal diseases, Alzheimer's disease 

and infectious diseases including HIV and Ebola. 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 

This news release of Merck & Co., Inc., Kenilworth, N.J.�����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 safe harbor provisions of the U.S. 

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

beliefs 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 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, including obtaining regulatory approval; the company's 

ability to accurately predict future market conditions; manufacturing difficulties or delays; 

financial instability of international economies and sovereign risk; dependence on the 

effectiveness of the company's patents and other protections 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-looking 

statement, whether as a result of new information, future events or otherwise. Additional 

factors that could cause results to differ materially from those described in the forward-looking 

�V�W�D�W�H�P�H�Q�W�V���F�D�Q���E�H���I�R�X�Q�G���L�Q���W�K�H���F�R�P�S�D�Q�\�¶�V�������������$�Q�Q�X�D�O���5�H�S�R�U�W���R�Q���)�R�U�P������-K and the 




