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* All projects are investigational. Projects for LENVIMA are under joint development with Merck & Co., Inc., Kenilworth, N.J., U.S.A. KEYTRUDA® is a registered trademark of Merck Sharp & 
Dohme Corp., a subsidiary of Merck & Co., Inc., Kenilworth, N.J., U.S.A. The LEAP studies are led and were submitted by Merck & Co., Inc., Kenilworth, N.J., U.S.A. *1: Source: CANCER 
TOMORROW https://gco.iarc.fr/tomorrow/home *2: Presented at the 33rd Society of Immunotherapy of Cancer Annual Meeting. Abstract number: 11147. The most common TRAEs (any grade) 
were decreased appetite, fatigue, hypothyroidism, diarrhea, proteinuria, arthralgia and hypertension. *3: Immune-related Response Evaluation Criteria in Solid Tumors *4: Objective response rate
*5: Duration of response *6: Progression-free survival *7: Herbst R.S. et al. Lancet 2016: 1540-1550. the data of 10mg/kg arm  *8: Tumor Proportion Score, proportion of PD-L1 positive cells in 
tumor cells *9: Investigational New Drug *10: NSCLC 1st line (Non-squamous cell carcinoma, combination with chemotherapy) *11: NSCLC 1st line (PD1-TPS>1%) *12: NSCLC 2nd line

Number of patients with 

lung cancer

• The highest cause of cancer-related deaths by cancer types in the world

(1.76 million deaths in 2018)
*1

• NSCLC accounts for approximately 85% of total patients with lung cancer

Interim analysis for Phase Ib/II 

study (Study 111)*2  in 21 

patients with metastatic NSCLC 

irRECIST
*3

ORR
*4 DOR

*5

(Median)

PFS
*6

(Median)
Treatment history

Investigator

review
33.3%

10.9

months

5.9

months

0: 3 patients (14%)

1: 7 patients (33%)
2 or more: 11 patients (52%)

• Tumor response was 

observed regardless of prior 

treatment with nivolumab

• Tumor response was 

observed regardless of                    

PD-L1 status

Reference: KEYTRUDA
®

monotherapy

(KEYNOTE-010*7) RECIST v1.1
ORR

PFS

(Median)

Treatment 

history

346 PD-L1 positive patients (TPS*8≧1%), 

independent imaging review
18.5% 4.0 months

1: 68%

2 or more: 30%

Submitted IND
*9

for three Phase III Studies of 

combination therapy with KEYTRUDA®

(LEAP-006*10, LEAP-007*11 and LEAP-008*12)

Complete 

response in 1 patient

PD-L1
positive: 10 (48%)

negative: 4 (19%)

unknown: 7 (33%)

16

: Previously treated with nivolumab

Cancer & Treatment Evolution

Accelerate development of combination therapies with KEYTRUDA (2)

Non-small cell lung cancer (NSCLC): High potential activity observed in 

patients who received prior treatment with nivolumab

https://gco.iarc.fr/tomorrow/home
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Profit by Reporting Segment

April-December 2017 April-December 2018

Results % % of revenue Results % % of revenue YoY

Japan 87.7 55.7 37.4 89.2 45.9 37.3 102

Americas 32.0 20.3 36.4 29.6 15.3 43.1 93

China 13.4 8.5 30.9 19.0 9.8 38.2 142

EMEA 11.7 7.4 35.5 15.5 8.0 41.3 133

Asia and Latin America 10.1 6.4 30.9 12.9 6.7 34.6 129

Pharmaceutical business 

total
154.8 98.3 35.9 166.3 85.7 38.4 107

Other business 2.6 1.7 29.6 27.8 14.3 81.0 1066

Reporting segment 

total
157.4 100.0 35.8 194.1 100.0 41.5 123

R&D expenses and group 
headquarters’ management 
costs and other expenses*

(110.7) (137.0)

Consolidated operating 

profit
46.7 10.6 57.1 12.2 122

(Billions of yen, %)

* Includes the amount of profits and expenses shared with partners under strategic collaborations and the amount of shared profit of 16.2 billion yen for anticancer agent 

Lenvima paid by Eisai to Merck & Co., Inc., Kenilworth, N.J., U.S.A.
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