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Nivolumab improves overall survival and objective
response rate versus everolimus
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Therapies approved in Japan for advanced renal cell carcinoma

| 2015 | | 2016 |

Temsirolimus

[ oo | L[ wvomas ]
[ was ]
[ o]
[ oo
[ J

Yoshimura K, Uemura H. Int J Urol 2016;23:194-202



Phase 3 CheckMate 025 study

Nivolumab

Everolimus

Overall Survival (OS)

25.0 months

19.6 months

Objective Response
Rate (ORR)

Motzer RJ, et al. N Engl J Med 2015;373:1803-13
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Patients randomized 1:1 and received either nivolumab or everolimus

4 A 4 N

Nivolumab 3mg/kg IV
over 60 min every 2
weeks

(U ) ¥ /

Everolimus 10 mg
tablet orally once a day

Motzer RJ, et al. N Engl J Med 2015;373:1803-13



Endpoints

Eisenhauer EA, et al. Eur J Cancer 2009;45:228-47



Assessments

Computed tomography or magnetic resonance imaging

Baseline Bp 8weeks W) 12 weeks

Eisenhauer EA, et al. Eur J Cancer 2009;45:228-47






Overall survival with 2 years of follow-up
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Median OS Global Japanese
population population
Nivolumab 26.0 NR
Everolimus 19.7 NR
HR (95% Cl) 0.73 1.05
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Motzer RJ, et al. N Engl J Med 2015;373:1803-13

Objective response rate

Nivolumab
~ —— 105 (26)
Global < N=410
population Everolimus
N=411 22 (5)
N|vNoI_u3r;1ab 16 (43)
Japanese < -
population :
Everolimus 2 (5)
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After > 2 years of follow up

Nivolumab

Everolimus






To correct limitations

Compare with
caution

Larger sample

. Prior therapies
size

Suzuki H, et al. Int J Clin Oncol 2014;19:686-92



Should nivolumab be used in previously treated patients in Japan?



