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OS: IMDC intermediate/poor risk
Median OS, months (95% CI)
NIVO + IPI NR (28.2-NE)
10 - SUN 26.0 (22.1-NE)
0.9 — o
R+ E# Hazard ratio (99.8% Cl), 0.63 (0.44—0.89)
5087 T - P < 0.0001
2 0.7 1
o)
£ 0.6 1
205 -
Z
@ 0.4 7
S 0.3
3
0.2
0.1
OO i I I I I I I I I I I I ]
0 3 6 9 12 15 18 21 24 27 30 33
N Risk Months
0. at Ris
NIVO + 1Pl 425 399 372 348 332 318 300 241 119 44 2 0
SUN 422 387 352 315 288 253 225 179 89 34

I Co-primary endpoint ESMO 2017 9/20



EERESMO
2017

Adjuvant Therapy With Nivolumab Versus

Ipilimumab After Complete Resection of Stage
HI/ITV Melanoma: A Randomized, Double-blind,
Phase 3 Trial (CheckMate 238)

Primary Endpoint: RFS

NIVO IPI
100 % Events/patients 154/453 206/453
Median (95% CI) NR NR (16.6, NR)
90 HR (97.56% CI) 0.65 (0.51, 0.83)
80 - Log-rank P value <0.0001
70 -
o  71% T T RESRAN 00
50 . AR
v I ] 53%
® 40 I |
| I
30
| I
20 - | |
== NIVO I I
10 e IPI | |
| ]
0 1 I I 1 I 1 I | 1
0 3 6 9 12 15 18 21 24 27
Months
Number of patients at risk
NIVO 453 399 353 332 311 291 249 71 5 0
IP1 453 364 314 269 252 225 184 56 2 0
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Interim Safety and Clinical Activity of Nivolumab in Combination With S-1/Capecitabine Plus Oxaliplatin in Patients With Previously
Untreated Unresectable Advanced or Recurre 37)
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Checkmate 032 Nivolumab+ipilimumab
3 Oth Small Cell Lung Cancer(/MNERRATAA)

ORR, %

since 1717

ORR by Tumor Mutation Burden Subgroup
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CheckMate 032 Exploratory TMB Analysis Nivo * Ipi in Previously Treated SCLC

46.2

n 133 78 42 27 44 25 47 26
TMB-evaluable Low TMB Medium TMB High TMB
B Nivolumab B Nivolumab + ipilimumab

INTERNATIONAL ASSOCIATION FOR THE STUDY OF LUNG CANCER 2017
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INTERNATIONAL ASSOCIATION FOR THE STUDY OF LUNG CANCER

Sady

-

WWW.IASLC.ORG

IASLC 18TH WORLD CONFERENCE ON LUNG CANCER
October 15-18, 2017 | Yokochama, Japan

Efficacy: Tumor Response assessment after first 6 months

ORR (n=34)

Epithelioid (n=27)

Sarcomatoid (n=3)

Biphasic (n=4)

Tumor Response [Cl 95%)]

DCR

(n=34)

10,29.4% [16.8, 46.2]

7, 25.9% [13.2,44.7]

2, 66.7% [20.8, 93.9]

1, 25.0% [4.6, 69.9]

23,67.6% [50.8, 80.9]

Tumor shrinkage(%)

1 ™= Epithelioid

= Sarcomatoid

‘- Biphasic

Data cut off: April 21, 2017

- Beyond PD
Ongoing(17pts)
* Time to response
x Event of PFS
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A Phase Il Study of Nivolumab
3 Oth in Malignant Pleural Mesothelioma
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IASLC 18TH WORLD CONFERENCE ON LUNG CANCER

October 15-18, 2017 | Yokohama, Japan

WWW.IASLC.ORG

Efficacy: Progression Free Survival (PFS) and Overall Survival (OS) after minimum 6 months follow up
Data cut off: April 21, 2017

PFS oS
100 100 ~ 85.3%
) X
O __ 80+ — 80 __I_I_l?\WH
=2 E i
S = 60- S 60+ :
= O 1
22 | 7 i
© 2 407 Median PFS: 6.1 months | — 40 Median 0s: NR ;
D A (95%CI: 2.9, NR) | © (95%CI: NR, NR) !
o 1 1
o 20 4 6-month PFS:50.9% | Q® 201 6-month 0S:85.3% |
(95%CI: 32.7,66.5) | o (95%Cl: 68.2,93.6) |
0 | | | ! | : | ! ! ! 1 0 | I I | | : ! ! ! | |
01 2 3 4 5 6 7 8 9 10 11 o1 2 3 4 5 6 7 8 9 10 M1
No. Pts. at rick Time (month) No. Pts. at risk Time (month)
Time(month) 0 1 2 3 4 5 6 7 8 9 10 11 Time(month)0 1 2 3 4 5 6 7 8 9 10 11

ONO-4538 34 32 27 21 19 18 10 5 2 0 0 O ONO-4538 34 34 33 33 31 31 29 14 6 2 0 O
Full Analysis Set Full Analysis Set
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<Lancet 2010; 376: 875-85>
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