=L E®F 20mg/100mg/120mg/240mg H

(LIZ2FE, FUxH=g)

SLIE®F 20mg (UEFE, FHUXM=)

1 HO|Z 2mL) &,

n FRdE LUERE (2 20mg

m  QHH3A: E2[2~EH|0|E 80 JP) 0.4mg

m  HIHH: D-CHUE, A EEMUHEESDHE, HILEE, HHELM, Fi FUSLEE
m EH: FAEF

SCIE®FE 100mg (LIEFY, MXIxI=ghH
1 HO| (10mL) F,
n fEHE UEFEY (1) 100mg
m OFYSA: E2|AEH|0/E 80 (JP) 2mg
n  HIA: D-CtLE, A EEMLEESTIE, YILIEE, HHEL, Fit FAMLEE

. EX: FAEF

SCIE®F 120mg (LE22Y, FHXXIZ)

1 HIO|Y (10mL) &,

- oSEMNE. L EZ8 (I:H_H.) 120mg
m  QHH3A: EE[A~EH|0|E 80 (JP) 24mg
n  HIH: D-BHUE, A EEMLIEESTIE, GILIEE, HHEL Fith FAMLIEE
BN FAES
SCIE®FE 240mg (LIZFY, SHMXIAH=EhH

1 HO|Y (24mL) &,

n RRYE UEFRY (21 240mg

m OFYSHN: E2|22H|0|E 80 (JP) 4.8mg

m HI7HA: D-ZLIE, A|ESMHUHEES3HE, GILIEE, HHEM, Git, SMUILIEE
BN FAES
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Foz ZFIthEl mB/C7| E& V7| SMT Xt 906 CHMCZ TIHME|QUCt SXtES 2E(HE Of
™ 12 O|Lfof] HHOl S ZAH7Z &olE SMFTo| A™ HE &S LOtoF FCh AL F Qb/m ot
SME XL B At o|2{0] YALL, MAl DRE|DAHZO|E(SHE 10mg O|Ate| EEL|a Ee
S7tE Old) E& CH2 HIAYHAN FOE ZAE dte HH, =22 Helst 0|H SMT K28 ¢
At BFAEA HHol MFeuty HE T HAIM 2BS w2 XL, 2EAHE 674 o4 o|Ho
+2 2 EXQUHo2M QHHEZES FOE AR Xe 2T YA HQlZRACt SHXHEE PD-L1
MENEH5% =22 7IECE] Of S8/282hHet AIcC E2| (uB/C?| tf IV M1a-M1b7| Cf IV M1c7])
2 7|Zo 2 &3t ct

SAtES 111 2E HEEO 0] 2 3mg/kgs 2F ZtAo=2 FW Fof EIL}, O|HE|2E 10mg/kgs
3F LZHOZ 43 JW B0 92 T 4FAE AFCZ 12F ZHASZ ACf 1WMK| £0f ZUCE
F8 R8H XNEe Y EEPR)LE, FAEYD X MLF4A, Y WY E= JFF MO,
M2 &Y

= [
td SME S MR F2h T A LASE AF ALO|2] AlZtez, ALK of3Y
L=}
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1270 3% BIS 2

|
StXp ool F7hgE2 55M|(E9l: 18-86AMl), 0| 58%, BIQI0| 95%, 90%2| EHAS0| ECOG &8 & EN
7} 00| QUCtH ZEE EM2 AICC IIIB7[(34%), IC7|(47%). IV7|(19%), M1a-b7|(14%), BRAF V600 #HO| g
(42%), BRAF OF%(45%), LDH A5(8%), SXM=E MZ8o| PD-L1 EE0| 5% O[22 TIThEl BhX}
(34%), SUHCE HO|l= BZHM48%), HIHE TL(32%)0|ACt AatAlE CHECKMATE-2380Af O] & &
o2 O|H2|FZ 10mg/kg FO 1t HWSH FXHLUMEPFS)UAM SAXH2E Folot 7HMES LIEHY

S A= orefl & 50xt 12! 10 LbEFSHCE
E 50. f2d At (YMA™E CHECKMATE-238)

o| of o|E2| 2% 10mg/kg
(452'8) (453F)
S HEPFS)
2 MY = AY 154 (34.0%) 206 (45.5%)
SY ME SUUCHE) NR? NR®
23 H|(97.6% CI)° 0.65 (0.51, 0.83)
p-valuesd p<0.0001

a CEISIX| &4QUCHNot reached).
3t HY Y 2L (stratified proportional hazards model)0l 7|2t5HCt
c Zotel 23 W3 A (stratified log-rank test)0f 7|2HSHCE

dp-values SAH Folds 7| ?lof LI 0.02442F H| ALt

a3 1. 23 M= (PFS) (YAMAE CHECKMATE-238)
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453 399 3\ W M ™ 49 NS 0
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43 W I 2 22 25 M % 2 0
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[Y4AIE CHECKMATE-816]

YA CHECMKATE-8162 F2%| HIE, 371 Aoz BH 7tstt HAMZHY SHAHE e
2 MM QALCE AJCC/UICC THE 7|22 = CHEl IB (4cm Of&h), 117 == IAZ| BA 7

S
MEZEQ SHXt, ECOG £=3 AEf= 0 EE= 1, RECIST vi1.10] M2 £X Jts3h AHe 2=

om

ZH) HAMEZHYAS & ¥ HXQ%¥(neoadjuvant)
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A1 TSRt
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7|8t slste e hE2|EH 175 mg/m2 & 200 mg/m? It FHEEEIE AUC 5 & AUC6 (ZE
, HHEAIE 500 18, Ee

B

=1

[ ]

Zsh Ed 500 mg/m? 1t AIA“EPEl 75 mg/m? (B[ E =2, == HA|EtE 1000 mg/m?
£ 1250 mg/m? 1t AJAEEIEl 75 mg/m? (HE ZEghoz FgL|QCt W3 7|8 35 HoAM £ H
LAl 25 mg/m2 EEE 30 mg/m2t A|[AZEHEl 75mg/m? £ EMEHE 60 mg/m?2 EEE 75 mg/m? It
AAZ2HE 75 mg/m? (& ZZAShel & Jiel F7t Xz 80| =&ALt
F223t0] Ciet A5t R452 PD-L1 Y 2o =F (21% vs. <1% E= HIEED), 2EH A 8/
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0 AACE 89%+= DA/ S SHKSILE,
A == (definitive surgery)2 O| fnf Bz 7|8t 315t Q

75%0]| A EFQFCH

3

HEQYT At 83%, 2t YT SHAte|

CHECKMATE-8160IA FAt MEEFS)QF He|aHX 2t 8BS (pCR)IOIM SAXCE |2t 7iME2 F
SHRICEH
24 dits ® 512 27 20 MA|/of AUCEH
B 51. 84 2ot (YLAE CHECKMATE-816)
o ofut Wiz 7|t 3ttty W 74 3teta
(179%) (179%)
BICR 2AtZ ME (EFS)
A (%) 64 (35.8) 87 (48.6)
Sar O E)? 316 20.8
(95% Cl) (30.2, NR) (14.0, 26.7)
Q|gi|e 0.63
(95% Cly (0.45, 0.87)
S3tE 23 =9 A48 p-value 0.0052
BIPR B2t 2tH Ht-3(pCR)
pCR ZHXf= 43 4
pCR HIE (%), (95% Cl) 24.0 (18.0, 31.0) 2.2 (0.6, 5.6)
F™E K& X0| (95% Cl)e 21.6 (15.1, 28.2)
p-valuef <0.0001
FALA WEEFS)O CHEE x4 FX 7|12H2 2170 20| ACEH

2 Kaplan-Meier S0 7|H._6._“:f

b o=l FA Hl2 Y 2 Y (stratified Cox proportional hazards model)0fl 7|gtstCt,

c BotEl 21 w9 HE (stratified log-rank test)Off Z|2tstct EAX 9|40 Cist ZA: p value
<0.0262

d 22{-I|0{&(Clopper-Pearson) & &0 7|gtstC}

¢ 3t B X0l 7IBXE & DAZ-HH-AE AE (Cochran-Mentel-Haenszel test)0i| 7| 8oLt

OPDKR-aW
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fS5lel IIS-HE _JAM AN (Cochran-Mentel-Haenszel test)0f 7|gtstC},

—o— 0PDIVO + platinum-doublet chemotherapy
—-A—- Platinum-doublet chemotherapy

Probability of Event Free Survival per BICR

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrroroerorda

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
Event Free Survival per BICR (Months)
Number of Subjects at Risk
OPDIVO + platinum-doublet chemotherapy
179 151 136 124 118 107 102 87 74 41 34 13 6 3 O
Platinum-doublet chemotherapy
179 144 126 109 94 83 75 61 52 26 24 13 11 4 0

FAA AEEFS) 24 GAL 2RO 26%7F AHTRUCE HH HEOS)0 CHet ME| X|ZE SHEM0

M 21" HIE2 0.57 (95% Cl: 0.38, 0.87)0| 11, 84N Fold ZAE Xl AULCE

(® EGFR H0| E= ALK MH{Ho| = HAH ZIssh(BEY 37| 4cm O EE 4 AZH) HAM=E

Heto| & H BEZX Q% (neoadjuvant) X & £ HX Q¥ (adjuvant)

[T
>

AAE CHECKMATE-77T]
HE JE ot HE FO0l 2 &2 MG, £ T EXRYCE 0| ¥S HEQYCE X|
& ROoiste XE5Q fEde2 HA 7tsd HAMZEHY =Xt 461H S HACE ot 22| HiHE, 0|
=72 AAA|H Ol CHECKMATE-77TOI A H7+E| AL,
A 7tset, GYSEo R oMEALL ZESMoz ZHOlE HI| IA(>4 cm)FRH 11IB(T3-T4 N2)7tX|Q|
HIAMZHQ SRHAICC 8T 7|F)2AM, ECOG =8 MEfE 0 £ 19 &X7F =g ALt
CH2O s Ydte 2tAte A-AIH0IM H 2| AT
ME 27hs8tAHLE FO|M HIAMZEHQ SHA}, EGFR BI0| = ALK MEIE U= AL & FO|, 255
Olatol Uz A HE, 7MY o e == 239 vH[Zdd HHGEYO0| AAL = X z27F East
42, 234 A7t B9 Aot = WA HY AN XEIF B oEtE HEE Tt St}
22 HE2 ZY PD-L1T ¥ =F(21% O <1% Cf ==™/47t =7h, 2Y 207 of mzl), %
TY Y (HE SIS Of HHEAIQ of a2t S| ACH
At 11 HIE2 A9 Bi-E 0, TS & StLte| X285 2UCh
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-2
47| 80|, O|0{M =

=
o

o=

12 = OrE TN

—

o
M EXQHOZ 0] & 360 mg= 30

oo

AA
T E

& %0 =Y nHr 0 5 o KT T W k-
i Ol o0 st HooWF 5 KUk g "
oo & m HE ko ok . g gy .
5 N ~ I E |_H|\ _4_u_Uo ~ S _ml_M <20 or Ior ._%_M Gl
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113 (49%)

(229%)
76 (33%)
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NR 184
Stk )2 (95% Cl)
(28.9, NR) (13.6, 28.1)
N 0.58
/=[P (95% Cl)
(0.43, 0.78)
Setel 23 =9 4dd p-
0.00025
value©

a Kaplan-Meier Z70] 7|gtotCt

b 32tE A H|g I = (stratified Cox proportional hazards model)0i| 7|gH5HCEH

c BtEl 2 &9 #E (stratified log-rank test)ofl 7|EFStCE SAHE [0 st BA: p value
<0.0264

J8 3. FAIH ME (YMA™ CHECKMATE-77T)

—~

1.04
S
&= 094 ‘1%&
& 08 L
g 0.77 -?ﬁ':_ “‘M\m‘m
G s,
£ 05 o, W=
E- 0.4- gy, "
= & -
_;";_ 0.3-
5 02 . .
2 —2— (OPDIVO + platinum-doublet chemotherapy/OPDIVO
£ 0] —g—- Placebo + platinum-doublet chemotherapy/Placebo
0.0+

TTrTrTorrrrrTrrorrTorererTrTOTEREROT TN TORTRTNERET TN

0 3 6 9 12 15 18 21 24 27 30 32 36 39 42
Event Free Survival per BICR (Months)
Number of Subjects at Risk
OPDIVO + platinum-doublet chemotherapy/OPDIVO
229208 173 157 141 134 15 80 69 46 20 7 4 2 O
Placebo + platinum-doublet chemotherapy/Placebo
232204165138 N8B 106 78 59 44 29 19 10 6 1 O

APEO AZE 72X 2A0N, HaletA 2t HtE(pCR) HIE2 0| &F FO 0N 25.3%(95% Cl: 19.8,
31510, & FOZOAME 47%(95% Cl: 2.4, 83)FULCE HX| MEOS)H CHer Hlm Zit= AFH Fol=l
AN HE ™E et EFS 24 AEOA NSZIX| RRULE

'

@ Ho|d =& LY HEHE HAMEHAC 1XX 22N FrEEEHEl, THE2|Ehd, HHIAFTate|
HEQH
QA AMAE ONO-4538-52]

2
AMAIE ONO-4538-521 CH7|T REIHT, 015 =713, 9% X AR sistay FHo| gn
| %2 3 2

oo =
TAIE gAY 2ol Hestx B/47| L& MEE HIEHE HAMZHYO| As 2HAHE Y22
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HE|RACH EGFR H0| EE= ALK E& ROST HZEH7L e &Xbs M QIE|RAC SHAHE2 0 2F 360mg
= US FtEEEIEIAUC 6), THEE|EHE (200 mg/m?), HIBIAIF (15 mg/kg) 22 T4 = stste Hat
83510 3F UHC=E A|tf 6F7|MHK| F0f ZUCE O] = O] 2f 360mg &= IS HIHFA|FR(15
3

:
Of 3% 1o SOBIRUCL WRRYWS 0 %S BA Foioin, 0 3 sRYS
=
1

g0 mE 2EO| UHZAL AHE =7tstt 59 Y HIMA ASE UL SEE/H=
7

M 487 2 6F UF2=2 AAE UL, O 0|20= E0| Tl WIHX| 127 HF2 2 A|HL| AL
LA EHojot 2tXp HHOl FHE2 66M(~ Rl 27-85M)2, 65M 0|2l A= 56%, 75M 0|2l
SHAb= 11%0| 1, Hd(75%), OFA[ORI(100%) 0] UL,

02
0x
kiR
&
M
v
oy

2 frd Az 74 Fat [95%, C)2 LI=FETOAM 12.1271E[9.76-14.00], <k
TOlM 81170 &[6.97-8.54]0| 11, O] &F RO 2oz HLHE Al SAHLE Roor AFES Lt
EtLHC}. (hazard ratio: 0.56 [96.37% Cl: 0.43-0.71], p <0.0001 [stratified log-rank test], data cutoff on
February 10, 2020) (A& 4)

a3 4. Y EE (PFS) (A YA ONO-4538-52)

100 9
q’e\\\ -O- OPDOVO-+Chemotherapy (C)
L]
= X -/~ PlacebotChemotherapy
b= 80 -
@
Q
o
b
8 60
@
g
B
e 40 4
=
ey
S
2
B 20 7
L)
L
(=
b
&
n -
T T | T T T T T T
0 4 8 12 16 20 24 28 32

Progression-free survival (month)
Number at risk
OPDIVO+C 275 231 163 88 48 16 6
Placebo+C 275 225 127 53 27 5 2

® THE MNZEQY 1%} X2
|8l CHECKMATE-214]

Al CHECKMATE-214= 1:1 FEHIE, 370 Aoz O|Fo| X|2Z&0| e THY LA
2 BXE Moz ZHEACE BAEL PD-L1 FX[eF BAQI0 ZIEACH  AMAIH
CHECKMATE-2140M & 17 2 dX & HOo|7b U7L:, ESH XItHAHS 52 iMooz HY
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AMANE ERE ote JEHS| 2AS0| M 2|z ULt

rig
Pl
fun
rlo
Z
]
(@)
=2

o

= H=(International Metastatic

RCC Database Consortium prognostic score) X X|9S 7|=2 2 F3lE| ALt
1

7242 IMDC ZIEd WME 67HX oz AR & X2 174X OlgE ZHXZD s SUAH
(intermediate risk) =2 2|2 (poor risk) AN HIPE[RACHE = MMZEY TS B2 Al7|Z2H
FARBIEMAl 19 O[] 7|ZF Karnofsky == 80% O|ZH F& SISHX[ECE K2 HEZ=28 +X|,

=
10mg/dL Z=te| Zrg EFX|, o XL =2 Eo8 X, ¢ JeK2ED 2 Bl =

]

oft
-4

A

).

SASL C120 £ TOR D9 WHEUCH, el NYEHL o BIHSH 4 LM K
e

O] °F 3mg/kg?t OIHE|RY 1Tmg/kge 3F AR 43
3 =2

| £of &
=Yoo= Of 230 £0§(0| 21t ojH2|RE HE FO0iT, 425%), =
o FUE|H 50mge 1€ 12 Z+E 432 FOst 237t F%5t= AS 1F7|2 o}0] HtEd
(=UElIE FO0lZ, 422F)
shXt 3ol O] &2l 2tRh= 8%0O| ULt

S 61M (BRI 21-85M)E, 654 0|42 $HAtE= 38%, 75A

Ct=o| SRt H4(73%), 2 21(87%)0IA 2O, Karnofsky = =7t 70-80% Q2! BHXH7F 26%, 90-100%2! 2t
X7t 74%0| AL

F8 f88 Zits 37 32 1AYT XM TAH MEOS), FTY HE(PFS, IRRC H7h), 2zt
& HLSE(ORR, IRRC B7hE BEIIE|QUCE Ol SHAtTOIA, O] fuf O|HE|RE HE FoFol HA “d
FOS) X AHH HLSE(ORRE =L EY FolZ ChH SANSE Rt /MS LIEFHCE (& 53 &
a8 5. MM MES JHME PD-L1 LSt A Q0| BELIUCE O] AMAHM FEIH MEPFS)

ol 2 SAHLZE ROISHA| UL

—_

LA™ CHECKMATE-2142| R ZANE #& 530 LIEILHRACE
B 53. Y 2t (YLAE CHECKMATE-214)
/0¥ X
o] ofut ojHE|RL HE FLIE|H
(425) (422'8)
HH dE(0S)
AF (%) 140 (32.9%) 188 (44.5%)
dE SUUCHE) NE 259
& H[(99.8% Cl)? 0.63 (0.44, 0.89)
p-valuebc <0.0001
42X HHZE(ORR) (95% Cl) 41.6% (36.9, 46.5) 26.5% (22.4, 31.0)
p-valuede <0.0001
2Hd i (CR) 40 (9.4%) 5 (1.2%)

OPDKR-aW
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22 I8l (PR) 137 (32.2%) 107 (25.4%)
X 28-S 7|12t B ZHEOHE)95% Cl) NE (21.8, NE) 18.2 (14.8, NE)

A Ml = A (%) 228 (53.6%) 228 (54.0%)
U 4= SUUCHE) 11.6 84
2= H[(99.1% Cl)2 0.82 (0.64, 1.05)

p-value® NSf

[

Zot H|Y ™ 2 (stratified proportional hazards model)0i| 7|2H5HCE
b Zotel 21 W3 AHF (stratified log-rank test)0| 7|2tSHCt
¢p-valuee SAH FoldES ©7| s LIt 0.0022f H|mSHILE

d Z3tEl DerSimonian-Laird testOf 7|gtstCt.

¢ p-values SAX |o|EdS 27| I8 Lmt 0.0012t HlWSHRALCE.

2L} 0.0090A FLloHX| AT

—

J% 5. N ME0S) (B 52 19d X) (LMA ™ CHECKMATE-214)
1.0

091
081
0.7
061
0.5
0.4 1
031
021

Probabiily of Overall Survival

e (PQIVCD - Ipilimaimeh
011 === Suniinib
e

| BT iR | T T T | Lo ] P B
] 3 g 9 12 15 18 21 29 ar ) &3
) Drarall Surdval (Monihs)
Hurnber of Subjects at Rk
OPDAND + ipifmumahb
475 MWD T2 B 332 B 300 241 119 44 0 F 0
Sunitinit
472 3T 3B W5 ZBE 253 2M5 178 A9 3 3 i

AMAIE CHECKMATE-2140| M= IMDC 7|=0 2 0|27t Y=o X2 B(favorable risk) EHAtE (249

E) 9A| O] 2ut O|TE|RE HE FOoT (1259H) Ex& *I—IEI E0 (124Y) 22 ZEQHI A S0
HIISIRALE O] 2XE2 fEd 2470 =X AUACHL M SXEOAM =LIE[d FAZ C{H|
0| <okt I*é'EIT“.; HE SO MA HES) TI°4 |= 1.45(95% Cl: 0.75, 2.81)$IC}t. O|™ X2 dY

OPDKR-aW
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O Rle Mol MM=G 2HXtofM o] ot O|Z2|FE HE8RE Frad2 =EEX HAUACL

[

Ol AFA| 8l CHECKMATE-9ER]

—

YHAIY CHECKMATE-9ERZ FXR(EIE, 370 LAz O|To| X280l 2le TAHY UM=Y
SXE Oigdez o ofnr FIETHE|HSl HEFO Of +UEE HLRNE FIISIALE LA
CHECKMATE-9ERO Al R7tHAES 52 YUMoz HAYNKNE ERZ dt= dH2 X=2 H<
Ut 2xtE2 =M Hold MMERY HO[HH0|A AXAFIMDO) OlF H(E= vs &2t vs LHE)
o
=

|
O PD-L1 B U (21% vs. <1% £ O|ZF) U X| (0|2 LiCh A28/
J|1Zo2 SEIYCH BASE 0| O 240mg (Of 230t HYEO)T} FHEFE|Y 40mg(12 1
Eo)g WRE033BIAL SLEY Somg1Y 13 457 ATEG = 257 wohe U
(328)SHACH RECIST v1.10] (2 0| THE{LE 618 27Hs8 54 LA MUK K2s

Ch.

AYAIEO &OITH SRt HHO| B2 61M (S 28-90M)E, 65M O| &S| SHXH= 38%, 75M O] 42
A= 10%0|RACE Ch=o| SXtE HA(74%), 9 21(82%)0| %20, Karnofsky =% AEH(KPS) 70-80% 2!
SHXEIL 23%, 90-100%91 BHXL7} 77%0| AL

SAES IMDC O|F E==0f Wmat 22% Y=, 58% 7, 20% LHEC 2 BXE|QICt

F8 R84 Zite 7HE SEELHIKBICRO 2ATH R MEPFS)LE JFHEIUCH FIHEQ
fad 40 582 dH dEOS)Y =7tEE SESYEZHBICR)OI 23 A HHEE(ORR)O|AL
&= 0@} H|W3tol O <fut ZHHTE|HES HESIIUS I =

-
m
IC
4m

—~

= o
PFS), A EE(0s), A& HSEORRUAM SAHAHLZ oot 70| LSE UL,
2

AA|E CHECKMATE-9ERS| &

oo

E 54. f2°d At (YMA™ CHECKMATE-9ER)

o] okt FHRTHE|H HE FLIE|H
(3239) (328%)
S YE(PFS)
2 A = AE(%) 144 (45) 191 (58)
R SE SCHE)95% CI) 16.6(12.5,24.9) 8.3(7.09.7)
fI&H|(95% CI)° 0.51 (0.41, 0.64)
p-valuesd <0.0001
™A dE(0S)
A (%) 67 (21) 99 (30)
SN E)2(95% Cl) NRe NR (22.6, NRe?)
2|3{H((98.89% ClI) 0.60(0.40,0.89)
p-valuecdf 0.0010
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2t BEZE(ORR)(95% Cl)? 55.7% (50.1,61.2) 27.1% (22.4,32.3)
p-valued <0.0001
2tH 8hg 26(8%) 15(4.6%)
22 83 154(48%) 74(23%)
#7127t SN E)95% CIy? 20.2(17.3, NR9) 11.5(8.3,18.4)

2 Kaplan-Meier &80 7|gt5tCt.,

b H|2d| Y& 2% (stratified Cox proportional hazards model)0f| 7|2+SHC}
| Z7 (stratified log-rank test)0i| 7|2HSHCE

| Z7H (stratified log-rank test)0fl 7|2tst &= p-value

. (Not reached)

M fls Lot 0.01112 Hl Fi"'i':f.

Clopper-Pearson) 2 &0f 7|dtot

MM AH™ (Cochran—MenteI—HaenszeI test)Of] 7|83t ¥FZE p-value

C

rmor\orn
—Ho

o Ol% ot
for
Ay HY =

ot

d

4o

Q

C

o
|.|'|
i
Ot
Rl

—_—

NI

o &2
AT

rr

e -
°
<
=B

Rl
-t
e S
2 B

o

r
rIJE
r&l 1>

I
—~A— OPDIVO + Cabozantinib kal
-~~~ Sunitinib !

Probability of Progression Free Survival per BICR

0 3 6 9 12 15 18 21 24 27

Progression Free Survival per BICR (Months)
Number of Subjects at Risk

OPDIVO + Cabozantinib
323 279 234 196 144 77 35 11 4 0
Sunitinib

328 228 159 12 79 3 10 4 1 0
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a3 7. N 4Z (YHAE CHECKMATE-9ER)
0.9
0.8
0.7
0.6
0.5
0.4
0.3
0.2
0.1

0 3 6 9 12 15 18 21 24 27 30
Overall Survival (Months)

Probability of Overall Survival

—2A— OPDIVO + Cabozantinib
—-©— - Sunitinib

Number of Subjects at Risk
OPDIVO + Cabozantinib
323 308 295 283 259 184 106 55 11 3 0
Sunitinib
328 296 273 253 223 154 83 36 10 3

HA| 2715t £ Ho|d QM ZALD|Io 1X X|&2
[YAAIE CHECKMATE-901]

UAAI® CHECKMATE-9012 O|M™0| X2 ZHOo| Y= HAN =7ttt E= HMold QEN=ZEHOY =
AE HYo2 22 ™, S LYAI™HOICE O| == N EXoH E= 2 2 @2 X8

HRUZEH 1270E Ol Ol Y O] Y= 2 A
2d SFUBA "7t A sAE2 HARRALE FEHBE P ASe 4= PD-L1 HEf (21%
vs. <1% £ DO|ZF)e 2t HOIACL 2t= Chg & otLbE RO fI8 112 FEASE AL
« 1 X o] °f 360mg A Z|CH 6F7| S AAZ2HEl 70mg/m? d2(1 1 X A 21 F
o 8 YAO| FAIEFEl 100mg/m? F0f O] ZHO| TAE|AHLL 58 + Bl= =J0| LiEt
2 7K O] ©f 480mg 4FOiCH Th= F0. FHO| TMEX| ALY, 38 =+ fle 540
oe 49 o 42 A HW FOLEEH XCf 24 S FOE K&t
o IO 6F7| S 1 LR A[AZF2HEl 70mg/m? 2| HHO| THEAHL S8 + Qe
3 ES

=
Of LtEbE Mi7bX| 1 XAF 8L 21 o] 8 LA FAIELE 100mg/m? £

F9 gu4 ZAIs RECIST V.12 ABSHO =71 SESYWIKBICRON 28k B7HE HH HZ(0S)
I SNY YEPFS)OE SHEQICL FIHMOE [aY ZI FHS £IHUE SUFYWIHBICR o
of BIHE 4N YIS BORRIS ZHOIACH YMAIHOl HoisH B YO F7ZHS 65M (8 91:32-86)

4 (
2, 75M O] BHAt= 12%, OFA|OFQl 23%, HHOl 72%, Z9Ql 0.3%, 0.3% OfH 2|7} ¥F0l L= AejA
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7t |F0, 3O 2| 49%, S|ATHY E& BEIA 12%, S8 77%2 FAEACE 7| K] ECOG =Y MEf=
0(53%) EE= 1(46%)0| ULt
7IMX|OM 87% THAH= 20% 7t HO|E ZETstol Ol QEMZEAD

O
T4 MY QB MEMIY, 51% At QEMEZ LSOO RASHY HOIE 1

O] 2ul A|AZSEIEl 7|8t SsteHalo] H M oA 49 (16%) X A|ASZIEl J|H gt 20|
M 43B(14%)2 HOZ o FI| AAEZE FEH 0ol FIEEZIEICE  TBRHCE  AMA[H
CHECKMATE-9012| R84 ZA1tE = 55 W I3 81t O 90| LIEFLIRICEH

E 55 g2d ZAnt (YMA™E CHECKMATE-901)

0| 2k} A|AZga}El 8l
| S ASEEE X AAZEpEl L HMAER
HAEIY HE o
(304H)
(304%F) °
HH| HE=(0s)
A, n(%) 172 (56.6) 193 (63.5)
S CHE)? 217 18.9
(95% Cl) (18.6, 26.4) (14.7, 22.4)
. 0.78
2|&H|(95% Clb
(0.63, 0.96)
p-value 0.0171
FUY YE(PFy)
A, n(%) 211 (69.4) 191 (62.8)
SHOHE)? 79 76
(95% Cl) (7.6, 9.5) (6.0, 7.8)
N 0.72
2IEH[(95% Cl)b
(0.59, 0.88)
p-value® 0.0012
ZHatH H-ZE(ORR)
HESE, n(%) 175 (57.6%) 131 (43.1%)
(95% Cl) (51.8, 63.2) (37.5, 48.9)
2™ 8hS n(%) 66 (22%) 36 (12%)
B2 H2 n(%) 109 (36%) 95 (31%)
urg 7|7t
SO E) 95 73
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(95% Cly? (7.6, 15.1) (5.7, 89)

2 Kaplan-Meier &80 7|gt5tCt

b

C

d

Zotel EA H|Y ™ 2 Y(stratified Cox proportional hazards model)0| 7|2+tCt,

3 =% AH (stratified log-rank test)0fl 7|25t ¥H p-value
7telEl S5 A EIHBICR) M2 HIHSHRALCE

J3 7. HY H=(0S) (YHA” CHECKMATE-901)

1.0
0.94
0.84
0.74
0.64
0.59
0.44
0.34
0.2
0.14
0.04

—&—— OPDIVO with gemeitabine + cisplatin
— £)— - Gemcitabine +cisplatin

Probability of Overall Survival

L L L L I L L L L L L L B B B L B L B R R
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 54 57 60 63
Overall Survival (Months)
Number of Subjects at Risk
OPDIVO with gemcitabine +cisplatin
304286264 228 196 167 142 119 97 84 69 58 48 36 25 20 5 12 7 4 2 0

Gemcitabine +cisplatin
304 277 242 208 166 140 122 102 82 65 49 39 33 24 17 16 13 9 4 4 1 0

a3 8. FTH 4E (PFS) (I YAI” CHECKMATE-901)

1.0{=,

5 094 %\ —— OPDNO with gemeitabine +cisplatin

= — -£— - Gemcitabine +cisplatin

5 L]

= 0.8+

=

= 0.7

@

E 0.6

s 0.5

K

s, 044

.E 0.34 “~

:-‘g 0.24 e * ‘-_b—m—‘_‘_._q.

- \ L aea

S 0.1 e e

o o e
0.04

U AL L L B L L L LI L L L L L LA LN B L |
0 3 6 9 12 15 18 21 24 27 30 33 36 30 42 45 48 51 54 57
Progression Free Survival per BICR (Months)
Number of Subjects at Risk
OPDIVO with gemcitabine +cisplatin
304253 179 116 62 65 57 49 41 36 31 26 19 44 11 10 6 5 1 0
Gemcitabine+cisplatin
304223119 63 35 25 17 12 10 9 8 6 5 2 1 1 0 0 0 O
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oo

= BX} H}Z7}7|

ol 2ol =2 2] HESY wago| Hxetl
[LAAIE CHECKMATE-274]
OIAMA™ CHECKMATE-2742 O] &4S EHEXQWHO=Z 2Q|2ut [t EXQU|™, 0|F =712 Algoz,
Ha e MR Q2R Es 22h0 7T QEMOIMEZRS 2X EAM=R0) 2 1202 OLH A
O 0| =2 Hol 2XE Y2 FHE[ QL
e o] =2 7|82 1) &2 ™ EZQH(neocadjuvant) 22 A|AZEIEl SlstQEHES "2 AlYCfA
AHE ypT2-pT4a == ypN+ B7|0|1, 2) & N EXQYHOZ A|AECtE st o EXTsALE Of
£ HESIO A|AZEIE B2 Y| %2 A|™FMAE pT3-pTda =& pN+ H7|00F HCh =X}
=2 0] 9 240 mg = /U2 2F UHCE MY & S8 = Qe 540 WHE W7tX|] X 1
H SOt E0| 2T XS ey DA™ AMEIN+ vs. 1070 02 FZHEES X NO/x vs. 1074
O|A Z2IZ™M S HAH3H NO), PD-L1 Ld ZUME(>1% vs. <1%) W A|ASEIE M3l $stQHo| AR of
2O vs. OIL|R) M2} B2t ALt LA &Hojoh 2tXt AHO| S22 67M(E: 30-92M)=Z, &
0| 76%0|10 HHOI(76%), OFA|OFRI(22%), &9l (0.7%), OtH|Z|ZH AF 0l L= LfAFF AFT(0.1%)2
2 FHEACE BRI 43%E= O|F0 == ™ EZ QY AAZCE o HE BJ}OH, LIHA| 57%
St B8 H(22%), &t M2 E(33%) X 7|E/ELEX] %E32%)2 ARE O[T == ™ EXQH
AMAZEIE st E 29X UQUCH ZHXIO| 40%= PD-L1 ZE0| 1% O|A0|R T, At 21%e= A
2o 240j¢UTUC)O|RILE F2 Rad Zits FEY HEDF)CE ZE F&Q HiEE= Xt
PD-L1 21% AT 2 CHACZ HILE|QCH FAY MEL2 XX XY (34 QA0 T4 H-QZ 4
o s AATO0|), Es AIUNIX|Sl AZte 2 FGOlE|QUCt FIHMQl fBd Zi FFH2 MA HE
(0S)2 ZEUSIFLCEH AMMO| X|FHE SZHEM0|A, kot HIE6+01 o &2 RO M ZE F&
SIEE =X oF PD-LT >1% 2HAF SHRIZ0AM SAHCZE F2|ot DFSQ| 70| LS E[UACE EF| A4&
2 ZAOIRHUTUC) BHXH149FH)o EHHE SIQIE 24 0) A, OI 2 ot Hmsty FEHY ME(DFS)
Ol A ZHMO| ZHEEZ|IX| UAJACL HBSIE|X| $2 BAYH MEDFS) 2™ HE FEX= 1.15 95% Cl:
0.74, 1.80)0| A Lt.
E 56. f2d At (YMA™E CHECKMATE-274)
HH| 2= vi’d PD-L1 21%
o] <f fleF o] of fleF
(353%) (356H) (140%H) (142H)
Z2AH ME(DFS)
Atd2, n(%) 170(48) 204(57) 55(39) 81(57)
A R 47(13) 64(18) 10(7) 24(17)
A T 108(31) 127(36) 40(29) 52(37)
Ap 14(4) 10(3) 5(4) 5(4)
DAY MZ= 7N 20.8 10.8 N.R. 84
(95% Cl) (16.5, 27.6) (8.3, 13.9) (21.2, N.E) (5.6, 21.1)
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el 0.70 0.55
(95% ClI) (0.57, 0.86) (0.39, 0.77)
p-value 0.0008¢ 0.0005¢

N.R. EESIX| UQUCHNot reached), NE. =H& 4= giCt

3 J|MX| AHH0IN HEE ZEith (ZEEE BHA}, o & ROz 14 L /o RO 3H

b Kaplan-Meier Z&0f 7|8totC}

< Zotel FA H|g ™ = E(stratified Cox proportional hazards model)0fl 7|2t8tCE Q& H|&= O] 9F vs
?|efo|ct.

40| == M EXQBOE AAZECIE He|atd ExH MEf| S PD-L1 2H HEH(21% vs <1%/002

ol wet Setel 23 =9 48, TN FHAE 2o SAN 7oldo it BA: p value

ot

<0.01784
COM 4% W BERYOR AABRE, oIS YTH Hejo o2t SAE 27 29 4, PD-L12

1% XM SAX 72l-doll gt A p value <0.01282

a8 10. 25 T HIEE 2o FRE YE(DFS) (A HA™® CHECKMATE-274)
1.0
0.9
0.8
077

0.6 gﬁ

0.5 —h_
0.4
0.3
0.2

Probability of Disease Free Survival

—&— (PDIVO
0.19 —-A—- Placebo

0‘0_{Il|ll]ll]ll]ll[l[[l[|l[]T][Il[ll]ll]ll]ll[ll[ll[ll

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51

. ) Disease Free Survival (Months)
Number of Subjects at Risk

0PDIVO

353 296 244 212 178 154 126 106 85 68 57 51 36 23 20 3 1 0
Placebo

356 248 198 157 134 121 105 94 80 65 54 50 37 22 19 10 2 0

AN CHECKMATE-9DW]

FAl®l CHECKMATE-9DWE EH =7tst e Hold 7HMZEY SHXE iyl 2 of FEe
370 et LAA-FOICE O] Alole mAEHoz 2ol

Jde|n Tl Heto| chsf o
g O UHAIE HAks 2F AtE
7

k. Al 8 7t £
HY u B (RS Y 12748 OILH) SATH 4 60,000 O|F, YYHOE Qoo 24,

M E7HsE EE HOY ZHEY
(24
Ol A
O o

flus}
o
kR
on rir m
= u
z'.IH
e m
(&)
ot O
- O
2
o —~
o ox =

re oo
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M BHY AN X[=7F 2ot ofStH HE, HIV ¢, BY Y HIO|HA(HBV)RE CY ZHE HEO|RA
(HCV) == HBVRt DY ZHE HIO[2{A (HDV)2| 28 SA| 2 g0l A= 2tAts M = AL,

SAEE O T St XRE W7| fldf FEH9 HiPE /ACH
« O] 9f Img/kge 3F HHALE 3020 24 T HH FYUS = Z2 0| O[HFHE 30
20 28 3F ZtHoz HA FYUCE (O] 43 HE QY = 0 & 480mgs 4F 422
30201 22X H MA FPoR thE 9
o AFLAtol MEHO| 2t

- HBLEIY 8mg (BF A 60kg 0|2t Al) == 12mg (577 60kg O|4h) OHY AT £0f, &

- A2t e 400mg SHF 23| AT £0
F2e| HiE2 HQRI(HBV vs. HCV vs. H[HIO|ZAY), CHEa A /L 2t TO|(RF), 22l ot
EfO CHEH(AFP) ==X[(2400ng/mL & <400ng/mL)Oll 2t AHZ=2te|ACt O] fnt o|Eez[RHol HE
Y Y Y 58 EVtsP 58 E& A0 29 SO AHSZI|QUCH o[Ee[RH 7|Qlst £E80
2 Qs HE ¥S FCS SXtE CHE @BOZ 0 &g X|&5T 4= UQUCt A A™oz Qb
st AAN 0]Yg Hhn QICtn HPXpIb ECHSE Z2, RECIST 1.1 FolEl MY XY o|z=ol= XE7}
SEEIALCE TY HIte x7|, 2R HE = 9F X 1630, 0|F 48FHX| Of 8F, 1 o= Y
T, X2 S £ 25 X2 AR AJEK| Of 12F0iCt =H[QICh = IS~z 229 S
ZE SXo| MA WEOS)OIULCL F7t 2 EitHae 7EE SESYEZHBICR)O| H7MeH 2
X HLSE(ORR)I #H8 X[£7[ZHDOR), A2l AFBE &9 & HMEZE 7|Uez ot Zd A4t Alzt
(TTSD)O| Z=&HE| ALt
L 668HO| 2X[It O] ofif o|HE|FHute| HE Q¥B35H) = AT ME4(333H)Ql HHIEIY E
= 22tH Y Folstr| Qs £ HIEEACE AFR MEIFO| M= X222 2HALO| 85%7F HIHLE|
HE, 15%7t A2tHdS FOo{2QAot.
A0 Eojoh StXp HEH 542 AP T 66M (Bl 20~89)R 2, 53%7t 654 0|4, 16%
7b 75M| O|&O|RACt QIBHZ = 53%7F HHQl, 44%7F OFA|OFQI, 22%7F S 10|41, 82%7F H-JO|RALt.

HEfE 0(71%) == 1(29%)0|ULH 34%2| SHXH7F HBV &4E, 28%7F HCV & YOI,
Cv &g 3H= alUch

19%2| $tAt= SRS S 1% H-L2 S X[L7H0| AJUACEH CHREEQ| 2HXt= Z7| BCLC HI|
C (73%) B2 7K1 ARD, 19%= H7| B, 6%= B7| A ACL Child-Pugh E==7t 5,6, 7 O|&Ql 2
K= 282 77%, 20%, 3% OIRACt TH| 54%2| 2HXt7F 2tQ| TO|E, 25%7t thed2 P S, 33%7F AFP =
X| 2400pg/LE ZHA| L AALCE

LAY Fad Zdite # 57 ¥ O 110] LIEFQJUARUCE o 2t o|F2[R el HE aEol Alts

0|

APAte| MEfQl AHE|Y = A2bH D HLSHY EHAFH 7|ZH2 26870F 7R = SHRAL

0=

MY

E 57. f8d A1t (Y4A™- CHECKMATE-9DW)

o ot ojma|ee Metely £= 22ty
(335%) (333%)

rx
=
0=
T
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= BX} H}Z7}7|

A (%) 194(58%) 228(68%)
SUAUCHE) 23.7 206
(95% Cl) (18.8,29.4) (17.5,22.5)
fI&H| 0.79
(95% Cl)® (0.65, 0.96)
p-value® 0.0180
A BHEE, n(%)© 121(36.1) 44(13.2)
(95% CI) (31.0, 41.5) (9.8, 17.3)
p-valued <0.0001
2t S (%) 23(6.9) 6(1.8)
22 H93(%) 98(29.3) 38(11.4)
Hg 7|12t
SLAUCHE) 304 129
(95% Cl)2 (21.2, N.A) (19.2, 31.2)
9| 2.1+.325+
2 BotE S HH ™ ZEo| 7|gsto)
b EotEl ¥F =21 W3 AFO 7|gtetct SAF Fold B4 p-value<0.0257
CRECIST 1.12 AR50 BICRO|| et HIHSHGILCE,
d Solel ¥x FF2-HH A AN (Cochran-Mentel-Haenszel test)0l| 7|Et SAXN o4 A
p-value<0.025

3 oS SA XS
o Alzte 2xt9| H

L-| CC —
a4

0 o
_I_x—ll-'l'

22HH Ol HI3{ FACT-Hep HCS SHRIMEOM S& <

| IS AR Az Fol[RACt
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k-1
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a3 11.

ou ol “_,_nm Tl KM RU @ &Moo ©o BN 0] %0 o
) (=} (=] — |ro O T |rﬂ - - L -
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[Y)

UCH B2 M=(DFS)Q| 0|22 pPD-L1 BY &l 9l ZESHnF 2HA Q10| 2HEHE| AT
YA CHECKMATE-5772| fad ZAE # 582t & 120 LIEILHRAC
H 58 984 Zal (UMA™E CHECKMATE-577)
o] <f 2l ek
(532%) (262'H)
FEHE YE(DFS)
AFA, n(%) 241(45%) 155(59%)
224 11.0
SEECHE) (95% CI)
(16.6, 34.0) (8.3, 14.3)
& H|2(95% Cl) 0.69(0.56,0.86)
p-value® 0.0003
Zotel |3 I3 2 Y (stratified proportional hazards model)0| 7|2FStCt,
SoteEl 23 =9 A (stratified log-rank test)0fl 7|gFSHCE

J3 12. FEE HE(DFS) (YMAME™ CHECKMATE-577)

q

per Investigator

& s@me |
0.3 E e m— — S —0

Probability of Disease-Free Survival

0.2

0.1 —&— OPDIVO
—+4>-— Placebo
T | L i T T T L T T T T i | T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Disease-Free Survival per Investigator (Months)

0.0

Number of Subjects at Risk
OPDIVO

532 430 364 306 249 212 181 147 92 68 41 22 8 4 3 0
Placebo
262 214 163 126 96 80 65 53 38 28 17 12 5 2 1 0
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E 59. f8/d A (YMAE CHECKMATE-648)

0| 2fut A|AZ2}El of ek ofEa|=et A|lAEELEl 9
U EFEREHM EFEREHM
(n=158) G (n=157)
% MIZ PD-L1> 1%
HH HE(0s)
MY (%) 98 (62) 106 (67) 121 (77)
et OhE) 154 137 9.1
(95% Cl) (11.9, 19.5) (11.2,17.0) (7.7, 10)
Q|| 0.54 0.64
(95% Cly b (0.41,0.71) (0.49, 0.84) )
p-valuec 0.0001¢ 0.0010% -
FHY YE(PFs)y

A T e ALY (%) 117 (74) 123 (78) 100 (64)
Shak hE) 6.9 40 44
(95% Cl) (5.7, 83) (2.4, 49) (2.9, 5.8)
Q|| 0.65 1.02
(95% Cl)® (0.49, 0.86) (0.78, 1.34) )
p -valuec 0.0023%3 NS -

: =/t E SESYEZHBICR) W2l BIHSHIC

b BotE FA Y ZHEo| 7|eteich 2t 24 S U e nt HluE o] ofo] mehE o

CHeh @ledd| 7 2 0 Elct

< B3E ¥F 20 W3 P 7|Rksict

s1.52530,005, 0.014 H 0.015 Z+2to| ™MX| ZA et Hlmst F2/0/3t p-value

N EAYOR Qoo %S
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O3 13, MH| ME(0S) (UAMAE CHECKMATE-648)-S %M E PD-L1>1%0A FA| MZE(0S)
1.0 -8

09 € —&— OPDIVO + ipilimumab
’ 4‘5“;“ —A—— OPDIVO + chemotherapy
——+--- Chemotherapy

0.8 'ALA
0.74
0.6+
0.5
0.4+
0.3
0.24
0.14
D'0'|"|"|"|"|"\"|"|"|"|"|"|"|"|

0 3 6 9 12 1 1B 21 24 27 30 33 33 39
Overall Survival (Months)

Probability of Overall Survival

Number of Subjects at Risk
OPDIVO + ipilimumab

158 136 116 98 89 63 50 40 3 20 U 9 4 0
0PDIVO + chemotherapy

158 143 129 105 8 70 5 36 22 16 4 2 0 0
Chemotherapy

157 135 105 72 5 3B 20 12 & 4 2 1 1 0

R

a2 14, 22X MEPFS) (UMA|E CHECKMATE-648)-S %M E PD-L1>1%0A S ZXI3H M

108, —&— OPDIVO + ipilimumab
0.9 —~A—— OPDIVO + chemotherapy
081 T ——=+-- Chemotherapy
0.7 k
0.6
0.5
0.4+
0.3
0.24
0.14
0.04

IR TR T T T T R T IR S T TR R R I B
0 3 B 9 12 1B 18 21 24 27 30 33 36

Progression Free Survival per BICR (Months)

Number of Subjects at Risk

OPDIVO + ipilimumab
6 78 4 38 31 18 ¥4 13 8 7 4 2 0

Probability of Progression Free Survival per BICR

OPDIVO + chemotherapy
158 107 75 47 29 18 10 8 5 3 1 1 0
Chemotherapy

157 67 3 17 5 1 1 1 1 1 1 1

(=]

@ NRIE-SHO|RELH EPHH(MSI-H) E= 2€X| 27 ZAE(dMMR) Mol =ZF
UL A" CHECKMATE-8HW]

MSI-H £+ dMMR Ho|d =ZAFAo| o|Hz|FHato|
QA AlE CHECKMATE-8HWE EAN E7ts%H £ A
o §l& 2ZE X22tQl XS M2 Z, PCR, NGS, £ HC HAS A% ZH 7|o] BEE TICHHo|
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- mFOLFOX6 (S&E|E2tE, FZET, FU) + HBIAIFE E= MEAIR: S42[E2tE 85mg/m?,
FIZEE 400mg/m2, FU 400mg/m2 HUFAL Z, FU 2400mg/m22 46A|7H0| EX 2F 7H42
2 FY. HHAIFE 5mg/kg & MEAIZ 500mg/m22 mFOLFOX6 £0| Mo 25 7tZHo=z

=
.

- FOLFIRI (O|2|=H|Zt, RRAEEZ, FU) + HHIAIFE E= MEAIY: OI2|=HZF 180mg/m2, &2
HEZl 400mg/m?, FU 400mg/m? ‘SMFTAL S FU 2400mg/m22 46A|2t0| 22X 2F 7tHo=2 =
2. HIHIAIFE 5mg/kg £ MEAIE 500mg/m22 FOLFIRI £0f HO 2F ZtHS=Z £E0f,
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L 8399l FAQ| HIF BHXtO| 7|M & % AP 63M(H Rl 20~87A), 65M O] &
O] 46%, 75M O|&0| 14% %1, HE2 50%ALCt 2152 HOI0| 87%, OLA[ORIO0] 93%, 5¢l E& Ot=
2|ZtA O]=210] 1.5%, 7|Ef QIF0] 23% UM, BIEF2 S|AIL/2IEIA Tt 9.2%, H[S|AIHO| 50%, O
20l 41%QLCH ECOG =353 TII= 00| 52%, 10| 48%_ 1, O|™ X229l 2=~= 02910 56%, 12}l
O 24%, 222l O|&0| 19% ULt BY Xl= 2F0| 69%, £=0| 31%RACE 5L HALE MSI-H/AMMR
Of &olEl gixtol 7|X E4E TH 229 i Xttt FARMCL
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ojEa|FRfel 8 YR 14 2H

X Xz dE0|AM O] ofnf O[EHe[RE H& 2ET02Y) X 2ot 2EF101H)2z F&e HiFE
L 303 B, Y ZA ALt MSI-H/AMMR & ERZH 2HOIEl ot B8 QYoM 1719, 23t 2Bs
Ol A 84HO[RULH
1A X220 A, O] 2fut O|HEZ|RE HE QEZ0| Hi-YE 202 & 2009, 2ta @20 HiEE 101
Y Z 88HO| AHAS %A 13| O FO{HIQLLCY
otet @2 FojT2 83Y &, 58%c= SA2ECE 7|8t ™S, 42%c= Ol2|cHZH 7|8 @S F0
UACH, 66F(75%) 2 HA XZHQl HHIAIFT (64%) = MEAY 11%)E E& FOU/UALCL

o |_E'I_E|I-

g HALZ MSI-H/AMMRO| &HQIE AL F, 1% K= 27F0A 259 BIgE o] ofut ojZe| 7|
YT oot YT 7te| EUtEE SESLEIHBICR) Bt ME FTA WE(PFS) Zits
a

B 150 MAIZ|0] RALCH.

Kl oF

BOop ¥ S oo ofy
e}

X HFSEORR) W HA MEOS)Q Hlm Ak AT HolEl SAN AF dof mat R M
(PFS) 24 AFOIME MSEIX| UL,
60. &M Za - 1% X2 (YMAIE CHECKMATE-8HW)
o] of % ojHz|2HY otet 9
(171%8) (84'F)
STY HE (PFS)
Y I e AHY%) 48(28) >2(62)
S ()P NR 58
(95% Cl) (38.4, NE) (4.4,78)
j;s%';)ﬂlccl) 0.21 (0.14, 0.32)
p-value® <0.0001
N.R. Z&t38IX| QLUCHNot reached), N.E. =Y 4= QiCt

Al

.E.
ClolE DR (2023E 108 12¥) 7IF & FH 2E 7|22 6170 20| ULCk
a ZA Y 9/ 2Y(stratified Cox proportional hazards model)0fl AFEEl St B=0f M2t AHS3tE
23 W3 F-o 7gretct SAF |2ld BA: p-value 0.0209
b Kaplan-Meier J70]| 7|gtotCt.
cEL YX(ZF vs 2F)0 W2} IRT(Interactive Response Technology)E 7|E2 2 A E 5=l Cox H|EH S

&l 2 Y (stratified Cox proportional hazards model)0i| 2t A= El 2{& H|(HR)

a3 15, Xl ME (PFS)(1XF 24 0] 2 U o[ FH vs 2t 'H) - CHECKMATE-8HW

OPDKR-aW
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o1 A5|A}

= BX} H}Z7}7|

Probability of Progression Free Survival per BICR

011 o G ®———g———0 —— OPDIVO + Ipilimumab
0.0 —--— Chemotherapy
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
Progression Free Survival per BICR (Months)
Number of Subjects at Risk
Arm B: OPDIVO + Ipilimumab
171 144 132 122 108 95 92 77 64 53 42 37 22 10 9 1 0
Arm C: Chemotherapy
84 53 29 20 10 6 5 5 3 2 0 0 O 0 0 0 O
°I*"EIC"“"PI HE gioR HHY XE /%Y
DE Xzetelg Z&sHof I ofut o|Ez|FEnt HEF(354F) A 0] & L= (353F) 22 FEE| HY
gE & 707':”°I st &, Y HAIR MSI-H/AMMR AEH7E 2HOIEl SHtE HEFO|A 296F, =T
ol A 286 O| AL,
ANEE %A 13 O]y FOHE2 SiXt= Ol M 354 & 3529, th=ET0|A 353 & 351HO|A
Cf,
DE Xzetel d™HoN, &Y HAIZ MSI-H/dMMRO| ZQl=l 2t Z O] 2fn o|Zz| 23 HEL1 0]
oF Ct=at 2t E7HElE SEESYHEIKBICR) H7to ME FRW MEPFS) & A4S H-Z3E(ORR) Z
o= Ee1 S I8 160 MAIE RUACH
TH dEOS)0f tigt Hlm A= AN FolEl &4 24 ™Er| mef FXl HEPFS) 4 AF
S =X EQUCH
H 61. 924 A1t - 2 X2 249 (LA CHECKMATE-8HW)
o] o o ojdz|=T o] ¢ Ct=gQHH
(2968) (286'8)
ST ME(PFS)
A R EE AY%) 101 (34) 136 48)
Sk OHE)P NR 393
(95% Cl) (58.8, NE) (22.1, NE)
SELE
0.62 (0.48, 0.81)
(95% Cl)
p-value? 0.0003

OPDKR-aW
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2 HHZE(ORR)
HSE, n (%) 209 (71%) 165 (58%)
(95% Cl) (65, 76) (52, 63)
T Hll, n (%) 90 (30%) 80 (28%)
282 ool n (%) 119 (40%) 85 (30%)
p-valued 0.0011

N.R. EEHSIX| 2LQUCHNot reached), N.E. EHE 4= giCt

GlO|E OtZY (2024 8 28Y) 7|F & X & 7|2+ 1677/ HO|QICh

a ZA H|Y ™ 2 Y(stratified Cox proportional hazards model)0fl A& E 2o H~0f M2t A St
21 ¥3 AFo| 7|gteitt. 84X {2l EA: p-value 0.0095

b Kaplan-Meier £70f 7|gtstC}

cBY /AKX(EF vs 2F)0| Wt IRT(Interactive Response Technology)E J1E202 AZE3E Ccox HH L
& 2 ¥ (stratified Cox proportional hazards model)0i| 2} A==l @H|(HR) S IRTO| 2 O X|& X}
(0, 1, 2% 0|4

d ZA HY Y ZHOM AEE Yo B0 mat ASSE RI-UE-A™ A (Cochran-

Mentel-Haenszel test)0| 7|8totCE A& |28 AA: p-value 0.00 6

a3 16. FXY YE (PFS)(ZE Xz 2Ql- o] of 3! o[ 2[R vs 0] of THEQ%) - CHECKMATE-
S8HW
= 1.0 4
@ 0.9
=%
E 0.8
c% 0.7
8 061
<
5§ 05
S 041
g
o 0.3
o
Z 021
€ 011 —F— OPDIVO + Ipilimumab
2 i ——£=— OPDIVO
0 3 6 O 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60
Progression Free Survival per BICR (Months)
Number of Subjects at Risk
Arm A: OPDIVO
286 210 191 179 169 164 158 141 124 109 98 95 81 72 69 39 31 15 12 1 0
Arm B: OPDIVO + Ipilimumab
296 248 234 225 214 207 200 180 164 146 136 134 121 102 100 61 54 29 23 0 O
EZQ=Znlz|ojgl, 42|EatEl U o2 HZF X2 £ FIME MSI-H = dMMR Ho|d = ZZEHet
(]

1M AI™ CHECKMATE-142]

AAlE CHECKMATE-142& CH7|#, H|-2A9|, O5-BH ISE, 37| LA™

o2|o0)tl, SA2Z2E = ol2|HZt 7|8 Feta¥Ho 2 X&)
H

Z-H0jEH 22 d(microsatellite instability-high, MSI-

0 —
“—u

) E= E¥X 5+ Z@(mismatch repair
OPDKR-aW
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deficient, dMMR)O

| e A WYY TS HOY NZIY Mol BAE (Y22 THEACH WOl
ughol Chol 24§ A2 KRS e, XA ECOG +¥ HE{TH O EEE

JEII g9 =Tl &
= 2

E&[RACE O]

O of X O|He|RY H& F0] MSI-H To|d AAYY ZZE0 T 119Y X7t SEE QUL Hxt
Aol SHet2 S8MI(H Rl 21-88M) 2, 65M Of&te| 2tAH= 32%, 75M| 0|2l 2HAt= 9%0|A 1, 40
59%0|11, B4QI0] 92%0| ALt 7|XMX| ECOG =¥ &EH7t 04 5%) EEE 1(55%)0|A 1, 29%7t 2IXk| T2
o=z Hng|ACt MA Xt 1198 T 69%7F EF=n|2|0| T 2| Ee2tEl % ol2|HZHS O[T o
K| Z22HRACE 10%, 40%, 24% 2|1 15% A= Ol ’é!sEFOiI EH6H k7 1,23 = 4% O|4o| O|H

n:_\

.
Xt @S HRAD, 29%2| BHALE anit-EGFR A X| =%
§ R|EE RECIST vI.1E AHESH0 =7tEE SESSE7HBICR) Bt S2eh A4R ges
(ORR)1} EFSX[£HA|ZHDOR)O| RULE.

@)
T
m

2 A A CKMATE-1422| 384 Z1E H 620 LIEFLHRACE
E 62. 982/d A1t (UMA™E CHECKMATE-142)

o|™ X8 (E2=zua|0|gl,
MH| Xt SH2|E4E U o2 HZH
(119%H) 7| gt 315t H)
(82%)
BICR Z#H HISE (ORR) (%); n(%) 71(60%) 46(56%)
(95% Cl) b (50,69) (45, 67)
2t ™ 25l (%) 17(14%) 11(13%)
22 25l (%) 54(45%) 35(43%)
U3 X|% 7|7t (DOR)
6/ ol BrS7|7H HIE 89% 87%
12708 Ool4 Bt87|Zt Hlg 77% 74%
a O] ofut O|Ee|RRe 2 Xz MA &Xt119F)ol XA FH 7|7t 27570 0|Ct,

b 2 ZI{-I|0{ &(Clopper-Pearson) &HS AtE3t0] =H3|QLCt.
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20mg (H=FY, FEAM =) 1502 @mL)/ 194

ClE
SCEF 100mg (UEFY, FTAIHZEE) 15O (10mL)/18F A
SLEF 240mg (LEFY, FHUXIHET 16O @4mL)/ 1A
[X[ A E ShQIdrEH]
Z[ Ao =397t E= M2 Al OF K OIUESYEHEAILH olotZ et Ltet
(http://nedrug.mfds.go.kr) £ =7 AES Y S O|X|(https://kr.ono-pharma.com)Of|Af =l 4= QU

[ ]
ME(RR)ZIEH0| BUEUAL HE £ 2EE oUFS FYBIRS M FYNME Sof ngsio] =
gL

[CI%FE RAg WA RE QL]

OlotE AE T RIS WM Al RAS M1 U LRHE MY

LICt (M 2}:1644-6223/2 1| O X|: www.drugsafe.or.kr)

rlo
rot
H
10
10
oA
e
>
=
n
o
=2
et
4>
30
>

02)928-8423 (NI B&29)
O] of2 OfZlole] £0| HX| LYEE HISHUAIL,

[HZ=XH
9z o|oFE Bristol-Myers Squibb Cruiserath Biologics
Cruiserath Road, Mulhuddart, Dublin 15, D15 H6EF, Ireland

Qx| 0|tz Ono Pharmaceutical Co., Ltd. Fujiyama Plant
5221-1, Azahigashishimogumi, Kitayama, Fujinomiya-shi, Shizuoka, Japan

Ono Pharmaceutical Co., Ltd. Yamaguchi Plant
3-45, Samaya, Yamaguchi-shi, Yamaguchi, Japan

X
SR AFSUTMAMN - MEEEA 2HT HEZZ 134 195(FHS)

[SSEOixH

o
S

(met=Hlgo Mt - M5 EA BT HISIEZ 504 312 S 12

ol
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