of §FEAM= 2025 78 108 0|20 Y&l CH32 M= ofE0 HELE 2 37t At

O tFE HEEMYLICE
HEHz 8 RR7|9H2 QAFE 7| ZF0AM =old = &L
HZg HEH= w27\t
=C/23F 100mg 2450FB 2027.11.04
=L EF 20mg 2542FB 2028.03.04
=C[23F 100mg 2542FA 2028.03.26
SLIEF 240mg 2544FA 2028.05.21

== T

HZ3 N ENGE=) w278
=L 23 100mg 2345FC 2026.06.11
=L|E3F 100mg 2443FA 2027.04.21
=L EF 240mg 2469YA 2027.10.10
L EF 20mg 2448FA 2027.09.25
=C|23F 100mg 2443FB 2027.04.22
=LC|23F 100mg 2450FA 2027.11.04
=LIEF 20mg 2542FA 2028.03.03

O] MEEANM: https://kr.ono-pharma.com/sites/default/files/QR/opdivo_OPDKR-aT.02.pdf
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SLCIE®F 20mg (LE2FRY,
1 HO|Z @2mL) &,
- o_—é—_M_lfl_. Llaenl-

n P E2[22H|0]

m  HIHH: D-ZHL E ,AIEE*“—fE%%‘—éP% FILEE,
n 2N FAES
X O] o2 FALM ZolAlQl &4E 1850 ek SH &0
SCIE®F 100mg (LERY, FHXA=EY
1 BOIY (10mL) &,
. 7FRYE UESFY (8 100mg
m OIEX: E2/AEH|0|E 80 (JP) 2mg
m  H7HH: D- DH—IE AMEEMLIEESSIE, EOLEE,
. 8H: FAE
X O] o2 FALH %O._MIQI EHE 12510 gk ST O
SCIE®FE 240mg (UER Y, FHUXEE)

1 HIOIY (24mL) &,
n REdE LUSFE (E1) 240mg
m  OHEH: E2|AZH|0|E 80 (JP) 4.8mg
n HI7HA: D-RHLE, A EEMUHHEESSE, FAHEE

1

T o T
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MUEE €5 37 10 27 7
ALT 57t 34 43 24 1.2
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Nds €35 26 14 22 1.8
S| OtE[EH B7t 26 1.2 23 0.6
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SIAE O 2 2 of Chr|2, RAQHIE, 0|F =7HE, 99f X L&A”EQ ONO-4538-5201A H7tE|
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st Al
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sdT 4435 57 0.4 60 0
At AT 56 77 59 40
gz d4s 55 10.3 40 47

AST 37t 51 33 35 1.1
ALT 37t 44 40 37 0.7
ALP 7} 27 1.5 25 0
S OtElH St 26 1.1 18 0
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L, 3300 = MBS 75mg/m?E F0] QUL O] 2 F0of 22 exto|M F0f 7[7te| Zhit2 e
A™ CHECKMATE-01701A 337HE B 1€ ~ 21.7+71E), L&AI™ CHECKMATE-0570A 2.67H& (<
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1} CHECKMATE-057)

0| 2k(418%) EMEE(3EI79)
O] & A2l

BE SE(%) 3-4 88(%) | RE S8(%) 3-4 SE2(%)

A2 Zta 28 14 23 1.5

x5 10 0.2 20 0
EMHEFE NCI CTCAE v40| [HRECE
AMMoz Z25 oA = 0 & FOZut TAMEM SO0Z0AM FASE BIZ2 2Hds=

o
Ef L al =
CHE R HE 2 HAISHA| AULCH LIZ/FEHB(1-4653 48%, 3-4 55 5%), =24 S3(33%),
z= A
=

ook >
o

12

H 18. 0| &S FOf T2 Xl 10% O|&0fA T RE NCI CTCAE §20| CHE 7|MX| 2Lt 243}
E AYEAK] o]t ZMEHE FHZELC BHE0 =2 LYHAK| o] [Z2 7+ X10|7t 5% O|&(RE
S8) £ 2% 0|43-4 S2)N(YYAE CHECKMATE-0171} CHECKMATE-057)
o] o ENEHA
UL HAK] o] 4
BE §2(%) 3-4 S5(%) BRE S8(%) 3-4 S5(%)

g ster HA

MUEE €5 35 7 34 49

AST 57t 27 1.9 13 0.8

Azte oMt 23 2 Bt 26 0.7 18 0.8
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23848, 55 4 E T oA H Of /3 HEHGVHD, graft versus host disease)

g 3 oA Fof: KX JHE =Zgoh g+ gAY BZ ZAFF  (hemophagocytic

o = [ |
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AYSAIR94Y), 0 & 3mg/kgat O|EEZ|FE 1mg/kgll HELH UMAE CHECKMATE-214 £&
CHECKMATE-142 (666F); O| 2 3mg/kg 2F 7tZ1 O|Z2[R ] 1mg/kg 6F 7tZ2| HEQH LA
CHECKMATE-227(576%) £ CHECKMATE-743(300%);, d2|1 O] F 360mgit O|E 2|22 1mg/kglt 2
F7019| wig TlHt otEte ol HEQR AUMAI™ CHECKMATE-9LA(361F), O 2F 240mgit 7HEZEHE|H
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Z2 LtEHH 9f 89%2°| $HAts UEZO| FEE[AAHZO|E(EA 40mg/¥R | D ELE SIEHE F
Of Htom, 7|7+ F7tat2 26Y(Hl: 12-67HE)0IUCt. 67%2| SHAL7 S| 2| FE|ULCE O oF &
Ol M7Hst °oF 8% LHALOIA HEFSO0| XHLSHRALCE

SME XS Ao 2 ot AAANE CHECKMATE-238, QERAMIIMER XS MO Z o AMAIH
CHECKMATE-275, A =Qr 2IXE MR 3t A AR ONO-4538-2401A, HY Of7f mHZ2| Ot

Z2OY2 CHE AJ0AM =HelE Zar FASHACE

o] ofut ojTE|RY HEQHY

0| 2f 1mg/kgdt O|EZ|2E 3mg/kgl| HE

A AI” CHECKMATE-0670A, O] 2f 1mg/kgdt O|EHEZ|FE 3mg/kgll EERE oAt & Y Oi7f
DEO| LMES 6%(25H/407H)0|RACE MY Of7f HFFO0| LYSHI|NK| 7|7k Stite 1.671E(H
l: 242-10.170 )OI ALk MY O7f HPS 22 2.2%2| SAtE O] 2t O|HE| RO EHE 7 BT
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2A-927H&)0| 1 AT BHXLOIA 1.97H - (B 27L-370E) O[UCH B Of7f HAZo= HFY U
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AL, 92%7F N8O AZE|TAHZO|EZE| 4 40mg/2o ZYEHE S7tEHE FO 2ol 7|2
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Oi7H ZE ol YHSH7|MA| 7|2te| S2hghe 5370 (-9l 22-20.97HE)0IACE. B Oj7f BHEL=
ols 2tAt & 0.7%= O of2l £O0E FF FLSIALH, 1%= 0 of FOE ERSIACE of 91%2| =
A7t D8 ZEE|TAHZO|E(EA 40mg/ee T ELE SIHEHE FO Ay, 7|2t S
U2 23 (ARl 12-937HE)0IACE 4| BHAt= N EY JEE|ZAHZO|E0 Itz AEATE &
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ot 0|Zz|RY HEay

| <
0| 2 1mg/kgit O|EE| 2T 3mg/kgl| EE
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Tl UMES 26%(107H/407F)0|RACE HA D47 A HO| YHSHZ|MK| Z[2te] S2tat2 1670
(H9: 321527 )0|QACE HS Of7f ZY GO = Qs &xt T 16%= 0 L1t o|He|R Lo FoE I
T SESIUCD, 7%= 0| ot O|EEZ|RYe FHE EFRSIACL o 96%2| 2HA7F 12| A=E|R
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3

0| 2f 3mg/kgdl O|HZ|2 T 1mg/kgll HE
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— o o O
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7b 75M| O|MO|RACtH ol ShXAtet F{2 SHAb ZHoj| ot Mt F2-d0|A T™EHEO| Kol EIOE|X| 4%
Ct. 32fL, 75M Ol 2HAHOIAM SCHSH Ol Ate W ED O] Al 2=z oot R0 SHHE (4
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O A % g 78 st #nte] HE8a ) 9 CHECKMATE 649 (9f MY, AZHEE MY, A=A
2hHollA O] fut EFQEMH2|0|TA X Mg 7|8 st uto| HgaHoz 22| HiIF™E 1,110Y
O &tAt & 42%7F 65M 0|, 10%7F 75M O|&fO|RALCt =0l 2tAtet &2 2HAF 7+ oMt
MEPE Q1 X}Ol= HO|X| UCE

QUMAIE CHECKMATE-648(PD-L1 &8 AM(21%)C2A, Ax HEMZAO 1A} X522 EFQZI|Z
O|CIA & g 7)o otsteatol HEa|)o|A 0| ofut O|HZ|FHCE HERYS T2 32582 o
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O|Zz2|F& 10mg/kg

90| PD-L1
(48%), HYE SY(32%)0IALE. Y& AI™ CHECKMATE-2380 A O] of &
of of
(452%)

u]
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CHECKMATE-238)
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PSS
=

2|#& 10mg/kg £t Bl oty FXY
2

(45%), LDH &5(8%), SLM=Z Al
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ONO PHARMA KOREA CO,LTD.

HYE M =2 AMY 154 (34.0%) 206 (45.5%)

FAHE WE SUUCE) NR® NR?

S| #H|(97.6% Cl)P° 0.65 (0.51, 0.83)

p-value“d p<0.0001

a L ESER| YQUCHNot reached).

Ch
b Z3t H|2 Y 2Y(stratified proportional hazards model)0fl 7|gtstCt,
stel 21 W3 AH (stratified log-rank test)of| 7|LHSHCt,

values AN RoldE 27| Idh Lot 0.02442t H| 5t RACE

Sl
c X8
Sl
4 p-

J8 1. F3Y HE (LA™ CHECKMATE-238)

onr
o
05
04

&
=

ne

Protatiity ol Paiurmnie-Fres Survival

- == POV
017 e jitierusmaty
1]

A
L L O I B
w pnce- Frae Survival (Mosths)
Mumber of Subjects al Resk '
OFDMD
53 59 353 kv an b | 249 Il 5 i
Ipsbrmuma 10 mgky
451 34 M4 Ma M2 25 M S 2 D

@ HEH 7tssHBEYA7] 4cm Ol E&= YH BIDH) HAMZHYS = H X% (neoadjuvant)

[ A" CHECKMATE-816]

LAI” CHECMKATE-8162 2% HIY, 370 LYHARE EH 7tst HAMZEHQY SHAHE iy
2 ZI™AE|QACH AJCC/UICC 788 7|1EL2 2 A M oz TIEHE 1B (4cm O&), 17| EE= WAZ| BH 7t
st HIAMEZEHQ 2X}t ECOG = HEfE 0 EE= 1, RECIST v1.10| 2 = Jts3t HYHE 2= &
XE EZESHULE

EGFR HO|LE ALK FZ7F U7iLL, 253 Ol40 Tx MY B3, TSN AJIHRS T& HY HY

TR S = UL
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ONO PHARMA KOREA CO,LTD.

o Hig V|E Spete¥E 3F UH22 A0 3F7|MHA| £0
7|8 St e nhEE|EE 175 mg/m? EE£ 200 mg/m? ot ZEEERFEl AUC 5 EEE= AUC6 (ZE
ZHe}), HHEZAE 500 mg/m? 2t A|AZFEHE 75 mg/m? (B HE =4, = HAIELE 1000 mg/m?
L= 1250 mg/m? IF A|AZEHE 75 mg/m? (HE ZZshoz FHL|ACt Haz 7|8 ot HolM = H
CEE 25 mg/m? £ 30 mg/m?dt A|[AE2HE 75mg/m? e EMEE 60 mg/m? = 75 mg/m? 1t
MAZEHE 75 mg/m? (RE =HhO| & 749 F7t Xz 20| =&AL,

F22|3t0] CHEE ABS RAS2 PD-L1 Y &3 =F 21% vs. <1% £ HZ 3}, HYE A (B/1l
vs. lIA), S A8 (Fd vs. 04)0[RALCH

S "I 7|MK|, 2 14Y O|Wf, & = 247t 12F 2tA, 0] = 347t e7f Y 2+, 547 oA 2+
Aoz ZYO| HYSHAL TIME W7LX] 7| MK == ALCH,

T8 fad 2t =718 & S8 Y HEEBICR) Bt 2 FAM EEEFS) X =7tEE =8
He| 4E BIPR)O| olsi H7HEl He|shs b BHS(pCR)OIUC F7HE 0 R Al 5F2 TH M
Z(0S)2 Zgstect

C

SRt 358H2 O] ofif Hig 7|Ht oisted HERY(179Y) E= HE 7|8 ISta Y1798 22

PXE Al S2tat2 65MI(H2l: 34-84M)0|0, 65M O|&t 2HAh= 51%, 75M Ol&t A= 7% 1, OfA
OFQl 50%, HQl 47%, 5l 2%, & 71% O| ALt

K| ECOG == HEi= 0(67%) = 1(33%)0IULtL. 7 =
0|1, 35% = IB/II7], 64%E HIAZ|QUCE 51%= HE ZESHY ZU 49%= HEHE =3ty ZYS #
0 URACE 89%= tAH/AX S AKX

24 == (definitive surgery)2 O| fut Wiz 7|t oicta ¥ HEQ YT X1l 83%, 2tata¥a AL

75%0(| A REQUALCH
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CHECKMATE-8160{A] EFS2t pCROIM SAXZ Fo|ot M-S YUSSHIULE
89 Zite B 499 I8 20 Az AL
B 49. 24 At (YYAE CHECKMATE-816)
o] ofut Wz 7|4t 3sta Y S 718 sreta
(179%) (179%)
BICR FAFZ ¥ZE (EFS)

A (%) 64 (35.8) 87 (48.6)
St hE)? 31.6 20.8
(95% Cl) (30.2, NR) (14.0, 26.7)

Il 0.63
(95% Cl) (0.45, 0.87)
E2tE 20 =2 878 p-value 0.0052
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pCR EHX}Z= 43 4

pCR HIE (%), (95% Cl)d 24.0 (18.0, 31.0) 2.2 (0.6, 5.6)
F™= X2 XH0] (95% Clye 21.6 (15.1, 28.2)

p-valuef <0.0001
FAPA MEO| CHe x| F=H 7|22 2170 20| ALt
2 Kaplan-Meier Z780f 7|gtstct,
b ol A H|Y I 2% (stratified Cox proportional hazards model)0ff 7|2FSHC}
c BotEl 23 =9 #Y (stratified log-rank test)Off 7|8ttt SHX F2lM0of CHst AA: p value
<0.0262
d 22 0-I| 0| &(Clopper-Pearson) &0l 7|BHstC}
53t Y X0l 7tEX|E & RALH-HEH S HY (Cochran-Mentel-Haenszel test)0| 7|E+stCt,

o
f S5zl II2H-HE S HHE (Cochran-Mentel-Haenszel test)0| 7|HtSHCt

a7 2. FAH MEE (YHAME CHECKMATE-816)

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

Prabability of Event Free Survival per BICR

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrTrTd

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

ME ZM TA| 22Xl 26%7F AFLUULCE ™A EEOS)0 CHet ALNO| X|™HE SZUHEM0A ¢
& HE2 0.57 (95% Cl: 0.38, 0.87)0|A 11, SAHA Fold dAHE EX| LULCL

OPDKR-aU
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® HTOold & ALY HEHY HAMEZHYS 1XX| 22N 7t E2IE, oHE2|EH, HHEAFRate|
HEQY

[2AAIE ONO-4538-52]

AYAIE ONO-4538-52& L7, FELQHIE, 0|5 w78, | X AR st Zddo| gin
KA AR QB0 MESHR| 42 3B/47] & A HEHE HAMEIHA0| As BXE YR
ZIHE[UCH EGFR B0| &= ALK HE= ROST HZEE e 2Ahs M ERACE 2XH=2 0] 2F 360mg
Ee Y2 7HEE2EAUC 6), THEEIEFE (200 mg/m?), HIHFAIFR(15 mg/kg)22 T E atsta ¥t
M85l 33 ZtASE A|0f 6F7(MX| F0f HUCL O] & O] & 360mg £ LS HIHIAIFE(15
mg/kg)dt B8 3F 7tHo=2 FOlSIRUCt W8-S 0 &2 MK Fostn, 0 = 3t S

XA 308 HHoR EoSIULC
X|2+& RECIST v1.10] 2 HHO| XNHE|HLE 5 E 27l 54 LN MK AZEQUACH SLEIE=
7
A

= 2
M oagxF S 6F A2 AR YLD, O O|=0= 0| THE W7HX| 125 ZH2Z A|HE[ACE

LA EHAS 2t AHO| S7HE2 66M (Rl 27-85M)E, 65M| 0|2 £HAt= 56%, 75AM 0]&tel
SHXHE 11%0|A 1, H4(75%), OFA|OFRI(100%)0] AL,

=2 a8y XNEQ BH HEESYE [95%, Cl))2 L=FYHT0AM 12.127012[9.76-14.00], L0 A
8.1171&[6.97-8.54]0|% 1, O] &f F0j2 Y=t Hlﬂiﬂ% A SAHLE Folpt AEES LIEFRICEH

(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& 3)

>

a3 3. Y 4E (FYAE ONO-4538-52)

100 T
\ -O- OPDOVO-+Chemotherapy (C)
-A- Placebo+Chemotherapy

co
o
1

60

40 4

20 7

Probability of progression-free survivla

Progression-free survival (month)
Number at risk
OPDIVO+C 275 231 163 88 48 16 6
Placebo+C 275 225 127 53 217 b 2

OPDKR-aU
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@ O|Ho X|zd™o| e M=
UMAIE CHECKMATE-214]

AYAIE CHECKMATE-214& 1:1 FERHIE, 370 LSAIR2ZE O[T X220l Qe FAld LA
ZQF BXE Moz Z™EQCH XSS PD-L1 £X|eF BAIQ0] ZELIUCE  AMAH
CHECKMATE-2140| M= tAH =2 HX| = FO|7F JAAL, g5d A7tHGEs 52 HMAHez HY
AMHME ERE St oEjQl SHAS0| ML F AT

—

. & XE2 IMDC O|& F==(International Metastatic

RCC Database Consortium prognostic score) H X|¥2 7|E22 F3HE| ULt
{842 IMDC 7|&0 [[fg 67tX Ol RIERX F HA 171X OldE 7MKL RUe IUAH
(intermediate risk) £ 12 (poor risk) SHAFZOA TWIHE|AJCHEZE MMZR ZICHS B2 A|7|252H
ERQEEER| 14 O]2te| 7|Zh Karnofsky == 80% 0|2 & SIsHX|ECH @2 32228 K|,
10mg/dL Z£1t9| Ztg EHEFX], o Yot ED 52 g4t £X| Hd JoHK|ED =2 Bl 2357
).
SIXE2 OEe & 22 P9 HiFEEUeH, Het0| TAEAL HE S7tstt 5d 2 TIHX|
%S FOSHRULCE

e O] 9f 3mg/kg®t O|EE|FE 1mg/kgs 3F H42= 43 £F0 #2 =, 0] &f 3mg/kgS T

=QUYo=Z Of 230tC} F£0{(0] ft O|EH2|FE HE FOT, 4259), £=
« FLUE[H 50mg2 1¥ 12| BFE 437 FO5ta 237 JA45t= AS 1F7|2 510 gh=Egt

(=UEIE oI, 4229)
Xt Aol FZHE2 61MI(E Sl 21-85M)Z, 654 O] &2 EXtE 38%, 75A1| 0|49 2tAH= 8%0|QULCt.

Ct4=0| BRH= H4(73%), HQ1(87%)0| U 2O, Karnofsky = =7 70-80%2! ZHX}7t 26%, 90-100%9! 2t
XE7F 74%0| QAL

T2 fRY 2its U 52 19T SN HHYE, FUY HE(RRC B7h, HAH HEE
(IRRC B7h= HE7HE[RALE O|F AHZOA, Of Sfut C)I‘*'EI—'?'—E":.F Y48 Fozol HMYE A AaH tt
SE2 wUEY ROz UH SAH22 Fofgt 7ids LIEREH (B 50 R OF 4). T dE2| 4
= PD-L1 2oEnt 2HA QO] ZHEERACE O LA FEY HEQ T2 SHAH2Z FOISHA|
oo}

AYAE CHECKMATE-2142| R=d ZItE # 500 LtEFLHRUCH
H 50. 24 ZAa (YHA™Y CHECKMATE-214)
Fyngd gxp2
o 2t ojHz|R L HE FLIEIE
(425%F) (422'%H)
HH d=
At 140 (32.9%) 188 (44.5%)
ME SECONE) NE 25.9
2|3 H|(99.8% Cl)2 0.63 (0.44, 0.89)
p-value®c <0.0001

OPDKR-aU
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= 22X} H}2 7}

S E

(95% ClI)

41.6% (36.9, 46.5)

26.5% (22.4, 31.0)

p-valuede

<0.0001

o4 T

40 (9.4%)

5(1.2%)

==
T

137 (32.2%)

107 (25.4%)

2t CHE)(95% CI)

E (21.8, NE)

18.2 (14.8, NE)

228 (53.6%)

228 (54.0%)

[y WE S

11.6

8.4

2I&H[(99.1% Cl)

0.82 (0.64, 1.05)

p-valueP NSf
a 53} H|g ¥ 2 Y (stratified proportional hazards model)0f 7|2HSHE},
b Zotel 21 W3 HY (stratified log-rank test)0f| 7|2tstCt,
¢ p-valuee SAX RoldE 27| s Lot 0.0022F HIWSHACE
d =312l DerSimonian-Laird test0f| 7|HtSHCH
¢ p-valuee AN RoldE 27| Y Lt 0.0012F HmSHACE
f I 0.0090M FlSHA| RULE.

a8 4. M 4Z (3L 52 19™
0

CHECKMATE-214)

:
5
¥
i
E
=
B
=
% 031

021

e (UPOVCD & Ipilimraimaah
011 — - sunitini
I}'I:“r'l'l'l I r=-r*=r = r TrtTTyrT’
1] 3 [+ 4 12 15 18 Fd | 4 ar a0
_ Owerall Sunvival (Monthe)

Nurmiber of Subjects at Risk

OPDRD + ipilmumab

425 9 3T B 332 318 300 249

Sunitinib

472 3T 352 N5 288 253 235

119 44 2

179 88 M 3

OPDKR-aU



Mﬁﬁeﬂ%oaT |34t — BX} BRI}
ONO PHARMA KOREA CO,LTD.

YAl CHECKMATE-2140| M= IMDC 7|&0 WME o=} Y=ot X H(favorable risk) HAS (249
) 9A| o] &t o|HZ|RY HE FOolF (125%) E&= FUEH Foz (124%)22 FALHESHO
HILSIACE O] BAE2 fad 2470 ZEE(X] AUCEL MA™ HATolM =L EY £z iy
M8 F07o MHME IYHE 1.4595% Cl: 0.75, 2.81)RALCt. O] X2 ZEO| g
SIXtoilAM o] ofut O|EZ|RY HERWO FaYe HEEX AUCL

[AAE CHECKMATE-9ER]

A AIE CHECKMATE-9EREZ FEIHIE, 370 LLA[FE2E 0|0 X240l 2 |
SIS Moz o ofnp ZHEZHE[Hel HEFO Of UEH HUFAHE BISIACL LA
CHECKMATE-9ERO|| A Kt7+H A E ot é% HAXo=z HAANHNE EHRE St= o

ALt SAE2 IH Mol AMMZER HO[HH0[A HAAZ(IMDO) Ol F(
ot PD-L1T BY &A (21% vs. <1% +E 0Za4d) & X9@=//ut/ M7 /578 vs X =71
7122 BRE[RUCE RS2 O] 2 240mg (OH ﬁnrnr Y=ot FHETHE[E 40mg(1¥ 13
Eo)S HE50(323F)5tHLE +LEIE 50mg(1¥ 13 457 750N = 257t 59hHS
(328H)SHULE RECIST v1.10f| hE ZEHO| FAE|AHL HE 27Is% =
Ct

m

10

ot

A s
jn

rlo

= >

d

0x
ne
0z
r>|
>
>t 3
Hu
rir 1w

or -’

FAIZH O Eoist SR AHO| FZHEL2 61M(B 9l 28-90M)2, 65M 04| &A= 38%, 75M O] Ako]
FXHE 10%O0|ACH Ch=0| SHAtE H4(74%), W OI(82%)0| A2 M, Karnofsky =% AE{(KPS) 70-80%9!
FXEZE 23%, 90-100% 21 8HAEZE 77%0| ALt

IXFE2 IMDC OlZ E=0f et 22% &=, 58% 57t 20% LHEC2 22X E[QICt

24 Auts SEHSYEIBICRO A RXId HEPFS)LE HHEUCE F7HH fRad 4
= ME©OS) BICREIHO| A 42X HHZE(ORR)OIRULCt =LIE|H F0{Qt H|W5O
H2 HEsIRe I £ Hi™EE 2RI PFS, OS, ORROA SAXCZ Rl 7iM

4 it ot it go
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H 51. 824 Zit (YMA™ CHECKMATE-9ER)

O] ofut FtHTIE|H HE FUEH
(323%) (328%)
Y 4=
HETH 52 A (%) 144 (45) 191 (58)
BT WE SN E)95% Cl) 16.6(12.5,24.9) 8.3(7.0,9.7)
I&H[(95% CI)° 0.51 (0.41, 0.64)
p-value“d <0.0001
HH EE
AL (%) 67 (21) 99 (30)
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S2HEOE)2(95% CI) NRe NR (22.6, NRe)
2|&H[(98.89% Cl)® 0.60(0.40,0.89)
p-valuesdf 0.0010

A "8 E(95% CI)9 55.7% (50.1,61.2) 27.1% (22.4,32.3)
p-valued <0.0001
2HH Bg 26(8%) 15(4.6%)
22 83 154(48%) 74(23%)
#3712 SLELCHE)(95% CIy? 20.2(17.3, NRe) 11.5(8.3,18.4)

2 Kaplan-Meier 780 7[dF5tC}
b ZotE FA H|Y ™ 2 Z(stratified Cox proportional hazards model)0i| 7|8tSHCt
< ZotEl 21 &9 AF (stratified log-rank test)0f 7|83t
d BtEl 23 -’-\--?—l AH (stratified log-rank test)of| 7|gtst ¥Z p-value
Not reached)
ME s Lot 0.01112 Hl ST,
Clopper-Pearson) 0] 7|85 CI

S A (Cochran-Mentel-Haenszel test)0] 7|8tst &% p-value

S
FIII -

'

Lu
o
2
ﬂJ_
o
n

% 5 FXW ME (UMA” CHECKMATE-9ER)

Probability of Progression Free Survival per BICR

0.2- \
—A— OPDIVO + Cabozantinib 9

019 ——o-- sunitinib —

0.0-

T T T T T T T T T T T T T T T T T T T T T T T T T T T

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 1 4 0
Sunitinib

328 28 159 12 79 31 10 4 1 0
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O% 6. TH WE (FYAE CHECKMATE-9ER)
1.0
0.9
0.8
0.7
0.6
0.5
0.4+
0.31
0.2

Probability of Overall Survival

—2A— OPDIVO + Cabozantinib
0.1 —-o—- sunitinib
0.0

0 3 6 9 12 15 18 21 24 27 30

Number of Subjects at Risk Overall Survival (Months)

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 27tst E= Mol M EHn| Y 1%} X|&
[Y4AE CHECKMATE-901]
A"l CHECKMATE-9012 O|T0f X2 ZTo| gi= EA %W%@ E= Told 22N
E tyez A9 HE, 30 LYAIHo|CE o| =& H &
2U22H 1270 0|4 o|F ZY Xfyo| Ldst= ot 3
gd BFAEA o7t Je eXES HelE U RELQBHE £
vs. <1% & O|AF)et 7+ MO[QULCE 2HXtes CHE & SHHE T 8 112 FE22
« 1 €Xof o] 9f 360mg H ZCi 67| ¢ A|AEEFE 70mg/m2 A2 1 X
o 8 YXtof HAIELEI 100mg/m? F0f 0|2 ZE ZALL 58 + Sl
2 7tX|] O 9f 480mg 4FOiCt th= F0f. HHO| XA X RALL 58 =+
= 4% 0| 292 A HN FOLERH ACf 2@ 2% FAHE X|Z5HRALE
o 6371 &2 1 LA0| A|XEEFE 70mg/m? 2|1 EHO| MAE|AHLL 58 5= Q=
o o 7R 1 LA W21 Fo 8 YXtof BAIEHE 100mg/m?

o > po

—

oo "
m
52 B
_lTl_
>
|> F
me T
il
m
m
e
U o

OS—E 02
H

2 784 ZA1h= RECIST vi.12 ARESHO] BICRO| 2|8 E7tEl HNME FTH HEPF)LE HH
ALCL F7HHC2 RN Z1 532 BICRY| s HItE X HLSES ESIRICE YAI-HO
oot 2Rt AYO| FZHI2 65M(HR:32-86)2, 75M 0|42 ZHXt= 12%, OFA|OFRl 23%, HHQI 72%,
2l 03%, 0.3% OtH2|7t |F0l e efAaZt YAFD, 1 2 49%, d|AIY Es 2tEIA 12%, 24
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T1%2 TEEUCE 7|XX| ECOG = HEl= 0(53%) EE= 1(46%)0| ULt
7IMX|0lM 87% EHAt= 20% <t TO|E ZEESH0] TO|Y QEMZLOAS

T4 MAE QEMELIY 51% SHite QEMEMI|YO| ZESHY HMO|E 210 URALCL
Of ofmt A|AEEHE Z[8t Sttt HEQ Y oA 49H(16%) X Alx
M 438(14%)2 HOolz Tt FI| AAE2tE F0 0|2 FtEEEHE
CHECKMATE-9012| f=d Z1E & 52 5 O3 71t O & 80 LtEtLHQICE

E 52 24 A0 (YHA™ CHECKMATE-901)

0| 21} A|AZp}El 4l
| S ASEEE R AAB2HE 9 BAEpI
HAEHE HE o1
(304)
(304%Y) ©
HHY 4=
A, n(%) 172 (56.6) 193 (63.5)
SO E)? 217 18.9
(95% Cl) (18.6, 26.4) (14.7, 22.4)
N 0.78
2IEH[(95% Cl)b
(0.63, 0.96)
p-value® 0.0171
2 HEd
A, n(%) 211 (69.4) 191 (62.8)
SO E)? 7.9 7.6
(95% Cl) (7.6, 9.5) (6.0, 7.8)
0.72
L& H|(95% Cl)P
(0.59, 0.88)
p-value® 0.0012
ZHEHN HLZEd
H5LSE, n(%) 175 (57.6%) 131 (43.1%)
(95% Cl) (51.8, 63.2) (37.5, 48.9)
2t HEE, n(%) 66 (22%) 36 (12%)
HE 8k8, n(%) 109 (36%) 95 (31%)
U 7|7t
SHLOE) 9.5 73
(95% Cl)2 (7.6, 15.1) (5.7, 8.9)
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2 Kaplan-Meier Z70] 7|gtotCt,

b Z3tEl FA H[F Y 2 H(stratified Cox proportional hazards model)0| 7|g+SHC}

stel 23 29 AH (stratified log-rank test)of| 7|EHst %= p-value

d BICR 2} BIStAUCE

o o

aJ 7. HH ¥

i

(YAFA|E CHECKMATE-901)

1.0

09 ——&—— (OPDIVO with gemcitabine + cisplatin

. — -5)— - Gemitabine +cisplatin

0.84
=
=
= 074
3
= 0.64 @
g 0.51 .
5 N
£ 04 %,
= ", .
-§ 0.3 Aﬂi]l

=L [ )
£ ol © e S
B
DI1_ B-—-8060
0.04
L L L L R R L L L RN R R R R R R RER RS RN
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
304 286 264 228 196 167 142 119 97 84 60 58 48 36 25 20 15 12 7 4 2 0

Gemcitabine+cisplatin
304 277 242208 166 140 122 102 82 65 49 39 33 24 17 6 13 9 4 4 1 0

J3 8. FXY ME (YHA™E CHECKMATE-901)

——— OPDNO with gemcitabine +cisplatin

— -C)— - Gemcitabine +cisplatin

Probability of Progression Free Survival per BICR

0 3 6 9 12 15 18 21 24 27 30 33 36 30 42 45 48 51 54 &7
Progression Free Survival per BICR (Months)
Number of Subjects at Risk
0OPDIVO with gemcitabine +cisplatin
304253179 116 82 65 57 49 41 36 3 26 19 14 11 10 6 5 1 0
Gemcitabine+cisplatin
0422311963 35 25 177 1210 9 8 6 5 2 1 1 0 0 0 O
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ol 30| £2 28 HEY WY HEay

®

=
FA|® CHECKMATE-274]
Al™ CHECKMATE-2742 O &2 EXQPo=Z [ofi XD R2AAHYE, 0|5 =718 Ao E,
A S
s

|
= ojL M=

—_

18
0z 0=

0 po
(m}
rir
0
4r
fo
fu
>
Ho
=
rir
fo
re
<
o
o
o

1o
rr e “0 oH

Eol =2
0] w2 7|IE2 1) =2 ® EX Q%Y (necadjuvant) 22 A|AZEEtEl eI B2 A|YCHA
ypT2-pT4a == ypN+ 70|10 O £XetstAHLt Of
HESH0] A|AEEHE 2X| 2 = OF SiCt. X}
oF 240 mg E£ UES 2F 7HHCE MY E&= 58 5 gle 50| Ll E K] ECf 1
oF F0 AL XSS Helsty ZE HEN(N+ vs. 1074 O[2H FZEZ HAHSH NO/x vs. 1074
A EIZEEZ MBS NO), PD-L1 e BUFME(21% vs. <1%) X A|AEEHEl Ma 515t HO| AHE 0
2O vs. OfL|R) M2t B2t UCE YMA|HO| Fojst St HHO|
‘d0] 76%0|11 H#01(76%), OFA|OQI(22%), S¢Q! (0.7%), otm2|Zt & L=
2 FEE[UCE BRIl 43%= O[O =& ™ EXQH AAEZIE 35
St BHZAQ22%), A MZE(3E3%) X 7|E/EDEX| EZ22%)2| AFRE O[T
ANAEEtE oteta e ®X| UQUCH SRl 40%+E PD-L1 LHO| 1% O|40|om, 28Xt 21%= 4
ERZHOAUTUC)OIULE Fr fd Zite FRY HEDOr)Lz Ze 749 HiFE oHAtaat
= b

PD-L1 1% SAtEE o=z HItE|RICH 3

e omn mo > =2
o
r
Fot
1o
10)
IE
mjo
-
L)
4>
>
r
HL
B
o
Iz
|0
Hu
>
|>
K
oo
rm
ot
1o
o
Iz

o rlo

o
L

B OMES AE Y (I Q24O 4 H-Q2Y
o £ AT, e AKXl A7t 2 Holx|QUCH FIHNC Rad Zu HF2 N HE
(0S)2 ETSIRACE AMMO| X|HE SUHEMOIA, IYFa HWSH0] O &S FofsiRiE If 2E F&
SIEIE 2HXEDF PD-L1 21% 2HA} SHRIZ0AM SHAFCZE [2|5h DFSS| 710 LB ERULCH £ A&
QEAIOX/UTUC) 2HXH149F)o| EHAMA 27 ZAM0A, O] &2 Y Hwsto FEHYH MEOA
N0 BELX] QUAUCEH A B X R2 FEHYE WEO| 2 HE FEX= 1.15 (95% Cl: 0.74, 1.80)0|
UL,
H 53. 84 Zi (YHAE CHECKMATE-274)
A F=re| vyfd PD-L1 21%
o| < ek o] < Slef
(353%) (3568) (140%) (1428)
FEHE M=
A2 n(%) 170(48) 204(57) 55(39) 81(57)
=4 Xfg 47(13) 64(18) 10(7) 24(17)
A T 108(31) 127(36) 40(29) 52(37)
At 14(4) 10(3) 5(4) 5(4)
SEH MZE ZZHZHOR)P 20.8 10.8 N.R. 8.4
(95% Cl) (16.5, 27.6) (8.3, 13.9) (21.2, N.E) (5.6, 21.1)
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et 0.70 0.55
(95% Cl) (0.57, 0.86) (0.39, 0.77)
p-value 0.0008¢ 0.0005¢

N.R. ==X QU4UCHNot reached), NE. =EE 4= QIC}

2 7|MX| AtAOIM Y E Egotlt (Z2EEZE HA, Of & Foj7 14 R f(Y Foz 3A

b Kaplan-Meier Z°30{ 7|gtotCt,

< ZtEl A H|Y Y 2P (stratified Cox proportional hazards model)0i| 7|8taHC}

?I¥H|= Of 9f vs f{9fO|Lt.

d O™ AMEZ ALFEHE, Helsty Z=E HEf A PD-L1 2ol HEi(21% vs <1%/0123)0l| et
SotE 23 =% 4%, TH FAHLAUHE RN SAHE Foldo| theh dA: p value <0.01784

e O|F AMHEZ AAZetE, Helatd 2=Hd MEjof me2t BotE 21 &9 A4, PD-L121% LHXH0|A
SAHXE Foldof tiet BA: p value <0.01282

a

om

9. BE FXQ HiHE EXtoN FHH ME (UMAE CHECKMATE-274)

0.51 —
‘_“h"%’-&-
0.4 oty

Probability of Disease Free Survival

—&— (0PDIVO
019 —-A—- Placebo

L+

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

OPDIVO

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 O

H 27tst =& Ho|d 7t =t
[ AA|E CHECKMATE-9DW]
A AIE CHECKMATE-9DW2 I*Xﬂ 57%@ = TOld HMZERY BAE ez of FE9
E| 5l Zl ZEMZ R, Child Pugh A 53, ECOG =
B 0 & 1, :LEI g | A XE2E X &2 18M O]42|
E|QUCt S5 o] ALAE 7W— O|F AFO| OtLRACE AlEOM= &Y RI7tHEHY EE
| B 127H€ OfLff), EAE = 60,000 O/T, AMFHo=Z oot S

x|
oF OstN AEH, HIV Z¥, BY 7t HIO|HAMHBV)Qt CH ZHE HEO|Z2{A
7

—~
N
—_

-

o

N 0_>L
ro
ot
Ral
N
Hl

re ot ox

—Ho

= (=}

o
HIO[2 & (HDV)2| 8 SAl 2 g0l U= 2tit= Q= AL,
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SRS 2 C}

. 0

@] 9ol RS HHE AL

oz 3080 AN MW HX
MY FYoR A 42] ¥e
o=z [k

s QY

= & StLel X2 E
o 1mg/kge 3F 7t
of 284 33 tHc=2
3020 24 HY HY =Y

. QITLXtO| MEHO|| mj2Y,

Tt = Z2 20| ojH2FEE 30
2

r-III

- HELE| Y 8mg (B R 60kg OIZH Al) EE= 12mg (B4 60kg O|4) OHY AT £, =&

- 22t e 400mg StF 22| 24 £
T2 HIEE HORIHBV vs. HCV vs. H[HIO|Z A4, 2t &Y S/ 7HQ| FO|(RF), 2|1 o}
EjOt THH(AFP) £=X|(2400ng/mL & <400ng/mL)0i 2t A S| QUCE O] fut O|HZ|REol HE
e Y 1Y 58 27t 54 £ A0 2@ S AZEACH O|2[RRo 7% 2E80
2 Q) HE REsS Lot extes = QBCeR 0| o X&Y = UR/JALCH AL Yoz oHY
St AN o|S gt ULt AFXLZE WEHSE ZL, RECIST 1.1 FolE HY ZH 0|20z X|E7}
SI8EQACL BY E7ts 7|, 2L HIE T 9F X 1650, O|F 48F7tA| Of 8F, 1 Zol= EHY
T, X2 St E= 25 X2 AZ AZFX| Of 12F0iCF SHEJACH F2 Bt T HiEE
DE SXo| HAH WEOS)OIULE F7t REd HIMH£= BICRO| HI7IoH AN HESE(ORR)Z HHS
X|&7[ZHDOR), 2|1t AFE afol 2 HEE 7|Hte = o T4 2%t A|ZHTTSD)O| ZEJHe| ALt
L 6682 =XtV O ofut o|HEZ|FE el B8 QB(335Y) E= HTFALS ME4(333H)Q HHIE|Y =
= 22t EE Foi5t7| s F2 B UCH AFX MEiFOM = XER2 SHALe| 85%7 HIHLE|
IEI

2, 15%7t 22tHHS FOo{ZUCE

AAlo| oot 2hXt HEH EM2 APO 72 66M(EHR: 20~89)R 2D, 53%7F 65M 0|4, 16%
7t 75M O &O|RULCE QAABEHEE BHOI, 44%7} OFAIOFQI, 22%7t SQI0[1, 82%7t =H40[ULCE
71X ECOG =¥ HMEH= 0(71%) E£= 1(29%)O| ALt 34%2| A7t HBV &Y, 28%7F HCV 20|,

36%= HBV L= HCV ZY SHE= SALCt

oo
0

19%2| At LASH a’é'%, 1M%e H-YIFSH X|27H0| JAQUCH CHEES| Xt £7| BCLC Y7
C (73%) 22 7HX| 2 AP, 19%= #7| B, 6%= H7| st

A ALt Child-Pugh ®==7t 5, 6, 7 0|42l
HO|E, 25%7F tigdat RS, 33% 7t AFP

4>

Rt= ZH2ZE 77%, 20%, 3% O|UCH M| 54%9] %P F7F 2tQ

Xl >400ug/L2 ZHX|D UAALE.

AMAE FEN Zot= B 54 X O8 100 LIEFRARACE O ot o|Ee|R e ¥E e¥ol Ant
A (o]

ATAte| MEHQI HMBLE|Y = A2t Eah Bty HAFH 7|7h2 268718 7|2 AL

rir

H 54 84 Zit (YMA™ CHECKMATE-9DW)

o| 2kt ojHe|+ & giHtE|d == A2t
(335%) (333%)
HHY M=
At (%) 194(58%) 228(68%)
SHONE) 237 20.6
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= A
%-I_I'

13| AL

= 22X} H}2 7}

(95% Cl) (18.8,29.4) (17.5,22.5)
f=H| 0.79
(95% Cl)2 (0.65, 0.96)
p-value® 0.0180
HH Y2 E, n(%)° 121(36.1) 44(13.2)
(95% CI) (31.0, 41.5) (9.8, 17.3)
p-valued <0.0001
4™ BHE (%) 23(6.9) 6(1.8)
22 93 (%) 98(29.3) 38(11.4)
ag 7|zt
SO 304 12.9
(95% Cl)2 (21.2, N.A) (19.2, 31.2)
O] 2.1+. 325+
a ZotEl FA H|H Y ZE>HO| 7|Etsto)
b ZotE ¥F 20 W3 AFO 7|Etsict SAN |2l EA:p-value<0.0257
CRECIST 1.12 A2l BICRO|| 2} H7tsHSCH
d Zotel 4= FJ2H-HE MM AN (Cochran-Mentel-Haenszel test)Ofl 7|EtstCt SAHAN [od ZA:
p-value<0.025
+ AGE B

QE2 HHEIY £= A2t 0| BB FACT-Hep HCS SHRIHEOMAM S <&

=2
[=] o
O=2 R[OS ZA24%)AIZACE (HR 0.76 (95%Cl: 0.62,0.93); p=0.0059). T4 23}7tX|
B S = E% SHXLOf Al FACT-Hep HCS SHRIAZ ol Aoz o0 Qs |
g m7px|e] FE| B AHEH A2 Folx| ALt

o
I ESCIE

|0
Hu
4r
m
Bt
F>
(@)
oA
oy
\|_Z
N
ne
0=
Ml
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fleF F0iF1t HWSI0 0] &S FOIFS I SAMCE Folot FEHY HEQ| JjMO| LBSEULCE
FAY MEQ| 0|92 PD-L1 BY & U ZAstup 2HA Q0] BHEE|ALCE
UAMAIY CHECKMATE-5772| SaA ZIE & 5598 12 110] LIEFLYQUICE
E 55 24 Zit (YHAE CHECKMATE-577)
ol 2ot
(532%) (2628)
SEHE ME
A, n(%) 241(45%) 155(59%)
~ . 224 11.0
S22 CHE) (95% C)
(16.6, 34.0) (8.3, 14.3)
| H|2(95% CI) 0.69(0.56,0.86)
p-value® 0.0003

2l H|3 1™ 2 Y (stratified proportional hazards model)0f| 7|gt$SICE

==
=}
b Zotel 21 =9 AY (stratified log-rank test)0f 7|2tstCt,

a7 11, FEHE HE (YHA™Y CHECKMATE-577)

per Investigator

[CRE D=3 |
0.3 & e SEO— — S —

Probability of Disease-Free Survival

0.21

0.19{ —@— OPDIVO

— €3 — Placebo
I L LI R I I’ | | L LA L) L I | I o I
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

0.01

Disease-Free Survival per Investigator (Months)

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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H 56. 924 A (YHAME CHECKMATE-648)

= 22X} H}2 7}

o] Ska} A|AZa}El

o ot oja|RY

NAB2HE %

L EFeEEm ERo=ad
(n=158) (n=18) (n=157)
% MIZ PD-L1> 1%
A EE
A (%) 98 (62) 106 (67) 121 (77)
St OhE) 15.4 13.7 9.1
(95% Cl) (11.9, 19.5) (11.2, 17.0) (7.7, 10)
Ll 0.54 0.64
(95% Cly® (041, 0.71) (0.49, 0.84) '
p-value® 0.0001" 0.0010s2 -
STY dEe
2 T =22 MY (%) 117 (74) 123 (78) 100 (64)
St OhE) 6.9 40 44
(95% Cl) (5.7, 8.3) (24, 4.9) 2.9, 5.8)
] 0.65 1.02
(95% Cly® (0.49, 0.86) (0.78, 1.34) '
p -valuec 0.0023%3 NS -

a BICR (2t HI}SIRALCE
b Z3tE FA HFH Y 2o 7|g
Ot @I=H|7F 2 DEICE

—

'c'>'|-|:|-. Zt M

—

— -

cEotE &F 20 HI AFO| 7|Esiot
s1.52,530,005, 0.014 S 0.015 ZtZto| MX| A2t H|w

NS SAH2Z ROlSHA| ¥E

ot L sfetedan

72[0|gt p-value
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a2 12, MY ME (YMAE CHECKMATE-648)-ZS UM E PD-L1>1%0|AM T ME
1.08

0,94 —&— 0PDIVOQ + ipilimumab
' 1‘5“;—“ —A—— OPDIVO + chemotherapy
——-+—- Chemotherapy

0.8 LA
0.71 .
0.6
0.5
0.44
0.3
0.2
0.14

0 3 6 9 12 1 18 21 24 27 30 33 36 39

Overall Survival (Months)

Probability of Overall Survival

Number of Subjects at Risk
OPDIVO + ipilimumab

158 136 116 98 89 63 50 40 31 20 1 9 4 0
OPDIVO + chemotherapy

158 143 129 105 8 70 53 3 22 16 4 2 0 O
Chemotherapy

157 135 105 72 52 3¢ 21 12 8 4 2 1 A1

=

a3 13, 23 ME (YMAE CHECKMATE-648)-Z LM Z PD-L1>1%0A FZH W&

1080 —o— OPDIVO + ipilimumab
091 & —A—— OPDIVO + chemotherapy
0.8+ %h ——~+-- Chemotherapy

Probability of Progression Free Survival per BICR

c 3 6 9 12 1B 18 21 24 27 30 33 36
Progression Free Survival per BICR (Menths)

Number of Subjects at Risk
OPDIVO + ipilimumab

58 78 48 38 ¥ B8 4 13 8§ 7 4 2 0
OPDIVO + chemotherapy

58 W07 B 4 29 1B W 8 5 3 1 1 0
Chemotherapy
157 67 35 17 5 1 1 1 1 1 1 1 0

NRE-HO 8K SQBEMSI-H) 5 22X 57 FHX ZU(AMMR) Ho|8 XEZY
[YHA™® CHECKMATE-142]
OIAMAIS CHECKMATE-142= Ci7|® H|-BXtQ| CIE- WY ISE ZJ| AMA|HOZ O|F0| 220z
EH O =
H— [

m2|old, SH2EetE £ o2kl 7|8 =tet

—,

OPDKR-aU
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ONO PHARMA KOREA CO.LTD.

E-S0| 2K 29 d(microsatellite instability-high, MSI-H) £& X 23 ZE(mismatch repair
deficient, dMMR)O| QA= =4 THY £ FOld HAYY 42 SXE Y2 AL RACE Fold

AN
2ot cish x| o Xty X2 22, 7|MX|] ECOG =¥ HEf7F 0 = 1 A2(1 E3d HTO|, &

N

&8 XItHGAES £ WA HY A7 oot ofshE MEfTF ot BHXE0| Al”0| SEE|RUACE Of
ofit O|EE|RE HE IASE0 SFE MSI-H MOl HAXY &Xt=2 0] & 3mg/kg X O|EZ|FE
mg/kg= 3F 7_*7422 43 g —HE— tAoc =z XMW Eqf gt

2
q Ol 2SI HIA|

O oF X O|EzZ|FY HE FO0l MSI-H TO|d XAYY FZE F 1198 =Xt SEEQULCE BHAL
Aol 7t 58MI(‘H R 21-88M)E, 65M O+l BFAH= 32%, 75A4 O &2l At 9%0|A 1, 40
59%0| 11, B#OI0| 92%0| ULt 7| XM K| ECOG =Y ME{7} 0(45%) = 1(55%)0|A 1, 29%7} 2K S22
o2 HIEQUCH MA Xt 119 F 69%7+ %EEEEIEI |E, Sae[Eate X olZ|HzZHS oo
K2 2ACE 10%, 40%, 24% 12|11 15% 2tAt= TOld Ao Cidi 2b2h 1,23 E= 4% 0|42l o™

=140
X Qe 2hobn 29%09| $HAt= anit-EGFR OPHIXIE 2HQFCE.
F2 884 X|HE= RECIST v1.18 Ar235I0] BICR E7HO| 243t ™ HL2E(ORR)IM EHSX|EA|Zt

(DOR)O| AL},
QAAFA|Y CHECKMATE-1422| &4 ZAIE # 570 LIEFLHRACE.
E 57. 924 Zit (YEAE CHECKMATE-142)
O|F X5 (ERLZI|Z|0|tl,
HH Xt Z4H2|E2HE U o|2| H|Zt
(119%) 7|8t otsta )
(82%)
BICR | X HISE (%); n(%) 71(60%) 46(56%)
(95% Cl) b (50,69) (45, 67)
2t BHE (%) 17(14%) 11(13%)
22 93 (%) 54(45%) 35(43%)
HSX| & 7|7t
670E Ol4 HH87|Zt HIE 89% 87%
1270 o4 Bt87|ZH HIE 77% 74%

20| ot O|EE|RERZ X222 HA AH119H) x4 FH 7|2t2 27574 0|t

=
b 2 2IH-I|0{Z(Clopper-Pearson) Z#S AtE3I0] FH3ISLCE.
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[ EHet )

vE87|, XHd, d&(2~8°C)

[ZEEER]]

SLEF 20mg (LEFY, FTEAES) 1HO|Z@2mL)/ 18 A
=LEF 100mg (HEFE, FHEXIES 1HHO[(10mL)/18A
SLEF 240mg (LEFE, FHEXIET 15O (24mL)/18A

el FFH7t Ee HBEAS2 YN AAZ S IEAILY ofF LISt
s

(http://nedrug.mfds.gokr) £ 7L AES Y =4 0| X|(https:/kr.ono-pharma.com)0| A =tQlgk =~ Q)

o>

Ho
lo
gal
lot
=
o
n
(Vo)
nNo
@
[0¢]
N
N
w
>
o
Mo
1o

Qg o|or= Bristol-Myers Squibb Cruiserath Biologics
Cruiserath Road, Mulhuddart, Dublin 15, D15 HEEF, Ireland

QtH| o| Qb= 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

[FYTUN 22wt ESATABIAL - NSS LA BLT HOZE 134 195(ANS)

[SSEOX SH=BMSHI - MEA| 2T HGIZE 504 sHd12E 128
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http://nedrug.mfds.go.kr/
https://kr.ono-pharma.com/
http://www.drugsafe.or.kr/
TEL: 1644-6223
TEL: 02-928-8423

) KRt > B% B2}
ONO PHARMA KOREA CO.LTD.

[EEM ZHHAEY]
20254 7€ 10¢
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