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2. AAL A% ma] 2 A4 A4 e ekl
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2| 20hS &7 Eojure hxo] 2% o|AtollA B nE 714 BIMSH S8 oAl Algl= ZA Al &
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QAAFZAA}A] o] 4 (332%%) (325%)
1~453(%) 3~453(%) 1~4 53(%) 3~453(%)
bk 44 5 40 3.8
Y Zas 40 6.1 40 8
dam Zas 27 4 44 4.8
9T Ha25 24 4 32 3.5
doA 3fst At

ASTZ7} 62 29 51 14
ALTZ7} 61 17 46 9
2jototx] 7t 58 16 39
drgl 57} 48 0.9 57 0.6
NUES 8% 45 6 42 3.8
n¥YE 44 15 32 2.1
g2 57t 44 10 44 8
ofzletor] 57} 41 6 26 L
sae 36 1.2 38 5
NZs 8% 29 0.9 46 0
3 oteEld 57t 26 2.4 23 0.6
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FUED 76%] BAtolA o] ARIZ 18] o k2 Fol Aldo] WSt

of obt sistey W& SoiTol 2% olye] AN MR Y EF FU oY Ae PE
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ol At A (7827%8)
RE SHW) | 345H%) | ZE SFH%) | 345H%)

oAt A 99 69 98 59
245 A73A ol

TxE G ¥5° 53 7 46 4.8

= 11 0.8 6 0.3
245 A”H ol

QA 48 3.2 44 3.7

PEpE 39 5 34 3.7
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A Bol R o B9 HE

m 29 44 7 40 5
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At R L ol
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R oEoly se 14 0.3 9 0.3
Ag A
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o274 R 29 =5 Fof
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o5 9 msh =% Aol
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o T v
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4 2 7185 24
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o] oFuFOLFOX E+ CapeOX ¥ £ FOLFOX E+= CapeOX

QAAFZAALX] o] A (782%8) (767%8)
1~453%) | 3-453%) 1~4 S3%) | 3-453%)
st A3
535 AT 73 29 62 23
WMHL hAS 69 12 59 9
Hamw as 68 7 63 4.4
8l 59 14 60 10
U3 7Aas 59 12 49 9
b s}st 2t

ASTZ 7} 52 4.6 47 1.9
Nas 25 42 1.6 37 1.0
1IG= 41 3.9 38 2.7
ALTZ7} 37 3.4 30 1.9
NUEE @5 34 6 24 5
NE&25 27 7 24 4.8
a2y & 24 2.8 21 2.0
A oteld &7} 15 1.0 9 0.5
1AE IS5 14 1.4 11 0.7
ANEG5 12 0.7 9 0.2
JIUEEES 11 0.5 7.1 0

©
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2E 59(%) 3-4 53(%) 2E 59(%) 3-4 53(%)
75 9783 o
QA 20 0.3 14 1.2
A 18 1.2 9 0.6
Gkl 14 0.3 6 0
o2 9 03t x4 7Foj
A%z ‘ 16 ‘ 0 ‘ 9 0
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A 27hsE AAY B Foly A WYAE 1a A2
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sst RIA T Aol Alx HEA L S tjilo g sF DRRe] Aok tfx, o}, 2
7N AGAIFQ CHECKMATE-6480A41 7= Qltt. &AtE2 t2 s Fojuigict
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£ 4, o2, Wy, TUYg, AP Y LEGD
o] o} ojZe] Ryt A FojRE2 gXpo] 20% ool BEuE JPgd &35t ol Atdle
o2, 3, o4, A 9 He[g
B 403t & 410] CHECKMATE-6480|A A o] Ake} A/AAMR] o)/d=2 aofstedct.
E 40. o] o 9 3IEtQWE Tofyr2 FAIO] 10% ool G ol At (YFAIE
CHECKMATE-648)
of o} AAZatel | of ot oj™alegr | XaZald o 5-FU
2 5-FU (n=322) (n=304)
(n=310)
o4 AH
BE 3-459 e 3-45w B2E 3-459
v (% (%) s (%) (%) s (%) (%)
AZ3E o
Q. 65 4.2 22 0.6 56 2.6
B ] 44 1.0 20 0.3 43 1.0
g 44 9 11 0.6 35 3.0
At 29 2.9 22 1.9 20 2.0
1E 23 2.3 15 1.6 19 3.0
Ast 2o 14 7 12 5 12 4.9
BED 13 1.9 10 0.9 11 0.7
oIAL 2 Ao Aol
AL A [ 51 7 17 | 40 [ 50 | 6
A4 ol
hES 47 3.5 28 2.5 41 4.9
9poyd 19 0.3 23 0.9 12 0.3
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ol °K(192%) oz oH(194%)
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TSH Z+4*® 13 N/A 3.6 N/A
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BE SF%) | 3-4 52(%) | 2 =% | 3-4 55(%)
NEE BT 12 1 11 1.2
ot Aol &4 F7t° 11 1.5 6 1.2
st XY
oy Fas 44 17 35 12
U 27 0.8 21 0.4
T AAT 24 1.5 23 0.4

2 g AR Mol sht oldel QUAE PP Qe BALE 2AR T o]
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SRS O % st A =25 wWoith
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oA WY R ol Aleleh APANA olgS okstscy.
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# 46. B 59 7|1ECer RojF It BAE Ao} 5% Zastal, ZF oA 10% o] Eald o
AF AHH® (YAIA|E CHECKMATE-8HW)

of of % o|=a| 7Rt of oF
oA} AHE| (352%) (3519)
2= 59 (%) 3-4 =32 (%) 2E 59(%) ‘ 3-4 55(%)
bSO RH Aol
A | 35 | 4.5 | 30 | 3.4
oy 9 mstxAl Alof
A0S | 30 | 0 | 23 | 0
127 9 At £A Aroj
A= | 20 | 0.6 | 15 | 0.6
L 58] ZHof
A Asts 18 0.6 10 0
YAt SR = 12 0 5 0
=E45F2 NCI CTCAE vbho| mskct.
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® 47 2& S04 Foat P Ro|7F 5% S Zubstal €AR] 10% oldolA #|AH Z]EX] tjy]
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2 DAEZ 7IAAY Aol shy o] g AFAIE dGEARITE e ERteE 22 o
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ey i 17 1
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B-FA9], o5 BF-TSE, 37/ AHAIE CHECKMATE 142014 B7FE[ITE. o] AFAA
#7rhkz o] oF 3mg/kegdt olEEl P Img/kge 3F UAOR 49 §3F Fof WA, ol& A
AFAY 518 =7bset 54 L8 A7 25 FAOR o] of 3mg/kge Tl

o] okt oj™a] 25l W& Tofst ALO] 47%0|A FUSH o] A7F EAYsERITt. o] oFo] o]4
g2 Aol 13%9] TALIA A|27F FTHEJDL 45%2] FALoA A|AL ATt 2% o]4Fe] AL
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oy sjst A
Az AAb Baf a4 E7t 28 5
2|motA]| 27} 39 12
ALT &7} 33 12
AST &7} 40 12
AUEE B3 26 5
RNzg B5 16 0
Auotads 9% 18 0
ojalztolx] &7}t 36 3.4
eyl 57} 21 5
NZE 8% 15 1.8
AotEld =7} 25 3.6
14E = 23 0.9

7t WES JIAAIY Hol® st oo AAAE AMAARITL 9k BAEE TAR St
Bk 7HsE #Ak 20 WL o] o Rol2e 62 - 7190w, of ofi o|WelRgt W§ ol
87 - 114 o]t}

2) NB 3 &b
o] o] {7} % ALE %, Theat 2 oy AllEol ATk olelt oy AllSe BEH 7
99| DA APLAOR BRED 9y] G, gy ol2dt oy ARIEY) WES MY 9l
A ARSI oFg mEol st AuEAS UL 4 Y AL oprh

B3 E-qof}r]-stetctt &3 (Vogt-Koyanagi-Harada (VKH) syndrome)
%5 AP LA ELo]A(HSCT, hematopoietic stem cell transplantation) o]$ o] oF x]g9] 3
CRm B2, 55 34 9 o olAlH of &% ASHGVHD, graft versus host disease)

o ol M

g R oA Fof:(APA FAE xdeh) 4 #AY ¥z =A% (hemophagocytic
lymphohistiocytosis, HLH, (X|HA =& &dhsh AP HAAM 834

hemolytic anemia)
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3 (autoimmune
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CHECKMATE-025, CHECKMATE-067, CHECKMATE-205, CHECKMATE-039 E+ u]AA|zZoet
SAT APAB(117H)0] ZPD 1,994%; o] o lmeg/kg} o|H LY 3me/kee] BEAW U4
A% CHECKMATE-067(313%) Tt $AH9l ulg UAIR(94%): of o 3me/kgdt olBalPy
Img/kge] WHEQH UYA|E CHECKMATE-214 T+ CHECKMATE-142 (666%); ©] ¢<f
3mg/kg 2% 7tAn o]ERY Img/kg 65 7HA9 HEQH UMAE CHECKMATE-227(576
%) £+ CHECKMATE-743(3009); 2|1 o] o 360mgi} o]Z2| 2 Img/kgit 23719 #Z
719k stetgwio] 8w AAAlE CHECKMATE-9LA(361%): o] oF 240mgy} 7FEZHE]Y 40mg
8.0 UAAY CHECKMATE-9ER(320%). W ulf ol’g Alelo] oy m2male QAHAg
CHECKMATE-238, CHECKMATE-275, ONO-4538-24/CHECKMATE-473 o= AAg% ot
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AT FUstROn, 13%9] HAE o] o Boig
WSS e oF 89%0] #ate ng SAH| 20| E(5 4 40mg/Uo} w7
Jleb)e Eolugton, s|7te] FXRHE 262(HS): 19-671Y)ol Tt 67%2] SALIL A
c}. o o £oig A oF 8% EAloIA WAZo] AL
SAE Sxte oz 3 UAAlY CHECKMATE-238, ReAmA=g 2ats fiyos
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PEolA gelsl At AL
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o] oF Img/kgd} o E2] 2 3mg/kegd] HE

A4AlE CHECKMATE-0670]A4], o] <F lmg/kgi} ojlge] 2% 3mg/kgl HEAWH XAt

j7f HE5e] Y ES> 6%(25“3/407m)0]°*q o o7 HF o] EYstr|7tA] 71k &

Le7NE(H: 244-10.17§K)0] At H of 7 1°§’§£E 2.2%9] A= o] ofut o]Hea]2gro]
Boj5 g4 FHstdon, 3.7%= Ol Oth ojZe] Yo B0 5 EFoItt fIdSs Uehd &

AFO] 84%7F 18HC I E2EJIAHZOIE(F]A 40mg/dQ Ztyd SIS &

te] FAHgh2 30Y(H S 5U-11.87 F)oldct. 68%2] $APF A5 FEEHACE. o] oF RS

AZHSE oF 13% $AMOA] HE 50| RfRsHRAC.

o
3o
flo 18

o] o 3me/kgi} o] WY Img/kgo] HE
AXAAlE CHECKMATE-214 °F CEHCKMATE-142 o)A, o] 2F 3mg/kgit o]B2] 2% 1mg/kgQ]
Heew 4 5 9ol o) WAFY WSS AFY BAIIA 4.4%(24%/547%) ol 1 A AR e
SRfol A 1.7% (238/119%)0]9ich. We} o7l H@dso] wstrIstal 717k9) F7ke 4

BA w O o _:‘_.
oA 2.670B(H9): 8U-9.274R)ol T MAFY TR LRY(A: 27L-374Y) ol e
o7 MeEoR Aol 9 KEAOHE66%) 5 1.8%°] habi of oinf ome|gge] Sojg o
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[FoIitt. ol &t &2 &AL o] MR dat fa/dollA AYhARl Apol= HAHA] Adt

[©)

AGAIE CHECKMATE 9DW (RPA|ZQFe] 1AL Alg2A] o]F2|fyute] W& Qw)oA o] ofut o]F
| fate]l yeowHor AR viZwE AN E7hsSH MR/ AP 335 & 52%7F 65A4] ©]4,
14%7} 75A] ol/goldtt. ol A} A2 A} ko] bR/dut FadolA A¥tAo] Atol= B EXA|
oforet. 22y, 7541 ol eRtOIA FUigh ol At HWAIER o] At EAio g QIgh Rof FH
2 (Z17F 67% 2 35%)2 o] okm} ojWa]mute Eojure AMFA| SHAHZIZE 53% U 27%)o] HlE] o =

o] ofu} ojge]Rte] HEavor Xgh JhA| et A}
O, 8% 75A] ol%folqitt. o] <fi} o] Ry
DA AP F6] e A] 9fot, o]F0

5l7] ot

e]
—

9% %, 29%= 65AJNA 744] Abol%
2 of ther YA FAAE 654 ol el
O e WASY 2 9SS HoltA| ojRg m

AAFA|E CHECKMATE-648 (PD-L1 23 A (=1%)02A], Az HEA Lo 11Xt X|g=2 o™z R
Wuke] HEaw)olA o] ofuf ojhejRYor HEQWZ W 32590 &AM F 43%7F 654 ©]4,
7%7} 75K o|Ato]9it}. wol sxie} AL Zbo]] ot adoA MErEQl ol BIEXA]|
orotct. Jeu, o] ofxt ojge|Roz PEQWHS W2 wE AH23%)0 Hvls 75A] o4 AL
(38%)0llA] o] AH= QIgt AJd F& YWAIEC] O =okth o4t ARR Qs AJdFH HHEL 3
stayios R gy 754 o] &Ah:= 33%A 1 e eRb= 23%% 0

2

QAHA1% CHECKMATE-8HW (Flo]4 Al2%jete] omalniate] ¥ &R ¥)ols MSI-H E& dMMR

Rol|A RAAFE skx} = o] oy} o|Wa]ma) 2 BE 3547 & 659 ol

44%. T5M| o]d2 14% Act. o] of ThE Fojio] A HigHE 353 F 654 ol 45%. T5A|

ol 13% At

o| ofut Ol%ﬂﬂ%‘”* & Folgoll 654 ol Aol S5 EL 45T oY A LABGEHE

=0l T3H B QWS "ke G54 o]A $HAlo] 353 T 453
2 654 0|4} BHxHA1%)o] HliA E o =9t

o o TS EoiTolHL 654 o4 FAHAI%)SL 6541 DlgH FAH(U5%) o] 35T E: 45
A2 PEA] fOIst Aol QYTh Ea of ofgf oW LY Y§ £oIg ¥ A
A ol A2 QIF AR FTB(2I%)S, o] OF BE Foig we
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o

I oFat W3 719 seta ol §8ay
J4JA1% CHECKMATE-816 (s AN ZmeolH o] 44 A Bxaw)ls of o 360mg 7 wZ 7w
FRMe 3% 717 3 F7] 5ot $gaWoR PAY wPYH 1798 TR F 48%7 654 oI,
6%} 754 o]0l ick. 654 O]9l wQl FHAeL He AL 2 bR AMONM AUl ol
ERER RS

o)
ol o>

o g

UAAMAIE CHECKMATE-77T(H| AN ZH QoA &% X HAEQH U 22 T BEXQH) AJAIFH
A, Bl AN 2 RF 2297 0] o] oF 360 mgyt Wig Z]¥h gpefQ¥HS 35 Ao =® X4 4%V
£ 503t &, o] oF 480 mge 4% (tAo 2 Bojote s TAFY uigE Tt o]5 & 654 o]t
= 55.5%, 75A] o] &A= 5.2%%At.

654 o]At SHALQF 65A] O]9t A} THo] oPAAd E= S8 SWHoIA HuhA
=

AAAlE CHECKMATE-901 (Q2AmA|Zte] 1xF R|g2A AlAZete 2 AAJERIto] ¥R QW)

oA of of AR B AMACHITY WEAYE e 30430 A} F 40%7} G54 ol ol sto
0 11%7} 754 ol’goloich. 654 o] Ehatet M #AL ZF HEAol A HUHAQl Aol BuwlA] o
Sitt. o] eraf AlAzeld 9 MAERINY WEayel duAge e e vish Y Fa
of tol2 ZAsty] Y3t T5Al ool FHE HAILT EASHA] Aot

AXAIE CHECKMATE 648 (PD-L1 ¥l GA(=1%)C 24, Ale WP L] X} A g8 Z208
mejojdA 2 Wz Z]ut ghetewiutel B aw) W CHECKMATE 649 (9 A, HA=Fds A,
Al de)olA o] ofxt ZF:ezujuldA] F wig 7]¥t sistowiuto] WRawoz LARe] viiH

1,110%9] #x} & 42%7F 654 o4, 10%7} 75*11 ojfoldet. = Rpet A2 &AM b At
wa/gollA AREA QL Xtol= HO|X] AT

o ok} olW2TY L WF sy FFeraWTe] Yy

WA@ CHECKMATE-OLA (s|AMZmge] 15 x|224 ol™aj e, W3 7|y setaw 25719
3 ERW)IA ol o 360mg 3F 17, olW2IRY Img/kg 65 2, WG vt sfstey 3% 7
(23] So)o] Hgayos A9 v 36139 TA F 51%7F 654 o], 10%7} 754 ol o]
CF. w9l gRfe} Ao BAL 2bol HHT RadelH ANel Aol WuE|A] gk

09

O

3 _IE

2y}, o] ok} ol Ry ¥
75A] o]’ EXTol| A o] dRtE o
o &Ate] F, old¥tgos Qlgt X= %LE% 16%% o™, o]= HA At

w3k pRjolo}. AA AE(0S)7]1o] st o] ER A ZAutoj E}E‘Il o] EJ%“* LU= Ay
o]% sistQriut B§&stof o] ofe g 3619 eAF &, AR AFE(0S)71R
L 654 O]t X} 176HoA 0.61(95% CI: 0.47-0.80)0] ) 11, 65*11 oY 2
0.73(95% CI: 0.56-0.95)%C}.

D:Ij

RN W SOl Al GAONSl FUB(AN Vsl
2 43%=2 ¢ =9ttt 3tstQHor

of¥ m\o

o>“
’

N
D)
o'_'o
1]
ol
=2
>
i

o] Qlqu- 9}y_x}E_]up_}9] HfI_Q._Q_\:H
A’gAlE CHECKMATE-9ER (AMZY 1A} X2 2A] 7FELEGto] H&aWH)oA] o] ofu} 7EZHE]
o H8avs W2 32099 A & 41%7F 65A1 o4fo|lon] 9%t 75M] ool it. w9l AR}
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13.

1)

ol Tl F8ay: of %42 A4 29d ¥ 2 2 folo] oY rHE st
WZ ) st Heaw: of %4 WA FYN F ZL F FHolof WF st et
We 2t
ol PR U WF s|v st YERY: of O WA FYF F 2L ' Holo| o]
Wel e, J2jn WG s seteue £
zozmodr L W /I8 Fetawne] YEaw: of 4L WA FYF T T F
olo] ERo2mUTA U WF 7|4 AW E FUIT)
- A7 g9 FY§ Wi WIS AFEI
- AFESHA 93 g ulold UIgBe mlat)

AetE g gu

ollxl-l\]—?%l %‘E

a o

[24A]¥ CHECKMATE-238]
QIAFA]E CHECKMATE-2382 AN HijA, o]
7THe 71202 AoH MB/C7] E= V7] & o .
SAr9] wig ol 12% ojylol AW 24 AT =ele SMAFe 4 AAeg worof 3o
A} = otl/mEul SME XU o o N

ojde] mEUd T St o)

g oldl BAE AlRS We @A, FRAZA PHo MRl HA S YA aue we @
AL 2AL9 Wi 674 ol olde] 24 ¥ wrawozA ALWEY) FolE FRE A- ©
Aol AeIEoich. SRS PD-L1 AE(RAI% 222 7120=2] of 34/28ehet AJCC

2abe] wjgEo] of o 3mg/ked 25 114

1 25 2 AW FodrA, olgeey
10mg/kgs 35 HACZ 49] AW Eoh2 & 24 FALS AIAS 1

2 1253 7tA02 Fof 1A7A]

2 Jo

78 984 Aae FAY BEPFS)oz, A9 uigdyt Fx (=4, 99 A = 94
Hol), 2L d¥d SME T AFH(YQ 73 F WA 2Ach= Al Ato]o] Ato =z, ATt
Atoll s} FIiE Tt At E2 A 29t 123010 3% HIME Yol YA BAFE AlRdskR L,
1 o]Zo= 67]&utct Alsistict.

A Ao FHa2 S5MI(E Y 18-86A1), E7d0] 58%, ®HQIo] 95%, 90%<2] €At=o] ECOG 4
88 AMERZ} 0o|Qith. Al EA o AJCC IIB7](34%), IIC71(47%). IV71(19%), Mla-b7](14%), BRAF
V600 ®o] F/gd(42%), BRAF of8&(45%), LDH 75(8%), ZYAE AN29te] PD-L1 3 &0]
5% olxo g ZXITE FHAK34%), |Qto 2 Hol= LI (48%), AIYE EUH32%)0lduct. AAAIE
CHECKMATE-2380][4] o] of Foji2 oj™da] 2t 10mg/kg Fojt1t vlwste] LAY AE(PFS)
oAl FAFCZ Jolst 7§-S YERITH

o054 Au off ® 50 & 10 UERACEH

H® 50. S84 AW (YAR|E CHECKMATE-238)
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o] of o=z 2gt 10mg/kg
(45291) (45393)
SR AAE (PFS)

A Y =AY 154 (34.0%) 206 (45.5%)
SAE AE FUONE) NR® NR?
9]1334](97.6% CI)P 0.65 (0.51, 0.83)
p-value®? p<0.0001

& T o5HR] 9t (Not reached).

b =35} v]g 9 = (stratified proportional hazards model)of] 7|gFstct,
Z25f=l 27 283 7AA (stratified log-rank test)o]] 7]gtstc},

¢ p-value: SAA R4S A7) Hsi Yut 0.02449t vl sHICE

Q

a4 1. 24 ME (PFS) (¥4AX]18 CHECKMATE-238)
1.04
_ n3
'\E LB
E nr
& 06
‘E 0.5+
=M
gﬂ.?
& - - == QPO
D1 o ity
o e ol
[} | [ - i2 i il | ko | ki)
[ ol PR Bucwival [osiies)
Mamber ol Subiects ol Rk
FOND
L - - L S m 23 248 n 4 )

IpdEaymaR 1 vk
851 M4 T4 M3 2R 35 18 5B 2 i

@ ZA 71sHELZ7] 4em oY Ee Y HAE) HAANEZHAY L& A HEQW
(neoadjuvant)

[YAA]E CHECKMATE-816]

o2 AA| 7hsst HlANZH Y TS
2 A= B (4cm oA, 1I7] B
T 1, RECIST vl.10] & &4

AAlY CHECMKATE-8162 FAH9] i, _117H CIPADAL= e}
oz Xsie At AJCC/UICC 7#s 7|& _75_75]3_,”51
MAZ] ZBA] 7hset dladzset &AF, ECOG o8 JHi=
7heet A e EAME sl

EGFR %ol ALK M&L Q7. 253 o4l ok N7 W%, BEA Al i) ek s+ A
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T @S AT asl ofelA el BAEe AT,
GrREe thgel 5 2oz Paty et

- o] of 360mg= 3027 g HA 7Y
2ol Ei

S 5 shetawe 3% 2H02 A 357] 7 %ol

W 7)et gtetewe mEeEA 175 mg/m® & 200 mg/m’ 3 FtEEetE AUC 5 EE
AUC6 (& xASH, HUEFAA = 500 mg/m” 1} A|AZ2tE 75 mg/m’” (H]HY xAsH); £=
AMAJER] 1000 mg/m® E& 1250 mg/m’ 3 A|AZ2te 75 mg/m’ (HY xAshHoz AL
o} wig 719k stst@ oAl v wARl 25 mg/m® E 30 mg/m’y}t AlAZEtd 75mg/m’, E
ZAEMA 60 mg/m” E= 75 mg/m” ¥ A|AZ2HE 75 mg/m’ (RE £A|E) T Jjo F7t A
5 gw¥jo] x| Qlr}

»e

g 79 s

o
19

29e 3% 4oz Ay 357 §%

o

0|

1 3 2R 57 (1% vs. <1% E& wPYR), AY o

satgsto] Oigt A5} 24
A (IB/II vs. 1IA), ¥ 48 (

%9 a4 Ant 1Y SAFYWHBICR) 2AZ PAK YE(EFS) 2 £/ 52 4
2] AE (BIPR)] o) B7bel Walsts 9 WHe(pCR)OIcE 7189l 92y 2 54 AA
WE0S)S mastct

AA] A} 3582 o] ofyf whg- 7|9t FfEtay H8Qw(179%) T wg 7| 3Eraw(179%)

oz A uigE .

AL ABol FIH2 65A1(HRI: 34-84A1)0]™, 654 o] A= 51%, 75A] oY A= 7% A

1, ofAJo}Ql 50%, HBQl 47%, 591 2%, FA 71% o]Qict.

71X x] ECOG

A= 50%0] 91
oF
[}

S =
EXSEENE

o2

288 A= 0(67%) B 1(33%)0]%ict. 7|A1x] PD-L1 £¢ &a A} >1%9]

1, 35%+ IB/117], 64%<= IlIAZ] o]qith. 51%= HHE ZAISHA £, 49%= H|HE

= A QT 89%= /AR SAXTA

2 “=(definitive surgery)2 o] ofat ¥ig 7[Rt efstay] W& eWw At 83%, ofefyd

AHo] 75%0f A ket

CHECKMATE-8160A  FARz1 AE(EFS)9t gejehs ebdl RES(pCR)AIA EAH o2 Rolet 74
5 2

o
Ae YBsIgc fay AT &

o o

® 51. 8874 Z3 (Y4218 CHECKMATE-816)

of ofz} W |yt speta (179 RERE R R
?) (179%)
BICR £A7 AJE (EFS)
A (%) 64 (35.8) 87 (48.6)

- 100 -




=717 (1)@ 31.6 20.8
(95% CI) (30.2, NR) (14.0, 26.7)
B 0.63

(95% CI) (0.45, 0.87)

zstg 27 29 AA p-value® 0.0052

BIPR ®g2]&sha 2t ¥k-3(pCR)

pCR &App 43 4

pCR H|& (%), (95% Cl)d 24.0 (18.0, 31.0) 2.2 (0.6, 5.6)
=A™ x& Afo]  (95% CI° 21.6 (15.1, 28.2)

p-value' <0.0001

FARD AE(EFS)of tigh &4 3R 73R 217040l

% Kaplan-Meier £7j0o] 7]9kstct,

b =3lEl 2 A vy 9 wd(stratified Cox proportional hazards model)ol] 7]ytstc}.

¢ 5ed 23 &9 A4 (stratified log-rank test)o] 7|gkstth. FAR Fol/do] gt A p
value <0.0262

¢ 2 2 m-1jo]&(Clopper-Pearson) ¥l 7|gtstc},

¢ =23} HA Xol= JIERE & I IAF-HE-JAIA AA (Cochran-Mentel-Haenszel test)of] 7]gF

d

f =35te] 3 32-uEl-31A AX (Cochran-Mentel-Haenszel test)o] 7]8kstct.

ad 2. BAd BE(EFS) (Y8418 CHECKMATE-816)
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Probability of Event Free Survival per BICR

Numbe!

0.4+ [ SV STV

0.3

0.2+
0.1
0.0

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

L3S R N A L O N I A [ O O N O N O O O}

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
Event Free Survival per BICR (Months)
r 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

Mo -|u

179 144126 109 94 83 75 61 52 26 24 13 11 4 O

® EGFR ol &+ ALK Aejdo] gl A 7H5eHES 37] dom o} Ex P4 Pua)
ANZEeto] &&= XA HX QH(neoadjuvant) ¥ $£4 S H X QH(adjuvant)

[QAA]E CHECKMATE-77T]

u
A
oI5
A

77t

= 719 gpete it §8& £ & pa2 ASYShL, e & HRQYoR o] oS
£ Fost= KIEJ wade BAl 7t vlad Rz At 4 2
% w7t AR89 CHECKMATE-77Toll A H 7t Qict.

aA| 7t
x1e] s

Jl‘
0

Z o

Al

ok

7t
a
III
st

9r] B715 o1 Mol MIAMEHQ $A, EGFR o] i ALK Ajujgo] it
253 ool WA A7 ¥F, A

=0l iFste EAts AGA GO A= At

=

FIRES 19 o Agt g =Xy H]ﬂoﬂ/ﬂ Jlﬂazl(%}\o}o
Bach 49) &8 AL
A2 Bl !
7). %Y 2AY(EB YUY of vEggmY) o wep SepE Y.
RHe 101 g2 2Ar9] wigEol, g % shto] Aleg vt
2% A BEQyoR of o 360 mgg 3087 AW
stutet Wgsto] 3% 1A
i) o] oF 480 mgs 4% 7 =
2% A HAQYOR 9Jorg 3087 AW Rofsty, thgo] W3 vk satay F

4 2

slol 3% 71702 & 4%7] Sof, oo 4k 2

9
o= % 457] &0, olojM o & HEQWHOR(Sa S0 90

A AAEEFS) 24 FAlL ALY 26%7F AFESiTE. A AE(OS)of et Abdol Al E1
MolA 1 Bl&2 0.57 (95% CL: 0.38, 0.87)0|43L, SAA 7974 dAS 41 AU

: %"‘Ji}ﬁﬂi =AY 2AgA oz =l ¥7] HAG4 cm)FH IB(T3-T4 N2)
2o FAHAJCC AT 7]F)2A, ECOG 2o JHis 0 e 190 AP 2dH A
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aei

- rE2eA 175mg/m? £= 200mg/m?*yt 7IEE2tY AUC 5 = AUC 6 (Z& RAY)
H EAA]E 500mg/m?, AAZ2}E 75 mg/m? £ 7[EZ28]l AUC 5 &= AUC 6 (4]

AR Y UYWAY Eb 68 2rbsd SHol WAT Wbk, ATy 13571(149) 9 A4
otk £ WoHs A 29 §O 125 A0, olzdt Aof Sdrbd E: wolUE SUEY
H7HBICR)] o) A A% £ F3o] 21D Wrbx] 245 A0 S

129 7t B34 A EE 24 )04 of o] AutE AuHoR Welste] Bt
o

B YE7HBICR)A 7]8ket EAR AE(EFS) oldet. 71 &
2jehAl Rh-g(pCR)O] == QAT

A Ao FSFu2 66AI(H S 35-86A1) HaL, T 71%A. 1E A= WMl 72%, ofAlot
< 1 1.7%, 2 9%5/9% u]d/B0ngA] o4 1.5%¥ oy, sy = FHAE 6%

d

71/ X ECOG 438 AEj= 04 62%, 1™ 38%Fch 549 PD-L1 ¥Hd >1%= 56%, <1%=

40%ATh W7 1= 35%, ¥7] Il 64%{ 1, N1 ¥7]= 23%, N2 ¥7]= 39%%ct 54 %]

o gy £AY 51%, vEEAE 28y 49%900], I Tt Ax) FARHE 0%

A BAQYOR of ofut WZ Jy sfelay W8 Fol §, 24 ¥ WAQYOR o] oF E

2ol 78%0] BAPF DAA 22 weron], 24 A wARYoR 9ok W3 sy e}
5 = o

N

=

<t it
H HE 5o 5 e 2 HRaYoRr oS RO FoM = 77%S SAUE FAA e
t}

¢

e

e 24 A mreyor of ok WM sy stetey W& £ § o] oFg HEQY
Ea [e)
Eas

&S XM HxzxQ¥og QJoknt v 7]t g}

EiS
2. 987 23 (Y8A1¥ CHECKMATE-77T)

4% @ BEeyoR o] ofh W | 42 A MEQYOR 9ok
2 719 ssraw/ol o] 24 | 2 ZIN sherev/sloel 24 %
S HxoH Hxgd
(229%) (232%)
BICR ZAH AE(EFS)
A2 (%) 76 (33%) 113 (49%)
NR 18.4
=712F (FHL) (95% CI
SR CRE) (95% D) (28.9. NR) (13.6. 28.1)
ol&lu]® (95% CI) 0.58
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(0.43, 0.78)

z3tel 23 49 AX  p-value® 0.00025

a Kaplan-Meier £74J0o] 7]gtstct
b &3tsl F2 u|g Y 2 (stratified Cox proportional hazards model)o] 7|gHstc.

c 3otel 27 39 474 (stratified log-rank test)o] 7|gkstcy. AR Foido] ok dA!: p
value <0.0264

a9 3. BA BE (YEAIE CHECKMATE-77T)

oc

<)

o

g

<

=

=

3

5]

g 0.4 m%@————q

u~— &-co-0-9°

;; 0.31

Z 02 .

2 —2A— OPDIVO + platinum-doublet chemotherapy/OPDIVO

& 019 —-o—- placebo + platinum-doublet chemotherapy/Placebo
0.0

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/OPDIVO
229 208 173 157 141 134 115 89 69 46 20 7 4 2 O
Placebo + platinum-doublet chemotherapy/Placebo
232 204 165 138 118 106 78 59 44 29 19 10 6 1 O

AR A= " TeA FA0A, geletA €Al ¥S(pCR) BlE2 o] of FoJolA 25.3%(95% CIL:
19.8, 31.5)RL, #oF FolZolM= 4.7%(95% CL: 2.4, 8.3)At. A AE(OS)o thet vluw At
A BoE BAIR 474 Aol met, BEFS #A AJECNA AlSE A 4ottt

@ Hold T+ AT/ v|HEF v ANEHQO 1X} Xlg2A JIHIZetd, nZeeAl, HutA] 2t
o] ¥ a

[DAA]E ONO-4538-52]

A4AIE ONO-4538-52+= cp7|#, 249 w7, o]% w71, Yo iR Algoz 3tatay 74Eo]
NI FRA AP @Riof] ASsHA] 2 3B/47] E= A v|EY v] AN L o] 9l XS
Ao 2 xlsiE]Qitt EGFR Wo] = ALK ®x= ROS1 A#t7} 9= Stxt= Al 9ict. $HATES
o] oF 360mg F= 9oFS 7tEZ2H(AUC 6), 224200 mg/m?), HIHIA|ZT(15 mg/kg)2
2 49 sistgdiat Waoto] 3% (HAo 2 Ao 637|7HA] Fouiqitt. o] § o] of 360mg ®
= HoFS HHIAIF (15 mg/kg)dt HEsto] 3F FFAO0 =2 TEootct. W8 QW Eot o] ok H
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A2 RECIST v1.10] me Aol & 2oHsE 54 WA AR ASEoc 5%
Wobe A 48% 59 6% 71Foz AWESlL, 1 olgol Uato] MY kx| 125 AHOR
ABE QLT AAAI o] AHolgh At A=) FTHZhS 66489l 27-85M)2, 654 ol4fe] FhAb:
56%, 754 o]4Fe] EAbS 11901 QL. W (75%), obAlokel(100%)0] it

£ frd Amd FA AE (PFS) (Y@ [95%.Cl)2 YESYUTAA  12.12714
[9.76-14.00], HekztollA 8.1171H[6.97-8.54]0]} 1L, o] oF Fojt2 Yokt vl wSAl SAA
oz ©QoJ5t HAS UERHTH(hazard ratio: 0.56 [96.37% CI: 0.43-0.71], p < 0.0001
[stratified log-rank test], data cutoff on February 10, 2020) (7.3 4)

Y 4. 2138 BE (PFS) (YHAIE ONO-4538-52)

100 7
\ﬁ‘ -0~ OPDOVO+Chemotherapy (C)
:': ' "‘q -4 Placebo+Chemotherapy
= 80 o
@
(7]
&
& ]
W
o
gh
g 40 -
a,
T
©
2
3 20 1
]
£
2
=
LR T T T T T T T T
o 4 8 12 16 20 24 28 32
Progression-free survival (month)
Number at risk
OPDIVO+C 275 23N 163 88 48 16
Placebo+C 275 225 127 53 27 5

©® AP AN ZL 1R} A=
[94A]18 CHECKMATE-214]

AJAFAlE CHECKMATE-214+= 1:1 &9 vjA, 57 dAA|F o2 o]|Fo X7 73
A AMZS RS gz AISE Y. &AHE2 PD-L1 X]9F AIglo] A
CHECKMATE-2140A+= 1A &2 A} = Hol7F QUAY, &5/ AF Hd Agh 52 ALAA
2 HIIdAAIE T2 st dEY #AbEol AQEHUIY. $AtE2 IMDC o A
(International Metastatic RCC Database Consortium prognostic score) @ A& 7]
Sote Tt

fE4e IMDC 713 TE 6718 oF AFUA F Ha UM oy Jn Ak FUAY
(intermediate risk) =2 19| (poor risk) At A FI7HEUCHE 2 A2t AHS &
7125 RAre) wzR] 19 ojgke] 717k, Karnofsky 2% 80% O]9k, AL SREIAIMLE Lre
slmZz8l 2X], 10mg/dL =ut0] Za HARA], FAd ALY =2 a4 X, A

AEt 22 Ad s544).
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AL e & oz A9 wgsden, Aol APHAY 518 =rbeet 54 28 At
Al ofg Fofstolnt.

- o] of 3mg/kget o] We| 7 lmg/kgs 37 HAOR 49] foft2 &, o] of 3mg/kgs
HsayoR uf 25 opch Roj(o] ofy opge| e Y& T, 425%). E=

- UEY 50mge 19 19] FF2 4370 Fofstal 233 {ofste Jle 157|251
RrESHUEE ROl 422%)

SAF gl FUU2 61MI(H S 21-85A) =2, 654 o]F9] fhAtE 38%, 75A olde] &A= 8%0]
Act. oheo] fabs E/d(73%). HR1(87%)01 o0, Karnofsky £8§%=7F 70-80%%1 &AM} 26%.
90-100%%1 &Rt} 74%0] At

78 fad Ais S 52 29T #ARIA Y FAl AYE(0S). 7419 ABE(PFS, IRRC 3
7h. B8R WrS-E(ORR, IRRC F7H=2 B7HE9lcth. ol &AkEolA, o] ot ojgeled ¥8 &
oAwe] A BE0S) % A WHEE(ORR)Z SUEY Foid oy SAMC2 {fo3t /e
HERECH (& 53 31 2% 5). AA AE(09)9] hA2 PD-L1 Tdaat wAglo]l AUt o] ¢
AN TR ABE(PES) of 7iH 2 EARCR [ofstA] oottt

Y JAld CHECKMATE-2149] §a/d 2ws & 530 LERHSIth

% 53. f874 23 (YGAIE CHECKMATE-214)

/198 SR
o] oFu}t ol LY Y& SUEY
(425%8) (42278)
AA ABE(0S)
AL (%) 140 (32.9%) 188 (44.5%)
AE SRONE) NE 25.9
Y u1(99.8% CI)°* 0.63 (0.44, 0.89)
p-value”* <0.0001
ZA7A ¥-2-5(ORR) (95% CI) 41.6% (36.9, 46.5) 26.5% (22.4, 31.0)
p-value®*® <0.0001
&4 Hsl(CR) 40 (9.4%) 5 (1.2%)
BE Tsl(PR) 137 (32.2%) 107 (25.4%)
R BYFS 717 F7HHNY)(95% CI) E (21.8, NE) 18.2 (14.8, NE)
57198 BE(PFS)
A R13 E= AFH(%) 228 (53.6%) 228 (54.0%)
TR ABE Fu0ONE) 11.6 8.4
AF8](99.1% CI)* 0.82 (0.64, 1.05)
p-value® NS
¢ =35} v|d] ¥ 2 (stratified proportional hazards model)o]] 7]gtstct.

b =35tE] 2 7 23 AA (stratified log-rank test)o]] 7]9Fstc},
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¢ p-valuer AR {94 A7) Hsll Lu} 0.0022} H]w ST
¢ zate Der81mon1an Laird testo]] 7]gtsict,

* p-value AR 92148 7] s Aut 0.0019 ] aHACH
f ot 0.009014 9olatx] ergitt.

a4 5 A BEOS) (3 28 193 $RE) (YAA1E CHECKMATE-214)

Probatelity of Overad Survival

0.2

] e (IPOHVEY - Ipilimismeaty
011 =~ suntinid

I}E“r 1 | | | [ | i g-riy
0 3 6 9 12 15 W N M ¥ W OB

| jual
Nurnber of Subjects at Risk T
OPDAD + ipilmumab
425 399 vz 48 332 316 300 241 119 4 2 0
Sunitinib
422 MY 3/ N5 288 253 2 179 89 M4 3 0

OlAFA|3 CHECKMATE-2140]4 %= IMDC 7|%0] w2 o]&7} k53t x93 (favorable risk) &HAt
S (249%) ®A] o] oy} ojmWa| LY W o (125W) T LUEY =7 (124%)o7 94
o WiAstol Wletict. o] BAtSe SEA BAZ] EeE|x| ookt MoIE SarPold e
d =ol7 oju] o] ofgl ojWalny W8 Solpo] AA AWE(0S) YHEIE 1.4595% CI 0.75,
2.81)%ck oA A2 Aol g AU AMEY SAolA o] okt olWalLyt HEeWe] S&
He eriela] oottt

[Y4A]E CHECKMATE-9ER]

o

44213 CHECKMATE-OERS £49] v, 37} U4A@ o= ol
AEY TAE thgoz of off JlRAtedel ¥E Fof O 4
% oz 9

S e > o

A% CHECKMATE-9ERO|A AP} 9] Mg 22 MAlx AHE WeR s
Srtse AEQIch SRS A Mol AMEY Glojefuo] A ZIAA(IMDC) olF K4




(F5 vs 32 vs UB)Sf PD-L1 39 @ (=1% vs. <1% E& 0184) X A0 2/AFT/A
RU/459 vs oA NS J1E0R ST, XSS of o 240mg (o) 250k s
of)at 7HEATE]Y 40mg(1¥ 18] G+ Fol))2 ¥& Fol(323%)stHY +UEY 50mg(1¥ 19] 4
A3 AT Bl 3 257 FoNS UUS0](328%)319C). RECIST vi.1o] m}2 Aol Faye| A}
518 =27t 54 ¥ A7 Alge ASEHA.
DAl Aroqsh ghap Aol FHu2 61AI(HS]: 28-90M) =2, 654 ©]/%o] &At= 38%, 75A]
o] o] A= 10%0|AT. thao] &A= FAd(74%), HH1(82%)0] 2y, Karnofsky o8 AJEf
(KPS) 70-80%91 A7t 23%, 90-100%<1 EAH7F 77%0] KTt
A5 IMDC o3 Mol whet 22% %E, 58% 7% 20% Loz Wik,
70§24 2t I1E SYSYRHBCRON 2745 20 BEPFS)02 ST 571
S92 S 2ok SHL BA ALOSE wIUE SUEYRNECRI] DI AuA W
(ORR)oIQ{tt. 4UEY Rofe} wlawstel of okat 7huzte]de WastAe o LA9) wigs 2t
o DI AEPFS), HAI AEOS), 72 H}&E(ORR oM BAROCR o3t JiHel YBHY
o} AAlY CHECKMATE-9ERO] Ra/d ZutE & 54 H 123 69F 18 70 YUYl

® 54. 8874 Ay (Y4AE¥ CHECKMATE-9ER)

o] ofx} FIHZGIEIY & SYEd

(323%) (328%)

Fx138 BE(PFS)

Ay A% Ee AF(%) 144 (45) 191 (58)

DRIsY ME S7HHONE)A(95% CI) 16.6(12.5,24.9) 8.3(7.0,9.7)

21 &H](95% CI)° 0.51 (0.41, 0.64)

p-value®? <0.0001

AA ABE(0S)

AFH(%) 67 (21) 99 (30)

SRFONE)2(95% CI) NR® NR(22.6, NR®)

2]%1](98.89% CI)° 0.60(0.40,0.89)

p-value®? 0.0010

MTA ur2S 2 (ORR)(95% CI)E 55.7%(50.1,61.2) 27.1%(22.4.32.3)

p-value® <0.0001

YA g 26(8%) 15(4.6%)

248 gks 154(48%) 74(23%)

9r2717F S7F3HONE)(95% CI)? 20.2(17.3,NR®) 11.5(8.3,18.4)

? Kaplan-Meier &4 0f 7|4kt

b =35lel 2 A vl 93 wW(stratified Cox proportional hazards model)o] 7]gtstc},

¢ =3t 27 £2] AA (stratified log-rank test)of 7]¢tstct,

d =3le] 2 7 £9] AA (stratified log-rank test)o] 7]8tst 9F= p-value
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9rth.(Not reached)

p-values &7t 242 #fsil ¢o} 0.0111¢F v]w sttt

¢ 2 21 -1]0]¢(Clopper-Pearson) 9o 7|8tst CI
b 3 32-WeE-3A A4 (Cochran-Mentel-Haenszel test)o]] 7]8t3t oF
a6

=
=1

06+

o o o
L2 T &n

of Progression Free Survival per BICR

bty

Probal

o

== Sunitinib

=
=
gk

12 15 18 21
Survival per BICR (Months)

1 3

L} 9
Progression Fres
Murnber of Subjects at Risk
OPOMO + Cabozantinib
bk O

Sunitinib
B8 z8 13

Li: - L 1

122 g

i

kil

35

10 4 i

E
=
<
=
5
Z 044
=
£ 03
< p2d
—&— (OPDIVO + Cabozantinib
01 — o~ sunitinib
. O —
[1] 3 [ 9 12 13 18 21 24 & k1]
Number of Subjectsat Risk 0 eral Sunival (Months)
(FDIVO + Cabozantinib
323 0308 M5 23 299 W4 W6 55 i 3 0
Sunitinib
328 M 3 X3 22 0w 8B ¥ W 3 0

® HA 7158 £+ Hold QARG Y] 11} &

= p-value
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[AArA]E CHECKMATE-901]

QAAE CHECKMATE-901-2 o do] A& Aol gt HA 24
%l— 17;]-‘?- ]:H}\}OE UK}H HHF] _1_.7]-] O]/\]-}\]o-lo]q- ]
We A2 FRYVE 12719 o4 o]F A Ajuro] wWAsh:

SAYPAG B FEAAA Holrt 9k VRIS AelEgct. Datest
PD-L1 A} (=1% vs. <1% F= 0] Kol =
s 112 2Are|sheolct,

o

o
I o L e
L p o s

2 o L& o
ne o rm
N

2
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he
P
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H
i
-l>' O_>C.

rr =2
ro
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ofo
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o
S
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©
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)

93_1,%} o] RAJEHUI 100mg/m £
oF 480mg 4750t ©E Fof. A
o A A TOE]O‘E—‘?—H 2o 2

A0 677] EOF 1 Urfo] A AE2Y
= 1 219

o] Lpehg TR 1 s} %

%9 &4 A RECIST v1.1g AHgstol w7Hel S5 YH7HBICR)O) 2Js) B7he HA| A

T(OS)n A PE(PFS)O2 =t Fr1H02 fadd 2y 34e w18 SU59d

ZHBICR)O ©Jah H7bel Znhxl vhS-8(ORR)S sttt Ygaldol Aoist &t Aol 33
Ho

& 65M(HY:32-86)=, 754 o]Are] AL 12%, OFA|o}Ql 23%, ¥Rl 72%, &91 0.3%, 0.3% of
Hl2]7F 930 gL defAE dR0, 1 Q] 4.9%, slAMY T 2t A 12%, YA 7T7%E 1A
Tt 718X ECOG 438 ZE= 0(53%) £+ 1(46%)0] it

N
)
Ra)
=
o)
o
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O\O
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N
_,d
i
[N}
(@)
X
\.l
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20)
2
U
l-l:l
go
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ol
ol
9.
20)
e
ox.
fo
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=,
Hel
S
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=)
)
o
P
wu R
4]
32
ki
—_
—_
X
o

o] ofu} AlAaZetdl 7|9t stetawinto] Yaaw oA 49%(16%) U AlA%E}Ed 5}5]
oA 43%(14%)2 Aol= g F7] AlA %E}L Fol o]% stEZetdoz At AGAH
CHECKMATE-9019] &84 Aa2 & 55 2 72 81 I3 99 UrEHHO*Ur

B 55. 5874 Z3 (Y4A1¥ CHECKMATE-901)

of ofz} AlaZeel ¢
AlAZate U AAJ e
AAAlER g |2g2td 2 AAER
(304%)
(304%)
AA AE(0S)
A, n(%) 172 (56.6) 193 (63.5)
ZOnEr 21.7 18.9
(95% CI) (18.6, 26.4) (14.7, 22.4)
0.78
A&u)(95% CI)°
(0.63, 0.96)
p-value® 0.0171
SR8y AY=(PFS)"
A, n(%) 211 (69.4) 191 (62.8)
ZONE)? 7.9 7.6
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(95% CI) (7.6, 9.5) (6.0, 7.8 )
0.72
&H1(95% CI)°
(0.59, 0.88)
p-value® 0.0012
AAA 9-3-8(ORR)
9SE, n(%) 175 (57.6%) 131 (43.1%)
(95% CI) (51.8, 63.2) (37.5, 48.9)
&Rl 8hE, n(%) 66 (22%) 36 (12%)
2 93, n(%) 109 (36%) 95 (31%)
g 713
SAUONE) 9.5 7.3
(95% CI)? (7.6, 15.1) (5.7, 8.9)

? Kaplan-Meier &4 0f 7|4kt

b 235tE 2 A v]Y Y @ (stratified Cox proportional hazards model)o]| 7]gtstct.
¢ zstel 27 9] AA (stratified log-rank test)of] 7]8FsF 9F= p-value

(=9

w71

° SYFYY7HBICR) we} B7Istsict.

a9 8. AA| ABE(0S) (Y4A18 CHECKMATE-901)

Probability of Overall Survival

1.0
0.9
IEE
0.7
LR
054
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0.3
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"—1:\ —da—  CPCIV werth e iabare « ipdatn

a:é\ = ol Gamchabe - Cmplalin

S
.%._I_ '-"‘l. i

e, e I'ﬁ-l-d.--i-.
i —

L 1%

o A

el LB ILES L AN LR BRE RS RN R B R LA AR AT R AN
0 3 B 9 1215 18 21 24 27 30 33 36 30 42 45 48 51 54 57 60 63
rverall Survival (Months}

Number of Subjects at Risk
OPDINVD with gemcitabine + cigplatin

BRI NG M2 10 AT B4 60 S8 MR M S M 2T 4 2 0

Gemcitabine + ciaplatn

THTTIEBE MO R I R BS O M D M W 1B 83 9 4 4 1 0

a4 9. 2138 ME (PFS) (¥AA1E8 CHECKMATE-901)
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1.04%

5 0.4 ": —— OPORT with gemitabing - ciaplateny
I‘.: : .-_ — £5— Gamgiiabes -+ Cepiabn
o 08
£ o7 A
A
i 0.6 1",
= ]
% 05 \‘
&
-E—? 04 Q. y
.u 0134 5 g
w hid \ -y
E.. & ‘*u.
= 024 b &, . g
E T "- - -
£ 014 o o
T A

oo
T L B B B L B | G I D IR B R L R |
0 3 B 9 12 15 18 2 2 27 30 33 35 39 42 45 43 51 B4 57
Progression Free Survival per BICR (Montha)
Number of Subjects at Risk
OPOIVD with gemcitabing + cisplatin
4BITME 82 65 57 49 #1 3 31 % W M M WE S5 1 0
Gemeitabine +cisplatin
MZIM B BB w1208 865 21100000

@ ALl Aol ¥ 2% Y YA nEeY

[AArA]E CHECKMATE-274]

[¢]

12218 CHECKMATE-2742 o] ok Bz Qyiog QJofvt thxst 2AMQ] viA, o]& =7t A]

o7 WY E= HE 2R = & !

ojuf Al Yol =2 4 FAE digdez 7ledE it

A o] =2 7122 1) &= A B R QW (necadjuvant) 02 A]AZ2}E glelQ¥HS dho 2]

A= ypT2-pTda E+= ypN+ =§7]0]L,

gotAY olF ARSI AlAZH steteyS v

71ofoF k. $AFSL o] oF 240 mg Ex YoFg 25 AR KHHE* EE 58T 4 gl %HOI
d 2]
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Al*ia}% 8 QMRHJJ *}% 04?—(01] vs. ofHQ) waf Fote et Al Aolet &Rt
W2 6TAI(H S 30-92A) =, g0l 76%0]aL HHRI(76%), otAlorQl(22%), 51 (0.7%),

O}Dﬂﬁqﬂ Uzul B ATl AXRUI(0.1%) o2 LAEUCH $HALO] 43%= o]Ho] & A W
29 AAZY st ewg wioton], UmA] 57% A= RAA(22%), SAF 2= (33%) X
7B/ B A] O %(2%)94 AR OJFlY e A BxQW AlAESGE sietede WA ookt
ZHAFY] 40%+= PD-L1 ®dlo] 1% o]itolglon, &t 21%+= AHQ 2 A4 (UTUC)o|ATH. = Q
o84 Ans AW ME(DFS)o2 RE Dato] viAE ARyt PD-L1 >1% A2 tfiro
2 ZrrE . A AEDFS)2 32 A (54 f24ud, I4 v-Q2dmd B 444
of), T AMYZHR|Q] AIZtoz Aolw et FIHAQl Rad B 542 Al BEOS)e xSt
Aot ARl A" SR, ekt Blaste] o] ofF FosiRle o 2E FAS] HiY ¢
Aptat PD-L1 =1% &AL steftolAl sAR = {5k DFSO| 7j4lo] . E Q
24T}UTUC) &AH149%)0] FAA sHelat FA0flA, o] oF2 fofatat Hlwste fAY AE
(DES)OlM 7iAdo] WA A] Aottt AFeteA] b2 2AY AEDFS) Y Y + 1.15

N
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(95% CI: 0.74, 1.80)0]Jtt.

B 56. 984 Z3 (Y4A1E CHECKMATE-274)

AA| D&kl WA PD-L1 >1%
o] of ot o] of ¢t
(353%) (356%) (140%) (142%)
FA4Y AE(DFS)

AH12, n(%) 170(48) 204(57) 55(39) 81(57)
24 At 47(13) 64(18) 10(7) 24(17)
A7 A 108(31) 127(36) 40(29) 52(37)
Apat 14(4) 10(3) 5(4) 5(4)

24y BE SURORE)P 20.8 10.8 N.R. 8.4

(95% CI) (16.5, 27.6) (8.3, 13.9) (21.2, N.E.) (5.6, 21.1)

DG 0.70 0.55

(95% CI) (0.57, 0.86) (0.39, 0.77)

p-value 0.0008¢ 0.0005°

N.R. E&35}X] A9t Not reached), N.E. A 4 Qict.

»e
1
12
m
9
M
w
rY

*7IRA] ARIOM AR S 2T (B2EF HEAL: o] oF fold 1

> Kaplan-Meier &70o] 7]ytstct.

¢ ot F2 v Y 2(stratified Cox proportional hazards model)o]| 7|gtgtct.
APH]= o] oF vs ¢Jefo|ct,

Told 24 A HEQYoR AlAZel Welald AmA AR @ PD-LI LE AE|(=1% vs <

1%/012%)0] wret &3td 23 29 24, AA A9 wiA sapolA EAR Qo)A gt A

Al: p value <0.01784
Cold = A ExQyioz AAZed, YA dud AEjo] o2t SekE 23 &9 A4

=l &
PD-L1=1% &xpoA SAA ol dol tigt 34l p value <0.01282

a3 10. BE 2] wjgE Sxfo|A RAY WE(DFS) (YAHAE CHECKMATE-274)
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Probability of Disease Free Survival
¥
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e

—@— (PDIVO

011 —-A—- Placebo

0.0 4~ e
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

®

AA| 27t £ Hold TAxY

[ 4A]& CHECKMATE-9DW]
AdAE CHECKMATE-9DW2 AA| 27153t = Aol IMMEY RS tidoz g 4
1:1), 71 2fE AgAIFdolt. o] Aol 2A] 29 Child Pugh A 52,
ECOG 438 AEf 0 =& 1, 2e2]a X188/ Aol sl ojdo] M4l A 585 WA] o2 18A] o4
o] 49l Xt =Y. 55 Aol AUAIE AAks 95 ARgol ofY et Al = &/ At
7tH ARt E B AT Aol 7HY w ¥E (R4 Wi 1270E oY), 4w

kl ojgt B4, AAl WA AR xh‘z’J} LQask oA A, HIV Z4d, BY 4
dio]2{ A(HCV) &= HBVe} DY 1t wiol{A (HDV)Q] &4 &A 44
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m 4
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3050 AX FW PN Yoz HEQY
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o B ARE 7|vtez gF 54 et ARKTTSD)o] =& Qi
Ul HEAWEIBY) B AR A

5 (333)Q1 Aute]
SAre] W APA AERo|A L A

E—H|
22 gxto] 85%

Ho] Fghe 66M(HFY: 20~89)3 00, 53%7t 65M] ©]
HOl, 44%7} ofAlofel, 2.2%7F E910]9al, 82%
T 1(29%)01 At} 34%2] &AP7F HBV 49,
o =

e AT

o
A 16%7}F 75A] o]/\l-o]oh;} SESTEY u
7F dAdolch. 7|AR] ECOG 4538 A= 0(71%)
28%71 HCV 7reo]9l i, 36%= HBV £ HCV 7

OLI
oz

19%0] A= FISA A, 11%= °-LISA AWTto] AU fiREo] FARE x|

BCLC ¥H7] C (73%) ASte 71X QAP1, 19%= H7] B, 6%= 7] A 9}, Child-Pugh A4

7F 5, 6, 7 o9l Rt ZbzE 77%, 20%, 3% o]t MA| 54%9] AIF 7te] FolE, 25%7t

S, 33%7F AFP £X] >400ug/LS 7HA|a Q9ict

874 A= & 57 R I 110 YERIQith. o] ofat ojhefuute] HEawo] Axt
ol sule]d Tt aejuldut vlmslo HAZA 7|7 268702 J|¥teg sty

B 57. 88744 Z3 (Y4A18 CHECKMATE-9DW)

o] oFu} ojha| 2 Auleld == sahmyd
(33519) (333%)
A BE(OS)
AFaH%) 194(58%) 228(68%)
Z=70O1E) 23.7 20.6
(95% CI) (18.8,29.4) (17.5,22.5)
Adul 0.79
(95% CI)? (0.65, 0.96)
p-value® 0.0180
A ¥-e&, n(%)° 121(36.1) 44(13.2)
(95% CI) (31.0, 41.5) (9.8, 17.3)
p-value? <0.0001
S wh-3(%) 23(6.9) 6(1.8)
By k(%) 98(29.3) 38(11.4)
gk 71zt
Z=7RFONE) 30.4 12.9
(95% CI1)? (21.2, N.A) (19.2, 31.2)
H 2.1+, 32.5+

- 115 -




EPNE I ERCET
% 27 Y3 AR J|ustch EAR S04 %A p-value<0.0257
slo] BICRO| we} ®7tsteict.

o ata
=2 o

d =3tg] of= m3Iat-wEl-3A AX (Cochran-Mentel-Haenszel test)o] 7]|8tstct EAA 9.0]
0

o] ok} oj”e| Ty WeeWe AutEld Lt AshHgo] wls] FACT-Hep HCS stI™ = %
A orsl 9lale EAMOR Q0|5 ZA(24%)AZAch (HR 0.76 (95%Cl: 0.62,0.93); p=0.0059).
B4} ofeprba|o] Azte Bt

—}— OPONO + Iplimumab
e, - + — INV chaica

Probabifity of Overall Survival
o
7

0 3 [ E] 12 15 18 2 24 @& 30 a3 36 38 az 45 48 51

Number of Subjects at sk Overall Survival {Months)
GPONVD + lpilimurmaby

33 0 M4 W A0 M6 W W W0 W WA 1 42 A n 8 0 0
INV choice

33 3100 280 245 216 194 164 144 116 106 6 4 k2 20 1 3 1

@ NEY - 9 AE AT & 22 F BEQY

[AArA]E CHECKMATE-577]

794% oz MASACE AAES o !
2% 714 17AF2E o] of 480mg £ 9IoFS 4% 7HOR 30

|
-
ok}, Aol LAY 8 & gl S4o] e oAl A 19 5
A& El9lct. 2ate) WA A a~16% olulo] A HAIES we BAl S2E9
g S FAYAR FALRN(CRTIS WAl Ao, 4719 AA 7hsat 2y, At
W A3, B2E DA Z0|E(H 4 >10me/LY] =YL St Ex JlE HAAMAZ FA
22 = At Aelsolch Rakg] wiFe PD-L1 59 2@ A (21% vs
3 9 el =ypN1 vs. 27 ypNO). ZAISHEY vs. Mo Fo}s|oic).
%9 984 AEE PUY YEDFS)OR, AL MYLY HE AL (T4, A9 E= 1% A

AP 7)) & HA @Sk Al Atol9] AlRtez, AtAto] ofs
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g A

7}7F

T BA

EE 62AI(E 51 2

rlo

O-[>1

6-86A1)=, 6541 o130l BAT= 36%0] AT,

Bt KT SYIRT, SAISK), AR, S W02 2Ysigl WY Bge 2
7] GRIT TAO A AJCC 117](35%) E+= 11171(65%), A1=2H60%), H Al HdE A(40%)0]
%owéa AR AL eSO WaE AE(s8%), AYETI%) B HEARYEIN] A
Mo glwgrt.
71XA] PD-L1 L L& el =1%9] &A= 16%°]1Q0 1L, 72%+= 1% 0]gto]qltt. 7]AX] ECOG
o8 AJEl= 0(58%) = 1(42%)0] Tt
glor of 2} vl@stel o b £ofsieig T SAXOE SR AW PEDFS)Y sjMol <
Fegich. £ BE(DFS)Y olole PD-L1 5% 43 % £AST Aol WAL,
AAFA|E CHECKMATE-5779] &84 ZAdtE 7 589 7= 120 UERYIICT.
B 58. &84 Ayt (YAR]E CHECKMATE-577)
o] of A o
(5321) (2621)

FA49y AE(DFS)

A, n(%) 241(45%) 155(59%)

Z=7RONE) 22.4 11.0

(95% CI) (16.6, 34.0) (8.3, 14.3)

21dH]? (95% CI) 0.69 (0.56,0.86)

p-value® 0.0003
¢ =5te g 98 2 W(stratified proportional hazards model)o]| 7]¥tstc}.
b =3lel 273 $9] AA (stratified log-rank test)o] 7|8ttt
a9 12, 249 BE(DFS) (Y4A]8 CHECKMATE-577)
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e
o

e
FS

per Investigator
o
w

e
w

Probability of Disease-Free Survival

bt
N

0.1 —®— OPDIVO
—--— Placebo

T T T T T T T | T T T T T T 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 9 80 65 53 38 28 17 12 5 2 1 0
AR 716 A3 B Fold Ale HPAZMHESCC)Y 1A X &

[Q1AMA]E CHECKMATE-648]
CHECKMATE-6482 o]F o] R|gvt2 Ao] Qe oo 271HsSH A8y, AYd E&= Hold ESCC
(HY Ee= My 2ASHE 71 $HARE tidoz St RARQ] uiAy, /def EM %—7H %.‘*JAIB*OI
At o] AlF2 5L AZ(TC) PD-L1 ¥dl& [EE%, PD-L1
71E 5 Qe RS 555, 5Y FAl=

2 Argstol Wrksteict.

of AOIM F4e BYH WMol EY AF A "G AT YA, FAUE LZE| A
2olS Eb WCAAE ASRY FAh Eb AE o] AW P71z FuF Ao 719
& 28 EE T Aol £ FA: AYHYUTh BAE O AR F S Folwes B

: 1 Aate} 15 Aol o] of 240meS Foldtiu, 1-5A%H EF (5U7M)
5-FU(Z 2.9 2 92}4l) 800me/m’/day HWE0] 9 1 lxfol

27 217 9 owaw 1mg/kgg 6% 717 Hga
(o)

17H) 5-FU(E 79 2 9244) 800mg/m?/day 2ol 2 1 Axjo]

Rl
P
b
i
rm
(0]
(@]
=
)
~
BN
oX,
12
m
Q

xS Asto] APLAL 518 BrFs 54 WA MK ARWAL A 287k Sojurgt
th. o] oF2 ststayiul WG Solyioly E2OoRQeA /T AABSIES FUE R,
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b
25H 7]°J°J o A= OJOH %‘%B_H% T R FEQYOR o] o2 A

d (=1% Ol <1% == =9=), AF (SOoFAloF of 7]EF ofA]
R (0 of 1) R Aol BY] 4 (=1 O =2)0] met Sote

A g2 ¢ A PD-L1 T
of x| o] 7]€} x|l), ECOG 438

%_Oo]: }\113_!]-:-9‘] PD-L1 >1%O] i}K}Oﬂk] 1_1—47}0} 7<_9_ O_Q.}B] 7‘2:114. 1]_:]7],7§<]E‘1_ %7}%% %%%%%7}
(BICR)oll w2} g7ieh f4188 ABE(PES) oF HAl AE(OS) et RECIST vl.lo] whg &< F7t

L 48RRI 6% PO E, o] Folt 125 HACR AN

CHECKMATE-6480]A] & 970 9] Ap7F 249 sigE|Qlen, o] & 96589 &xhe 71X R]o|
A XMk} spzst moF )\ﬂg.g_l PD-L1 2@ ZH A} o] &, 47359 &A= 53¢ A= PD-L1
> 1% o], o] oy} o|ma]ruro] We QW 1589, o] oy} 3}5rQwo] W8 QW 1589,
sfstawl 157%0|qiTt,

glojagpel EAEL Aawo] ZX AANoz #¥E o|Fch. §Y AlZ PD-L1 = 1% &X}of

AN A B 634 (B 26-85A]), 8.2% 75A] o]+, 81.8% H7d, 73.1% OFAlorel, 23.3%

SAbe Almod xRS oR WYAL98.9%) Eb MHPAEA(L1%)OZ sHolgglct 7|4
= 0 (45.2%) == 1 (54.8%)0] T,
984 Ave E 599 1 13 9 33 140 Aol ek

B 59. 884 A3} (YAAE CHECKMATE-648)
of okt AlAZatel | of okt ojmaRy Axrzer o
4 z20z20atA (n=158) E22029a4
(n=158) (n=157)
ZoF NJ& PD-L1 > 1%
A AME(0S)
At (%) 98 (62) 106 (67) 121 (77)
Z=7rF (1Y) 15.4 13.7 9.1
(95% CI) (11.9, 19.5) (11.2, 17.0) (7.7, 10)
213y] 0.54 0.64 -
(95% CI)® (0.41, 0.71) (0.49, 0.84)
p-value® 0.0001°! 0.0010% -
FX188 ABE(PFS)”
A K F= A (%) 117 (74) 123 (78) 100 (64)
4 (1) 6.9 4.0 4.4
(95% CI) (5.7, 8.3) (2.4, 4.9) (2.9, 5.8)
o]&ln) 0.65 1.02 -
(95% CI)® (0.49, 0.86) (0.78, 1.34)
p-value® 0.0023% NS

* w71y E SYSYIHBICR) Tt BoerAc
: 2 wEgly welo] SR 2 2 BT U 8
!

fo
2
Fo
cE
rd
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=
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odt
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cootd FF =0 233 Aol 7rerh
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*%%%9.0.005, 0.014 % 0.015 Z42po] HX] A} vlagt {olujgt p-value

NS gAK o golstAl e

a9 13, AA BE(OS) (Y4AIE CHECKMATE-648) - S YAIE PD-L1>1%04 AA AJE(0S)

1.0-8

09 B —e&— OPDIVO + ipilimumab
e —£2~— 0PDIVO + chemotherapy
A ===+--- Chemotherapy

o ]
oo
2
B

Probability of Overall Survival

= =
o =
|

= S R I P L N TR =
0 3 6 9 12 1 18 20 24 27 31 3B/ B 9
Overall Survival (Months)
Number of Subjects at Risk
0PDIVO + ipilimumab
156 136 116 9§ &9 63 50 40 31 20 N 9 4 0
0PDIVO + chemotherapy
158 143 129 105 8 70 53 3% 22 6 4 2 0 O
Chemotherapy
157 135 105 72 62 3% 20 12 § 4 2 1

—y
=

a2 14, 2X138 M E(PFS) (UA4A]E8 CHECKMATE-648) - £9A X PD-L1>1%0f|A] 2118 M=
108 —o— OPDIVO + ipilimumab
031 B —A—— OPDIVO + chemotherapy
0.8 %h ——-+-- Chemotherapy

Probability of Progression Free Survival per BICR

0 3 6 9 12 1B B8 20 24 27 30 33 36
Progression Free Survival per BICR (Months)

Number of Subjects at Risk

OPDIVO + ipilimumab

158 78 48 38 31 18 14 13 8 7 4 2 0

OPDIVO + chemotherapy
158 107 75 47 29 B8 0 8 5 3 1 1 0
Chemotherapy

157 67 3 17 5 1 1 1 1 1 1 1 0

@ VR =-AuELA] SAFJMSI-H) B 2L 57 ZI(dMMR) Hold A2
MSI-H ®£+= dMMR #o]/d A27%dol ojhafHute] HEay

[Q1AFA]38 CHECKMATE-8HW]
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1AFA

cE
Rl

CHECKMATE-8HWE AA] S/15a Er Aojd A29% A 5 ©
= 2= XaefQd FAE Ao 2, PCR, NGS, =& [HC ZAAME AR
we} &oFo] MSI-H E+- dMMR % am stolsl stxl2 matslo] 23
Aol MSIH JEO] ST $Y AHE PRyl M)
AAF= [HC(Omnis MMR)E E35f Ao RA AXNE o] 85y, X9 ZAAtoA L] MSI-H/dMMR
N WES 95 AeE RIS 2 289t 5Y AA 2 MSIH Ex
AMMR e U8 BrEE £0 2N AYRE TYAC. & QYNGANE S0l s o
HRAgolt Bt Wel olxA] At F @At

N
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Lo
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a9}
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ol

)
42 a
o =

)2

Mol, FEA At W A, HAE L2ED S
TrRolAA] A2 ol2jo] 9t TAR: Aejw et

grtE2 O & stHY Aas Hes FARY] uigE o

- 0] 9F 240mgZ 35 (tAo=r Fofsty, o™ Img/kgs 3F (HAC= A4 43]7HX] HE&
Folgt 2, o] of 480mgs 4% ﬂ’ﬂgi o

| oF 240mgg 2% 7tAoR
AR M=o g stetawy
- mFOLFOX6 (SA]Zetd, FIE™, FU) + HHRAIRY E&= ASAIY: 43"
8bmg/m?, FIZBH 400mg/m? FU 400mg/m? FAUWAAL S FU 2400mg/m?*S 46A]7to] 2
A 25 A0 2] HUIAIRY bmg/kg E= ASAIY SOOmg/mZ% mFOLFOX6 Fof &
of 25 tAo =z Fof

@]
oy
[op]
fo
m
A
roL
fo
S,
o
o,
IS
(0]
(@)

=]

(6¢]

2 4% Aoz 2o

- FOLFIRI (o]8]xE|Zt, 34X, FU) + HERA|ZY = ANEA|Y: olg]x=HZF 180mg/m?,
S3HY 400mg/m?, FU 400mg/m? FAWZA}F 2 FU 2400mg/m?*2 464710 AX 23 7tA
o=z 2. HHAI2Y bmg/kg = MSAIY 500mg/m*2 FOLFIRI £of Fof 23 tACc=
2o

A HE2 Y HRIEE O &5) ® ol A& 2l 0. 1, 23 ol4)oll Tt AlSetE
of. steb aRiTo] RAMY v e EAte, wrHEE S35YE7HBICR)Z AY Asgo] Frhd 4%
o] ofut oj= Y HE&ays Te & AT AFF Fole B Y, 518 27hsT 54 2
A AR, B o] oyt ojE Ry ¥E&ay Ex o of EEays U2 4% A 2974 A
S5t opgRYez QIeh oY Az ¥EavS SUT A o F FERYeR Aas
AN&L 4 AT o] oF2 oY F& Rt ¥ARlol, RECIST 1.1 7|&of wet A A1ed
o] F7hd Ao, AFA st dA ool i Algs A Ade deole AE FAg
2 e RECIST v1.l 7]&0 T2t Y F7ts A= A1 & A5 2457HA = 630t o9
96F7HAl = 850, o] % 14437HA| = 1630tct, o] So& 2450t} AAIE /i

Fa27d B $¢ DAL= MSI-H/dMMRo] &eld ol AZ2ZA(mCRC) &AF § 1A Alg 4

ARolA] o] okt olmelegt WeawIH stel aWF 7t ulL, 1L 2E A2apl AR o
ofu} ojm™el Ry WE WD o] Of UEQUR 7 u]LE S o] oiR

%9 984 B7PH4As BICRO| 5] RECIST 1.1 7|02 ®obe Rxs) AE(PFS)|n, 7} &
a4 HoWas AT VS B(ORR), wr1UE SUEYW/HBICRI ol HobE VRS K477
(DOR), ZA] AE(0S)o] Late|9)ct.

& 83990] RArg] uly #Aje) 718 e o8 ) 6341591 20~874). 65A]
ool 46%, 754] ool 1A%, WL 50%%ATH. QES Welo] 87%, ofAlotglo] 9.3%, =9l
EL opmelsbA o]2Qlo] 1.5%, 7|Et Q10| 2.3%A0, XS sAmy/erei Azt 9.2%, U]

i)
i
)
ot

i)
re
ol
rlo

OLv




mjdo] 50%, 0]&Ql 41%ct. ECOG £33 H7t+= 00] 52%, 10] 48% %1, ol R|=metel
+ 02FRIo] 56%, 12tR1o] 24%, 2291 o]/go] 19%3Att. £ YXl= %F0°] 69%, &HE0] 31%
t}. 29 AAL2 MSI-H/dMMRo] &ol=l 3ixto] 7|A EAL A Wxre] ujAl 3hxte} S-ARHCY.

1A Rla Aol ol ot olWelTY HEAWR(202%) L S RWR(101H)0R L9 w7y
Y 5 3039 5. 5% A 22 MSI-H/AMMR JEIZE Sele #hab eRuzos 1719, %t

1A} R|Ztof|A], o] okt ojHa] 29t YL QRS
101 % 88%o] AlgeFS 2|4 13] o]4 Fojukofct,

, 42%+= ol :=EZt 7|8t @
NEAY (11%)5 H& §Fo

H
rl™ nlo

ofRfo, 6699(75%)2 &4 A=A HlutA| R (64%

59 2412 MSI-H/AMMRo] 211l gha} 3, 181 212 Aol $AH9] ulgd of ofzf ojmel e
9 WP ake QU 7o wlAE SUFYW/KBICR) ool G2 SXY PEPFS) 2
B

= & 60 @ I 150 AA|E o] itk
MEA WS E(ORR) U AA| AE(0S)Y vl Aub= A gol® EAA 2 Ao o}, 24
33 AE (PFS) 4 AAA = AlSEA] 4drt.
B 60. S84 Ay - 1z} X5 (YAA|E CHECKMATE-8HW)
o] o}: Dl o]nJa]Eltﬁ ﬂa_]- _g_ud
(171%) (84%8)
SR1% BE (PFS)
Ay KIS Ee ANY(%) 48(28) 52(62)
=0 (hE)° NR 5.8
(95% CI) (38.4, NE) (4.4, 7.8)
[e] %‘H (¢}
(95% C1) 0.21 (0.14, 0.32)
p-value® <0.0001
N.R. ==3}A] ¢9FtHNot reached) FAE 4 Qi
Jol8] obd < (20239 109€ 129) 71& A4 A Wi 717H2 6.1701E o]t

a2 4]y 9 w(stratified Cox proportional hazards model)o]] AFRH =gt HAi o o}
et AlEehd 22 3 AA Ietett. SAA /o4 AAlL p-value 0.0209

b Kaplan-Meier £ o] 7]|8tstc},

¢ ZoF AX|(F=E vs 2&)0] w2} IRT(Interactive Response Technology)g 7|&0=2 AZsHd
Cox 813 2 (stratified Cox proportional hazards model)of T2t AHE= 213 8](HR)

3% 15, 2X188 ME (PFS)(1XF 2% o] oF W o|™d2| 29 vs 518t ¥) - CHECKMATE-8HW
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1.0
0.9
0.8
i
0.6 %
0.5 %,
0.4 3,

0.3

0.21 oq
0.1 t=f——c——fi———8——-# —+— OPDIVO + Ipilimumab

00 —-&-— Chemotherapy
0 3 6 9 1 15 18 21 24 27 30 33 36 39 42 45 48
Progression Free Survival per BICR (Months)

Probability of Progression Free Survival per BICR

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
Arm C: Chemotherapy

84 53 29 20 10 6 5 5 3 2 0 0 0 0 0 0

° olma|oyutel ¥gae
0 goz WA A2 o
RE ARG TYSo] o] okt olW2AR U YEA(3547) U ol oF FSF(33Y)oR LA
5 ZAL2 MSI-H/AMMR AEl7h 2918l #ixke g g-2ollA 296,

A= £ 707959 K &

E&%%Oﬂ/ﬂ 28673 01dct.

AldefS A4 18] o] Foit2 A= ®EwtolA 3547 & 352%, ©EtoA 353 & 3519
0|4t}

2E Aleetl 2R0M, £ dAL= MSI-H/AMMRoO] &eld &xt 5 o] okt o] B 2% ¥+
2 o] of B 7o w Y SUFYWIHBICR) FIlol T DAY AME(PFS) R AT v
SE(ORR) Zt+= & 61 % I8 160 AAI= o] QU

AR AEOS)o dish vlu A= AP Fod S
Folle AEEA Fdet.

B 6l. 8§84 Ay - 2E X7 29 (Y4A|E CHECKMATE-8HW)

o] oF 4l ojHa]| &gl o] of =9
(2969) (2869)
F%138 ABE(PFS)
A Z18 EE AFY(%) 101 (34) 136 (48)
=20z (UhE)° NR 39.3
(95% CI (58.8, NE) (22.1, NE)
A& ule
(95% CI) 0.62 (0.48, 0.81)
p-value® 0.0003
7R ¥r-3-E(ORR)
9F2E n (%) 209 (71%) 165 (58%)
(95% CI) (65, 76) (52, 63)
oA Tl n (%) 90 (30%) 80 (28%)
F& Bl n (%) 119 (40%) 85 (30%)
p-value? 0.0011

N.R. Eot}x] oF

QFCHNot reached), N.E.

=
T O

A

st

& gt
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dlole opdd (202413 8 28%) 7|& 24 74 WA 72 16,7702 ol

& 2Z2A H|g ¢ Z(stratified Cox proportional hazards model)of] AFRE =AsH Ho T
2t AlEste 273 |3 AAo| Zjersith. EAA 8.9 A p-value 0.0095

b Kaplan-Meier &7of 7]8tstc},

¢ ZoF AX|(F}E vs 2&)0] T2} IRT(Interactive Response Technology)g 7|&0=2 AZsHd
Cox H|H1Y 8 2 J(stratified Cox proportional hazards model)o]] T2} AH&= ]E8|(HR)
IRT of @& oA X|& A0, 1, 2%} ©]4))

ComaowE 9% BUolN AlRE SUE Waol wel AzstEl mag-we-aa gy
(Cochran-Mentel-Haenszel test)of] 7]gtstct. SAA {24 “4A: p-value 0.00

»

3% 16. £A% AE (PFS) (2E A2 2l- o] o U ojWal Rt vs o] o GERY) -
CHECKMATE-8HW

Probability of Progression Free Survival per BICR

0.3

0.2 1

0.1 —f— OPDIVO + Ipilimumab
——4-— OPDIVO

0.04

0 3 6 O 1 15 18 21 24 27 30 33 36 39 42 45 43 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

soemalny, SaalZate 9 ojalxE|zt A8 & APH MSI-H it dMMR Holy =A%

oS e

f—

QlAFA|E CHECKMATE-142]

AA1E CHECKMATE-142% tpr|&, w]-2AH9) op&x-EHs) IFE Z7f AA
Fezmdud, AU B ofYrHZE 7|HF stetayioz A gshes $U Ee A
ek, Wl E-F0]9AA 2oy d(microsatellite instability-high, MSI-H) & 2UX]
H(mismatch repair deficient, dMMR)o] Q= =4 A8 Ex Hol]Ad AZAAQt 49
oz A et Foly Lato] ois) A4 3 Al KRS we, J1HA ECOG 43
T | den 254 WMol HEA AP Wel A% £t AA
7F obd ZHA}ISo| Ao E25 gt o] <ky} o|majnur ¥g
x17ﬂ7<}01— 9}7;]-': ] o] ok 3mg/kg al o]mamm} lmg/kg% =
oF 3mg/kgS THEQWH O 2 2R77H 02 AUl Eojutoitt & 335
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Tsd 54 8 FAASA A3 Aol Wgs] A7 A=A
o o 9l oW P Wg £of MSI-H Mol AAYY FZEC] F 1199 #xpr} SEHAC. &

(H9): 21-88A)2, 654 o] 4Fo] BAH: 329%, 754 o]AFo] Bxb: 9%o]9]
T, ol 59%olm, Welo] 92%0l%ick 7IAx] ECOG 48 AEI7E 0(45%) E& 1(55%)01% 1,
20%7) Ax 3502 wuEch BA T4 1197 F 69%7t TResueluy, SuSH
U olejiEIZhe olAlo] A=Wl 10%, 40%, 24% eli 15% EA: Aol ekl sy 7t
7} 1.2.3 ®& 47} o4 oA A4 QUL WU, 29%9] AL anit-EGFR FAX2E Wit

L

zQ &4 ABE RECIST v1.1g AMgsto] Ertalsl = 5Um7HBICR) Boto] 27st Zus
S E(ORR)T} WA £A1ZHDOR)o] 9ic}.
OIAFAlE CHECKMATE-1429] &84 ZAdE 7 620 YESICT

® 62. 884 A (Y4AE¥ CHECKMATE-142)
A A o A
ZFegmauoy,
(119%) PSR
ol2|:EZt 7|¥t s}eta )
(82%)
BICR 78 ¥L3-8 (ORR) (%): n(%) 71(60%) 46(56%)
(95% CI)° (50,69) (45, 67)
S ol (%) 17(14%) 11(13%)
=l (%) 54(45%) 35(43%)
¥H3-%x] 4713t (DOR)
6714 o4 9377t vl& 89% 87%
12704 o4 §F3-71%t vl& 77% 74%

© o] okt ojERYor A= AA FAN119Y)Y] a4 34 7IF2 27.57 0|

® 2 2u-10](Clopper-Pearson) %S AH&sto] FAsHAct

1.3 37k (37 FE9 2H4)
O sFAE |l
14 LA ANAS AR A @(dshs 49

AFAY §le

15 AP E @ldsts 49
O 3ZA gls
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16 AEH

T EE97437} MHY-FHEAR FE A= 314 B A8 A=
23 L=} 2026.03.12. 2026.03.12. 2026.03.12.

LRI X RS by 2026.05.08. 2026.03.17. 2026.04.22.

B Azt 2026.07.06. 2026.07.06. 2026.07.06.

HFAH LA 2026.08.03. 2026.07.24. 2026.07.30.

[EY 1] HHA-FEAL AA 25

[EY 2] A3 B2 A" 89

w (2] ¥ 2= [8x 1] = 5517t EOM'E £85I sHEAtEES A
st =A 171 =2 s{7tx= HE2 2N E2e
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QbR - g AERF- frnE (BT, RFAPNEY), BT 0 ETY T4 84}

4 5 6 R

A2 5
1 1 . \ 7 M
T VA R R L 4 R s S = ] ] p
NZ2L a5a3 X X X X X X O X A X O X O
N eHLEF O | X | x | x | x| x| A Al x| a0 x| O X O O
AZAH X | X | X [ X | X | X O]O | x| x| O] X O

WY AT UBHE 3¢ VAE CAOTITOIN AEH BUETOE BANAOH S0 8T

- AA 7 7] vl AMEZHGINSCLC), & TA 710 4cm)~MIB 71(T3N2 =& TAN2)( 28 1D Aduld
A% WgoE B A 3 TAAMA, ol F st YFANFY
ANRFEe e A UBRESRayY £ F URRY Foi8 ugon (YBeihastay/ e
D), 2T $% A Abshs /9l obe w9l ok 5t 2 /9 o).
Az WA AFEA, AP 54 FlA wmd FEaA Wy

o« FEAC B
13 Brlwss EFS(EAE AZER)Z 9gduls 0.5897.36% ClL 0.42, 0.81)olw Abdol] AEE AA

=4 ARew Fo3F A7} YERE

22 H7PH 42l pCRE 20.5% (14.3, 26.6), MPR-2 23.2% (15.8, 30.6)2] *}o]& H $ <.
PD-L1 ¥&d &0 wg} 38439 2 pCR, MPRe] 79, PD-LIK1%2] A7} AA|T
oF3te] ztol7h A Holu EFSw wd & d¥EHA e AArE veht vlolewpr
& Aol astA ¥rhal AHEHAS.
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CER-IEE)

Abbreviation Definition

ADA anti-drug antibody

ADJ adjuvant

AE adverse event

ALT anaplastic lymphoma kinase

alexo atezolizumab

AUC arca under the plasma drug concentration-time curve
BICR Blinded Independent Central Review
BIPR Blinded Independent Pathological Review
BMS Bristol-Myers Squibb

BSC best supportive care

cCRT concurrent chemoradiotherapy
chemo platinum-doublet chemotherapy

cHL Classic Hodgkin Lymphoma

Cl confidence interval

CMH Cochran-Mantel-Haenszel

co Clinical Overview

CRR clinical response rate

CR complete response

CRC colorectal cancer

CRF case repor form

CSR clinical study report

CTC Common Toxicity Criteria

CTCAE Common Terminology Criteria for Adverse Events
ctDMNA circulating tumor DNA

DBL database lock

DC discontinuation

DFS disease-free survival

DMC data monitoring committee

dMME mismatch repair deficient

durva durvalumab

EAC esophageal adenocarcinoma

EC esophageal cancer

ECOG Eastern Cooperative Oncology Group
ECL electrochemiluminescence

EFS event-free survival

EF52 event-free survival on next hine of therapy
ESCC esophageal squamous cell carcinoma
E-R EXPOSUrE-TESpOnse

EU European Union

FDA Food and Dirug Adminisiration
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Abbreviation

Definition

GEIC
GC
HCC
HR
HRGQol.

MSCLC
N5
OESI
OR
ORR
05
pCR
PD-L1
pembro
PFS

PK
PPR
PRO
Ps

gastro-esophageal junction cancer
gasiric cancer

hepatocellular carcinoma
hazard ratio

health-related quality of life
interim analysis
Immunoglobulin
immune-mediated adverse event
immune-modulating medication
Immuno-oncology

Ipilimumab

Independent Review Facility
interactive response technology
Intent-to-treat

intravenous

Kaplan-Meier

median disease-free survival

Medical Dictionary for Regulatory Activities

malignant pleural mesothelioma
major pathologic response
microsatellite instability-high
months

not available / not applicable
neoadjuvant

National Comprehensive Cancer Network

Mational Cancer Institute
nivolumab

not reached

non-small cell lung cancer
NON-SqUAMoUS

other events of special interesi
odds ratio

ohjective response rate
overall survival

pathologic complete response
programmed death ligand |
pembrolizumab
progression-free survival
pharmacckinetics

population pharmacokinetics
patient reported outcome
performance status
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Abbreviation

Definition

PT
QXW
RCC
RCT
RECIST
SAE
SAP
SCE
SCCHN
3CP
5C8
S00C

50

torip
TTDM
uc

Us
USPI
W&P

preferred term

every X weeks

renal cell carcinoma

randomized controlled trial

Response Evaluation Criteria in Solid Tumors
serious adverse event

statistical analysis plan

Summary of Clinical Efficacy

squamous cell carcinoma of head and neck
Summary of Clinical Pharmacology
Summary of Clinical Safety

standard of care

SUAMous

toripalimab

time to death or distant metastases
urothelhal carcinoma

United States

United States Prescribing Information
Warning and Precaution
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1 719 = @4 € 390 83 A=

L1 AF3R

e International Nonproprietary Name: Y &%t

At A% : EGFR ®Wo] =& ALK Aol gle AA| 7FeHFYd 7] 4em o) =& 44 H
ZA) HAAEHYG A A A52A e d HEeHmeoadjuvanh) o2 W5 7|¥E 3188 3}
o] HEga 2 olojx F£4& T BxaoH(aduvan) o2 TE QN

287174 ¢ QI 1gG4 SE S E FA oA wie- EA4 2SI PD-1 HY #HE A A

12. 719 9 /A3
o JEZu($T]R[OPDIVO® 1 BMS-936558, MDX-1106, ONO-4538)< <17t 1gG4 ©UZE o)} )

¥ 5424 PD-1 ©e #EZ A Aot}

o SO RF(FEY: UEFT, Nivolumab)= PD-1¢ A st= A3t [gG4 DA FE A oJfFo=, H
g Az F4stE T3 FTY EFHE RO E LA EZHGNSCLOS HIES Tt ofd &
ABAZ AEHAACH, =255t Ad 8l v - AR ARE T FEAH e FH

F=o] 7heet HAAEZHIGINSCLO) Ao &< A BEzQW¥Neocadjuvant) ¥ % IF HEQW
(Perioperative; <& A A3ygstay + F£& F ddew)y #HA3L, uw|= Bristol Myers
Squibb(BMSA} 202213 39 4¢Y W= FDAZHH &

10¢ 3¢ s+ 3% Rzxay(Perioperative) &-&35& i si7pd3. fFHAAE 20239 6¥€ <
A BxaW 3§t o]o] 202519 5€ 16¥ #E HAPLL3 HZF
si7HE 5okt
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13. A% &5 /e 4 A8
A2 W ame] 27 NSCLC o X& §4e) SFH7] A7AXE AL 91Pol we Aol F&v
W7l ANz EE Bz sae] ARHUL T AYF BF A4 ARE WA ¢ Ao vas
BE 529 448 A9E RATATG 3 Ao 05 A 9F °F 5% 72)
- sEd A9y AEE 948 FEL AANEA FRT ANGAL AT WAAS DY
K@ F2Wolth of AW ER ¢ 278 2o £2L wn 4FHon ANSL 27] @
Aol mAAHolE AASE AL BEZ Boh ARE WYAPe 5 A Aol ABe BAY
% st
- 5eF Rxave F9, Weayel FFF WY v B A 9P da 2 A 2w )
e Bal 22 AA F RAAHe] EmE AR AL AAT 5 v sHdel FUHUT. B
Weage =3 we 71oe fEsn e BE AEd AuA ZRE AT 5 ok

- dA A 10 Alge] " Foly oo HA| 7Heg 11 7], MA 7] =+ 1B 7] NSCLC Aol A
Fe AF AR5 2HES 53 A4 A7 A Ay HF HEFJT 2023 @ 10 €, FDA =
KEYNOTE-671 Ald ZA#Z nigtog HA| 7153 NSCLC ¢ ¢ AE 5802 AVEHFHS
il ia= o

o AA 7FsF I 71-IB 7] NSCLC A@ulgeld @4 285 gl 5
5 5ed HA 9 UBRES 088 54F RELME AGHE A
AP ZAE AFste A 3 FF CA20977T Q3AIF L] dlolgeol 7Iukgtth. CA20977T Al g9

AANAE AR 4 dAFEd, el UEFHY 7 =E 884 Fun.

flo 4
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2. 7EAA - £Y33H3 4 2 AELH Ao B3 AREFZA AT AR)

5. ofelztgo) BE A=

o o4 71 AEH AE} 5

A48 2% A4 A7
<

Aol g B A

LT A= A=

6. 4&AA8 A #F A= (CID 5.3)
6.1. FIANEFAEY A= HGCP &

o A=Z(37}= : vl

6.2. dZANAA=H 7Ma (CID 5.2)

o 1404, 24 14, 34 11 A
o U4 H8FE AT W AT CA977T

6.3. =FAgAIR (CTD 5.3.1)

o SRl

)

6.4 Ak AA (CID 533 & 53.4)

o el

6.5. &84 ® x4 (CTD 5.3.5)

6.5.1. FEAFALZANE Ma

=]
Tead | 9448 A% 2 g Tz P
A )
ARl 7hesh 2 7138 71 Mlip G ey 360mg Q3WHSOC W 1wk o] F sete
SAZAY ADAIANN g gawn 7719 5% @ nzay oF £% 2 YuT
34l SRAMUE T g 80mg AW B o] 8% AT 13 FII(SF 1 W g EISEICR
[CA20977T] |t ARz ﬂﬁ}ﬁt@ﬁ%%i oM 22} : pCR, MPR
oF Sed AA % U
s wo sjors ojgw(B @ 9% QAWHSOC MF J1w olF Staw QW
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HEAWE et A 3
4, RANNA, 0w
gAY

F719] % A REaW ol & 9 9o QU4W = o
43 Ao 13 F71(F 1 D & F oW

6.5.2. A YA F(Pivotal studies)
D B3NP AEA
(D YurALsr

2 AFE dA 7hed 7] HlAaAZHHNSCLO), = A 710 4cm)~IB 71(T3N2 %=+ T4N2) Al @
S ez 3 oAl 3 4, FEARIMA, olS=TH ‘%‘:’B”\PSJ.O]E}(:LE‘ D. N3 244 ’élﬁ‘ro] e AE
gt Aol AgstA sttt @A 7hsd T4 2719 Fde 7HR A 7] =+ 1B 7] A2k Agdh

A AR gelol did TR Agel, St A, P TS Awe] o] A=
9 $90g wolok A},

I3 1. CA20977T Study Design Schematic

) Stratification Variables:
SCREENING: *  Twmor histolegy (squ VI NOR-5EU
*  WSCLC Stage -8 (T3NZ or T4N2) + PD-L1 status (2 1% 7 <1% / indeterminate, or not evaluable)
+  Surgery Candidate/reiectable « Seage (1l vs Il
+ Psal
Neoadjuvant Treatment Adjuvant Treatment

N =452 aceba « o
- Platinum-based doubled chemao SURGERr
QIW x4 Cycles

I:I_l-lfhll' 1 wEar

W o i Bromar! c & o
JCT at Screening and pre-surgery . reant of
CT {or MRI1) narcadjuvant treatmaent . o EoumlE
*  Surgery and post-surgery «  Foliow-up
Adjuvant treatmant and Follow-up freem mm‘;’ i
Disease progression

E 1. Selection and Timing of Dose

Study Unit dose strength/ Dosage formulation Route of
Treatment Dosage level Frequency of Administration Admin.

Neoadjuvant therapy: 360 mg on Day 1 of a 3-week cvele )
BMS-936538 for up o 4 cveles as Intra-

hmg : ;
Nivo" Mg Adjuvant therapy: 480 mg on Day 1 of a d=-week cyele for mt.]n 3;“
up to 13 cvcles (approximately | vear) as
Neoadjuvant therapy: AUC 5 or AUC & on Dhay | ofa 3-
Carboplatin 10 mg/mL ! Sl e v

week evele for up 1o 4 oveles

. ) ) Neoadjuvant therapy: 73 :115,-m: on Day | of a 3-week
Cisplatin 1 mg/mlL & v
cyele for up to 4 eycles

Docetaxel 10 me/mL MNeoadjuvant therapy: :‘5 n1g.:'rn'? on Dav 1 ofa 3-week v
h cycle for up 104 cycles

Paclitaxel p - MNeoadjuvant therapy: 175 mg."m“‘ or 200 n’l.‘_a-"m'1 on Day 1
» &Ml P
(Taxol) e of & 3-week eyele for up to 4 eyeles

o Neaad juvant therapy: 500 |lr||._-,-'1'|:rr on Day 1 of a 3-week
Pemetrexed S00 mg/vial i 5 v
cycle for up 1o 4 cycles

(@) TAA B
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oF 450 Wo] A MY ABUFAT ALY oF 231 o] TAA HYEEFS) AL EFS 9@
(HR) 065 H Al 1 F LIS 0.05 & A= 4 A= 90% AAHAHS AT 5+ At} B (9 F+318)
aw/glepe] EFS F9gho] 21.0 A€olm A F(JE2rtatstam/UE2uhe] EFS 9gko] 32.3 /19
olg}x 7}AE v, HR 0.65 & EFS %479 54% =7}l s 33iot.

$<& e e ) = ddE= EFS o Ik Aok EFS o A B4 AHgEHAT T3 &
Al flef+stst e /9o divl YEFH+3st e /U EFHS EFS & W3ty S 7l<(RD w&
3t A7 A= B3t 2O &9 AR S ol &3 vluglon, ¢ p #ol EEUT. Lan-DeMets «
vl 349} O'Brien-Fleming A &8 <& ol&a W& 79 &5 A IS A F+313t /58 oy
H YEFH+EE e H/UEFTS] HR 2 o] sgdat=(1-24 ¢3h) A=5FHCDS FAANE+&
d FHFOE AL3= 53 Cox HHAEEDS ol &3] FHI

M2 A oo

EFS & Kaplan—Meier KM 71H<E olgal Ao, 2 zZE AAHJY. 2+ +¢ EFS 430 o
g FSF 5% Cl & 22-E1 ¥M3FE T AL 14 A4 EFS Hl&& #4d 95% Cl <}
A AA = A E}

7 2 HEF BAoMe FA AAE Lan-DeMets ¢3t Euj sha=¢} O’Brien-Fleming ZAE ©]-&3F

B2 A AA] EFS AR S0l 7]4k3iT

Ags] 185 19 A& o] &3l EFS F3F #4& 3% 49, p ate] < 0.025 ¢ wf EFS €45
2 doly =UHY YAd3IOMO7F ANES F9d $ AT

A HA EFS 37 4= 189 742 EFS AFH(81.8% AR H]&)o] Eﬂolﬂﬂﬂo]i"ﬂ 71 55
At o] T3+ B &yl AA(Lan-DeMets o« ¥ <2} O'Brien-Fleming A #+3)E 0.0264 St
oAl EFS vla7t BAA FoldE& Uetdly] vl 231 1o A ## § 39 EFS

<= A4 Aot

N2 d

2) T8 AT AR

D AAA 7=

AR Adells dAl TR, 9dTHoR g4dEAY A HoR gjld W] [AC4 cm)F-E
IIB(T3-T4 N2)7kA1 ] wliA 25 ¢ SH2HAICC A8F 7]H)=A, ECOG 3 ZHl+= 0 £ 19 &A7}
EFHAS. A 7Hed T4 2719 FFe 7HA A 7] == 1B 7] % Zhedo o

= i=4
B GEAYEIT AR, FFWAS AR, A FFF A TP PE B 5L Wolok 3
®F A=

o NERAAEL % A B $ NSCLC 9 9 AAS 93l 2 )
ot

HA B7FsstAY dold viAAZH S #4, EGFR Wo] T+ ALK Aujde] e A, ¥ He], 2%
T o Zx A4 ¥, 1E4d 9 23 == 54 lejmé*é HH(Edol IAY == X857 B

B A, BEY A7t WY 48, w24 WY oA A8t BeF o5t deF 74 B A9

= A
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2 A75A
F 2. Key Dates and Follow-up

First Subject Randomized Date 20-Now=2019
Last Subject Randomized Date 05-Apr-2022
Clinical CutofT Date 26-Jul-2023
Minimum Follow-up,” months 15.7
Median Follow-up (min, max}b monihs 254(15.7, 44.2)

4 Time from last subject’s randomization 1o clinical data cutodT date,
b Median of the time from the randomization date to the clinical data cutofT date.
Source: Table 3-1 in the Primary CA20977T CsR!

a9 2. Subject Disposition

| 795 Subjects Enrelled [
Z74 | 37.3%) Mot randomized
227 | 3D.9%%) Ko longer met mtudy criteria
26 | 3.5W) Hithdrew congent
" 13 ¢ 1.8%) oTher
3 | D.4%) Administrative reasons by sponsor
I 461 (62,74} Randomized [ 3 { D.4%) PFoor/non-compliance
2 [ 0.3%) AR
h r
22% [ 49.7V) Randomized te 232 { 50.3%) Randomized to
HivatChama/ Hive PlacebostChems/ PLlasabs
226 ( 99.6%) Treated 58 b W AR
2 0 0.9%) Mot treated
1 0 0.4% Mor treatad -
10 0.4 Ké Longer met sEudy critecia 1 ¢ 0.4%) ‘h‘-'fi longer met study critecia
1§ 0.4%) Withdrew Sondent
overall Treatment Peciod
10 [ 4.4%) Ongeing Overall Treatsent Peried
B85 [ 37.3%) Completed B { 3.5%) Ongoing
133 ( 58.3%) Discontinused 92 ( 40.0%) Completed
36 ( 15.8%) Diseass prog/ recurrence 130  56.5%) Discontinued
36 ( 15.8%) Study drug toexicity T2 0 31.3W) Diseass progsS Cecurcencse
21 [ ¥.2%) Unrelated AE 17T § 7.4%) other
16 ( 7.0W) Roquest to discont study trt 4 ([ &.1%) Unrélatad AE
15 | &.6%) ocher 13 { 5.7 Study drug toRicity
3 [ 1.3%) He longer met study criteria B 3.5%) Request to discont study tct
2 [ 0.9 DAt 2 1.3W) Withdrew Sansent
2 [ 0,9 Not reported 2 1 0.9 No longer met study criteria
1 0.4%) Lost to fellowup 16 0.4v) Adain reasons by Eponsor
1 0.4v) Withdrew consent
v ¥
Overall Study Owerall Study
172 ( 75.1V) Ongoeing 155 ( &5.8%) Ongoing
56 [ 24.5%) Digcontinued 5  32.3%) Discontlinued
40 ¢ I7.5%) Daath 48 { 20.7%) Daath
T 0 3.1 Othar 16 { 6.9%) Other
Tl 3.1%) Withdrew consment 11 ¢ 4.7N Withdrew conment
3 [ 1.3w) Loat to followup 2 0 0.9%) Lot to followup

Other reasons for discontinuation from the overall treatment period included closure of the Russian sites (dee 1o
the RussianUkrainian political erisis), worsening of pulmonary function/performance status making the subject no
longer eligible for surgery,

Other reasons for discontinuation from the overall study were mainly due 1o closure of the Russian sites (dug
the Russian/Ukrainian political erisis).

Source: Figure 5. 1«1 in the Primary CA20077T CSR.'
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2GR E BE AFUPANA wol2d P T RAE T F¥L o|FAUL TA Y|-IB ]
NSCLC A& uiaate] wlolzebel E43 AXYTHE 3).
H 3. Baseline Characteristics - All Randomized Subjects in the Global Population
Arm A Arm B
Hivo + Chemo/Nivo Placepo + Chemo/Placeho Total
N =229 N = 232 N = 46l
BGE (YERRS)
M 229 232 461
MEAN 64.2 6.6 64,4
MEDIAN 66.0 66.0 6.0
MIN , MAX 37, B3 35, 86 35, 86
oL , 03 €0.0, 70.0 60.0, 71.0 60.0, 0.0
Sh 7.8 B.4 8.1
AGE CATEGORIZATION 1(%)
< 65 102 ( 44.5) 100 | 43.1) 202 [ 43.8)
>= p5 127 { 55.5) 132 { 56.9) 259 { 56.2)
AGE CRTEGCREIZATION 2(%)
< 65 102 | 44.5) 100 ( 43.1) 202 ( 43.8)
»= §5 AND < 75 115 ¢ 50.2) 113 ( 48.7) 228 { 49.5)
=75 12 { 5.2) 13 B.2) A { 67
AGE CATEGORIZATION 3 (%)
< B5 102 { 44.5) 100 ( 43.1) 202 ( 43.8)
»= g5 AND < 75 115 { 30.2) 113 { 48.7) 228 ( 49.5)
>= 75 BND < 85 12 { 5.2) 18 [ 1.8) 30 { 6.5
= 05 0 1 ¢ D.4) 1{ 0:2)
SEX (%)
MALE 167 { 72.9) 160 ( &9.0) 27 (0.9
FEMALE 82 | 27.1) 72 { 31.0) 134 { 29.1}
RAE (%)
WHITE 155 { €7.7) 175 { 75.4) 330 ( 71.6)
BLACK CR AFRICRN AMERICAN 4 { 1.7) 4 ( 1.7) 8.0 1.7}
ASTAN &b [ ZB.B) 50 ( 21.6) 116 { 25.2)
ASTAN IWNDIAM 1 0.4) 0 1 ( 0.2)
CHINESE 25 { 10.9) 22 | 9.5 47 ( 10.2)
JAPRANESE 40 [ 17.5) 28 ([ 12.1) 68 ( 14.8)
OTHER, 41 1.7 I 1.3 T [ 1.5)
Arm A A B
Nive + Chemo/MNive Placels + Chema/Placsho Tatal
M= 229 M= 232 M= 46l
FO-L1 (CLINICAL DATABASE)
<1% 93 { 40.6) 93 ( 40.1) 186 ¢ 40.3)
=l 128 { 55.9) 128 { 55.2) 256 | 55.5)
1-49%% 83 [ 36.2) T8 { 32.8) 159 ( 34.5)
504 45 ( 19.7) 52 ( 22.4) 97 ( 21.0)
NOT EVALUARLE 8 { 3.5 11 (4.7 19 ( 4.1}

North America: US, Europe: Belgium, Crech Republic, France, Germany, Ialy, Netherlands, Poland, Romania,
Russian Federation, Spain: Asia: China, Japan, Taiwan; Rest of World: Argentina, Australia, Brazil, Mexico

Souree: Table 5.3-1 in the Primary CA20977T Csr!
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AIm A A B
Nivo + Chemo/Nivo Flaceho + Chemo/Flacebo Total

N o= 229 N = 232 o= dil
ETHIICITY (%)
HISERNIC OR LATIND 9 3.9 17 { 7.3 28 { 5.0)
NOT HISFRNIC OR LATING 128 { 55.9) 113 [ 48.7) 241 [ 52.3)
NOT BEPORTED 92 { 40.2) 102 | 44.90) 194 [ 42.1)
GEOGRAPHIC FEGION (%)
NORTH AMERICA 23 { 10.0) 2L | 9.1) a4 [ 9.5)
ELUROFE 123 { 53.7) 127 [ 54.7) 250 ( 54.2)
ASTA 65 { 2B.4) 50 [ 21.6) 115 { 24.9)
REST CF WORLD 18 { 7.9 34 ¢ 14.7) 52 { 11.3)
DISEARSE STAGE AT STUDY ENTRY (CFF)
STAE IIA 15 { 6.8) 18 { 7.8) B OT.D
STACE ITR 66 { 28.8) 63 { 27.2) 129 { 28.0)
STAGE IITA 103 { 45.0) 114 { 49.1) 217 ( 47.1)
STHGE I1IB 43 { 18.8) 35 { 15.1) 78 { 16.9)
STARGE ITIC 20 0.9 0 20 04
STNE IV 0 2{ 0.9 2 0.4
CELL TYFE AT STUN ENTRY
SOURMOUS CELL CARCTNOMA 118 { 30.7) 118 { 50.3) 234 { 50.8)
HM=-SUAMOUS CELL CRECTIHCMA, 113 { 49.3) 114 ( 48.1) 227 (- 49.2)
BDEMOCARCTNOMA 109 { 47.8) 102 { 44.0) 211 { 45.8)
LARGE CELL CARCINCMA 14( 0.4) 3:{ 1.3) 4 { 0.9
EREONCHO-ALVEDLAR. CARCTHOMA 0 14{ 0.4 oI s
OTHER 3 1.3 g { 3.4 11 { 2.4)
IOEING STRTUS
KEVER SMFER 170 7.4) 27 { 11.8) &9 | ]
CURREMT,/ FORMER: 212 | 92.8) 205 { BB.4) 417 ( 90.5)
BASELINE BECXOG FS
0 147 | &4.2) 141 { &0.8) ZB8 [ &2.5)
1 82 (359 91 { 39.2) 173 ( 37.5)
BASELINE WEIGHT (KG)
N 229 232 461
2 71,40 74.94 TE.16
MEDIAN 75.70 73.80 75.00
MIM , MR 35,3, 150.1 3.4, 128.0 35,3, 180.1
50 17.66 1
TIME FRCM INITIAL NSCLC DIARCEIS
TO FANDCMIZATION (MORTHS)
] 229 232 4l
MEAN .46 1.73 1.60
MEDIAN i.31 1.31 1.31
BN , MRX 0.2, 5.0 0.0, 15.2 0.0, 15.2
5D 0. 72 1.57 1.23
TIME FRCM IMITTAL MSCLC DIARNCOSIS
TO BARMECMIZATION (%)
< 1 MONTH B3 { Z1.5) 55 { 23.7) 118 { 25.6)
1= < 2 MONTHS 126 { 55.0) 115 { 49.8) 241 [ 52.3)
2= < 3 MITHS 2% { 12.7) 45 { 19.4) 7 { 16.1)
3- < 4 MONTHS 0 { 4.4) 12 { 5.2) 22 { 4.8
4= < 5 MINTHS 1 { 0.4) 21 0.9 3{ 0.7
== 5 MONTHS o 3{ 1.5 3{ 0.7
Fe A Rz F 4 £EL B £ YD AFUAA nEe T Fol fATh 9okt
ARt YEFH+3}E W7 staFe AP A@udAe] vlgol o &3k

o 7R 4 713 BF R RoTeA fARIT. 92 ses T2 AR &l dAe
RO F Tol FAHUEFH+3IaH/UEFTT 89.3%, F+3tstaW/9oFT 90.4%). Y=FH+
stk ey E o] fof+ststar/sletr iy g HAG8AE HlEol =R oH(79.8% vs 71.9%),
of+3ist e W/9 ol A Bt F A Feo] AAFEJAHEAEAE 12.9% B A< 13.5%).

3 FEH A3

D FE24 8°F

AA 7hs3k A 71-B 7] NSCLC Al@h/dAtol A YEFu+3tstay/yEF92 9 of+3}sta W/ oF
tHl BAAHCE fejata AR o Q= BICR(EA =94 T #=)o ©E EFS(YA 3 7hd
) M-S JERTHEE 4-D. BICR o @& EFS A3+ ¢ PD-LIK 1%, = 1%), 22 3HNSQ, SQ %
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Ay WA 7], I 7)) ST Aukel A Slokrshet a/glopaTt YRS Yslet e/ R R 57
o %A,

U3 BI/ANSEBICR o W EFSel B3t A oHsistan/9loF ol UBSEssta /g BTy
oA o]z} H7PASBIPR o] @& pCR 2 MPR) ¥ &4 H7PASBICR o ©& ORR, A|@Ate] e
TIDM, A @7el we EFSDe] Qg2os on g Ao saassin.

£ 4-1. Summary of Efficacy - All Randomized Subjectsin the Global Population

NiverkChemo/Nivo Placebo+Chemo/Placeho
N=129 N=132
Primary Endpoint
Event-Free Survival (per BICR, primary definition)
Events, n{%) 76 (33.2) 113 (48.7)

Median EFS (95% CI), mo.* Not Reached (28,94, NA)
HR (97.36% CI)°
HR (95% CI)®

EFS Rates (95% CT). %"

6 months B4.6 (79.1, 85.8)
12 months 73.4 (66,8, TR.9)
I8 moniths 70.2 (634, T6.0)

1843 (1363, 28.06)

0,58 (0,42, 0,813 p = 0.00025°
058 (.43, 0.T8)

TH9 (738, B4.T)
302 (522, 65.6)
500 (42.9, 56.7)

Secondary Endpoints

Pathologic Complete Hﬂpﬂl:l!l:d per BIPR
Responders, n (%)
950, 1
Difference (5% CI), %%

Estimate of odds ratio (959 1) &P

S8 (25.53)

{19.8, 31.5)

1 4.7}
(2.4, 8.3}

2L5014.3, 26.6)
fubd (340, 1297)

Major Pathologic Ihsp»nnnsi"lj per BIFR
Responders, n (%)
95% CI°
Difference (95% CI), %%

Estimate of odds ratio (95% CI) gh

Bl {35.4)
(292, 41.9)

4.01 (2

I8 (12.1)
(8.2, 17.0)

23.2(15.8, 30.6)
AR, 6.4%)

Exploratory Endpoints

Objective Response Rate per BICR
Besponders. n (%)
a95%% Cl
Difference (95% CI1)°
Estimate of odds ratio (95%
Complete Response, n (%)

133 (58.1)

(51.4, 64.5)
cpeh 1.50 (1
7(3.1)

99 (42,7}
(362, 49.3)

5.4 (6.5, 24.4)
30, 2.76)

6 (2.6)

Time to Death or Distant Metastasis per investigator
Events, n (%)
Median TTDM (95% CI), mo.”
HR (95% C1)°
TTDM Rates (95% CI). %

& months
12 months

61 (26.6)
NA
0.62 ()

9.4 (R3.6, 93.6)
81.3 (75.3, 86.0)

(2) EFS

e srhslste /U RS RInE JEsghaisaw, & of
WISk thul FAH O Felsta o

t}: HR=0.58(97.36% CI: 0.42, 0.81); =3}

BICR o w2 EFS #£42 Al@dz 37 wE EFS #4o= 3
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ko3
T

9] (39.2)
3BT (2119, NA)

44, (LBS)

79,3 (84.3,92.8)
T4 (648, 77.00

Bz YBEg aw)e gohsiete

FH o g ou 9l+ BICR o W& EFS(YAk Ao MAe A53
<=9 A8 p %=0.00025(% 4-1, ¥4-2, 19 3).

w3

Ao Ak 9, HR=0.56, 95% CI:



0.41, 0.76). EFS ¢} BICR 3 Al@At B7HL A A 9)) 3bell w2 dAE7F HEFSTHI2.6%).

E 4-2. Summary of Efficacy - All Randomized Subjectsin the Global Population

MNivor-Chemo/Nivo Placebo+Chema/Placeba
N=1219 N =232
|3 months 77.1(T0.7, 82.3) 639 (590, 71.9)
EFS2 (per investigator)
Events, n (%) 47 (20.5) 56024.1)
Median EFS2 (95% 1), mo.® Mol Reached (38.57, NA) Mot Reached (MA, NA)
HR (95% C1)° 0,83 (0,56, 1.23)

Based on Kaplan-Meier estimates

HE of Arm A to Arm B from a Cox proportional hazard model stratified by randomization stratification factors:
PD-L1 status (= 1% vs < 1%/ NE/indeterminate), disease stage (L vs 1, histology (50 vs NSO per IRT
Log-rank test stratified by same factor from IRT as wsed in the Cox proportional hazard model. The p-value
threshold for statstical significance was 00264,

Randomized subjects who were no longer ¢ligible for surgery, or who were on allemnative anti-cancer therapy before
surgery, or who discontinued the study before surgery were all counted as non-responders. In both arms, < 3% of
randormized subjects dud not provide lmor samples afler surgery.

Confidence interval based on the Clopper and Pearson method,

" Strata adjusted difference based on Cochran-Mantel-Haenszel (CMH) method of weighting.

£
h

Stratified by randomezation stratification factors (see footnote by
Strata adjusted odds ratio using Mantel-Hacnszel method.

Clinical data cutodl was 26-Jul-2023, Minimum follow-up (date the last subject was randomized 10 the date of the
clinical data cutofT) was 15.7 months,

Source; Table 7.1-1 in the Pimary CA20977T csk!

2% 3. Event-Free Survival per BICR, Primary Definition - All Randomized Subjectsin the Global Population

1.0+
0.9+
0.6~
0.7+
0.6+
0.5+

0.4~

0.3+

0.2~

Probability of Event Free Survival per BICR

0.1

0.0+

B B N N R I O A NN RN RN R N N RN A |

02 6 % 2 7% 18 21 24 27 O 3} 3B M &2

Event Free Swrvival per BICR (Months)

i of Subzeces a8 Bk
AT A Birens Chemariivg

239 0B T3 OIST T4 134 NS B8 68 45 0 7T 4 2 0
Arm B PlasChemaFla

23 04 U165 138 TIB 106 A 0SB 44 3@ 1@ W &8 1 0
—fr— A A Rivo+ ChemaNivg fevents. T2E0). median ard B5% C1 NA (2084 NA)
S--- Aam B PlasChemaPla events 113237), median and §5% CF 1843 (13 63, 78068
AT A s A B - hazaed ratio (97 B6% CI: 058 (0042, 087), poalue: 000025

Stmtistical moded for HF amd pvabse: stratified Cox propontional harand moded and stratificd log-rank fest.

Kyl represent censorod obvieratoen
Hource: Figure 721 in the Pramary CASTIT OSB!
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shelz #4
£ SATIA EFS HR & 9opasta/giopint JReaeslst /g 2ol 55 0) JArhHR

= fd

242 <D F9 AP0l YE AYOIAR THR 27 ST BTG OHI BT
-17; Slepralet e /gl ok n=2ne et (1Y 4

a9 4. Treatment Effect on Event-Free Survival per BICR, Primary Definition in PredefinedSubsets - All
Randomized Subjectsin the Global Population

PUE? A Hm*ﬂhmm M;? B Pla+Chemo/Pla Hn;;rﬂ.lud ——
'n.-'elbans a Ram
. .| BI jecl:s_] ;E&%u Egﬂoﬁj-u jects) fﬁ%r} Arm ,5, 93 ' )
Croarall a5 THRZM) MA (2A84 MA) 113(232) 18431363 2808) 059 (044 079 =
Age Categonizabion
< 65 202 36{(102) HA 2441, MNA) 52 (1000 1672(11.01, 28.19) 0.55 (0.36, 0.85) -
»= B5S and < 75 228 37(N15) 30232804 NA) 52{113) 22051216, NMA) 066 (043, 1.01) B
»& J5 n 34 12) MNA {370 NA) 9{ 19y 1015(687. M A) 035 (009 131) = - 1
»= G5 259 400127} MNA (284 MAY  B1(132) 20071120 NA) 067 (0.41.0.91) -
Sex
Male 327 SI(NET) MNA 2884 MNA)  TE(180) 16TZ(I015 NA) 053 (0.37.075) e
HFmal! 134 23( 62) J2I(19BEMA)  IS( 72 1BTE(4T7Z IS08) 07 (041120 =
ace
White: 330 S5&6(155) 30232457, MA) BS(17S) 17 74(1363 2806) 068 (049 096 -
Black or African American 8 0( 4 HA 20 4) T200647. MNA)
Asian 116 200 66) NA (2425 MNAY 24( 30) 13B6(BO3. MNA) 0.47 (D26 085) ¥
Oithar T of 4 MLA 10 3} 19BI(NA _HA)
Ragion
North America 44 1423 WIIFE HNA) 190 21y 936624, 2205) 059 (025 138 -
Europe 250 370123 MNA QTOILMNA)  58(127) Z3TRZ(1508 NA) 067 (040, 092) =
Asia 115 200 85) NA (2425 MA) 24( 50) 13BG(BO3B. MA) 0.47 (0,26, 0 85) -
Rest of Werld 52 B84 18 MNA(4IT HA) 200 M) 16IB(BOS. MA) 084 (037, 1.92) -
ECOG Performance Status
0 288 46{147) MNA QFOI.NALN 63141} 2007 (1258 NA) 0.57 (0.39.0.83) -
1 173 304 82) 904 (22B0.MAD  45( 91) 17.2B(1055 35080 061 (039 097) S
Smoking Status
CurrentFormer 417 8712} MNA 2904 MAN 102 (3050 1699(1137.2808) 054 (040 0.74) i
Never Smoked 44 9{17) 196B(IGE NA) 110 27y Z500(1386 NA) 132 (054, 3200 .
I g3 1 4 L} L]
P -]
.ﬂu'mA Niva+Chem N A:mﬁ PIa+Chm‘nﬁJF‘lE5 Hnstrainjrrl'ée-c: ©5% Ci)
azard Ratio
N {N u&ugﬁﬂﬁ] t@f‘h Lol I |, nTE’SuQmﬁ] -{gﬁﬁ [=l}] Arm A v Arm
CHO 167 7 MNA (M5 MNA)Y 35( 87 MWA (1580 NA) 0B0 (048, 1-32# —
CHT 108 1-1-( J HA 2441 MA)D 200( 52) ZB06(1699 N A) 058 (079, 116) -
CMNZ 182 35( 91) 3023 {I691. MA) S6( 91) 10028048, 1508) Q46 (030, 0.70) -
Singhe Siaban 12 241 59) 30231823 . MA) 32( 53) 095 (6 47, 18 43) 049 {029 084 b -
Multisiaton B3 11 37) HNA (1324 NA) 24( 38) 1002 (798 1876) 043 (021,088 -
Mot Reparted 1 0i 1) HA ol o
CH3 4 00 I HA 20 2) 18862656 NA)

HR is not computed for subset category with fess than 10 swhjects per treatment group,
Source: Figure 7.2,.2-2 in the Prmary CA20077T C sp!

flek+stst e W91k dib] YEFR+Esta /U BRI A 3 AR S8 OF, &
NSQ), Hlo]xgkdoA el W7 7], I 7]) & PD-L1 AeiK 1%, = 1%) Auko] A= #
oHEE 5).

X 5. EFS by Stratification Factor Subgroups

Stratification Factor Subgroups HR (95% €1y °
Ihisense Stage al Study Entry
1 081 {046, 1.43)
11 050 (0,36, 0.72)
PI-L1 Status
= 1% 075 {047, 1.15)
= 1% 052 (0,35, 0L78)
Tumar Histology
S} 0,46 (0,30, 0,725
MSL) 0,72 (049, 1.07)

* HER (95% Cly of niverrchemo/nivo over placebo+chemo/placebo.

b Stutistical model for hiard ratio; unstratified Cox prnpmninnn! haznrd model,
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PCR ol Sl= AR pCR o §l= AGugA mFolA 9lekalatam/sior hul L2733}
LM $5H EFS ool BAAUT 2 FolF Ul pCR == MPR o] Q& Ay
7= pCRIMPR o] gl AW T4tk EFS 7} o JTHGE 6). pCR % MPR Hl&-& 9leF+al3t o)/
SlofErth YERgE st e d/UB ez § ok

X 6. Comparison Across Treatment Arms of Event-Free Survival per BICRby pCR and MPR Status

Median (months) EFS and 5% C1 Median (months) EFS and 95% C1
Arm A Arm B Arm A Arm B
MivotChemo™ive Placebo+ChemoFlacebo NivertChemoNive Flacelsot ChemaPlaceba
With pCR No pCR |
WA INA, NA) WA (2007, NA) 2701 (1968, NA) 16,361 137, 28.06)
HER = 0,33 (95% CI: 0,08, 1.37) HE = .79 (95% CI: 0.58, L.0b)
With MPR No MPR |
MA(NA, NA) | 35.06 (2205, NA) 242514523020 | 14T2{10.81, 1981
HIE = 0.40 {95% CI: 0,16, 0.99) HR = 085 (95% C1: 0,62, 1.15)

‘rl:l.lhl.ll..l.| nlc-d:l foe h.u:n‘d [ L |Lw|.m1|t|-:-J Con prqmmumar harards mmLI

Median (months) EFS and 95% C1 Median (monthsy EFS and 95% C1
Arm A Arm A Arm B Arm B
NivortHChemo/™Nive Nive+Chemo/Nivo PFlaceba+Chema/Mlacche | Placeho+Chema/Placeba
pCR No pCR PR No pCR
NA TNA, NA) 2700 { FLGE, NA) NA (20,07, NA) 1636 (1 1.37, 28.06)
HE = 00, 14 95% Cl: 0.6, 0.35) HE =032 (95% C1: 0,10, 1.00)
MPR Mo MPR MEPH No MPR
NA (MA, NA) 2425 (14,52, 30.23) 35.06(22.03 NA) 1472 (10EF, FRED
HE = 0,18 (95% CI; 008, 0.35) HE = (.40 (95% C1; 0.20, 0.78)

Statistical eodel For hazand rateo: Unsirstified Cox proporonal harards mode].
Sowrce: Table 7.2.4-2 in the Primary CA20077T csp!

ANPgA st BEANE Tl BEaPe B AGhAAE Ackatsam/oer tul
EF+s e /U EFTANA F4S AAJATHHR=0.45, 95% CI: 0. 29, 0.69). RzaoX Foo At
A sre ARUARE fohEtaMB ) Ul ARz YRSt afA DA 43 fI4e
219 THHR=0.55, 95% CI: 0.37, 0.83(1% 5, 1% 6).
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2% 5. Event Free Survival per BICR, Primary Definition by Adjuvant Treatment Status - All Randomized
Subjects in Global Population

Figure 2.6.1.5-1: Event Free Survival per BICR, Primary Definition by Adjuvant
Treatment Status - All Randomized Subjects in Global Population
1.0 =
0.9 e
et \""". _-ﬁﬁﬂﬂ______v__
g & ] i, .
= 06 - P " —
ottt 4 05 %‘hu—‘u\; ‘-— = ]
E = Ibﬁ e -\"‘ e B T
w E 0.4 ] i PR
@ 034 ‘-1"-. "1""""_1_ T T =]
0.2+ e
aid 0 TR R s i i e
uu_‘l TP I rrrrrr T T r T r P Ty rTrar T T Yy TNy rrrorroronralorauyruny
] 3 1] 8 12 15 B M 17 k] 13 WX a2
Event Free Survival per BICR
Mumiber of Subjects at Risk
Arm A with Adpuniand
14 W1 1™ 131 e 113 w7 77 60 4D 19 7 4 2 1]
Arm B with Adjuvant
152 151 144 128 M2 10 T4 56 a1 27 19 10 & 1 0
Arm A with no Adjuvian
B &7 M W Iz 0N s 12 9 6 1 ] L] 0 1]
Arm B with no Adjuvant
B | 10 [ ] 4 3 3 2 L] o o [ ]
—d&— Arm A with Adjevand jevents: 31/142), median and 95% CI- N A
--@-- Arm B with Adjuvant (events: 63/152), median and 95% CI- 35.06 (22.05, NLA)
—d& - Arm A with no Aduvant (events: 45/87), median and 95% CI' B.77 (519, 19.68)
===+ Arm B with no Aduvant (events 500800, median and 95% CI: 516 (3 42, 6.24)

Arm A v Arm B owith [ with no Ady HR (95% CIE .45 (029, 0.653) /055 (0.37, 0.83)
with Ag), ve. with nd Ady in Arm A [ Amm B MR (95% CIy 097 (011, 0.275 1 0.150.10, 0.22)

Statistical mode] for hazard ratio: Unstratified Cox proportional hazard model
Symbols represent censored observations,

Source: Figure 7.2.3-1 i the Primary CJ\.EWTTT{:SRE

a9 6. Treatment Effect on Event Free Survival per BICR, Primary Definition by Adjuvant Treatment Status
- All Randomized Subjects in Global Population

A A Mo+ Chems/Mive B’ Pla+Chema/Pla l.rnstr.hlnheﬂ -
Zar 0
NN qﬁsum:m BT E‘h_qfs"‘ﬂ',e:m_ LA 7 o
Crverall 461 76(229) MNA (2894, MA) 113(232) 1843(1363,2808) 059 (044.079) -
Age Categonzabion
< 65 202 MO0y MNA @441, NA)  S520100) 167201101, 2818 055 (036 085 ==
*>= G5 and < 75 228 37115} 323 @884 NA)  52(113) ZZ05(12.16, MA) Q066 (043 1.01) —t
»= 75 n 3(12) HMNAIHNA) 9{ 19 1015(6487 N.A 035 (009 131) =
Sbm &5 258 4001270 MNA 2884 MNA)  61(132) 2007(11.20.NA)Y 061 (041 081} —_—
=i
Male 327 S3(167) WA (2894 NA)  TE(IE0) 16T2(1015.MA) 053 (037.079) +
RF;:fr'Ilh: 134 230620 MW23(1968,NA) 350 720 1WB/6(1472.3506) 0OF1 (041,120 -
e
White 130 SH(155) 0232457, MA)  BE(ITS) 17 74(1163 28080 068 (D49 095 -
Black or African American B 00 4 MNA 20 4) THI(EAT MNA)
Aslan 116 200 66) MNA (2435 NA) 24( S0) 13B6(B.08 MNA) 047 (0.26 085 ——
Other 70 4 MA 11 3} 19B1(NA, NA)
Region
Masth America a4 11( 23 M2I(FELNA) 02y 9360624, 22 05) 059 (025 1.38) i)
Eurcpe 250 (123 MNA QDL NA) S8(127) 237201508 NAJ 061 (040 0.92) g
Agia 115 200 65 MNA RIS NA) 24( 50) 13IB6(BOA NA) 047 (026, 0.85) s s
Rest of Warkd 52  8( 18) MA (437 HA) 201 34) 16.36(8.08, NA) 084 (037, 192) -
ECOG Performance Status
0 288 46(147) MNA RTOLNA) 68(141) 2007 (1258.MA) 0.57 (0.39.083) Bl
1 173 30( B2 2042260, NA) 45( 91) 17 2B{1055 3506) 061 (039 097 B
Smoking Status
CurrentiFormer 417 &7 (212 MHA Q9D NA) 102 (205 1699(1137 2806) 054 (040.074) e
herver Smoked 44 9{ 17) 19BB(3GE NA) 11{ 27 250001386 NA) 132 (054, 320) —*
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(3 pCR, MPR

pCR # MPR & ZtZ} BIPR © we} 8y S¢3 dAld d2d BFola 2o AE T4 0% = <
10%=2 A=t pCR ¥ MPR #49] A%, EA(numerator)= BIPR ¢ H7}o] wie} F&3} Jxd
(Aol dgahs 4$) RFolA pCR T MPR & SAS PA9MA AAAAE 7oz g

Slokral et a /sl okt U £ eh+sit /U e 2ol o ¥& pCR B MPR W&o #asglom, CI
E AAA @itk B 5@ AAV Qe ARUEAC: £ Ak Fo FE 3 ool g
AR TYHUT. W B 5@ RE AGTAelA BIPR of wE ey weel wg
S EAe U3 BAS GXBOv onasan/tng UR TSt ay /B E g S50l
(pCR: 37.2% vs 6.9%; MPR: 51.9% vs 17.6%)(& 7)

X 7. Pathological Responseby BIPR- All Randomized Subjects in the Global Population

Mumcer of Subjects (%)

DIEFERENCE OF PCR {2, 3)

(95% CI)

ESTIMATE OF OD0S RATIC OF PCR (3, 4)
195% CI)
MATCR PRTHOL
(95% CI) (1)

IC BESFQMSE (MER)

DIFFEFRNCE OF MPR (2, 3)
195% CI)

20.5
{14.3, 26.6

6,64
(3.40, 12.97)

B1/229 | 35.4%)
(29.2, 41.9)

23.2
(15.8, 30.8)

Arm A Armm B
Mive + Chemo/Mivo Flacsbo + Chemo/Plaocsoo
H =229 N =232
{MEBRRLL:
OMFLETE PATHOLOGIC RESPCHSE (BCR) 587229 ( 25.3%) 117232 { 4.7%)
{95% CI) (1) (19.8, 31.53} (2.4, 8.3)

287232 | 12.1%)
(8.2, 17.0}

ESTIMATE OF ODDS RATIO OF MFR (3, 4) 4.01
(95% CI) (2.48, B.49)
TUMOR. REGICN:
COMPLETE PATHOLOGIC RESPCHSE

YES 63 ( 27.5) 13 { 5.8}
MO 94 ( 41.00 146 [ 62.9)
NOT EVALUAELE 11 ( 4.8 9 3.5
O SAMPLE AVAILABLE 6l ( 26.8) 64 [ 27.6)
NOT BECEIVED SURCERY 50 ( 21.8) 84 ( 23.3)
RECETVED SURCERY 11 { 4.8 0 4.3)
MAJOR PATHOLOGIC RESFOMSE
YES 9 ( 39.3) 33 { 14.2)
o) 67 ( 29.3) 126 { 54.3)
NOT EVALIAELE 11 ( 4.8 9§ 3.9)
MO SAMPLE AVAILABLE &l ( 26.6) 6 [ 27.6)
NOT BECEIVED SURCERY 50 ( 21.8) 24 [ 23.3)
RECETVED SUFGERY 11 { 4.8) 10 (4.3

BIPR of @& pCR 2 MPR 9] zto]& thF-E9f k9ol fof+3ts o j/9oftt YEFe+3tst e/
UEFHo] 3 doldkAtelo] gk 95% ClI 3tg > 0). BIPR H77t 7bs3t BE Al@ Aol A
BIPR o] @& pCR % MPR ¢ &9l 42 B FAMA AZdidAel e stela 43 A3
o (28 7-1, 298 7-2, 19 8-1, 19 8-2).
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2% 7-1. pCR by BIPR in Predefined Subsets- All Randomized Subjects in the Global Population

Amm A Hive+Chemalhive Arm B PlatChema/Fla Unweighted
deﬂ“ MPR M of Response ~ MPR MPR Difference
N__(N of Subjects) (95% Exact CIi_[N of Subjects) (95% Exact CIj  [95% i) .
Disease E“?f per CRF |
Srage <= 162 31Ea1 383N (277,407 '“E“i‘ 123ﬁ§1.215} 25%{127.331] f -
Dﬁl :Eﬁ"é . 209 50(n4B) 338w (262 420) 18151 119% (72183 219% (125309 g -
Sr.lgz-rlql pe 161 32%51 39 S B 510 SE % 10.0% E-lt.d-."lﬂﬂa 2'95!5}164.-!1 -l] I -
BigﬁE:.Hl{gbg CRE 300 49 (148) 33.1% (256, 413) 2001 13.2% (8.2, 196 20 0% (105, 291 i -
& S pEr |
Squamous ) 234 45?15} 38 8% (299, 483 mEns; 13.6% {_g.-:,:ﬂ} 25251141,35.\5} [ ==
aamﬂ"gmmhg’ cRr 227 BU13) 39N 234.413) 121114) 05% 6. 177) 213N (108,314 | ——
UBIMROUS i 235 44 EH.’-"} 37 6% 8, ‘?ﬂ} 155113; 13.6% {g.ﬁ.h ‘I; 24 0% E'I3.0. 34.1] i -
fion-Squameous 226 37 (N2) 330% (244 226) 12(114) 105% (56, 177) Z25% (119,327 |——
PD-L1 Status par CRF !
= 1% 188 20(93) 215%(137.312) 9( 93 97% (45176 118%(13 222}; f—
»= 1% 256 SB(128) 453% (265 543) 17 (128) 133% (79, 204) 370% (212 419) =
1-49% 139 200 83) 349% (248.452) 100 76) 132% 195 229) 218% (85,340 S
>= G720 45) G4.4% (488 FAT) 7 135% (55, 258) S1.0% (322,651} | —
Mot llqnhPejIndelermmIbe 19 3 B} 375% (85, 75 51 21 11 182% (2.3, 518 I
Type of Platinum Therapy i
Cisplatin a7 20( 55) 36.4% 33,5&-; 30 42) T7i% (15 195 H.HI’IZ?.HZ] l——
R L L R b -
l T , " 5 i
amnepgmu & of 3 ‘00w u.sngi ol 4 'Bok 0, 602 [
)
TEEHNEIREE W

AMBE = ATAA

% 7-2. pCR by BIPR in Predefined Subsets - All Randomized Subjects in the Global Population
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1% 8-1. MPR by BIPR in Predefined Subsets - All Randomized Subjects in the Global Population
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1% 8-2. MPR by BIPR in Predefined Subsets - All Randomized Subjects in the Global Population
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]§]L3% 9. Kaplan-Meier Plot of Overall Survival - All Randomized Subjects in the Global Population (16-Dec-2024

0.6 | \““‘_..,ﬂ”

05

0.4+

0.3

Probability of Overall Survival

0.2+

0.1+

B RN R R R R RN R R

0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60

Overall Survival (Months)
Number of Subjects at Risk
Arm A Nivo+Chemo/Nivo
229 222 206 193 187 180 176 171 166 163 161 138114 91 66 43 23 10 6 2 O
Arm B: Pla+Chemo/Pla
232228 216 203 197 190 178 171 161 159152131103 72 52 35 20 10 7 1 O
—&—  Arm A Nivo+Chemo/Nivo (events: 64/223), median and 95% CI: N.A.
--8--  Arm B: Pla+Chemo/Pla (events: 76/232), median and 95% CI: N.A
Arm A vs. Arm B - hazard ratio (97 63% CI): 0.85 (0.58, 1.25), p-value: 0.33030

Statistical model for hazard ratio: stratified Cox proportional hazard model.
Symbols represent censored observations.
Source: 1% 14.2.2.1 in the CA20977T OS IA Report

& 8. Overall Survival Rates - All Randomized Subjects in Global Population (16-Dec-2024 DBL)

TIm A: Hivo + Chemo ¢ Hivo Trm B: Clacebc + Chemo / Placebo

Overall Survival Race (35% CI) H o= 232% K = 232

5=HONTH 94.2 (| 9D0.2, 96.8) 96.1 [ 92.6, 97.9)
12-MOWNTH 8.6 { 83.6, 592.1) 90.2 ( B5.5, 93.14)
18-MONTH 84.8 ( 79.2, B88.9) B4.2 [ 78.7, B8.1)
24-MONTH T%.9 ( 73.9, B84.7) 7686 [ 70.3, Bl.7)
30-MONTH 78.0 ( 71.8, B83.0) 72.3 ( €5.8, 77.8)

Source: Table 14.2.2.2 in the CA20977T OS IA Report
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29 10. Time to Death or Distant Metastasis per Investigator- All Randomized Subjectsin the Global Population

1.0
0.9 = b
0.8 ko
o
o % H-\-M-‘—L
‘\'ﬂ\ R Y

0.5

-
0.5 - By T P

0.4
0.3 4
0.2+

0.1+

Frobabality of neither Death nor Distant Metasiagis
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g 3 6 9 12 15 8 21 2 27 30 33

Timne to Death or Distant Metastasis (Months)

amiber of Subjects. at Risk
Arm AL Ko Chemoive

229 1S 187 170 156 145 137 98 4 W 2 7 s 3 @
A B Pla s ChamaPls

Fa- SRR L T " T o T T T % - & - N |- T R -
—&—  Arm A Mivo+Chemofive (events: BI229), meduan and 95% Ol M A
se@=s Arm B PlasChemoPla (events: $17232), median and §5% C1 38,77 (21.19, MA)
Arem A vl Asm B - Raeaed ratie (D5% CT) 0082 00 &4, 0.85)

35 39 42

Symbaols represent censored obscrvations.
Stnfistecal meaodde] e haenmd rufe; strofified Cox |'|rn|'-:su1i|'l1:|| haeard masdiz|

Source: Figure 7.5-1 in the Primary CA2097TT 5 i!

@ ANEAd E vs 8W 2 T EFS(EFS2)

Al Aol w2 EFS2 o] HR 2 flef+3tstaf/elofin Y& Fi+3tsta /Y EF1tel 54|t 15
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Tl A FAHeE o Ewkew, HA = Cl 7F AdThk: 77.1% (70.7, 82.3) vs 65.9% (59.0, 71.9) (&
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1% 11. Event-Free Survival on Next Line of Therapy (EFS2) - All Randomized Subjectsin the Global Population

=

LT i,

il \ﬁt___ "

a7+ .-
L
LS

Pogbabdty of Ewil Fagd Suieih
o Mt b ol Tharady

@ 31 & 9§ 1215 M XM M 2P M I M N 2 &

Eveng Froe Surenad on Mot Ling of Therapy fdomthe|
Pt ol Saibgtcns ar P
B, & Mgt e By
I OF e 180 MM 1T BT I W T & M
A el ramo s

Mg s B - Pl e s (9 T
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P24 pCR 5 MPR

(

5% 2 nzeM FEAS £% Addl 24HY £% A nzay AR WA Zdsks Brhus
PCR % MPRE E3 %71 % It A% CA0977Tol A $lokastamo] uls) Yeeahealstao] BPR
o] B7be pCR % MPRQA B7hi5) mFolA Qgzoz folmet AN ngom, ot 54 & nzs
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3 9: Pathologic Response by BIPR - All Randomized Subjects in the Global Population (06-Sep-2023 DBL)

Arm A: Niver Chema MNive Arm B: Placeho Chemo Placeba
w0 bl
PLE per BIFR
PUR I AL B L U TS B R W
D:!’!‘e:fn::(?f":f[]b'— NEORE PN
ddy Bazea 0550 0y A LR LRI I
MPF. p+v BIPR
MER 195, Ol 2 LR W= B § Rl b M T A 1]
DuFeeence (330 COE - MR
Qs Bans (958, £ 3 JULTE A bdEs

? 95% CI: Confidence interval based on Clopper and Pearson method.
b Strata adjusted difference based on Cochran-Mantel-Haenszel (CMH) method of weighting.

¢ Stratified by tumor PD-L1 (>=1% vs <l1%/not evaluable/indeterminate), disease stage (II vs III), Histology
(squamous vs non-squamous) as entered into the IRT

Strata adjusted odds ratio using Mantel-Haenszel method.
Source: refer to Table 7.3-1 of the CA20977T Primary CSR

TAHC=, pCR(25.3% ™ 4.7%) B MPR(35.4% o 12.1%) Hl&e UEFH+3IStaRoA B E3koH, o=
% A YERdte] 493 7o a2 wrydinh
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1% 12: EFS per BICR, Primary Definition from Randomization by pCR Status - All Randomized Subjects in the
Global Population (16-Dec-2024 DBL)

1.0
0.9 1
0.8
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62 064
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a2 054
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Eg 0.4+ _m—c\_
o ) B e ¥
- b @ come — o0
£ 03+
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w
0.2 4
0.1
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LISLISL AL O N N

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 60

Event Free Survival per BICR (Months)
Number of Subjects at Risk
Arm A with pCR
S8 58 56 55 54 53 52 52 51 47 44 40 31 24 11 7 0O O O O O
Arm B with pCR
M1 11 111111111110 9 9 9 9 5 5 3 3 2 1 1 1 0
Arm A with no pCR
171150 116 102 86 82 81 76 72 69 59 49 38 34 19 15 7 4 3 2 O
Arm B with no pCR
221194 154127 107 93 81 77 74 73 67 57 38 32 17 12 3 2 0 0 O
—&—  Arm A with pCR (events: 9/58), median and 95% CI: N.A
--®--  Arm B with pCR (events: 2/11), median and 95% CI: N.A. (23.72, N.A)
---A---  Arm A with no pCR (events: 79/171), median and 95% Cl: 33.45 (21.29, 42.09)
—o—-  Arm B with no pCR (events: 122/221), median and 95% Cl: 14.72 (11.37, 21.82)
Arm A vs. Arm B with / with no pCR: HR (95% Cl): 0.89 (0.19, 4.12) / 0.79 (0.59, 1.05)
with pCR vs. with no pCR in Arm A/ Arm B: HR (95% Cl): 0.21 (0.10, 0.41) / 0.18 (0.05, 0.74)

Statistical model for hazard ratio: unstratified Cox proportional hazards model.
Symbols represent censored observations.
Source: Figure 14.2.1.9.1 in Attachment 1
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@® Bz WA JEE SBYse, HEAWS W hdAlA BEY HFA EFS o3

?04%% thA=HHR = 04914 EFS 91duE= Bz aXd 2gstx &
FE F717} o} A7} o F4
Bz gAZE AA EFS o)) 7]

0 > Ay
£ rlo

® BHzaW dAY 7Aq=E S sk=, pCR Zeiet 733k EFS o3

k=1
EFS o]H& A@dtdA7F pCRe @A P=A 59 AAIGlo] S1oF+3tea /9l ekol| ] YEFit+s}sta R/
UEFoA d#sA #FHAT ¢ A BRxey & pCRe 243 A X3k Agddxtz2% EFS ©]H
S HIYOHHR = 0.79 [95% CI: 0.59, 1.05]), °l= <& & Hxayo=z YEFFo] & Al ZF{ o] )
v AAA AEHHQ] oHE AFTH F USS AARETE =S, pCR AHOl WE g4 A S<&(definitive
surgery) ¥ EFSell tigt siz=ntz E2jo] =%l o, pCR EHQ} 4741040] F& Z Asntg B4 ¢
oF+3}st @ /9l okt vt UEFH+3IE @ /U EFRlA fARSE EFS o]o] #ztE| o], EFSe] tigh X
ZQWHY 7| e E SR

3 10: EFS per BICR by Adjuvant Therapy Received and pCR Status - All Randomized Subjects in the Global
Population (16-Dec-2024 DBL)

Number of Subjects

Nive+Chemo/Nive vs
Nivo+ChemoM™ive Placebo+Chemo/Placebo Flacebo+Chemo/Flacebo

S Events/N subj Events/N subj "
EFS HR (95% CI)
All Randomized 88229 124:232 0.61 (0.44, 0.30)
Adjovant Therapy Received
Yes 40:142 121352 049 (033, 0.72)
Ne 4887 52/80 0.56 (038, 0.34)
pCR Status
Achieved pCE 938 211 0539019, 4.12)
Dhd not acheeve pCR. 794171 1227221 0.79 {0.59, 1.05)

*Statistical model for hazard ratio: unstratified Cox proportional hazard model.

Source: Figure 1(all randomized), Figure 3(pCR status), and Figure 4(with/without adjuvant therapy)
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1% 13: Event Free Survival per BICR, Primary Definition by Adjuvant Therapy Received - All
Randomized Subjects in Global Population (16-Dec-2024 DBL)

1.04
0.9
08-
07
06
054
044
03
02
01
0.0

Probabslity of Event Free Survival
per BICR

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 &0
Event Free Sunaval per BICR [Months)

Number of Subjects at Rusk
Arm A with Adpvant

T2 14113/ 1T MBS NN 07101 90 77 59 49 26 20 7 4 3 2 0
Arm B with Adjuvant

152 151 144 128 192 99 87 82 7B 77 71 B2 40 34 19 14 5 3 1 1 0
Arm A with no Adpuvant

87 67 33 26 2@ 20 19 17 W 15 13 2 W 5 4 2 0 0O 0O O 0
Arm B with ng Adjuvant

8 54 21 10 & 5 5 5 5% 5 5 4 3 3 1 0V QO Q0 O 0 9
—i—  Arm A with Adjuvant (events 400142), median and 95% CIL NA (4655, N.A )
- -@--  Arm B with Adjuvant (events: T21152). median and 95% CI0 40 28 (22 05 N A}
—d&— - Arm A with no Adjuvant (events: 48/87), median and 95% CI. 8.77 (509, 16.13)
==@eee Arm B owith no Adjuvant (events: S2/80), median and 95% CI 516 (3 42, 6.24)

i o 4 §

with Adj. vs. wath no Adj. in Arm A7 Arm B HR (95% CI) 019 (012, 0.29 ¢ 016 (0,11, 0.23)

Statistical model for hazard ratio: unstratified Cox proportional hazard model.
Symbols represent censored observations.
Source: Figure 14.2.1.21.1 in Attachment 1
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443 & AIFFE EFSel| tish sizntg B Az Rzal(GE AT UYEFH O 4 A HxaW
S 2A UEFPo] Mukdor Jga JheA vHE BA3 A HE vt 24 BRROA e B
FA: IPTW-ATT 7}HR = 0.56 (95% CI: 0.35, 0.90) 2 IPTW-ATE 7}=HR = 0.61 (95% CI: 0.39, 0.97).

g B4 s v A RQHUEFTEIE ) 2 FES AYe § HXeoRA YEET F
ool HE(F7F B8 gl vl YA oS AFFES AR o] FAE HY SHAA &
T4 wholgtom, CA20977T o CA209816 oigh #4-2 2024 d 9¢ 8% Patrick Forde ¥}A7} sk
IASLC AlA #¢F sF3J(JASLC World Conference on Lung Cancer) 3% AlZx o FA2 AALAc

3

& 11. Landmark Analysis from Definitive Surgery - Nivo+Chemo/Nivo Adjuvant Therapy Treated Subjects with
Definitive Surgery in CA20977T (26-Apr-2024) vs Nivo+Chemo Randomized Subjects with Definitive Surgery in
CA209816 (20-Oct-2021 DBL)

s M Subjects N Subjects EFs HR
Weighting Mefhod CA20077 CA200816 (95% CT)
Unweighted 139 147 0.59(0.38, 0.92)
IPTW-ATT 67.6% 72.0% 0.56 (0.35, 0.90)
IPTW.ATE 1394 147.5 0.51 (0.39,0.97)

N values are fractional due to weighted analyses
Source: Forde, et al. IASLC abstract
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H 12. Key Dates and Follow-up - All Enrolled Subjects in theGlobal Population

FPFY 05=-Nov=-2019
Clinical Cutoft Date 26-Jul-2023
Minimum follow-up®, months 15.7 months
Median I:hllmr-upb. months 25.4 months

¥ Minimum follow-u p: time from last subject’s randomization to chinical cutodT date for DBL.

Median follow-up; median time between randomization date and last known alive date (for subjects who are alive)
or death,

Sources: Table 5-1 in the CAZ0977T Primary L'_'S-.iJitE

ARzE AFdUeF+atetany] == fod+3tetan), &4 <, PORT(Z R A) 5 Bz Ad U=
ighs

o

p—

= Yo 29 HA Fol 7)7HLL3 & FR)AA 8F 7% SIS UEFH/EE e HeY
FHrrol Al f1ek/slet e i+ kTR Y FAH R o FoH(EZ 10.30 /MY vs. 12.57 MY, & 13).

=

m

=R
=

F 13. Duration of Overall Therapy- All Treated Subjectsin the Global Population

Arm A: Nivo + Chemo/Nivo Arm B: Placebo + Chemo/Placebo
M= 228 H= 230

DURATICN OF OWERALL THERAPY (MOITHS)

MEAN (MIN, MAEX) 9.85 (0.0, 22.3) 10,49 (0.0, 26.9)
MEDIAN 10.30 1323
CURATICH OF CWERALL THEFAPY CATEGCRY, M (%)
>3 MNTHS (%) 172 ( 75.4) 177 ( 77.0
> & MONTHS (%) 141 { £1.8) 149 { €4.8)
> 9 MONTHS (%) 120 ( 52.6) 135 { 38.7)
> 12 MONTHS (%) 101 { 44.3) 120 32.2)

Duration of therapy (months): = (last treatment date - first treatment date + 1)/30.4375
Study treatment including swedy drug, definitive surgery and radiotherapy

Source: Table 6.1.1-1 in the CA2097TT Primary CSRI

ANENEA 2T 83.8% sHekay AlA S 77.8%~89.4%)2 4 F719] Fe H HzaWe
FoIUTHE 14-1, F 14-2). F & EFoA 7H2 A5 Fod gstay 2 dSegd/7t RS8R
HE 15).

1§£ };11—1_. Cumulative Dose and Relative Dose Intensity of Neoadjuvant Therapy- All Treated Subjectsin the Global
opulation




if. }ﬁl—Z_. Cumulative Dose and Relative Dose Intensity of Neoadjuvant Therapy- All Treated Subjectsin the Global
opulation

A B :‘--amb? b Chemo/ Placeho
N =230
Perret rexed Paclitaxel Carboplatin
H=285 N=125 M = 18&
6| B.3) 31 .3.9 2 ( 4.8
E 40 4.2) L 6 3.2}
MIEER OF SUBJECTS BE 3 3.2) & 4.7 11 { 5.9
HMAMEER OF SUBJECTS F B2 | 88.3) 114 { 88.4) 160 { 86.0)
MEAN (SD) 3.7 (0.83) 3.8 (0.69) 3.7 (0.74)
MEDIEN (MIN - MRS 4.0 {1 - &) 4.0 {1 - &) 4.0 (1 - 4)
665.9 (149.54) 15.3 {4.83)
639.1 (8 — 887) 20.0 (4 - 27}
RELATIVE DOSE INTERISITY (%)
= 110% 0 4 { 3.1 6 3.2)
>= G0% T4 77.9) 51 { 70.5) 121 { 65.1)
0% TO < 110% T4t 779 BT { E7.4) 115 { 61.8)
0% TO < 90% 19.( 20.0) 31 { 24.00 52 { 2B.0)
50% TO < TO% 2o ) 2l 3.9 i1 { 5.3
< 50% 0 2 { 1.8 1 .5
HOT REPCOHTED 0 4] 1 { 0.5
{1} Ecse wunits: nivelumab in mg; cisplatin, docetaxel, pemetrexed, and paclitaxel in mg/ m°Z2,
carboplatin in AUC.
Source Table 6.1.2-1 in the CA20977T Primary CSR!
F 15. Neoadjuvant Chemotherapy Regimens - All Treated Subjectsin the Global Population
. Am A _ femn B
Mive + Chamo/lHive Flaosbo + Chemo/Tlacsho Total
M= 228 How= 230 N o= 458
FRCLTTRXEL, CARBOFLATIN 113 { 49.8) 128 { 85.M 241 ( 52.8)
FPEMETREXED'CARBOFLATTN 54 { 23.7) 53 { 23.0) 107 ( 23.4)
PEMETREXED CISFIATIN 50 { 21.9) 42 { 18.3) 821 20.1)
DOCETAMEL/CTSPLATIH 10 { 4.5) 6 [ 2.8) 161 2.5
DOCETAXELCREBOSLATIN 8] 1 { 0.4) 1( 0.2
W REFORTED 1 { 0.4) 0 1 ( 0.2

Chemotherapy regimen at first cyele

Source: Table 6.1.2-2 in the CA20977T Primary C‘SRI

of SIF AE o WA MEE T RelFoA FAUL b AF 2
seramst ge welol du Al WE, wm, WY, 04 5FT 5 Za)elUrHE

16-2, % 16-3, & 16-0). EL ob/] e SAE 2 AE 9 14 WERE Ulo] o7
oFE BRE kAT AM/AGT R YRFRRSGAN LTI O ek 2023 W
U Y HolH AL AF, F

ARl ) AR AP0 A A% 2 do| Hasth T AWUAAA B 5& A w0
= AR Slekssi st /gl ekl A (A Aol

3 97 ekgkeh, YRS 2/ ETHT N Doh

A 23 W3 glekai et a /il AQTEA 37 Wol AW & whA Fof F > 100 Yol
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AT e AE 81 IMAE & YEFH+3sta g/ e T ool A fef+slst e y/9l kit A5
B YA A5 dAYsEA] ebgha i FE 1-2 SFoldth 27 syd duelss olgs &
2] 7Hedt UESg+sstay/UE2ae o8 ¥ AA" AE 9 IMAE thREL H ol g
Hlol 2~ zha AlAe sjad Aoz HuHn. OESl = UesFg+sistafiyessydae] A4
g 4 1, flefststam/elofr e AgudAt 1 ”301]711%1 st 2 9] OESI(H<4
227k i st ey saae Aguda 1 Be At 2 Addat
oA 1 el OESI 7} &A%t Ao 2 Husinh A4 o (@, 1+ AAh A% 7Is AL
Aol )] a3 NEs YSFH+stetay/USFo0aa} 9 ekeststa /el ora ol AT

F 16-1. Safety Summary - Overall Treatment Period - All Treated Subjects in the Global Population

No. of Subjects (%)
Arm A Arm B
NivotChemo/Nivo Placebo+Chemo/Placebo
N=22I8 N =230
Deaths (includes all deaths) 40 (17.5) 48 (20
Primary Reason for Death
Disease 2119.2) 0170
Study Drug Toxicity” 2109 0
L.'nl.;nﬂ'ﬂ-'nIJ 1(04) 0
Other® 16 (7.0 939

F 16-2. Safety Summary - Overall Treatment Period - All Treated Subjects in the Global Population

Mo, of Subjects (%)

Arm A Arm B
Nive+Chemo/Nivo Placebo+Chemo/Placebo
N=228 N =230
Adverse Event Grades
Safety Parameters Any Grade Grade 34 | Any Grade Grade 3-4
All-Capsality SAEs 96 (42.1) 65 (28.5) 71130.9) 46 (2000
Drug-Related SAEs 44419.3) 3 (13.6) 22 (9.6) 13(5.T)
All-Cansality AEs leading to IC 560 24.6) 3200409 250109y 14{6.1)
Drug-Related AEs leading to DO 44419.3) 2500110 17(7.4) 11 {4.5)
All-Causality AEs 222(974) 108 (474) 225 (97.5) 99 (43.0)
= 15% of Subjects in Any Arm, by FT
Anemia i {39.5) 18 (7.9 T4 (32.2) 10 {4.3)
Constipation 73 (32 NN 64 (27.8) 1 {04y
Mausea GO (28.9) 51D T0(34.3) 3(1.3)
Fatigue 64 (28.1) Tiil) 6l (26.1) 3(1.3)
Alapecia 9259 2009y 63 (274) 1{04)
Cough 50421.9) ] 46.(20.0) 0
Decreased appetite 43180 1004 45 (19.6) 1 (0.4
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F 16-3. Safety Summary - Overall Treatment Period - All Treated Subjects in the Global Population

Na, of Sabjects (%)
Arm A Arm B
HivosChemoNiva FMacchesChemo/Placcha
Noe=I1lE =230
Addverse Event (irmdes
Safely Parametess Any Grade  Geade 34 | Any Grade  Graide 34
Mewtrophil count decreased E i L3 240105 BT 1546.5)
[hyspmen a6 (15.5) 441.8) 3 15.32) 210.9)
[Harthea EERIE R 2409 ELTY R 114y
Arthrulpis A3 (189} 418 41 (§7.%) 1 {0.a)
Trrug-Helated Ak 2003 (R TAITE) 2OHR (BT k) 38 (25.2)
= | 5% of Subjects in Any A, by PT
Ancmia 57 (25.0) B{15) 51 (22.2) B35
Mg 53(232) 240.9) (5 (2H.3) JiL3)
Alepaiin 530328y [RELET] 55250 1]
Comshipalion 10224y ik mTm 1044
Fatigue AT (Mb) 54022 i 209
Meutrophil count decrensed A5 (54) 23100 2048.T) 1546.5)
All-causality Seleet AEs by Category
Englograne 42 (IH4) 2l 13057 o
{nstroantestinal Tiked) i 1) ATl 209
Hepatic Ao (202) 3423) ERT R ENR BT
Pulmonary I7(7.5) 4418} Bi(3.5) 512
Renal 4 (14.9) L3 18{7.5) 1 gy
Skin T30 Jil.3) 5% 2300 1]
Hypeserarwiy Iifusion Reachions 15 (6.6 209} IEXT RN 302
rrug-Related Sebect AEs, by Category
Endocrine 33145 i) 12 (5.2) o
Cinstroantestinal 25 [12.3} 5422} BT LT
Hepanc D3 3413y 20 (ET) 2 (0%
Palmanary 1416k EXNRE] 103 20
Remal 26001.4) 29} k(430 104y
Skin 22T LY S48 0
1l:;p¢r§¢ml1n i/ Infusion Repctinns [ERCA T 2009 [RNER] IiL.5
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F 16-4. Safety Summary - Overall Treatment Period - All Treated Subjects in the Global Population

No. of Subjects (%)
Arm A Arm B
Nive-Chemo/Nivo Placebo+Chemo/Placebo
N=121% N=230
Adverse Event Grades
Safety Parameters Any Grade Grade 34 | Any Grade Grade 34
All-causality IMAEs within 100 Days of Last Dose
Treated with Immune Modulating Medication, by Category
Diarrhea/Colitis 5(2.2) 2(0.9) 2(0.9) 0
Hepatitis 0 0 1{0.4) 0
Pneumonitis 12(5.3) 5020 iy 2(0.9)
Nephritis/Renal Dysfunction T(31) 3(L.3) 0 0
Rash 11 (4.8) 2(0.9) 2 (0.9 0
Hypersensitivity/ Infusion Reactions I {04) ] 0 0
All-causality Endocrine INAEs within 100 Days of Last Dose
With or Without Immune Modulating Medication, by Category
Adrenal Insufficiency 4(1.5) ] l ]
Hypophysitis 2009 ] 1(0.4) I (0.4)
Hypothyroidism Thyroiditis 25(11.0 1] (LT 0
Hyperthvroidism 11{4.8) I {0.4) 5(2.2) ]
Diabetes Mellitus 209 ] 0 ]
All-cansality QOESIs within 100 Days of Last Dose
With or Without Immune Modulating Medication, by (‘ntcﬁnr}'d
Pancreatitis 1{0.4) | {4) 1{0.4) 1 {0.4)
Myositis/Rhabdomyolysis 2(09) 2(09) 0 0
Ginillain-Barre Syndrome 1{0.4) 0 1] 0
Myocarditis 1(0.4) I (0.4) 0 0

[n both subjects, the cavse of death per investigator wias poeumonitis.
The subject died at home and communication with family was unsuccessful,

© The verbatim terms reported for the “other” reasons for death are provided in Table 8.3.2-1 of the CA20977T {"SRI .
and were consistent with events anticipated in the study population. None were considered related to study drug
iper the investigator).

Mo OESIs were reported in the following categories: encephalitis, myasthenic syndrome, demyelination, uveitis, or
graft versus host disease,

MedDRA version 26.0; CTCAE version 4.0,

Includes events reported between first treatment and 30 days after last treatment of study therapy (unless otherwise
indicated) including definitive surgery and radiotherapy, unless otherwise indicated

Source: Table 8.1.1-1 in the CA20977T Primary {‘Slll

Q) E3HA LT o] FAtE

B Al o3k o] kg
UEF+3 e H/UEFHT: 7 RIvsHA R1uE AE(RE 53, PDv ¥ (39.5%), WH
(32.0%) 5 2A4@28.9%)°1Unt. 7+ HIWsHAl Had 3/4 55 AEPDe =57 & 2400.5%),
HE7.9%) 5 WBC Z&(G.7%Ath. 9 of+3tsta W9l ofa: 718 HIishAl e AE(R H,

rln
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- 157 -



©

PT)= 241(34.3%), W18 (E2.2%) 5 WRIQ7.8%WAH. 7Hd WA Hid 3/4 55 AEPDE =
TT T A206.5%), 5 T74L50.7% 2 HE@.3%0°] A

= ¥d o] dutg
UEFH+3 e /U EFHT: 7P WdsHA Rad ofE #d AE(EE %, PDe wWdE
(25.0%), 241(23.2%) 2 2= (22.8% %t 7 WIHeA B1H o= #d 3/4 55 AEPD+ =
TT T 7400.1%), WBC Z40G.7% 2 WEG@5%olAtt. fek+3ststa /el eka: 7HE HIwst
A Hud ofE #d AERE 5w, PDe 241(28.3%), ©1(23.0%) B Wd@2.2%)° 0. 717

—

HIHsHA Bad ofE #4 3/4 55 AEPDE 57 F 246.5%), 5 744506.7% 2 Wl
d(3.5%)°] A .

A2 19 2 QA3 o] gukg

U2 2uhal st g/ 2R YEe] 37016.2%) B SIkEan/siokel 27ALT%eN A ZZ 19
2 Q% AE 7b BAon, o] 3 WAl FolRE 94 5% 3 PORT & 2 AF 999
A ol F 100 Y7bA BIHTh UBFEsS LW/ U BT AGIA 2 Ho] =
S 19 BPOE s AUk A@AE ol U T Aol A@okd Bael Arku HFHA @
ottt SlekEsam/slokEold 22y 19 o e A%d Aduads gl

x }ﬂ?—l. Adverse Events by Worst CTC Grade Reported in = 10% of All Treated Subjects in the Global
Population
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F 17-2. Adverse Events by Worst CTC Grade Reported in =10% of All Treated Subjects in the Global Population

Arm A Hive + Chemo [ Rivo Rrm B: Placeho + Chano [/ Placsho
M= 224 M= 230

Syatem Oogen Clasa ()

Praferred Temm (&) Ay Grado Grada 3-4 Grade 5 Aoy Grade Grade 3-4 Grada 5
Merabalism and nutrition disorders BA { 3.6} 17 ( 1.5 1] BE ( 38.3) 12 { 5.2 4]

Cecreased apperice 43 { 18.9 L{ 0.49) 0 45 { 1%.8) Ly 0.4) 0
Enciocrine diserders G {171 21 e a 1L { 4.8 ] o

Hypothyroldiam 25 [ 11.m a a { 1.m a ]

Med DRA Version: 26.0. CTC Veraon: 4.0
Includes events reported between first treatment and 30 days after kst treatment of study therapy including definitive surgery and radictherapy.
Source: Table 8.2-1 in the CA20977T Primary cap!

E 18-1. Drug-Related Adverse Events by Worst CTC Grade Reported in =5% of All Treated Subjects - All
Treated Subjects - All Treated Subjects in the Global Population

Amm A Hive + Chamo/Hivo Azm B: Flacebo + Chemo/Flacebo
=228 N =230

System Organ Class (%) e
Froferved Tesm (§) ey Grace Grade 3-4 Grads 5 ey Gracks Grade 3-4 Gracks 5

TUTAL SUBJECTS WITH AN ENENT 203 { 89,0 T4 { 32.5} Ly 0.4 200 87.0 38 ( 25.0) i

Gastrointestinal disarders 109 { 47.3) ] 2.8} ] 04 | 45.2 0 2.3 0
Hausea 53 [ 23.3) 2 0.9 ] Bh { 25.3) 3y 1.3) 1]
Constipation 51 { 22.4) ] 0 38 4 17.09 1Lt 0.4 Q
Diarrhoss 26 [ 11.4) 21{ 0.9 a 19 { 8.3 q ]

Whomd 4 ewy 17T { 7.5 2 0.9 ] T &) 11 B.4) i}

Skin and subcutaneous tissue disorders 8 1 43.0) ¥ 0 Zid) 0 77T | .33.3) 0 0
Alooecia 52 2.8 1 { Q.4) a 3 23.00 ] 0
Pruritus 20 { 8.8 I{ 0.9) o Wl 4.3 Q o
Fash 20 { 8.8} [ 0.4) a i5 ( 8.5 a a
Fash maculc-papular 13 { 5.7} i 0.4 0 4 ¢ 1.7 a Q

Gereral discrders and adninisrracion aice 88 ([ 38.8) 6 { 2.8 1] B0 { 4.8 41 LT 3

condieions
Farigue 7020 5 -2.2) a a4 { 19.1) 21 0.9 g
Asthenia 18 1 0.4) g 21 [ 9. 21 0.9 g
Ml an 11 { a 0 15 { 8.5) i} Q

E 18-2. Drug-Related Adverse Events by Worst CTC Grade Reported in =5% of All Treated Subjects - All
Treated Subjects - All Treated Subjects in the Global Population

Armn A Rive + Chemo/Hive RArm B: Placehs + Chame/Flaceks
i W= 228 N = %)
Preferred Term (3) Rty Grade Gracdle 3-4 Grads 5 Ay Grade Grade 3-4 Grade 5
Inestigations BS { 37.3) 23 { 12.3} ] g2 { 22.8) 19 [ B.3) 0
PFeutzorhil oot decoeased 35 ( 15.4) 23 { 10.1} ] 20 1 8.7) 15 ¢ 6.5 0
whire blood cell comt decresserd 25 ¢ 11.00 13 ( 5.0 Q 0 4.3 20 0.9 o
Blood creatinine increased 22 | 9.6) 0 ] 6 { 2.8) Q a
Alondne eminotransiorase increased 19 | B.3) 210 0.9 Q 9 { 3.0 1 [ 0.4} 0
Flatedet count Gecoeasad 19§ B8 30 1.3 0 15 { &3 20 0.5 Q
Blood and Lymphatic system discrders 76 {3330 1T [ 7.3 ] 70 { 2.4) 24 { L0.4) ]
Frasmia ST 2900 B 3.3 Q 51 ( 22.2) 8 [ 33 u}
Feutropenia ZL 9.2 T{ 3.1 ] 22 { a8 13 ¢ 5.0 o
Levkopenia 51 2.2) 0 i) 13 { 5.7y 20 0.9 ]
Meruess Es'_-.'&]t_r.‘s:l cigopders 9 T_g { :-I'__g:n i | ;in 0 ?ﬁ { 33.%] :_»:I [ 0.% g
Peripheral sensory neuropathy 26 ( 1L.4) { 0.4) 0 { 7.8) 0
Heurcpathy peripheral LE | 7.9) 1] Q 20 { 8.7 2 { 0.9 0
Dracpriaia T4 3.1 ¢ 3] i3 0 570 ] 0
Metaboliss and mutrition disorders 48 ( 2L.1) T 3.1 2 32 17.0) 5 2.2y o]
Decreased apetite 3§ 13.%) 0 2 29 ({ 12.8) 2| -4} ]
Musculcakeletal and connective tissue 43 { 1B.9) 6 { 2.8) 0 48 { 20.00 21 0.9 0
disordery
Arthralagia 26 ( 11.4) 3 1.3 1] 25 { 10.9 1 [ 0.4) ]
Myalgia L4 6.1) 1{ 0.4) J] 18 ( 7.8 0 ]
Bespd ravery, thoracic, asd mediasrinal 36 ( 15.8) 30 1.3 1 ¢ 0.4 28 { 12.2) 20 0.9 o
discrdars
Hiscups 15 § 7.00 0 4] 0 4.3 i 0
Endecrine discrders 33 ( 14.5) 1 0.4) fi] = | 4] u
Hypothyzoidiam 19 § B,3) 0 ] El Q a0
Hypserthyroidiom I3 { 5.7 1 0.4 o 4§ 0 0

MedDEA Version: 2600 CTC Version: 4.0
Incluges evems repomed begween first ireatment and 30 days after lastireatment of siudy therapy including definitive surgery and radiotherapy.

Source; Table 8.2-2 in the CA209TTT Primary t?.‘{RI
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H 19. Adverse Events Leading to Discontinuation on Overall Treatment by Worst CTC Grade Reported in at
Least 2 Subjects - All Treated Subjects in the Global Population

Puth A Biwee = Craon M himn B! Flacaine + Tl Flicas

H= 2 Hom 230
Syrbem Grogmn Class (&)
FouSerowd Tart (=) Ay Grache Grach 34 Okl 5 Foy Eoache Grach 34 oacke §

AIedDFRA Wermieny 260 CTL Werason 20
Jilades e sepuoared Letiv gt S0 reatingnn and 50 Gave ape) [ tsasrenn of seady bz g g delisine soezers i o

meeer, Jabie DL 2

- 160 -



F 20-1. Drug-Related Adverse Events Leading to Discontinuation on Overall Treatment by Worst CTC Grade
Reported in at Least 2 Subjects - All Treated Subjectsin the Global Population

Am A i - Cara/iuve
W= 2N Hom 230
Ay Grack Grach 4 Gkl 5 Foy Eoach ek 34 oacke §

RIcdlFRA Ve DA CTL Wepwson 0]
T lndes g repuared belogedn S0 traalieen amd 50 .Gvs a0 [ ammene of sy deags mghud:ng delisnbn g suraery and r ol

meeer, Jabie DL 2

¥ 20-2. Drug-Related Adverse Events Leading to Discontinuation on Overall Treatment by Worst CTC Grade
Reported in at Least 2 Subjects - All Treated Subjectsin the Global Population

Brm A: WHwo + Chae [/ Hivo Aum B: Placebhs + Owro [/ Fiaosbo
. B = 2 How 23
Syrtem Oogan Crars [&)
Prouferred Tarm (&) Aoy Gracs e 3-4 B 5 Ry Grace Grade 3 Gracm 5
D T S T VA A Ao Tl P UL e Lo

el Verscon, 2600 O T Yeesiun, 20
Tazhulee e ants reperted balooaon fead breatmend s G0 clves aler Lus dreatant of cudy thesape e loding defiive wzrgere sl eaictharany.

Somae Tz 02280

6) < A 8 F= F WA

SbHA QoF - A RZQW Eo 771
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Treated Subjects - CA20977T
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I 22. Death After Surgery - All Treated Subjects with Surgery - CA20977T
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F 23. Death Summary During the Overall Treatment Period
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X 24. Select Adverse Events of Hypersensitivity/Infusion Reaction by ADA Status (Positive, Negative) - All
Nivo+Chemo/Nivo-Treated Subjects in the Global Population

Arm A: Nive + Chemo/Nivo

. Mivoluman ADR Positive Mivolumab RJ"}L_Hegative

Freferred Temm (%) H=24 M= 174

TOTAL SIBJECTS WITH AN EVENT I [ 4.2} 134 T.5)
Anaphylactic reaction 0 1 { 0.6}
Hypersensitivity 14§ 4.2) 31 . 1.7
Infusion related hypersensitivity 0 1( 0.8
reactlicn : ; .
Infusion related reacticn 0 9 ( 5.2)

MedDRA Version: 26.0; CTC Version: 4.0

Includes events between first treatment and within the last treatment of study therapy including definitive surgery and
radiotherapy + 100 days.

Source: Table 11.1.3-1 in the CA20977T Pnmary (’SR.'
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FE 25-1. Summary of On-treatment Adverse Events by Age Group — All Treated Subjects in CA20977T
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21 A .2 0
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0 days after last dose of study therapy inclvding definicive suegery and

i.0 Includes events reported betwsen first dose and 30 days after last dose of stuchy thersoy.
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H 25-2. Summary of On-treatment Adverse Events by Age Group - All Treated Subjects in CA20977T
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