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EHEERELOEROREIMEEZXDL Z ENEVIAENT-Z 2T T, &
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Flo, FAVY A= T GEEFHEEZ) A2 88k OB L TERT
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S, FALY XA=T (BEEFE#z) ”AICOWT, EF LI IRMACE
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E<l)
4. FERXIZDOUWNT
(%)
ORIEA~DX R DN T
(%)

@-3 BIER DK IZB LT

BIVEA (MEMMERIZIMZ, infusion reaction., KAFAK -
/NER - BEDOTH, AL - IFESERES - TR, DK - DE
K, BEOREEE, Bk - BEEEEAE - EEMEE, N
WEE (FIRIRERERES ., BIEHRERES, TREHRERES), 18
PERIA, BER, BHrefEE (RMEBEMEBE X, REREBRE) .
a2 - BEEZS - FREKR . MRRIEE (¥ 7 2 - NU—EFERS), B
BlomklEsE, #imeZERE, iz, S8R, mER, Mm
EREBMEY SV HHRRERIE, EEOE R, HLIEIEE R, IResBiE
fE (GEMmEEmiaBiERE s &) ObHBE~OFEH, k- BEE
MR OV JRUMESE) (2% L, MELh ek STl = A% BE oD BFH
M2 ET 2 EMEEE L BIEROZE-eXHSICE L THEERW
XEEZITONAFMICHDHZ &), ELICHEULRLENTE S
REINEES TN D Z &,

4. FEEXIZDOUVNT

(%)
QBWER ~D 3t ISIZ 2T

(%)
@-3 BIER OZWr-LxIZBE LT

BIVER (FEMEMZERIZIMZ, infusion reaction, KEFA -
INMNER c BEO TR, A4S - IFEERERESE - TR, L%k - O
K, BEOREEE, K BEMHEDE, AoWEE (FIRIR

PREERR S . BIBTREERRE . TERMKERS). 1 BIERR. KX,
BkeElEE (RMEREMEE X, REREBRE) ., MR, Mgk

F (X7 v - NUERRS), BEERMEES, FiknikEe
JE. Mt%. EEOBR, BEHEEE R, SEGHRMATE, REEX -
TR, 5L O MEK, BB AEE (ElsMagiEELEte) o
b5 BE~OHM, T - BRIRHEME N ORZEFMESE) 123 LT, 4
A% R ST B SRR B O B P 2 A 4 % [T & L (BI/EH]

BWrCRISICE L THRER U EZZ T N LR/ MFICH D Z
&) EBITEYZEN TE DEHNE->TND Z &,




Bl FHEE T A K74 OWETERT (FIExRER)

(BB I X I 47)

BIED
E<i)

4. FEEZIZDOUWNT

(%)

QRIEA~D R EIZ DN T

(%)

@-3 BIER OB E-LxHRIZE LT

BITER (RMEMEMZEEIZI A, infusion reaction, KRG -
MBS - BEO TR, AL - FFgeERESE - L, Ok - LI
%K, BEOREEE, K - BOHBE - BEHEE, N
WEE (FRIRERERES, RIB#eEERES, TEAKRERES), 13
PERIA, ek, BiErElEE (RMEBEMEE X, REREBRE) .
Mg - BEMER - FRER, MRRES (F7 2 - AU —JEERES), H
Bl omkliEsE, #ikmeERE, &z, SR, mER, Mm
EREEMED o HHRRERE, EEOE R, LR E %, e
JE GEMmEMmaSERE L&) ObsBE~OHEH, k- EEE
MR ORI JRUMESE) (2xF L C M Eas Sk B = 7 pk B oD BFH
a2 T 5 EMEEE L EIEROZE-CRSICE L THRERD
XBEEZITONDLIEMICHDZ L), BEHICHEHURAENTE S
BHEINFESTNDH L,

4. FEFRIZOWT

(%)
RIEA~D T2V T

(%)
@-3 BWEROZW-CRISIZEE LT

BIVER (FEMEMZERICIZ, infusion reaction, KAEFA *
INBSS - BEDO TR, FFAR4E - FFREEREREE - AT, LAFZE - LE
K, EEOKREREE, K - BHBAE - EEMEIE,. Ny
WiEE (FURIREERERE S, BT MRS, TEAKERES), 1 4
MEIRIE., BESS, BREREE (RS HEEMER &, REREBERSE) .
A% - BEREA - BHES, MPRIEE (7 v « N —EERS), &
B miRMES ., FikmteEeE, B, S ER, BEEOF R,
TEACPEREE 7 . BB GEMEMBHERE L2 &) Ob b H
FA~OMFH, - IBEHEEEORERMES) 125 LT, Uikt
AT ERER O BT 23 5 =AM & U (BIWER O
RN L THREL VX REZZ T oNLEGMITH L L), B
BICE U R LE NS TE DIRGDRE -S> TNDHZ &,
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1. IZLoic P2
2. ARANOF, EHER P3
3. BRIRHORE P4
4, JEFIZOWT P.8
5. XIS E DB P.10
6. HEHICEL THETREHIE P11



1. IZT®IZ

=SS DA E - LAVEDOMER DT DIZIE, IRM SCESR IS o E e 23R
HILD, EBIT, IHAEOREHEATOMEHRC L0 | FUREIRE 22 & OS50 72 58 1 %
FREIRMDEKR EN DT, 2 b OERZ BIZNERBF IR T 2 2 & BB O
B L 72 o Th 0 RFMBGEE & D AT #2016 CERL 28 41 6 A 2 H Fl#EERE)
IZBWTH, FiESRGEOFHORGELHEEZ XD Z L LS Tnd,

BORMEFRE T SR T, KB ER RN 1 7 7 A L BBEFOESR G & 5 2N B
BRHZENDD, DI, AR OLEMEIZET A EWRS 0T 5 E TOR,
VHERMOBELZ R 2T 2 2 LRI N BEICH L THERT 2 & &b, g
FADFEBL U 72 BIC LB 3t % & D 2 & ASATREZR — 18 OO B % Jiii 72 3~ PR A BE <
THZENEHETHD,

L7eiRo T, RATA RT A4 Tk, BAFEBRESS 2N E TIZE LN TV A EFIFH -
FHAR R HS & | LUT O B 38 O il 70 1 & HEME 3~ 2 8RB /R TR B 2
TR O EFEE T,

B ARKHA BT A A%, JSIATEUE NE K EFRESHA O, AseEEN B A
BRIR IS 7 2s . — Mk FE N A AR IR N EHE 2 K O L N B ARBRSE I 72 O b
1D b LA LTz,

WL R AEMRS  FALY X~ T (8GR Z)

MEERDPENEDE « BRI T=IREsE 243 2 LIRbERE

WG ERDMEROHE : 7LV CVEBER O AT 7 F L OFtHIZE T, EH,
FANIZIE, FALVY X7 (B z) & LT, 1[5 200mg
Z 3 ARG T 60 43 722 CHRIEFHET 5, 7eds, FIREIEG DA
AMEDS RAF ChauE, 2 [ 3 LR O G-RFEIE 30 4 % THMEC
x5,

HERTEEE: E—U AT 4 REREE




2. AADKHE, 1ERER

FAVY A~=7 (Einz) (AT, TARAL &vo,) X, & b programmed cell
death-1 (LR, [PD-1) &\ 9,) 1Zxtd 25 1gGd %77 7 ADk MEE /7 v—F L4t
KTh s,

PD-1 (%, HUSRHRRHIBICI BT 5 PD-1 U #> K (CD274 (PD-L1) K% ¥ CD273 (PD-
L2)) &fiA L, SIS E 2 AICHIlT 5 & B 2 50TV % (Immunol Rev 2010; 236: 219-
42), F7z, PD-L1 L O'PD-L2 I%, Flix OFEEHMICHEILL TWD Z L@ SN TE
Y (Nat Rev Immunol 2008; 8: 467-77) . PD-1/PD-L1 #&#& 1%, MG 2N HUR A B 72 T
MR & DYEBESE 2 [T DT DO —2 & L TEZ LN TN D

AFNL, PD-1 O ESE (PD-1 U A RS (AL, PD-1 & ZFD U H v
RT# % PD-L1 KO'PD-L2 & DfEGAIHET 5 Z LI2L 0, BAHURFERA e T #ifa
DIEEAL K OB AR X~ 2 MR 5 55 2 iR 32 2 & C. 5 oo BajE 2 Jiidil 35
EEZHNTND,

AFNOVERRE P2 S < SBPEOGERISIZ L 2RIERSEN & &b, EE BT
iéT%@wﬁé AR OP G- RO G55%121%, BEOBIEEZ T 0IciT0, B3
boRSY Wiet ) j:%ﬁbt%%_mbtﬁmm&ﬂ%kﬁ%%ﬁoiﬁééﬁbfﬁ
Ol 78 R2 m%ﬁm WL D 557 FOGZ X D EIER AR 2 58 121%. R EE AV
EUHIOBE G @ﬁ@ﬁﬂ%%ﬁé%%m&éo



3. BEPRRRE
38 TR RIS &2 A 3 5 _EIREERE O AGRIRFIZ RN 21T o 72 B AR RER O il % 7~ 97,

[ 2h]

WM EIIARRER (BGB-A317-309 #&5#k)

{EFRIEIRR O 70" FE38 AT fRisfs 2 3 2 LIRS B 263 fil & XI5z, 7 ay
ZERRBE L AT T F L O (LLF, 1GC)) &5 T T, AHlE 77 ROAED)
PER O M2 95 2 L 2 B L U= IEA 0 — H B M GRS e S iz, &
BEMTE H T& 2 RECIST v1.1 [ZEES < MNFHEEE S (BLF, TIRC)) HIEIC k5
BEAGFIM (BLF, TPFS)) 12\ T, 77&ARE GC toftH CLF, T77%R
/GCJ) B &bl LCARAIE GC & DOfFH (LT, TARKI/GC)) BETHREHFRIICH B IE
Enfoonsz (F1, X1

1 BB LEEREREO R, Uk IETERE 5T 5 AL R OB L S0 2 & Tk HO

RSO T 6 7 1 LI LR L7 I RS L <18 L, MRS 5 28 LRiERE
DI

# 1: PFS O EFT#ER (IRCHIE., ITTEM. 20214320 B5—4% vy b4 7)

AFHN/GC B 75 R/GC B
(131 #1)) (132 1))
PFS HfefiE [ A 9.2 7.4
(95%f = HH X [H]) (7.6, 10.1) (5.6,7.5)
AN — R 0.52
(95%(E #E X 1) (0.38,0.73)
PfE Ch) ™ <0.0001

LR (B, &) RORFHEER (B0, 2L) 2EHIAT & LCERICox il — e 1
*) BRI L7297.1%CE [0.36, 0.75]
*3 : [@Rllog-rankiiE (BRICox LB NY — REF /L L R—DBHIKET) . AE/AKE (F{H) 0.014449



Progression-Free Survival (%)

Number at risk
AHN/GC B
75 R/GCRE

X 1 : PFS O EENTRED Kaplan-Meier BEifR
(IRC¥|E. ITTH#M, 2021432687 —%bv v47)

100 <
90 -
80
70 + AAN/GC #E
60 /
50 - :
40
i ©
30 -
20 S / :
10+ 7R/ GCBE
0+
0 6 9 12 15 18 21 24
Time from randomization (7 )])
131 108 70 42 13 6 | 1 0
132 98 50 14 6 2 1 0 0



[Z241k]
HESM BT R SR (BGB-A317-309 7{5R)

R A/ D L H 1 G SN REIZRB VT, AEFEGIL, AAI/GC #F 133/133
Bl (100%) KON Z = R/GC B 129/130 (99.2%) 12788 HAL, 1R & ORI BRI
ETERWAEFZRIT, AFNI/GC B 133/133 il (100%) J N7 Z & HR/GC B 129/130 {4

(99.2%) (ZFd bz (20234 12 H8 HTF —% 1~ hA7),

WD ORETREEIEG D 5% EORIERIZE 1O LB Tholz,

F1WVTNOOEETRIABESI 5% LOBIWER (BGB-A317-309 3B

AFI/IGCHE 7F & RIGCRE
HEATE (N=133) (N =130)
(Preferred Term) 4 Grade Grade 3-4 Grade 5 % Grade Grade 3-4 Grade 5
(MedDRA ver. 26.1) n (%) n (%) n (%) n (%) n (%) n (%)
2REIER 133 (100.0) 100 (75.2) 2 (1.5) 129(99.2) 107 (82.3) 2(1.5)
21 114 (85.7) 39 (29.3) 0 (0.0) 117 (90.0) 43 (33.1) 0(0.0)
I ERER 82 (61.7) 39 (29.3) 0 (0.0) 77 (59.2) 49 (37.7) 0(0.0)
H i BREGE> 80 (60.2) 40 (30.1) 0 (0.0) 82 (63.1) 51(39.2) 0(0.0)
L 76 (57.1) 0 (0.0) 0 (0.0) 92 (70.8) 2(1.5) 0(0.0)
RN 72 (54.1) 27 (20.3) 0 (0.0) 80 (61.5) 33 (25.4) 0(0.0)
BAREE 62 (46.6) 1(0.8) 0 (0.0) 63 (48.5) 1(0.8) 0(0.0)
M - 52(39.1) 1(0.8) 0 (0.0) 67 (51.5) 2(1.5) 0 (0.0)
T ERIBE 47 (35.3) 30 (22.6) 0 (0.0) 38 (29.2) 23 (17.7) 0(0.0)
F i BRI iE 46 (34.6) 29 (21.8) 0 (0.0) 45 (34.6) 20 (15.4) 0(0.0)
TI=2T IR TUAT 37 (27.8) 2(1.5) 0 (0.0) 23 (17.7) 1(0.8) 0(0.0)
Z —PHIN
TANRTEUEET I/ Ty 3627.1) 1(0.8) 0 (0.0) 27 (20.8) 1(0.8) 0(0.0)
A7 =T —BHE
S 35 (26.3) 0 (0.0 0 (0.0) 44 (33.8) 0 (0.0) 0(0.0)
R AR AR T 35 (26.3) 1(0.8) 0 (0.0) 16 (12.3) 0 (0.0) 0 (0.0)
% 33 (24.8) 5(3.8) 0 (0.0) 25 (19.2) 0(0.0) 0(0.0)
s L7 F =800 31(23.3) 0(0.0) 0 (0.0) 23 (17.7) 0(0.0) 0(0.0)
TR 28 (21.1) 1(0.8) 0 (0.0) 31(23.8) 2(1.5) 0 (0.0)
Z 5 FERE 26 (19.5) 0 (0.0 0 (0.0) 17 (13.1) 0 (0.0) 0(0.0)
&7~V o A 22 (16.5) 1(0.8) 0 (0.0) 27 (20.8) 1(0.8) 0(0.0)
FEEL 18 (13.5) 0 (0.0) 0 (0.0) 7(5.4) 0 (0.0) 0 (0.0)
15 R BB IfAE 17 (12.8) 0 (0.0) 0 (0.0) 16 (12.3) 1(0.8) 0 (0.0)
A SRR 17 (12.8) 0 (0.0) 0 (0.0) 17 (13.1) 0 (0.0) 0 (0.0)
U o SER-E 17 (12.8) 13 (9.8) 0 (0.0) 22 (16.9) 18 (13.8) 0(0.0)
g 16 (12.0) 1(0.8) 0 (0.0) 17 (13.1) 0 (0.0) 0(0.0)
AV U AIME 16 (12.0) 2(1.5) 0 (0.0) 26 (20.0) 6 (4.6) 0 (0.0
NI 15 (11.3) 0 (0.0) 0 (0.0) 12 (9.2) 0 (0.0) 0 (0.0)
LoD 15 (11.3) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
&~ 7 %27 ALJE 15 (11.3) 1(0.8) 0 (0.0) 16 (12.3) 3(2.3) 0(0.0)
1/ MR B E 15 (11.3) 6 (4.5) 0 (0.0) 17 (13.1) 10 (7.7) 0 (0.0)
R 14 (10.5) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
&7 V7 3 ME 13 (9.8) 0(0.0) 0 (0.0) 12 (9.2) 0 (0.0) 0(0.0)
7 11 (8.3) 0 (0.0) 0 (0.0) 11 (8.5) 0 (0.0) 0(0.0)




AFAI/GCRE 77 & R/GCRE
HAgE (N =133) (N =130)
(Preferred Term) 4Grade Grade 3-4 Grade 5 4:Grade Grade 3-4 Grade 5
(MedDRA ver. 26.1) n (%) n (%) n (%) n (%) n (%) n (%)
T 11 (8.3) 0 (0.0 0 (0.0) 10 (7.7) 0 (0.0) 0(0.0)
&7 o — Ve 11 (8.3) 0 (0.0) 0 (0.0) 18 (13.8) 0 (0.0) 0 (0.0)
JiBAE 10 (7.5) 0 (0.0) 0 (0.0) 11 (8.5) 0(0.0) 0(0.0)
AR LRk 9 (6.8) 0 (0.0) 0 (0.0) 8(6.2) 0 (0.0) 0(0.0)
BA & 9 (6.8) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
M7 L7 F iR ARFF— 9 (6.8) 3(2.3) 0 (0.0) 2(1.5) 1(0.8) 0(0.0)
BN
ifn Hp FLEE K SR EE SR N 9 (6.8) 0 (0.0) 0 (0.0) 3(2.3) 0 (0.0) 0 (0.0)
RN 9 (6.8) 0 (0.0) 0 (0.0) 6 (4.6) 0(0.0) 0(0.0)
1&H N3 KE 9 (6.8) 0 (0.0) 0 (0.0) 9 (6.9) 0 (0.0) 0 (0.0)
&% 237 e 9 (6.8) 0 (0.0 0 (0.0) 7(5.4) 0 (0.0) 0(0.0)
i H R BRI A L N 7(5.3) 0 (0.0) 0 (0.0) 5(3.8) 0(0.0) 0(0.0)
HEMED 7(5.3) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
Y 7(5.3) 0 (0.0) 0 (0.0) 2(1.5) 0 (0.0) 0(0.0)
5 7(5.3) 1(0.8) 0 (0.0) 5(3.8) 0 (0.0) 0(0.0)
eV e i 5(3.8) 0 (0.0 0 (0.0) 7(5.4) 0 (0.0) 0(0.0)
&V > M fE 4 (3.0) 0(0.0) 0 (0.0) 8(6.2) 0 (0.0) 0(0.0)
BEVR] 3(2.3) 0 (0.0) 0 (0.0) 8(6.2) 0 (0.0) 0(0.0)
R 1(0.8) 0 (0.0) 0 (0.0) 7(5.4) 0 (0.0) 0(0.0)

8. AANIGC BRI M 3 1] (2.3%) . Infusion reaction 77 il (57.9%) .

KRIG4 141 (0.8%) . T 11 151 (8.3%) | ATHEREFETE 59 il (44.4%) | L%k 2 1511 (1.6%) .
FeRglsE 56 B (42.1%). ik 2 61 (1.5%) . Porisksss (FURIRMSRERS S, BB kEE
RE L NEEREREREE) 39 4] (29.3%) . EHERERETE (RMEHEMER K. RERIKE &
55) 11 6l (8.3%) . #REEFEE (X7 « N U —JEMRESE) 38 il (28.6%) . Ik 129
Bl (97.0%) VFEO BT, £z, DIBR. FARA, TR, DR, SEERG 8 E, 175
PEPRIPT . W, MM, AbEZ. BURURMRIE, S & Mg, Mm%, MmERERMEY o il
MRERIE, FRIRIMARZERE, BERZE, BHEK., BR. MMEERITB O ool
AEWEFREBURDUIRE RS (FEMEMER 2 5t) 28 0EFHEREZRT,



4. MEFRIZDOWT

AFN D538 72 BE & 72 W - FEE L. ZK%IJ@&'%L*OME%@EM’E?H%%%@%W:
BRICRHET D Z g 7o LR OO~@ D X T A= T igk sl W T %
REXTH 5D,

O HEFITONT

O-1 Fito (1) ~ (5) OWVWTNNITEL T HMETHDH Z &,

(1) BAEFZERENIEE T 20 ASPa LIRS (BB IR0 A2 s L 0w
HiE S ARSI RO B . LB AR e &)

(2) FEEHERERPL

(3) HARENFRINFEDFEE T 2 2 A Haa Rkt (03 ARG R EMilt, 23 A2t
o 1R E 75%%9%?3&3#?&@{“ Bi7e &)

@) ARIEFRIEELRE L, ARG L REZ R 1, S RIEG L IR IEZ IR 2

AT AR L RS R 3 Oa% I UEICAR D JE H 21T > TV B itk
(5) PR AL TS BN R O Ris EAEITAR 2 Jm 21T - T D itk

@O-2 LRSS DAL FRE K ORIE R R BURE O RIS 2 47 70 ik & 6Bk & FeoEfT (F &
DWTINIFEY T HER) 23, UEBIHEROARFNCEE T 21RO BT & L CllE S
nTnspZ L,

#*

o [ERNGRRFEUSRL 2 FEOVMIBHEZE T L2212 5 AL EO D ATRIR O EHE
EIToTCW0WbHZ L, 25, 24D EIT, BNARYHEEEZ F L LIZBRIESZ O
EEZ{ToTNDHZ L,

o [ERNGRFFEUS% 2 FOPMIBHE ZE T L7212 4 4FLL R oo B SRR eIk o
IRWHEZIT>TE YD, 5 b, 248 Bk, DA SEYIRIE % & TS B s 22
FEOERRMHEZIT> TN DH T &,

ORI D ERSIFREBEOMEHIZONT

IR T BT 2 BT A E S, BRGNS OFHRE D, Aok - &L
EHEFEIPHIE RO E L OERSE T 2 IR Edt, FHFLNBAE LG EomE
EBEEDP ST ONDIEHINESTND Z &,



® BER~DORHIZONT
@-1 FEsfmHIC B4 5 B

MR PERR RS O EE R BIER NI AE LZBIC, 24 FRRIRZRIEHIO T, Mi%hax X
IR R (2T, REL L 72 BIEANCIE U CABRE B L O CT F ORIER ORI 2
AR DORERN Y B I G O, B OICRISATRER R 23> Tnd Z &

@-2 BRREFEFIC L Z2AEFLAINICETHE S

DA D 5 B e Bl e O e & A3 D RN FE D EER =4V v 7
EEDICEROA T V== T 2TWEIRE L ERE LA TE DT — LEFRERH
S TND T &, 7ol BERMEHNZOWNT, BAEE EZOFBEICHFIZEmE T
WAHZ L,

@-3 BIfEA o2 Eroxt it LT

BIVER  (FRVEMERE BN %, infusion reaction, KAEZ « /MG « EHEO FHL, AR
4 - IFRSREREE < TP, Do - DR, BEEOREET, Bk - AEUHRARE - EE
R TJGE, Pl (FURIRPERERE | I B RERE . T IR (ARBERERE ) | 1 BUHEIRIA
g%, TERREREE (RAIE MBIV 2, SRERIRBAREE) | gk - BEMLZE - 6. PhidRE
EHA(XT - NU—EBEREYE) | EER MRS, FIRMARZERTE, %, 5& 9 Bk,
A&, MERERMEY >/ SHHRERE, mEEOH K, M LMEIRE K, IR BhRE (0 g
MIRBHEZ 51e) ObDEBHE~OMEH, IR - FER MR O RMES) 123 LT, 4
RNt A% ST B R B D TP & A 2 Rl &g U (RIEH o2 Wt iz B L T
REROSHREZITONLEMICH L 2 L), EHIZED R ALE D TE L (K23 > T
WHZ kb,



5. REXRLIRDEE

(AL R4 % $E]

O BFEEUTERTEE 2 A7 5 LR EE B W TARAIE GC & DOF G- O A%
PRESNTVD,

@ TR T 2 BF T 2RO K OE B DWW T RO ZMEN
ML SN TE LT, ARORGHR LB,
o OTAEAFDOADMD R S TWIRW O HUEMIEEH & OOF 5

(ZaEC BT % ]
O TRICHEET2EFIZOVWTUIARAOERENEED L SN TWAH Z D, T 21T
bz &,
o KANDORSIT R UISBUE D BLAERE D & % B
© WERTOFMIZB VT FRRICEZ S T 5 BE IOV TE, RAIO#F GI3HERE S 1720
DN, AMOTERERPUL A 2V EIZIRY | HEICAHZEHN T2 L 2ZETE D,
o MEMMEBOEI I ED & 5 B
ol EfG AR A CRIVE Y 2 7 o D B K ONEEE D B #R il g oY M il 2%
HEOMICRIEMZLR A b D B
o HOREKBEOEI UTEBMENE L IXHREO B CREREOBERO S
LB
o B GEmErMaBRIEEZ ST Ob b EE
o RS UIBEE A AT S EBRE
*  ECOG Performance Status 3-4 "V > ##

D ECOG @ Performance Status (PS)

Score | BT

0 | &<MERJEHTE 5, ¥l L [ U HEAEIHIRLR T2 5,

PIREYICI LUEENIHIR S D23, BMTAME T, BIEESM - TOMERIIITHI 2L N TE D,
Bl - BOFE, EHIEE

[BONZHASDOEHEDEYDOZ L LT, Bdo SO%U\J:%/\/ R 1 Cild =9,

N RS H I S

E<LBT RV, BOOHOED OZ LIFETERY, EEICNy FRTFTilId,

10

BATARE CH Y OHDEIY O Z L33 X CRBEIEIMEEIZ TE 220, B 50%LL B3~y RAATiR 9,




BRECELTEETNEHH
I SRR A BOEIRTE A DM D BB IZ LD & AH O Rk e OV 1l
MO DI G HZ T CHfR L T BT 5 2 &,

Tho&GTHZE,

6.
)
@ BIRBAMGRICIESI D | BE T Z OFECH IR a2 ol L, REE2 15
€)

ERBEERH DO~ %Y A MO T

AANOEEHAZ LY BEOGRERISIZER T 5 &5 2 b b ik~ 7e R B0 RE
NoLbNDZENhbH, BlEETHIITV, BENSRD LNIZLEITIE, @
EDORIE RO L HRWER OB A BRE L, U8k 4175 2 &,
DEPE N K D EWERA RSN D55121%, BIE REFRNVE RO %%
ERTHZ L, £, ABIBRGRTRICEERBWERNS bbhd Z R 5
DT, RAFEGEETHBBIEE 2T 2 L,

MR END S s Z E083H 50T, WIHPER (B8i, PR, %
W) ORI OWaES X SR O s, BIEE +01cdiTH 2 &, iz, %
2 U TSR CT, M~ — b —SF0RE % FEhtid 5 Z &,

Infusion reaction 23 & H i 5 Z & 73% 5, Infusion reaction 235828 HILT-H AT
X, EYIRALE AT D &L b, RS EIE T S & CEREOIREE Bl
THI L,

FARA, FFRRRERE S, PR D B d Z & 03H 5 DT, ARAIEE5-BRtGHT & Y
BRI X ERI IS RERR A (AST, ALT, y-GTP, Al-P, BV /L E V5D
WE) #1752 &,

HOR IR EE RERE T | T RS RERE S L ORIB R E N S oD 2 e RH DD
T AHIOBGBIART M OP 5-HIRT 3 & BRI N IS RER A (TSH., bz
T3, 8 T4, ACTH, M= LF Y —VEORE) 2FEiid 52 &,

1 AR (BUE | BUBEIR G &2 Grde) 236 Db, BERFEMES h T R—v &
IZEDZERHHOT, A, El, MEEEORER O R MO R+
ERETDLZ L, 1 BERmAEEDN IS A IR A RIE L, AR Y il
R OB HHEDEY) 2B ZITH Z &

G TH BRSO E HRB L T ORIERNEH T Z 0B 5720,
KA DB TR ICHEWEH OB BT 5.

@ BGB-A317-309 iRBRIZIBW T, FEHBHAEND 6 7 A% £ Tk o BRI, 5Bk
6 WA®%NG 1 % E Tl 9 BB, Z LI 12 BEE N A ZIEORHN 2
{THoTCW=Z & asEl, ARG HIXEHNROMREZITH Z &,

11



REERAEET A KT 14 v
FRAVY XA=T (Bni#z)

~RIE R~

SM7THES A (T84 9 HIET)
A Fr s




B &

1. 1ZC®IZ P2
2. KRHFIOFE, 1EHET P3
3. BRRAKAE P4
4, FEFRIZHOWT P13
5. BEXG LR HBE P15
6. HEIZE L THEHETREEHE P16



1. IIT®IC

=SS DA E - LAVEDOMER DT DIZIE, IRM SCESR IS o E e 23R
HILD, EBIT, IHAEOREHEATOMEHRC L0 | FUREIRE 22 & OS50 72 58 1 %
FREIRMDEKR EN DT, 2 b OERZ BIZNERBF IR T 2 2 & BB O
MR & 725 T Y RRIEMBGE R & SO FEARTTEE 2016 CERK 28 - 6 H 2 H @EIRE)
IZBWTH, FiESRGEOFHORGELHEEZ XD Z L LS Tnd,

BORMEFRE T SR T, KB ER RN 1 7 7 A L BBEFOESR G & 5 2N B
BRHZENDD, DI, AR OLEMEIZET A EWRS 0T 5 E TOR,
VHERMOBELZ R 2T 2 2 LRI N BEICH L THERT 2 & &b, g
FADFEBL U 72 BIC LB 3t % & D 2 & ASATREZR — 18 OO B % Jiii 72 3~ PR A BE <
THZENEHETHD,

L7eiRo T, RATA RT A4 Tk, BAFEBRESS 2N E TIZE LN TV A EFIFH -
FHAR R HS & | LUT O B 38 O il 70 1 & HEME 3~ 2 8RB /R TR B 2
TR O EFEE T,

B ARKHA BT A A%, JSIATEUE NE K EFRESHA O, AseEEN B A
BRIRIEIS 72 . —MALFE N A AR IRNEHE 2 K ORFEIEERTEENE A B A Rl F 2O
WD b EMER LTz,

WG L R BERS  FALY X7 (BE TR L)

MG ERDWENIDE - IGUIRARRE ST - PR O RIEHRE

M ERAMERCAE: 7L A0 T VRN AT TF o L DOPFICBWN T, @H. K
N, FALVY X=7 (BisHfez) £ LT, 1[200mg %
3 ERIFEIRE T 60 23T CRREHET 5, MBAMLTFRIERZICHE
L 72 ARTR UIBR RN RE 2R BT T « FRFE O RE RISkt LTl A A Bl
B35 b TE D, ik, WG ORENEN RAFCTh i,
2 [B] H LARE O B 55T 30 70 & CTREME CX 5,

MERTEE =T AT 4V RAEREE




2. AFIORHK, 1ERBEF

FRAVY XA=7 (Blaf#H#z) (BLF, TARA] o, ) X, B N programmed cell
death-1 (LA, [PD-1) &\ 9, ) kT2 1gG4 ¥ 727 7 ADE MEE/ 7 m—F )L
ik Th s,

PD-1 (%, HUSHRE SIS HEBLT 5 PD-1 U > K (CD274 (PD-L1) } U CD273 (PD-
m))tﬁéb\%ﬁmé%ﬁmﬂﬁﬁék%z%MTwé(meﬂmemm%:
219-42) , F7z, PD-L1 X O'PD-L2 (%, Flix OREEHMICHEBLL TWD Z EBHE S
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 fRE& (X, NEEHAE AN HUR R B0
72 T MIE2 & OBEEE LBk DT DO—2 & LTEZ LN TS,

AFNL, PD-1 OfffasbEE (PD-1 U 4 > RS ICf& L, PD-1 20U H
NT&H 5 PD-L1 LUPD-L2 & OfERZIAET 22 LI2L 0, DAHURFFER 7 T Mk
DIEMAL K ODS ARk~ 2 IS FE M 2 85~ 2 2 & ¢ IR o BsE & il 5 2
EEZ BTN,

AHN DA IED EPEE DGRBS K 2BIE SN Hibi, BEXIILTIS
ELARMEDR DD, AFOEEG PR ORGHITIE, BHEOBELZ T2ITATV, B
D BN HE IR, FEBL L7 FRITIG U7 B A e ik & BB 2 FF OBl & i L Ciil
YIRS W 2 ATV B ORPEPOSIC X S RIER 2S5 b 2 58113, B RE AL
T AIDEGE O YL IE 21T O MEDN D D,



3. BEPRRRE
RIGYIBRAREZ R HELT - PR3 OBl s O AR R ZF M 21T o 7= T 72 IR e O il 2 7~ 97,

[ 2h]
O [EEIEFEFIFERER (BGB-A317-306 l#R)

{LFRIEIRE O 70 O MRIGEIBR AR RE 72 1T - B O BIE - RO B 649 5] (HARN
66 Bl & & Te) ZXfGUT, RS ER AR L b2k (BLF, T1IeC™) &vw)H,)
OFH T, AH 200mg 3 R (CAT, TQ3WI &wo,) 5 (326 %1) &7 7+&
A (323 i) OFEER LML T 52 L ax HiNE LI BEAv —HE Rk
A2 i L7,

FEEEE TH 2 24AFME (BUF, ToS) L)) (FRfE [95%(5 X ])
O HEATRE ST, AF & 1CC LD (LUTF. TRAINCC) £vH ) BET 17.2 [15.8,
20.1] WA, 7R EICC EDUFH (LT, T77&F1CC) £\ H ) FET10.6 [9.3,
12.1] AHTH Y . AAICC BEIZ T T BR/NCC BHZKT L THREHFIICH BERIEE 2R
L7z OO — R [95%E#EIX ] : 0.66 [0.54.0.80]1, p<<0.0001 (fr{) [J&@H! log-rank
RE]D

*1:ICC L LT, 7AduwIiiL (BT, I5-FU) &n9H,) v AFFF> (LUF, ICDDP) &

9.) EOBFH, 5-FU &AFH Y FFF e (BUTF, TL-OHP] &\ 9,) O, vy
L CDDP & O, HvZE & L-OHP & OFFf, /X7 U 2%+ (LLF, [PTX) &£019,)

L CDDP & OffH, PTX & L-OHP & OPFRNERE S, 723, AR TIiX 5-FU & CDDP &
PEROZNRBIRES NI, £, FEHOME - HBEIUTO LB & Shi-,

MY - A&
5-FU X I m v 2 e LT 28546, 60~80 mg/m? % Q3W CTHEHARINE 5,
CDDP PTX L HFHTAEE. 3 A 1 VA 7L LT, 60~80mg/m? %Y1 7 )LD
1#HELIE2 BE, UIE 1~3 B BICHE L CEIRNBES

L-OHP 130 mg/m? % Q3W THHIRMNZ 5
SFU 3% 1A 7 & LT, 750~800mg/m? 4% A 7 LD 1~5 HEIZ Q3W T
ERRPER 5
RSy 3EMA 1A 7L LT, 1[E 1,000 mg/m? Z&YA 7 /LDO% 1~14 HRIZ BID
TRAOES
PTX 175 mg/m? % Q3W THHIRMNIZ S

BID:1 A 2 [\, * : &Y A 7 /BT 2E 57T 60~80 mg/m? & Sz,



094 T,
0.8 h
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061 e
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Survival Probability

G

0 2 4 6 8 W 12 ¥4 W 18 20 2 M ¥ B I 32 M 36 38
Time from randomisation (% H)
Number of patients at nsk

“j-:ﬁ:,-'[(_‘(_‘]r. 326 3I1 287 264 253 227 201 183 167 136 101 79 58 41 28 14 8 4 1 1
TEEAAC0H - 323 304 268 239 195 158 13§ 122 112 81 71 M 40 a2 22 11 g 6 1 ]

B 1 OS OHEMENTRFD Kaplan-Meier BifR (306 3Bk, ITT £, 202242 A28 87—
23y hA7)

]
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(PD-L1 BB O A 2hi)

[EFRILE B IHAER (BGB-A317-306 #klR) [SHAANONIZEBHED O b, JELHH
WARIRIC I D PD-L1 OFBLKIL (TAP) (BT 2 EMA G oz —H0EEFEDT —
ZIZFES & PD-L1 FBUR DB BRI FRHT 24T = 7247 20 B OV e O FE F 1T LA
Tty ThHhoTz,

AFINCC BED OS IZBI LT, TAP 23=5 OHRFEM & it LT, TAP<5 OHBFEE
[T, OS DIERZNED /NS UWMEHIAIFED Btz (1 LUK 2),

723, PD-L1 OFRBURBIZ L 6T, KAIOL2MET 07 7 4 VITFEETH - 72,

# 1 PD-L1 EBEIRIRFID OS DEAMRHTHE R
(306 3RBR. 202242 A28 HF—F v hF D)

0S
i, [EX o el
PO Y B [;";ffﬁ;] AP RH? REAERO p
o OH : [95%CI] fil*3
AHI/ICC B 36 11.8 [6.2,16.3] 1.34
TAP< 1 N X 16.1 [10.4, [0.73,
7'Z v R/ICC £ 25 28.9] 2.46]
. 13.0 [10.8 0.93
< | ?
1=T5AP< AFI/ICC #E 59 18.3] [0.61.
75 R/ICC B 64 9.6 [7.9,13.7] 1.41] 0.0199
| j — 0.44 :
S<TAP< AFHINCC BE 56 26.8 [16.4, —] b
10 7% R/ICC 7 79 9.8 [8.0,13.0] o
0.70]
. 16.6 [15.3 0.67
I b
TAP=10 AAICC B 116 24.4] [0.49,
7Z 2 R/ACC B 107 10.0 [8.6,13.3] 0.94]

—  HEEREE. *1 : PD-L1 HEERGETH > T BE IR S 7z, *2 0 @RI Cox LLffil ¥ —
REF L, *3 : OFGH#E, @PD-L1 BRI L @ G#E & PD-L1 FEHLRIL & ORRENEH %
HEE L Lz, FEEH] Cox LN — RET /L



al Prohshility
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Survival Probability

S FAICCH

0- e poun

S L S TR AR IS 1T R R . ST) W | S - S — T
T : 4 & B8 10 12 H 8 4% 2 @ M W } W ® M 02 4 0 F 0 12 W OB W W oz o :® M N W M B

Time from mndemssion |4 1 Time from mndamnisanon (4§

' " 0 3 » 1 6 " 8 2
9 W o® ® 4 ¥ 31 W % ¥ I B 1 o4 @ 1 1

X2 PD-L1 %IZIREAID OS O F RN Kaplan-Meier B (306 3RBR, ITT £M, 2022
F2RA2HET—FHy bE7)
(ZEX : TAP<1%. HEHE : 1=TAP<5%. £ T : 5=TAP<10%. HTFHX : TAP=
10%)

@ EREELFEFIHEER (BGB-A317-302 #lk)

{LFIRIERE O & D ARIBYIBR RN GE72 1T - RO EER - B EFE 512 4] (HA
N 50 Bl zETe) ZXBRIC, A3 200mgQIW £ 45 (256 f5i]) & iR Y EARA EIN L
72 1CC™ (256 Bl) OAEZMER NER2MA LT 52 E 2 A E L EBIEALIEERLL
R 2 9k L7,

THFHME A CTH 25 0S (FRAE [95% (5K ]) 1. AAFIRET 8.6 [7.5,104] &
H. ICCHET6.3 [53,7.0] WHTHY , AHFFEIT ICC BEIZxI L CTHEHERIICAE R
JER 2R LTe (N — R [95%(E#EXM] : 0.70 [0.57,0.85], p=0.0001 (H ) [k&
51 log-rank 2 7E]) ,

*1  RIBYIR R ST - FRORBRETELABICH LT, 1| SOSEEEREOH L BENHE L SN
Too 7272 Lo MBI AEBIE S (LSRRI UL AT ERTE) U T 6 11 A LINICHEST
MFRD BT B IR & ST,

*2 1 ICC & LT, PTX, ReZxvkfny (LT, IDTX] &Ev9,) ROA YU 70 o ERRE K

(LIFL TCPT-111 &5 ,) BFRE STz, 723, A TIX PTX XL DTX OABEIR S i, /-,
FIRFNORE - AERIIUTOLERY L anl,

Y - A&
135~175 mg/m® % Q3W THHRINIE G-, & E X ITHUE OIEHERNEIR DO T A K7 A 1
WoT, 80~100 mg/m? %8 1 EIFARNIE G- L5 2 L bAREE Shfz, A TIE S
WEZE 1Y A7 E LT, 100 mgm? &Y A 7LD 1, 8, 15, 22, 29 K136 H
B FR RS-
DTX | 75 mg/m? (AKFTIE 70 mg/m?) % Q3W THRNES.
CPT-11 | 3#EZ 1 A 70 E LT, 125mgm? &Y A 7 LD%F 1 KO8 B BICHARPIES

PTX




X3 OS DEASENTIF D Kaplan-Meier Hi}

(302 3B, ITTHEH, 220512 A1 B —%by bF7)

1.0
0.9 \\
?L\‘_\
08
% Y
Al B AR
B \
0.6 N
£ ke = /
2 I‘_\\
& 05 iy
2 ¢ \*’\
& 04 . -
£ /M e
N p3 / " T4 ”
AE s
0] ICCHT o ST
" e
T P
0.1 i . & 7 4t .
0.0
I 1 1 T 1 T Ll 1 L] 1 T T L 1 1 1 1
0 2 4 6 3 10 12 14 16 18 20 2 24 26 28 30 32
Time from randomisation (% H )
Number of patients at risk
deAIE 256 226 191 15T 134 110 88 73 59 44 30 20 13 8 8 2 0
ICCht 256 219 167 124 93 77 5l 36 29 21 15 7 5 2 2 1 0



[Z241k]

O EFEIEFEFEIHERE (BGB-A317-3063 %)

BEFGIIAFNCC #E 323/324 B (99.7%) . 77 & A/ICC #E 319/321 fil (99.4%) |2
PO BV IR & OREBRAGE TE WA FHGIL, TN 313/324 1 (96.6%)
M OY309/321 il (96.3%) IZ7dsD BTz, WM ORETREEIS DS 5%, EORHWE-IX
FTROLEBY ThoTz,

2 WTNh OB TREBE 5% EORIVER (BGB-A317-306 3ER)

Bl (%)
BARGE
AHITCC B 75 & R/ICC B
(PT: Preferred Term)
(MedDRA ver.25.1) 324 {3 321 f
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RIEH 313 (966) 217 (67.0) 7 (22) 309 (963) 206 _ (642) 6 (L9)
=4I 173 (534) 47 (145) 0 155 (48.3) 41 (12.8) 0
i H R G 153 (472) 99  (30.6) 0 152 (474) 105 (327) 0
1 i ER & 143 (44.1) 35  (10.8) 0 157 (489) 50 (15.6) 0
BAEER 116  (35.8) 9 (2.8) 0 115 (35.8) 7 (22) 0
BN 112 (346) 8  (2.5) 0 130 (40.5) 5 (1.6) 0
ERIEAR N
73 (225 10 (3.1) 0 61 (19.0) 7 (22) 0
= a—a/NF—
T 63 (194) 9  (28) 0 59 (184) 5 (1.6) 0
/RG> 60  (18.5) 9 2.8) 0 54 (16.8) 3 0.9) 0
MLERE 58 (179) 0 0 63 (19.6) 0 0
APNZE 58 (179 13 (4.0) 0 47 (146) 7 2.2) 0
g 57 (176) 4 (12) 0 74 (23.1) 7 (2.2) 0
1 R ERIAME 52 (160) 23 (7.1) 0 46 (143) 31 9.7) 0
ST 48 (148) 13 (4.0) 0 53 (16.5) 8 (2.5) 0
RERD 46 (14.2) 1 0.3) 0 45 (14.0) 0 0
s v F = o H 43 (133) 1 (03) 0 28 8.7) 1 0.3) 0
T ARG X R
TIJRTUATZ=T 42 (130) 5 (15) 0 29 9.0) 2 (0.6) 0
—E M
R 42 (13.0) 0 0 41 (128) 1 0.3) 0
TI=rTI ) NI
41 (127 5 (15) 0 33 (103) 5 (1.6) 0
AT =7 —PHE
&7 kU ¥ A MfAE 41 (127) 22 (6.8) 0 33 (103) 10 3.1 0
FEEUR 41 (12.7) 6 (1.9) 0 50 (15.6) 3 0.9) 0
&7 U 7 A fE 40 (123) 18 (56) 0 24 (7.5) 9 (2.8) 0
1% 7)9E 37 (114) 4 (12) 0 39 (12.1) 1 0.3) 0
&7 V7 2 v ffE 36 (11.1) 0 0 25 (7.8) 0 0
T SHPR 34 (10.5) 1 0.3) 0 40 (12.5) 1 0.3) 0
IR AR B RE (R T E 34 (10.5) 0 0 14 (4.4) 0 0



% (%)

- N
AHIICC BE 75 R/ICC B
(PT: Preferred Term)
(MedDRA ver.25.1) 324 {3 321 f
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

Z 9 FEIE 34 (10.5) 0 0 19 (5.9) 0 0
A 1 BRI AE 32 (9.9 8  (2.3) 0 29 9.0) 10 (3. 0
15 29 (9.0) 7 Q2 0 18 (5.6) 0 0
PR 28 (8.6) 3 0.9) 0 19 (5.9) 0 0
e ey e s 25 (1.7 1 (03) 0 22 6.9) 3 0.9) 0
B~ 7% 7 AUE 25 (1.7 1 (03) 0 21 (6.5) 2 (0.6) 0
M NI E 24 (14) 4 (12) 0 22 6.9) 6 1.9) 0
U S EREO A 23 (7.1) 6 (1.9) 0 24 (75) 7 (22) 0
1 Hr AR SR N 21 6.5) 0 0 14 (4.4) 0 0
&7 v — Ve 21 6.5) 2 0.6) 0 18 (5.6) 0 0
fitifigie 20 6.2) 4 (12) 0 8 (2.5) 1 0.3) 0
72— HIN 19 (59 7 (22) 0 16 (5.0) 3 0.9) 0
BAA 17 (52) 1 0.3) 0 23 (72) 0 0
FEEN 17 (52) 0 0 14 (4.4) 2 (0.6) 0
iz 15 (4.6) 0 0 24 (7.5) 1 0.3) 0
Lo Y 14 (43) 0 0 19 (5.9) 0 0

725 ARANNCC BEZ I\ TRV £8 27 41 (8.3%) | Infusion reaction 188 4 (58.0%) .
KGR 461 (1.2%) . /D2 16 (03%) . BHEEOTHN 9 F (2.8%) . IFHREREZ 96
B (29.6%) . T4 3 B (0.9%) . OffZE 2 Bl (0.6%) . HEEDKZFEREE 14 6 (4.3%) |
e 161 (03%) . ok (HFURIRFGRERE S . R RERERE . M ERAHEGERSE) 50
Bl (15.4%) . 1 BUBERRIS 1 611 (0.3%) . WER S (1.5%) . BEEREREE (RMEME
PERFJE, SRERIKEREE) 18 ] (5.6%) | #FfRBEE (72 - N L—JEEERES) 158

(48.8%) . HEZR MRS 15 Bl (4.6%) . FFIRMARZERRIE 7 61 (2.2%) . &% 1 6l

(0.3%) . EEOHK 41 6] (12.7%) PEO SN, £, FFAR, DK, HEIER T
JIE, WS, BEALPEIRAE 2% BRECTRIARE . BEIRR . THER, S &I RRITFRO b
Mo Teo REWEM S BUR DI B E F 5 (B AR T 2 5 1) 2 B ORISR 2R,

@ EFRILFF IS (BGB-A317-3025%)

B EFEGIIARFIEE 244/255 5] (95.7%) . ICC Bf 236/240 i (98.3%) IC#EOH B, IR
Bk & ORFEIRNEE TE WA ERRIL, Z - 187/255 il (73.3%) J UF 225/240
Bl (93.8%) IZFED BTz, WD DORETREEIE A 5% EORIERITTEDO LY
Thol-,

10



23 WTNLORTHRBEEES 5% EORITER (BGB-A317-302 3ER)

BilE (%)
FEARGE
AFHE ICC ##
(PT: Preferred Term)
(MedDRA ver.25.1) 255 {31 240 {31
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RIEH 187 (733) 45  (176) 7 (27) 225  (938) 134 (558) 8 (33)
T ANT X R
T/ RTUA 29 (114) 2 (08) 0 9 (3.8) 1 0.4) 0
7 = —FHEhn
=il 28 (110) 6 (24 0 83 (34.6) 17 (7.1 0
R IR RE IR T E 26 (10.2) 1 0.4) 0 0 0 0
VS
25 (9.8) 0 0 18 (7.5) 4 (1.7) 0
A7 =7 —BHEMm
W57 19 (75 0 0 33 (13.8) 3 (1.3) 0
R 19 (75 0 0 8 (3.3) 0 0
EARHGE 16 (63) 0 0 75 (313) 7 (2.9) 0
Z R 15 (5.9) 0 0 8 (3.3) 0 0
THI 14 (55) 0 0 66 (275) 15 6.3) 0
) RE 12 4.7) 0 0 28 (11.7) 4 (1.7) 0
iR EG > 11 4.3) 1 0.4) 1 (04) 15 (6.3) 1 0.4) 0
sy 10 (3.9) 1 0.4) 0 35 (14.6) 4 (1.7) 0
FEEL 10 (3.9) 0 0 12 (5.0) 0 0
1&F b U ¥ A MfAE 8 3.1 50 0 21 (8.8) 7 (2.9) 0
(RERD 8 3.1 1 0.4) 0 25 (10.4) 0 0
&7 V7 2 v MifE 7 2.7) 1 0.4) 0 15 (6.3) 1 0.4) 0
i 1 BRI AE 7 2.7) 0 0 30 (12.5) 17 (7.1 0
U o SEREOR A 7 2.7) 4 (1.6) 0 19 (7.9) 16 6.7) 0
BN 7 2.7) 0 0 66 (275) 7 (2.9) 0
M i EREE 5 2.0) 0 0 98 (40.8) 48 (20.0) 0
& 4 (1.6) 0 0 25 (10.4) 1 0.4) 0
am % 4 (1.6) 1 0.4) 0 14 (5.8) 0 0
g 4 (1.6) 0 0 43 (179) 8 (3.3) 0
A R ER SR 3 (12) 0 0 94 (392) 63 (26.3) 0
R& @ 2 0.8) 0 0 12 (5.0) 2 0.8) 0
PR 2 0.8) 0 0 14 (5.8) 0 0
T BRI E 2 0.8) 1 0.4) 0 31 (12.9) 16 6.7) 0
RIS
2 (0.8) 0 0 22 9.2) 2 0.8) 0
—a—na/NF—
BEWED E W 1 0.4) 0 0 13 (5.4) 2 0.8) 0
&7V 7 Al iE 1 (0.4) 0 0 15 6.3) 5 @.1 0
Pt B AE 0 0 2 (175) 0 0
FEEE AT R e E 0 0 12 (5.0) 10 42) 1 (04

11



. AR B W T RIE MR 14 ] (5.5%) . Infusion reaction 58 i (22.7%) .
KB 2 4] (0.8%) . ATHERERE: 54 1] (21.2%) . AT4¢ 2 il (0.8%) . Ll %s 2 #41] (0.8%) .
FEORIERE 1 6] (04%) . k46 (1.6%) . NOWEE (FIRIMSERE, §IF
BEREREE . MHEAREREREE) 34 1 (13.3%) . 1 AUBEIRIA 2 B (0.8%) . BAEEEREE (R
MR I, RERIKELRE) 1 6 (04%) | MRS (X7 « NL—JEEIES)
20 il (7.8%) . FEFEZRMKEET 2 5] (0.8%) . HEDHK 461 (1.6%) 1RBDH LT,
Fio. NBK. EEO MR, RS, DR, BEREMHEEE, PER, MK, SRl ZE
FRIE, KA, REALPENBE 28, BRECTHRARIE ., BEEA . FRER . S &I BERITRD LN
Do T ARRIVERZEBURDLIX B F 4 (B A a2 5 1) & 5 RN R 2 Rm T,
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4. MEFRIZDOWT

AFN D538 72 BE & 72 W - FEE L. xﬁwﬁﬁ*iDE%@EWﬁ%%ﬁbt
BRICRHET 5 Z g 7o LR OO~@ D X T A= T gk ic s W ClEHT %
REXTH 5D,

O MEgRIToOWT

O-1 Fito (1) ~ (5) OWVWTNNITEL T HMETHDH Z &,

() EAEFREDNEE T 5 A SHEEILURR S (FGEF RS A2 RoE LSRR
HitE A3 A RS L PE L SRS . HiEk S A RS B 7R &)

(2) FEEHREPE

(3) EBEFFIRINFIRE T D A bT (D3 VW iR &b, 23 A S
W mEkE. DS AR R &)

4) IRIbFRIEE 250w U, SRS LA R 1, A RIS LRIk 2

SRS SRIE S R REES IR 3 Oftisk FEUE AR D SR H 21T > T B ik
(5) PUENERESHI LT & BN O g AR D M 24T - T D fitigk

O-2 EEHE O b FHE KL ORIEHFEBURE O RIS 457 72 50k & S BR 2 FroEhl (F &

DWTITEEY T D ER) 23, Yk R OARAN BT 21O E(TE & L THE

nTnszZk,

#*

® [ERNGFFIUG% 2 HEDOYIMIFHE A& T L721%1C 5 LU EO D AIRIE O ERRHE
EIToTC0WbHZ L, 25, 24D EE, BNARYERESY F & U BRRES O
EEITo-TNDL I L,

® [ERNGFFHUS% 2 FOWMNHE Z21& T L7- R ICTHL S O 23 A SEMIRIE 2 5T 5
UL EOWLEARZOEZITo T D 2 &,

® [EHNGFFHUS% 2 FFOPIIHHEAAE T L7112 4 UL EOBRREBREAZ G LT
HZ L, OB, 3EL L, Wb O AR & & TSR E O BE R
BEEITo-TWNDH I &,

© BENDOEIMFHREEOEFHIZOVNT
R A B T 2 B E SR S, RSN S OBFmAB D, A0 - &
NS PRI E RO E B OERTE 5 D G mIR e, AHEFLNBE L GG o®mE
EBEDPELSLDNATON DRGNS TND Z &,
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® BUWER~DRRIZDOWT
@-1 mEskfEmIC B4 5 B

VR RS O RS 22 BIVE A 2838 8 L2 BRI, 24 FRRIRZIRIKHI O T, Yakhia X
IR R (23T, REL L 72 BIEANCIE U CABRE B L O CT Z ORIEH ORI 2
AR DORERN Y B I G O, B OICRISATRER R 23> Tnd Z &

@-2 BRREFEFIC L 5AEFLAINICET 2 E S

DA D 5 B e Bl e O e & A3 D RN FE D EER =4V v 7
EEDICEROA T V== T 2TWEIRE L ERE LA TE DT — LEFRERH
S TND T &, 7ol BERMEHNZOWNT, BAEE EZOFBEICHFIZEmE T
WAHZ L,

@-3 BIfEA OB Erox it LT

BIVER (RVEMEEE AN 2 . infusion reaction, K4 < /MES « HEEDO TR, AT
AN - ITHERERE T - TR, O - OISR, BHEEDORFIES ., Rk - MRUHEARIE -
HIEFFEE ) RE, P WETE (FARIRMERERREE . RISl . IRl ) . 1
FEIRIA, WEd, Bgneiss (R RIEVER &, RERIRBER%E) . MKk - BBk - FhE
R, MRS (X7 0« NUIERREYE) . EERMKRES . FRQIERIE,
SIS, MR, MEREEMEY o/ SHMERE, BEEOH R, MRS %, hay
BhiRE (&g E2 5ie) OboBE~OMH, I - FEI MR O it
) kP LT, Mk S BRI R O MM A A A EAT & EHE L (RITER O
WO L TRER O XEEZZ T OND R H 5 2 L) B IS 2 AL0E )3
TEXLIRHNESTNDZ &,
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5. BEXRLERDHABE
(G 2ECBE 9 % ]
O FROBHEIZEBWTEAADOEIMEN RSN TND
o ALTFIRIEIERIGIR ORIGUIBRA R 0 BT - ﬁ%@ﬁﬁﬁ$%(ﬂmﬁwcmw
& OPER)
o ALEERIEE A A T HRIGUIR AR/ MET - TR O REE A ORAIRME )

@ TRLICEZ YT 2 BE ST DA OB G L O TIEIC W TR, AAOFRMED
ML SN TR LT, AFDRGHGR LR LR
o O TAHNDAMIEN R S I TWZRUWM O HUENEESFEAI & D Of 5
o (TR mBDIR L

@ ALFRIERIGE OWIGYIFRARE AT « 38 O BB X3 5 i OFUEBMEREE 4] &
DU GIZBW T, PD-L1 O3EHE (TAP) | i@ﬁ%i#ﬂ&éﬁﬁ#ﬁwé
nNTng (p6~7 M) Z b, KflZEET 556121, TAP bR L7z 1T
PGSR OHKi 2T 5 Z ENEE LV, TAP 5 R TH D Z LN MERENT-BE
RV, AROEGOLEME A EICHT 5 2 L,

[Zeatkic B9 2 F 5]
O T nB uﬁié?‘é BECOVWTERARORENER L SN TWDL Z b, &EEIT
DR &,

o KRHNIDORGIT R LIBBUE DBEIERE D & 2 B
@ WREATOFHIIZ W T FRRICEE S T 2 BF IOV TE, AFOFGIFHEE S 720

D, MOIEFERPIL D R WVIGEITIRY | HEICAAZENT 22 L 2BETE D,

o MHEMMEROAEGX iﬂﬁﬁﬁ@%é B

o MR R A CRIVE S 2580 2 I KOG B M D HOH B il g8 <o g i ¢ 2
DI RIEMEEA DN B B 5 B

o HORERBOEI TR L TR MEO A QB RBOBERD H %
B

o EssBRE GEfErHlaBEL 5T) Ob 5 EBH

o KDY IIBEE A AT 5B

e ECOG Performance Status 3-4 "V o H 3

D ECOG @ Performance Status (PS)

Score | BT

0 | &<MERJEHTE 5, ¥l L [ U HEAEIHIRLR T2 5,

PIREYICI LUEENIHIR S D23, BMTAME T, BIEESM - TOMERIIITHI 2L N TE D,
Bl - BOFE, EHIEE

BONTZHSOEDOEIY DO & LNTERY, HREO SO%LJ\J:%/\/ R2vFr Gl =9,

N RS H I S

E<LBT RV, BOOHOED OZ LIFETERY, EEICNy FRTFTilId,

15
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6. BEIZBEL THEITREHEH

O B CEFE N L, BOEREER DRI 2 BRI 5D & ARH O Rtk & O E 4L
D7D WA+ B L T BRT S 2 &,

TRIEBRARIZIENI G | BFE T ORGE A INER MaprttZ2 o L, RE x5
ThbET5Z L,

EREWERH D~ 3T A2 MZoOWT

)

®

AEFNOEEHIZ L0 | WEORIESISIZRR T 5 &5 2 b bk~ e B0
DoLbNAZENnbb, BIEEH7IITV., BENSRBOONTHEICIE, #
EDORIEFONZ L HRWERAORELAZZ[E L, MURENGZK AT 2 &, WE
DFRPERONT K D RIEH R B DL 56 12IE. BB RE R VT RO %%
EBRETLHZ L, e, ARRGHK TRICEEREWERARS bOhAZ ENH D
DT, KRAFEG-ETHOBIEE 2T 2 L,

MEMERERR S LoD Z N5 DT, PIHHER (B, IR, 1%
W) ORERR & O X A O hi s, BIEx2 +o0I1d7H5 2 &, £z, M
W20 U TR CT, i~ —h —50RE+FE+ 25 2 &,

Infusion reaction 23 % 55 Z &M% 5, Infusion reaction 2358 L T=HAIT
X, BB RALE AT D & L bIT, SERAEIE T S F THREOREE o8l
THI L,

R4, FFHSRERS S, PR S Hbivd Z E03H 50T, AFIEG-BtART RO
Fe G WM X EMIAIC IS RER A (AST. ALT, y-GTP, Al-P, BV LE V5D
WE) 2175 2 &,

HORIREE e S . TR E X OCRIBEEEEERN S LD 2 ENH LD
T, AHKIOF5-BRAAHT K O 530 o 3 E IS N IS RERR A (TSH., b
T3, W7 T4, ACTH, fH = —VEORE) 2 FEid 52 &,

1 AUBEIRI (BIE 1 BUERIG 2 5 T0) Db bbiv, FERFMES F 7Y R—v &
WCEDLZERHLOT, Hg, Hl, MEEFEOER OB ML FAIZ+
DEET DL, 1 ARERFN DS AICIEREEFRIEL, AR
H OB HHEDFEY) 2B AT H Z &

BG4 T A D3 AR L CBRWERN T2 Z LR H 5720,
KA OEE THICHREIERAORBICSITEET D,

@ BGB-A317-302 #ABR Tt 6 @ E B, BGB-A317-306 A5k CII&E 5BRME S 48 ##H
FCiE 6 MMM, 0% 9 BRI CHIMRMIZ1T > T\ Z L 2B FIT,
AHNBE G-I EIZ R A TR OMREITH Z &
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RBEEREET A KT A~
FALY X~vT (BIETFHESEZ)
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RAET A




B &

1. 1ZLC®IZ

2. KRHFIOFE, 1EHET

4, FEFRIZHOWT

5. BEXG LR HBE

6. HEIZE L THEHETREEHE

P2
P.3
P4
P.10
P.12
P.14



1. IXT®»IZ

=SS DA E - LAVEDOMER DT DIZIE, IRM SCESR IS o E e 23R
HILD, EBIT, IHAEOREHEATOMEHRC L0 | FUREIRE 22 & OS50 72 58 1 %
FREIRMDEKR EN DT, 2 b OERZ BIZNERBF IR T 2 2 & BB O
B L 72 o Th 0 RFMBGEE & D AT #2016 CERL 28 41 6 A 2 H Fl#EERE)
IZBWTH, FiESRGEOFHORGELHEEZ XD Z L LS Tnd,

BORMEFRE T SR T, KB ER RN 1 7 7 A L BBEFOESR G & 5 2N B
BRHZENDD, DI, AR OLEMEIZET A EWRS 0T 5 E TOR,
VHERMOBELZ R 2T 2 2 LRI N BEICH L THERT 2 & &b, g
FADFEBL U 72 BIC LB 3t % & D 2 & ASATREZR — 18 OO B % Jiii 72 3~ PR A BE <
THZENEHETHD,

L7eiRo T, RATA RT A4 Tk, BAFEBRESS 2N E TIZE LN TV A EFIFH -
FHAR R HS & | LUT O B 38 O il 70 1 & HEME 3~ 2 8RB /R TR B 2
TR O EFEE T,

B ARKIA BT A %, MSATBOE NS ERBS R O HE . AR HEEE N B AR
BRIRMEIE s | —MAEEE N A ARERRNFHE 2 K Ot HE N B AR BP0 /1o
b EER LTz,

R L e AERS  FALY R~ (BEHRZ)

RE L RDRRUIHE 1B OISR RE 2R ELT - FRHE D H

R ERARERORE « hoPUEMEIEEA] & OPFHICBW T, @E, A, FALY
A~7 (Binf#Hz) & LT, 118200 mg % 3 MR T 60
ST CRIEFET 5, 7235 PlalF 5O BEMEN B i Ch i,
2 [0 B LA O B 5-WEEIE 30 70 £ CRIMECE %,
BTy s AT g v XGRSt

hea
[
S5
St
M
i




2. AFIORHK, 1ERBEF

FRAVY XA~7 (Blaf#H#z) (LT, TARHA) EvH, ) X, B N programmed cell
death-1 (LLF, [PD-1) &9, ) IZxTH1gGs 77 T ADE MEE/ 7 1—F L
ik Th s,

PD-1 (%, HUSHRE SIS HEBLT 5 PD-1 U > K (CD274 (PD-L1) } U CD273 (PD-
m))tﬁéb\%ﬁmé%ﬁmﬂﬁﬁék%z%MTwé(meﬂmemm%:
219-42) , F7z, PD-L1 X O'PD-L2 (%, Flix OREEHAMKICHEBLL T\ D Z L RHE S
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 fRE& (X, NEEHAE AN HUR R B0
72 T MIE2 & OBEEE LBk DT DO—2 & LTEZ LN TS,

AFNL, PD-1 OfffasbEE (PD-1 U 4 > RS ICf& L, PD-1 20U H
NT&H 5 PD-L1 LUPD-L2 & OfERZIAET 22 LI2L 0, DAHURFFER 7 T Mk
DIEMAL K ODS ARk~ 2 IS a2 85~ 2 2 & ¢ RS o BsE & il 5 2
EEZ BTN,

AHN DA IED EPEE DGRBS K 2BIE SN Hibi, BEXIILTIS
ELARMEDR DD, AFOEEG PR ORGHITIE, BHEOBELZ T2ITATV, B
D BN HE IR, FEBL L7 FRITIG U7 B A e ik & BB 2 FF OBl & i L Ciil
YIRS W 2 ATV B ORPEPOSIC X S RIER 2S5 b 2 58113, B RE AL
T AIDEGE O YL IE 21T O MEDN D D,



3. ERREE
I UIR A RE 7ot

(A20tt]
[EIFRIL

T RIEFES

* FEFE D H i O AGBRHI R 21T - 7 BRRFRER O il 2 7~ 9,

[RIZEIIAHFER (BGB-A317-305 i)
(LSRR O 70\ y HER2 B2 O YIBRARE 72 Ry A T ST MRiE R &2 3 5 B Mk
RS 997 Bl (RN 101 filZEde) Zxt5s, (R Y EAD
DNER U 7oA P REDFH N TARH & 77 R OA 20 L VL
HiY & U7- 4 b —EmEEMmalBRnN FhE Sz (K1), FEFHEEE TH 5 PD-L1 1
PEMENT RIS 8E M (PD-L1 BELR L, TAP=5%) K OVITT fifdrcf Se4E M 12

Eati g zal 3 YA I

W (0S) 1E, WTHNOERNZIE N TS, 77 R L b5WiE s offH (BUF, TP+CJ)

BE & LR UCARAI LAk & o (LLF, TT+CJ) BECTHGEHEICH BRI R %
wLTz (F 1L 2, 2. 3).
*] o EEAVRATIOEIR SN RIS ERDEIR Ui b REIIUTo LB,
HEVEZ LRI S 7 TRBRTE Y EERT 23 Bt %k
IR U bR
BB LYY T TF L OHEA T+CHE 466/
P+CEE 465131
INARTTIINE VAT TF OB T+CHE 354
P-+CHE 3141
X 1 BGB-A317-305 RBRDT VA
V@A 6 5T 4 7 0
/ \ ¥4 70T LK
T+CH#
HH LR
f \ o A : 200 mg IV, Day 1,
3EmC e
el s,
<l - BT E S 0FEN) = N N
%ﬁgg;@g% - %4 S Y | - .5
5 B 1 GEJ i B A £ 200 m
. - AESD I L .
#i (N=080) 130 mg/m? IV. Doy 1 15 %\T,L}*? 1. 3
5 : f}f\/}L/ . ) ”“:‘,j N
Pl s 1000, mg/m?, 1112005 || TATNE
Aeat) il plg. LHREE. 3B | | 0o b Foitnig
{}_i_)‘:‘tb"ir‘élk‘li“r:*t i Et pe L., 14 H Rt Jé’L A% u-sﬁi' TR
R —u b & 3Rk Ao
ST Z O CRAZRE AR \C ' B
DI 80 ;’AEJZ{’; )_D/v 1 RO 2
o PD-L1 38 (|5 |- e T & . i
S ) 5-FU 800 mg/m?/[1 IV " ﬁﬁ 'Jﬁ:ﬁ
o WG (i1 Day 1Dy iz 9H 24 DRV
f{; h M e i AL 3@l ke > — ?ﬁ:‘ T
h’xfﬂ . ) UuA i )
. ,,,fyéﬂ fT[;[;[I[;E \ / o '7+—}: iR )
@ N
M, b s p. .
TR d P+CH# 1‘6(}0:“; £ / 1
77 e L E R H zllll]ﬁ|| H”il{
1'L SR ARECRE LN ,?.ﬂfli 31‘|,r_hljul'l
| S HERL i Wi \ J
\_
e

B D24




# 1 0S O HERT B (PD-L1 BEER (TAP=5%) . 20214810 A 8 BF—&hvh47)

T+C P+C
(274 1) (272 i)
OS | whsfir [4H] 17.2 12.6
(95%f= X ) (13.9,21.3) (12.0, 14.4)
AN R 0.74 _
(95%(FHEX ) ™1 (0.59, 0.94)*2
PfE () ™3 0.0056 -

*1 : Mg (RT 2 7 %t 2 O oo Hiulsk) K ONEIHinE O A 4 @RI 7 & L7z @RICoxtufFl i — REF L
#) 1 A EKUEI 6 L 7298.2%CTiE [0.56, 0.98]
*3 : [@Rllog-rankiRE (JBRICox LN — RET L LERI—ORERIET) . BEK%E (F{) 0.0092

X 2 OS O HFfFEHTEED Kaplan-Meier Bift (PD-L1 BBH#EEM (TAP=5%) . 2021 4E 10

A8BTF—Fhy bF7)

1.0 =
0.9 =
- Amm A :n=274, events = 130 Median:17.2 95% CI 139-213
0.8 -=  AmB:n=272 events= 161 Median:12.6 95% C112.0- 14.4
0.7 =
B HR (95% CI): 0.74 (0.59 - 0.94)
=2 06 Log-rank test p-value : 0.0056
E
o
£ 05+
E
g 0.4
7]
4,
03 *#4_
R
+_I
0.2 4 -t
4--+
0.1 =
(3.0 =
L} L] Ll 1 L Ll L] L] L L Ll L Ll L L L] 1
0 2 4 & 8 10 12 14 16 18 20 22 24 26 28 30 32
Time (Months)
Number of Patients at Risk:
Time: 01 2 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
ArmA 274264 262 252246234 227219196185 167144122109 93 77 70 62 52 47 38 35 30 22 19 14 11 10 9 6 3 1 0
AmB 272268261 254 237226 215203 189 168 156 141 118 94 80 70 57 49 44 35 26 20 16 13 12 9 6 5 2 1 0 0 0

*Arm A:T+CH#E, Arm B:P+C~7 7 & RE#




# 2 0S ORKMEHER ATT £H.

202342 H 28HT—42 Vv b A7)

T+C P+C
(501 1)) (496 1))
oS houiE [ A] 15.0 12.9
(95%(E #E X ) (13.6,16.5) (12.1, 14.1)
NF— 0.80 _
(95%(E4EIX [H) ™! (0.70, 0.92) "2
PAE (FH)) ™8 0.0011 -

*1 0 Hug (T U7 32 OfoHR) | PD-LIRHL K ONERERS O F 14 ERIR T & L7 E3ICox 41
NP— FET L

*) L HEKYEICRIE L7295.5%CHE [0.69, 0.93]

*3 : @Rl log-rankiRE (JBRICox LN — RET LV ER—DRHIKNT) . FEA%E () 0.0226

X 3 0OS OBASENTRED Kaplan-Meier B (ITT M, 20232 285 —# b » b2
7)

1.0 - *M"'m
N
0.9 I,)
*‘t.,,\ — Arm A :n =501, events = 370 , Median:15.0, 95%CL 13.6 - 16.5
95 g3 Arm B:n =496 , events = 406 . Median:12.9 , 95% CT 12.1 - 14.1
'\\
0.7 Ny .
. % HR (95% CT) : 0.80 (0.70 - 0.92)
% 0.6 - 3 \T Log-rank test p-value : (L0011
E TN
E +: *‘
s 054 LN
= T
E } R
B 0.4 ey
A g
i \M
Ty e iy,
0.2 Ty Tl
‘Hi-qa_u._l i
Sy
0.1 +
0.0
I 1 I I T T I ! T ! 1 T I ! T I ! 1 ! I T U ! T I !
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50
Time (Months)
Mumber of Patients at Risk:
Time: 0 2 4 6 B 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 30
Arm A 501477 445 404 355 316 278 254 226 202179 165152130107 77 39 53 43 31 22 13 10 4 1 0
Arm B 496 472 431 398 344 304 264 218 186 155136119109 96 73 52 39 29 25 20 15 6 3 2 0 0O

*k Arm A: T+CEE, Arm B:P+CHf



(PD-L1FE LR B D A 50 E)

EBRILFESBIMERER (BGB-A317-305 #lR) ICHA AN O NTZEEZD S B, JEGH
WARIRIZ I D PD-L1 OFEBLKDIL (TAP) ICBT A IEMA G ONTZEEDOT — 2 12K
3%, PD-L1 RBEBLRIBIOERIR 72 AT AT o T A MEORERIZLL T D LB TH -
77

#3 PD-L1FEBURHLBIDOSDBRAMMEITHER (BGB-A317-3053BR. 20234E2H 2885 — 3 v b2 7)

\ L AU K 08 —
PD-L1 33 B G %L %) FIAE [95%CI] NP — L2
° (B A) [95%CI]
T+C 227 178 (78.4) 14.1 [11.9, 15.6] 0.91
< 0,
TAP<5% P+C 224 187 (83.5) 12.9 [11.3,14.7] [0.74, 1.12]
T+C 138 108 (78.3) 13.8 [10.8,16.2] 0.91
-S < 0, 9
SEIAPEIN T pe 127 101 (79.5) 133 [12.0, 15.0] [0.70, 1.20]
T+C 136 84 (61.8) 22,5 [16.4,26.4] 0.57
=109 ’
1AP=10% P+C 145 118 (81.4) 123 [113, 14.9] [0.43. 0.76]

*1 : PD-L1 HERRETh » 7o BE IR S 72, *2 @ R Cox Kol — FET L

PD-LI Status; TAP < 8%
10

£ 2 S

E’ 70

| @

=

o 4

: »

E n —._"‘Q‘“-—.,_._____

@ u T ——————

o £
........................
9 2 4 B B 10 92 W % 18 W 2 M ¥ W W R M MW M O L M BN
Time (Months)
HNo. At Risk:

{1 T I W0 176 156 130 122 109 03 82 TO 63 S5 46 M T N W % 12 & 4 3 1

FDLLL Status: TAP Score 5% - 1%
100

g o

> B

=

2w

2 =

o4

I

z 2

@ 1

[ 3
0 2 & & 8 10 12 14 18 18 0 2 M M B W I} M 36 I8 40 42 44 26 48
Time (Months)

No. At Risk:

T 130134 125 116 08 84 T3 6 S 47 4 33 18 M 7 W o W T 5 3 3 10
PINLE Status: TAP == 10%

100

Survival Prohability (%)
a

O 2 4 6 B W 7 WM BN MM NN MW MN N QM ER D
Time (Months)
No. At Risk:

5120 T V210 B4 B T T T3 M M 2 8 & N m oz T TNoe 8 o4 2 1

X4 PD-LIFREIRHLEID OSD BN B D Kaplan-Meier i (BGB-A317-3053R8k, 202345228 F —%
B hA7) (BB : TAP<5%. HE : 5SSTAP<10%., TE: TAP=10%)



[Z244E]
[EI PR AL RS AR RSR  (BGB-A317-305 #tlk)

BEFRIT T+C BE 495/498 1] (99.4%) . P+C £ 486/494 #l (98.4%) (258 B, IR
B & ORI FEIRNEE T RWA FHRIL, 22 483/498 il (97.0%) J TN 476/494
B (96.4%) T3 BTz, WT I ORETHRIEIA N 5% LOBHWEMIZ TRO LBV
Thoi=,

F4 OVThPOHETEHREED 5% EOBIER (BGB-A317-305 38R)

BlE (%)

FARGE

(PT: Preferred Term) O Prow

(MedDRA ver25.1) 498 {1 494 {51

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2RIEH 483 (97.0) 268 (53.8) 11(2.2) 476 (96.4) 246 (49.8) 4(0.8)
LN 237 (47.6) 13(2.6) 0(0.0) 232 (47.0) 9(1.8) 0(0.0)
FARIRGE 182 (36.5) 14 (2.8) 0(0.0) 185 (37.4) 16 (3.2) 0(0.0)
i/ R E R 175 (35.1) 56 (11.2) 0(0.0) 183 (37.0) 57(11.5) 0(0.0)
5 P ER BRI 168 (33.7) 59(11.8) 0(0.0) 160 (32.4) 57(11.5) 0(0.0)
Mg 161 (32.3) 1122) 0(0.0) 162 (32.8) 12 (2.4) 0(0.0)
=il 158 (31.7) 25(5.0) 0(0.0) 163 (33.0) 37(7.5) 0(0.0)

TARGE BT 146 (29.3) 13(2.6) 0(0.0) 137 (27.7) 4(0.8) 0(0.0)
NV RT =T — M

SNk e iy 119 (23.9) 15 (3.0) 0(0.0) 134 27.1) 8(1.6) 0(0.0)

TI=2vT I RT 113 (22.7) 8(1.6) 0(0.0) 97(19.6) 4(0.8) 0(0.0)
A7 =7 —EHM

T 111 (22.3) 12 (2.4) 0(0.0) 126 (25.5) 1122 0(0.0)
EWMERE =2 —1,8 106 (21.3) 1(02) 0(0.0) 116 (23.5) 3(0.6) 0(0.0)
Fe

FE - BEFEFRANETE 95(19.1) 15(3.0) 0(0.0) 93 (18.8) 10 (2.0) 0(0.0)
SRR

I 76 (15.3) 10 (2.0) 0(0.0) 71 (14.4) 7(1.4) 0(0.0)
%t 75(15.1) 9(1.8) 0(0.0) 61(12.3) 6(12) 0(0.0)
I BRI 74 (14.9) 33(6.6) 0(0.0) 80 (16.2) 34(6.9) 0(0.0)
ST BIR 69 (13.9) 1(02) 0(0.0) 67(13.6) 0(0.0) 0(0.0)
M e ) L e 61(12.2) 7(14) 0(0.0) 58 (11.7) 3(0.6) 0(0.0)
/R E 60 (12.0) 15 (3.0) 0(0.0) 56 (11.3) 14 (2.8) 0(0.0)
RE R 58 (11.6) 0(0.0) 0(0.0) 54.(10.9) 0(0.0) 0(0.0)

LRI RSRE IR T 57(11.4) 1(02) 0(0.0) 13(2.6) 0(0.0) 0(0.0)
Z 9 FEIE 45 (9.0) 1(02) 0(0.0) 9(1.8) 0(0.0) 0(0.0)



BE (%)

EAGE

(PT: Preferred Term) Tew prom
(MedDRA ver25.1) 498 {3l 494 {51

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
9 L B E 44(8.8) 6(12) 0(0.0) 44 (8.9) 7(14) 0(0.0)
FEh 44.(8.8) 3(0.6) 0(0.0) 25(5.1) 2(0.4) 0(0.0)
{5 40 (8.0) 1(02) 0(0.0) 46 (9.3) 1(0.2) 0(0.0)
ET7 L7 3 38 (7.6) 1(02) 0(0.0) 46 (9.3) 2(04) 0(0.0)
IR S 36(72) 7(1.4) 0(0.0) 35(7.1) 7(1.4) 0(0.0)
BB 34 (6.8) 2(0.4) 0(0.0) 36 (7.3) 0(0.0) 0(0.0)
%95 34 (6.8) 0(0.0) 0(0.0) 9(1.8) 0(0.0) 0(0.0)
(& U AL 28(5.6) 6(12) 0(0.0) 33(6.7) 9(1.8) 0(0.0)
B E 27(54) 1(02) 0(0.0) 27(5.5) 0(0.0) 0(0.0)
Y L SEREHD 26(52) 5(1.0) 0(0.0) 20 (4.0) 5(1.0) 0(0.0)
REF 16(32) 0(0.0) 0(0.0) 25(5.1) 2(04) 0(0.0)

¥, T+C BRIz W CHEEMENMZRE 16 51 (3.2%) . Infusion reaction 220 i (44.2%) .
KiG% 6 Bl (12%) . /DB 2 B (04%) . BEDO FHF 12 6] (2.4%) . FFA4 9 #
(1.8%) . NTH&RERET 199 fil (40.0%) . AT 8 fil (1.6%) . LMiH% 3 B (0.6%) . H
FE D R R E 20 1] (4.0%) | #5253 61 (0.6%) . RREUHEURE 1 61 (02%) . HEAEM
HESJE 161 (0.2%) . W WESE (HFUIRIRHERERE S . BB REREE . MRS
66 B (13.3%) . 1 BUBEIRIA 551 (1.0%) . ER 11 (0.2%) . "EHéRERETE  (RAME )
BB, RERIRERE) 961 (1.8%) . W%k 14 6l (2.8%) . MffEE (F7 2 - "L
—REMGERESE) 239 5] (48.0%) . HEERMRIEDE 22 fl (4.4%) . #RMARZERAE 5§
(1.0%) . EEDFHK 49 5 (FEE 5.8%) DNRD LIz, Fio, OB, BEEK, HFiH
R, L, SE DR, LIRS RISEE0 B2 b o 72, AREWEFREBLR D% B
4 (BERMREERT 251 2a0EHERETR~T,



4, HEFRIZDOWT

AHFN OG- 72 BE 72 W - B L, AFIOREGIC L0 EEZEIERZ388 L
BRICRHET 5 Z g 7o LR OO~@ D X T A= T gk ic s W ClEHT %
REXTH 5D,

O HERITONT

D1 Fitd (1) ~ (5) OWVWTNNICHLYTHMFETHD Z &,

(1) BAEFZERENIEE T 20 ASPa LIRS (BB IR0 A2 s L 0w
Hie A3 A RS L EE L R RE . HiEk s A RSB 7R &)

(2) FEEHERERPL

(3) ARENFRINFEDFEE T 25 AP EEmET (03 U2 ROEHEHR EWbT. 23 U2l
W 1IRE. 23 ARSI HEE R e &)

(4) IMRAEFIHIEE A RE L, AORIESA FREZIE 1, S RIS L AR IE2 R 2
M ARNEIG b L2 R 3 OREs%IEEILR DR 21T > TV D itk

(5) DU A AL BN O i 5% FEHEITAR B R & 1T - T 2 fitisk

@-2 HiE Ok L ORIVE R BLRF Ot 47 72 ik & i & FeoER (TR O
WM YT B ERN) 23, MR OARFNIET 1O ELE L L TRE Sh
TWbZ &,

#*

o [ERNGRRFEUSRL 2 FEOVMIBHEZE T L2212 5 AL EO D ATRIR O EHE
EIToTCW0WbHZ L, 25, 24D EIT, BNARYHEEEZ F L LIZBRIESZ O
EEIT-TWNDH I L,

o [ERHRFFEUFL 2 FEOYIIHE ZE T LI 1% IS THILEIE O S A SIIRIEZ & e S
UL EOWELESAR 2O ZITo TS Z &,

o [ERGREFEUS% 2 FOPMINHE ZE T L2122 4 4FLL EORFRRER 2 A L T\
HZ L, b 3EDRIE. THLERE DM A SRR 2 G e LR S DO G A B
BEEZIToTCWNAHZ L,

OB D ERELFREHOMEHIZONT

PRSI B HE ST 2 BT S L Sy, BURAEN S OERE D, oM - L
YEEIEAIE RO B OEMISE (ST 2 gt AEFSRRAE LG E oW
EBEPESLNATON DRGNS TND Z &,
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® BER~DORHIZONT
@-1 FEsfmHIC B4 5 B

MR PERR RS O EE R BIER NI AE LZBIC, 24 FRRIRZRIEHIO T, Mi%hax X
IR R (2T, REL L 72 BIEANCIE U CABRE B L O CT F ORIER ORI 2
AR DORERN Y B I G O, B OICRISATRER R 23> Tnd Z &

@-2 BRREFEFIC L Z2AEFLAINICETHE S

DA D 5 B e Bl e O e & A3 D RN FE D EER =4V v 7
EEDICEROA T V== T 2TWEIRE L ERE LA TE DT — LEFRERH
S TND T &, 7ol BERMEHNZOWNT, BAEE EZOFBEICHFIZEmE T
WAHZ L,

@-3 BIfEA o2 Eroxt it LT

BIVER (FEMERIE BN %, infusion reaction, KAHZE « /N2 « TEO FHI, I
A - IFRERERETE - T2, Ok - DR, EEO RS, Mk - B RRIE -
HIEFFEE ) RE, P WETE (FARIRMERERREE . RISl . IRl ) . 1
FEIRIA, WEd, Bgneiss (R RIEVER &, RERIRBER%E) . MKk - BBk - FhE
R, MRS (X7 0« NUIERREYE) . EERMKRES . FIRQIERIE, /4,
SRR, MEKR, MEREEMEY o HMRERE, EEOH R, m MRS %, s
BhiRE (&g E2 5ie) OboBE~OMH, I - FEI MR O it
) kP LT, Mk S BRI O MM A A A EAT & EHE L (RITER O
WK B U TSR L OSSR A Z T ONAEMICH H 2 &) B HIHE Y 22 AL E A
TE LRGN ESTNDHZ &,
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5. BEXRERDBE
[HWEIC R 53 E]
O FRtoHEEFIZBWT, AFILLERRIEL O G OAINEN /RSN TND,
e HER2 [EMEDOIREUIMRAHE /R EST « B3O HmBE
£ B SALSERIEIU T O L 89,
FHXHY T TF L ROH R E
o L RFFFURKVSFU

@ TRUZEEY T DB KT DARFN OR G OE ] J7 IS DWW T, ARAIOA Bhit 73 e
VSN TELT | AFNOER G R LB,
o DTAAIDOERMEN RS TR ML O BTN R A & O O % 5
o Tl OB
o HER2 BGMEDIRIEYIBRARE e HES T - I D B

@ [EFEILFFE MRS (BGB-A317-305 5B%) (28T, PD-L1 3= (TAP) 12XV
AN AR & OB G OFMEN R ZEANRBRINTND (p7 2H) =
EDD . ARH L OPUEMERELL A & O PGB L Tk, TAP bR L7 TR
Su[G o295 Z ENEE LV, TAP 28 10 Kiii CTH D Z L BRI NT-BE
IZBWTIE, ARALSAOERIERR L BEST 52 &,
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|Gz it S e )
O TRIZEYT2EBFTITONTIEIARFORENEEDE SNTVWDHZ &b, BEEZT
DR &,
o ARFNDRSIITK LiBUE OBEEED & 5 B3
@ TBRATOFHIIZ BN T TRIZEE Y T 2B 2OV T, AAIO#E GITHER S 720
D, MOIEFERIIE D R WVGEIIRY | EEICAAZHEH T2 2L 2BETE 5,
o MEMMEBROEI I ED & 5 B
o MR IR AT CRIVE S 2 780 2 BB K ONE B 1M D HUH B il 28 <o Gt il ¢ 45
DI IIEMELZAL DS I B 5 B
o HACHEEBOSI XIS L  IXHERMED B O REOBTERED & 2
B
o RESBMIE (EmEslaBELE ST ObHEE
o WO EE AT A BE
e ECOG Performance Status 3-4 " o> i

D ECOG @ Performance Status (PS)

Score | BT

0 | &<MERJEHTE 5, ¥l L [ U HEAEIHIRLR T2 5,

PIREYICI LUEENIHIR S D23, BMTAME T, BIEESM - TOMERIIITHI 2L N TE D,
Bl - BOFE, EHIEE

BATARE CH Y OHDEIY O Z L33 X CRBEIEIMEEIZ TE 220, B 50%LL B3~y RAATiR 9,

RONTZHGOEOEID O L LNTER, BHEO 50%LL L&y RO CiRI 3,

N RS H I S

LET RN, BOOFOREY OZ L TERY, BRIy R+ TilId,
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6. BMEIZBEL THEITREHFH

O B CEFE N L, BOEREER DRI 2 BRI 5D & ARH O Rtk & O E 4L
RO iC ez Ho B i LTS ERT2 2 &,

TRIEBRARIZIENI G | BFE T ORGE A INER MaprttZ2 o L, RE x5
ThbET5Z L,

EREWERH D~ 3T A2 MZoOWT

)

®

AENOEEHIZ L0 | WEORIESISIZER T 5 &5 2 b bk~ e R BOpiE
DoLbNAZENnbb, BIEEH7IITV., BENSRBOONTHEICIE, #
EDORIEFONZ L HRWERAORELAZZ[E L, MURENGZK AT 2 &, WE
DFRPERONT K D RIEH R B DL 56 12IE. BB RE R VT RO %%
EBRETLHZ L, e, ARRGHK TRICEEREWERARS bOhAZ ENH D
DT, KRAFEG-ETHOBIEE 2T 2 L,

MEMREERN S Db D Z ERH 50T, MIHER (BOlh, RN, 1%
W) ORERR &L OIS X A O hi s, BIEL2 +o1dTH9 2 &, £z, M
W20 U TR CT, i~ —h —50RE+FE+ 25 2 &,

Infusion reaction 23 % 55 Z &M% 5, Infusion reaction 2358 L T=HAIT
X, BB RALE AT D & L bIT, SERAEIE T S F THREOREE o8l
THI L,

R4, FFHSRERS S, PR H Hbivd Z E03H 5 DT, AFEG-BtART KO
Fe G WM X EMIAIC IS RER A (AST. ALT, y-GTP, Al-P, BV LE V5D
WE) 21752 &,

FORIREE RERRE S . TR E X OCRIBHREEERN S bbNH Z L nH LD
T, AKIOF 5 BRAAHT K O 5 R o X E SIS N IS RERR A (TSH., b
T3, W7 T4, ACTH, i =T —VEOWE) Z#FET 22 &,

1 AUBEIRIF OBIE 1 BUEIRIG 2 5 T) b bbiv, FERWMES 7Y R—v A
WCEDLZERHLOT, Hg, Hl, MEHEFEOEROFEBLMmAE Lo FAI+
DEET DL, 1 ARERFN DS AICIEREEFRIEL, AR
H OB HHEDFEY) 2B AT H Z &

BG4 T A D3 AR L CBRWERN T2 Z LR H 5720,
KA OEE THICHREIERAORBICSITEET D,

@ BGB-A317-305 BRI G-BHAA O 48 % £ Tl 6 AN, Z 0% 9 HRH
WE CHIMRHl 21T > T\ e Z L 25 E (12, ARG I EIICmig s T2h
ROMREITH Z &,
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