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A% BEFLIZOWT, BIRE LD & B Y BER IR, (REEFTER E & ORI X 0
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L BEWLET,
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FAL Y X~7 (Blaiz) WHOEEFRHEET A KT 4
(_EMEEERE) DOVER M O AHEES A K74 v (BEELOE
JE) DL IEIZ OV T

R A BGE S & O FAR T #2016 CER 28 42 6 H 2 H B&RIE) IRV T,
B ERE S O H OB bHEEZ XD Z E RV IAENT D L EZIT T, &
B EIRGS 2 IS L E R BF IR 2 2 L 2 BRI Tl e 1 K7
AV BERTDHZEELTOET,

SR, FAVY A=7 (Biaffiz) BANCOWT, RIHSERE IS5 L CREH
TOHROREFHZNRO LBV FolfE HHEET A R4 LT £ &0
FLEOT, ZOHERICHTZ> TULX, ATA RTA4 OV THESND LD,
EENOEFEME R OSRR3 2 FmaE B LET,

Flo, FAVY A= 7 GBI Z) 8542 fEm K OB L CTERT
LHEEOBERBZOWTIE, [FALVY X~ (s -#Hz) BUAI O fow i
HeHETTA R T A 2 (B 12OV T (B84 6 H 19 AT EFIEFEI 0619
W1 SR EA ERR R E R R R EA) Slc ko i e
A RIA4] ELTRLTERLEZATT,

S, FALY X~7 (BlaHl#az) ®/AZOWNT, B LI SCE
DYUGETITHEN, I FERHEET A R 74 V%, TNENHRO LB WIEW= L
FLIZOT, BEENOERERE L ORI 5B MmEBECLET, WEZD
[ HHEE T A R T4 ) X, BIRBBED LB TT,
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(BB I XS IERB57)

B
4. FERIZDOUWNT
(%)
@RIWEH ~DRHAZ DU T
(%)

@-3 BIEHOBWr-CxHGIZE LT

BIVER (EEMEMZEEIZINZ, infusion reaction, KAGZE -
NS - HE O TR, ITFAA - FFERREREE - TR, Ok - DI
K. EEOKERE, ik - BEUHRAE - BAEMEE, N

wpEE (FLERIRPERERR T . BB TREERETE . T RApkaEla®) . 1 &}
BEPRI . Bk, BPRRERRE URAE REMER &, ARERIFERE) .

b2 - BEIEEIE - FFBESE . AIRRFEE (X7 v « NU—EERES) | B
B oMk, ke ZEeE, ik, S0 BR, ER,
BREAMEY o SHRRERE, EEOE &, B LMIRE K. IR
i GEMEMBHERE 2 &te) OH D BE~OMHEH, IF - IBIRE
PR O SRR AR) (2 UL Y it e S alr I P R BE oD B P
Pea A3 5 EAN & L (BIER OZK-OXSICE L CTRE RO
THEEZITONDRMEICHD L), EHIZHEYRMENRTE S
REINE S TNWE Z &,

@RIEH ~D%HRIZ 2N T

(%)
@-3 BIEH ORZWrLx B LT

BIVER (FMEMEMZEEIZIN A, infusion reaction, K -
/N - BEED TR, R4 - ITREREREEE - TR, DAk - DI
K, BEOREREE, ik - BIEHESE, NowEE (R

PRRERE T, RIBPRRERRTE ., TIMAMKRERT) . 1 BUBEIRF. IR,
ERRRERE T (R RV 2. RERIRRE RS | Mg, fhiths

F (F 72 - NUEREES) . BEELMEEE, FHRmAeIER
JE. fitZ. BEOB R, BALPEIRE R, MEOHBRE, SRR -
TR, 5O, it (EmemagiiEzats) o
% BE~DOHEM, - RN O R MES) 12 LT, 34
%t % ST Bl SR A B O B P 2 A S IR & L (IR
DZW I L THEER OB ZZ T ONDR(MEITH D Z
&) EHIZHEY)ZRAE D TE DKM D> T D Z L,




P #0

Sl FAHEE T A K2 A > OWETERT BT IHxIRER)

(BB I XS IERB57)

E<l)
4. FERIZDOUWNT
(%)
@RIWEH ~DRHAZ DU T
(W)

@-3 EIEHOZWr->kH 2B LT

BITER (FMEMEMZEEIZI A, infusion reaction, KHHHK -
NS - HE O TR, ITFAA - FFERREREE - TR, Ok - DI
K. BEOKERE, ik - BEUTHRARE - BREMHEE, N
Wik (FRIRMERERR S . RIS, TR HRRERRE) . 1 Y
PERIA . e, B URMERIEMER K. REKIKERE) .
b o% - WA - FRER ., FRkIEE (F 7 v - NU—JERIES) . &
Bkl FiRnieZERE, 2, S5k, MER, M
EREBIEY o SHHERERSE, EE O TR, W LIEILE R, el
i GEmHBHEEZ &) OHDEE~OHH, I8 I
PN OV RS ) 1Tkt UL Y3 e S Joal B 1= e i B oD B Y
Mz A9 % EhAD &EE U (BHWEH OBZBr-ox NI L THRE LD
IBEEZTONDIGFMHICHAZ L), EHICERLENTE D
KIS TWNWDE Z L,

@RIEH ~DH IO T

(%)
@-3 RITEH OZWr-eoxtSIZE LT

BIVER (FMEMEMZEEIZIN A, infusion reaction, K -
/N - BEED TR, R4 - ITREREREE - TR, DAk - DI
K, EEDOKLGEE, FHix - BT RMAE - BIEGHEE, N
wipEE (FRIRRERERR S . RIBMERERE . TR (REERERRTE) | 1 1Y
PEIRIA . B, BRERERE S URMIAE M EMER K, RERIEBRE) |
M % - BEMR S - F, RkIEE (F7 0« NU—EBRES)  H
B mkleEs . BRIARZERIE, 2, S8 I RK, BEEDOH K,
AL MENEAE 2% | IBen B iElE Q& meEraBiiE 2 5d) Ob bR
Fr~OMEH, I - IR B O R M%) (26 LT, Y%k
AT FRERAEEA DO MM LG 5 AN & U (RIHEH O
DX L THRER O EZ T oNL5MICH L2 &), |
HIZHE Y72 ME DS T E DKM > T D 2 &,
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1. ITC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEICE D Wl 226 23R
BId, LI, IHFEORFEREIFOEARAC LY | FUREIS 72 & OFH0 72 8T BLVE %
JPESEMPARBENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
R L 725 TRV R MBOEE & S0 BT #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOFAORBELHEEZXD Z L L& TnD,

BOREABTESR G, EEERSCR 2T 1 7 7 A VBBEF O ESK T & B 5 i i
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENWFINBEICH L THERT 2 L &I, BIE
DB LB EE 23t e & D 2 L AR 72— O BF % ji 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA Tl FAEEBELZNE TILBE LN TV DEFIETFH) -
BHR RN EE-S & | LUT D ESE S O feiii 72 5 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEHE T,

I, BAA FTA A%, ATBUENEREK L ERES R O, A EHEAN B A
BRI o . — At ENE N B ARBRIR NEHE S K O AEFE N B RS 2 O W
J1DH EERR LT,

WL R AEES  FALY XvT (BETHHZ)

KGR DREUTHR - B URIE RS 2 A1 5 L IHEERE

HEEBRHAERVORE : 7 Ay ¥ EUEBRE R N AT T F o L OFRICE VT, lH,
FNIZIZ, FALVY X~7 (B FH#az) & LT, 1[E200mg
% 3 MR T 60 2372 CTRIEFET 5, b, FIEERGOA
PN BAFCHIT, 2 [\ B LIEOF 551X 30 77 F THifE T
=5,

B R 22 H:E—UL « A7 4 XEREH




2. AFOKK, 1ERBERF

FAVY Av7 (EaHEz) (BUF, TARAL EvH,) 1E, B b programmed cell
death-1 (BLLF, PD-1] &\ 9,) 12T 25 1gG4 ¥ 727 T ADE MEE /7 v —F Lt
MKT‘%E)

PD-1 1%, FUFIE MR FEEL T 5 PD-1 U 7> K (CD274 (PD-L1) K U* CD273 (PD-
L2)) krﬁ%/\b IS E Z AITHIET 5 £ B 2 5 T4 (Immunol Rev 2010; 236: 219-
42), F7=, PD-L1 X O'PD-L2 |%, flAx OREEMICHEIAL TWD 2 ERHRESNTE
Y (Nat Rev Immunol 2008; 8: 467-77) . PD-1/PD-L1 #&# 1%, FEEAMAE S LR R A7 T
AR O OWBREZ BT 2T DO—2 L LTHEZX LN TV D,

AHNL, PD-1 Offas el (PD-1 U &> RiEA ) (2FEE L, PD-1 & 2D U
R T&®% PD-L1 LU PD-L2 & DfEEEHETLHZ LI, DNAPURF R T Ak
OIEMAL K O AR 39 2 A S BTG 2 i35 2 & C, g O &2 Il 5
EEZLNTND

AFNDIE TR 3D < B DRSS L DBEIEREN O bbb, HEX iﬁEti’
£ % WH @7%3?)5 AR O EH R O 5%, BEOBE L +3I2ATV . B0
D BN E T, BB LT FS FEL?‘_iﬁrﬁ%’]ﬁ’ﬂﬁa&ﬁ:%’i’%“)l:ﬁfﬁk@#L“Cfa?
J@Jiﬁﬁﬁﬁ%lJaﬁ)Lﬁ%ﬁb\ W DRIESUSIZ & D RIER N gD 56121, BIF R E RV
T UF OGO Y 7R ALE 21T 5 ) Z?J Do



3. BRERAE
B3 T fRisk 2 9 5 _EIHEERE O KGR IR 21T - 7= B R e B 0 ilhs 2 7~ 97,

[H2hE]

WAV EIIFEBR (BGB-A317-309 35R)

{EFFRERE D72 38 TR R 2 A3 5 g B 263 Bl 2t RIc, Ay
ZEEBEE VAT T F o EOPH (BLF, TGCY) 5T T, AFE 7T EROER)
PER OV Z e E i35 2 L2 B & LT BEA b B e £ S vz, =
SSHE H T 5 RECIST v1.1 [ZES Mz FHMEE RS (LT, TIRCY) HIEiC X 5 %
HEAGIE (LT, TPFS)) (I2oW T, TR E GC LoftH CIF, [7F7k8R
/GC)) BEE M U CARAIE GC & DfFH (BLT, TARAIGC)) B THREHFIICH BRI
ERRo o (F1, K1)

1 SHALFREEO /RN, U FIEER T X 5 AL R OB L6 % B e L R R
TR DOR T 6 71 LR L7810 FE3 L < ISR L. 43R ISR 5 2 L AR E
DI

% 1: PFS OHRIfFITRER (IRC HIE, ITT M, 202143 826 A7 —F B v + 4 7)

AFA/GC B 7 Z & R/GC B
(131 %) (132 f51))
PFS o [ A 9.2 7.4
(95%(5 FE X [H]) (7.6, 10.1) (5.6,7.5)
ANP— R 0.52
(95%1E FE X ) (0.38, 0.73) ™2
PfE (A * <0.0001

1R (B, 40 KOWFER (b, 22L) ZERIRT & L@RICoxtfl T — RET L
*) A EIKYEIS S L7297.1%CHE [0.36, 0.75]
*3 : J@Bllog-rankiiE (BRICoxHLpFI NV — FEF L & E—DERIET) . AEK%E (F{A) 0.014449



Progression-Free Survival (%)

Number at risk

AFHI/GC BE
7 7% R/GCRE

1 : PFS O FEfENTIRF D Kaplan-Meier B3
(IRC HIZE, ITTH£H, 202143 H 26 BT —% v b4 7)

100 -
90 -
80 -
70 4
60 -
50 -
40 -

AFHI/GC RE

/

30 +

20 - /

— 75 R/GCRE
0
0 3 6 9 12 15 18 21 24
Time from randomization (%7 )
131 108 70 42 13 6 1 1 0
132 98 50 14 6 2 1 0 0



[Ze21E]
WAV EIIFEBR (BGB-A317-309 #5R)

RBRIEZ D72 & 1 BliREG SNIBFICENT, AFFRIT. AHI/GC B 133/133
B (100%) KO 7 BHR/GC EE 129/130 (99.2%) (258 S, JRERIE & DK FEHR AT
ETEXRWAEFRIE, AFI/GC B 133/133 11 (100%) KON Z & R/GC B 129/130 4

(99.2%) TR BT (2023 44F 12 A8 HTF —4% v b4 7)),

WT IO TIIFNED 5% LORWERIZR 1O BY ThoTo,

F1 W FNHOBETREEE 5% EOBER (BGB-A317-309 3X5)

AHN/IGCEE 77 & R/GCRE
EAE (N=133) (N =130)
(Preferred Term) 4Grade Grade 3-4 Grade 5 4Grade Grade 3-4 Grade 5
(MedDRA ver. 26.1) n (%) n (%) n (%) n (%) n (%) n (%)
REIEM 133 (100.0) 100 (75.2) 2(1.5) 129 (99.2) 107 (82.3) 2(1.5)
2 1. 114 (85.7) 39 (29.3) 0 (0.0) 117 (90.0) 43 (33.1) 0 (0.0)
U HRERER D 82 (61.7) 39 (29.3) 0 (0.0) 77 (59.2) 49 (37.7) 0 (0.0)
SHIES S~ e 80 (60.2) 40 (30.1) 0 (0.0) 82 (63.1) 51(39.2) 0 (0.0)
TN 76 (57.1) 0 (0.0) 0 (0.0) 92 (70.8) 2(1.5) 0 (0.0)
s R SR> 72 (54.1) 27 (20.3) 0 (0.0) 80 (61.5) 33 (25.4) 0 (0.0)
RAEOR 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)
U P ERIBE 47 (35.3) 30 (22.6) 0 (0.0) 38 (29.2) 23 (17.7) 0 (0.0)
H ifn BRISAiE 46 (34.6) 29 (21.8) 0 (0.0) 45 (34.6) 20 (15.4) 0 (0.0)
TI=VT ) T UAT 37 (27.8) 2(1.5) 0 (0.0) 23 (17.7) 1(0.8) 0 (0.0)
Z —P N
TANRTGXUEBRT I M T 36Q27.1) 1(0.8) 0 (0.0) 27 (20.8) 1(0.8) 0 (0.0)
AT =T —BHN
X 35(26.3) 0 (0.0) 0 (0.0) 44 (33.8) 0 (0.0) 0 (0.0)
FOR BB RE AR T 35(26.3) 1(0.8) 0 (0.0) 16 (12.3) 0 (0.0) 0 (0.0)
W5 33 (24.8) 5(3.8) 0 (0.0) 25(19.2) 0 (0.0) 0 (0.0)
7 v = HEh0 31(23.3) 0 (0.0) 0 (0.0) 23 (17.7) 0 (0.0) 0 (0.0)
Bk 28 (21.1) 1(0.8) 0 (0.0) 31(23.8) 2(1.5) 0 (0.0)
Z O PEIE 26 (19.5) 0 (0.0) 0 (0.0) 17 (13.1) 0 (0.0) 0 (0.0)
&I~ U U A fE 22 (16.5) 1(0.8) 0 (0.0) 27 (20.8) 1(0.8) 0 (0.0)
FEL 18 (13.5) 0 (0.0) 0 (0.0) 7 (5.4) 0 (0.0) 0 (0.0)
1 DR I i 17 (12.8) 0 (0.0) 0 (0.0) 16 (12.3) 1(0.8) 0 (0.0)
R BIRR 17 (12.8) 0 (0.0) 0 (0.0) 17 (13.1) 0 (0.0) 0 (0.0)
U LRSI 17 (12.8) 13 (9.8) 0 (0.0) 22 (16.9) 18 (13.8) 0 (0.0)
W7 16 (12.0) 1(0.8) 0 (0.0) 17 (13.1) 0 (0.0) 0 (0.0)
KH Y U AfE 16 (12.0) 2 (1.5) 0 (0.0) 26 (20.0) 6 (4.6) 0 (0.0)
N v 15 (11.3) 0 (0.0) 0 (0.0) 12 (9.2) 0 (0.0) 0 (0.0)
Leo< D 15 (11.3) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
&~ 7" %3 7 L JE 15 (11.3) 1(0.8) 0 (0.0) 16 (12.3) 3(2.3) 0 (0.0)
MR E 15 (11.3) 6 (4.5) 0 (0.0) 17 (13.1) 10 (7.7) 0 (0.0)
IR 14 (10.5) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
K7 A7 2 e 13 (9.8) 0 (0.0) 0 (0.0) 12 (9.2) 0 (0.0) 0 (0.0)
i 11 (8.3) 0 (0.0) 0 (0.0) 11 (8.5) 0(0.0) 0 (0.0)




AHN/GCHE 7F & R IGCHE
HAE (N=133) (N =130)
(Preferred Term) “Grade Grade 3-4 Grade 5 4Grade 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 — VIfiLkE 11 (8.3) 0 (0.0) 0 (0.0) 18 (13.8) 0 (0.0) 0 (0.0)
WiESE 10 (7.5) 0 (0.0) 0 (0.0) 11 (8.5) 0 (0.0) 0 (0.0)
HE BRI 9 (6.8) 0 (0.0) 0 (0.0) 8 (6.2) 0 (0.0) 0 (0.0)
FAiE 9 (6.8) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
7 vrF ok ARFF— 9 (6.8) 3(2.3) 0 (0.0) 2(1.5) 1(0.8) 0 (0.0)
CHIM
. LR K SR RE SR HE N 9 (6.8) 0 (0.0) 0 (0.0) 3(2.3) 0 (0.0) 0 (0.0)
1. H PR SR N 9 (6.8) 0 (0.0) 0 (0.0) 6 (4.6) 0 (0.0) 0 (0.0)
& v 2 E 9 (6.8) 0 (0.0) 0 (0.0) 9 (6.9) 0 (0.0) 0 (0.0)
K4 > 37 ME 9 (6.8) 0 (0.0) 0 (0.0) 7(5.4) 0 (0.0) 0 (0.0)
I PR AR A L E N 7 (5.3) 0 (0.0) 0 (0.0) 5(3.8) 0 (0.0) 0 (0.0)
FEMED F 7(5.3) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
Vu i g 7(5.3) 0 (0.0) 0 (0.0) 2(1.5) 0 (0.0) 0 (0.0)
Hug 7(5.3) 1(0.8) 0 (0.0) 5(3.8) 0 (0.0) 0 (0.0)
mH ey e 8N 5(3.8) 0 (0.0) 0 (0.0) 7(5.4) 0 (0.0) 0 (0.0)
Y > e 4(3.0) 0 (0.0) 0 (0.0) 8(6.2) 0 (0.0) 0 (0.0)
SRR 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)

2. AAIGC B HEEMIEE 3 41 (2.3%). Infusion reaction 77 ] (57.9%) .
KIGZ 1451 (0.8%) . T 11 1] (8.3%)  AFFEREFEE 59 5] (44.4%) . L 2% 2 1] (1.5%)
FeRghEE 56 51 (42.1%). ik 2 61 (1.5%). NowbEE (FIRAREREREE . BB khe
PR, TEAKERERET) 39 6 (29.3%). BHERERETE (RMIEHRIEMER &, RERIEE X
M) 11 61 (8.83%) . #hfRfEE (XF v « N —JEBRESE) 38 4 (28.6%) . IMiklEE 129
Bl (97.0%) MRS Oz, Fiz, DEEK, FAE, L, DERK, BEMEE, 14
PERIG, BEge, MMZe, AbkZ. BREURMRIE, S & oK, mE%, mERERMEY v
MRERIE, S RMARZERIE, B, FhiZk., BR. IS RITRD o7,
AFIERARBURDUIEE RS (BARBEMEE 25T 280EHERERT,



4. FEFRIZOWVWT

AR OG- 72 BE 22 W - FE L, AR OB EICL Y BEELRBIER 2RI LT
BRIZKHET 2 Z ENMERTED LFOO~QD T X T &z sl W THEHT 5
RETH 5,

@D HEZ:izHOWT

D-1 FiEd (1) ~ (5) ODWVTNNITHEYT Hlix ThHDHZ L,

(1) JEATFEREDEET 55 A FOa LR B (B IE IR S AR R HE L Sw e
Hisa A3 A RSB EE L AR ﬂﬁﬂmw;éf%%r Bere &)

(2) FEEREREFRPT

(3) BESFEAENIEET 20 AHOEEERGT (DS A PGB ERbT, 23 AR
W 1IEBE. 2 A SRR e &)

4) AHRAbFREIEEZRE L, SNRIEG L FRIER R 1, A RIEREA L FREZROE 2

SIS RIS L REIE 2R 3 Ot MBI/ D 21T - TV D fia ik
(5) BrEMERESAIALTE BN OfE EAEITLR 2 | 21T - TV S Jitigk

O-2 RS DAL 75 L ORIWER ZE BLRE O RIS IZ 43 72 ik & AR5k 2 ROl (TR
DT IDNTEZY T HER) 23, YRR OARANCET 21RO FTE L L TRES
NTWNWBHZ L,
<
o [EMEFFEUSE 2 FOYHEZAE T L7122 5 FLLEDO R AT DERIRIHE
EIToTCWAHZ L, 96, 29 RIE, DAEYREEEZ L UTERRIES O
EEZITo-TWNDH I &,
o [ERNRFFEUSE 2 FOMMIMHEZE T L7212 4 UL L0 B SR el O i
IRHEZIT > TR0 . 9B, 24FL RIE, DAL Z & Tl RS B IS5 2
OERRIHEZIT> TN D Z &,

OBt DER R IFHREBEDOEHIZ OV T

AR A I R BRI AEF 9 2 LA DS L E S v, BUERAZED D OIFHRE D, A - &
B ETQ%E’JTEJ%&O)H%E&U\EE%# A DRI A EFRNRELE LGOS
FHFEPIRSLNITAT DN D IRHI N EE > T D Z &,



@ BIfEFH~DORBIZ DN T
@-1 R BE$ 2 B

VR PER BB O BFS 2 BIE A 2SR L 72 BRI, 24 BRRTRSIRIRHI O . M a%hiiak X
(FEHER BB T R L EIERNICS U C AR B O CT S O BIVEH OHRINC &
EIRAE ORI B PICHFELN, EBITHISTREZRAHNE > TND 2 &,

@-2 EMREEHIT L 5 EESRACET 5B

M AT HED B B A0 M O e 2 T D BRI EE NEEHE =2 ) 7
EEDEEROAL V== VBT ERE LA 4 T 5 F — AERH
SN TWDZ &, 72, EBIRHIEHIZOWNT, z)\/‘/'%%k%@%ﬁﬁﬁ‘l“ﬁj\@l}%%ﬂéﬂf
W5k,

@-3 BEHEADZWrox B LT

BIVER (MEVEMZERIZIN A, infusionreaction, KAGZ « /INMER « HED T, AR
4 - IFRERERE R - R, DA - DR, EEOREREE, ik - BT RARE - BE
RS TIE AP (R IR RE R . BB PERERE S T H(APREIE ) . 1 BUHEIRIA
Wede, EReREE RN MIEMEE 2%, RERIRBEREE) | Nk - fiEESK - FFHER, phReE
FH (X7 - ANU—JEBREE) . EERMKEE, Rl RE, iz, 59K,
MmAEZ%, MERERNMEY o HkEkE, EEOHE X, BLMEIRE R, BB mE & imig
MIBHIEEZ 5T) ObDEE~OFH, IR IRREELORERMESE) 2 LT, 4
FAM R AT AT B = A B D BEFIME 2 3 2 AT &EdE U (RIERH O Wr-exb it iz B L ¢
FEROIREZZITONAEMEICH D L), EHITEY) R ALE ) T E DK 203H - T
WhHZ L,



5. BEXB LR HRE

[(B2h I B3 % 1]

O B XITERESE L AT 2 EHIEEE IZB W TARAE GC & OO &5 DA ME
DRI TS,

©@ TREICEZEYU T 2 BB T D2AF OFRE KL OERITIEIZ SV TR, AAI DA R
MESLSNTELY, AAOHREGHR LRG0,
o DOTHRAIDOH DR STV IRV OTUEMIEE A & OO 5

(Ze 2§ 2 $1H]
O FRICEZYTLBEIZOVWTIARFORE N E SNNTWH T b &5 21T
PR &,
o AKRHNDOESTITXE LIsEUE OB ERED & 5 B
@ IRFEATOFMIZISV T FREICHE S T 2 BE IOV TT, AH OGRS e
D3, MOTERRPFUL D 2 WIGEICIRY | HERICAHZHEH T2 L 2&ETE 5,
o MEMMELEDOED IO H 5 EH
o M E R A CHRIE R A 780 D B K OVE BN D KU BTl 28 0 Ge it 2%
EORIZRIEMEZEAL N A BN D BE
o HOMEREBOASU SUIIEMERSE L IXHEREDO B CREERBROBERD H
% B
o EERBRE GEMEMEBHIEL ZT) Ob b EE
o EEOBYSUIBEEEA T L BE
e ECOG Performance Status 3-4 "5V o &

WD ECOG @ Performance Status (PS)

Score | EFe

0 | &<MERIEEHTE 5, BT &lFE U R EAERNHRZ AT D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

10

BATHRECTHSOF DY) O Z L3 X TAFELEAMEREIT TE 2, A 50%A Eid~y R Tl 27,




6.
@
@
®

BEICERL THEETREFHE

AT SCERE TN 2, B IR B 3 D3RS 2 BB 1T 3D & K o etk K OV 1E i
DT OIZ LB HZ T L TR 5 2 &,

TRIRBARICIENL S | BB XX E OFIRICAHINER EREZ +o3 L, RSx5S
TbEGT5HZ L,

FEREWERH O~ R T A MZDWNT

AHNOBHIZ LY | WEDORIERINZER T 5 &5 2 b b kA e RO E
DHLONDLZERHDH, BIEEH7IATV., BENRO ONHAITIE, @
FEORERINC L D2RWER OB A ERE L, #@URER2E a7 2 &, WA
DHRFEFONZ L DRIERD BN 256 121E, BB REFRVE Ok 5%E %
BRI DL, Flo, RARGETRICEEREWVERARH O Z ENRH D
DT, FABEGETHROBELT2IITH 2 &,

MEMEMEEDR D LbiLd Z R 50T, PIHER (B8, MEREE, %
WREE) ORER L O X & 0 FEhu%, B4 +mI1175 2 &, o, M
(0 U T CT, i~ — 7 — 5 0ORE & Eitid 2 2 L,

Infusion reaction 23& 5415 Z & 23% 5, Infusion reaction 23788 H AL GAE T
(%, WEIZRAE 2T 5 & & b, ERDEIE T 2 £ CHREDOREE 0T Bl%
THZ L,

R4, IFEREREE ., R H b D Z E03b 5 DT, AFIHRGBIGHT RO
BeE IR e MRS RER A (AST. ALT, y-GTP. Al-P, B U /L EVZD
WE) #1752 &,

FR IR RE RS . N EABEERE X CRIEERREREER D bDOND Z LR D
T, AFNOFGBRbART L O 51 X E RIS N I EERR A (TSH., 5ERf
T3. EHfE T4, ACTH, I =/LF > —VSEOHIE) % FEhid 52 &,

1 BUBERRI (BIE 1 BUBER IR 2 & 1) 23 bbb, HERBEMES 7 v R—v &
WCEDLZENRHLDT, Al Bl NEM-5FDORER DR B M E D FFIZ+
DEETDHZ &, 1 BBEREN DN G AICIZEGE L, AR Ml
R OG5 EOWY)RILEZITH Z &,

BT BRI B8 ARl L T HREITERR BT 2213 H 5720,
AFNOE G TR HRIERORBUZ 3BT D,

BGB-A317-309 FER BT, BEBABES 6 7 A% £ TiE 6 MMM, #5501k
6 DAEND 1 F#%ETIE 9 BMEN. ZALIRIT 12 B A MO T %
1THo TN Z EE2BEIT, ARBEGHIIEMIN I ROMREITY 2 &,

11
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B &

1. [ZL®IZ P2
2. RANOK. EHET P3
3. BRPRARAE P4
4, FEFRIZHOWT P13
5. \ERRERDEE P15
6. WHIZEEL THETNEHH P16



1. ITC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEICE D Wl 226 23R
BId, LI, IHFEORFEREIFOEARAC LY | FUREIS 72 & OFH0 72 8T BLVE %
JPESEMPARBENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
R L 725 TRV R MBOEE & S0 BT #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOFAORBELHEEZXD Z L L& TnD,

BOREABTESR G, EEERSCR 2T 1 7 7 A VBBEF O ESK T & B 5 i i
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENWFINBEICH L THERT 2 L &I, BIE
DB LB EE 23t e & D 2 L AR 72— O BF % ji 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA Tl FAEEBELZNE TILBE LN TV DEFIETFH) -
BHR RN EE-S & | LUT D ESE S O feiii 72 5 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEHE T,

B ARITA R A 0%, MIATBOE NEF RIS, ASEEEAN B A
BRI 7o . — A ENE N B ARBRIR NEHE S K O E = FINEENE AN B AR EE TS D
WA Db EAER LT,

KB LR AES . FALY X~ GEE TS Z)

K5 BDRIIE - IRIGUIFRANREZR LT - PRI D RIER

HELRAMEROHE: 70 F a7 I3 VRN AT F5F 0 L OFFRICBW T, BHE. K
A2, TAVY X<7 GBaH#z) & LT, 17 200mg %
3 AT 60 02T TRIEFET 5. 2 AALFRER IR
L 72 ARIEUIBRANEE A BT T « RS O RIEFE ISR LTk, ASHI & Bl
BETLHZ LB TE D, ok, AEE G OEEMEN BAF CThHIUL,
2 [l H LARE O $ 5-RERIE 30 4 £ TR CTX 5,

MEIRFEEE  E—T - AT 4 VI ARREH




2. AFIORE, EREEF

FAVY XA~7 (Bla##z) (LI, TRA] Lo, ) 1E & b programmed cell
death-1 (LLF, [PD-1) &\ 5, ) ITKT D 1gG4H 77 7 ADE MEE/ 7 m—F )L
ETH D,

PD-1 1%, PUEHRRAINIZHELT 5 PD-1 U ' K (CD274 (PD-L1) } U CD273 (PD-
L2) ) LHEA L, REISEEZAICHIET S EE X 5 TS (Immunol Rev 2010; 236:
219-42) , F£72, PD-L1 X O'PD-L2 i%, Flix OEEMHMICHEI L T D Z ERRE SN
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#&1%, FEEHHIAE AN HUHRR B Y
72 T MO DK BEEZEREST D2FO—D2 L LTEZ LTS,

AFNE, PD-1 O EIK (PD-1 U 4 > REEAER) IS EG L, PD-1 22D H
RT&® % PD-L1 XU'PD-L2 & DG HETLHZ LIk DAGURKENZ T Mg
DOTEPEAL B O AR et 3 2 Ml (5 BIE M A #9009~ 2 2 & C | IS O I 4 Mkl 4~ 5
EEZBNTND,

AFN O 1S < BEE O FERIGIC £ B BITERIS2 5 5 b, TSI
5 WD B 5. ARIOBG TR OB GHITIT, BF OB FHITTO, BENR
WD BITESAITIL, B L7 FGUTIE U7 R PR ik & RBR 2 P DI & s L C il
G172 8RR 22 ATV T D SPERIRC K D RITER AN B 2 556 1013, B RE AL
B UFIOB G E ORI 24T 5 BB b D,



3. BRERAE
FRAIGUIFRASREZRHES T - FFFE OB E i O AGRIRF I ZF AN 21T > 7= B2 iR SRR O g 27~ 97,

[ 5hE]
O EEEILFEZBIAERER (BGB-A317-306 55%)

(LA FEIE D 72 IR UIBR AN EE 22 AT « B ORI R - ERORE RS 649 6 (HAAN
66 il & Erde) A RIGUT, TRBRYERTISER LIb59E (LT, T1ICC™) £ 9,)
GFH T T, AAI200mg 3 @M (LT, TQ3WI & )H,) &5 3260 &7 7%
N (323 f) DAMER VL RMEZ T 5 Z &2 BV E LI BIEAL B S M
R % Ik L 7=,

FHEFMEE Th D 2EAWE (BLT, T0S) &v)H,) (Bl [95%FFE K ])
O PR RE R, AFI L ICC & DO (LA, TARFIICC) EvH,) BET17.2 [15.8,
2011 WA, FZ7ALICC LDOPFH (LT, T7Z&8A/ICC) &9 ,) BET 10.6 [9.3,
1211 ZATH Y . AAHVICC BEIZ 7T & R/NCC BT L THEHFMICH B R IEE 2R
L7z (0N — R [95%(E#EIX ] £ 0.66 [0.54.0.80], p<0.0001 (Ff4l) [J&5! log-rank
RiE])

*1:ICC & LT, ZiAduyTiL (BIF, I5-FUl &W9,) ¥ A7FF > (LR, [CDDPJ &

9.) LD, 5-FU &AFH Y FTF 0 (LLF, TL-OHPJ &\ 5,) LDffH, I Ze
& CDDP & O, & & L-OHP & DR, 227 U Zxt L (LIF, TPTX] &\ 9H,)
L CDDP & Offl, PTX & L-OHP & OB E STz, 72d, AHTIL 5-FU & CDDP & d
PEROBMNBIRS Nz, Fio, FEFOME - ARIZUTOLBY L&,

AL - HE
5-FU g ~~v 2 e v LT 53546, 60~80 mg/m? % Q3W THIRMN I G-,
CDDP PTX LT 254, 3#MEZ 1 A 71 E LT, 60~80mg/m? &4V A 7 VD
1AL E2 BHE, UEE 1~3 B BICOHE" L CEIRN &5
L-OHP 130 mg/m? % Q3W THRIN#5-
3#M%E 1 HA 27L& LT, 750~800 mg/m? #4441 7 LD 1~5 HHIZ Q3W T

5-FU

FrRN 5
Iy 3HEME 1A 7L LT, 1[E 1,000 mg/m? %41 7 /LD 1~14 H HIZ BID
TR O S
PTX 175 mg/m? % Q3W THARN &5

BID:1 H 2 [A], * : &4 A 7 MBI 2 E 1% 60~80 mg/m? & Siviz,
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Number of patients at risk

HF/CCEH 326 311
J5EAACCE 323 304

1 OS OHEEMTE D Kaplan-Meier B (306 3Bk, ITT £H,

ZHy FET7)

- 6 $§ 10 12 14 16 18 20 2 24 26 28 30 32 34 36
Time from randomisation (7 H )

287 264 253 227 201 183 167 136 101 79 58 41 28 14 8 4 1
268 239 195 158 135 122 112 91 71 54 40 32 22 11 8 6 1
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(PD-L1 FEEUR DA D A 1)

E B HLFEIFEEER  (BGB-A317-306 k) ICHAANONIZBFHED S 6, JEEEH
ﬁkbﬁﬁi 175 PD-L1 OFILKDL (TAP) (2B D 1EHRAG O —HOBEDT —

[ZH5 & | PD-L1 FEBLIRILBNC ERZR AT AT 21T o T A 20 S OV M DR R IL LA

TO) LBy ThoT,

AAIACC BED OS IZBI LT, TAP =5 OEEHEM &b LT, TAP<S OEFE
FCld, OS DIERZNRDZ/ NI WVEHI RO S (1 EOK2),

723, PD-L1 OFBLRMIZ L BT, KFlOLZ2MET v 7 7 A VITFEETH > 7,

F 1 PD-L1 BELRHBID OS DERAEMEHTHER
(306 FRBR, 2022E2H 2 BF—F by v A7)

0S
L1 % H © e
FD-L1 32 1 e i FIRAE AF RE? SRR p
5l 95%CL [95%Cl] i
(7 A) ’
AHI/CC #E 36 11.8 [6.2,16.3] 1.34
TAP<1 b s . 16.1 [10.4, [0.73,
7Z ¥ R/ICC B 25 28.9] 2.46]
. 13.0 [10.8 0.93
I 9
1§T§AP< ARAI/ICC B 59 18.3] [0.61,
75 & R/ICC B 64 9.6 [7.9,13.7] 1.41]
AFHI/CC FE 56 26.8 [16.4, —] 0.44 0.0199
55TAP< : " (028
10 7 ¥ R/ICC B 79 9.8 [8.0,13.0] 0 76] ’
. 16.6 [15.3 0.67
l 9
TAP=10 AAICC B 116 24 4] [0.49,
7°?sz‘/1cc iz 107 10.0 [8.6, 13.3] 0.94]
s HEE A e : PD-L1 HEAREECTH o ImHBF BRI Sz, *2 - FEEHI Cox LBl W —

FETL, @&“Erﬁi\ @PD-L1 JEBLI % O\@H 5BE L PD-L1 BRI & 05 B 1R %
HEE L Lz, FEBHI Cox Ll — KET L



7 7 RICCH

100 100
L 90 = 90 AAINCCtE
F ¥ Ew
£ in
£ 60 £ 80
iw -
g0 AFNCCHE s
" 30 30 7 7 RACCRE
20 20
10 10
o 0
—T— T ——— —— T T :
0 2 4 6 8 10 12 14 16 18 20 2 24 26 28 30 32 34 36 a8 0 2 4 6 8 10 12 14 16 18 20 2 24 26 2 30 32 34 36
Time firo Time from randomisation (% H)
pig 25 23 2 17 16 1 0 0 55 49 46 44 37 31 27 24 20 15 1 3 1 1 o o o
2 20 it3 18 15 14 13 4 4 2 1 1 o s2 48 39 28 7 2 20 16 i 9 9 6 3 3 3 3 ()
. AHICCHE
100 AFHIICCHE
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£ 80
z
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£
= 60
& 50 T
5w 7 FAICCRE
L — 5 e S i¥
0 7 4 HCCHE
27 10
10 0
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o 2 4 6 8 10 12 14 16 18 20 F-3 24 26 28 30 32 34 36 38

T T T T T T J T T ™ T T - T
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Time fro ation (71 H) Time from randor
Numaber s st

X2 PD-L1 ZEILRILFID OS D HEAEHTR: D Kaplan-Meier pifR (306 3Bk, ITT £H, 2022
F2ABAT—F Ay bFT)
(£ EX : TAP<1%. £LEX : 1I=STAP<5%., £ TFTK : 55TAP<10%. & FX : TAP=
10%)
© EPFELFRBIAERE (BGB-A317-302 75k)

(L FPERE O & DIRTEYIBR RREZ2 1T -« RO BER - EREEAEE 512 4] (BA
A 50 Bl ZEte) Z%t8ic, A 200mg Q3W #5 (256 ) & IGBRIH Y AT BN L
72 ICC™ (256 ) OFIMERK N ZE2MZ2 i+ 5 2 L2 B & LI EBIEA{LIEE ML
kR & 0 L 7=,

TEFMIEE TH 5 0S (MR [95%EEXM]) 13, AFIEETS8.6 [7.5,104] &
H. ICCHET6.3 [53,7.0] WHTHY ., AFIFEL ICC FEICK L THEGEHFMIICHER
ERZR LT (A — R [95%(#EX ] : 0.70 [0.57,0.85], p=0.0001 (/r{f]) (=
51| log-rank #%7E]) o
*1 AU RRE 2 AT - IR OBHERE LIS LT, 1 DOLBRIEREDH 5 BENHE L Sh

Too 7272 U RBISUTMTBR BN (L2005 L2 B RRE) ST T 6 1 A LINICEEST
PERD BT B LR & ST,
*2 . ICC & LT, PTX, REeZXtakFudm (LIT, IDTX) &£ 9,) KOA Y 7T 0 ARREKFY)

(LLFL TCPT-11] &9 ,) BERE SN, 7ok, AT PTX XX DTX OANEIRE iz, F7=,
FIENOAE - ABIEIUToOLRBY & &ni,

M- &
135~175 mg/m? % Q3W TR &, AESUTHUROIRMERNRREDO T A KT A 1
1E-> T, 80~100 mg/m? % 1 BIFFIRAK G- L5 2 L bReL Sz, AFTIE 8
HHAZ 19427 0E LT, 100 mg/m? 2884 7 VOF 1, 8, 15, 22, 29 k36 A
HIC# RN S
DTX | 75 mg/m?> (AFTIL 70 mg/m?) % Q3W THIRAE G-
CPT-11 | 3% 1A 70 & LT, 125mgm? 24549+ 7 L0 1 KO8 H BIZH#IRM S

PTX
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08 . O .,
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MO\
2 0.74 \ y
= X AFHE
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g 0f TN
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[ 2 414]
O HEELFRZFNHEFE (BGB-A317-30655%)

BEFLITAAINCC B 323/324 Bl (99.7%) . 77 & AR/NCC #E 319/321 fil (99.4%) 1T
D LAV TRRIK & OREBRNGE TE WA EFRIL, ZNE41313/324 141 (96.6%)
JOY309/321 6 (96.3%) (ZFRD BTz, WT N ORETHELEIG 2 5%, EORIEMIX
TEROEEBY THoT,

&2 VT ORETREAEIE 5% EORIVEM (BGB-A317-306 &)

B (%)

FARGE
AAIICC & 752 R/ICC B
(PT: Preferred Term)
(MedDRA ver.25.1) 324 13 321 fil
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RREIEH 313 (96.6) 217 (67.0) 7 (22) 309 (963) 206 _ (642) 6 _(19)
2 i 173 (53.4) 47  (14.5) 0 155 (48.3) 41 (12.8) 0
I RO 153 (472) 99  (30.6) 0 152 (47.4) 105 (32.7) 0
L ER S 143 (44.1) 35 (10.8) 0 157  (48.9) 50  (15.6) 0
BARIBHR 116  (35.8) 9 (2.8) 0 115 (35.8) 7 2.2) 0
HEL 112 (346) 8 (2.5) 0 130 (40.5) 5 (1.6) 0
A MR
73 (225 10 (3.0 0 61 (19.0) 7 (2.2) 0
= o —na/NF—
T 63 (194 9 (298 0 59 (184) 5 (1.6) 0
i/ SR E 60  (18.5) 9 (2.8) 0 54 (16.8) 3 0.9) 0
JBBSE 58 (17.9) 0 0 63 (19.6) 0 0
H % 58 (17.9) 13 (4.0) 0 47 (14.6) 7 2.2) 0
M - 57 (176) 4 (1.2) 0 74 (23.1) 7 2.2) 0
I R ERIBA E 52 (16.0) 23 (7.0) 0 46 (14.3) 31 9.7) 0
957 48  (14.8) 13 (4.0 0 53 (16.5) 8 (2.5) 0
R 46 (14.2) 1 0.3) 0 45 (14.0) 0 0
7 L7 F =0 43 (13.3) 1 0.3) 0 28 8.7 1 (0.3) 0
T ARG X MR
TIJ)RITUAT=T 42 (130) 5 (1.5) 0 29 9.0) 2 (0.6) 0
—EEn
{5 42 (13.0) 0 0 41 (12.8) 1 0.3) 0
TI7=vTI/) N7V
41 (127) 5 (1.5) 0 33 (10.3) 5 1.6) 0
AT =T —E
{5wal SUR/FN K5 41 (127) 22 (6.8) 0 33 (10.3) 10 3.1 0
(Es9 41 (12.7) 6 (1.9) 0 50 (15.6) 3 0.9) 0
i RN Eid 40 (123) 18  (5.6) 0 24 (7.5) 9 (2.8) 0
e 5E 37 (11.4) 4 (1.2) 0 39 12.1) 1 0.3) 0
K7 LT 2 e 36 (11.1) 0 0 25 (7.8) 0 0
T SRR 34 (10.5) 1 (0.3) 0 40 (12.5) 1 (0.3) 0
FOPR IR REAR T E 34 (10.5) 0 0 14 4.4) 0 0



FEAGE

Bi%x (%)

ARAITCC 7 7' Z 2 RICC R
(PT: Preferred Term)
(MedDRA ver.25.1) 324 #l 321 4
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

Z O PEIE 34 (10.5) 0 0 19 (5.9) 0 0
1 if BR B S 32 9.9) 8 (2.5) 0 29 9.0 10 3.1 0
i 29 (9.0) 72 0 18 (5.6) 0 0
i AR 28 (8.6) 3 (0.9) 0 19 (5.9) 0 0
m e U e s 25 (7.7) 1 (0.3) 0 22 (6.9) 3 0.9) 0
K~ 7% 7 A UE 25 (7.7) 1 (0.3) 0 21 (6.5) 2 (0.6) 0
1/ NR IS E 24 (7.4) 4 (1.2) 0 22 (6.9) 6 (1.9) 0
U o SERER R 23 (7.1) 6 (1.9 0 24 (7.5) 7 (2.2) 0
i H PR SEHEN 21 (6.5) 0 0 14 (4.4) 0 0
&7 v — L iisE 21 (6.5) 2 (0.6) 0 18 (5.6) 0 0
Jitiige 2% 20 (6.2) 4 (1.2) 0 8 (2.5) 1 0.3) 0
77 —Ehn 19 (5.9) 7 (2.2) 0 16 (5.0) 3 0.9) 0
RAHiR 17 (5.2) 1 0.3) 0 23 (7.2) 0 0
FEEN 17 (5.2) 0 0 14 (4.4) 2 (0.6) 0
VA o 15 (4.6) 0 0 24 (7.5) 1 0.3) 0
Leo< b 14 4.3) 0 0 19 (5.9) 0 0

728  ARHNCC BEIZ 33\ T )T 8. 27 511 (8.3%) | Infusion reaction 188 f31] (58.0%) .
KW 4 6 (1.2%) /PR 161 (0.3%) . EEED TH 9 il (2.8%) . NTFHERERET 96
B (29.6%) . & 3 B (0.9%) . LAHZ 2 B (0.6%) . FEED KL FEEE 14 61 (4.3%) |
g 161 (03%) . PmwbEsE (FRRIRFEREFR S . RIBMREERES ., T EAEEERET) 50
Bl (15.4%) . 1 BEBERIS 1 6] (0.3%) . WER 5 B (1.5%) . BHERERES (RMEHE
PEREF 8. SRERIAERSE) 18 # (5.6%) . #dpEE (F7 v - NU—JEIESE) 158

(48.8%) . HEERIMIKEE 15 # (4.6%) . FRIRIARZERSE 7 6] (2.2%) . 5% 1 6l

(03%) . EEDOER 41 H] (12.7%) BRD LTz, £, FFAZ, DK, BEEDE
JHE, Mgk, BEMEARRE S, RO RRE . BElZE, FRik. 5 &I RKITERD b
o 1o, AREIWERI R BURDLIE BE 4 (BRI 2 5 1) 2 2 DHERHR R &2 7R T,

@ [EFEIEFEZFENHERER (BGB-A317-302504)

HEERIIARFIRE 244/255 6] (95.7%) . ICC Bf 236/240 B (98.3%) 1T B, 1A
B & DR RBIR DG E CTE WA EFEFRIT, T2 187/255 41 (73.3%) K Tr 225/240
B (93.8%) IZFO ALz, WT A DORETHRELEIS D 5%, EORIERIZTRO LB

THoT,

10



#3 WThhOREETREES 5% EOBWER (BGB-A317-302 3UR)

B (%)
FEARGE
AFTE ICC Bt
(PT: Preferred Term)
(MedDRA ver.25.1) 255 #l 240 1
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
REIEH 187 (733) 45  (176) 7 (27 225  (93.8) 134 (558) 8 (3.3)
T ANT X PR
T RTUA 29 (114) 2 (0.8) 0 9 (3.8) 1 (0.4) 0
7 =T —EH
2 1 28 (11.0) 6 (24 0 83 (34.6) 17 (7.1 0
R B RS T 26 (10.2) 1 0.4) 0 0 0 0
TI=rT ) RNTY
25 9.8) 0 0 18 (7.5) 4 1.7) 0
AT =T —B
97 19 (7.5) 0 0 33 (13.8) 3 (1.3) 0
B2 19 (7.5) 0 0 8 (3.3) 0 0
RAKIRHE 16 (6.3) 0 0 75 (31.3) 7 (2.9) 0
Z 9 BEE 15 (5.9) 0 0 8 (3.3) 0 0
T 14 (5.5) 0 0 66  (27.5) 15 (6.3) 0
) 9E 12 4.7) 0 0 28 (11.7) 4 1.7 0
i/ N 11 (4.3) 1 0.4) 1 (04 15 (6.3) 1 0.4) 0
[=YR 10 (3.9) 1 0.4) 0 35 (14.6) 4 (1.7) 0
FEEN 10 (3.9) 0 0 12 (5.0) 0 0
& MY T AdfE 8 3.1 5 (2.0) 0 21 (8.8) 7 (2.9) 0
{REA 8 (3.1) 1 0.4) 0 25 (10.4) 0 0
K772 v iE 7 2.7) 1 0.4) 0 15 (6.3) 1 0.4) 0
M if Bk SE 7 2.7) 0 0 30 (12.5) 17 (7.1) 0
U o SERER R 7 2.7) 4 (1.6) 0 19 (7.9) 16 6.7) 0
G 7 (2.7) 0 0 66  (27.5) 7 (2.9) 0
M ifn ERE 5 (2.0 0 0 98 (40.8) 48 (20.0) 0
{550 4 (1.6) 0 0 25 (10.4) 1 0.4) 0
RIS 4 (1.6) 1 0.4) 0 14 (5.8) 0 0
M - 4 1.6) 0 0 43 (17.9) 8 (3.3) 0
I v R AR 3 (1.2) 0 0 94 (39.2) 63 (26.3) 0
iy 2 (0.8) 0 0 12 (5.0) 2 (0.8) 0
7 P 2 (0.8) 0 0 14 (5.8) 0 0
- BRIk E 2 0.8) 1 0.4) 0 31 (12.9) 16 (6.7) 0
FRY PR
2 (0.8) 0 0 22 9.2) 2 (0.8) 0
—a—na/NF—
FEMED F 1 0.4) 0 0 13 (5.4) 2 (0.8) 0
i RN 1K 1 0.4) 0 0 15 (6.3) 5 @.n 0
BESE 0 0 42 (17.5) 0 0
FEENE L R BRI 0 0 12 (5.0) 10 4.2) 1 (0.4)
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B AFFECBWCTHIE MRS 14 ] (5.5%) . Infusion reaction 58 31 (22.7%) .
KRGS 2 B (0.8%) . fFkRERE S 54 ] (21.2%) . 4 2 1 (0.8%) . O 2 461 (0.8%) .
HEOREREE 1 6] (04%) . ik 461 (1.6%) . PNWEEE (FRRIERERE S, B
FEREFEE . THEAHERERETE) 34 1 (13.3%) . 1 BUREPRI% 2 61 (0.8%) . Einelss (R
A TR, KRB RS 1 6 (04%) . MRIEE (X7 « N L—IEERES)
20 51l (7.8%) . EFEZifikbEE 2 6 (0.8%) . HEOHR 46 (1.6%) Mid Hivlz,
Fo. DB, BEO TR, AR, DIEE, EEMEDIE, BER. MK, FrlkinfeE
FRAE, fEEE, B LPENRE 8 AERURLAE, B, TR, S & BERIIRD LN
Do Tz, REWERFEBURDLUI R F SR (BRREERT 2 51) 2 B OEHER LR T,
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4. FEERIZDOWT

ARFNOP G- RO 72 BE 22 W - FFE L, ABOFGIC LY EEREWEHZRIL L
BRUCKHSET 2 Z ERRER T, U TOO~QDFT X T Az sk 2B\ AT 5
RETHD,

@D HEHRIZHOWT

D-1 Fied (1) ~ (5) OWFNNTELT IR THDH Z &,

() EEFBREDNEET D08 A FEEILSRBTS (BRIE IR DS A S HE L S5 T
Hiel 23 A RSB ML SURRE . HUE S A HRIR R 72 &)

(2) FrEREREHbT

(3) FAENFIRFNF DG E T D03 AU HEIERRE (D ARSI B, 23 AR
W19l 23 ARSI EEHEE R 2 &)

(4) ANHRACFHIEEZRE L, A RIEB L FFREREE 1, S RIER L HFRE2 R 2
ST RMEFA L FHRIES IR 3 DOfiak FYEIAR D | H 24T - T D ik

(5) HUEMERESAI AL B BN O ek FAE AR D @ H 21T > T D ik

O-2 BERE O TFRIE R ORIE RIS BURF O RIS+ 2 Fnak & BB A FFOEf (&
DT IDNTEZY T HER) 23, YRR OARANCET 21RO FTE L L TRES
NTWNWBHZ L,
<
® [EIEFFIGE% 2 FOMYWHEZE T L7225 UL EO D AR O RRIRMHE
EIToTCWAHZ L, 96, 28 RIE, BAEYREE L LIERRIER O
EEIToTWHZ L,
® [EAFFIUFE 2 FFOWMINHE 2 & T L= % ICIHLERE O AR E 51 5
FLL EOEILERARIF OB EZITo TWND 2 &,
® [EifRFFIEHE 2 FOMMINHEZE T L7212 4 FLL EORIRERZ A L T
HT . 9B, 3FEL R, LR DD AR % 5 T H a0 B R I
EEIToTWHIZ L,

@ BENOEIKMFREEOMEKHIZ OV T

PRI RE BLUCE T A BT DS A E S, IR END OFRE O, Atk - &
AMEIERE R OE L NEMFEICHT DR, AFFEEPBE LTGE0oHRE
EBEDNHLCDITITOND RG] D E S TND &,
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® BUWER~DOIITHONT
@-1 MERAHIC B D 2

PRI AR S 00 B A0 IV 23 J8 A L 72 BRI, 24 BERTRSIRIATHI OO B, M RkMfiak X
ISR B0 T FEBL L BRI IE U CABRE B OF CT 2 O RIE ORI 44
BURRAORERAE B ICAS I, BHICHIE TR R > T b 2 L,

@-2 ERUEEEICL2AEFSNNICET 2 EN

M AR HED 5 I A R O R 2 T D R R SRR E =5 Y v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
ESNTWD Z &, 2B, BIEHIZHOWT, NABRE L ZOFBEICHDITEmMENT
WH L,

@-3 BEHEADZWrox B LT

BIVER (MEMERZERIZIN %, infusion reaction, KIGZ « /NG « HED NI, AT
AA - JFRERERETE - JHFR. (DS - LIRS, BHEDLEREE, Ak - BT RlARE -
HIEM B E, NowlEE (RIS S, BIEAEREREE . T ERARERE) . 15
PEPRI . ES, BHEREREE (RAME MR R, SRERIRBRE) | MK - BEsK - BHE
K. MREREE (F7 2« NUEGREES) . BEERMEREE . fIR0EZERE, /.
SESEE, MER, MERERMEY o/ SEMEE, EEOHR, MRS %,
AR (EmElaBiEEzZ Et) Ob 2 BE~OMEH, X « R EEME L OV %
) TR LT, YRR T BRI B O B E A T S AR L EE L (BHWEAH O
WX IS ICBE L CTHRER VSR EZ T ONLFMITH H 2 &) B HICHEY) 72 AL E A
TXDHIEHNRESTND T L,
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5. BEXB LR HRE
[(B2h I B3 % 1]
O TROBEITBWTAFADOHIMEPR RN TND
o ALFRIEREARIRIE OIRIGUIBRAGE /R AT - ﬁ%®ﬁ 5 A (5-FU J& O} CDDP
L OBEA)
o ALFHERIERE A AT DRIAUIBRARRE R ST - RO RIER B (RAIHEMES)

@ TRUICEZN T 2 BE ST DAFN OB G H O AL OV T, AFIOAZED
MESLSNTELY, AAORLGHRLRG20
o DOTHEAIDAENMED R STV RWMLOFUEMIEE A & OO &S
o IfFRAHBLIR IS

@ AL RIGEORIGYIRARE /2T - TR O BERE 5T 2 O FrEM A &
OO G-I T, HHJ@%&$(HW)’i@ﬁﬂi@iﬁé@ﬁmTwé
NTWD (p6~7 ) Z b, RAZKREGTH5E6121E, TAP bR L7 BT
&5ﬁ§@ﬂm%¢5_kﬂ%ibwympﬂsﬁﬁfﬁé E DR ST A
IZBWTIE, AFIORESOLEAEEIHRT5 2 L,

[“Zz 4l B3 % FH]
O FRICEETL2EFICOWTIEIARAOR G NEDE SN TWDL Z b, &5%21T
DlanZ L,
o KRHIDBHTIHK LIRBEUE OB ERE D & 5 B3
@ TBREATOFHHIZIB VT FRRIZEY T 5 BFICHON T, AR OG- IFHEE I 1700
D, ADOIEFRIEPEL DN 2 WIGEIZIRY | HEICAKIZHEH T2 L 2ZETE D,
o [FEMMZE-BEDOEDX iﬁﬂfﬁi@?ﬁ%’) B
o SRR CRIVE R 258 6 2 B K OTEBYME O K #i Al 2¢ <0 e e it J¢ 55
DI RIEVEZAL DN - B D B
o HOREREBOESOUIEMERAE U IXFFREMED B AR B OBEROH 5
BE
o R &Ml REZ E1e) Ob 5B
o OB SOIBE A G T L BE
e ECOG Performance Status 3-4 0 &

WD ECOG @ Performance Status (PS)

Score | EFe

0 | &<MERIEEHTE 5, BT &lFE U R EAERNHRZ AT D,

PREIZI LUEBNIHIIR S 225, BTAIRE T, BAIEESEE > TOMERITITO LN TE D,
Bl BEOFE, FHEE

SATARETHO DT DRI O Z L3 S TAFELMERT TE LW, HHD 50%2 Big~y M Tl 29,

BHNTZEHSOHEDEY DZE LATERY, HFOD 50%LL Ea2Xy RO TiRZ1,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,
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6. BEZELTHEETREFIH

O WRMACESIONZ, SERTEEE DRI 5 @RI HE D E ARF O R K OVl E 6
DT OIZ B HAZ T L TS5 2 &,

IREBRAAIC N D . BBE T ZE OFIRICA MR et %2+ ol L, REE5S
ThoEETHZ L,

FEREWERH O~ R T A MZDOWNT

@

®

ABNOBEFIZ LY, WEORERICNIERT 5 & B2 b DA R EEBORRE
DHLOLNDZ END D, BIEZ STV, BENSRBO ONGAITIE,
FEDORIEFINZ X DRWER ORBLZZE L, @282 2175 2 &, A
DHRFEFONZ LD RWER BB 55 8101%, BT RERVE A HlOR G54
BRETDHI L, Flo, KFIRGERTRICEEREWVERRHbNLZE08H 5
DT, FABEGKETHROBEL 2T 2 L,

MEMEMEER D LN D I ENH LT, HIHHER (B, FERREE, %
WREE) ORER KR O X S A O Ei%, BIEs+m0I117H5 28, £, H
(0 U T CT, i~ — 7 — 5 ORE & Eitid 2 2 &,

Infusion reaction 3% 545 Z &£ 03% %, Infusion reaction 23588 H VI HE 1
(F. WORALE AT O & &b, ERBEET L £ THREOWREL 0108l
THI L,

R4, IFEEREE, RPN D Z b DD T, KA G BMEET KO
B E M e IR RERM A (AST. ALT. y-GTP, Al-P, BV /LE V%D
WE) #1795 2 &,

ORI RERE S . T ERAEREEE X CRIBHEREERN S b2 ERH 5D
T, AAFNO G BRbGET N OB G-I T E IS N eERERR A (TSH, 2R
T3. EHfE T4, ACTH, IfL =L —VSEOHIE) % FEhid 52 &,

1 BUpEPRIE  (BE 1 B RIB 2 2 de) 23b bbb, BERFME7S 7 v R—v A
WCELZZENRHDLOT, AYE, EL, RMFEOIEROR B MO F5- 2+
DEETHZ &, 1 BERBE NSNS G IR G AL, AR Y
R OB GHEOWY)RILEZITH Z &,

BT BRI AR L COLRWERAN BB T Z 0N D20,
KRN OE G TR HRIERORBUZ 3BT D,

BGB-A317-302 #BR TlX 6 @ EIFE. BGB-A317-306 Bk TlI&G-BRIE D 48 HH
FTIX 6 M., £0%I% 9 HEEME AN 21T > T\ Z & 25E|T,
AN G-I EMIRIC B R A TR OMEREIT Y 2 &,
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REEREET A R4 v
FRALY X=T (BFEEZ)
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B &

1. [ZL®IZ

2. RANOK. EHET

3. ERIKAHE

4. Jgkiz >\ T

5. \ERRERDEE

6. WHIZEEL THETNEHH

P.2
P.3
P4
P.10
P.12
P.14



1. IIC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEICE D Wl 226 23R
BId, LI, IHFEORFEREIFOEARAC LY | FUREIS 72 & OFH0 72 8T BLVE %
JPESEMPARBENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
R L 725 TRV R MBOEE & S0 BT #2016 (% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOFAORBELHEEZXD Z L L& TnD,
BOREABTESR G, EEERSCR 2T 1 7 7 A VBBEF O ESK T & B 5 i i
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENWFINBEICH L THERT 2 L &I, BIE
DB LB EE 23t e & D 2 L AR 72— O BF % ji 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA Tl FAEEBELZNE TILBE LN TV DEFIETFH) -
BHR RN EE-S & | LUT D ESE S O feiii 72 5 A HEtE 3 2 8LA 0 b B Bk B2

FROEEFRHERT,

B ARTA BT A 0%, MNATBUE NEIE G ERERR AT, ARAERTEAN B AR
FEIRIE S s . —AERE N B ARBERNEBHE S K O AN BAREEZEES O o
b EAER LT,

KG L 7 HEIEL - FALYR~T GE(G TR Z)

KGR DMBIHE  IRIEYIBR R RE /R HETT - TR D B

AL RAMERCHE  hOFUEMEER & OFEHICB VT, @, RAIKIZ, FALY
A~7 (B Ff#z) & LT, 1E 200 mg % 3 1 HRKET 60
ST CHRIERHET 5, 7236 PRI G- O MR RAF Ch i,
2 B B LA OB H-RERIE 30 0 & THEMETE 5,

BE R T EE: E—T s AT 4 REREH




2. AFIORE, EREEF

FAVIY XA~7 (Bla##z) (LU, TRF] Lo, ) 1E & b programmed cell
death-1 (LLF, [PD-1) &\ 5, ) ITKT D 1gG4 77 T ADE MEE/ 7 m—F )L
ETH D,

PD-1 1%, PUEHRRAINIZHELT 5 PD-1 U ' K (CD274 (PD-L1) } U CD273 (PD-
L2) ) LHEA L, REISEEZAICHIET S EE X 5 TS (Immunol Rev 2010; 236:
219-42) , F£72, PD-L1 X' PD-L2 i%, Flix OEEMHMICHEI L T D Z ERRES
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#&I%, FEEHHIAE A HUHRR B Y
72 T MO DK BEEZEREST D2FO—D2 L LTEZ LTS,

AFNE, PD-1 O EIK (PD-1 U 4 > REEAER) IS EG L, PD-1 22D H
RT&® % PD-L1 XU'PD-L2 & DG HETLHZ LIk DAGURKENZ T Mg
DTEPEAL B O AR et 3 2 Ml (5 B0E M A 3900 9~ 2 2 & C IS O I 4 Mkl 4~ 5
EEZBNTND,

AFN O 1S < BEE O FERIGIC £ B BITERIS2 5 5 b, TSI
5 WD B 5. ARIOBG TR OB GHITIT, BF OB FHITTO, BENR
WD BITESAITIL, B L7 FGUTIE U7 R PR ik & RBR 2 P DI & s L C il
G172 8RR 22 ATV T D SPERIRC K D RITER AN B 2 556 1013, B RE AL
B UFIOB G E ORI 24T 5 BB b D,



3. BRERAE

B UIBRNGE 2R BT T « P8 OO 1 9 D 7GR I ZRIAM 24T - T2 BRIRFRBR D i 2 7R 97,

(A %]

[E R IL R B IIERER (BGB-A317-305 #lik)

{LZEBRIEIE O 720 HER2 FaE O YIBR A HE 7 SR AT A THE T F iafs 2 479~ 5 ' g
NI RIE H AR EE 997 il (AARN 101 B2 ETe) AR, TRERL Y EAH
DI UL FIREDEH T AR E 77 B R OEIER OVLZEeVEZ i+ 5 2 & &
A& LI EEA (L —EERRBRAER SNz (K1), TEHMEEH TH 5 PD-L1 B
PEREAT RIS (PD-L1 FEBURIL, TAP=5%) K ONITT BN R EMIC BT 5 2417

M (0S) 1F, WTFHOEMIZBWTYH, 778K E{bFEEL O (LT, [P+C))

WEL L U TAA AL EIE L OOFH (LLF, TT+C)) #E TREHARICAERER &

ALz (R 1020 K2, 3),
*1 SRR IR SN TRBRE S PERT BN L 7 (LRI T O L350,

MR L LRI ER IR & 72 TRBRFE Y R A3 et it K

b i N By el [ =22 =30

HRBZE AR Y T T T EONH T+CRE 46611
P+CHE 46545

INFaTTINE L ATTF LD T+CRE 3543
P+CHf 3141

1 BGB-A317-305 REBRDOT VA

S

IR BE D R

fIE it o

H B X ik GEJ g
¥ (N=980)

B :

o HUE : PE(H
BEET) H
AR TR R
-y
TR % Dt
o i1 b

« PD-L1 JH! (%
i R =1iD)

» MRS o {7 1T
(b iz

L)

o REEITEEAE
oFEPRIC X o1k
TR

—

-

RS K 6 EE5EF A 70
T+CHE

FAIHE AR

o AFH| 200 mg IV, Day 1,
3 e
o EEEGE L L Co Lk
CEERE T EEA R 0FER) ¢
o AFRFNFTF N
]
- FFHNFFF
130 mg/m? IV, Day 1 & Tf
MR
1000 mg/m?, 1 H 2 [n|§¢
HIfes, 14 g, 308
[z & i
Mix
o YATTF w+5-FU:
- Y RATTFY
80 mg/m2 IV, Day 1 J ¥
5-FU 800 mg/m?/H IV,
Day 1~Day 5 ic HE 24 KF
R EAL 3 & i

\M i)

\

/

A 20T

A 2 200 mg
IV, Day 1. 3
[

+HRL A

¥ 1000 mg/‘m2
1 H 2 [mggrfz
5. 14 HBE
BE. 3R &

[ F%)°)

—

7
+

-

(N

P+CH# 1000 mg/m?, 1

SR - R

(LML AREFCRE R G 32
HEMU o

Rat e

—

#HE, WEO

W, S
[OF e AN ie N
HAtE L
£T

JERGR £1




# 1 0S O EIEITREE (PD-L1 B4ER (TAP=5%) (2021410 B 8 HFX—&vyh4d7)

T+C P+C
(274 5l (272 5l
OS | rmhufl [HH] 17.2 12.6
(95%1E M X i) (13.9,21.3) (12.0, 14.4)
NP R 0.74 _
(95%IZ X *1 (0.59, 0.94) *2
P () *3 0.0056 -

*] MU GR7 2 7 %2 Do #ilsh) & O IFs oA #4 EBIK+ & Lz@hlCox by — RE5 /1
*) L A EKUEI IS L7298.2%CHiE [0.56, 0.98]
*3 : J@Hlllog-rankiE  (BHICox BN — REFT L LR—DRHIKT) . BEAHE () 0.0092

2 OS D HFEfENTHEE D Kaplan-Meier B (PD-L1 (BN (TAP=5%) | 2021 4E 10
A8BTF—&U vy’ A7)

1.0 -
0.9 =
— Amm A :n=274, events = 130 Median:17.2 ,95% CI 13.9 - 21.3

0.8 ==  AmB:n=272,events = 161 Median:12.6 ,95% CI 12.0 - 14.4

0.7 =
5 HR (95% CI) : 0.74 (0.59 - 0.94)
2 0.6- Log-rank test p-value : 0.0056
E
o
& 0.5+
E
g 0.4 -
w2

2
0.3 - *-ﬁ_
+ sy
ey
0.2 - e .I
W -+
0.1
0.0 =
L] 1 L] 1 L] L] L] L] | L] 1 L] L] T L] L] L]
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32

Time (Months)

Number of Patients at Risk:

Time:
Arm A
Armm B

2
2

3 24 25 26 27 28 29 30 31 32
19 14 11 10 9
9 6 5 2

01 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21
274 5 234227219196 185 167144122109 93 77 70 62 52 47 38 35 30
272 226215203189168 156141118 94 80 70 57 49 44 35 26 20 16

—_
W
—

¥

% Arm A:T+CRE, Arm B:P+C 77 & R




#20S ORMMITFHER ITTHEH., 2023F2H 2885 —% vy +47)

T+C P+C
(501 1) (496 1)
0sS g [ H ] 15.0 12.9
(95%(15 #E X 1) (13.6, 16.5) (12.1,14.1)
NP — Kb 0.80 B
(95%fE 4 X [H]) ™ (0.70, 0.92) *2
PfE () s 0.0011 —

*1 il GRY U7 %2 O oik) | PD-LIFEELKL OISR O 164 fEHIK 7 & L7z @ 5ICox Hfil
NP — RET )L

#) - A EIKYEIS 6 L7295.5%CHE [0.69, 0.93]

*3 : J@hllog-rank i E  (BRICox LB N — REF L L R—D@RINF) . ARkl (FHE) 0.0226

[ 3 OS DEAARNTHED Kaplan-Meier Bt (ITT &M, 202342 A 28BF— &b v b3
7)

B B
0.9 - 355\

— Arm A :n =501, events =370 , Median:15.0 , 95% CI 13.6 - 16.5

0.8 4 EN Arm B n =496, events = 406 , Median:12.9 , 95% C1 12.1 - 14.1
\
0.7 Ny
“‘\ HR (95% CI) : 0.80 (0.70 - 0.92)
0.6 - ) 3‘%\\ Log-rank test p-value : 0.0011

0.5 - \\
*
0.4 - R

0.3 7 T M
Ty s ST
R I

Survival Probability

- +,
0.2 ™
R TP
01 - Pt

0.0

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

0 2 4 o6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50

Time (Months)
Number of Patients at Risk:

Time: 0 2 4 o6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50

Arm A
Arm B

501 477 445 404 355 316 278 254 226 202 179 165 152 130 107 77 59 53 43 31 22 13 10 4 1 0
496 472 431 398 344 304 264 218 186 155136 119109 96 73 52 39 29 25 20 15 6 3 2 0 0

% Arm A: T+CHE, Arm B:P+CEf



(PD-L1ZHLR BRI DA 20 )
(BRI [F FIIFH SR (BGB-A317-305
W IARIZ 1T 5 PD-L1 OFRERIL (TAP) |

7o

PBR)

(AN D NIZBED S B, G

R A E WM SN BEDT — 2 |2k
S& . PD-L1 FEBUR BN DERRI BT AT > To A EDRERIZLL T DO L B0 TH -

#3 PD-LIEFRILADOSD BN HER (BGB-A317-30538R, 20234F2H 288 F —F W v b4 7)

. " A R MK 05 :
PD-L1 381 Bt eyt Bl %) HhaRfE [95%CI] A= REETL 2
° (1) [95%CT]
. T+C 227 178 (78.4) 14.1 [11.9,15.6] 0.91
TAP<5% P+C 224 187 (83.5) 129 [11.3,14.7] [0.74,1.12]
T+C 138 108 (78.3) 13.8 [10.8, 16.2] 0.91
< 0 >
SETAPS10% o 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 >
TAP=10% P+C 145 118 (81.4) 12.3 [11.3,14.9] [0.43,0.76]
*1 : PD-L1 HIEARRRTH - 7o BE IS S L7z, *2 0 IR Cox HfiNP— RET L

PD-L1 Status: TAP < 5%
1004 ¢

%
il
5 70
3
-3
° 50
o 40
g
e 2
>
@ 10 s+ TC

0 P+C

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
Time (Months)

No. At Risk:
THC 227 214 198 176 156 138 122 109 93 82 70 63 55 46 390 27 21 19 16 12 8 4 3 1 0
P4C 224 211 195 183 154 136 116 98 87 72 67 60 56 45 34 23 16 13 11 11 8 3 1 1 O

PD-L1 Status: TAP Score 5% - 10%
100

F
= 8o
5‘ 70
g 60
e w0
o 40
£
E 20
@ 10 - THC

0 P+C

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
Time (Months)

No. At Risk:
T+C 43 38 38 3 27 19 13 12 10 7

138 134 125 116 08 84 73 67 56 47

P+C 3 111 101 93 B2 73 57 43 39 30 26 23 2 17 13 10 7T 5 4

PD-L1 Status: TAP >= 10%
100

Survival Probability (%)

20
80
70
60
50
40
30
20

8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38
Time (Months)
No. At Risk:
THC 136 120 122 112 101 04 83 78 77 73 66 64 50 53 41 31 25 2 17 12 9
P+C 45 138 125 114 63 56 44 39 33 30 20 22 g

T
40 42

—T T T
44 46 48 50

8 & 2 T &

4 2 2

K4 PD-L1EIVRILAI D OSDEAEARMTIRF D Kaplan-Meier i 8% (BGB-A317-305388k%, 2023542 H28A 5 — %

H1y bA7) (BB : TAP<5%, HE

: 5<TAP<10%., TE%

: TAP=10%)



[Z241%]
[ BR AL [F) 55 I AHRER  (BGB-A317-305 #R)

HEELRIT T+C B 495/498 B (99.4%) . P+C BF: 486/494 i (98.4%) IZ#BDH HAL, 1R
BRE L DK REBIRN T E TERWAEFEFRIT, T2 483/498 1 (97.0%) K Y 476/494
B (96.4%) IZFBD LT, WTNDORETHRIEIE D 5%, EORWERIZT TR LBV
ThoT,

F4 WDTNLOBETRBEEED 5% EOBIER (BGB-A317-305 RER)

B (%)

FAGE

(PT: Preferred Term) Ten o
(MedDRA ver.25.1) 498 151 494 15
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEH 483 (97.0) 268 (53.8) 11(2.2) 476 (96.4) 246 (49.8) 4(0.8)
L 237 (47.6) 13 (2.6) 0(0.0) 232 (47.0) 9(1.8) 0(0.0)
BRRIBHR 182 (36.5) 14 (2.8) 0 (0.0) 185 (37.4) 16 (3.2) 0(0.0)
iR 175 (35.1) 56 (11.2) 0(0.0) 183 (37.0) 57 (11.5) 0(0.0)
I R 168 (33.7) 59 (11.8) 0 (0.0) 160 (32.4) 57 (11.5) 0(0.0)
AT 161 (32.3) 1122) 0(0.0) 162 (32.8) 12 (2.4) 0(0.0)
2 i 158 (31.7) 25 (5.0) 0(0.0) 163 (33.0) 37(7.5) 0(0.0)
TANRTXUBT X 146 (29.3) 13 (2.6) 0(0.0) 137 (27.7) 4(0.8) 0(0.0)
F T AT 2T —EHN
M ifn ERE 119 (23.9) 15 (3.0) 0 (0.0) 134 (27.1) 8 (1.6) 0(0.0)
TI=vTI) b 113 (22.7) 8 (1.6) 0(0.0) 97 (19.6) 4(0.8) 0(0.0)
AT =7 —EHIN
AN 111 (22.3) 12 (2.4) 0(0.0) 126 (25.5) 1122) 0 (0.0)
KM = 2 —nr X 106 (21.3) 1(0.2) 0 (0.0) 116 (23.5) 3 (0.6) 0 (0.0)
S
FH - BIERRMTE AR 95 (19.1) 15 (3.0) 0(0.0) 93 (18.8) 10 (2.0) 0(0.0)
JE (R
S 9E 76 (15.3) 10 (2.0) 0 (0.0) 71 (14.4) 7 (1.4) 0 (0.0)
9% 5 75 (15.1) 9(1.8) 0(0.0) 61 (12.3) 6(1.2) 0(0.0)
I BRIk E 74 (14.9) 33 (6.6) 0 (0.0) 80 (16.2) 34(6.9) 0(0.0)
ST SRR 69 (13.9) 1(0.2) 0(0.0) 67 (13.6) 0(0.0) 0 (0.0)
M e YL e s 61(12.2) 7(1.4) 0(0.0) 58 (11.7) 3(0.6) 0 (0.0)
/R IBE 60 (12.0) 15 (3.0) 0 (0.0) 56 (11.3) 14 (2.8) 0 (0.0)
R 58 (11.6) 0 (0.0) 0 (0.0) 54 (10.9) 0 (0.0) 0(0.0)
FOPR IRAEREAR T E 57 (11.4) 1(0.2) 0 (0.0) 13 (2.6) 0 (0.0) 0(0.0)
Z D HEE 45 (9.0) 1(0.2) 0(0.0) 9(1.8) 0(0.0) 0 (0.0)



Bi%x (%)

FAEE
T+C P+C B
(PT: Preferred Term)
(MedDRA ver.25.1) 498 {1 494 f3i]
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
AL ERIEE 44 (8.8) 6(1.2) 0(0.0) 44 (8.9) 7(1.4) 0(0.0)
FEHA 44 (8.8) 3(0.6) 0(0.0) 25 (5.1) 2(0.4) 0(0.0)
TR 40 (8.0) 1(0.2) 0(0.0) 46 (9.3) 1(0.2) 0(0.0)
&7 7 2 M 38 (7.6) 1(0.2) 0(0.0) 46 (9.3) 2(0.4) 0(0.0)
FNZE 36 (7.2) 7(1.4) 0(0.0) 35(7.1) 7(1.4) 0(0.0)
(=Y 34 (6.8) 2 (0.4) 0 (0.0) 36 (7.3) 0 (0.0) 0 (0.0)
J55 34 (6.8) 0(0.0) 0(0.0) 9(1.8) 0(0.0) 0(0.0)
&7 U o A MAE 28 (5.6) 6(1.2) 0(0.0) 33(6.7) 9(1.8) 0(0.0)
BEEDE 27 (5.4) 1(0.2) 0(0.0) 27 (5.5) 0(0.0) 0(0.0)
U L ERERA 26 (5.2) 5 (1.0) 0 (0.0) 20 (4.0) 5(1.0) 0(0.0)
iy 16 (3.2) 0 (0.0) 0 (0.0) 25(5.1) 2 (0.4) 0 (0.0)

728, T+C FHIZ IV THVE MM 16 65 (3.2%) . Infusionreaction 220 4 (44.2%) .
KR 6 B (1.2%) . /B 2 ] (0.4%) . BEEO TFH 12 6] (2.4%) . A4 9 F
(1.8%) . NTHEREMRETE 199 5] (40.0%) . NTZ 8 B (1.6%) . /Loflize 3 B (0.6%) . &=
FE D Rz JE R 20 B (4.0%) | 5525 3 1 (0.6%) . AEECTHRAMEGE 161 (02%) . FHIER
HIE 1B (0.2%) . WormkEE (FURIMEREIEE . RITHREREE ., T EAReiEE)
66 151 (13.3%) . 1 BUBEIRHE 5 1 (1.0%) . BER 161 (0.2%) . BHERERES (FRAMAE ]
BMERER, REIKBRE) 9 (1.8%) . Mk 14 ] (2.8%) . ffkfEE (¥F7 2 - L
—IEERESE) 239 5] (48.0%) . HEEZRIMEIETE 22 ] (4.4%) . #RMARZERIE 5§
(1.0%) . HEEDOHK 49 i (FEE 5.8%) i bilic, £7o. DER, BEEE, FhHE
K. FEEE, S E IR, BALEIERITERD S e o 7o, AREWEH BRI REE
% (BRRMEERTEZET) 2850EHERERT,



4, FEERIZDOVWT

ARFNOP G- RO 72 BE 22 W - FFE L, ABOFGIC LY EEREWEHZRIL L
BRUCKHSET 2 Z ERRER T, U TOO~QDFT X T Az sk 2B\ AT 5
REXTh D,

D@ mERIzHONWT

D-1 Fied (1) ~ (5) OWFNNTELT IR THDH Z &,

() EEZBREDIRET D0 A S HEEERLRRT S (BB RS A SR BE L SR T
M A3 A RSB L SURRE . HUES AR 72 &)

(2) FEEREREFRPT

(3) BESFEAENIEET 20 AHOEEERGT (DS A PGB ERbT, 23 AR
W19l 23 ARSI EEHEE R 7 &)

(4) I RACFERIERE 2R E L, S RIERCFRER R 1, SRR LR IEB IR 2
ST SRMEFA L FHRIES IR 3 DORiak K YEIAR D | H 24T - T D ik

(5) BrEMERESAIALTE BN OfE EAEITLR 2 | 21T - TV S Jitigk

O-2 B OALFRIE K ORIVEHFBLR Ot ST+ 53 72 5k & R &2 Fro Rl (TR O
WTHNTRZE ST D ER) 23, UE2IERORANCET HREOETLE L L TREESH
TWbH Z &,

#

o [EMRFFESE 2 FOYIFHMEZ(E T LI212IC 5 FELL L0 AIREDOKIHE
EIToTC0nHZ e, 9b, 2FED kit DAKEYEEE T L URRIESZ O
EEIToTWHZ L,

o [ERGRFFIUSHE 2 FEFOMIINHE 2 & T L% ISIHIbE i OB A KWL &1 5
HELL E OSBRI 2O 1T > TN D Z &,

o [ERIGFFEIUF% 2 FEOYINHEZIE T LI2%IZ 4 UL EOBRRRERZA L T
HZ L, 9B, 3EU IR, THEERE O 0 AR 7 G e AL R IR S O T R
EE2ITHOTNDHZ &,

QBN D EIEMIFEREHDOEHIZOWNT

PEEE R P E T 2 LA AR E S, BEEAEN D OFRE D, Ao - &
EMEEIRPEROGEKE OERS ST 215 RIgE, AEFEFGNRAE LGS oWE
EBENHELDIATONDIEHINE ST D 2k,

10



@ BIfEFH~DORBIZ DN T
@-1 R BE$ 2 B

VR PER BB O BFS 2 BIE A 2SR L 72 BRI, 24 BRRTRSIRIRHI O . M a%hiiak X
(FEHER BB T R L EIERNICS U C AR B O CT S O BIVEH OHRINC &
EIRAE ORI B PICHFELN, EBITHISTREZRAHNE > TND 2 &,

@-2 ERUEEEICL2AEFSNNICET 2 EN

M AR HED 5 I A R O R 2 T D R R SRR E =5 Y v 7
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
ESNTWD Z &, 2B, BIEHIZHOWT, NABRE L ZOFBEICHDITEmMENT
WH L,

@-3 BEHEADZWrox B LT

BIVER (MEMERZERIZIN A, infusion reaction, KIGZ « /MG « HED FHI, AT
A - JHFRERERETE - JHFR. (O - LIRS, BHEDLEREE, Ak - SRRl ARE -
HIEM B E, NowlEE (RIS S, BIEAEREREE . T ERARERE) . 15
PEPRI . ES, BHEREREE (RAME MR R, SRERIRBRE) | MK - BEsK - BHE
K. MREREE (F7 2« NUEGREES) . BEERMEREE ., fIR0EZERE, .
SESEE, MER, MERERMEY o SEMEE, EEOFR, MRS %,
AR (EmElaBiEEzZ Et) Ob 2 BE~OMEH, X « R EEME L OV %
) TR LT, YRR T BRI B O B E A G T S AT L EE L (BHWEAH O
WX IS ICBE L CTHRER VSR EZ T ONLFMITH H 2 &) B HICHEY) 72 AL E A
TXDHIEHNRESTND T L,
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5. EXRLRDBE
[ B b B4 % 31E]
O TFRROEEITBWT, AAIALFREEO G 5 OF I RSN T,
e HER2 [t DIBmYIBRAGE /R EETT « RO FEAEE
£ PR S NTALEREII T O L B Y,
FEYYTSFUROH R A
. VAT T F KON S5-FU

@ RIS T2 BB T DAAN DO G R O IR ST ARFN DA 2D e
MESNTELT | AFIOEKG-RR LB,
o OTAHHDOAENEPREITORMIOFUEMIET A & OO 5
o FiofiighEis
*  HER2 [GPEDIREYIBRARE R AT - FEFE O 9

@ ERELEFE AR (BGB-A317-305 #B%) (28 T, PD-L1 IR (TAP) ([2XkV
ARH EACFRE & OB G- OB IMER R DDA RBEINTWD (p7 2H) =
EDD, AREEMOPUEMEREEA & OB GICEE L TIE, TAP bR L7z LT
R BO¥M 2925 Z ENEE LV, TAP 2 10 RitiCTh o Z L BNER Sz BE
IZBW TR, ARAILSAOTEERIE O ZET 52 &,
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(“Zz 4l BE 9 % FH]
O TRUCEYE T HEFICOVWTUIARAOBRGENEZEINTWL Z Enn, BEEIT
DI &,
o RH DO LIBBUEDRBEED & 5 BFH
@ RFERTOFHIICIB W T TIRRICEZE Y T 5 BEIZ OV T, AAIORGITHRE S vz
D, AOTIRFEEIL DN 2 WIGEIZIRY | HEICAKZHEH T2 L 2ZETE 5,
o MEMMEEDOAH IO H 5 EE
o S EGR A CRVE R 258 0 £ B K OTEBNME O B SN I <0 gL ME it 98 55
DI RIEPEZEAL D - B D B
o HOREEROESUUIEMENA L VXD B CaEEBOBEROH 5
B
o JEEBE (&M@ HEL ST ObbEE
o EEORYSIIBEEA AT HBE
e ECOG Performance Status 3-4 0 o &

WD ECOG @ Performance Status (PS)

Score | EFe

0 | &<MERIEEHTE 5, BT &lFE U R EAERNHRZ AT D,

PREIZI LUEBNIHIR S 225, BTAIRE T, BAIEESEE > TOMERITTO LN TE D,
RS N S

BATHRECTHSOF DY) O Z L3 X TAFELEAMEREIT TE 2, A 50%A Eid~y R Tl 27,

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,

13




6. REIZEBEL THEBEIREEHHE

O WSACESION A, BOEIRGEES D IRIET 2 B R IC D Z ARH O Rtk & OV E A
DT OIZ B HAZ T L TS5 2 &,

IRIRBIR I IENL D | BB T Z OFEIRITAEIMNELR OEREZ Ho3 L, FEZ5
TbEGTHZ L,

FEREWERH O~ R T A MZOWNT

@

®

AHNOBEFGIZL Y WEORERICIERT 5 & B2 b DA R EEBORRE
DHLOLNDZ END D, BIEZ STV, BENSRBO ONGAITIE,
FEDORIEFINZ X DRWER ORBLZZE L, @282 2175 2 &, A
DHRFEFONZ LD RWER BB 55 8101%, BT RERVE A HlOR G54
BRETDHI L, Flo, KFIRGERTRICEEREWVERRHbNLZE08H 5
DT, FABEGKETHROBEL 2T 2 L,

MEMEMEEDR D CLNDZ ERH LT, HIHER (BOliv, FRRREE, %
WREE) ORER K O X A0 E%, Bl +0I175 28, £, H
(0 U T CT, i~ — 7 — 5 ORE & Eitid 2 2 &,

Infusion reaction 3% 545 Z &£ 03% %, Infusion reaction 23588 H VI HE 1
(F. WORALE AT O & &b, ERBEET L £ THREOWREL 0108l
THI L,

R4, FEEERESE, HRDBHOLNDHZ LD DD T, ARAIE5-BLERT O
BeE M e R IR RERM A (AST. ALT. y-GTP, Al-P, BV /LE V%D
HE) #1795 2 &,

AR RERR S . T ERAHEREREE R ORIBEERESE S 5N ERH LD
T, AANOBGBRbGET N OB G I E BN e RERR A (TSH., iR
T3. EHfE T4, ACTH, IfL =L —VSEOHIE) % FEhid 52 &,

1 BUpEPRIE  (BE 1 B IRIB 2 2 de) 23b bbb, BERFEME 7 7 v R—v &
WCELZZENRHDLOT, AYE, EL, RMFEOIERORBLLMEE O F5 2+
DEETHZ &, 1 BERBE NSNS G IR G AL, AR Y
R OB GHEOWY)RILEZITH Z &,

BT BRI AR L COLRWERAN BB T Z 0N D20,
KRN OE G TR HRIERORBUZ 3BT D,

BGB-A317-305 #BR ClL& G5-BALE 5 48 W% £ CTix 6 BRIFNE. =01 9 HH
A CHIMERHME 21T > T2 2 & 2 5E10, ARRG I EHICEgRAE T2
ROMEREITY Z &,
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