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RHLZENDHD, ZOd, AR OLEMEICET A ERAHERT 5 £ ToM.,
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HDRBL LT BRI LB kS 2 & D Z & DA AIBE7R — E O B 23 7 3 = A B <4
THZEDNEETHD,

L7 o T, KA RTA Tk, BB ZNE TR LA TV D EFIHFH -
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FAVY A=7 (BaFf#z) (LR, TARAL &vw9,) 1E. & b programmed cell
death-1 (LL'F, PD-1) &\ 9,) IZxT 2 1gG4 %727 T A0k MEE /7 a—F Lt
{ZIVC“&)%)

PD-1 1%, $UFEE RAMAICHEE T 5 PD-1 U > K (CD274 (PD-L1) XN CD273 (PD-
L2)) &ﬁAL PRI E  BIZHT % & B %2 54TV % (Immunol Rev 2010; 236: 219-
42), %72, PD-L1 X O'PD-L2 (%, Fix OEBEMHMRICHEEL TWD Z ERMEINTE
v (Nat Rev Immunol 2008; 8: 467-77) . PD-1/PD-L1 #&#& 1%, FEEHII AU R T
AR & OWBREZ BT 2T DO—2 L LTHEZ LN TN D,

AANZL, PD-1 Offfash sk (PD-1 U 4> RiEAMEL) 1A L, PD-1 E2D U T
R T&®% PD-L1 KU PD-L2 & DAL HETHZ LI2X 0, DAGURF R T Mk
DOIEMHAL K O AR X3 2 e GBS E 2 IR 3 5 2 & ¢, OB & Ifl+ 5
EEZEZHILTND,

AFNOVEFIBE 2 IEEDOREISIZ L DEWERER S 6 oi, HEX ;Ufliti’
£ % WH ﬁbﬁébé AHN DB G- O GRITIT, BE OB Z +oIATV . REDPR
D BN AT, B LT F5 EELT;%F‘%E’J&C%D&&1’*“5"}3%?#0!:%&3_?%LTL
@Jfﬁﬁﬁﬁ%lJa?Lﬁ%ﬁb\ W DRIEUSIC & D RIER N B DN 256121, BIFE B E RV
T AP G DY LE 21T O MEN D D,



3. BRERARE
R T fRsR 2 A 9 5 _EIHEENRE O KGRRF IR 21T - 7= B R e BR O plohs 2 797,

[H2hE]

WA EIIAABR (BGB-A317-309 7kfR)

(b FRRERE D 72 PR3 AT R 2 A3 2 RIRBRE B3 263 Bl 2 3 RIC, 7 Ay
AR VAT T F L OPFR (BLTF, IGC)) 5T T, AHlE 7T 8ROFR)
PR OV ZR2MEE T 5 2 2 B LB EA(L — EEMRIEGER N Et S -, £
SSHME H T 5 RECIST v1.1 [ZES < MNFHMEEZE RS (LU, IRCY) HIEIC X 5%
MR (LLF, TPFS)) 12oW T, 7Tk ARE GC EOFHH AT, I77k8R
/GCJ) BEEL HHE U CTARAIE GC DU (BT, TARKI/GC)) B CHREHFIIICH BRI
En@Boon F1, K1)

1 EHALFREEO /RN, U EEER T T 5 AL R OB LSRR % & T L RO

SRRSO T 6 4 A LL IR L= 381 R U < IR L, SR ISR 5 R LR iR
YN

% 1: PFS OFBIFEATREE (IRC HIE. ITTHEM. 202153 H 260 HF—Z v b4 7)

AHIIGC B 7 Z & RIGC B
(131 B1) (132 1)
PFS o [ A 9.2 7.4
(95%{E #E X [#) (7.6,10.1) (5.6,7.5)
A= R 0.52
(95%f1= #H X [H) (0.38,0.73)™
PfE (H) ™ <0.0001

*1 MR (B, &) ROWFEEE (B, 72L) ZERIKT & LzBRlCox Ny — RET v
#) - A EIKYEIS S L7297.1%CHE [0.36, 0.75]
*3 . J@Rlllog-rankiRE (EHICox BN — RET VL FRI—ORRIKNT) . AEA%E () 0.014449



Progression-Free Survival (%)

Number at risk
AHN/GC 7t
77 R/GCRE

1 : PFS @ F[EfRHTEE D Kaplan-Meier Hhf3
(IRC HIZE. ITT4£M., 202143 H 267 —F v b4 7)

100 -
90 <
80 <
70 - AHKI/GC B
60 - /
50 -
40 -
o—a- D ©
30 -
20 /
304 75 &R /GCEE
0 -
0 3 6 9 12 15 18 21 24
Time from randomization (% H)
131 108 70 42 13 6 1 1 0
132 98 50 14 6 2 1 0 0



[Ze421E]

WA EIIARBR  (BGB-A317-309 7kR)

RRIEL D72 &b 1 FRG INTZBEFITB T, AEFRIT. AAI/GC # 133/133
Bl (100%) KO 72 R/GC RE 129/130 (99.2%) (278 Hiv, 1RERIK & DORIEBIR N
ETEXRWAERRIT, AF/GC B 133/133 i (100%) K OVT 7 & AR/GC £ 129/130 43

(99.2%) IZRRD LT Q023 F 12 A8 HT—4# v b4 7),

WT IO THIFNED 5% LORWERIZR 1O LY ThoTo,

R1WVWTNUOOHETREAEIGH 5%LL EORIWEA (BGB-A317-309 35BX)

AHAI/GCHRE 77 & RIGCHE
AR (N =133) (N =130)
(Preferred Term) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
(MedDRA ver. 26.1) n (%) n (%) n (%) n (%) n (%) n (%)
EIER 133 (100.0) 100 (75.2) 2(1.5) 129(99.2) 107 (82.3) 2(1.5)
2 114 (85.7) 39 (29.3) 0 (0.0) 117 (90.0) 43 (33.1) 0 (0.0)
A Bk 82 (61.7) 39 (29.3) 0 (0.0) 77 (59.2) 49 (37.7) 0 (0.0)
I I Bk 80 (60.2) 40 (30.1) 0 (0.0) 82 (63.1) 51 (39.2) 0 (0.0)
G 76 (57.1) 0 (0.0) 0 (0.0) 92 (70.8) 2(1.5) 0 (0.0)
1/ MR EEAD 72 (54.1) 27 (20.3) 0 (0.0) 80 (61.5) 33 (25.4) 0 (0.0)
BAEOR 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 ERIE D E 47 (35.3) 30 (22.6) 0 (0.0) 38 (29.2) 23 (17.7) 0 (0.0)
I BRI iE 46 (34.6) 29 (21.8) 0 (0.0) 45 (34.6) 20 (15.4) 0 (0.0)
TIS=vT IR UART 2 37(27.8) 2(1.5) 0(0.0) 23 (17.7) 1(0.8) 0 (0.0)
7 — B8
TANTGXUEET I/ T 36(27.1) 1(0.8) 0 (0.0) 27 (20.8) 1(0.8) 0 (0.0)
A7 =7 —BHEn
(A 35(26.3) 0 (0.0) 0 (0.0) 44 (33.8) 0 (0.0) 0 (0.0)
FOR IR RE AR TE 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)
2z L7 F =8 31 (23.3) 0 (0.0) 0 (0.0) 23 (17.7) 0 (0.0) 0 (0.0)
Rk 28 (21.1) 1(0.8) 0 (0.0) 31(23.8) 2 (1.5) 0 (0.0)
% O PEIE 26 (19.5) 0 (0.0) 0 (0.0) 17 (13.1) 0 (0.0) 0 (0.0)
NP IENIIRE 22 (16.5) 1(0.8) 0 (0.0) 27 (20.8) 1(0.8) 0 (0.0)
FEN 18 (13.5) 0 (0.0) 0 (0.0) 7(5.4) 0 (0.0) 0 (0.0)
i R R ME 17 (12.8) 0 (0.0) 0 (0.0) 16 (12.3) 1(0.8) 0 (0.0)
JETE SR 17 (12.8) 0 (0.0) 0 (0.0) 17 (13.1) 0 (0.0) 0 (0.0)
U v ERERD 17 (12.8) 13 (9.8) 0 (0.0) 22 (16.9) 18 (13.8) 0 (0.0)
7 16 (12.0) 1(0.8) 0 (0.0) 17 (13.1) 0 (0.0) 0 (0.0)
&H Y v AiffiE 16 (12.0) 2(1.5) 0 (0.0) 26 (20.0) 6 (4.6) 0 (0.0)
AL 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)
K~ 722U AifE 15 (11.3) 1(0.8) 0 (0.0) 16 (12.3) 3(2.3) 0 (0.0)
1/ M E 15 (11.3) 6 (4.5) 0 (0.0) 17 (13.1) 10 (7.7) 0 (0.0)
HERD 14 (10.5) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
BT 7 2 v E 13 (9.8) 0 (0.0) 0 (0.0) 12 (9.2) 0 (0.0) 0 (0.0)
) E 11 (8.3) 0 (0.0) 0 (0.0) 11 (8.5) 0 (0.0) 0 (0.0)




AHI/GCRE 7 Z & RIGCEE
HAGTE (N =133) (N =130)
(Preferred Term) “4:Grade 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)
&2 o — Ve 11 (8.3) 0 (0.0) 0 (0.0) 18 (13.8) 0 (0.0) 0 (0.0)
BiESE 10 (7.5) 0 (0.0) 0 (0.0) 11 (8.5) 0 (0.0) 0 (0.0)
HEEBAS PR 9 (6.8) 0 (0.0) 0 (0.0) 8(6.2) 0 (0.0) 0 (0.0)
BAER 9 (6.8) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
7 L7 F R ARFF— 9 (6.8) 3(2.3) 0 (0.0) 2(1.5) 1(0.8) 0 (0.0)
EHn
. H LI I K R RN 9 (6.8) 0 (0.0) 0 (0.0) 3(2.3) 0 (0.0) 0 (0.0)
1A PR R AN 9 (6.8) 0 (0.0) 0 (0.0) 6 (4.6) 0 (0.0) 0 (0.0)
&AL A fE 9 (6.8) 0 (0.0) 0 (0.0) 9 (6.9) 0 (0.0) 0 (0.0)
K& 2 %7 I 9 (6.8) 0 (0.0) 0 (0.0) 7(5.4) 0 (0.0) 0 (0.0)
1 H FR BRI A V- 10 7(5.3) 0 (0.0) 0 (0.0) 5(3.8) 0 (0.0) 0 (0.0)
FEWED FE W 7(5.3) 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
P fie g 7(5.3) 0 (0.0) 0 (0.0) 2(1.5) 0 (0.0) 0 (0.0)
Hig 7(5.3) 1(0.8) 0 (0.0) 5(3.8) 0 (0.0) 0 (0.0)
eV Le 5(3.8) 0 (0.0) 0 (0.0) 7(5.4) 0 (0.0) 0 (0.0)
1KY e 4(3.0) 0 (0.0) 0 (0.0) 8(6.2) 0 (0.0) 0 (0.0)
GV 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)

2B, AFNGC BEIZHVE MM AR 361 (2.3%). Infusion reaction 77 % (57.9%) .
KIBZ 141 (0.8%) . T 11 41 (8.3%)  AFHEREFEE 59 1] (44.4%) | Lz 2 #1 (1.5%)
FEREREE 56 5] (42.1%) . gk 2 651 (1.6%) . PNorikss (R IRMSRERE S . mIE e
P, TEEAHERERET) 39 61 (29.3%). BEHEEEMET (RAMEHEEMER R, RERIEEX
S) 11 1] (8.8%) . FHREEE (T2 « NL—SEERELL) 38 ] (28.6%) . MLIKREZE 129
B (97.0%) MO BT, F7o. DR, AR, TR, DFEEK, EEMEDE, 18
PERIG, BEde, MMZe, #hkZ. BRBUTRMRIE, S E ok, mER, mEkERMEY v~
MRERIE ., SRIMARZERIE, i, Fhik., HR. WHEEERITRD b7,
AREARBURIUIBE RS (BERREMEY 2E50) 28 0EHERERT,



4. FEERIZDOUVNT
AHN OB GG /e BE ZZW - FrE L, AN OBGICL Y EERRIEHZRBL LT

BRIz

ST B2 ENREIR T2 L FOO~Q@DT X T &I MERICBWTHEHT S

RETHD,

@D HEHIZHOUT
D-1 Ta£o (1) ~ (5) OWVWTNNCEY T AR THAZ L,

(1

)
€)

“)

©)

JEA I BRI MR TE T 2 23 ARSI HLRUR B (BB IR 7S AU RSB HL R
HIAS ARSI ER S HUS ARSI 7 )

Fr EPEREIRE

ST ST SIE Y (= Ve RAV/AVIVEL - S CeX A s S C/AVAVE L S oXs 2 et o] S NAVAVE S ek 7
W Rbe. 5 AR R &)

SRALFIRIER 2R E L, SRIESH L ARIES IR 1 SRS L AR EERS R 2
AFARNEIGAC AHRIERZ I 3 DR FAEIZAR D | H 21T > TV D fiiak
HUBMEREISE AL T & BN O i A AE AR D i 21T - TV D fili

-2 _LMHERE DAL A5 K ORIE IS8 BURE OO SIS 53 7 dinidk & RBR 2 R D Al (R 3%
DT NDNTFEE T HER) 3, LR OAANCE T DGO BEEE & L TRES
NTnsHZ &,

*

ERfith i EUS% 2 FEOPMIHHE ZE T L7-%IC 5 FFLL EO R AR O EEEIHE
ZIToTWBHZ &, 96, 24D Bk, BNAEYREL L LU EKRIERS: O
BEEIT>TNAZ &,

ERifaZrEuS1% 2 EOPBIIHE ZE T L7212 4 400 E oo B B R ERL O B
IRHEZIT->TEB Y, 95, 24D EIE, 2SAFYIRE & e saSaE B S 2
EORRFMHEZITo TWWAH Z L,

OBtA D EZIFREHEOAEHIZONT
RIS I B B E T D RMEE N E S b, BERAE O OfFRE N Ao - %
BRI OE B NERMSF IS 5 et AFFRVEE LSS OWE

e

FERELATON DK - TV D Z &,



® BIER ~DRRTDONT
@-1 HERR I RS 5 B g

PR PE R 285 D T 70 MV A8 986 L7 BRIT, 24 WERIESHEIRHI O B, 4khiiak
R R IT 350 T, BB L AR U C AR B O CT % 0o 1R 831 &
SR ORERANY B s B, BB IS AR AR R > T D 2 &

@-2 ERIEFEEFIC L 2AFFRAINCHET D EMS

S ABHRCHE D D BT 72 e e O\ Be 2 2 BIRIEFRE D EIE =2 Y 7
EEDITEROA Y V== T 2ATOERE L FwE A TE 5 F— AEREH 2R
SN TVD Z &, 2B, BiAHIZHOWNT, BDABE L ZOFRBET 3T mshT
WwWnHZ &,

@-3 BIEADZWrORIZE LT

BIER (FMEVERZERIZIN ., infusionreaction, KRG « /MBS « EED T, AR
A - IFREREREE - 2R, DAk - DR, EEOREREE, Mk - BB RARE - HE
A ) E . N s (FUR IR RERE . R M RERR s | T H (BRI E) | 1 RUHE IR
R, EHERERETE (RANE RVEMER I, SRERIREREE) | Mk - BB - TR, Ptk
EA(FT - NUEGRY) | BERMKES, FIRMAEZERE, %, 589 FEkx,
MAEJ, MERERMEY o HRREE, EEOEH K, WLIEIE R, IResBRE G
MBI Z 5Te) ObDEE~OMH, I - IR EE L ORERMES) 2 LT, 4
LM R AT AT B = A B D BEFIME 2 A 3 2 R AT & B L (RIVEH 02 Wr-oxb i iz B L ¢
FFEROIEZZITONLEZMEITH D L), EHITHEU R MLE N TE DK 038 - T
WoHZ &,



5. BEXRLBRDIBE

(f

NPEZBEY % HIH]

O BHRUTEREGEEZ2H T 5 EHEEEBRE B W TARIE GC L OfFHEE OFIE
NREINTWD,

@ TRICEYT 2 BH T 2ARFOEREG K O HTIECOWTIE, AFIOAZED
ESL SN TELT, AAOHRLGHR LRG0,
o DOTHAAIDAH NI R STV WML OFUEMEE A & O &5

(%
©)

@

freeX i NEC I REAR ) |

TRLCE Y T2 BT ICOWTIEHARAOREN R L SN TWDL Z e h | BEEIT

PR &,

o KAIDEATIZ R Ui BUE O REERE D & 5 3

TERERTOFHMIZ I W T FRRICEE Y T D BT OW I, AR O HITHESE < 7z

D, AOIRFEEIREL D 2 WIGAIZIR Y | HEICAREZEHT 22 L 2FETE D,

o  MEMMEROAD IIEDO®H 2 EHE

o JlES G A CRIVE R & 78 0 D B S ONE Eh I D U # At 28 <0 et Jifi ¢
EOMIZRIENEEAC N A B D BE

e  HOMEREBEOEIUIBMERNE L ITFHREMED A CaZEBOBERED H
Y e

o EERBAE (&R L ZT) Ob b EH

o BB IIBIEE AT HRE

»  ECOG Performance Status 3-4 "5V o &

4l

(¢23))

ECOG @ Performance Status (PS)

Score

e

<R JEBITE 5, FHETL R U HHEAEDHIRZR TR 5,

PIEREZIE LWEENIHIR S5 25, BTHIRE T, BAFELH > TOERIITI 2N TE D,
Bl O, FEEE

BATHRRECTH Y OH ORI O Z L33 X THEEEMEEIITE R, BHO 50%LL EidXy FACil 29,

RONTZHGOEDEY DZ L LNTERN, HFEOD 50%LL EE2 Xy K1 Tl 29,

AW

2LET 2V, BOOEDEY O Z L1342 TERVY, BRIy KR+ TilmI 7,

10




6.
@
@
®

BEICELTER T REEH

I SCGERE TN 2, B IR 3 D RS 2 BB 1T D & AR D etk & OV (E i
HOTDIZLERERE HICHE L ChBHERTHZ &,

TRIEBRARICIENE D | B XX 2 OFBRICAHIE R OER %2+ L, [FE %15
ThrbiEET5Z L,

FEREWEH O~ R T A MZDOWNT

AFNOBHIZ XV | BEORESONTERT 5 &5 2 DDk~ 2R B0 R
DHLONDLZ ENb5D, BIEZ 2TV, BENED LNLHAITIE, 1@
FEDGRIE RN LA EWERH ORBLAB[E L, MU #nWa T 2 &, B
DS N K D BWER A G0 D355 121, BB BB R VE CHl 055 %
BETHZE, T AFEGKR TRICEBRRZBEARO DN Z ERH S
DT, FAIBEG-ETHRBBE L2772 8,

MEMEMEENRD b sd Z ENb D 0T, MIHER (B, MRS, %
W) OB O X SR O FM%, BEE2 +o0Ii7o 28, o, MHE
(20t U TS CT, I~ —h —F0MmE 2 Ehiid 52 &,

Infusion reaction 73& H 3L 5 Z & 235 5., Infusionreaction 2358 HILTZHAIC
XL EYIRLEZIT O & L b, ERDEE T S £ TREOREE 0Bl
THZ L,

R4, FFRERE S, HFRRH bbb Z E08H DD T, AAIR G BLART R O
e E I E MRS RER A (AST. ALT, y-GTP, Al-P, B U L E VD
WE) 2179 Z &,

FOR I RERE S | T RS X CRIEHEREER S bbND Z ERH LD
T, ARANO B G-BAART M O G- M P IXE IS IS RER A (TSH., b
T3. 78 T4, ACTH, I =/LF Y — VEORIE) Z2FEEd 52 &,

1 BUBEpRI (BIE | BUBEIR IR 2 &) b Db, FERBIES b7V F—v &
WZEDZENRBHDHDT, NG, Bl NaH-E DORER DR B MPEE D FH12+
DEET D&, VREBERFN SEON - GECT G2 RIEL, A2 ) 8
H O 55 OMY) I E AT H Z &,

WHRR T BEMNSEI AR L TOrORIERNRERT L Z 8B D570,
KB OF G THRIZHRIER ORI 7I2HEET D,

BGB-A317-309 ikBRICFW T, EBRIANS 6 7 A £ Tl 6 AN, & 554
6 7 A% 1A% ETIE 9 MM, ZALIBRT 12 3 RN A 2o FEAmn 2
1THo TN Z EE2BEIT, KA HITEMIN I ROMREITY Z &,

11



RIEERHEET A R A
FAVY AT (REBTHBE)

~RIE R~

SFT4HES5 A (5Ff84 9 AWET)
JE A S8




H &

1. [ZFL®IZ P2
2. ARFIOFE, TEREF P3
3. BRPRAKAE P4
4. WiRIZHOWT P13
5. \ERREMRDIEE P15
6. HHICEE L THET XX HIH P16



1. IZC®IZ

RIS DOFBE - LERMEOHIRDT-DIZIE, IRASCESIC S i B2 23K o
b5, ST, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FRESRE KR I D T, 2D OEEM 2 B NERBE RS 5 2 & AR O
RRE & 7o o TRV REMBGEE & S EOFEARTTEF 2016 (AL 28 4 6 H 2 H MFEEILE)
ICBWTH, EHMERLSEOMHORBHEEEZNS Z L L STV5,

FHLE T EIR AT, K ERAC BT 1 7 7 A VD EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET A ERAHERT 5 £ ToM.,
MHERLOBEZBZIT 52 EPWRFINIBFICH L THEHT S & &I, BIFE
HDRBL LT BRI LB kS 2 & D Z & DA AIBE7R — E O B 23 7 3 = A B <4
THZEDNEETHD,

L7 o T, KA RTA Tk, BB ZNE TR LA TV D EFIHFH -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 28180 b B R B & %
iR O B R,

I, RHTA KT A A%, MNATEIE N EIE SRR O, AStEENEAN B AR
B IR RS . — MR N B RER IR NFHE 2 K OV E FF 2 FINE BN A AN A AR B P2 0
Whob L ERLE,

KL R HEEL  FALY XvT GEE L)

RS LR DMBEUIE - IGYIBRRAEZRHETT - TR O RIENE

HELRAMERORE: 7040w 73 VKRN AT TF o L DOUFICBW T, B, K
NIZIE, FALVY X~=7 GEE T Z) & LT, 1H200mg &
3 EMMEET 60 730 CTRIEFHET 5, DAALTFHRIER I E
LU 72 AR YIBRASBE 72 61T « PRI O REHE ISR LTI, AHZ Bl
B35 TED, ok, YRR OERFMENBLAFChHIVL,
2 [A] H LA O F H-HEIE 30 4y & T TE 5,

¥EH BT AT 4 VU RERISH

o

& R o




2. AHF O, EREF

FAVY XA=7 (B l#az) (LT, IHAlL &9, ) 1X. & B programmed cell
death-1 (LL'F, TPD-1) &£\W9H, ) IZxd 5 1gG4 727 7 ADE MELE/ 7 m—F v
Pk TH 5,

PD-1 %, Husisiialc 84 % PD-1 U ' K (CD274 (PD-L1) J& U CD273 (PD-
L2) ) LA L, EISEEZAICHET 2 B2 5 Twd (Immunol Rev 2010; 236:
219-42) , £7-, PD-L1 XU PD-L2 I%, Fix OIEEHMICHEL L T\ D Z L s
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#& 1%, FESHIAE A HUR AR LAY
72 T MO O BEEZERET DEFO—D2L LTEZALNTWVD

AHFNE, PD-1 OfifasaER (PD-1 U 4 RiEG k) (S L, PD-1 L 2DV H
RT& % PD-L1 KU'PD-L2 & DFfEGAAET 52 LIk BAGURFERAZ: T Mk
DTGP OB AR 3 2 MRS F TR ME 2 B8R 9~ 5 = & C. G OB 2 Il 3 5
EBEZBILTND,

ARANOVERBE 25D BB DRIEFUSIZ & HBWEMEDRH bboi, BEEIILLTIC
EDLAREMNEDN D5, AANOBGH R OEEGHRIZIT, BEOBEL T0I2ATV), RE DR

DO HEITIE, FEB LI H AU EELtiﬁrF‘%’Jiﬁ%ﬂu%&@%%?#Ol:ﬁﬂ?& Gk APNGT:]
Y72 ERIZ W 21TV I ORIE RS K D RITERI DI D 55 \ BRI B ARV

U OE GO Y IR ALE 21T 9 DR D D,



3. BRERARE
FRIGUIBR AN REZRETT « B DO BB O AR I Rl 21 T - 7= /2 iR REBR O il 2 7R 97,

[F 5]
O EFEILFEFBNAHGER (BGB-A317-306 55%)

(L FAERE D 72 O IR UIBRANEE 2R AT - FRR O RER - ERORE RS 649 6 (HARAN
66 Bl & & Te) X4, RIS EMANEIN L bk (LLT, TICC™) & ),)
OFH T T, AAI200mg 3 B (LLF, TQ3W) L) ,) Bh (32641 L7 T
N (323 #) OFEMER LML IS 52 L2 BRYE Lo EEA(L EHE M
Bk % IEhE L 7=,

FEFMEH Th D2 2AEAFWE (BLTF, T0S) &v)H,) (FRME [95%FFE X H])
DTSRI A& 1CC & DHFH (LLF. TRAFIICC) &vvo,) BET 17.2 [15.8,
2011 WA, 7FZ7EARLICC DO (LR, T7Z&AR/ICC) &9 ,) BET 10.6 [9.3,
12.1] B HTH Y, KFICC FEIL 7 7 B R/ACC BEKT L TR FAIICHE B R %7
L7z (0N — K [95%(E#EIX ] £ 0.66 [0.54.0.80], p<0.0001 (FfAI) [J&@5] log-rank
RE])

*1:ICC & LT, ZiAduryTiL (LR, I5-FUl &\W9o,) £ AFFF > (BLF, ICDDP) &W»

9.) LOFFH. 5-FU LA X3 Y 75T (LT, TL-OHP] &W9H,) LD, v ZEer
& CDDP L O, v Z & L-OHP L OftA, X7 U Z Xk (LLF, IPTX) £\ 5,)
& CDDP & OfffH, PTX & L-OHP & DN E &7z, 708, AT 5-FU & CDDP & D
HHOBIBR ST, £, FEAOME - AREFLUTFOLEBY & ani,

Ak - A&
5-FU XiF v 2 e LT 2854, 60~80 mgm? % Q3W THHIRNE 5,
CDDP PTX &+ 284, 3HMZ 1 9 A 271 LT, 60~80mg/m? & KYVA 7 /LD
1FELLIE2 BH, UIHE 1~3 B BICHE L CHIRNE S

L-OHP 130 mg/m? % Q3W CTH RN 5-
5.FU 3MRE 1A 7 e LT, 750~800 mg/m? & &Y% A 7 L DF 1~5 HEIZ Q3W T
FRN 5
FRREany 3EMAE 1 YA 270 E LT, 1A 1,000 mg/m? %4591 7 LD 1~14 A HIZ BID
TROES
PTX 1%myﬁémWTﬁmm&ﬁ

BID:1 A 2 [H], * : &4 A 7 WCEIT D& 5-2I% 60~80 mg/m? & Sz,



1.04 g
09
o %b\)
03] N AHAI/ICCRE
o
071 % \
£ Y ™ /
Z 0671 o O
[ _ h
a 0.5 ’
E
£ 041 / Uiy
E = N y " © g, 0.
- 75 % K/ICCHE By o a
00w 000 0o, Q&)om 000 a® 00 o
03 al O\IIUOT) @
o y
0.11
0.0 1
T T T T T T T T T T T T T T T T T T T T
0 2 4 6 § 10 12 14 16 18 20 2 24 26 28 30 32 34 36 3830
Time from randomisation (7 H)
Number of patients at risk
#FI/ICCE 326 311 287 264 253 227 201 183 167 136 101 79 58 41 28 14 8 4 1 1 0
JTS5EA/ACCE 323 304 268 239 195 IS8 135 122 112 91 71 54 40 32 22 11 8 6 1 0 0

M1 OS DHEEITE D Kaplan-Meier B (306 3Bk, ITT £H.
271y hA7)

20222 H 28 HT —



(PD-L1 FEBLIRBLA DA 2h )

E B IL[F B IFEEER (BGB-A317-306 k) ICHAANONIZBFED S 6| EEEHHE
MRRRRIZIS 1T 5 PD-L1 ORBURIL (TAP) ICBT 2@ S o —HOEF DT —
LD E | PD-L1 HBLR DB ERIR AN IR AT o To B IE R OV 2 D F T
ToOELEBY Thol,

AFINCC FED OS ITE LT, TAP 28=5 DHEFEEM & ik LT, TAP<5 OHBEE
HICix. OS DIERZNEI /NS WMEHA RO bz (1 KLKTK 2),

788, PD-L1 ORBLRIUC L 6F, AANOLEET 77 7 A VITFEKTH 72,

# 1 PD-L1 BEIRILAID OS DOEBAEMRITHE R
(306 FRBR. 2022FE2 H 28 BT —F Uy vA7)

0S
L1 % I . e
AL 15 s e AT SO
( jjjq) [95%CI] il
AFINCC #E 36 11.8 [6.2,16.3] 1.34
TAP<1 N . 16.1 [10.4, [0.73,
75 R/ICC BE 25 28.9] 2.46]
X 13.0 [10.8 0.93
< | >
1=T§/\P< AFHI/ICC BE 59 18.3] [0.61,
7 F & R/ICC #E 64 9.6 [7.9,13.7] 1.41]
- 0.0199
AHAINCC BE 56 26.8 [16.4, —] 0.44
5<TAP< [0.28
10 75 & R/ICC 79 9.8 [8.0,13.0] 0 7(')] ’
X 16.6 [15.3 0.67
I 9
TAP=10 AAICC B 116 24.4] [0.49,
75 % R/ICC #f 107 10.0 [8.6, 13.3] 0.94]

— HEEARE. *1: PD-L1 HEARRECTH - - B BRI ST, *2 : R Cox Bl —
NEFL, 3. O 58, @PD-L1 EBLRILEL OO 58 & PD-L1 BRI & O HAEM %
WL Lz, FEREHI Cox i — FET L



100 ¢ " 100
7 5+ KNCCH .

”j g 2 % AFINCCHE

80 Z 80

70 R

60 £ 60

50 Z 50

" [

21 AFCCEE z %

3 30 7t RACCRE

20 J‘ 20

104 10

o o

—— T — —T T — — — .
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 o 2 4 6 8 10 12 14 16 18 20 2 24 26 28 30 32 34 36
Time fre #H) Time from randomisation (7 5)
3 2 1 16 s s 2 2 1 0 0 0 0 ARIACCE: 59 s 49 46 44 n n 2 20 15 n 3 1 1 0
0 18 18 15 4110 9 7 4 4 3 2 2 1 1 0 79% 64 60 52 48 39 28 27 20 6 10 9 9 3
1cci
. 100 AFIICCRE

_ 100~ AFICCRY 90
;i' 90 Z 80
32 80 2 7
£D 60
7 60 T s0
Z 50 X
Ew LI 7 5 HNCCHE

" % 772 RNCCH 30

20

20 10

10 o

0

T T T T T T T
o 2 4 s 2 10 12 14 16 18 20 2 24 26 28 30 2 34 0 2 4 6 8 10 12 14 16 18 20 2 24 26 28 30 32 34 36 38

tion (% 41) Time from randon

2 1)

2 PD-L1 EFIRILAID OS O HEENTEFD Kaplan-Meier fi#R (306 3Bk, ITT £MH. 2022

F2ABAT—F Ay bET)

(ZEX : TAP<1%. AL : 1=TAP<5%. £ FHX : 5=TAP<10%. £ FX : TAP=

10%)

@ [FEPEILFEZFENHER (BGB-A317-302 &ER)

(L FPERE D B HARTEYIBRANREZ2 1T - R OER - BB 512 61 (HAR
N 50 Bl & Gde) XG0T, AR 200mg Q3IW Feh- (256 i) & IRBRIH M ERRASE-R L
72 ICC™ (256 1) OFIMERK N Z 22 i+ 5 2 L2 B & LI BIEA{LIEERL
w R & S hE L7,

FEFMIEE TH D 0SS (FMHRAE [95%EEX M) X, AAIRET8.6 [7.5,104] &
H. ICCHET 6.3 [53,7.0] WATHY, AFIBEL ICC BEICK L THEGRHFIIICHER
JERZR LT (AN — R [95%E8IXH] £ 0.70 [0.57,0.85], p=0.0001 (A1) [J=
51 log-rank FE]) .

*1 : MIAUIBRFRE 2T « RO RERTE RIS LT, 1 DOLBRIEEDH 5 BENHE L S
7z 7272 L. RRTSUTIF EBIRE (LA UL R O REE) B U T # 6 11 A LLINICHEAT
PERD BT BE LR & ST,

*2:ICC & LT, PTX, FeZFXtAKFd (LI, IDTX) &£W9H,) KA VU T 0 AR K

(LLUF, TCPT-11) £\ H,) BRE I NIz, 78, AFRTIE PTX XL DTX O AN BRIz, £7-,
BEANORE - AREIUTO LR & a3z,

Rk - A&
135~175 mg/m? % Q3W TR &, FE SUTHUIBOEERNRREDO T A KT A4 1T
E~T, 80~100 mgm? 2 | RIFFARNFE G L3252 L brlREd Shiz, R TIES
WEE 1A 70 LT, 100 mgm? 2K A 7 L0% 1, 8, 15, 22, 29 K136 H
HICH RN G-
DTX | 75 mg/m? (AFLTiL 70 mg/m?) % Q3W THHIRINZ 5
CPT-11 | 3B Z 1Y A 270 E LT, 125mgm? 2KV A 7 L0 1 KO8 H BICHIRNES

PTX
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0.9 \

08 \>

RN

z ] 3 AR
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0.6
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.
& 057 ey
= \ —\‘\
Z 04 e .
s P
@ 034 H H«t—«.\
v ~ e
0.2 ICCH“F‘ A k"’-—rH—q_ﬂ
R
4-,.*_, - ﬁ
0.1 ey ++ :
0.0
T T T 1 T T T T 1 I T T 1 T 1 T T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32
Time from randomisation (77 /)

Number of patients at risk
AFIHE 256 226 191 157 134 110 88 73 59 44 30 20 13 8 8 2 0
ICCRY: 256 219 167 124 93 77 51 36 29 21 15 7 5 2 2 1 0

(302 #Br, ITTEM. 20208£ 12 A1 BF—F v b4 7)

X3 OS DERMEMFEHTED Kaplan-Meier B



(24 1]
O HEEEILFEBEIHEHE (BGB-A317-30635%)

BEFRIIAAINCC B 323/324 Bl (99.7%) . 77 B AR/ACC ¥ 319/321 fil (99.4%) 12
P BV IRBRIE & ORIEBEBENGE TE WA EFRIT, 2T 4313/324 61 (96.6%)
J Y 309/321 i (96.3%) (ZFRD BTz, WT N ORETHELEIG D 5%, EORIERIX
THROEEY ThoT,

# 2 T OB THREEE 5% EDBIYEM (BGB-A317-306 FAHR)

Bl (%)
FARGE
AAIICC BE 75 R/ICC B
(PT: Preferred Term)
(MedDRA ver.25.1) 324 43 321 43
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
AEIER 313 (96.6) 217 (67.0) 7 (22) 309  (96.3) 206 (642) 6 (1.9)
2. 173 (534) 47 (14.5) 0 155 (48.3) 41 (12.8) 0
I R AR 153 (472) 99 (30.6) 0 152 (47.4) 105 (32.7) 0
P R Ee 143 (44.1) 35  (10.8) 0 157 (48.9) 50  (15.6) 0
ot Bl 116  (35.8) 9 2.8) 0 115 (35.8) 7 (2.2) 0
LR 112 (346) 8 (2.5 0 130 (40.5) 5 (1.6) 0
FRY PR
73 (225 10 3. 0 61 (19.0) 7 2.2) 0
= a—naNF—
T 63 (194 9  (2.9) 0 59 (184) 5 (1.6) 0
1/ N 60  (18.5) 9 (2.8) 0 54 (16.8) 3 (0.9) 0
=R 58 (17.9) 0 0 63 (19.6) 0 0
A% 58 (179 13 (4.0) 0 47 (14.6) 7 (2.2) 0
Mk 57 (176 4 (1.2) 0 74 (23.0) 7 (2.2) 0
I R ERIBE 52 (16.0) 23 (7.1) 0 46 (14.3) 31 9.7 0
95 48 (14.8) 13 (4.0 0 53 (16.5) 8 (2.5) 0
LNEEN 46 (142) 1 0.3) 0 45 (14.0) 0 0
M7 vy g =8 43 (13.3) 1 0.3) 0 28 8.7) 1 0.3) 0
T AINNT X PR
TI) NI AT=T 42 (13.0) 5 (1.5) 0 29 9.0 2 0.6) 0
—-EHIN
5% 42 (13.0) 0 0 41 (12.8) 1 (0.3) 0
TIT=rT I hT v
41  (127) 5 1.5) 0 33 (103) 5 1.6) 0
A7 =7 —RH
iR NUR/FN | Fi 41 (1277) 22 (6.8) 0 33 (10.3) 10 (3.1 0
B 41 (12.7) 6 (1.9) 0 50 (15.6) 3 (0.9) 0
&A Y ¥ Al fiE 40 (123) 18 (5.6) 0 24 (7.5) 9 2.8) 0
9 37 (11.4) 4 (1.2) 0 39 (12.1) 1 0.3) 0
K7 N7 2 v ifE 36 (11.1) 0 0 25 (7.8) 0 0
SR BURR 34 (10.5) 1 0.3) 0 40 (12.5) 1 0.3) 0
FOR R RE AR 34 (10.5) 0 0 14 (4.4) 0 0



B (%)

FAGE

ARAITCC B 752 RICC #f
(PT: Preferred Term)
(MedDRA ver.25.1) 324 # 321 4
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
M ifn BR YD iE 32 9.9) 8 2.5) 0 29 9.0) 10 3.1 0
B2 29 (9.0 7 2 0 18 (5.6) 0 0
5 PO 28 (8.6) 3 0.9) 0 19 (5.9) 0 0
M e e s 25 7.7) 1 0.3) 0 22 (6.9) 3 (0.9) 0
K~ 7R 7 A fUE 25 7.7 1 0.3) 0 21 (6.5) 2 (0.6) 0
1 NI E 24 (7.4) 4 (1.2) 0 22 (6.9) 6 (1.9) 0
U 2 SERER D 23 7.1) 6 (1.9 0 24 (7.5) 7 (2.2) 0
i R SEHN 21 (6.5) 0 0 14 (4.4) 0 0
K7 v — L IigE 21 (6.5) 2 (0.6) 0 18 (5.6) 0 0
Jifili 2 20 (6.2) 4 (1.2) 0 8 (2.5) 1 0.3) 0
7T —EHn 19 (5.9 7 2 0 16 (5.0 3 0.9) 0
RAHR 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
0 S 15 (4.6) 0 0 24 (7.5) 1 (0.3) 0
Lxo< b 14 43) 0 0 19 (5.9) 0 0

728  ARHINCCEEIZ I\ C B PEA £ 27 1511 (8.3%) | Infusion reaction 188 4 (58.0%)
KGR 461 (12%) . /DM 16 (03%) . BEED FH9 6] (2.8%) . ITHEREFEE 96
B (29.6%) . HF9 3 B (0.9%) . Ok 2 B (0.6%) . HEEED GRS 14 41 (4.3%) .
e 161 (0.3%) . NWEE (RURIRHERERE . BIBMRREMRE . T HEREREE) 50
Bl (15.4%) . 1 BUBERRIS 1 61 (0.3%) . BER S B (1.5%) . EHEREFEE (RIS HE
PERE R, SREKIRERE) 18 # (5.6%) . MRElEE (¥F7 2 - NU—JEfRESE) 158 fi

(48.8%) . EERIMMKEE 15 B (4.6%) . FEARMARZERAE 7 61 (2.2%) . 5 1 #l

(0.3%) . EEDOHK 4141 (12.7%) BNRD LT, £, FFAE, DK, HEED K
JE, Wk, FEALMEREAE J8 . BB RARIE . BEEAR . FREK. 5 &9 RRITE O b
Do T AREIWER R BUR DL B EHE S (BRI T 2 5 1) 2 3 DEFHE R 2R T,

@ HEREILFEBEIHEHE (BGB-A317-30255%)

BERGIIARKIRE 244/255 B (95.7%) . ICC B 236/240 i (98.3%) IZ#RBDH B, 1A
BRIE & ORI REBURDEE TE WA EFSRIL, Zh 2 187/255 6 (73.3%) T 225/240
B (93.8%) IZF8® LTz, WTNOORETHREEIS D 5% EORWERIZ TRO LBV
ThHoT,

10



# 3 DWTNLOFETRBES 5%2L EORIER (BGB-A317-302 3HR)

B (%)
FEARGE
AHIRE ICC B
(PT: Preferred Term)
(MedDRA ver.25.1) 255 #l 240
4 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
AREIEH 187 (733) 45 (17.6) 7 (27 225  (93.8) 134 (558) 8  (3.3)
T AINNT X PR
TIJhTUA 29 (114) 2 (0.8) 0 9 (3.8) 1 0.4) 0
7 =7 —EBHE
2 1f 28 (11.0) 6 (2.4) 0 83  (34.6) 17 (7.1) 0
R b BB AR T 26 (10.2) 1 0.4) 0 0 0 0
TI=vT ) RNT Y
25 9.8) 0 0 18 (7.5) 4 1.7) 0
AT =T —E N
97 19 (7.5) 0 0 33 (13.8) 3 (1.3) 0
B2 19 (7.5) 0 0 8 (3.3) 0 0
RRKIBOR 16 (6.3) 0 0 75 (31.3) 7 (2.9) 0
& D PEIE 15 (5.9) 0 0 8 (3.3) 0 0
T 14 (5.5) 0 0 66 (27.5) 15 (6.3) 0
I IE 12 4.7 0 0 28 (11.7) 4 (1.7) 0
NN o o 11 4.3) 1 04 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
iR NUR/FN | F 8 @3.1) 5 (2.0) 0 21 (8.8) 7 2.9) 0
R 8 (3.1 1 (0.4) 0 25 (10.4) 0 0
K7 N7 2 v i 7 2.7) 1 (0.4) 0 15 (6.3) 1 0.4) 0
i BRI 7 2.7 0 0 30 (12.5) 17 7.1 0
U o SERERR D 7 2.7) 4 (16) 0 19 (7.9) 16 (6.7) 0
il 7 2.7) 0 0 66 (27.5) 7 2.9) 0
i BRI 5 (2.0 0 0 98  (40.8) 48 (20.0) 0
R 4 (1.6) 0 0 25 (10.4) 1 0.4) 0
H A% 4 (1.6) 1 (0.4) 0 14 (5.8) 0 0
Mk 4 (1.6) 0 0 43 (17.9) 8 (3.3) 0
I H BRI 3 (1.2) 0 0 94 (39.2) 63 (26.3) 0
lii-20) 2 (0.8) 0 0 12 (5.0) 2 (0.8) 0
7 PR 2 (0.8) 0 0 14 (5.8) 0 0
i H 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— 1 NF—
FREE D F 1 (0.4) 0 0 13 (5.4) 2 (0.8) 0
&A Y ¥ AffiE 1 0.4) 0 0 15 (6.3) 5 @.1) 0
=B 0 0 42 (17.5) 0 0
TEENE LT BRI E 0 0 12 (5.0) 10 4.2) 1 (04

11



7B, ARAIBEZRBWOCRVE M S 14 61 (5.5%) . Infusion reaction 58 51 (22.7%) .
K2 2 5] (0.8%) . ITFHERERESE 54 5] (21.2%) . T4 2 B (0.8%) . Lfhd 2 #1 (0.8%) .
BEEOREREE 1 6] (04%) . 5460 (1.6%) . WoywkEE (FARIRHERERE . B
BERERE . T ERIAMRERET) 34 61 (13.3%) . 1 BUBEIRIG 2 61 (0.8%) . EHrEkES (R
M EMEER, RERRBERSE) 1 # (04%) . MRRESE (X7 « NLU—JEEERS)
20 Bl (7.8%) . EFE/ MRS 2 6] (0.8%) . HEEOEH R 441 (1.6%) 338D BT,
Fo. DB, BEO TR, AR, DMK, EEMEDIE, R, MK, ki
FRAE, fEEZ, BLPENRAE 28 AERUTRLARE . B, TR, SO BERIIRD LN
o Tz, RENWERFEBURDLL R R (R EER T 2 51) 2 B OEHE R LR~ T,

12



4.

e
7N

~

@
)

TR IZ DN T

ARFNOFG- DY) 72 B oW - F57E L, AAIOFREGIZ L0 BEERBEIEN 2RI LT

WIZxIT D Z EMMER 2D LTFOO~@DT X T &M T IZB W THEHT S
xThD,

WKz DOV T

-1 TRED (1) ~ (5) OWTNNIEET Ol ThH D Z L,

(1) JEAETHREAEE T 2 25 A HEEEHLRRBE S (RRIEIT IR D3 A2 BEaE LR R e

HIS ARSI HLRR S HUS ARSI 7 )

(2) FFEPRRERPE
(3) ABEFRANENFEET D2 A IREE R (03 VR IEREFR R, 25 A2t

W Rbe. 5 AR R &)

(4) SORALEERRIES AT L. SNBSS REDR 1. SN HE I 2

AFARNEIGAC AHRIERZ I 3 DR FAEITAR D | H 21T > TV D ek

(5) BUBPERBRS AL B BN ORI AR 2 8 21T - TV 2 M

)
%)

i
eSS

2 BB DAL FIRE K ORI S BLURF O RIS 403 70 ik & RBR & R R (T3

WSS T D IER) 25, UL RE OARFNC T 210 OEEE & L TRE S
TnbH L,

® [EANLFFERR 2 EFOMBIWHE ZE T L7-1RIT 5 FLL LD AR D ERIRIHE

FIToTWBHZ &, 95, 2L Fid, NARWEREZ & U RREES O
BEEIT>TNAZ &,

® [EANSLFFHSE 2 FOHMIHE & T L7 & (I ksl D03 A S iRIE = 5T 5

FELL EOHLBARIZOEB AT TNnD Z &y,

® [ERNSLFFEGE 2 EFOMBNHE ZE T L7-RIC 4 FLL EORKRRZ A L T

@

4

%

HZ L, 9. 3L EIT. BSOS A SRYRETE & B T TS AL R8I o O e R
BEEIT>TNAZ &,

B 00 BE IR A W R D AT DU T
[ S R B ST 5 UL E SR S . IR D OIFRE N . HNME - %

PRSI RO SR OB B M OVERTEE 9 D IE g, A EFERRAE LI2HE0oHE
BN ATONDIRHI N E S TWDH Z &y,

13



® BIERA~DORIRIZONT
@-1 MRS S 5 Bk

PRTMEAZ B % O B /2 B AR L2 BT, 24 WFRIIRIRHIO T, 4 a%hiink X
R R IT 350 T, BB L AR U C AR B O CT % 0o 1R 831 &
B/ RAT DRSS B A D, BB ICRHS TR AR 2 > TV B 2 b,

@-2 ERIEFEEFIC L 2AFFRAINCHET D EMS

S ABHRCHE D D BT 72 e e O\ Be 2 2 BIRIEFRE D EIE =2 Y 7
EEDITEROA Y V== T 2ATOERE L FwE A TE 5 F— AEREH 2R
SN TVD Z &, 2B, BiAHIZHOWNT, BDABE L ZOFRBET 3T mshT
WwWnHZ &,

@-3 BIEADZWrORIZE LT

BIVER (FEVERE BRI %, infusion reaction, KIFZE « /MG « EHE D T, AT
AA - IFRERERETE - . (O % - DIRSE, BEDEEE . Ak - SRR R ARE -
HIEM S E, NAOWRES (RIS, AIBMEESE, TERAKERFEE) . 14
PEIRIA . S, BHEREREE (RAE MR R, SRERIRBRE) | MK - #isk - BT
K. MREREE (F7 2 - NUEBFES) . BEERMEREE . fIROEIERIE, /.
SE IR, MER, MERERMEY O SEBREE, BEEOB K, MRS R, s
BAEEE GEmEilaBEEzZ5) Ob s BE~OMH., IR « TN L OV
) TR U T, HRAER UL BRI OB 2 G T A EA & EE L (BIEH O
PRSI L THREL O REZZIT ONLEMHITHH 2 L), B HIZHEY R LEN
TEDERHPRESTNDZ &,

14



5. BEXRLBRDIBE
(A% B3 2 F1E]

O TROBEIZBONTEADOHEIEP RENTND,
o ALTFEEERIGHR ORIGUIBR AN RE /2 AT - R ORIERE AT (5-FU & O CDDP
& DHFH)
o ALTFIEREEZ AT HRIGUIBRARE R AT - BROREREE (RAEMES)
@ TRUIEYT 2 BF T D2 ARFOE G L O FEICHOWTIE, RAFIOAMED
NS TEBLT, AFlORGRRE B0
o OTAFIDOHEIEI RSN TW WO HTEMIEEA] & OFEH &5
o fiTRAHBIREE
@ AL FIERIBIFE ORIGYIFRARGE/RHETT « FFE O BIERE T3 D O FUBMEREE A &
DOPFREEIZIBNT, HﬂA@%ﬁ%(ﬂW)’i@ﬁ@éﬁi&é@ﬁﬁfﬁg
TS (p6~7 M) Z b, KAlZHEGTH5681201%, TAP biER L7 1T
&QTE@ﬂﬁéféykﬂﬁibwoMP#S%%T%%;&W N B
IZBWTIE, AFOEGOEEZHEITHWT5 2 &,
[% (B9 5 FI]
® F uE Jﬁéﬁ‘é BEIZOWTIIAF OB G N EZ L SN TWDLZ En, BEEZIT
PRz L,
o KRANIDEATITR UIWBUE O BEERE D & 5 B
@ JHEERTOFHHICB W T FRRICE Y T 2B IZ OV T, AR GITHESE S
D, AOIEFEEIEL DN 2 WIGEIZIRY | HMEICAKIZHEHT 2 L 2ZETE 5,
o MEMMEEOAI IO H 5 BHE
o S EGR A CRVE R 258 6 2 B K ONE BN ME O KU Fi il 2 <0 R gL M it J¢ 5
DI RIEMEZAL D - D D B
o HOMEEBOAD ITIEMNAE L ITHEREDO B SR BOBEROSH 5
B
o e (EMmEaB R Z 51e) Ob DB
o ORI EE AT HBE
e ECOG Performance Status 3-4 "V o> 3
GED ECOG @ Performance Status (PS)
Score | TF%
0 A MERIEBTE 5, BB L E U HEAEERFHIR <172 5,
1 WAL LUMEBNIHIIR S D23, BTAIEE T, BIEESE > TOMEREITITH 2N TEX S,
Bl BWEE, FHIEE
2 | BHATAMRECTHS O DEIY O Z LT X THREEAERIT TE RV, AP D 50%LL B~y RAATE IS,
3 ROENZESOFDED DZ L LTERY, BHD 50% Ex Xy Rivfy+ iR 4,
4 | £<ET 2V, BOOHFOEY O LiFE TERY, BRIy KT CilRId,

15




6. BECHLTEETXIIH

@ RSB 2, BUEIREEE DHRIET 2 GRS S & ARH 0 i J OSE A
FAD 7= DI B A 43 B LT BT 5 2 &,

TRIRBRIRIC e B, B T OFIRICE R Vet Fo#FA L, REEE
ThoBRET5 2k,

FREEH O~ A MZONWT

@

®

AFNOEHIZ XY | BEOREFISITER T 2 &5 2 DDk R REBRE
DHLOLNDZ Enb D, BIEEL 7TV, BENEDO LNEAICIE, @
FEDGRIE RN L DRIER ORBAZZRE L, M2 kaiTH> 2 &, mE
DHSE N L DRIWER N BEDLN D51, BB RERLVE KO E%E%
BETHZ L, £, AFIBRGRTRICEERBEARO DN ERH D
DT, FABEGKTHRBBE L2728,

FEMEMEEN D S D 2 ENH DO T, FIFER (BYIiv, MR, %
W) OMERE M O X SR O FM%, BlEE +oIiTo 2 &, £z, M3
(20t U CHaEs CT, I~ —h —F0miE 2 Ehiid 52 &,

Infusion reaction 23& H IV 5 Z L& 5, Infusion reaction 2332 H L2 EIT
L EERAE AT O & &b, SERNEIET D £ THREOREL 08l
THZ L,

JFRA, FFRERES, FRVNHObND Z ENH DD T, AAIR 5 BRLART RO
B EIM eI RERM A (AST, ALT., y-GTP, Al-P, BV /LE V%D
WE) 2179 2 &,

ORI RERE S . T RAKEREE L ORIBEEREEN S Db Z Enb DD
T, AFNOEG-BIARHT R OB G-I X E IS N WA EER A (TSH, bEhf
T3, 78 T4, ACTH, I =/LF Y — VEORE) Z2FEEd 52 &,

1 BUBEPRI (BUE 1 BUBERIR &2 & de) 23 Db, BERBME7 b7 v F— A
WCEDLZENHDLOT, A, EO, RHFEOIER OB MEE D EF(2+
DEETDHZ L, 1 BERBEN DN A IR S ERIEL, AR Y UH
H O 55 OHEY I EETTH Z &,

A TH . BARMN S5 AREB L T LEWERNRIATHZ ERNH D720,
KB DG THRIZHRIER OB 73 I2HEET D,

BGB-A317-302 #B2 TI% 6 . BGB-A317-306 Bk TlI&5-BatE) 5 48 il
F Tl 6 WRIREINE. 0%k 9 R CHRIMFMM 21T > T2 L2551,
ARHFNE G-I EMRIC BB A COIROMREIT Y Z &,
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RIEERAMEET A KT A
FALY X~T (BETHHEZ)

SFI84E 6 A (5Ff184 9 AUET)
JE A S8




H &

1. IZU®IC

2. ARFIOFE, TEREF

3. FRAREAE

4. FEFRIZDOUWT

5. \ERREMRDIEE

6. HHICEE L THET XX HIH

P2
P3
P4
P.10
P.12
P.14



1. IIC®IZ

RIS DOFBE - LERMEOHIRDT-DIZIE, IRASCESIC S i B2 23K o
b5, ST, IEOREHEMOMEAIC LV | FUKEIR A & OFF 22 LR %
FRESRE KR I D T, 2D OEEM 2 B NERBE RS 5 2 & AR O
RRE & 7o o TRV REMBGEE & S EOFEARTTEF 2016 (AL 28 4 6 H 2 H MFEEILE)
ICBWTH, EHMERLSEOMHORBHEEEZNS Z L L STV5,

FHLE T EIR AT, K ERAC BT 1 7 7 A VD EF O ESR L & B S i B
RHLZENDHD, ZOd, AR OLEMEICET A ERAHERT 5 £ ToM.,
WVHERGOBRELZRLSZT 5 Z BRI NLBEICH L THERATS & & b, BIE
HDRBL LT BRI LB kS 2 & D Z & DA AIBE7R — E O B 23 7 3 = A B <4
THZEDNEETHD,

L7 o T, KA RTA Tk, BB ZNE TR LA TV D EFIHFH -
B RN EE S & | LT OEIES O i 7ol H 2 HEE T 28180 b B R B & %
iR O B R,

2RI, AHA KT A %, MSZATEIE N B RSSO, NIRAEEEA B A
ERPRIES s . — A BN B ARERR VR E 2 K OV EE N B A BB RS 0W o
b EER LT,

X5 & 7R BRI - FALVIA~T (5 1R Z)

KGR DMBINE  IRIEEISR N RE AR LT - FEFE D B

R ERDMEROHE  hoPUEMEER & OFEHICI VT, @E., RAKIE, FALY
A~7 (Bl Ff#az) & LT, 1\ 200 mg % 3 HEHFET 60
ST TRIRERES 2, 7238 IR G- O BN BAF Ch L,
2 [a] B AR O F 5-BE 1% 30 43 & CHEMiTE D,

EWRE EH =T AT 4 v AERS




2. AHF O, EREF

FALVY XA~7 (B l#az) (UUF, HAL &9, ) X, & B programmed cell
death-1 (LLF, [PD-1) &\W9H, ) IZxd 5 1gG4 727 7 ADE MELE/ 7 m—F v
Pk TH 5,

PD-1 %, Husisiialc 84 % PD-1 U ' K (CD274 (PD-L1) J& U CD273 (PD-
L2) ) LA L, EISEEZAICHET 2 B2 5 Twd (Immunol Rev 2010; 236:
219-42) , £7-, PD-L1 XU PD-L2 I%, Flix OIEEHHMRICHEL L T\ D Z LBl s
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#& 1%, FESHIAE A HUR AR LAY
72 T MO O BEEZERET DEFO—D2L LTEZALNTWVD

AHFNE, PD-1 OfifasaER (PD-1 U 4 RiEG k) (S L, PD-1 L 2DV H
RT& % PD-L1 KU'PD-L2 & DFfEGAAET 52 LIk BAGURFERAZ: T Mk
DTGP OB AR 3 2 MRS F TR ME 2 B8R 9~ 5 = & C. G OB 2 Il 3 5
EBEZBILTND,

ARANOVERBE 25D BB DRIEFUSIZ & HBWEMEDRH bboi, BEEIILLTIC
EDLAREMNEDN D5, AANOBGH R OEEGHRIZIT, BEOBEL T0I2ATV), RE DR

DO HEITIE, FEB LI H AU EELtiﬁrF‘%’Jiﬁ%ﬂu%&@%%?#Ol:ﬁﬂ?& Gk APNGT:]
Y72 ERIZ W 21TV I ORIE RS K D RITERI DI D 55 \ BRI B ARV

U OE GO Y IR ALE 21T 9 DR D D,



3. BREREUE
W DI R REZEAT ~ F9E 0D T AR O AR RIS B %77 - T BRERRRIR O el 2 17,

(B 2]
EFRILFE B IFERER (BGB-A317-305 745R)

{LSIEIEIE D 720y HER2 B2 O YIBR R RE 72 R P& TIE L= R 2 A9 5 H e
AT BB H A B 997 il (AARN 101 #ilZEde) 255, 1RERHEY =
DEIR LA FHIEGEH T TR E 7T v RO R e i+ 25 2 & %
Hifg & L EmEL (L —EEmRBRAEiE S e (K1), EEFHMBEA T 5 PD-L1
PERRAT RIS EE] (PD-L1 ZEBURIL. TAP=5%) K ONITT BN S EMICRIT 5 24:1F
B (08) 1. WTFHOERICBWT S, 77 AR LALEE L O (LR, TP+C))
BE & e UCARK bk & OfFH (LR, IT+C)) BECHEHMNICHERIER %

ALz (3120 K2, 3),
*1 s HEFE R LATIC IR S 7o TRBR Y BEATIANEIR L 7 (LRI L PO L 350,

AR A LATIORIR ST 1RBRH X =R EitaRita %k

B U7k

BB EFXYVTTF LD T+CHE 46611
P+CHE 4651

INFUTTINELATTF LD T+CHE 3551
P+CHE 3141

X 1 BGB-A317-305 REBRDOF A o

7

PIERK 6 594 70

=

Y4 70T LR

T+CH
KA R
( \ o A : 200 mg IV, Day 1,
3N < &
. &i‘ﬁdﬁgﬁ erazft"'r’fgﬁi):
B 3 GRERFAT R[S 0P - )\
EMEXIRGEI R | —| FEVG .. A7+ 200 m
< - FX¥VIS5FVv H 2.
# (N-980) 130 mg/m? IV. Day 1 RO IV, Dayl. 338
@ : HRTREY - |“|;,i-': P N
o o s (f) o b U E L 31000 me/m?
z‘fﬂir‘;_»/?v) $tH 5 14 HEL#gE, 354 : N ;Ln LU o4kt 2528
=1 215 e 'C}X.ﬁ[ }H 2 |”|%]L:"| I‘L( A |‘0)-l HLVJ‘."M;’.
A DRI R iz . 14 H [ »oh s Tk A
Sk Tz oft SYRTFF /+5-FU w3 R < L i '
ol —.  YRTTFY SR 5ot N
. PD-L1 %81 (B 80 mg/m2 IV, Day 1 4 O¥ J_',‘ﬁl' Gae
e 5-FU 800 mg/m?/[] IV, \ ) | ®e Xan
o WSO i1 R DR
L()“ D Vi3 fE f;;{!;&%ﬂl:A\ K] Ry /—\ ;‘.:5‘5-55’{‘[1'9:5
- EHRIE \ J i ; N
DFEPc X B s .
ot R ALY
ARk i P+CH# 1000 mg/m?2, 1
7' 7 e R HUERRE H2 Illl%lx‘-ill llfé't
10 ot iscapng 7. 14 H [l
\ / IE é‘ﬁ(ﬁ{‘i A H C/R I V‘] 7?’/"3\ 3 L"j_l/l”l]Nf L
\f* 7%} \ J




1 0S O EfET#E R (PD-L1 BER (TAP=5%) 20214610 A 8 B —&yh47)

T+C P+C
(274 5l (272 )
OS | hsefir [#HA] 17.2 12.6
(95%13 M X ) (13.9,21.3) (12.0,14.4)
NPE— R 0.74 -
(95%(EFEXH) ™1 (0.59, 0.94) *2
P (fan) *3 0.0056

*1 2 M (RC7 27 % 2 Ot sl K QMR A7 % A BIR 1 & L 7@ BICox LBl — RET L
*) - A EKYEIS kG L 7298.2%CLiE [0.56, 0.98]
*3 : J@llog-rank i E  (BRICox LBl N — REF L L R—D@HINF) . ARk (FHED 0.0092

X 2 OS D H[EEHTRED Kaplan-Meier Hi#R (PD-L1 BBi£ER (TAP=5%) . 2021 4F 10

ASBTF—Fhy vF7)

1.0 5

0.9+

0.8

0.7 =

0.6

0.5+

0.4

Survival Probability

0.3

0.1+

0.0+

— Arm A :n=274, events = 130 Median:17.2 ,95% CI 13.9 - 21.3
- Arm B:n=272, events = 161 Median:12.6 ,95% CI1 12.0 - 14.4

HR (95% CI) : 0.74 (0.59 - 0.94)
Log-rank test p-value : 0.0056

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
5 34227219196 185 167144122109 93 77 70 62 52 47 38 35 30
26215203189168 156141118 94 80 70 57 49 44 35 26 20 16

Arm A 274
Arm B 272

(SIS

k Arm A:T+CEE, Arm B:P+C~7 7 &R

10 12 14 16 18 20 22 24 26 28 30 32
Time (Months)

—_ N
W
—

2

o

=N

n




# 2 0S OFMMENTHER (ITTHEM, 2023F 22887 —F Wy v47)

T+C P+C
(501 f31) (496 )
(O e [ A ] 15.0 12.9
(95% {5 FE X [H]) (13.6,16.5) (12.1,14.1)
MNP — R 0.80
(95%EHE X [H]) ™! (0.70,0.92) "2
PfE () *s 0.0011 —

*1: Hlk GR7 U732 OftioHilsk) | PD-LIZEELK OGRS O A 64 J8 BIK 1 & U785 Cox Hfsl
NP — RET )L

*) L A EKYEIT RIS L7295.5%CIiE [0.69, 0.93]

*3 : J@ R llog-rank i E  (BRICox BN — REF L L R—DERHINF) . Akl (FHE) 0.0226

3 OS DEAESENTIRED Kaplan-Meier Hiff (ITT £H, 202342 A 2885 —% v b4
7)

1.0

0.9

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

0.8 - - Arm B:n =496, events =406 , Median:12.9 , 95% CI 12.1 - 14.1

0.7
HR (95% CI) : 0.80 (0.70 - 0.92)

0.6 Log-rank test p-value : 0.0011

0.5

0.4

Survival Probability

0.3

0.2 - ™

ot
o1 1 3 1 e T TR N

0.0

—r1 1 T T T T T 1 1 T T T T T T T T T T T T T T T 1
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)
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 501477 445 404 355316 278 254226 202 179 165152130107 77 59 53 43 31 22 13 10 4 1 0
ArmB 496 472 431 398 344 304 264 218 186 155136 119109 96 73 52 39 29 25 20 15 6 3 2 0 O

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



(PD-L1ZEBLAR BRI DA 50HE)

FE B IL A B IFERER (BGB-A317-305 #BR) ICHAANONIZBFED S 6| JEEEHHE
TARIRIZ I 1T D PD-L1 OREBLRYL (TAP) (BT 2 HRA G LN BEOT — XK
&, PD-L1 FELRILBI DO ERBR A 72 fRAT 24T S T A IMEDFRERITLL T D LB Th -
776

%3  PD-L1FEBURILI D OSDOEMNTREE (BGB-A317-30538k, 20234F2H28B5 — 42y b4 7)

Ay S
PD-L1 %3 BehEE il FRIfEE [95%CI] AN N2

(%) (B H) [95%CT]

T 227 178 (784 141 (119,156 .
TAP=3% e i i 283.5; 12,9 E11.3: 14.7% (074,112
-
TPEI%  pC s G taa Drases] 043074

*1 : PD-L1 ¥ EREECTH - T2 BE IR Siuiz, *2 : FEEAI Cox Hefi N — FET L

PD-L1 Status: TAP <5%

Survival Probability (%)

L e e e e L I o e e e e e e e e e e L
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 O3 82 70 63 55 46 390 27 21 19 16 12 8 4 3 1 0
P+C 224 211 195 183 154 136 116 98 87 72 67 60 56 45 34 23 16 13 11 11 8 3 1 1 0

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

100
S %
)
3570
| 60
Qo
o 50
[
S 30
g 20
]
@ 104 —o— T+C
0 & P+C
T —rr T T T T T T T T T T T T T T
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:
T4C 138 134 125 116 98 84 73 67 56 47 43 38 38 31 27 19 13 12 10 7 5 3 3 1 0
P+C 127 123 111 101 93 82 73 57 43 39 30 26 23 22 17 13 10 7 5 4 3 1 0 0 0

PD-L1 Status: TAP >= 10%

100
;\: 90
= 80
E 70
E 60
S 50
o 40
S
2 20
1
» 10 o— T+C
0 A P+C
L e e S e I I S e e e e e WL S S S s e e S
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)
No. At Risk:
THC 136 120 122 112 101 94 83 78 77 73 66 64 50 53 41 31 25 22 17 12 9 6 4 2 1 0

X4 PD-L1RBLRILE D OS D BASEHTHE D Kaplan-Meier i# (BGB-A317-305348%. 2023452 5 28H F— &
Ty bAT) (LB TAP<5%, FE :5=TAP<10%, FE : TAP=10%)



[Z4tE]
[EI B[] 2 I AH SR (BGB-A317-305 #ER)

HEFLRIT T+C B 495/498 B (99.4%) . P+C Bf 486/494 i (98.4%) IZiBDH B AL, 1A
BRIE & ORI REBURDEE TE WA EFZRIL, Z 21 483/498 6 (97.0%) & OY 476/494
B (96.4%) (258 LTz, WTNDORETHRIEIG D 5% EORIERIZTFROLEBY
ThHoT,

#F4 WDWTNLOBHTHREE S 5% EOBIER (BGB-A317-305 3ER)

Bl (%)

FEAGE

(PT: Preferred Term) Ten Frem

(MedDRA ver.25.1) 498 11 494 151

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

2REIER 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)
ot Bl 182 (36.5) 14 (2.8) 0 (0.0) 185 (37.4) 16 (3.2) 0 (0.0)
N 175 (35.1) 56 (11.2) 0(0.0) 183 (37.0) 57 (11.5) 0(0.0)
I R AR 168 (33.7) 59 (11.8) 0 (0.0) 160 (32.4) 57 (11.5) 0 (0.0)

AN 161 (32.3) 112.2) 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)

TANRTEUEBT ) 146 (29.3) 13 (2.6) 0(0.0) 137 (27.7) 4(0.8) 0(0.0)
NT AT =T —EHN

i BRI 119 (23.9) 15 (3.0) 0 (0.0) 134 (27.1) 8 (1.6) 0 (0.0)

TI=rT I RT Y 113 (22.7) 8 (1.6) 0 (0.0) 97 (19.6) 4(0.8) 0(0.0)
A7 =T —EHM

T 111 (22.3) 12 (2.4) 0(0.0) 126 (25.5) 1122) 0(0.0)

KIEHERRE =2 —a % 106 (21.3) 1(0.2) 0 (0.0) 116 (23.5) 3(0.6) 0 (0.0)
F

Fi - RIERRAHE A 95(19.1) 15 (3.0) 0 (0.0) 93 (18.8) 10 (2.0) 0 (0.0)
SEARRE

)9 76 (15.3) 10 (2.0) 0(0.0) 71 (14.4) 7(1.4) 0(0.0)

W57 75 (15.1) 9(1.8) 0 (0.0) 61 (12.3) 6(1.2) 0(0.0)

I H ERIBE 74 (14.9) 33 (6.6) 0 (0.0) 80 (16.2) 34 (6.9) 0 (0.0)
LSRR 69 (13.9) 1(0.2) 0(0.0) 67 (13.6) 0 (0.0) 0 (0.0)

M e YL s HEn 61 (12.2) 7(1.4) 0(0.0) 58 (11.7) 3(0.6) 0(0.0)

M/ N E 60 (12.0) 15 (3.0) 0(0.0) 56 (11.3) 14 (2.8) 0(0.0)

LNEEN 58 (11.6) 0 (0.0) 0 (0.0) 54(10.9) 0 (0.0) 0 (0.0)

R b BB AR T 57 (11.4) 1(0.2) 0 (0.0) 13 (2.6) 0 (0.0) 0 (0.0)

Z 9 FEIE 45 (9.0) 1(0.2) 0(0.0) 9(1.8) 0(0.0) 0(0.0)



% (%)

FAGE

(PT: Preferred Term) Ten Prem
(MedDRA ver.25.1) 498 151 494 141

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
i BRI 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 i 38 (7.6) 1(0.2) 0(0.0) 46 (9.3) 2(0.4) 0(0.0)
H A% 36 (7.2) 7 (1.4) 0 (0.0) 35(7.1) 7 (1.4) 0 (0.0)
TR 34 (6.8) 2(0.4) 0 (0.0) 36 (7.3) 0(0.0) 0(0.0)
F35 34 (6.8) 0(0.0) 0(0.0) 9(1.8) 0(0.0) 0(0.0)
&7 U o A e 28 (5.6) 6(1.2) 0(0.0) 33(6.7) 9(1.8) 0(0.0)
FEED E 27 (5.4) 1(0.2) 0(0.0) 27 (5.5) 0 (0.0) 0 (0.0)
U Lo SERERRAD 26(5.2) 5(1.0) 0 (0.0) 20 (4.0) 5 (1.0) 0 (0.0)
fiym 16 3.2) 0 (0.0) 0 (0.0) 25 (5.1) 2(0.4) 0(0.0)

728, T+C EHZ IR W TR MR 16 6 (3.2%) . Infusion reaction 220 1] (44.2%) |
K% 6 Bl (1.2%) . /% 2 B (0.4%) . BEEO TH 12 6 (2.4%) . FFAL 9 f
(1.8%) . ATREREFETE 199 il (40.0%) . AT 8 #l (1.6%) . Lok 341 (0.6%) . H
JE DR EREE 20 1 (4.0%) . 578 361 (0.6%) . AEEUTHAMELE 1 61 (02%) . EAER
HRE 1B (0.2%) . WomlES (FUIRIEREIES . RIS T IR E)
66 Bl (13.3%) . 1 BUBERIE 561 (1.0%) . BER 161 (02%) . EiRefEsE (R
BRI, RERIRRERTE) 9B (1.8%) . MK 14 B (2.8%) . #fEfETE (7 - L
—REMERESE) 239 f (48.0%) . HEEERMIRIES 22 # (4.4%) . FHRMARIERIE S i
(1.0%) . BEOBK 49 6] (FEE 58%) P bilic, £70. DMK, BEEK, FHE
%, %, S E MK, EALMEIRE RIZERO B o 7o, ARRIVERZEBLIR LI B
% (RRREMERETEZET) 280EHEREZRT,



4. FEERIZDOWT

AFN OG- RO 72 BE 22W - FFE L, AFIOFHIC LY EEREWEHZRIEL L
BRI T B Z M2 7o LLFOO~Q@D T R T & /- T MERICBWTHEHRT 5
REThDH,

O MERIZOWVT

D-1 Tied (1) ~ (5) DWFNNTELT IR THDHZ &,

(1) JEATFBREDEET 25 A FOa LR (BB IR S ARl HE L S e
Ml 23 A RSB EE LSRR, MU AU IRIR R 72 &)

(2) FEEREREFRL

(3) HBENFURAIENIRE T 50 ABIEEEFRRT (D3 A BHEEERR ERbL, 23 A ihEE
W19, 23 ARSI EEHEE R 72 &)

(4) HRACERIERE 23R E L, S RIER L FEER R 1, S RIS bk iiort 2
AT SRR SR 3 ORisR FEUE AR B R 2T > TV B itk

(5) PUEMEREES AL & BN O g% FE I AR D Jm H 21T > T D fitiak

O-2 B OALFRE R OBIE AR B O3t 50 72 ik & B 2 FFoERT (PR
WPIUNCRE Y T D ER) 23, M ERORFNCET 2IEEOEEE L L TRE SN
TWnH Z &,

#*

o [EMFFEUGHE 2 FOYHITHEZ(E T L1212 5 FELL LD ATRIEOEGRIHE
EIToTWDHZ e, 9b, 24 RiX, DARYRELZ T L U RRERE O
EEITHOTNDHZ &,

o [ERRFFEUSRE 2 FEOYIIHE Z21E T L% IS LSO N A EKYIRIEE &1 5
FELLEDOWMALBARZLDEH 1T TND Z &,

o [EMRFFESHE 2 FOYMITHEZ(E T L2122 4 FEL EOBERRSREZH LTV
HZl, 9B, 3R IR, TELENE DD A SRR 2 G e AL S5 S D B R
EEITOTNDHZ &,

OBEN D EIKMBIFHRE R DEHICDOVT

EEMEWRE BRI FE T 5 EE D EE S, BN OFRE D, Ao - &2
VIR O B NERRZ R D Rt AEFSNRE LG5 0oHE
HEBFEDELIIATONDERHINFE S TNDH Z L,

10



® BIER~DOR AT DONT
@-1 MRS S 5 Bk

PRTMEAZ B O B /2 B AR A L2 BT, 24 WFRIZIRIRHIO T 4k X
R R IT 350 T, BB L AR U C AR B O CT % 0o 1R 831 &
B/ RAT DRSS B A D, BB ICRHS TR AR 2 > TV B 2 b,

@-2 ERIEFEEFIC L 2AFFRAINCHET D EMS

S ABHRCHE D D BT 72 e e O\ Be 2 2 BIRIEFRE D EIE =2 Y 7
EEDITEROA Y V== T 2ATOERE L FwE A TE 5 F— AEREH 2R
SN TVD Z &, 2B, BiAHIZHOWNT, BDABE L ZOFRBET 3T mshT
WwWnHZ &,

@-3 BIEADZWrORIZE LT

BIVER (FEMERE RN %, infusion reaction, KIFZE « /MG « EHE D T, AT
AA - IFRERERETE - PR, (O % - DIRSE, BEDEEE . Ak - BB R AT -
HIEM S E, NAOWRES (RIS, AIBMEESE, TERAKERFEE) . 14
PEIRIA . S, BHEREREE (RAE MR R, SRERIRBRE) | MK - #isk - BT
K. MREREE (F7 2 - NUEBES) . BEERMEREE . fIRIOEIERIE, /.
SE IR, MER, MERERMEY O SEBREE, BEEOB K, MRS R, s
BAEEE GEmEilaBEEzZ5) Ob s BE~OMH., IR « TN L OV
) TR U T, HRAER UL BRI OB 2 G T A EA & EE L (BIEH O
PRSI L THREL O REZZIT ONLEMHITHH 2 L), B HIZHEY R LEN
TEDERHPRESTNDZ &,

11



5. EXRLELRDEE
[ B2z B4 5 F1E]
O TROBEIZBWT, KAl FRIEEOGFHER 5 OF I RE TN D,
e HER2 [2MEO B YIBRARRE /R EST - H3 O B ERE
£ R SNSRI T O L B Y,
o FXHUFSITFURVBHARLHE Y
. AT T F KON 5-FU
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