H 3§ % % 38%
S f 7 4 5 H 20H

FISENSISE SLIES EE R = v

B A SR Al B =
Alak Ik #—

FAVY X<7 (Bl z) SR OREFHAEET A KT 4 > (BiEk)
I ANE

WRED  RSSHITKENO ZEbd a2 50 2 ELE L B £,

TR DT F LT, BAGEE EIERERLFEAE IR O HRO & 36 1 5
WY ELIZOTBHMLENWZLET,

S, FALVY X7 (Blof#az) WHNZOWT, Sl LTS
LD EFELY [HEfEAEET A N4 E LTV EEHZLEDZ LT
R

DXFLTUL, B2SBICTHMSIESVWET IO BBEOVHE L BT ET,



=5 % 1H %
S 7T 4 5 H 20 H

F BRI

LA 5 18 A T ) [ R o R A L

FALVY Xv7 (B HHz) ®HOEFEPAHEET A K74
v (BIERE) 2oV T

L. BESTIZHOWT, BIRE LD L B0 EE TR, (R R E T & OV
BIXOfAEEES (B) EwTCHEMLELEZOT, #MTHmD F, BERE~
DM LA LS BEWL E7,



&

=K 3 0520 55 1 &
S 7T 4 5 H 20 H

#woE g R
| PR T

AX lﬁ

il
frooo0 X

Ul

wmAETEN (F) & B

JEL A= 5 {4 15 K R 5 R L R A A F AR R
(2 H & K )

FALVY XvT7 (B z) ®HOEEFEAHEET A N7 4
v (EIERE) 2o T

R EGEE & B O AR S 8F 2016 (CERK 28 4E 6 H 2 HEHIE) 128
WT VT ERLOFEHAOREHEZX D Z EREVAENT 2%
JCLVEHESR G 2 B E R B ICIRMET D o ISR T A R
TA U EEKRTHZEELTVET,

LSk, FALY X~T (B z) WE (KB4 7T EL T T sl
100 mg) IZOWT, BRE®EICH L THERATIBOREFEEZINRD & B
DI AHEE T A RIA L L TRV EEDELEZDOT, ZOMHICY -
STIFEATA RTALNZHONWTHEEIND L), BEENOEFEKE K OHEK
T B JEmE BV L 9,

B, KBHOE LIZHOWT, BIFEORBEBREIESE CICEFBEKT DD T,
ADDH LKz E7,



mEERHEET A K7 A~
FALY RvT (BRETHBZ)

~RIERE~

R

745 AH
A A

1

RIS




H&K

1. [ZL®IZ P2
2. AHIOF, TERBEF P3
3. BRPRAKAE P4
4. WgRIZHOWT P13
5. \ERR LR DEE P15
6. WHIZEEL THETNZFHHE P16



1. IZC®IZ

3G DB N - ZEMEOHEROTZDITIE, A SCEEICE D W IE2R M 23Kk
BIb, BT, IHFEORFEREIFOMEAIC LY | PUREIRG 72 & OF500 72 8T BLVE %
FRESEMMPERINDH T, 2O OERMZ BICHLERBF RIS 5 2 & BB O
AR L 725 TRV R MBUEE & S0 BT $ 2016 (R 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOFAORBELHEZXD Z L L &N TND,

BRI RS T, SREMERSCR 2T 1 7 7 A WV BEAF O RS & B 5 s
BRHLZENDD, ZOD, AR OREMEICET D EWRN ST 5 £ ToM,
UHEERLOREZRZIT 2 2 ENHHFINBEICH L THERT 2 L &b, BIE
DB BRIC LT xtin & D 2 L Al Re 72— O B % ji 7o 3 Rk R <6k
THZEDRHEETHD,

L7eo T, KAA RT7A 2 Tld BFBEESC N E TITHE LN TV D EFIKFH) -
B RIS EES & | LUT D ESE S O fei 72 8 A HEtE 3 2 8LA0 b B Bk B2
HR O EEHERT,

¥, BAA RTA A%, WATBUENE K L ERES RO, AEHEAN A A
BRI o . — A ENE N B ARBRIR NEHE S K O E I FINEENE AN B AR EE TS O
Whob EER LT,

KGR AEIES  FALY AT (BETHEEZ)

REERDMEINE  RIGOIBRABR 72 AT - B ORI

WEERAMERORE: 740 T I VRN ATFTF o DB WT, B, K
A2, TAVY X<7 (BaH#z) & LT, 1H200mg %
3 MR T 60 73722 THRIEEHET 5, 2 AMLFRIERITHE
L 72 ARTR UIBRANBE 72 HEFT « FEIE O BB ISR L ClE, AHI % Bl
BETHZ LB TE S, ok, WlEEG OISR BAF THIUX,
2 [B] H LARE D $2 5-RERIE 30 4y & TR CTE 5,

il 7% B 72 3 # : BeiGene Japan & RIS 4h




2. FA| DR, VERBAF

FAVY XA~7 (Bla##z) (LIF, TRA] Lo, ) 1E & b programmed cell
death-1 (LL'F. [PD-1) &\W9H, ) IZT 5 1G4 ¥+ 727 7 A0k Mt/ 7 m—F )L
ik Th 5,

PD-1 (%, HUsEer~ialc 3 Bl3 % PD-1 U # o K (CD274 (PD-L1) K TfCD273 (PD-
L2) ) LA L, REISEEAICHIET 5 EE X 5T\ (Immunol Rev 2010; 236:
219-42) , £7-, PD-L1 X O'PD-L2 |%, flEx OIEEAEMICHEBE L TWD Z LRwE S
TH Y (NatRevImmunol 2008; 8: 467-77) . PD-1/PD-L1 #&#&1%, FEEHHIAE A HUHRF B Y
72 T AR O O BE L FRET 28T O —>2 L LTEZX LN TN D,

AHZ, PD-1 OffESEIE (PD-1 U 4 > REEAEK) IS L, PD-1 22D H
RT&® % PD-L1 XU'PD-L2 L DG MET L2 LIk DAGURKEANZ T Mg
OIE ALK O AR 9~ 2 MRS FE M A B8R 3 5 & & T IS o B5E A il 5 %
EEZLNTND,

ARFN ORI < E O RS X 2RISR O boh, EEXIIIELTIC
BLAREMED D5, AANORGH R OEREGRIZIT, BEOBIEL TIATV, RE DR
O HIVIZHEITIE, FEH LT F RIS U2 RPN 2 ek & BB 2 FF O BEfT & L i
GN8N Z2 ATV P DRSS K D RIER 2 B 2 56 1213, BB RE RV
RO GHEDWY) IRALE 24T 9 R D D,



3. ERPRRE
RIGYIBRAGEZRET T « I DO BB O ARG 21 T o 7= E72 iR BR O il 27~ 97,

[ 2]
O EESHLFE BN (BGB-A317-306 #kl#)

{LFFEIE D 72 IR UIBRANRE 22 AT « FPR O RE R - EROE RS 649 6 (HAAN
66 il Gte) ZRIBRIT, RBRY R AR L7 b2 80E (LR, [ICC™) 2vw ) y)
OFH T T, AAI200mg 3 BRI (BLF, TQ3W) ) ,) BhE 32641 L7 T%
R (323 #) OFEIMER LA KR T 52 L2 B E L EBIEAL _HE MR
R 2 S5 L7,

FEFMEEE Th A EAFMME (LLF, ToS) Ev)H,) (FE [95%EHHEIXM])
O HFENTRERIT, AH L 1CC & OFFH (LLF, TARHFI/ICC) Ev9H,) BET17.2 [15.8,
2011 WA, FZ7EALICC EDOOFH (LR, T7Z&®A/ICC) 9 ,) BET 10.6 [9.3,
1211 ZATH Y . AHVICC BEIZ 7T & R/NCC BT L THEHFICH B RIEE 2R
L7z (N — R [95%(E#EIX ] : 0.66 [0.54.0.80], p<0.0001 (JfAl) [J&5 log-rank
RiE]D

*1:ICC & LT, ZAduyFiv (LR, [5-FUl &W9,) A7 FF > (LR, [CDDPJ) & W

9,) EOFFH. 5-FU L AFXH Y 7ZF > (BUF, TL-OHP] & 95,) LDffH, v Z e
& CDDP & OffH, A& & L-OHP & OPEH, /227 U Zxt L (LIF, IPTX] &1 9H,)
L CDDP & OffH, PTX & L-OHP & OPFHDRRE STz, 7ok, AFTIX 5-FU & CDDP & D
PR OB RNBIR STz, Eio, FEAOME - AREUTFOLBY & Shiz,

ML - H&E

5-FU I ~_v 2 e LT 286, 60~80 mg/m? % Q3W THRA# 5

CDDP PTX AT A5A. 3WME 1 94 7L & LT, 60~80mg/m? &4 A 7 )LD
1 L<IE2 BH, UTHE 1~3 B BICHE L CHARNE S

L-OHP 130 mg/m? % Q3W THRIN 5

SFU 3 A 1 YA 7 e LT, 750~800 mg/m? %KY A 7 LD 1~5 HHIZ Q3W T
FrRN R 5

Iy 3EMA 1 YA 70 e LT, 1 E 1,000 mg/m? %491 7 L0 1~14 A HIZ BID

TR DS

PTX 175 mg/m? % Q3W THIRN &S

BID:1 H 2 [E], * : &Y% A 7 MTEBIT B 5 8i% 60~80 mg/m? & E4L7z,



%mpg

o,
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0.5 oy,
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Survival Probability
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03] 77 & K /ICCHE
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Time from randomisation (7 H)
Number of patients at risk

AFIACCH 326
TS5 MACCHE 323

M1 OS OHE#FHED Kaplan-Meier Bt (306 3Bk, ITT £,
Bhy MAT)
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167 136 101 79 58 41 28
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(PD-L1 FEBUR DA D A 1)

[E R I RSB IIFERER (BGB-A317-306 #liR) (CHAANONTEZ D H B, JEEH
ARIRIZF1T % PD-L1 OFBLRIL (TAP) (BT D 1HE®RA GO —HOEE DT —
ZIZF5 & PD-L1 FEBUR BN TR SR AN IRIT 24T o To A 20 R O 2 M E D5 R 1T LA
ToEEBY ThoT,

AFIICC #ED OS ICRIL T, TAP 2A=5 OBREFEHEM & L T, TAP<5 OEFHE
FCix., 0S DIEEZNEIN /NS VMEHAINED bt (1 LU 2),

723, PD-L1 OFRBLRMIZ L BT, KFOLZ2MET v 7 7 A VITFEETH > T2,

# 1 PD-L1 BEIRWBID OS OBAEMRHTHE R
(306 RBR, 20224E2H 28T —% v h27)

0S
L] % H © e
PD-L1 7 1 Bk kol NP RET ASHER D p
B [95%CI] . -
(1 1) [95%CI] filg
AHI/NCC #E 36 11.8 [6.2,16.3] 1.34
TAP< 1 b . 16.1 [10.4, [0.73,
7F ¥ R/ICC B 25 28.9] 2.46]
. 13.0 [10.8 0.93
I 9
1§T?P< ARAI/ICC BE 59 18.3] [0.61,
75 & R/ICC B 64 9.6 [7.9,13.7] 1.41]
AHNICC B 56 268 [16.4, —] 0.44 0.0199
5=<TAP< : - (028
10 7*Z & R/ICC & 79 9.8 [8.0,13.0] 0 76] ’
. 16.6 [15.3 0.67
l b
TAP=10 AAIACC B 116 24 4] [0.49,
75 R/ICC BE 107 10.0 [8.6,13.3] 0.94]
—  HEEERHE, *1: PD-L1 HIEREETH - - BEF IR S iz, *2 : FEERI Cox Lbfl Y —

RESL. 3 - DGR @PD-L1 JEELEI L O OR 51 L PD-L1 JEHLEN & 0048 B LR %
JAs L Lie, JEBR Cox HMI A — FE7 L



100+ . 100
75 4 H/ICCHE e
> 1 2 %0 AAINCCHE
Z 80 Z 80
Z 10 ER
£ 60 £ 60
T 50 g s0
Z a0 § - g
R ARINCCHE a® .
a0 30 7 7 RNCCHE
204 20
10+ 10
0+ 0
10 12 14 16 18 20 2 24 26 28 30 32 34 36 38 0 2 4 6 8 10 12 14 16 18 20 2 24 26 28 30 32 34 36
Time fr n (4 H) Time from randomisation (% )
N o ’
i 1 It 5 1 0 46 44 37 31 27 24 20 151 3 1 1 0
7 1 1 1 1 4 4 2 48 39 28 27 2 20 16 10 9 9 6 3
1CCH
. AFIICCRE
100- AHIICCRE
Z 9
Z 80
‘E 70
£
= 60
0 =
S0 7 4 HCCRE
@ - 5 4 5/ ¢
pos 7 5 H/ICCHE
20
10
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 6 8 10 12 14 1 18 2 2 2 2 2 20 2 2 o 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38
Time fro isation (% ) Time from randomisation (# /1)

X2 PD-L1FEFRIREID OS O HEIEHTE D Kaplan-Meier B (306 3RBR. ITT £, 2022
F2ABHET—FUy +F7)
(£ kX : TAP<1%. B EX : 1ISTAP<5%., Z£ T : 55TAP<10%. & T : TAP=
10%)

@ EpLFEEIFERE (BGB-A317-302 35)

(LR O & D RIBYIBRARRE /R LT - B OBER Y EREREE s12 4] (AA
N 50 B2 G de) ZRTBRIC, AI200mg Q3W G- (256 #i) L IRBRTH Y ERTANER L
72 1CC™ (256 f5l) OAMER N2 E 45 Z L2 A& LT-EBIEA{LIEER L
e BR & Sk L 7=,

FHEFHEIEE TH 5 0S (FIAE [95%IEEXE]) 1%, AKIEET 8.6 [7.5,104] 7
H. ICCHET 6.3 [53,7.0] WHTHY ., AFIFEL ICC BEIZX L TREHFEMIICAH B 72
ERZR LT (N — R [95%(E#EXH] : 0.70 [0.57,0.85], p=0.0001 (/r{f) [J=
Bl| log-rank #R2E ) ,

*1 AU RS2 EST - RO BERTE LEMHIC LT, 1 SOLBRERDH 5 BERHSE L Sh
Too 1272 L. RRISUIHI S MBI ([ U B RIRE) PR T 15 6 1 H LN ST
PERD BT B LR & ST,

¥ ICC & LT, PTX, KXt AKFY (LLF, TDTX) &Wo,) KA U T 0 KT

(LLFL TCPT-11] &£ 95 ,) BERE SN, 7ok, A TIX PTX XX DTX OANEIRE iz, F72,
BHEFORE - HRIZUToO LB LS,

ik - &
135~175 mg/m? % Q3W THRNE 5, 2 FE X ITHUIK OFEERIEER DT A KT 4 1
€-> T, 80~100 mg/m? &I 1 [EIFFIRNIK G- & T 5 Z & bAREE Si7z, AFBTIT 8
WE 1A 27 0E LT, 100 mgm? &Y 7 /LD 1, 8, 15, 22, 29 K36 H
B IZBRN S
DTX | 75 mg/m? (AHTIE 70 mg/m?) % Q3W THRP 5
CPT-11 | 3% 1 VA 27 E LT, 125mgm? &KV A 7 /LDFE 1 KO8 H B ICHIRNZES

PTX
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0.5
04 %, R\‘—H
[
+
03+ *_’\“’\,_‘_‘
2 e , (YRR
0.2 ICCIFF ’ )-""—-'-H‘\_‘
2 A —t :
R
+
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(302 B, ITTEMH, 2200E£ 121 B7 -4y hZ7)



[Z241%]
O EFEIEFRZFENHERER (BGB-A317-3065454%)

A EFGITARAINCC B 323/324 Bl (99.7%) . 77 B AR/NCC #E 319/321 fil (99.4%) 1T
R LA IRBREK & ORRBRAGE TE R WA ERSRIT, Z NI 313/324 61 (96.6%)
J R 309/321 1] (96.3%) 12588 BTz, WAL DORETRELEIG DY 5%LL EORIERIX
TROELEED THoT,

#2 DI OB CHRBEIS 5% EOEIVER (BGB-A317-306 35R)

B (%)

FATE
AAIICC B 752 R/ICC B
(PT: Preferred Term)
(MedDRA ver.25.1) 324 14 321 il
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RRIEH 313 (96.6) 217 (67.0) 7 (22) 309 (963) 206 _ (642) 6 _(1.9)
1. 173 (53.4) 47  (145) 0 155 (48.3) 41 (12.8) 0
I R ER B 153 (472) 99  (30.6) 0 152 (47.4) 105 (32.7) 0
{1 i Bk Ak 143 (44.1) 35 (10.8) 0 157 (48.9) 50  (15.6) 0
AARIGR 116  (35.8) 9 (2.8) 0 115 (35.8) 7 2.2) 0
G 112 (346) 8 (2.5) 0 130 (40.5) 5 1.6) 0
A PRI
73 (225 10 (3. 0 61 (19.0) 7 (2.2) 0
= a—n/NF—
T 63 (194 9  (2.8) 0 59 (184) 5 (1.6) 0
iR ER D 60  (18.5) 9 (2.8) 0 54 (16.8) 3 0.9) 0
JESE 58 (17.9) 0 0 63 (19.6) 0 0
AN 58 (179 13 (4.0) 0 47 (14.6) 7 (2.2) 0
Mg 57 (176) 4 (1.2) 0 74 (23.1) 7 @2) 0
I R ERIS A iE 52 (16.0) 23 (7.1) 0 46 (14.3) 31 (&72)3 0
95 48  (14.8) 13 (4.0) 0 53 (16.5) 8 (2.5) 0
R 46 (14.2) 1 @©9) 0 45 (14.0) 0 0
7 v F = 43 (13.3) 1 (9433) 0 28 8.7) 1 (0.3) 0
T AT X U 0.3)
TI)NFAT=2T 42 (130) 5 () 0 29 9.0 2 (0.6) 0
—EEn
e 42 (13.0) 0 0 41 (12.8) 1 (0.3) 0
TI=VT) T
41 (127) 5 1.5) 0 33 (10.3) 5 1.6) 0
A7 =T —EHM
{5 al SURZFN | Kid 41 (127) 22 (6.8) 0 33 (10.3) 10 3.1 0
(oysNd 41 (12.7) 6 (1.9) 0 50 (15.6) 3 0.9) 0
1&A Y 7 A fiE 40 (123) 18 (5.6 0 24 (7.5) 9 (2.8) 0
I ) i 37 (11.4) 4 (1.2) 0 39 (12.1) 1 0.3) 0
BT V7 2 v iE 36 (1L1) 0 (12) 0 25 (7.8) 0 0
T SRR 34 (10.5) 1 ({)1._32)) 0 40 (12.35) 1 (0.3) 0
FODR IR REAK T E 34 (10.5) 0 14 (4.4) 0 0



FAGH

Bitx (%)

ARAIMCC 7 7' Z & RNCC Rt
(PT: Preferred Term)
(MedDRA ver.25.1) 324 f 321 4
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

Z 9 34 (10.5) 0 0 19 (5.9) 0 0
1 ifi Bl i 32 9.9) 8 (2.5) 0 29 9.0) 10 3.1 0
B 29 9.0) 7 2 0 18 (5.6) 0 0
i PR 28 (8.6) 3 0.9) 0 19 (5.9 0 0
A e ) L E s 25 (7.7) 1 0.3) 0 22 (6.9) 3 (0.9) 0
K~ 7% > 7 A fUE 25 (7.7) 1 0.3) 0 21 (6.5) 2 (0.6) 0
[/ R E 24 (7.4) 4 (1.2) 0 22 (6.9) 6 (1.9) 0
U o SERERD 23 (7.1) 6 (1.9) 0 24 (7.5) 7 2.2) 0
i R e 21 (6.5) 0 0 14 4.4) 0 0
K27 v — Vi fiE 21 (6.5) 2 (0.6) 0 18 (5.6) 0 0
Jitiligi 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
B iR 17 (5.2) 1 0.3) 0 23 (7.2) 0 0
FE L 17 (5.2) 0 0 14 (4.4) 2 (0.6) 0
V9 fs 15 (4.6) 0 0 24 (7.5) 1 (0.3) 0
Leo< b 14 4.3) 0 0 19 (5.9) 0 0

725 ARHINCCEEIZ I\ C VMR F 27 151 (8.3%) | Infusion reaction 188 51 (58.0%) .
KIGE 461 (12%) . /DR 1H (03%) .« BED FF 9B (2.8%) . IFHEREREE 96
B (29.6%) . & 3 B (0.9%) . LA 2 B (0.6%) . DKL EREE 14 61 (4.3%) |
g 1B (03%) . WNWEEE (FURIREEREREE . RIBMEERE ., TEAHEERTE) 50
Bl (15.4%) . 1 BEBERIN 1 61 (0.3%) . WER 5 B (1.5%) . BHEREFES (RMEHE
PERFJe . RERIRERE) 18 Bl (5.6%) | #RRRIEE (¥ T v - N —IEfERESE) 158

(48.8%) . HEERIMIKIEE 15 B (4.6%) . FRIRMARZERSE 7 61 (2.2%) . 5% 1 6l

(03%) . EEDHK A1 6] (12.7%) BB b=, £7-, AL, DIk, BEAEE
JHE, gk, BEMEABE I8 MO RRIE, Bk, FRik., 5& I RKITED b
o 1o, AREIVER R BURDLIE B E S 42 (BRI T 2 5 1) 2 2 DERIR R &2 7R T,

@ [EESILFEZEIHERER (BGB-A317-302345k)

B EFEGIIARKIRE 244/255 1 (95.7%) . ICC Bf 236/240 7 (98.3%) TR HiL. 18
BRI L ORBEERNEE T RWAEFERIT. 2N 187/255 1 (73.3%) K O 225/240
Bl (93.8%) (TR B2, WINNDORETHRIFEEN 5% LORIERIZTFROLEBY

ThH-oT-,

10



# 3 WO TREEIS 5% EORIER (BGB-A317-302 2ER)

BiIE (%)

FEARGE
AT ICC Bt
(PT: Preferred Term)
(MedDRA ver.25.1) 255 Hl 240
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
RREIEH 187  (733) 45  (17.6) 7 (27) 225 _ (93.8) 134 (558) 8 (3.3)
T ANT X U
T RTUA 29 (114 2 (0.8) 0 9 (3.8) 1 0.4) 0
7 = T —FHI
2 1 28 (11.0) 6  (24) 0 83  (34.6) 17 (7.1 0
R B RBAR T 26 (102) 1 0.4) 0 0 0 0
TI=vT7I) N7
25 9.8) 0 0 18 (7.5) 4 1.7) 0
A7 =T —B
97 19 (7.5) 0 0 33 (13.8) 3 (1.3) 0
95 19 (7.5) 0 0 8 (3.3) 0 0
RAKIRGE 16 (6.3) 0 0 75 (31.3) 7 2.9) 0
% O FESE 15 (5.9) 0 0 8 (3.3) 0 0
T 14 (5.5) 0 0 66  (27.5) 15 (6.3) 0
e 12 4.7) 0 0 28 (11.7) 4 1.7 0
i/ MR 11 (4.3) 1 0.4) 1 (04) 15 (6.3) 1 0.4) 0
(=Y 10 (3.9) 1 0.4) 0 35 (14.6) 4 (1.7) 0
L 10 (3.9) 0 0 12 (5.0) 0 0
K b Y T AfUE 8 (3.1 5 (2.0) 0 21 (8.8) 7 (2.9) 0
GNEER 8 (3.1) 1 0.4) 0 25 (10.4) 0 0
K772 v e 7 2.7) 1 0.4) 0 15 (6.3) 1 0.4) 0
i BRJs A i 7 2.7) 0 0 30 (12.5) 17 (7.1) 0
U o SERER R D 7 2.7) 4 (1.6) 0 19 (7.9) 16 6.7) 0
AN 7 (2.7) 0 0 66  (27.5) 7 (2.9) 0
i Bk s 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
AN 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
A ERE D 3 1.2) 0 0 94 (39.2) 63 (26.3) 0
iz 2 (0.8) 0 0 12 (5.0) 2 (0.8) 0
7 P 2 (0.8) 0 0 14 (5.8) 0 0
i R ERI E 2 (0.8) 1 0.4) 0 31 (12.9) 16 (6.7) 0
FAY MR
2 (0.8) 0 0 22 9.2) 2 (0.8) 0
= a—nm/NF—
FEMED E 1 0.4) 0 0 13 (5.4) 2 (0.8) 0
1&A Y 7 A fiE 1 0.4) 0 0 15 (6.3) 5 @.1 0
JEIE 0 0 42 (17.5) 0 0
FEENELT BRI iE 0 0 12 (5.0) 10 4.2) 1 (0.4)

11



7R, ARFIBEZ W CRIEMMER 14 651 (5.5%) . Infusion reaction 58 3 (22.7%) .
K2 2 41 (0.8%) . FHEREREE 54 61 (21.2%) | % 2 411 (0.8%) . DB 2 $1] (0.8%)
HEORLERE 16 (0.4%) . K 46 (1.6%) . WNywkEE (FIRIRFERERE, &I
FEREFEE . TEEAHEREREE) 34 61 (13.3%) . 1 BUBEPRIA 2 61 (0.8%) . EinelssEs (R
AE M EMER R, RERIRERZE) 1 61 (04%) . #REE (X7 « N U—EBERS)
20 5l (7.8%) . EES7ZRMIRIET 2 (5] (0.8%) . BHEEDH K 441 (1.6%) M5O b7,
Fo. DNBR. BEO TR, AR, OIRE, EEMEDIE, BER. MK, frlkinfeE
FRSE, fEt%, MALPEARAE 25, BRSO RARIE . B, FHiR, SO ERITFEO bk
Do Tz, REWERFBURDUI R EF SR (BRREERT 251 2 B OEFHER LR T,

12



4. FEERIZOWT

AR OGN BEEZZW - FFE L, AFORGICL D BEEREWEHZRE LT
BRUCKHET 2 Z ERRERTZD, L TFTOO~QDT X T Az Ik iZBW\W AT 5
RXThb,

@ HEHRIZHOUNT

D1 TRED (1) ~ (5) OWVWFTNNITHELT DX THDH I &,

(1) JEAFBREDIEET 20 AREHERILRPES GEE RS A S HEE L FUR B
IS A RSB S HL AP . HUIE S ARSI e &)

(2) FFEHEREIRPT

(3) #EAFRAFENTEET 203 A HEEEFPE (DS AR EWRPL, 23 Al
W IRBE, 3 AL EEHERE P e &)

(4) IR b FRIEE L RE L, AORIEG L FRIEZ R 1, SORIES L FRIERZ R 2

AT IR AL P 2 R 3 Ol B R D 24T > TV D Ji ek
(5) BUrEEMERES AL E BUINR OfE FEAEITLR 2w H 21T - TV B Jitisk

D-2 B O FIRE K OREIER TS ERIE O RIS T2 7 5k & RBR 2 O EM (T#

DWTIDNTEZYE T HER) 23, YRR OARANCET 28RO FTE L L TRES

nNTn5sZ e,

#

® [EAMFFIUF % 2 FOUMPHEEAE T L72&IC 5 FLL LD AR DERRHE
EiToTWbZ E, 95, 2FELEE, BNAEYRES £ LRSS O
EEZITOTNDH I &,

® (KRGO FFIUS% 2 FEOWMINHE Z21E T L= 1% (ST LERE O M A MR = &1 5
FELL EOHLEAR F OB AT > TnD Z &,

® [ERFFIUF % 2 FOMMHEZE T L7-&IC 4 L EORKRERZH LT
HZE, OB 3ELLEIT, T LR DD A SRYIRE & & T T LR F DO R R BT
EEZITOTNDH T &,

@ BENOEXKMBEBREEDOMEKHIZONT
L3R L I WA IS IE 4 A BRSNS S, SR L OB A, A9 - &«
PSR E R O F I OERS ST 215 R, AEFSNRE LIZGEOWE
RN ATONDIEHINFE S TWND T L,
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@ BHERA~DRIIZDONT
@-1 fEzkAHlIz B4 5 B

MV PE R B O BEE R BIER DSR4 LTZBRIC, 24 FFREIR2IRIRHIO T, YaZhisk
VB (23T, BEL L 2 BIENCS U CABREHE L O CT O FIVER O BRI
BRREDORERN Y HHRIZE G, EHICRIGC TR AEHINE S TWNWD Z &,

@-2 BERHEE L 5FEESIGICET BN

AR D D P 72 e e O ie 2 A 2 BIRERE D ElE =2 ) 7
EAOERDOA V== T 2TV ERE LIFREZ LA TE 5 F — AEREHI 2K
fHSNTVWD Z &, B, BiHEHIZHOWT, BDABE EZOFEBET I EmasnT
W5 Z ok,

@-3 BIfERA OZEr-eRInICE LT

BITER (MEMERZE RN, infusion reaction, KIGZ « /MG « HED FHI, AT
A - HFRERERETE - R, (O - DIEK, HEOREREE, ik - EEDEE,
W bEE  (FUR IR . RIBREREREE . TEIAPRREREE) . 1 BUNEIRIA . ek,
kel E (RAAE MEMER &, RERIERERE) . MK, sRREE (F7 0 - NL—IE
EfES) . EERMEES ., FIRMARIERIE, %, EEOF R, mACMEIRE &, B
Rl RE . BRI - Rk, SO, BB ME (GEmMaBEEL ZT) O
oo BE~OMH, IR - 5 REMER O RS (26 LT, Sakhiak XI3r BE R
HEBI DR EZ AT D EM & L (BHWEHORZEr-CRISIZE L THRER O SHE A%
ToNLEMICHD 2 L), EHITEYIZRAE N TE KGN ESTNDZ &,
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5. RERZ LR HBE
(A2 B 5 FH]

O TROEFITBWTARFDOHEIEN RSN TND
o ABFFRIERERIBR ORIGUIR A BE R T - ﬁ%®ﬁ JHE#E (5-FU X1 CDDP
& OHFH)
o AbLFRIEREEZ AT A MIGUIBRAEERMETT - RO REREBE (RAIHEMES)
@ TRLIZEZY T 2 BF IS T 2 ARKH OGO FIEICHOW T, RAFIOAIMED
NS TELT, AFlORERRE B0
o O TAHANDOHIENREI LTV IRWOBTEMELE A & oA S
o INtEAMIBNIRIE
@ AbFRIERIBIE OIRIGUIR AR 72 EAT - IR ORIER I 2 O P Al &
@ﬁﬁ&ﬁmxwf\muj®%ﬁ$(nw)’i@ﬁ@@ﬁi&éﬁmﬁ?wé
NnNTW5 (p6~7 ) Z b, RAZEREGT 556121, TAP biEZR L BT
%5ﬂ§@%%%¢5;k#%iLwJMPmsiﬁfké E DR SN B
IZBWTIE, AFIOEG OB EEIZHET5 2 &,
[% \ZB89 % F]
® T nﬂ Jﬁéff% BEICOWTIEARAOEGNEEZDEIN TS Z b, &E521T
DNz b,
o ARFNDORSIT KR UIBHUE OBEERED & % B
@ RFEHTOFMIZIB VT FRRICEE Y T 5 BEIZ OV T, AAlORGIFHERE S0y
. MOIRFERIE D WG EICIRY | [EEICAKIZEHT 52 2BETE D,
o [HEMEMZEEDEDF iﬁ%ﬁi@éb % B
o OB AR A CRIE R 2 78 6 2 B M ONE B D HUR R Atilig e <0 R Y ifi ¢ %
DI RIEPEZAL D - B D 1B
o HOMEEROAD UIEMENE L ITHEMEO B CaEERBOEROH 5
BE
o JEssBRE GEmErMaBREELET) Ob 5 EH
o FEEOBYIIBEEEAT D EE
e ECOG Performance Status 3-4 ™V o g3
D ECOG O Performance Status (PS)
Score | B
0 A< MERIEBTE 2, BFATEE U B EAEEIHIRR TR 5,
{ RIRBICIE LWEBNTHIR S D 53, SMTARE T, RIEESCHE > TOEEIFITO T &N TEX 5,
Bl O, FHIEE
2 | BATARECTHSOH OB O Z L3+ R CAEEEDERIITE R, B 50%LL Eid~y FATH I3,
3 RONZBESOHEDEY OZ & LTE R, HPD 50%LL L&~y R+ Cili 29,
4 | ELETRY, BADHOED O L3 TERY, BRIy R+ Tl I3,
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6. HMEIZELTHEEITREFIE

O WSACEFIOM A, BOEREES D IRAET 2 B R IC 3D Z ARH O Rk & OVl Eff
R OT=DIZ BRI GHZ B L TS5 2 &,

TRIEBRAAAIC N D . BBE T OFIRICAE MR VatE %2+ o L, REE5S
ThoETHZ L,

FREWEH O~ R T A MZOWNT

@

®

AENOBEGIZL Y, BWEORERINIERT 5 & &2 b DA R EBORRE
DHLOLNDLZ ENDHDH, BIEZ+HHITITV., BENRBO ONEGAITIE.,
FEDORIEFINZ L DRWERORBLZZE L, @MORERZw 2175 2 &, @A
DFRFEFONZ LD EWER RO 5 55810%, BB RERVE S HlOR G5 %
BRETDHI L, Flo, KAIBRGEERTRICEEREWVERRHONDZ 03 H D
DT, FABEGETHROBEL+2IATH 2 &,

MEMEMEER D LD Z ENH LT, HIHHER (BOIiv, FERREE, %
WREE) ORER R OWGE X A O Ei%, BIEs+m0I17H5 28, £, HE
Wi U TS CT, MG~ — I —5OMELFEmRT 52 &,

Infusion reaction 23& H 0I5 Z & 3% %, Infusion reaction 2358 BT AT
IF. WORLE AT O & &b, ERBEET L £ THREORE L 0108l
THZ L,

R4, FEEERESE ., HRDBZH LN D T LD DD T, ARAIEG-BLEHT L O
5 ML E A IR RERM A (AST. ALT. y-GTP, Al-P, B U /L E V%D
WE) 2179 2 &,

ORI RERE S . T RAEREREE X CRIBHEREERN S b2 ERH 5D
T, AAFNO BB bGET K OB G-I I E SN g RERR A (TSH, iR
T3. iEHE T4, ACTH, MH 2/ F Y —VEORE) 2EiET 52 &,

1 BUpEIRIE  (BE 1 BB RIB 2 S5 de) 23b bbb, BERFMS F 7 v R—v &
WCELZZENHDLOT, B, EL, EMFOIER OB MEE O E& 2+
SEETAHZ &, | AR RO GAICIIREERIEL, AR Y 8
R OB GHEDOWY)RILEZATH Z &,

BT BRSO AR L CObRWERAN BB T Z Enb D20,
AHN O GHETZRIZHEWEHORBUSIEET D,

@ BGB-A317-302 #BaTiL 6 HEHKE. BGB-A317-306 ikl ClI&5-BHLE) D 48 JH
FCIX 6 M., Z0%I% 9 MR AN M ZIT > T\ Z & 2HBE|T,
AN 5T EIRIC B R A COIROMEREIT Y 2 &,
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