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1. EEESE MERER (BGB-A317-3025tE% : RATIONALE-302&58%) &7

6) #HHNER  EEREHLFESEIHERER (302 505)
7) Shen L, et al. J Clin Oncol. 2022; 40(26): 3065-3076

[FlzB © AFHER(F BeiGene tDZIEICK U ITHh Nz, BED S5 38(EBeiGenetDHETH 2,
ZE(CBeiGenett & AVHILI Y MR BIEEEZELCV2ENZFNS.]

(B 1] UBRFREE T IR MREBRT LEE (ESCC) BEIC2RBEEULTCTELTSZERSLILEED
BWMROZ2MZL2REE LR L. FHET S,

(754 V] ERHEERERLIFERENEEE SHE  NLF— JS5VRA RV, 49U, BA, BE.
hE. ARA V. BB, AFUR KE) [EERETER T—5Hy b4 T8 :12020F12818)]

8 R] 1 REEPXRISEER(TIER U UBRNEEE T FEHB M ESCCERE 5124 (BEAS06ZZ0) *

*Mg (BRSO V7 /BA/BNRUIER) . ECOG PS (0/1). BBREFEEMMEBRUILZEE INTUIFEIL/ REIFEIL/AU
JTHAVF] ZERIRFEULT. 11T M

(77 &l TELTSE [TELATS200mgz 3 BE/EE (Q3W) TREST]. (t28E /NI USFE
e REIFEIL. AU /FTAHVF*OVITNN] D28 1 1 DS TERIERICEIV I, FFERT
TEIWMITICRE>TRE Ule, B8GEIE. KRET (PD). SFE CERRVLEMN. NIFaREMHSHE
SICRE UIcBDPIERE(CZE T DI THITI DL U, BE. TELATSBHDEEF. AR
EEEMNPD EHELUCHRD. BREMSTEE CRE Utk Zimic T Ba R RS s U,
BEsHhE. B50H BRI TIEOER. LIEE9BEBICER U,

el R (PD) 2, B TER
256 @xA256) LESHE, ZIdBBRHESEE|
1 RBEPN BRI ISR 5L LTS (200mg. Q3W. sEE) i?g;%@iii‘” LEHIEES
UTet IR EEEE T X S SR8 14 e 4 4 B 5 BT
e BB R 56nB%ETE
& AIEEINT) 6B, LIS 9BECE N,
fiied =T
- ECOG PS 0-1 i e TN
CRECIST V1.1 (CEI<GHET  —y| 5 S
HERERET S it b (L RAR 2 1B
1 -1 g dBJIAE;mIE_E
25661 [@HA256) TAP:210%EE(CHIFB0S
=S| 47ET
[BRIETF A~COVTNH ;!J%ggg%%ﬁ (PFS) . Z=2h=
- Huls (BAUADF YT/ BES (ORR) . Z=3hHAR5 (DOR) . TAP®
Rek) A:IXTUIFtIL 135~175mg/m? Day 1. Q3WEsE Al N .
) [B7] 100mg/m2 Day 1.8, 15, 22, 29, 36, BBIKE. Wit 210%BECHFBPFSHU
ECOGPS(01) or ORR. BEMELFTNE
- BREAEENERIRUCEREA B: RtE9+tIl 75mg/m2 Day 1. Q3WaEE (HRQOL) %@1@;73 &
USoUSF I REIFEIL [B] 100mg/m2 Day 1. Q3WEEE TR
Sy or AL
/AT C: AU /FHY*125mg/m2 Day 1, 8. Q3WEE W ~O— )L (DCR) &
&

#1 MR TR E (EREAN (FEEHEHREE) DX ERTHR6NH (180H) LRICPDAHSNIZEEFE. DTN TOEHSANBEEERZ L TLNIFERS
EUfz. BECKERREZZRBUILEE. BRI Y DERE EIFEY ThIRh 1.

#2 TELTSEORER. EREEAEMNIPDEHELIcE D, BREMESE CHRE LR Z BT IHE 3R SHETRES U,

#3 VENTANA PD-L1 (SP263) assayZFW\T. HHIZEEICEENE3 SN2 EBMREkUEREEREMIEN SH2EERE EBERURMERMREE) 0Zlah Sl

HEIEEICH U CEPERSY

EE%@%E%[CD [./\—C [&"EI%%)T@'EE?/,J“Y% Lﬁ@wu\ < 7—;

[FELTSDIEEXIIHR] 4. MEERSFNR REVIBRTREINEST - BRORERE

(INTUIFEIVORERVEE] 6. AERUAE (k%) BRENIEREEZET IRERICEBEEZEAT S, BE 1 @H. MAILIINTUIFEIL
CUT. 181@100mg/m? (FRETR) Z1BENITRERHZIL. B10R5Z6EERL. 2B 2BERET S, INZ17-)LELT. B5%
BIRY,

[REIFRILORERUARZ] 6.FERUHAEZ (RER) &% HAICTBH1O. RFEIFEILELT70mg/m? (FRER) Z 1B ENFT3~4586H
B CRERLIT . BH. BEOREICLVEERET D&

(AU /FTHYOMBERISMR. FERUAE] 4. WEEXFFHR I GlEaAGE. J0)GHERRE. FEEE. IEE. BE (FHTEXEER). Bk -BBE F
MITRER (3FEH) . HE (FiliTHEXSESR). EuliaE. BV VNE GERIFVUINE) . NEEEERES. SRR RS

6. BiERUAE (—8i5) (1) JsleafbeE. 30/ JliEAbE. B (FirfiENEBsR) RUBRBIREALE. FE8E. MR B8 (FirfaeE
BH) RUEE - BRE (FiAEXEEsR) FAENIIBEEFEAT . &lc. BEUY/E GERYFYUV/ME) FCEEZ. NRREERESEDIE
Z. BRI e IR EIRZERT 2.




(FHMIEE] FZHEHHIEE (REINGHEATIER)
2477HIE (overall survival; OS)
FERBEIREHEIES :
TAP*'Z10%ZE(CHIFS OS
BIREHEIRE :
EREAEMHUEICKLDEIBELEFHB (progression free survival; PFS). =X (overall
response rate; ORR) RUZMEA™ (duration of response; DOR)
TAP*'=10%BEICHT D BREEEMYIEIC KD PFSKU ORR
EERRBEAEEDE (health-related quality of life; HRQOL)

T

PRERMFHEHIEE

STBERSTEMYEICLDHREB I bO—JLE (disease control rate; DCR). 7 E AT S DEYENRE
NUmER4E

[HIFEE%] PFS. ORR. DORX U'DCR (&5 8 & £ E= i h'Response Evaluation Criteria in Solid Tumors
(RECIST) V1.1 [CEDEFHE LT,
(BEfStE] B ITTED . ReM(E SAF* P ZTNR E Ui,

OS DRMEHENIXITTER T, #8EF82% THIA00HEDOSANY hHHONTZRICERT D&
Ulco BRKEZRA]0.025& L, FEFHHIER. FERERFHBEBDIRICIRTE Ufc. EEREIR
B FEEHHEENERREEICRE Uiz, TOMOFHHER Tl HstZifmEsTEE I\
plBEIFECRRETDHDENTEL Uiz,
FEFHMBEE CTRKITTEMICHIFTD OS ZHB TR Ulc. IBERRSFMOWILRERF U TO®E Y -E
Uiz

JRiREE (HO) : TELTSEDOS MEFEAEU T Ch 2.

WIRERE (H1) : TELT SBEDOOSMEFE AR ZBA 2.
JBfRRERIE. ECOGPS (071) MOMEZEE (SO UIFBIL/ REIFIL/ AU/ THY*) ZER
AF&EUBRIOT SV IEZAWVWTIHRE Uiz, HRARUZ DA 95% 558X (C) ZEUERIR
FICKBERICox LBIN T — REFTILD SHTE Ulc. HEIRERIZEEIX. SFFDOSDIHREND
Brookmeyer and Crowley’£IC &2 95%Cl. #E 61 BNU 1210 BEEFRUL O (T Greenwood’s
formula (CKDMAIOSWCIZEHT D & & Ulc, Fe, D Kaplan-Meier BifRZinR LTz,
TAPZ10%EBE(CH1F 2 OS. PFSKUDOR (FOS &E#KICHERMT UTzo ORRK U DCR IE OS DE#E#T &
B U B BIR F %Z B L) T Cochran-Mantel-Haenszel (CMH) #&7E % 1T > fzo HRQOLDEORTC
QLQ-C30 MU EORTC QLQ-OES18(&. MBIERIKAE/QOL. #eERE. FERRE. RUER|E
BEOXAT7ROZDR—IAS5A VH5DE(EEZSRITEI T2 Uiz, iz, EQ-5D-5LDX 7
RUOR=2 54V h5DE(LEZ it T2 LTz, HRQOL DERRHNIICERD S 5 ELE CDHA
B (& Kaplan-MeierjAZFWTCHTE L. BRIHRIE OS DT & B UERIRFIC K2 ERICox i/
P—REFILASHE LT,
TTEHZNRIC. {t28E NTUIFEIL/ REIFTIL/ AU/ THVH), g (O7I7/
BNKOIEK, @BARLAD 7 I /BAE/BMNKRUTIEK) . ECOGPS (0.71). F#r (65mAi,
65l L) . MR (B /). BIE (BUEES D IREEEE JFEEE). A& (BA/ 7I7
ARUZDM) . RUR—=R 54 VDOPD-L1RHRBKR (TAP=10%,<10%./R8F) BIDOSDT T
TIV—=TENZ{Tolc. Fle. TTEFZERRIC. PD-L1HBKR (TAP=10%,.<10%,/7+8) H|

BREAEMUEICE DS PFSKUORRDY I I —THMZ (T o1, 52, BARDENMEZE
BN SHIANSNICEREEEERIT DEAATDELD T, BAAN) TOBMEDOT T T)L— TR
T o7,

* 1 VENTANA PD-L1 (SP263) assay ZAWL\T. HHIZRICRENERD SN2 EBMIRNRVEREEREMRN S 2 BREE (EENRURETRIERNE) O
EHrSEEH

* 2 |TT (intention-to-treat) &M : |iERILINIE2RE

* 3 SAF (safety analysis population) : BREZDZL £EB 1 ORSSNELEE

XEIBE(CH L CEMERS

—
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8) HWER : ERHESE IEHER (30655)
9) Xu J, et al. Lancet Oncol. 2023; 24(5): 483-495

[FlEER © AR (IF BeiGene tDZIEICK W ITHh Nz, BFBED S5 38(EBeiGenetDHETH 2,
E&(CBeiGenett KW I VHILI Y MR BIHEEEZBLTVDENZEND, ]

(B W] UBRTEERBAET - BREX(EGEEMRERT LRE (ESCO) FBICTRERELTTELATS L
FREEZHARS U EESOBIMERUREMZE S RSB EOHARS SR U, FHET 5.

FHA Y] EERERERC_EERTSSURNRBREIEER SNE : 7 —AMSUP. N)bF— hE. F
IHAE. 75 VA B4V, 49U7, BA, BE. K=V b=, OY 7, ARA Y,
BB, AFUR, KE)

[PREITRER (T—9 Dy b2 TH 1 2022462828H)]

B K] EFEEREORVREVIRABERET - BRENIFEBMEESCCEE 64906 (BEAN6HIZSD)

(5 &l TELATSHEEEEE [SELTS200mg = 3 BERRE (Q3W) CrREERFLIFEE]. IS5t
MH{EZEEEE [ EREEEEEA] DO28(C1 1 DG TRIERICEIVMIT. ZESH TN TEIY
IS > TRE Ule, REHED. GBREPEZFAEADEB(FFEINLGEN oI, BEEEIFE. &
FBET (PD). FFECERVEMN. NIFEEBREMRSTESICRE UIcbDRIERAE(CZE T 2 F Tkt
IBTEEL. 240 ARG UIEESE. BREEEMOFHIRDEREEEDERICEDIE, 51
DS ZOIREE Ule, BB, IBREFERNPD CHIELIC®RD. BIRRNRT 4w hZFHE L. /8
BOEICEB CH GO eEZMkaEs Uiz, BEMllE. R548 BRI TIL6:8E. LIE
(F9BEICERmU.

b7 LTSHEREAR sBESEITE T KRBT (PD) FFECE

FELTS BRULHBILRES BUBHE. X S8ERRNM

N RV 3264l STEIS(CRELAMDD

HREEIFRAREIRIETT- B Enzsen R — PR T HFETH
XIFERMESCCEE =P LTS 200 YRFSF Y 60~80mg/m? 542

64961 (B4 A66#1) T o 240 ARSUIEEER.

- ZHFHBUTSF U+ 130mg/m? N Ed N

G AR ooy 1 o GG

R * SRS R

- RECIST v1.1[CEI<RET p- + EE TR 48 H%
BENXFFHETREREZE B I B E A~Congnn FTlReBE. LIEIFE

— B A: ZLAO95Y)L 750~800mg/m? BICEE.

ERIEF it Day 1~5. Q3W#&E TEHES

- W (BB D P IT B 101 or S 7788 (05)
Z D) B: ARYFEY 1,000mg/m? SERals

- IRANARERE (/) Day 1~14**, 182@E#0 LTJ%EEE]}E%;‘:;EEE]

- BREARFAERULAR . RoUF A
<eﬁ§§§%@?§?§%§f§ TS +HEPRAR CilousE L 17emy/m BB (PFS),
F3,/ BRRATUTF L) A N SO L2 )

FStik (DOR). TAP#210%EE

XA FHBUTFSFURUPARYIEY
(& BEfECN U CER RS

3236l
(ZEINCET)) +
TSR QWEEE

[CHIFBOS, B MHRE

— RRHEHEEE
wBIhO—)L&
(DCR)7&&

#1 EREAIN—XDLEEAIC & BRI E IS RIEAZRI 20 N H5E(1E. BHANETIC6H B EOMAERBNSETH 1.

#2 SEREFEFHPDEYE LB, BREART v ML, ARARICBE ThSaIEEBEEERETES Uiz,

#3 VENTANA PD-L1 (SP263) assayZRLT. MIIEICREN RS SN 3BTRS EeEmas G 2EEEN (BEROTETALEE e s5E

* opE, B8, BF RUAFTUTSFUNFEROEUSNClE. BREBHEN EARETEROSERAPHNICE DS, YATPSFUNBAFYUTSSFUEEES

LRIICRR T4 T - Tz

 ARYIEVEEY A 7)L0Day 18~Day 144X (FDay 14~Day 158IC1 D2EEZR0#5E Uz,

= COBE, YRFSF VIS A A AT >TDay 1X(EDay 21, 52L\dDay 1~3D3BICHFTRET BT & Uiz, S5 IV TORIESRIF60~80mg/m?2
EUfz.

RO%SHFETICGrade 0~1 F CICEE UBRVLEHWEANHIR LI IBE DL REEDFE VNIV TO®ED T,

s = LNILT (RELUANI) Sl — e
S (EETEIC 154 71) bAIb— brb=2
VRATSFY 60-80mg/m? 60mg/m? 40mg/m?
5-FU 750-800mg/m? 600mg/m? 400mg/m?




I

(FHHIAE] EEEHEEE (RENREFIER) | 2EFHE (overall survival; OS)
BIREHIEIEE :
BRETEMHTEICLDEBELEFHRB (progression free survival; PFS). Z=3h3 (overall
response rate; ORR) RUZ=MHA™ (duration of response; DOR)
TAP*'=10%EE ([CH1FBOS
fEERESEAIEDE (health-related quality of life; HRQOL)
ZEMRE
PRERHVEHEIER
SBREAEMEEICKLDHEE T ~O—/LUE (disease control rate; DCR) K U&BERIA%K D PFS
(PFS2). BIRRALSNIIRIEBRHIERES (BIRC) $IEICKDPFS. ORR. DORKRUDCR, {EZEE
HARDOT ELT S OEYBRER U RERE
RN DEFREICHITHAEEE AN O PD-L1 BEARIDPD-L1 HIRBKRICKD T TT)IL—
THEEMT
[(HIFEE#] PFS. ORR. DORK U DCRIFEIREEEEIN(EBIRCHRECIST vI.1 [CEIEFHE LT,
(FATEtE] BWMEEITTER"? REM(FSAF * > ZFTHRE Ulc,
FEFHBIEE CTH D ITTERICHIFTD OSF. FRAIBRKEQ.025 THRE LTz, EE#TIF OSZERET
& Ufce RERGAR OWIREIFLUTOBIRE Ulc. NT—RE (HR) FEHINT—RZREL
ICZEDOMEREEICN T D HBERFDOHRZRT .
JRiEREE (HO) HR = 1 WIfRER (Ha) : HR <1
JRERERS, i (P77 Z20M) . REWEERE (B /8. MOLEEE (BERE+7)L40
EUI Y VRER]  BRREI+/NOUIFEI) ZEBRIRTFE UIBRIOT SV IREZRVTRE
Ufce HREOZ DM 95% E8XE (Cl) ZE UBRIRFIC KB ER] Cox LN — RETILHS
HWE U, OSOIPRIEN U EFEF Kaplan-Meierikzz, RIED 95%CI (3 Brookmeyer and
Crowley &%z, &£77FRMD 95%ClIF Greenwood’s formulaZAWTHE Uz, &z, FEfDKaplan-
Meier R Z I UTE,
HERDATORRIBERKEZ 0.025 [CHERF T B 1ctd, DRBITORMEICHE S FE—TED@55H R DHH
[ClF. AVNINS A= % —4 & UTzHwang-Shih-DeCani;HZ&RE# Tl LTz O'Brien-Fleming 1%

SHOHERBICOVWTEBFDEF AN = R ET W,
XAFHUTPSTFUROARYIE VG, BEEICH LU TEPELN

[FELTSDIMEERIFMR. FENRUAE] 4. 3EEX SR REVIRTEEIET - BROBERE

6. FiERUHE RER(ICIF. JILAODSVILRUOVYRATFISFVEOHBICBNT, B8, BAILE, FAVUXXYT (BLFHEHRR) LT, 1@200mg
7z 3 BERBR T 0NN T TRERHET 5. DALPRER(CIBE LSRG AREET - BROBBEICY U TIE, FHZRRR5ITDIEHTTD, &
B, YORSOIFENREFTHNIE. 20BELUEOERSIREIE309F TRECE2.

(YRTFSFUORERVUAE] 6.AERUARE (—5ikt) BBECIE. BEZRENAL - BEE U, BBOWREBICKY AEZEREIRT 5. AR YRTFS
FrELTI5~20mg/m? (FEXEH) #1810, SBEERRS L. DM ED2BBRET S, INZ17-bEL. BEERVERT. BE: YT
FELT50~70mg/m? (AREHE) Z18108R5L. M<K ED3BEANRET S, INz1I—-bel. BEZERIRT.
[(FWLA09 SV IVORERVHE] 6.FERUAE (—&ikM 6.3 BEE. BBERUEEUIRTEERET - BROBEICH T 2 thORBHESHIED
HATEDSHS MOTNBIHBEGEAEOHAREACSNT, BF. MAILEIILAODSYIILELT1H1000mg/m? (FXREHRE) FTZ. 4~5BEERTH
A Do REZHERIBEICEMF< LB IBEULDOBRZHITTIRST 2. FEERRSOHSICEHARSEICELD. BH. Fin. FTEDIRE
BREICKBEERET Do

(NOUIFEIOFERVEE] 6. HERUHE (—2kR) BRENGERLEZETEENE. BENSRRLEZE7 2888, MENECIEBEE
BT %. BiE @8, RAILE/NZUIFEILELT, 151E8100mg/m? (ARER) Z 1 BN T TRERREL. B10R5Z6EERL. 2<sb
2EEARET D, INZETT—ILELT, BE5ZERIIRT,

(FFHUTSF U DIEERBFIR. FERUHE] 4. 38E IR EMUBRTIEEREST - BRORE - BBE. BBEICHI2MEmbEE. BmtIRTE
BEE. B, B

6. FIERURE (—8Bki) ERUBRTEEMET - BROER - BRE. BHECSI2MERBMEENUBEICITIAENEBEE. BRVBRTEREEER
VINBEBICIFAEZEFERT 5. B8, BEOREICKVEERET 5.

(ARYIEY DFRER EMR. FIERUAR] 4. MEEX IR FMTEXISEHRIE. & - BHE. B

6. FIERURE (—8Bk) FITEXEBRILEICITAENEBEZERL. SNFZT MYIIVBIBKIIYEHAT ZHEICECEEZRAT 3. & - B
BEICBIT2HIEEEICEBEZERAL. ZFTUTSSFUEMATBHGICIECEEERAT 2, BBUBRNEERET - BROBE - BIRRECIXMMOTTR
MEBAHICOHATOEANFEAZHERT 2, BREICHSITMEMEPREA TR CHAT 2H5GICIIDEZRERAT 2. BElCERERAEOHATC
EEERT D,




B PREER

FREFMBUE. ABERTUNERANY MU 4884 ESTEIN. PREBITIEZD87% DA N/ K~
¥ (4231) D'HONICRRTEMET DT EE Ulc, 423D A RN N THE#ETZSEN UIcBE.
FRlpENFRIERKLE0.0145KE CHNIETEMTIE. 25 TRUVBEFHBRZMIT L. RIQET
IO T EEUTce REF. 422D A XY S THEBTANERBES N, EEDOA XY MY7ZTTICEHE
SNIERAIERKEQ0.0144 (CEDE. BRPIENRESINI

FEFMHIEE TH D OS DIFERFNEASNIcHZE. BIRFHHIEED S35 PFS. ORR. TAP=Z10%
FBEICHBITSEOS, HRQOLZCDJBICEIRET 2L E U, BETREN >IBEGEZOFHMBIEET
BEZPIET DT EE UTce OSDIREREDERNDDPREBTH RALET CH D NICK ST, BIRFHT
EE BB CEONET—9 ZRVT—ERIFREIT DT EE L. HRQOLUA G A AIEREKE
7 0.025 & LTz,

TAPZ10%BE(CHFDOS. PFS. DORKUPFS2I(FOS E@#KICERMT UTce ORRKUDCR (EOS
DT & [B UERIRF Z B WL T Cochran-Mantel-Haenszel (CMH) #&E %17 > . HRQOL I,
Bonferroni a3 &l /& % A L) T. quality of life questionnaire-oesophageal cancer module
(QLQ-OES18) DI TEE. ER. MUOWRDIERZMAIEGRKE0.0167 THRET DT EEU
feo BIRCHIEICKDPFS. ORR. DORMNU DCRIFIEHFRTE FZEHE LIFN DT,
TTEMAZRRIC, i (OBAUANDFZ V7 /BAR/ 2D, @7 I7 /Z0Dfh) . (EZEE (B
BRI+ 7)LA0OBU I VRER /HEEF+ /NI UIFEIL). ECOGPS (071). F#5 (65mF
s/ e5mIAE) . MR (B BME (BMERES D XISIRERES JFEEE). A (BAS
PITANRUOZDM) . HABREHFANBORRORE (BRTET 0%). RENEERE (B/H#).
N—=25 A VDPD-LT1FRKT (TAP=10%./<10%,/ARBE) RIDOSDY T T )L —S#@ii=TiT >
feo e MTTEMZENRIC, PD-L1FHIBKR (TAP=10%./<10%./AB8) BIRUIEZEE (BE
B+ 7)bA 0 =Y URER| / HERE+ /NI UIFE)L) BIOPFS U ORRDY T )L— TR
72T o1, THIC. BARDEMEBEKEN SEHAANSNICEELER T DEBARATDEL LT,
BAAN) ZXNR(C. FEFHHIEENRORIREHEIES Z#T Uz,

# 1 VENTANA PD-L1 (SP263) assay ZFWT. #IlIEICRENSRH SN B EBMIRNOESREEREMIaN G SEREE (ERNRUREZRIERE) O
&N SEH

# 2 ITT (intention-to-treat) &M : |IERLINI2BE

* 3 SAF (safety analysis population) : JBBREZME<K £H 1 @RS SNE2EE




 4) EEBEEINLURT

—
1. BEEAEE
RIEATRRIG. AEURSHICHL TRIENRH SNTVNB T &, RUSHIDIERIRFEED, EBWEEURY
CRELE LI,

TELTSEFPD-1ICHEEULT, PD-1EZDUAY REDIEEZERET 2 ZE T, PD-1/PD-UHY RREEZE
#ig B EICKURBINSDREEZIH LE T, COERICKY THIENMERIEL., BEICHT 2 REEEHHE
UCTESBERNFHANE T, INSOESHERIE. REFNRURERINTORET T v IRA Y MEEETI S
ALV bEUVTHRESINTSY ., THEDEHENUESE#BTCOBCRBMENERMDFRICK ) BEER
PHERIRITDEZEAONETT, INSOBEEERIEHOWBIBRECTHIZI DUREMN S ). KE. AL, . RD
WERE. NUE CHRIRT 2TUEMENENEEZR5NET (Naidoo et al. 2015),

@ REEPNIF—REERISET UUIBRA RN I MERERT LK (ESCO) BEZIRICTERSE
ULCTTELT SZRERS Ufc EEDBEMUENR UM 2 GREEEMMBRUIEZEE (ICO) CHERT
B, SVI b, FFER. EREESINEEE T, 3025HE) COBMEMMERICEET2HEEROH
REIGE. KEEFCTE.5% (14,/255%). ICCETI1.7% (4,/240%) TUZ, Grade 3 EDBEEERD
HREGE. TNTN2.0% 58). 0.8% (2%) TULI.

O SEEREDIRVBFTNETX FEB M ESCCEREZNRIC—RBEE L TTELAT SZICCEHALIEEED
BWHROZEMZTSERELB TS, VI AL TS RRNR. —E51%. EREESNIEEER (L
. 306 8%) COEMEBMMARICEET 2ESEROFERIIGIE. FFIHEZEEEF (LN XEIB) T
8.3% (27,/324%). TSR +{bZEER LT, TSRS T44% (143214%) TUJ. Grade
SUEDOEZEEROHERREIGIE. TNETN1.5% (58). 0.9% (38) TUT

WE/RERPREER 0
ERPRAEIN - PFIREREE. IR &

WEHICHEIRIRE
MOBEERRE X fRiRE. MEsCT
MRS DRZETICK D U Y /NEIECEEMRE Z2 9 dXEREE L DER | [SEXAMES. MR

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
Frisfiishs FERNDTRV, FEFBE | BN S, AREEE | BEDERN DD, BOD | £HxEN T, R20E
DIERN'SG D ; BIRFTR | 289 %; 500U S | @Y OBREEESHEDS] | Z2ZBID - KET15
ﬁfclzﬂﬁﬁﬁﬁ%@%: B | DEBEEENEDHIRE fR: BBRZET D PRENES)
BaEEIRL

BEBRLBAFENRE v5.0 BAFER JCOG ML USIA. &

JCOGR—LAR— http://www.jcog.jp




BERBPFEINURD

(BE) ZEFIMMESOZHOHDTIO—Fv—

‘ 5580 ‘ 50 ‘ B ‘ )
I I I |
fEIR « BFFRR
I (BICEN) RN - IR |
gt - P - SpO,DIET -
B EDIRER
SR IR - AR P — B
SpO, - HIERAEE % (L) EhRCT -
(BIEOREE) SN - R - N
Fah - SpO,DIET - > DR ERTKEE
BIES DEEE EERIRES BAL
5. M54, CRP. -
BIEBXIRSE i P | B kL6 SPASPD. FAIIES
HEBCT (HRCT) WERX R 5E DLST %g?%ﬁﬁﬂﬁ
BIEBCT (HRCT) 4
Ly Ef 7 DAfiRZ D
SAWE (s . Bl
SRS (BT
KL-6(SP-A. SP-D) KL-6 (SP-A.SP-D) &Rl &ﬁ[ﬁgﬁ 5
BDI A,
FANAAOIAVZAR |
(5]
HIER S - 155 - DNAKRE.
PR - 155 - DNAKE.
—2—FYAF ADNARE

BHAFRSEZS (R @ ZAIEMES 02 - BROF5IE B2, XFrHlblbEa—# (2018)




I

2. Infusion reaction

Infusion reaction (. ABEIRSHCEWVTERIENBHSNTVDE. RUSEIDIEREFEZES. EBRKFTE
URIICREULF UT,
AENFAERZ THY . KURTIFE/ 70— )URGFEEICHIT 2 EHNER T,
@ 302 FHEE TDinfusion reaction [CRHET 2BEERDRIRZISIF. AFEFFT17.3% (44,7255%8). ICCE*
T34.6% (83,/2404) TUM, Grade 3L EDEEZEEROHRFISF. 1.2% (3%) TUT.
@ 306 B CDinfusion reaction ([CEHET 2HEERDEREISIF. AFIBET34.0% (110/324%). 7>
TRBET34.3% (110/3214) TUIE. Grade 3ULEDOBEEEROREBELGF. ZNEFN3.7% (1258).
1.6% (5%) TU,

WEBERFRER
EAOER | RR. BE. TOEM. 2. NEPREOZE. NSFE (OSTERE). KSR, FREE
%

WEHICHEGIRE
SHZR. NAIWYAVDEZIUYT, JILAFFIA—IDEZIUVT &
M SRR SEIR N H SN BIBE | DBERIRE

B CTCAEICHIF S Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
Infusion reaction | BET—EMUDOKIG; R | BEFCIEEODERD | BE B FERCHTD | EzBH T, BB
ORI AEZIR: 38 | BB, RUVERICHY | BESLC / FldEs | 82T

BEEER

B (Bl REAS =
>%. NSAIDs, FREeit
A, BRI
EPNICRIT D <
UBBHOFHNERE
=93

BIDFUEHPLEICT U TR
PHRIERIGULIEL) ; —
ENEULCHBEHET D
BFAEIC R ABr2 2
3

BEBRLBAFERE v5.0 BAFER JCOG &L WSIA. &
JCOGIR—LR—= http://www.jcog.jp
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3. KEEK. IMEX. EEOTH

PNZANS

ZIRFEI AT |

IR BEDTHRIE, AFERSHIICEBVWTRIEDNEROHSNTVD L. RUFARIDIEAKFEZ#H» . B
CREULF UL,

AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,

@ 302FE COXRGRICEIET 2ASTBROEREIGIE. AFIBFC0.8% (2/72558%). ICCETO0.4% (1.7
2404) TUfz, Grade 3L EDKBROFEREGIF. ZNETN0% (08). 0.4% (18) TUI. I\HX
DEEBRIEROSNFLBATUIZ, TRIOEREIGIE, XAFIBFCT12.5% (3272558). ICCEFHT32.1%
(77./240%) TUT. Grade 3L EDOTMROFEREIGE. €NTN1.2% 38). 6.3% (158) TUI

@ 306HBRTCOXRBRICEHET 2EETBRORIREGE. AFEFT1.5% (5./7324%). FSEMRETO% (0
3218) TUfz, Grade 3L EOKBROFEREIGIE. 1.2% (48) TUR. INGROFEREIGE. AFIB#
TO0.6% (2/324%). S EMNEET0O% (073218) TUJ, Grade 3LUEDNBROFRRESF. KFl
BEHT0.6% (28) TUlc. TRIORIREIGIF. AEIBFT28.1% (91./324%), TSR T24.3% (78/
3214) TUfz, Grade 3L EDOTMROREREGF. ZTNENLA3% (148). 1.9% (68) TUI

WEGEEFRER - REFRR
BRERAEIR @ TFI. PHEQEOE. Efe. HRE. ME F
BERENR : BEEDIFSEXIIIER

TREEEBFTR © BERZ 5 NMEMRRE

WEHICHEIRIRE
SAEMIRARR DR - ERBIINMRE. BIEERE. BHEROER. MUBLENRRRE
BZfL. A LUDR TOMDEREDHER] 25l X fRiE. EECT

B CTCAEICHIFS Grade

Grade

Grade 1

Grade 2

Grade 3

Grade 4

TERDROV, FCFBE
DIERN D2 ; BRRFTR
FrEBIHREMRDH; B

fBfE, MR cIFImAH
BICELD

SBEDERI®S; BE
BE)DZEAL; ARBYEE
ZRY D, BRRBUER

mZBN T BRIUE
ZEID

e[ FRBEFRRDFH; 6
ZBEEIFN

BISELS

i‘é fERZE; EIRREUE

BEESTN %3
TR NR=RSAVEHRT< | R=ASAVEERTEL | R=ASAVEHRTT | E@meENT; B2UNE
4A0/HOBHEQEIEN: | ~6L/BOHELEE O L/BHOSHEDRE | 229D
N=RSAVEENTA | I R=ASAVEHN | I ERE ARZET
TRIFID SDHFHEN'E | TATRIPINSDHME | 5; R—X 54/ U EHAN
(i WP EIEN TATRIFID o OHFtE
HBEEICIEN; 5oEb
DHBLEEEEDHIR
232 ERDRV; BBRATRE | I8/ MARFCRIDRD | SECHRNGER, ¥ | £5Z8H 7 R2UE

ZEID

16
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4. FFAZ. MFHERERES. R

AL, FHRERRE. FRE. AFRRSHICBVTRIENRDOSNTVD L. RUFRIOEREFEZikd . BE
FR/EVRIICRELF Ul
AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,

@ 302HBR COFAEDHIREGE. FEFFT0.4% (1,72558) . ICCET1.7% (4.72404) TUTz, Grade
BUEDOHAZOHEREIGE. 2NTN0.4% (18). 0% (048) TUk. HEEESORIRIGE. KHRF
T33.7% (86./2554). ICCET20.8% (50.7240%) CTUI. Grade 3L D #AEREDHEIRI S
(& ZNEN5.9% (158). 3.3% (88) TU. FFROEREIGE. FEBFFT0.8% (272558). ICC
B#T0% (072408) TUJ. Grade 3LIEDFFRDEREIGIE. FEBFCT0.4% (18) TUI

@306 R COFALDRIBEG(E. AEBEFCT1.2% (4/324%), FSEMRE0.3% (1/3218) TUT.
Grade 3 EOFAE2DHERESIE. TNZEN0.3% (18). 0.3% (148) TU. EEREDOHRES
(F. KEBFT40.1% (130.7324%). FSERET36.1% (116,/32148) TUM. Grade 3L EDRFH
REEEDRBEGIE. TNENL0% (1348). 3.7% (1248) TUM. FROEREGE. AFBFET1.2%
(4/324%). TS ERETO% (03218) TUJ. Grade 3L LDFROERESIF. AFEFT1.2%

(42) TUI,
WETERRIER - REFR 2
AR | SEBARK. BAKR. RH. TOER. f5. 20 %

ERPRIREFTR © ALTIBI0. ASTHEND. hSVR7PZF—ELER FH

WEHICHEIRIRE 0

FH&aerRE (AST. ALT. #8EUILEY . v-GTP. ALPZEDAIE)
RREYE, R, REBORL., 7)LI—)VEFEOHER] : HBV.
s, BBELCT. ENBERRE F

EEDRHERILP. BEERGE | FFER

HCVBREDRRE. ks, M= b3V KU

B CTCAEICHIF S Grade
Grade

Grade 1 Grade 2 Grade 3 Grade 4

REREEES

ASTEICIFALTIESR L
FR~3.0BLUF. Ffeld
BEUILEVDIER LR
~1.5FLF

ASTHE U < [FALT A E
ZB LR (ULN) D315
B~5EBLLT, FeldHE
EUILE Y HUND
1.5@B~3BLUITICE
0

ASTE ULIFALTAYULN
D5EHB. FlclFHey
ILEYHUIND 3B E
(C180

ASTETCIFALTIER k£
FR20.0B L. ETel&
BEUILEYHIER LR
108 £

BAERESSR (R © PARBEENA RSV B30, SRR (2023)
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5. DEFR. 1DIER

IDERR. IDEER(E. AENIRSHICHBVTRERIENZBH SN TS E. RURBIDIERERZ#HS. EBIEFTEY X
JICERELF U,
AFIDFEBIERIC K THIIEAEHEL. BEICHT 2RBEEHERL CEEBRNFRINE T,

@302 B TOLERICEET 2EETEROEFESF. AFEFT0.8% (27255%2). ICCET0% (07240
%) TUTMe, Grade 3L EDDERDFERESE. 0.4% (148) TUMR. DEXODBESZRERDHOSNEE
ATUTS

@ 306 R TOLHRICEHET 2EEBRDRIBAISF. FFIBIT0.6% (2./324%8). TSRETO% (0
321%) TUME. Grade 3L EDDEHRDOEREIG (. AFBET0.3% (18) TUR. DEBRODEEER(G
FHoNFTBATUR,

@ FDMDEEFRERICH VT, &FIEDERBEHHS

WEREERER - REFRR

BRPRAEIX : Bhi%. [FIREEE. WEMEERE. IRBE
BRFIRER. NEEFRE. RIE F

ECERVEBRDRRN 1BIICERH SNZF LT,

® AR, Rk, A8). 258 FHHEE. S > M.

BRERAREFTR - O hORZ g, CKigpn. CK-MB &0
DEBHREMR : ST-TZE{L. PQERDOIER. TE2EEJ0Ov Y. QRSIBDIER. S8R, D= HIED
DIO—RERR | —BMOEEE - EEE)E . 2AMKOMEEERR. O?at/ul*{in_@ﬂ&"ﬁ IDEEDIFR/IE. 1T
RRETEE
WESHRIC N BIRIRE Y
MFFRE. ODBEN&EE. D& MORZVZRE., DI I—E. DEMRI &
B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
IDVERR - BEHNOSPEEDTHY | DEEFFCERIBREDE | £HGZE8BN T B2UNE
FETIERD G D FOFECHIERN DY | ZEBI D (B: HnvEs
BfE; BBEZET D ER | EEEACERMINIBIRE
DFTHRFEAE RED#EBN)
DR FERIFTRWVD, DERE | FERD DD DIEN (F: Ef%lzﬁ‘élu FETDILE | £EHZBN T B2UNE
rIFEZFE (Bl ER | 105E) K (B PFEHEDIER) BT D
) DBEXRZETRT

BESRLBAERE v5.0 HAFER JCOG Wik W5IA. &
L= http://www.jcog.jp
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A
6. EEDEEREE
FEBEE., AFIESHICEVTRIBENERDHSNTWVND L. NUFHIOERKFEZigd. BERREY X JI(CE
TEUZE U,

AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,
@302FHBR CONERSICEET 2HEBROFARINGF. FEBFT23.1% (59.72558). ICCEFT27.9%
(67,/2404) TUTz, Grade 3N LOFEREEDHRREGE. TNETN0.4% (18). 0% (08) TUI.
hES R IRIERIARAE (Toxic Epidermal Necrolysis : TEN). FZEHEIRERERSEE (Stevens-JohnsonfEfE
B S)S) DBEEEREFRDSNFEATUZ, ZRARODFEIREIGIE. AFBEFC0.4% (1,/2554). ICC
B¥C04% (1,/2404%) TUJ. Grade 3L EOBEEBROFEIRFFROSNFEATUI.

@306 M TCOKEEEICHET 2EESRORRIIGE. FFIFT46.0% (149,/324%). FSEREET
35.5% (114.73214) TUfz, Grade 3L LDOKBEEDHEIREGE. TNEN5.2% (178). 1.2% (4
£) TUI. TEN. SISIFROSNFEBATUC, LEAHDOHEIRESE. AEBET0.3% (1,/3248). 7
SERET0.6% (2/32148) TUJ, Grade 3L EDBEBROERIFRDOSNFEATUI

@ TDMDERREHERICH VT, A& DRRBHRNEE CERVEERSISH 1 FIICERHSNE Ui,

Q@ BHNRERTERDIRSERICBNT., AHEDHEREFRDEE CERVEERRDERDIBSSINE UL,
TEN 261, SISRULEHIEE 1 HIICEROHSNE U,

WERERIER - BB 101379

(BRATHD)

WA | B (IREB. (5. BrOBORM. H5. 755K %

EFREITE | CRUTMED (CRP) 10, SIMEKEN/ L. BEOFMIEE, EkmEs

(5JS)

BRI | FE (38CLLL) BRSOE. RER. SRRSO EISEBRTRICHT 5 BEOKEER OB
B, 250 10%A&BOKE - KRB - ODAZOREOEIIES, HEE S

ERFRIRETRE | CRPIZID. BIMEREBH EL. FHssss. BilaEE R - M

(TEN)

BRERAEIR | HOERAIEL. 250 10%EBR B0 - KEFE - U5 ABDBEERREDETEMESE, o (38C
UM

RERIREIFTS | CRPIEAD. EIMBREN/ R, FTSAEs, Siams. My - mE

(ERAE)

BERRENR | T ST, TRMAE, U5A. DIEESOBESOIRAMKBRITS A
EERIREFT S | BB DREEEEIAD 18G 555 L FHEDLE. ROV TNHDBE | MhBP180 7k (IgG) .
MehHBP230HIE (IgG). MAPHVIRIS —4" Vi (1gG)

TOMDKREESE U, BEPFEZ. KERXK. TOFE. (. ©2. 8. KEBE. &) BREZIREE
ENRIRT DTREMN DY F T, BRIEOTRENGDFHEZE (B, KE. BB, B5) OBG. REZEOEE
(CHHD5T, KERIEREREEDEEZRETL T ZE 0.

WEHRIC W EIGIRE >0
[MFIRE. FRIRE. WERXIRRE. HEER F

-
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B CTCAEICBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
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[3025K5%]

O IRIRHEAEIE NIE © ASER CORIRIFHAEIR MEICRE T 2B8EBRDORIBEIS(F. &FIBET11.4% (297
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1co

O IR IRHEBETTHEENE © A5 B8 COPRIRIGHAETHEE (CRHET 2 BEERDORIFAS(F. &FIBET3.9% (10,7255
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Grade Grade 1 Grade 2 Grade 3 Grade 4
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BRmEk; N\FhoOrY
)
&I NEZOEV<LN-10.0 | AEZOEY<10.0~80 | NEZOEY<8.0g/dL; | £EGZEN T R2UNE
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2. EE{EMEREE R

ERAREER ICH VT AFEDERRBAN'SE CERVEEMBEERIITBHSNTLBVT EN S, BEFRICENT
FENCKBDELMHEBEROFEIRY X T IOV TCHHEICHERMIT2 L IEEETT . UL ULRBHS. BIASRDPD-1
ZRRNET DEANCSVTEIEEBEREEHDY R T E1F > TVE T,

WEGERFRER « REFRR >

BREFIER © =B, BT SER BR. FEH. =5BERE =2

BRIRARERTR | ALP, -GTP, #8EUILEVE LR

BIgREPR :

- DIC-CT. WRIEINEITHIEERESER (ERCP) NIIWHISIEERESR
KR, &R, BPUSHAE. BEHRE. BEEX

- [BESEBERARAE. B CTICTC. BERELICEEMDEEE

WECHA IC AR
M&&RE (AST. ALT. Al-P. v-GTP, #8EUJLEY), Bik&E (BEEFIZI—. BEECT. ERCP. MRCP) %

(MRCP) 2 & DRERIFTR. 0E

ANNS

WE EHEREERICDONT Y

BEM4EER (FIBECHBEMZE b ER T U, BEEE CIEEEMERMEA T U, 8513 BRI EEDRINT
9. RFEUBEEEERXR (PSC) Dt AERBEZN IS NEZMEENMER SN/ 1gG4 BB L IEBER
(IgG4-SC) . BRUEERPIEERG. BER. EIREFIERRICHRFET 2 MR EMBEERICHEINE
I, ZHIFERE UTRDZVDIFEE. HEZ SERTIN., ERNBRVFEFEREREERRREEZE >HIT
([CEMTSNDEFNFE L ZLHDEVDNTVETD,
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EERBENVRD

3. T EARLARAE

@ 302 FER CIIERANRMBFAE DFEIR LD SNF B AT U,

@ 306 B COBMARIFIEDRIREIG (X, XFIBFT0.3% (1,/324%). SmEECc0% (0/321%) T
Ufco Grade 3L EDBEEEROREIRIFROSNEFBATUT

UNURBH'S. BEIAGRD PD-1 Z128 & I B FEAN [CH WV TRERERIEFE SBIKD U X T EBR>TVER T,

WERERFRER - REFRR 0
ERPRAEIR : U DENE T, A% - 8 - BB E£808%. 258 FREBR F
ERIRSREMR | MECKEBIN. LDH - AST - ALTI#BI0. =47 0EVR F
REAREPTR © BifREDIRIE - BE &
NARERR - T F

WECHIC U B ISR 0
MREE. BMRIRE, CTHREA. AR F
U O FUZSFERIELS DR : [ECK F

B CTCAEICHIF S Grade

Grade

Grade 1

Grade 2

Grade 3

Grade 4

TR AR E

ERD R, BREES
BV REEEEDH

BEEEITHINERMF
N0

ERD'SG Y, R2NEZ
£95

EanZEBNY; BZE
EE3)

BEBRLBAFERE v5.0 BAFER JCOG &L W5IMA. &
JCOGIR—LR— http://www.jcog.jp



I

ERAREHBRICHB VT A DERBERNEE CERVERREEX, BEREFBHOSNTLRNT ENS., RIFR
[CHEVTHEICKDERA. BERNOFEIRY AT [COVTCBHEICHEMRMIT 2 LERETT, L LS, BEAK
WD PD-1ZFRH E T DEACH N THRK. BRKEBRMDURT EF>TVET,

BERERIER - RERRE 0172
(REMBEER)

BRORIEIR @ FEA. DB, 2. B &

BERIRE | SR ICHIEN RS N L) &

(EBER)

BRERIER Bt - BRMOTAMHIAET IR . FREA. Fh. BEEs
BEMRIBERE : T2RAEGCEES

.E’Q}I&’ﬁl:ﬂ\g’a*ﬁﬁ 10,17,25)

(REMBEIRR)

WIRE F

RET T v IRA Y SAZRLUNOREIMEEEMBERX C DFH | FAEX CORE. ERR RS
(FRER)

FRENMRIRE, BBRIRE

B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4

BEARA — — NEE/MNMBRE/MIA | E0Z8BNT; RIULE
IVAZEDERARS(CK | ZET D

SoEZEET D, REN
BEEET D BT

BIEEE
BEER ERDRV); BEOHIR | PEEORNFCIIRE | BEORAXCIREM | £azEN T B2LE
Dar (Bl: Babinskifdfx, | #Lfk; SOOYLUANDE | K SORYDOEHEELEE | ZEI S
Lhermitte #1&%) BTG EOHIR ENFODHIRR

BESRLBAERAE v5.0 HAFER JCOG ML WSIA, &
JCOGM—LR— http://www.jcog.jp
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EERBENVRD

5. HiE SRR

@302 TOIE DRKDOREIREISIE. AEHEFFT0.4% (1,/2554). ICCEHTO% (072404) TUTI,
Grade 3L EDOBEEERIFFBHOSNFTEBATUTS
@306 B TIIIE SBRRFROSNFEATUI.
BRIREBRICH VT, AFEDARBEHENESE CERVEERRE DRREFRHSNTLRVT ENS, BREFRIC
BOVTHANCEDIESEROFEIRY XTI DOVWCHIEICHERMNIT D I EIFRETT . L ULBHS. BIESRD
PD-1ZFHNE T DEACHBNTIE SBRIEBID U R T EIR>TVE T,

WEGEFRER - REFTR 04
SR | iR, BUE. Y. RAET. R RS
RERTR | MESHAZ, RELND. 978 NEEEY. ReSLEORT - BE. SOEER 5

WEHR U ERRE 104
BAREET. WMEMEBSHENT CcTHSHBEY : OCT) F

B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
BESER DN (trace) IE | 1+~2+DORAEMIDEE | 3+LIEORXREMIREE | ERRORSBIERS
HREEEZHSEEINE | ZREDEIBRNE DRREN ZEEDSHIESE SERX: | 0.1
SRR hEEORIEZFLR
ESER

BEERLBAFERE v5.0 BAFER JCOG &L USIA. &
JCOGIR—LR—= http://www.jcog.jp




6. BZHEE (SMFMRBEEZST) 0&H5FENDER

RAREHBRICH VT, FEIE DERBERNIEE CERVBEEEDHEBRFVDHSN TV NS, TREFRIC
BVTHEC L DBBEEEDBEETEROHEIR X T ICDVTHEICHERMTD EERETT. L U5, BE
HEGRDPD-1Z1BHNE T DEANCHNTREEEDCEEEREFHDYUR T EF2TVET,

WESHET BH 1 RS54 VEDHR

EIMAEBAEA A RS AV TlE. HBBEEDSH2DEEICBNT, HPD-1HFR5#(CGVHDHIHEIRE UIcZE.
GVHD DEFEEN B DIEGINS <. BIEN SHPD-1HARSE TOBENEMERICSH Y . GVHD [EHIPD-141
FRSFHICRELP I XAT04 MORMENTRTH D I ERENTHSNTVET Y,

I BAERED G 2D FBENEHAT DERDOGHHEDEEICDONTC., BIFR[R CHYLSNIERAGED ) EFEA. LU, 11
PD-THARSHHIHIF DEBEBEOTYRI A N (GVHDERISOMILGE) (CRIT DNENTREINTLET Y,

I RABED & 5 BEICAAIZER T DRICE. BEZTDITITL. BEBNROSNIBEI(CE. BiEks PES
SNl DBFIESEHEL,. BURLBZT>TEE L,

9.1.3 [aEBERE (SMIMRBEEZSE) 0HdEE
REIDRSICK Y BB W T EERIGN EBBAWETROIRIRT 28ZNHH 5.

-
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EERBENVRD

7. & - loIRESE

IERRT—I D OAFDELMEDBEIE R VFDMENRINTUVDN, BRT—I TRERBHSNTLBVLT EN
SEERBAENIURIICRELF U

FILEBVE 13 BBRERSSUHRTIE. DZJ 4P ILOMHEATERE ICHIRMN AL ORIEBRBFZZEEFERD
bNFEATUI,

BE - BBIREMONEIERICE DVVEEHETlE. PD-1/PD-L1 REFRERICH T 2REEBDHIFICEAS LTS
fesb. BMPETIVLICHSWNT. PD-1/PD-L1ZEEDAZ(CKLURBRICHT 2RBESHIEEL. BE - BBIRIETICE
ZUREENRINTVET (Tripathi and Guleria 2015) . EEICEHEIRT 2 PD-L1 ~DPD-1DEEIF. F2
ERRIEFREICERIZIT D PD-L1 NDOPD-1DR/EEEFELILTVET (Guleria et al. 2005, Habicht et al. 2007,
Petroff and Perchellet 2010), EREERFIRNY D AETIVCIlE. PD-1/PD-L1REDREE(CL DRI (F
MEDFERNRESINTLET,

YR D PD-1/PD-L1 REOFE(FE FTHOXEIRS SNTH Y. PD-1/PD-L1 DRIBENTIRDALILICEERE
FZRCLTVWBDTENREBINTVLET (Wang et al. 2020, Holets et al. 2006, Zhang et al. 2019) .

Bl EKY. PD-1BEERDERERICEDE. AFZEmICRSUIEE. BRICEZEZNIIOREMEN S &F
9, BRIRHERICHENT, If - BIESHEFRESNTLFIRE A,

9.4 &EREZER T B E
FHIRT D OTEEIEDH D LIEICIF. AENRESTRUORIIESE 40 BREICBVCHE T 2 W BN BEYRETAC DOV TCEHIAT 2 &, [9.588]
9.5 1%

FEENIFHIRLU TV D TR DD S L IEICF, BREOERMNBRIEZ LO2 SHM SN IBEICOHRET D& FHZRVCEBRESERRERE
L TLRWD, JIRY DX (CHPD-1HENIGHPD-L1 EZR 5T 5 L. REXDMENT 5 EMRESNTVBIEN S, HIRPOZMHEITH T 24H
DES(E BRICHUTEERFEZREIAREMEND D, Koo £ NECREBENSBEANEITIZIENMSNTND, [9.488]

9.6 1RALIw

BEREOBHERVUEAREOERMZEZERL. HIORBEXFPLEZERFTTD L. AEDE MAPADBITICET 27— 130N £ b IgGIEFT
PICBITITBIENS. ARIOBITT DIREMN DD,

9.7 INR

INBEZHR E U RREHERFSENE L TWLRL,




8. IR

FEIDRESZZ(FIARBRED S B, 2577 BIIC ODVWTREREDFHENMTHONE Ulc. MEPIHEDFRIREF, K
Al200mg 7z 3B/ (C 1 %5 U e iR SalER CIFFHIMTIRER 1424 6Ich 16.3%. ICC EDHHRAFEER CIFFHIT
BERI 792600 23.2% T LTz, BHITUAIE. RBIRMSFHMTIAER 2577 HID S5 1961 (0.7%) . BIRECAERD
1424 BIDFED 0.8%. HABZED 792 ADFEED 1.0% CTRHOSNK Uz,

Fio. MFAVUXRYTRAEORRICHSEBAR LOBBERIRESNTOIRVNEZEZ SNEFIH, AIFRAVUIRT
ARG CBVTEAEDBREENE T3 EE@NERH 5NE Ui,
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FEWRSICKVBHERNRIR UILIBEICE. TRESEC, FEIOURESZEERI DT &,

BIfEA
BB MRS

=E*
Grade 2DEE

nE
Grade 1ATFICEE S 3 T, AHNZARFET B,

Grade 3D EXIFEFEMED Grade 2055

FEZHIET D,

FHRERRS

ASTEULIFALTHEAEE LR (ULN) @
3fEB~5 BT, XIFEUILEV A ULN
D 1.58B~3ELUTFICEIN LIRS

Grade 1A TFICEHES & T, AF=AKFET D,

ASTEULIFALTHULN D558, (3
EUILEVHAULN O 3 BRBICIBN L 5SS

FEZPIET D,

FEEE - Grade 30185 - Grade 1 ATFICEET BET. FEIEAKRET S,
- BB EARAEIREE (Stevens-JohnsonfE | « SISXIETENH&EHNBIBE(CIE. SISXIETEN Tl
{RE¥) MI(IPSBUREIBFERMEE (Toxic | BWTEHERSINZETIRSZEBEULBEVNT &
Epidermal Necrolysis : TEN) h'&Hn
355
- Grade 4 DIgE AEZH1ET B,
+ SISXIFTENHEED SNIZIEE
KK - THI Grade 2X (3 DIBE Grade 1 AFICOET 2 FT. REZAKET D),
Grade 4 XIFBEHFMED Grade 3DHS KEZPIET B,
7N Grade 2XI(F3DBE Grade 1UAFICOETZET. AFZAKETDE),

Grade 4 XIFEBEFEMD Grade 3DHFE

FEZPIET D,

BIBHETE. TEAR

Grade 20D1BE

MIVEVHEFTEEAICKY IV MO—ILENZFETEE
DHREZIHETT Do

- Grade 3Ll EDEIBKERAEN T TER
RDGE
- ERETEARDBS

- Grade 1 ATFICOET B ET. AFI=EAKET D),

- Grade 2FICEIEL. RIVEVETREETCIV b
O— /LTSS, DETHNIE. BIBRERILEY
Bl & (LIRS ZERTE S,

FELSADGZEIFBIRS LR,

ERR AR RE TTERE Grade 3l EDIEE - Grade 1 ATFICOET 2 T. AEI=KZET D),
- Grade 2L FICEEL. RIVEVEFTEETCIY
O—/UOlRERIBE. RETHNL, BIBRERILEY
R ICIR5ZEHTES,
FEEUSANDBEFHEIRS U0,
ERIR BRI AEIR T Grade 3 tDBES - Grade 1 ATFICEET 3T, AEIEARET D,
- Grade 2FICEIEL. RIVEVETEETCIV b
O—)LOlREiRRE. RETHNIE. BIBRBRILEY
BlELRE IS5 ZBITE 2,
FEEUNDEZEIFEIRS UL,
S ImiE Grade 3 EXREFT R PYR=—IZEH#ES | - Grade 1 ATFICAET B ET. AFIEKETBHE),
PERRDIZS - Grade 2 FIC@EL, A VAU VEETCIY hO—
JVOIRERIE A, HETHNIE., KHaY rO—ILE&IC
B5ZBHATES.
LA DOBERFRBIES UL,
BiEEES MEI U7 FZUBUINXER—XS5 A | Grade TUTFICEHES 2 F T, AFIEARFET B,
D 1.5EB~3EFUTETIENLIEBES
MBEILUVFPFZUNUINXRIER—RS A | KEIZDIET S,
D3 EBETCEINLICES
DR Grade 2 tDBEE FE|=RIET D,




BIfEA
XS

Grade 2D1EE

nE
Grade 1ATFICEE T 3F T, FHIZARFET B,

Grade 3L EDBE

FEZPIET D,

b
pos

- Grade 3DEXRDBE
+Grade 3l EOMBE7 =S —EXIFU
N—CENDES

Grade 1A TFICEHES & T, AFI=AKEKT B,

Grade 4 DiEE

FEZPIET D,

Infusion reaction

Grade 1 DBES

- REDKSHEE, FPHEODIIREZRETT S,
- B5HREZ 50% BhET B

Grade 2DiEE&

- KRR ZHREFET D,

+ Grade 1HUTICOELISEF. R5FEEZ 50%
BUTIKRSZHBRTY 2. XODKRSEHIF. FHEOR
REZIRTT Do

Grade 3Ll EDBS

FEZHIET B,

LEELSNDEIER

Grade 3DiE&

Grade 1ATICEE T 3F T, FHNZARFET B,

Grade 4 XIFEFMED Grade 3D5S

FEZHIET D,

* . Grade & NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.0(C#U5 %,
E1) BIBRERNIVEVEIZRST BBSICIIHERICARIRSZEET 5 & BIBRENILEVRIDRSHIIEN S 12BRMAIC Grade 1 TFICEE LWL
B8, XEEBRENVEVHZL RZVOVBET10mg/BESELUTE T 128ELUAICHETERVISEE. §5ZPLETRIE,
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7) 8HER

1. BWERA [302:KER] 7
302 HBRTIREEIT (F—5 vy b4 TE 20206128 1H) BERTORLH @) OREERLET.

BELTSE

TELTSEDEIWERF 187, /72556] (73.3%) ICEROSNFE Ulc, EBBER (FRIRXR10%LLL) &, 72/
FUBT= /NSRRI S—CEMN296] (11.4%). BMm2841 (11.0%). EIREREEEEE TAE 26 %] (10.2%)
TUTz,

SEGEIERIE376] (14.5%) [CEROSNF U, WERIE. Bk 7Bl Fildsk 56, et 3461, K7 b
U AMMAE. 1BUMERRIR. oAk 261, Xk, IR0, K. FEiiRERSmEiE. BEkg. BEbEm. K
X, BEMAEE. fEBEERMm. Elt. BemBRHOK. ZBMOER. DERITE. F=MEIR. SHEE
Kl SEIETIRRE, EEFKHE. all. PIRIREEE ME. ZiESEEE NI, SRR, MBI
RIME &16ICLT,

BEPIEICESTEBEBRIF 494 (19.2%) (CFRHONF U, WERIF. X546, EEHEEEHEM. AhiEs.
TR 306, EERERIKERE. T, BREBEAREE. [ NeEE. BB, REMmK 526, THF. #
TE. BRETERBEE. B BAUER Z16ITUI.

FETICESCEMERIES A (2.0%) (CERHSN. ZTOWERIFIEM. FBIREMSMELE. FEECEEHMm. fk.
M/REORA 16T LT

WEFEEE

{ER2EEBFDBIEAEL 225724061 (93.8%) [CROSNF UTc, FRER (FHFER10%LL L) (& BIMIREUE
29861 (40.8%) . WFOPIREUEA 9461 (39.2%). BMB3HI (34.6%). BEUBR 754 (31.3%). TH. B
666 (27.5%). IBIL436I (17.9%). BZEAEA426] (17.5%). BREK356] (14.6%). HEFH 334 (13.8%).
YFORBRORAME 3161 (12.9%). BIMEREAME 306 (12.5%). FHIIE2861 (11.7%). K=, F 5254
(10.4%) TUTz,

EERBIERE 476 (19.6%) [CRRHOOSNFE LTz WERIE. IFHPIREUEA 1061 TR, FERMFPIREANE. B
MIRECRIA 86, FikS5Hl. MDA 3 v, B, BIEREAME F46). BT, BEUER &34, SEE
=, FOIKEME. BRE £20 X, <EE. BEREX. MEFT /A AKR. KiBX. EEHE(ELM. &
. B BB BEAE. ORR. 2EEA2. BAOUDLAINE. K4, BI1. \BEAIKE. SKERE. [
IWRIAME. Sl e N SIEREY. BT, 25ERRERE. U/ RS S18ITUT.
RESHIEICESTCBIERE 6441 (26.7%) (CRRODSNFE UTce WERIE. TRISHI FEFELFPIREAME. Fik.
I S4%). LESHEELM. £B#FRINERE. RRMEIEREE. R BOURE. MK, BUDEEY 3 v
7 &34 Bk, SETC. BB, Bl 526 BEEE14ITUl.
BRELDBHES Y DFETICESICBSZEREF 76 (2.9%) ([CRHSN. ZORRIGEIMAEMSES 3 v 7 34, f
K. FEREF PR, BT, ZBhEEHENRIERE: S 1HITUT,




A
BEEEHER (WINHh DRSS THRIEERS% LI L) [SAF]
n (%)

EHASE (PT: Preferred Term) 4015

ade =le[= Vi ade S ade ade i ade
2BIEF 187 (73.3) | 45 (17.6) (27) | 225 (93.8) | 134 (55.8) (3.3)
j:é’)i;:j%jla_ﬁ%m 29 (11.4) | 2 (0.8) 0 9 (3.8) 1 (0.4) 0
& 28 (11.00 | 6 (2.4) 0 83 (34.6) | 17 (7.1) 0
PRI LIS T/ 26 102) | 1 (04 0 0 0 0
;gjiay:wza—ﬁ‘i%nn 25 (9.8) 0 0 18 (7.5) 4 (17) 0
5 19 (7.5) 0 0 33 (13.8) | 3 (1.3) 0
R 19 (7.5) 0 0 8 (3.3) 0 0
BHE 16 (6.3) 0 0 75 31.3) | 7 (2.9) 0
Z SHEE 15 (5.9) 0 0 8 (3.3) 0 0
A 14 (5.5) 0 0 66 (27.5) | 15 (6.3) 0
I 12 (4.7) 0 0 28 (117) | 4 (17) 0
I RERA 11 (4.3) 1 (0.4) 0.4) 15 (6.3) 1 (0.4) 0
BER 10 (3.9) 1 (0.4) 0 35 (146) | 4 (1.7) 0
F 10 (3.9) 0 0 12 (5.0) 0 0
B U AME 8 (3.1) 5 (2.0) 0 21 (8.8) 7 (2.9 0
FERD 8 (3.1) 1 (0.4) 0 25 (10.4) 0 0
B7ILT S Vi 7 (27) 1 (0.4) 0 15 (6.3) 1 (0.4) 0
B MER AN 7 (27) 0 0 30 (125) | 17 (7.1) 0
U > I SERERI 7 (27) 4 (1.6) 0 19 (7.9) 16 (6.7) 0
=0 7 27) 0 0 66 (275 | 7 (2.9 0
ES MERERIA 5 (2.0) 0 0 98 (40.8) | 48 (20.0) 0
= 4 (1.6) 0 0 25 (10.4) 1 (0.4) 0
Orask 4 (1.6) 1 (0.4) 0 14 (5.8) 0 0
1L 4 (1.6) 0 0 43 (1790 | 8 (3.3) 0
IFCPER B 3 (1.2) 0 0 94 (39.2) | 63 (26.3) 0
e 2 (0.8) 0 0 12 (5.0) 2 (0.8) 0
AP 2 (0.8) 0 0 14 (5.8) 0 0
TFCPERIRAME 2 (0.8) 1 (0.4) 0 31 129) | 16 (6.7) 0
TS = 1 — 0/ F — 2 (0.8) 0 0 22 (9.2) 2 (0.8) 0
SR E L) 1 (0.4) 0 0 13 (5.4) 2 (0.8) 0
&H U™ LE 1 (0.4) 0 0 15 (6.3) 5 (2.1) 0
BiERE 0 0 0 42 (17.5) 0 0
FEEIF BRI AME 0 0 0 12 (5.0) 10 (4.2) (0.4)

MedDRA ver.25.1
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BIfEF

2. EI¥EE [306:tER] &
306 B TITEER (—FHhv A TH :2022F2828H) OpfEZRUET,

B> L7035 HEREER

FTELT T HEZBEEBEDRBIERF 313732461 (96.6%) ICEBHSNF Ufc, EFBR (RIEZRI0%LLL) (&,
B 1734 (53.4%) . FFPERECRA 15361 (47.2%) . BIMERECEA 14361 (44.1%) . BEUEE 11641 (35.8%) .
ED1126) (34.6%) TUT,

EERZEEAIFO5H (29.3%) [CEROSNF Uz, 5P EICHONICERIF. Fk. FlER &76] (2.2%).
TF. B 66 (1.9%). J|h. ORR. FERMIFDIREAME 541 (1.5%) TUT.
WINHDEEREEE (BBRENIFEZEEDVINHDEE]) DRSHIECESEEESERF 10461 (32.1%)
([CERHOEN. SFILLEICHONIEREDIEICESEBEERIF. AEEREZ1—0/VF—234] (7.1%). &IL.
Ak 2841 (2.5%). REFFKOHI (1.9%). #ESEHESH (1.5%) TUT.

FETICESZEWERIES A (1.5%) (CERHH5N. ZTOWERIFBIFELEM. LEBEERM. OFR. SRERHA. IF
A2 16T U,

WS R +H LR R AR

TS ERHEEEERFORIERIF 3097321681 (96.3%) ICROSNFE Ulc. FRBR (RIEXR30%LUL) (3.
BIMBRECRA 157 6 (48.9%). BM 1556 (48.3%). &FopERECEIAN 15261 (47.4%). D 13041 (40.5%).
BOHUEIR 11541 (35.8%) TUTZ.

EEFENFAIZ 626 (19.3%) [CEBHSNE LTz, SHILLEICHROSNZERIF. FHK8H (2.5%). §FHEE
AME7 B (2.2%). BIE. FEEMEGFOPIEAME S56) (1.6%) TUT,

WINHDBREESRE (BRENMEZEEDVITNHDES]) DIRSPILICESICBEETBRIF 726 (22.4%)
(CERHSMN. SELULICRDSNRSPILICESIcAESERIF. REUERE=21—0/VF -84 (2.5%). K&
TR 7 61 (2.2%) TUTz,

SECICESTZENERIE 2681 (0.6%) (C5BHSN. TDWERIFFET 26T LT,




BERENER (WINH DIRSETHRIRES% LI E) [SAF]

n (%)

EASE (PT: Preferred Term) 41 5

ade ade 4 ade ot ade ade 4 ade
2EIER 313 (96.6) | 217 (67.0) (2.2) 309 (96.3) | 206 (64.2) (1.9)
&m 173 (53.4) 47 (14.5) 0 155 (48.3) 41 (12.8) 0
SFhEREURA 153 (47.2) 99 (30.6) 0 152 (47.4) 105 (32.7) 0
BMmERECEA 143 (44.1) 35 (10.8) 0 157 (48.9) 50 (15.6) 0
BAURE 116 (35.8) 9 (2.8) 0 115 (35.8) 7 (2.2) 0
=D 112 (34.6) 8 (2.5) 0 130 (40.5) 5 (1.6) 0
FEERE—1—0O/NF— 73 (22.5) 10 (3.1) 0 61 (19.0) 7 (2.2) 0
TH 63 (19.4) 9 (2.8) 0 59 (18.4) 5 (1.6) 0
M/ RERIA 60 (18.5) 9 (2.8) 0 54 (16.8) 3 (0.9 0
BR=EE 58 (17.9) 0 0 63 (19.6) 0 0
OAR 58 (17.9) 13 (4.0) 0 47 (14.6) 7 (2.2) 0
@0t 57 (17.6) 4 (1.2) 0 74 (23.1) 7 (2.2) 0
FRERRIAME 52 (16.0) 23 (7.1) 0 46 (14.3) 31 (9.7) 0
B 48 (14.8) 13 (4.0) 0 53 (16.5) 8 (2.5) 0
FERS 46 (14.2) 1 (0.3) 0 45 (14.0) 0 0
m o L7 FZ V18100 43 (13.3) 1 (0.3) 0 28 (8.7) 1 (0.3) 0
S bmyp | 42030 | 505 0 29 (9.0) 2 (0.6) 0
LD 42 (13.0) 0 0 41 (12.8) 1 (0.3) 0
2% 77T ez | s () 0 33 (103) | 5 (16) 0
K7 b U D LINGE 41 (12.7) 22 (6.8) 0 33 (10.3) 10 (3.1) 0
= 41 (12.7) 6 (1.9) 0 50 (15.6) 3 (0.9 0
KAY D LIMEE 40 (12.3) 18 (5.6) 0 24 (7.5) 9 (2.8) 0
HAE 37 (11.4) 4 (1.2) 0 39 (12.1) 1 (0.3) 0
K7 )L 7= INAE 36 (11.1) 0 0 25 (7.8) 0 0
RS HTRR 34 (10.5) 1 (0.3) 0 40 (12.5) 1 (0.3) 0
ERIRBRIEREIR TE 34 (10.5) 0 0 14 (4.4) 0 0
Z SFEE 34 (10.5) 0 0 19 (5.9) 0 0
BIMERRAME 32 (9.9) 8 (2.5) 0 29 (9.0 10 (3.1) 0
RE 29 (9.0) 7 (2.2) 0 18 (5.6) 0 0
HhENTE 28 (8.6) 3 (0.9 0 19 (5.9) 0 0
mepE U )L E >80 25 (7.7) 1 (0.3) 0 22 (6.9) 3 (0.9 0
B TRy LIMGE 25 (7.7) 1 (0.3) 0 21 (6.5) 2 (0.6) 0
M/ I\RIAME 24 (7.4) 4 (1.2) 0 22 (6.9) 6 (1.9) 0
U > INEREURIA 23 (7.1) 6 (1.9 0 24 (7.5) 7 (2.2) 0
MohpREREN 21 (6.5) 0 0 14 (4.4) 0 0
{2 O—)VInkE 21 (6.5) 2 (0.6) 0 18 (5.6) 0 0
B 20 (6.2) 4 (1.2) 0 8 (2.5) 1 (0.3) 0
7=S—UEN 19 (5.9) 7 (2.2) 0 16 (5.0 3 (0.9 0
REETE 17 (5.2) 1 (0.3) 0 23 (7.2) 0 0
FEN 17 (5.2) 0 0 14 (4.4) 2 (0.6) 0
PR 15 (4.6) 0 0 24 (7.5) 1 (0.3) 0
Ly»o<H) 14 (4.3) 0 0 19 (5.9) 0 0
MedDRA ver.25.1

-
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1. 125 (GRAR) m0#EfE

TELDS

100mgx 24
(200mg/1 @DIBE)

OV WL LDFE

NATZIWZIRE S LIV TL ZE 0

BHEEERIER A54T 1)L —
[ o) h L J
Ll
85 i
AIREYEAK '
]
N — |

ARBORBRED
2~5mg/mLETRDE 0.2X150.22um DHD

NFRYEPEEDEEE
BRTHESELTLEEW

B> TULE W RiFH
ROSNESEE




I

2. RBFIE
OREBEREND @Y TITEA G/ > < W RIS BIRA

INA 7 IVIFIRS 988D (LR RI&EEF 2~5mg/mL I k> < WIEF
ORBWESDER m—— —
@R TREI DN A LT < 2 ) <ERLT CIEALBUWES>
OE R HRET BIBAIF 2~8CTATHRES L. S

EEEIEROTL T N
05T RE LIzEaE. BRICRLTHSERS5L. |
FEIRHS 24 BRELAICIRSET LT RE0 [r—
@753 1 DFEFADREI DI, /N 7 ILhDiERE H
BEELTLEEW ]
@EIE DETEIFE LB T T 2~8C

I

ERICRT
HBIRDS 24 BELAICKRET 79D

3. ¥575&

Gl 60 D h I THREFET S
(REEHFRIFOEZS. 20BLIREIX 305 F TEHET)

OFFMEFDER

Q1 VoAV T4V —ZFERLTL TN

OE—DHS A >V 7ZFHR U CTHOER ZREIFES UL T EEW
ORERTRIFRBESAVZ TSy a1 LT ETW




> 9) QRA

Q1. REEEREICIRS I S5ES. PD-L1REBBHATIH?

REVIBRRREIREST - BROBBRES(CIRS5T 2HE. PD-LIREBFIANETESHIFEA. ULNMULRENLS, BiE
R LEEFEICHIT 2 —ReERE UTAR SOMBEEEH EOHBRSODEMEIE. PD-L1ERER (TAP) [CK
DRBBEANRESNTVDZENS. 306 HBRONBZHA L. AFOBENMERULZL2MZ 0 (CIBR U
T, BNEEDERZT >TSS,
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1. [RRRHERICHBIFBDRER T 21—

e I%%ﬁyeﬁﬁ BEYATIL (BAT)L1~3) ﬂé,lgébéglﬁ ;Q;_:—;égﬁTﬁ
Day 1 Day 8 Day 21
NAIIB A v/ BERREE X X X X X X
12FELED X RN A BB X
ECOG £5iR%E X X X X
RIS X X X X
BE/INS XA —9— X X X X
e e X X X X X X
RigE X RN AE 1SS
PRERIAE X X X
e ST X BN 48BREIE 6B EIC. LIEF 9B & ICEHE X
2. FELTSOBERT T2
OB AR BBEDIREYIFRAREIRET - BREODRIER
FELTS YRFSFY ILATOHS I
1E200mg 60~80mg/m? 750~800mg/m> HHH Day{ 7%*@ S

Day 1 Day 1 Day 1~5
?
ON' A EZEER (CIBR UTCARBVIRRANREIREST - BROBRBER

FELTS FELTS
1E200mg ERAUEIY 1m200mg PH2IET S ieeenenp
Day 1 BEVA

BRI TlE T E LD SIHMbDITBRMESRIDRICIRS T 5 EMESNTVE L

SEHDOHBICDOVWTIFRIMDEBEF RN Z CHRIZE W,

(YRTFSFUORERVAE] 6.AERUARE (—5Bikth) BBRECIE. BEZRENALE - ABL U, BBOWREBICKY AEZERERT 5. AL YRTFS
FrEULT15~20mg/m? (FREME) 21810, SHEERRS L. AB<ED2BRARET S, INZE17-)LEL. BEERIIRT, BE: YRTFS
FrELT50~70mg/m? (FXRER) Z1810#KR50L. 2R<EH3BBARET S, NZ1IJ-)LEL. BEZERIIRT,
(FWLA09 5V IVORERVHAER] 6.FERUAE (—8ikMy 6.3 BEIRE. BBENOERUBRTNREET - BROBEICH T 2 thORRIEHESH D
HAREDHS MONBIHBEGEAEOHARECSVT, BF. MAILEIILAOD5YI)ILELT1H1000mg/m? (FXREHRE) FTZ. 4~5BRERTH
A Do REZHERIBEGICEMGR LB IBEULDOBRZSHITTRST 2. FEERRSOHESICEHARSEICELD. BH. Fin. ZTEDIRE
BREICKBEERET Do
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3. JBEERICEL T

3065 BR(E. UIBRABEREPMETX (FEmBIERERT LEERED 1 KaERE U T, FAIZRELFRASHAL
JeEEDBENMERULEME FSEREBECFREOHAELERT D, SV AL, TSERANR, ZEER.
EHEREES BT U,

F£FHE (0S) (CEY 2 TZEHMBEDIERE PD-L1 FIRIKR (TAP) RIDEDEREFT RERNGEZZSD)
DREREUTO@EI TURE (20226282887 =91y b7 TR, EUHEPRIE12.85H).

B ERDIRRNREN TH 2D ZERUVA XY MDD BRVERDFET DI DRBROBRICIGTEENNETT
. BERTLREICHSITE—REEE UTARIZRS T HEICE. UTOBERDSZE(CLTIEEL,

(FZFHEIEE] 2478 (0S) [REIREERIER] [ITT 5]

OSDHRE (95% EFEXE [Cl]) &, TELATSHEZEERFCT17.258 (15.8,20.1). FSER+1t
PEERFC 10608 (9.3,12.1) TUlee TS BRHEREERCNT BT ELT S HEFEEFFD OSD/N\ Y —
RE (95%C1) (£0.66 (0.54,0.80) THY. OSZEHREICERL. TELT S HEREEFHO TS TR HEZE
ERFICH T 2EEMNMRIESNF Uic (p<0.0001, BRIOZ SV I1RE [FAl. BEK#E«=0.0144 | RN
FEATHESR) o

(BIRSHEIEE] (U727 —8 ] TAPZ10%BE(CHIFZ2EFH™E (0S) [ITT&£MH]
TAPZ10%BEICHIFDOSOIRE (95%Cl) F. TELATSHEZEEBT16.6 18 (15.3,24.4), 75
MHEZEEBEFT10.008 (8.6, 13.3) TUI. FSERHERZEEFICHT DT ELT S HEFEERD OS
DNF—RH (95%Cl) (£0.62 (0.44, 0.87) THW. OSZEHRICERLF UL (p=0.0029 [ZEHZERE
UlepfEl. BRIOT SV IRE [FRll. B=K%Ea=0.025),

TAPZ 10%EBE(CHF 2 OSDKaplan-Meier B [ITT £H]

%) ANUNE | OSthaR{E (95%CI)
“;g’ *ag FELTSHERBER (1=116) 69 16.6m8 (15.3,24.4)
80- TISURHEERAR =107) | 74 | 10.058(8.613.3)
70 67.4 % HR(95%C1):0.62(0.44,0.87). 858 #HEEE T BERICOXLHI N F— REFIL
% ool : p=0.0029. BEMEZE LIcpll. BRIOS S TRE
£ 50 o 415%
$ 40 ‘..,::.
307 : v o ¢ ® b=
207 - FELTSHEREEE 257%
10 = FSElHE2EAR j s
0 T T T \ T T T \ T T T T 1
0 3 6 9 12 15 18 2 24 27 30 33 36 398
&
No. at risk B
FELISHEE®EE 116 110 98 8 76 70 48 29 18 12 5 3 1 0
FSEtHESEE 107 97 82 57 43 38 32 2 13 9 4 2 0 0

BRIETF : i (U7 Z0M) . REHERE (B 8) . LF2FE BRI+ 7ILA0CUII VR /BERF+NTUIFEI)
BIFHARRIRIE | TELTSHEFEER | 21.6 nA. TS ERHEREEE  23.5 18

4. FHRENIFFR
SBUIBRTBEREST - BRORIEE




y
A

(U7 IL—TE#E] TAP<10%ZBHICHIFTZL4EFH™ (0S) [TTER]
TAP<10%EBEICHIF2OSOHTRE (95%Cl) 1§, TEATSHEZEEBET15.818 (12.3,19.6), 5
RHEZEEET10.488 (9.0, 13.6) TUM. SR HERZEEABICHIT DT ELT S HEFEEEED OS
DNY—RH, (95%Cl) (£0.77 (0.59, 1.01) TU

TAP<10%ZBE(CHF2 OSDKaplan-Meier R [ITT ]

1%)0 . ANV | OSthR{E (95%Cl)
90- FELT SHEREEEE (n=151) 98 15.868(12.3,19.6)
80 FSURHEERAR (=168) | 120 | 10.4559(9.013.6)
70 HR(95%C1):0.77(0.59,1.01). 3 58w Z B & T BRI Cox Ll \F'— REFIL
2 60
% 50
& 40
304 : v PR~ = PR
20 o FELTISHLRRAE 2424
101 - FSRHESEsER j
0 T T T i T T T \ T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 38(A)
B
No. at risk S
FELTSHEEES 151 138 119 103 88 75 60 39 23 13 5 2 0 0
FSuRHEZEE 168 150 128 94 73 61 46 30 20 11 7 5 1 0

BRIRTF : i (PU7 Z0M) . REKERE (B8 2% (B2REA+7LA0EUS I VR /BERF+NTUIFEI)
BPFHARRIE 1 TELTSHEPEOEERE | 24.0 nA. FSRHEREAR : 23.3 58

TAP<1%. TAP<5%DYTJIL—FERFERICHBEINERTEH U T AN, ERRBEDBETER
mEEESEHREHBORIICIURREL. FHRISN/ZlcHBMTULET,

(UTTIL—T@h] TAP<1%FEICHIF 2L (OS) [ITTEH]

TAP<1%ZBEICBIFZOSOPIYE (95%Cl) &, TELATSHEZEERT11.808 (6.2,16.3), SR
HEFEEBFC16.1 08 (104, 28.9) TUIL, TS ERHEZEEFHICHTZTELT S HEZEEBED OSD
NT—RH (95%Cl) (£1.34 (0.73, 2.46) TUTz.

(U2 —TE] TAP<S%EE(CHIFZ2EEFHR (OS) [TTEH]

TAP<5%BE(CHIFTBHOSDHRE (95%CI) (&, TEATSHEREERHT13.008 (10.8, 18.3). IS+
RHEEEERT.6 08 (7.9, 13.7) TUMRK. FSERHEEEERICNT 2T E LTS HEREEREDOSD
NSF—RE (95%Cl) (£0.93 (0.61, 1.41) TUT,
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4. HEAFBE LB UTHFEABETRREISHEN > BEER

[3025K8%] &7

BEERFAFE D REOHBRETRDSNE U [TELTSE96.0% (24,/254). ICCE9I5.7% (22723
2). UTEIE]. MEEDEARATILLRBOOSNTCEEERELAEFITHLILROSNIEERT UL, TEL
TOBTICCEEENTIZULEN > cERIF. PIRIRHEEEETE (482 (16.0%). 02 (0%)]. BL 4%
(16.0%). 182 (4.3%)]. EEERE (3% (12.0%). 082 (0%)] TUl. ICCETTELT SBEENTIZLUE
ZH o IeERIE. FHEREEA 0% (0%). 138 (56.5%)]. BMIREES (18 (4.0%). 128 (52.2%)1.
BAEME [0 (0%). 118 (47.8%)]. FMERE—1—0O/5F— [0 (0%). 74 (30.4%)]. ORKKED
BEETE [B2% (8.0%). 64 (26.1%)]. BAUAR (12 (4.0%). 5& (21.7%)]. M [1%& (4.0%). 4%
(17.4%)]. B [0 (0%). 3% (13.0%)] TUr,

Grade 3L FOBEESSORRESIE. TELATSEE11E (44.0%). ICCE16% (69.6%) TUMI. TELT
SET22L EICROONIEERG., BIENRUERERR (224 (8.0%). 0% (0%)]. FiEX 2% (8.0%).
1% (4.3%)] TUTE,

SBEREREDBhED ) DAZEERDFRIFEGE. TELTSEHTI78E (68.0%). ICCET224 (95.7%) TUT.
TELTSET2RLULICRDOSNCERIG. BRIREEERTE 38 (12.0%). 02 (0%)]. Z53FEE 3%
(12.0%). 1% (43%)]. PSP/ bSVRATIo—CENNOTZRANSGF VBT /) NSV RTTS5—
T (828 8.0%). 02 (0%)]. FlER [3% (12.0%). 28 (8.7%)]. 2% 38 (12.0%). 4%
(17.4%)1. %5 3% (12.0%). 5% (21.7%)]. EZERUOBREZRKEE [E2% (8.0%). 1% (4.3%)].
FHEE [F2% (8.0%. 8.7%)]. BEfRE (24 (8.0%). 6% (26.1%)] TUTI.

L L
BRER SRS IR SRICET UICRREIF. TELATSETI98 (76.0%). ICCET20% (87.0%)
(UIFEIE) TU. FEFERFHREET (178, 198) ROARH 2%, 18) THY, TEXRADNEESER
THAIWREIIVFEATUR, BREXRSHEPNITENHARS (GRERKIRSHE3I0BET) ICFHT U
WREFOFCOE 1R (TELTSEH | SHEBKEADAERE. ICCH 1 EL) T, FEFREVINDRK
SETCTUIS

OEELBFEER

EERBEERIETELTIETOE (36.0%). ICCETI108 (43.5%) [CERHOSNFE U, 2L EICERD
SNEBRIE. TELTSETHBRNUESER (522). ICCETHX B3R). BMINEERUBWIE (&
2%) TUT,

BEBREREDOBEED Y DEERAEEBRIF. TELATSETLE (16.0%). ICCET2E (8.7%) [CERHOSNE
Ufco BOSNEBRIF. TELTSETIE. Bl 2%). 18MERR (18). €7 bUDAMERUES
ZHRRE (142, @—WEEE). ICCETIE, fEX (18). BUEE., FAMIFPEEAME. ROTOARK (B 1
%, B—H#RE) CTUk.

BEREDRSHIEICESEAEER

BEBREORSNIECESEAEBROFRIFESIE. TELATSE2E (8.0%). ICCE4E (17.4%) TUT,
RHOONEBRIF. TELT ST RERRNOHRER (FGrade 30'18). ICCE TRl (Grade 2H°
1%, Grade 3h'14) RUREMERR (Grade 3HAY18) ROMMELE (Grade 5H0%14%) TU, TELTS
B 1 BUIREIRIR. FlEREWV T NEIEEREE D ED ) SHRTENE Uic,

Q@ CHREDORSENIIFHICE S ILBAEER
BREOKRSERNEPHICE>IBEBROHERIIGIE. TELTSHTEHE (32.0%). ICCEHTI16%
(69.6%) TUTc, 2B EICRROSNICBRIF. TELTSETIEES 2%8). ICCETIE, FoPIREuHL (11
B). BImRERES G8). Bk 28) TUIK




[306 (B8] %2

MEF DTN TOWEBRE ICHEZZHROSNC [E33,/3348 (100%)], MBFEDEHAATRILSHFONTEHES
RFEBEATHLLKHFONCERTUT
FELATSHEZEER TS URHEPBEAH E N T 2R SN > BREF, EF MUY LME (74
(21.2%). 1% (3.0%)]. Bl [12% (36.4%). 78 (21.2%)]. BAUDLME. fik. ROMER [E5%8
(15.2%). 1% (3.0%)]. FEAKAE MEROTFDEEME 34 (9.1%). 08 (0%)]. EALBAIMENRE
. RS T 2 —0/SF— BH (88 (24.2%). 6% (182%)] TUM. FSURHEZEARTTEL
TS HEREEBREHANT 3B SN S BRIERERE (482 (12.1%). 118 (33.3%)]. FPEREGES 115
% (45.5%) . 204 (60.6%)]. FHIEZRE (12 (3.0%). 6 (18.2%)]. 5 4% (12.1%). 84 (24.2%)].
B (144 (42.4%). 174 (51.5%)]. Bk, Bigsme=E, dEF) [£24 6.1%). 58 (15.2%)]. 7=
S—PiEN 14 3.0%). 42 (12.1%)]. B/, B, EmE ROEH [E08 3.0%). 3% (9.1%)]
TUTzo

Grade 3L EOBEEER(EMEFE D 25 (75.8%) ([CEROSNF UTce TELT S HEZEERE T2 EICER
HENERE. FOEREGHS 88 (24.2%). 128 (36.4%)]. B (65 (18.2%). 2% (6.1%)]. &S
NUSAIE (58 (15.2%). 14 (3.0%)]. BAUDAME. FPEEAE. ROTH [E28 6.1%). 0%
(0.0%)]. BAUEE 34 (9.1%)]. U/S—BEIREAUDANE [E28 (6.1%). 3% (9.1%)]1. 8
MEREGHA 28 (6.1%). 4% (12.1%)] TUT,

@LE AR E DEES ) DEEER
BERAEE ORES ) DEESSORESE, FOLTS HEBEAHTI1E (93.9%), PSR HEPE
HBT328 (97.0%) TUM.

OTELTSNIFTSENEDEES ) DEEER

BEREEDREES ) DAEEBRORRIGIE. TELT S HERZFEBHTI15% (45.5%). ISR HEEEE
FHCT128 (36.4%) TUMze TELT S HEREARI C2RULICRD SNICBRIE. TEAKAER MERD
B [B38 (9.1%). 0% (0%)]. FIREREEAE ME. FH. RUBIUAR [F28 (6.1%). 0% (0%)].
ZTOFE 2% (6.1%). 18 (3.0%)] TUf,

@
BRI SHRP N (IR SRICET UCRBREF. TELATS HEFEEB T138 (39.4%). IS Em+{tZ
FEBFC 208 (60.6%) [CRROONF Ufco FRFEARIE. HmEET (108, 19%). TOM 2%, 18). &
B (1%, 08) ThY. FBFANEEERTHIEBREFVFTEAT U, BRI SHB P IFEHEARE
b (ARERKIRS®30BFT) [CHTUIERERI IS BN HEFEEFD 18 (25RRKER(L) T,
FEFERFHREETTC UL,

OEXREEER
BEBASERORRIGIE. TELAT S HEZEEFE 148 (42.4%). TSR+ EZEERF 108 (30.3%)
[CERHOSNF Ufce 2BULEICRHONICERIE. TELT S HEZEEF CBAUHER. K MU D AME. &
UOF#H (B28). TSR HEEEEF Ok 28) TUlk.

BREEEDEED ) DEERBEEERIE. TELT S HEFEERCT10% (30.3%). PSR HEFEES
T548 (15.2%) [CERHSNE LTz, 2BLUEICRO SNIcEBRITMmBIEHH ) FEBATUT.
TELTSXEFSENEDEES ) OBEREEERETELT S HEFEER T/ (21.2%). PSR
HEFEERFCT1E (3.0%) [CROSNFUfce ROSNIEBRIFITELT S HEFEER CIIRIBHER 2.
BIBRERBRIVE Y IBAE. PEEKEEE E. HERS. X, Bh. B2 FHH 2 (§138).
TSERHEFEERF CIIMER (148) TUT.

e
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OIRSHIEICESEBEER
BEAEORIEICESEAESER
BEEBEDPIEICESEESERORERISIEITELT T HERBEAB TS (21.2%). TR +H{E2E
EETO6R (18.2%) TUM. 28 EICROONIEBRIF. TELT S HERZEAB CIIFREEREZ 21—
ONF— (24%8). TSR HEZBEAB CIEBHAEES (38) TU
PFELTSNE TS ERDRSHIEICESICAEER
TELATSNE TS EROBREDIEICESEBEERGE. TELT S HERZEEAET1E2 3.0%). TR
HEREEEI T 28 (6.1%) [CEROSNFUTce TEALAT S HEZBE LA CROOSNEBRIE. TOEMHE
Y. IRHAARBATH Y. TR HEREABICRD SNIEBRIF. EXENUHOBEFHEY (E18) TURK,
NBIEFINRTGrade 2DFERTHY ., TELTSNIE IS EREDEER L EHIMTEINE LT,

@RS EPRFICE S HESR

P IEERGERDIR SN (FPHIICE S TEBEER

BEBEDER SR FPRICESCBBEBERORRIG I T ELT S HEFEERFF T29% (87.9%). 73
TRHEFEEREFT318 (93.9%) TUM. 2B EICEROSNIERIE. TELT S HEZEEFTIE.
FOIREURA (108). FABUMEINRE (78). BB RUOBHER (F68). % 48). &
. B0, ORX, B (B38). RUBRRE. FPIEHAE. Mk, BREES. TEAEETE X
HHEREZ1—0NF— (E28). TSURHEREEEAFH T, FOREcS (118). gmksEEss (8
%), BOUARR (68). BHEAERE (52). TABUMENFE (48). EH. OAR. BRE REEMRX
(B38). RUBL. Bll. MEFREAER. HREE. EBEBERK. Mk (&28) Tl

P FELTSRIET S RDRSHERN GPRTCE > IcBEER

TELTSNE TS EROBRSERN EPRICE S ICBEEBRORRINSETELT S HEREAF T224
(66.7%). TSERHEZEERT24% (72.7%) TUIL. 2B EICRODSNICBRIE. TELTS+H1E
FROEF CIIFPIREUES (98). RH (4%). QMBI ROES (F38). MUK, TEAKLEK
. BiREREE (F282). ISR HEFEEAF CIE. FOIREES (108). BmIREES 68). &
H. B RUBAR (F38). RUOTRBERZ. R, MEx (F248) Tulk.
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