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CTEIWMIF SR> TRS U, BEEEF. KERET (PD). FECETRRLEM. XIFaREmETE
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FERBEIREHEIES :
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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
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B FEEHHEENERREEICRE Uiz, TOMOFHHER Tl HstZifmEsTEE I\
plBEIFECRRETDHDENTEL Uiz,
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Uiz
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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
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65l L) . MR (B /). BIE (BUEES D IREEEE JFEEE). A& (BA/ 7I7
ARUZDM) . RUR—=R 54 VDOPD-L1RHRBKR (TAP=10%,<10%./R8F) BIDOSDT T
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* 2 |TT (intention-to-treat) &M : |iERILINIE2RE

* 3 SAF (safety analysis population) : BREZDZL £EB 1 ORSSNELEE
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EH(CBeiGenett (EBeOnett) &YW IVHILIY ML BIRESEZELTVDENZTEND.]

(B 0] UBRTEEREIMET - BRENIGGEEMRERT LRE (ESCO) BEIC—RERELTTELTS LML
FREEZHARS U EESOBIMERUREMZE S RSB EOHARS SR U, FHET 5.
ERHAEEERME_EESRI S TRNNRBIERR SGNE A —XASUP N)F— PE. FI
JHAE. T5VA RV 49U7 HE 8BEH. R—32V R Jb—xZ7. OY7. ARA
BB, AFUR, KE)

[PREFEITHER (T—9 Dy b2 TH:202262828H)]

{EFROERED IR VR YIBRAREIREST - BENIIETBMESCCEE 64946 (BERAN66H17ZZ0)
TELT S HEFEER [SELTS200mgZ 3:BR/BKE (Q3W) TREEETEFEE]. ot
MHEEEAR [P REAEFZEE] O2BC1 1 1 DS TRIERICEIV T, ZEE5HR T CEW
IS TG UTc. REPEP. BREDFFADEB(FHATINGN oz, BROEIE. &K
FBET (PD). FFECERRVEM. NIFBBEMSTES CRE LI BDPIEEAE(CRE T 2 X Tl
IBHTEEL. 240 AREULIEESBE. BRETEMOFHH M OVERIKBEDAGRICEDE, &5
RS EZTOREE Uz, BE. BREEEIMNPD CHIELILERD. BRI v bZFHEL. B
BOBEICEB CHhDHTIIBEEEZMRIEE Ulc, BElE. R548BRFTIL6:8E. LIE
(F9BEEICE’LT,

S )

=]
(5 Al

7L LTS HEFEAR sBESEITE T BT (PD) . FBCE
FELTS EIR UL LB X ($BRKTE
. st ] STEBISRELI DD
AT RIET-F R =ee ] BRERT D L EE (4T 53 Tl
RFEFEMESCCEE A PR B )
6496 B4 A66) T e o 24nBR5UIEEE,
AESEEAER LY = AFYFUTSF 2" 130mg/m? JBREEEDFHHR Y
o Day 1. Q3w RIS DRRICHED
: - = OIS HET,
- RECIST v1.1 (LRSI - + B B d
BENXFFHETREREZE B I B E A~Congnn FTlReBE. LIEIFE
p— —>] 175."5 A: Z)AO9S5 V)L 750~800mg/m? wITSHE,
= Day 1~5. Q3W#iE =T
- i (BALSNO T Y7/ BAR/ 1:1 or Z=HAE
Z0H) B: ARYIEY 1,000mg/m: 2EFHRE(05)
HBEAERE (354, 15U) Day 1~14*, 182@%0 Lﬁﬁﬁ@%’]}ﬁ%}@é@ﬁ@]
- BREARGFAERULAR . RoUF A
el iy bISuRHRER | C/ITUSEEL smym L (PFS)
i o Day 1. Q3w 235 (ORR) , = HAR
|, R EHH U F L) .
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I3, BERI R U CEPSERSS
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REIVNO— LK
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#1 BEREIN—ADLAREIC K BIMBI FMTEHEBREZR T C ENHRBEF. MHANKTTICo 1 AU LDOERAMNNETH D1,

#2 BBREAEMAPDEHIE UIRD. BRI T v bEFHEL. 88

BRICEBB ChH5GIFaEE )it IS Uiz,

#3 VENTANA PD-L1 (SP263) assayZFW\T. #BRAEICRENE3H SN3EBMEIRNOEBEEREMEN GH2EREE (BRERUREERIERE) 0Ian S8l
* hE. 88 BA. RUZFTUTSFUNREROELATIE. EHEFREEN EREAEMORERECHMICE IS, YRATPSFUNBTFIUTSFUERER

{ERTICEROBETH o 12

 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

[l 07l

RO%S5HFTICGrade 0~1 X TICEEULRVWEHERANHIRL

FEDILFEEDHELNIVIFLITD®&E T,

s = LNILT (BELUANI) Sl — e
VRATSFY 60-80mg/m? 60mg/m? 40mg/m?
5-FU 750-800mg/m? 600mg/m? 400mg/m?




I

(FHMIEE] FZHEHHIEE (REINGHEATIER)
24 7FHE (overall survival; OS)
BIREHEHIEE :
SREFEEMYTEICKLDBIBELFHRE (progression free survival; PFS). Z=h3% (overall
response rate; ORR) RUZ=MHAR (duration of response; DOR)
TAP*'Z10%EE (CHBFBOS
fEERESEAIEDE (health-related quality of life; HRQOL)
ZEMHRE
PRERBVEHEIER
SBREAEMATEICKZHE I ~O—JLE (disease control rate; DCR) KU &BERMIBEK D PFS
(PFS2). BIRRALSNIIRIEBRHIERES (BIRC) $IEICKDPFS. ORR. DORKRUDCR, {EZEE
HARDT ELT S OEYBRER U RERE
SRR
SHEFHBICSIT2HAEZEEN U PD-L1 REERID PD-L1 BIRIKRIC KD T T T)L— T
[(HIFEE#] PFS. ORR. DORKU'DCRIFEIREEEELIN(EBIRCHARECIST vI.1 [CEIEFHE LI,
(FATEtE] BWMEEITTER" " REM(FSAF > ZTHRE Ulc,
FEFHMEE CTH B ITTEMICHT D OSIE. FAIEEKEE0.025 TIRE UTc, FEMTIFOSZEE T
tbﬁ‘bho JRERRER S O RERGU T DB HRE Ulc. N\NPF— R (HR) FHAINT—RZREL
(Di]‘,.\\ﬁlddﬁ“ DIWBEBEDHRZKRT
JE,.J&DFE (HO) tHR =z 1 WiIfRsEt (Ha) : HR <1
VBRI (&, i (J IT /DM REHBEE (B8, ROIEEEE (BERE+7)L40
EUI I VRER] BREI+/NOUIFEI) ZEBRIRTFE UBRIOT SV IREZRVTRE
bfco HR XU Z Dl 95% %X (Cl) ZE UBRIEFIC KD BRI Cox thHlN T —RETILAS
HE U, OSODPRIEN U EFEFKaplan-Meierikzz, RIED 95%CI (3 Brookmeyer and
Crowley &%z, &R0 95%ClE Greenwood’s formula ZFRAWTHE Uiz, &z, FEfDKaplan-
Meier R Z IR UTE,
MBEAE CORAIERK%EZ 0.025 [CHEFF T 2Tz, PRAMRITOERMICH S E—EDBsRHER O HH

EE%’Z@%D‘:&I[Cjb\t[EtEEi%ﬁ@%?/d\\Y% Lﬁ@nu<7—;
XAFDULPSFURUARYIE VI, ﬁﬁ%(gﬂb??ﬂi@mﬂ

[FELTSDMEXIFMR. FENRUAE] 4. MEXFHR (—E0HRD) REUIRTEEINET - BROREE

6. FiERUHE RER(ICIF. JILAODSVILRUOVYRATFISFVEOHBICBNT, B8, BAILE, FAVUXXYT (BLFHEHRR) LT, 1@200mg

732BE@F'ETE?B%_G60%73‘(7‘?#5@%?51‘9‘50 P AALFEER ITIEE UTRBYIBRAEEREST - BROBBEICH U TE. AFHZEMIZ5THIEHTED. &
. YERSOBEENREFTHNE. 20BELIEDERSHBIF 30D X TRIFTE 2.

[JZ?"?EFJ(DFH,E&OHEIE] 6. FiERUME (—&hik¥y) BBEICIE. BEZEENAE - AEL L. BEDREICKVAEEERT 5. AJE 1 YT

FrEULTI15~20mg/m? (FREME) Z1810. SHEERRS L. AB<ED2BRARET S, INZE17-)LEL. BREERIIRT, BE: YRTFS

FELT50~70mg/m? (AREHE) Z18108R5L. M<K ED3BEANRET S, INz1I—-bel. BEZERIRT.

[(FWA09 SV IVORERVHE] 6.FERUAE (—&ikM 6.3 BEE. BEERUEEUIRTEERET - BROBEICHT 2 thORBHESHIE D

HAFEDSHE MOTBMESH EOHAREACSVT, BF, RACEIILAODSYI)LELTTHT.000mg/m? (FXRERE) Tz, 4~5HEEET

FfimEd 9. BE5ZHRIBECEDG< L0 IBEULDOBRZSITTRST 2. FEERRSODBSICEHARSEICELD. BH. Fin, TEDK

BEREICKYBERET 2.

(NTUIFEIOFEERUEE] 6. HERUHE (—2kR) BENGERLEZET HEENE. BENSRRLEZEI 2888, MERECIEBEE

BT %. BiE @B, AL/ ZUIFEILELT, 1H51E8100mg/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,
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[ClF. AVNINVSIA—=F % —4 & UTzHwang-Shih-DeCaniHZ&RE# ¢l LTz O'Brien-Fleming &
FREFMBUE. ABEERTUNERANY MU 4884 ESTEIN. PREBITIEZD87% DA N K~
¥ (4231H) DHONIERRTERT DI EE Ul 423HDA N N CTHE#BTZER UICIBa.
FRIpEIFAERKEC.0T45 KB THNIEEMPIL, 5 TRVEBIFHEBRZMET L. REET
IO T EEUTce REF. 422D A XY S THEFBTANRBES N, REDOA XY MY7ZTTICEHE
SNIERAIERKEQ0.0144 (CEDE. BRPIENRESINI
FEFMHIEE TH D OS DIFERHNEASNICHE. BIRFHHIEED S35 PFS. ORR. TAP=10%
BECHBIFBOS. HRQOLZZDIBICEIMEET 2 EE L. BRTRN S IKBBFZDOFHAEET
BEZPIET DT EE Ulce OSDIREREDERNDDREBTD RASENT CH D NICK ST, BIREH
EREFDEFEF CEONT -9 ZAVWT—ERIFRET 2T & & U HRQOLLSHE FRIBRKEE
Z0.025& Uz,
TAPZ10%8BE(CHFDOS. PFS. DORKUPFS2I(FOS E@#KICERMT UTce ORRKUDCR (EOS
DT & [B UERIRF Z B W T Cochran-Mantel-Haenszel (CMH) #&E %17 >z, HRQOL I,
Bonferroni a4 & /& %Z A L) T. quality of life questionnaire-oesophageal cancer module
(QLQ-OES18) DEEMESE. BR. NUOWROIERZHEABEEKE0.0167 THRETDZEEL
feo BIRCHIEICKDPFS. ORR. DORMU DCRIFIEHFRE FZEHE LIFN ST,
TTEMZRRIC, i (OBARMANDFZ V7 /BAR /2D, @7 I7 /ZDfh) . (EZEE (B
BRI+ 7)LAOBU I VRER HEEF+ /NI UIFEIL). ECOGPS (071). Fi#5 (65mK
s/ e5mIA ). MR (Zit B BME (BMERES D X ISIREREE 3Eﬂ*”@%) AE (BAS
PITANROZOM) . HEBEHF ANFTFOERLZRDIRAE (BPTET/ $818) . BEE (B/H).
R—=ZA T4 VDOPD-L1 FHIBK T (TAP=10%.<10%,/A88) RlIDOS 0)*3‘79)[/ THRT (T
feo e MTEMZEWRIC, PD-L1HIBKR (TAP=10%./<10%,/AB8) BIRUIEZEE (BE
BEI+ D)LA 0O S I VEREE BERE /NI UIFEIL) BIOPFSKRUO'ORRDY I —#
721721, THIC. BARDEMEBEKREN SEHAANSNICERELERIT DEBARATDEL LT,
BAAN) ZXNR(C. FEFHHIEENRORIREHEIES Z#T Urc,

# 1 VENTANA PD-L1 (SP263) assay ZFWT. #IlIEICRENERH SN B EBMIRNOESRREEREMIaN G S EREE (ERRUREZRIERE) O
ZEN SEH

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

* 3 SAF (safety analysis population) : BEREZMGL &6 1EKRSINRES




3. EpEHESE M4E5KER (BGB-A317-30551KE8 : RATIONALE-3055%88) '

10) AGRESHEER  EREERSE IHEER (305 55%)

11) Qiu MZ, et al. BMJ. 2024; 385: e078876

AR © AEER(E BeiGenett (FRBeOnett) DXIEICKWITHNz, EEDSH64(FBeiGenett (IEBeOnett) DttETH S,
E&(CBeiGenett (IRBeOnett) KW IVHILI Y ML BIEEZSZBELTVDENZFEND.]

(B ©] YRTREERBINET - BRENIIETRMEOHER2 M SIREN IBEBEAIIRE (GC/GEJC) BEIC
—EBEEUVTCTTEAT S EAEREAEHARS U EE0OAWMR T2 Z SR EE2EE
DHAKRSEEER L, M 2.

[« ] EFEHEREAE_EGR ST URANRBREMEHR SNE  PE. 75X A IUF7. BR. &
E. "=V, PT)LbhUd. OV7. ARA V. 85, ML3d. 4A1FUR, KE)

(PREFAITIER (F—9hw b4 TH:2021F10B8H). &EETER —9Hv 478 :20234F
28288)]

& R] 288BEORVERUIBRAEEGET - BRX(FER M GC/GEIC BE997H] (HAA101 flZZ D)

(5 & TELTSHEREEE [TELTS200mg % 3BHERE (Q3W) TriEgisTb®Eal. o
RH{EZEER [PSEREEREE] OB 1 DS TERIERICEU T, ZESRTTEY
MIFICH - TS Uz, BSHED. BREPLZEEADEEFFEINBN oI, BREEF. &
BT (PD). FBTERVEM. tORESPIEEE(CHNET D, NFEARDHOF Cittdd &
EU. 240 BREADBEAERZIC. T2EMW. BATINERTEN RO ONICHE(F. EREEERRIC
KBEBARIINRNEZ T v b EURTOFHAICEDE, BBEORSDIEFTIRES U,

BB, 548 B%ETIF6BEE. LI 9OBEICERE U,

>7533Zfﬁ%§%ﬁ SERRIEED FREHEST (PD) B TS
AR BRAETS TErEE BRUEGRIEERE i wogss i asicnys
IS IEDHER 2RS4 O | | <oy 100mgm ey O LSEROBOIECHER,
GC/GEJCEE s Day 1~14*% 18280 24nHEDBEEERIC, 5T
. =g 2 Pl =20, BOBYXSRENRDHS
9976Il(@AA10141) Q3WEEE + CAmATE neaee p
FEHUFPSFY 130me/m? nre :.la*\/:.%ﬁa{_jcliﬁﬁ‘ikd:é
- REARBELR LY Day 1. QoW BERRRR T wh&EU 2T DEE
HECOGIRS O ICEDE AREDRSPIETRE.
- RECIST v1.1IcED< AIETIAL it or BB MR 548K E TE
2‘3§$1ﬂﬁxﬁgﬁg%ﬁ§gﬁb 1"5 65@/@\1/\/{&%(3:95@%[;%75’_0
— 7'? IWADODS VI 800mg/m? IEHEE
ERNRTF 1_ Day 1~5. Q3WesE TAP=Z5% &K UITTERICS
M (ABESCTE, BE 8 1 + [F 3277579 (OS)
& /BN -dEkK- Z Otth) YRATS5F Y 80mg/m? [#&EERERATIER]]
- PD-L1RI8 (TAP225% / <5%) Day 1. QW2 BlREHEIEES
- BEREEE (354 15L) P ISR HEREEAR ey TAPZS%&ERR OITTERICH
CARE RS MERUI L ZIFTRAIS 32U FOIEE FREEA IR
ENNS I AT TS T ISR RA6T AT (PFS). 25395 (ORR) &I/
y{?)b?jD'ﬁiDJb+DX7°5 4964l N O— )L (DCR) . BEREBRAE
7 (BEA516) (CBR). == TOHAM (TTR).
TSR QAWESE Z3HAR (DOR) ], Rt

#1 WA SR BEREEAZER S ENHD D551, 60 B EDBIBEBIHRNNETH ST,

#2 VENTANA PD-L1 (SP263) assayZFAWT. #BRZRICREHNRH SN2 EEBMENR UEEEEREMEN GH2EERE BERURETRIERE) Oslah SEl
* ARYIEVIFET A TILDDay 188~Day 144X [FDay 15 ~Day 158(C1H20BS#RORS & Ul

*ARYIEVEFFTUTSFUERSINICBEDH. DRV IE Y DHEFRFEEATIREE U,

SEHOHEBICODVWTEBFDEF AN = R ET W,

(ARYIEVDREERVAE] 6.AENRUAE (kR BREICEIOSHANCOHATCOEEDRT . Ok | AREEICOOHETRODERSEZHRER L
YBE#302LAICTH2E. 148HEERROKRS L. TOR7BEN®RET D, INZE1 I-AEULTRSZRYIRY, B’E. BEOREICKUEERET
2, RREME 1 IRSE [1.36m?KiE  1,200mg. 1.36m? L 1.66m?=KifE : 1,500mg. 1.66m?LI Lk 1.96m?=Ki : 1,800mg. 1.96m?LE :2,100mg]

-
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(FHMiIEE] FZHEHHIEE (REINEFIEE)
TAP* ' Z5%EMNUITTER* 2 [CHF224EFH™ (overall survival; OS)
BREHEIER !
TAPZ SR EMMU ITTERICHF 2 U TDIES DAREFRAMYEC K2 MIBRETFHAR” (progression
free survival; PFS) . 2353 (overall response rate; ORR). % 3> hO—JLZ (disease control
rate; DCR) . BRIRB9BEAZ (clinical benefit rate; CBR) . Z&=3h3& CTOEAR] (time to response; TTR)
RO (duration of response; DOR)]. #2445
PRERHVEHEIER :
SBRETERHEICKDEBEBEMIBEDPFS (PFS2). TELATSOEYBRENURBRIESE

[HIEE£E] PFS. ORR. DOR. DCRE U CBRIF/BERFFEEAMARECIST (Response Evaluation Criteria in
Solid Tumors) v1.1 [CEDEFHImUT.

(FEATETE] BWMEETAPZSREMNUITTEM 72, TE M SAF * > ZETNRER & Ulc,
AHBOFEHHER F2EFHE (OS) THW. TAPZSRFEICEVTERENEEIS NIZHES
SRRV, ITTEHICHIT B EEZIRE T 2 BN IREFIEZRE L (FR).
OS KU PFS DFFT(C (&, # (RF7ZI77 /ZDf). PD-L1HEIERE (TAP=5%./<5%) (ITTHEE®D
BEDH) . BEREE (Y, RL) ZERIETFE UcERllog-rank EZAL. N\P—RHEROZ
D 95% EREX EF BRI Cox thl/N ' — REFTILZRWVTHE Uiz, OSKUPFS DohME: U
H7FR(F Kaplan-Meier ;52 BWVWTHE LTz,
ORRI[ZDW & Clopper-Pearsoni(C K 2| 95% EREXEZEH Ui LT, OS ¥ PFS DT &
BEkDERIRFZ BT Cochran-Mantel-Haenszel (CMH) #EZ{T>1z,
EPHESNICEBEBZTRIC. DOR (FMHIE) (CDWTIF. PFS E@E#RICKaplan-Meier JATHE
Ufco TTR (XWX TOHIR) [CDOWVWTIFERFEZAL. FHE. PRE. BLUGFEEREZESD
O fatt

(REIERF EBEKE) OS (TAP=5%£[])
s TEFHHIEE TH D OS DPREERNTIE. BIEA X MY [ cerssein - p<0.0092 |

D#I70% (TAPZ5%EER : 2694, ITT 4R : 5384) . BT
BB TNEN 3844 RV 768 HFDBAEA N h *| T T P

Mo LB e
=
2 ETORAIEEKEO0.025 [ AL I HIHT B 1=, PS (TAP=S%5E)

P AR 2 O SRR BRAT DB SRB(C (&, Hwang-Shih- l
DeCani H&B# Tl Uz O'Brien-Fleming ZUiR 57 ORR (TAPZ5%%H)
il | o]
*« OSIFE T [TAPZS%EM] THREL. BETHNE PFS (ITTEH)
RIS ITTER] #RE (EBIER) l

RIERMT LS RIRBATICH UV C. ADEFD OSHE ORR (T

BEBoEEEDH. o=0.025 %8Rs HiEE (PFS. %1 T TEEOOSIEPRIBAT T
BRKEE NOSBHffzh.

ORR) ~IERET | Goon ] gsemreses

° L\/ugz%\ ﬁ%‘ft“@ L\%qZ{ﬂﬁIE E b“%*ﬂ (’:Eﬁg\&) 5 nTC H%E'-T\t“ - D ITEEHHIEE I:I T BRI EKSE (,r,\:/ I\%ﬁl[i%’)&%ﬂj)

=ay] CEREHBIES [ AREEKE




y
A

(BT IV—TEW)

« OSOY T TIL—TTIE. TTEMMRUTAPZS%EMAZWRIC, g (BEZ3TPEBA. =EE RN -
K - 2D, XIFE7IT7 S FDM) . ANE (FPIT A BASZDM). Fs (<655, =65%) . MBI (B
% ZtE) . ECOG PS (071). FFEBDERE (bW ./ 12UL). XA70FF 54 MAZEME (MS)) XIF=X
v FEEKE (MMR) DIREE (MSI-H/AMMR,/MSI-L/MSS/pMMR/ABB) . IEIREREEDER (HW 71
L) BBEFEAMEIRUICEZEE (AU PSF U+ ARV IEY /I RTSSFU+T)b4A09359)).
B/ BEYIRIE (34 /13U). MEIXIMEHEEEAE (B /12 U). &BEpa (0-2/=3). PD-L15
B (TAP=5%,/<5%) RIICEREL, BE5B#ET TTIL—TERFOHEEEROHEICIE Cox N\ —REF
JL7ZRW .

s BARDEMEBRKEN SHEANSNICBE TR I D2HAALDER (UT. BERAN) ZHRIC. FEFHBIES
ROBIREHBIBEB Z @i Ulc, D, TAP<1%,/21%,/<10%./=10%,/1-<5%,5-<10%.1-<10% D
B 77— TG EAREEDBRE CEERERESBUSHBORRICKIER U,

* 1 VENTANA PD-L1 (SP263) assay ZFWT. #ilafEICRENERH SN B EEMBIENOIESREEREMIaN S 3 EREE EERUIRERRIERE) O
ZEhSEH

* 2 ITT (intention-to-treat) £ : |EALINc2EE

* 3 SAF (safety analysis population) : JAREZMGEL &b 1 @RS INREE
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4.8 MHERER (BGB-A317-309515% : RATIONALE-309588) 12

12) ZGRESEHIER  BANSIEEER (309:ER)
13) Yang Y, et al. Cancer Cell. 2023; 41 (6) : 1061-1072

[FIERER « AR ER(EBeiGenett (FRBeOnett) DXIEICKWITHNC, BEEDSH74(FBeiGenett (#EBeOnett) DB TH 2.]

(B ®)] BENEEGEEENPCESEICIX

14) Yang Y, et al. JAMA Oncol. 2026; 12 (4) :384-393

[FIEHER @ ANFER(F BeOne DEIC K W ITHNIc, BED S5 681FBeOnettDHETH B,

EE(CBeOnett L WIIRE. JVHILYY MIESZBELTVDENZENS.]
15) Yang Y, et al. Head Neck. 2024; 46 (9) :2301-2314

(FEE& © AFER(E BeOne HDHE(C K W ITH Nz, BED S5 78(EBeOnettDHETH B.]

VAN
/00

BEULT, TELTSEERREZHARS UIcEEDOEWERT

ZEMZETSEREAZREOHARSEHRLU. FHElT 5.

(704 V] BHEERLZEERT S URNRENEHR SNE : PE. 83, 91)
[PREITHER (T —9Hy bATH 2021 F3F26H). REETHER GERETER. 7—971v
b4 TH:2023F12H8H)]

[ R] BRNSEREGRICHT DIEZEEEDIR. 52 WVIFIFERBEERICN T SIREEND L E BEHRE
EEDRI/IRSN S on BULERERICEFE U, BRENIIERInEZH Y 5 LIREREORE 263 4"
AR (Bit/&) . e (B)/BL) ZEBRIRFELT. 11 TEREBICEIUMITT

(5 &l TELATSHEZEEEE [TELTS200mg = 3 BE/RE (Q3W) CTREEHFELIEFEE]. IS5t
MHEFEER [P RREAEFEE] O28(C1 1 DS TRIERICE 1T, ZESR T TEIY

HIFCHE>TERES

Utco

TFIERHEREERH DRSS, HIFHMAZESR (RC) [CKBDHERETOMRRICT ELT SBEIR
SNTORF—N=9 3T ENFES NI, BREERF. FEET (PD). FBTERRVEME. D
BREPIEEAECEET D, XEEROHOETHRET DI EE U, BE. TELTSHDERSERZ.
SBEREAEERINPD SHIE UTc b, SBBREMSTES CTRE LIRUZEIc I Ha RS TES U
feo EEGFHINIE. R¥MD6HHEF6EE. HER1FBDORY OMEE9BE. HER2FBLIFE12

BE(CRIE LT,

> FELT S HEFEEE 13161

FE LT S200mg Day 1 Q3WEEE

+

BREN (S =EERE = JBERE(EERMOFIRRIC KL
G 5 sV FEY 1000mg/m? Day 1.8 7_'l:./_\2 SEHIRS
FIRBERDEE 26345 Y ZAFSF 80mg/m? Day 1 Ffut ol 315
WasE (4~ e

 BRYEEBREICHT QBWEE(A~6T 1)) BRI (PD).

BB EERL HBETCERVE
-ECOG PS 0-1 - B 4. 1@@{3%'43
- RECIST v1.1(CE D<A £ | »FSeRHE2EEE 1326 JJ:EZE(CEZ;%@“

TE Ol BB (F 5T O REFRZS 1: %, XEFEED

E1DLEBTS TSR pay1 Q3WEEE HMOFTHtEE
ERET + SHERTEERMDHIBRIC &Y
- MRl (B 21E) FLYIEY 1000mg/m? Day 1.8 - TELT SEEID

- BFEE (B51/130)

Y RATSF 8omg/m? Day 1 JORF—IN— 50l
Q3WaEsEE (4~651T)L)

FEHIEE
MIFFMES = (IRC) [c LB 2EFHE (0S)  aREEEMHEICKIDPFSRU
BERLEFHARE (PFS) [MREEHVEE PFS2. IRCEFfi ([C k2222 (ORR) RUERHIMA

HIRE]

Bl REHIIEE

(DOR)HRQoL, Z2 iR

#1 FBBMERCH T DREGEEE U THRIEE A RE. TR MB LA, MEREEN MEEZRERBEEZR I TVBER BRERI TV RVABNRERLE

TIC6nAM EMETH I,

FHHIEE] FZEEHHIEE (R

SEHARATIRE)

IRCICKDIIBEATFHIR (progression free survival; PFS)

BIXREHEIRE :

ZEFHE (overall survival; OS). JEERBEEREIHIE(IC KD PFS. JEBREEEEHIEC L DEIBE




BAIGEMDPFS (PFS2). IRCICKDEME (overall response rate; ORR) MUZERHIE (duration
of response; DOR). BEREHEDEEDE (health-related quality of life ; HRQol) . &2 14
PRERIVEHIEIRR :
SBEREFERHIEICKL D ORREU'DOR, wE I hO—/LFE (disease control rate; DCR) . Z%)
FTOHRE (time to response; TTR). RINFAINA A Y —N—EULTDOPD-LT HIBLUANLEER
WEFHIHIEE & DIERERIMRDERER, BT - SBEE DRSO/ IS MBAREN S D/INA 4 <X ——5F
i, FRAUVUXRYTOEYEERORERE F

[HIEEZLE] PFS. ORR. DORK U'DCR (&858 E FEEMX (FBIRCA'Response Evaluation Criteria in Solid
Tumors (RECIST) v1.1I[CEDEFHE LT,

[FRATSTE] BWEFITTE" . REMF SAF*? ZFETHRE Ulc,
FEFHHIEE CTHD IRCFHMIIC KD PFSIE. R (BE/«t) . s (H1)/RL) ZBRIRFEU
EBRIOTI S Y IMEZBVWTERSEBTHE L. \YF— R (HR) RUI5%EEXRE (C) (FE
UBRIRFICKDER Cox AN — REFIVICKIER Uc, SRE5EDPFSHRIEFKaplan-
Meier/EICKWHE LTz, HBRERTORRAIBEKAEZ 0.025 (CHEFFT T D1csd. PREIBTORERMICH
SE—TEDERERDFHEIC(E. Lan-DeMets D O'Brien-Fleming ;A LUBER#ZF]B Uz, 5k
BTERANY MIF 181 HFEEEIN, PREBITIEIZDR70% DA XY b (1274) B'H5
NIEHRTERIT D EE U, 127#8DAXY hChE@ERZEERRUICES. FAlpENRAIER
KZEO0.007 K CHNIEMPIE. Z5TRVEEFHBRZMET L. 181 HDA XY b F4E U
RCERMEBNZTD & & Ulce EBRIF, 152HDA XY hThiEEf (2021F382687—%
Ay NFT) RSN, EEDARY MNIZETTICETRESNIEFAIERKEQ.014([CEDE, BYH
LEARESNC. BH. PFSDERMEEENT(E 183D A XY MARE UL 2021 F9B30HDT—%
Ay b TERTITHON I,
BIREHMEIEE CTH 2 OSOHA LI T —I DB ONICHBKE T (2023F1288H7—9H v b7
J) ORBRICEDE. OS. IRCFHMIICKDPFS (EEFEATN OB EDRENT) KU PFS2 DEFHET
V=S Oy falS
OSKUPFS2 (&, PFS EEIKDIEFEZRAWVWCTET Ulc, &Fle. JOXAF—/N\—DFEZFHi T 2
fesh. OSICDWTIFtwo-stage iAIC K BB Z R Uiz,
ORR D SEBLLEIC(F PFS &[E UBRIEFIC &K B EH) Cochran-Mantel-Haenszel#&7E Z L),
DOR(&. Kaplan-Meierj&ICKJHE LTz,
Flo, PEFEFTIFOT—YICEDE, HRQoL (EORTC QLQ-C30 MU QLQ-H&N35) D&% e
Ufce HRQOLDONR—RXSA U EDZE(LEIF. REBAEDICHDIFIEEGHRETIL (MMRM) ZF
WCEHILTce EFTIVICIEEEMRE LT, £58, SHMESHA. R58F CFHMISEAOMEEER. X—X
SAVA7. RUEEREOBERIRT (MR, FEE0ER) Z3hic. TNICKY, SFHliFSRIC
BIFPWHOR/N_RFIELE. NUZOHEE (S EEXERUpE) =&8HUTHER U,
IRCFHEIC KD PFS[FITTEMZNRIC, EriBIRRE (FFEng/Z DthdDEEs) . ECOG PS (0/1). Fin
(65mAm/65 M L) . MR (BtE/Zik) . BE (BURFER U/IRERE/BUERESD ), X=X 54
~YMDEBV DNALANIL (<500 IU/mL/z500 IU/mL). R—=X S A VDEEME (TCO) [CHIFD
PD-L1 HEBKR (TC<10%/=10%/8HiiA8E) BIDY T T I —THrZIT o1z, Fic. PD-L1DFE
BIRICRDEMENUREHOERZRRNICTHE T 52BN T, BIITTCI%DA Y b4 TEZE
EUlc, TSI, Fw GOmFm/S0mUL) . R [BA/&E #IFR/BEH)]. SRFNY 751
7 GEA(LEY/ALEY/REE) RUOTEAERE EWEE/Fi/MEHRaR) ([C DV TRRNER D&
it 72 5ENE U Tc,

* 1ITT (intent-to-treat) £MH : |EALINIc2EE
* 2 SAF (safety analysis population) : JBBREZMGLK &£H 1ERSINc2EE

(YRTFSFUDIRER SR, BERUAE] (—8HR%) 4. FHEXSHR BESE 6. ENRUAE (—5Pkiy) BSEIRICE. DEZIZENAE - B
BEU. BEORREICKY BEZERT D, BE: YRTSFUELTS0~70mg/m? (AXEE) Z#181085L. DB EDIB/ERET D, TNz
17—=b&U. BE5ZBUIRT, DX YRFSFELTI0~20mg/m? (FEREE) #1810, SHEERERSL. M L6 2BRRET 5. TNz
17=bEL. BREZRIIRT,

-
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1. BEMMERE

RIEMRERE. AFRRSHICHBVTHERIEDZRHOSNTND T E. RUTEIDOIERKE . BEERIETEU XD
[CERELF U,

TEALATSIEPD-1ICHEULT, PD-1EZFDUHY REDIEEZEET DT ET. PD-1/PD-U Y REREZE
Wig 2 IR RBREDEEZIMG UE T, COERICKY THIBEAEHEL. B2ICHNT 2RRES NI
UCHEEERNFHINET T, INSOESTERIF. BEMBIUERIRTOREF TV IRA Y MNESETIS
AIT7T T hEUTRESINTHY., THIROEH ERUEEBB COECREUNERICDERICIEETER
NHEIBITDEEZIONFT, CNODEEBRIFHOWDEECTHIZEIT HOREMEN G Y. FE. BiEes. . WD
WEB. MU THEIRET2TEMNM aVEEZ 5NET (Naidoo J, et al. J Clin Oncol. 2017; 35(7): 709-
717)

SEE ]
EES B 5
2T Grade 3B £
AR
14 (5.5% 5 (2.0%
—RERENEREREIE | gy | (259) (5.5%) (2.0%)
1T UTYIBRAREN [ ERFE 1 ESCC |((|:\l(::gz¥4o) 4 (1.7%) 2 (0.8%)
AR+ LA
27 (8.3% 5 (1.5%
= 2R EEOBLRMETS 20655 (N=324) (8.3%) (1.5%)
RBARESCC Qo HeEREE 14 (4.4%) 3 (0.9%)
AR+ LR
19 (3.8% 3 (0.6%
URTRBRIED BRELAHE | oo | (N=498) (3.8%) (0.6%)
Bit D HER2 &1 GC,/ GEJC TS R 4 08% o
|+ ) 5 o) O,
BRAECNT HILERAED L PRRE 4 (3.0%) 0 (0%)
Bl BERGEREEEATS | S09HEB o
NPC NeT30) 0 (0% 0 (0%)

n (%)

@302 &R | —RBERPNF—ReER(OET Ut (FEmBtRER T ERE (ESCO) BEZNRICT
KEERELTTELAT SZREIRS UIc EEOEMMERURE M ZBRETEMNMBIR U b3 %
% (ICO) &I D, SV Lb. IFER. EREHEIFEIHEER

@ 3065 | BB AREORVBINETXIFEBHESCCEEZNRIC—REBEE UL TCTELATSZICCEHAL
JeEEOEMMERORZEUZ S ERELERT D, SV LML, FSERNEB, ZE54&. EREE
F M AB5ER

@ 305588 : YIBRTBERBPTEST - BREXIFTmB D HER2 24 GC/ GEJCEEZNRIC—RBEELTTEL
ITS5ZICCEHALILETORIMNRUREMZE TS EREICCORBRSEEETS. ST A
b, FSERMR. —E25%. EBEH-ESE IR

@309 | BREREICHT DEFRERDIIV, BENIERILEZAEI HNPCEEBZHRIC—REEE LT
TELATSEALEEEZEHA U EETOBIUENRVREMZE S EREEZFEDHRARS SR
2. VI LME. TSERWR. 55k, BNETERR

WERERRAER '
ERPRAEIN © (FIREREE. IR =




W BEIRE
KIEREAT X IRIREE, JAZBCT
FESORBETIC& D v/ (S CEEER 2T 2TERAS S ORR | TEXHRD. LR

B CTCAEICHBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
FriifiisRs ERDRWN. FEFBE | ERD$DD; ARESEE | BEDERN D2, BD | £HGEBNHT; E.Z%k%
DIERN'SB D ; BRIRFTR | 289 %; 500U LS | @YU OBREEESIEDS] | Z2ZBdD - KET5
?%Wﬁ;ﬁﬁﬁ%@%: B | DEBEEENEDHIRE fR: BBRZEIT D b%ﬁémﬁf’*)
B2V

BEBRLEBMAENE v6.0 BAFER JCOG ML USIA. &
JCOG R—LR— http://www.jcog.jp
(BE) ZEFIMMES0OZHDHDTIO—Fv—

580 55 ‘ 5B N
\ \ \ \

fEIR - BFPRR
I (5 (282 - B -
RS - HBOLE,  ——
SpPO,MIET.
RIS (RITIRES) DB

B{FFRR IR - BHAFRR BRRE

SpO, - FIEAEEL A0 (155 - m@;ﬁﬁﬁﬁ = SR
EHBOEE) ROV - e - :

BREEOER MRRE —
m. B R, —{ |BAL [ T ReSReRIE
i i > KL-6.SP-A.SP-D

EEXIREE ERIEE B

FIERCT (HRCT) BRI EE
KJERCT (HRCT) ERIZZRRD I DIRE R E
[RIREEHE]

IMEARE IEARES SARS-CoV-2-## - Ly EFZ DEFRZ D
KL-6.SP-A.SP-D KL-6.SP-A.SP-D JIRIRE =it
A V)V IUFRGE
[IDi%&])
B-DI IV
YA MAAOIA IV RIFR
BNP.NT-proBNP —
(15259
MER - 1EERE
NMBEEZRE - 155 -
AL T
T 1—FEVAFAMELIGE
[/R]
FRERE TR
LIFRSHR

- (DEREMERHKE

BANRGEZS (R  ZEMFMESOZH - 8BOF5IE $E3M, X7 AlbbEa—#t (2025)

-
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2. Infusion reaction

Infusion reaction(&. AFFESHICHWVWTRIENZEBHSNTVD &, NOXHDOERKFRE &, BEGEE
UXIICRELF U,
AEFTEEFITH Y . AU RIIEE ./ 70—F)VIEREIICBIT D EHMNER T,

HEPR
BIES B2 e e oo 3L
rade 3L
AR 0 5
_;igﬁzﬁggl;_;gg%gégl;ﬁ 30258 (N=255) 44 (17.3%) 3 (1.2%)
1T UTUIRRAREN IS E638 14 ESCC e ICCE¢ . .
NS 40) 83 (34.6%) 7 (2.9%)
A HCPRAR ; .
LARIBOBITITTS | e | OO0 110 (34.0%) 12 (3.7%)
R E o TS uR LR RAR ] A
A 110 (34.3%) 5 (1.6%)
AR+ PRARE
246 (49.4% 18 (3.6%
D HER2 B2 EJ o ISR HEARSE 9 9
NS 225 (45.5%) 14 (2.8%)
I+ 2 5 O, [o)
BRRECNT 3 LLHARED LR 83 (62.4%) 1 (08%)
Bl BRYSEREBEATS | J09HR |
NPC (LR SRR 83 (63.8%) 2 (15%)
n (%)
WERERRAER '
BRERAEIR | FE. BE. TOER. HFEZ. NEVPIRBOOZS). MEMWTE (OEPRE) . [ERE, [TIREEH

-

WEHRICHBIRIRE
BUHER, NMIIWTAVDEZII VT, NIVAFFIA=IDEZII VT &
RN SR RIS SERNA H SN BBE | DENEE

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

Infusion reaction | BET—EBMUEDKIG; R | BEFCIEEDODERD | BIE (B EKRICHT D mEENT; B2LE
BEOPMEBIR; 38 | BB, REUVERICHY | SBESLU FedE | BT

BEEESUV BB Bl IERYZ | BOREPLECH U TE
VE NSAIDs. MEME | PHICERBLEZEWY) ; —
|, BIRNER) ICF | ERELULCEERT ;
FEPHNICRINT D: = | HRECIKIAREET
24BEDFHIRERE | D

FID

BESERLBAFERZE v6.0 BAFER JCOG ML USIA. &

JCOGM—LR— http://www.jcog.jp




3. KEEK. IMEX. EEOTH

Kk, N\mk, BEO I, AFRSOHICHBEVTHEIENROONTWVS & RURHIDIERAEFZ#d. &
SRREURTICRELF Ul
AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,

HEER
IS S 58 A A T
Grade 3 Grade 3 Grade 3
2T IE 2T BIE 2T BIE
—ABEDY IF—% EIBE 2 0 0 0 32 3
SERHRICETUIY) | 500 2ees (N=255) (0.8%) (0%) (0%) 0%) | (12.5%) | (1.2%)
FRABEX (FERTB 1% ol ICCB 1 1 0 0 77 15
ESCC (N=240) (0.4%) | (0.4%) (0%) 0%) | (32.1%) | (6.3%)
. R AF) +H LR AR 5 4 2 2 91 14
SRR IR | s0esm | (V=324 (1.5%) | (1.2%) | (0.6%) | (0.6%) | (28.1%) | (4.3%)
Poca e mE TR [ Fsereeme | 0 0 0 0 78 6
(N=321) (0%) (0%) (0%) 0%) | (24.3%) | (1.9%)
YIS R BE 1R B R AF) HES R AR 6 3 6 2 135 14
R sospsg | N=499) (1.2%) | 06%) | (1.2%) | 04%) | 27.1%) | (2.8%)
DHER2 e GC,/ R I T 10 7 2 1 144 1
GEJC (N=494) (20%) | (1.4%) | (0.4%) | (0.2%) | (29.1%) | (2.2%)
BRREICHT 31t KA +HEFRAE 1 0 1 0 21 0
FRAEDBL, B | 500rm (N=133) (0.8%) (0%) (0.8%) (0%) | (15.8%) | (0%)
Y I ERREEES R I 0 0 0 0 14 1
9HNPC 2 (N=130) (0%) (0%) (0%) 0%) | (10.8%) | (0.8%)
n (%)
WEREEREIR - RErRR '
BRERAEIR @ ™R, PHEOROEN. B, MRE. ME &
HESREME | BEEDIEF LY (IRE
TRIBEBTE | R2EXRZ D NI EE
MR ICABIRIRE S
REMBEEREDER] | EPHMEMRE. FIEERE. BHEREOE®R, NELELERNRERE
BEA. AL DR, ZOMOEEE DR © Bl X iFRE. BECT
B CTCAEICHIFS Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
KIER RNV, FE8E | BE; RELRMED | SEOERN®S; BE | £HEEHN T B2NE

DIERN' BB ; BEIRFTR
TIFREMR D 8

BICELD

BEEDZEL; RHEGER
ZEY D, BRRBUER

ZEID

JZ[FREPRR DI JBE
ZESEV

BIORUS

iqu fEEAZE, BERRMIBE

BEEER n&%3
T NR=RSAVEERT< | R=ASAVEUNRTEL | R=ASAVEWNRTT | E@mZENT; Z2NE
AQ/BOBEDHIEN; | ~6L/BOHEDHKIE | QU L/BOBHEODHE | ZEI5
N=RSAVEENTA | I R=ASA 2 EHN | 0; ERE, ARZET
TRIFID SDHFHEN'E | TATAIPFINSDHME | 5; R—X 54/ U EHAN
BT hiehEE A0 TATRIFID o O E
HEECEN; 50O
DEELEBEDHIR
2324 ERDRVY; BBIRFIRE | B8, WRECRIDRY | SECHRRNRER,; # | £aZz8hHd: RUE

ZEID

BEBRLBAFENRE v6.0 BAFER JCOG ML USIA. &

JCOGR—

:
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4. 2. FEEEES. X

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

BEER
— v — FRe Friheme B
Grade 3 Grade 3 Grade 3
O R B S B
—EEDY E—R AHIEE 1 1 86 15 2 1
SBEEIOETURY) | 50,: . (N=255) (0.4%) | (0.4%) | (33.7%) | (5.9%) | (0.8%) | (0.4%)
BRREEN I3 S8 1 B Ncce 4 0 50 8 0 0
ESCC (N=240) (1.7%) (0%) | (20.8%) | (3.3%) (0%) (0%)
. . REI+ b2 ELEs 4 1 130 13 4 4
RS | e | (V=329 (1.2%) | (0.3%) | (40.1%) | (4.0%) | (1.2%) | (1.2%)
Bece o R IS eRHesmmae | 1 1 116 12 0 0
(N=321) 0.3%) | (0.3%) | (36.1%) | (3.7%) (0%) (0%)
YIBR R RE T2 B A & AR +HEFFAEE 31 20 248 56 10 9
7 - BRRIFEBE | 500 - (N=498) (6.2%) | (4.0%) | (49.8%) | (11.2%) | (2.0%) | (1.8%)
DHER2[E1#GC/ T IS sE 14 6 248 31 2 1
GEJC (N=494) (2.8%) | (1.2%) | (50.2%) | (6.3%) | (0.4%) | (0.2%)
BRRZICHT D1t AE|+ b2 LE 1 1 6 1 0 0
FRAEOBV. B | 300res (N=133) (0.8%) | (0.8%) | (45%) | (0.8%) | (0%) (0%)
RN SEREEEE B2 R HeeEs 0 0 6 0 1 0
I3NPC B (N=130) (0%) (0%) (4.5%) (0%) (0.8%) (0%)

n (%)

WERGEEFRER - REFRR 'Y
REMER | BB BIAR. R TO5ER HP. BB F
ERPRIREFTR  ALTIEND. ASTIEID. FSUVRFPIF—ELERFH

o
5

WEHICHERISIRE

AF#eEIRE (AST. ALT. fAEUILE>Y . v-GTP, ALPZEDAIE)

RRAUE. FAIE. RERBORLE. 7L I—-)LESFEDHER] - HBV. HCVEREDRE. ik, M= h32RU
s, BELCT. IESBERRE F

FEEORHEREY. EEREGE | FFER

B CTCAEICHI[F D Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4

REEEES ASTHCFALTIER £ | ASTE UL [FALTHE | ASTEULIFALTAULN | ASTE I IFALTIES k£
PR~3.0BLUTF. Ffcld | EBLERE (ULN) D318 | DSB8, FfcldeEy | BR20.0BM L, FizlF
BEVILVEVDER LR | B~5@BLUT. F@ | LEVAUIND3EB | #SiEU)LEYHTER LR

~1.5BLUT E UL E Y HAUND | (B0 108k
1.5@B~3BLUNCHE
0

HABRESSYR () | PAREEENC NS4 B3R, RBR (2023)




5. DEFR. 1DIER

IDERS. IDEERIE, AFRSFICEVTHEIENRO SN TN L. NUABIOIERKFZiEd. BERRE R
JICERELF Ul
AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,

BEER
EISES MR 58 R e
Grade 3 Grade 3
2T L = BLE
AHIB¥ 2 1 0 0
—RERPNB—REREICE | 30,20 (N=255) (0.8%) | (0.4%) (0%) (0%)
1T UTYIBRANBEN (&R ESCC i ICCE 0 0 0 0
(N=240) (0%) (0%) (0%) (0%)
AH +HEFEERE 2 1 0 0
LEREEOBVRFETNE | 300 -0e (N=324) (0.6%) (0.3%) (0%) (0%)
EBMEESCC o ISR +HERRAR 0 0 0 0
(N=321) (0%) (0%) (0%) (0%)
AH +HEFPEERE 4 1 1 1
EIRRTEERBATEST - BRI | 500 e (N=498) (0.8%) (0.2%) (0.2%) (0.2%)
B DHER2 24 GCGEJC S SRR AR 1 0 0 0
(N=494) 0.2%) | (0%) (0%) (0%)
_ s AF HEPEERE 2 0 0 0
PRFZINIDIIREED | oms | (N=133) (1.5%) | %) | ©% | 0%
N R PR IV
NPC R ’ 7SR HEPRAR 0 0 0 0
(N=130) (0%) (0%) (0%) (0%)
n (%)

@ Z DADERIRELERICH T,

WERERRER - RERRR '

AEEDHERBIFNEE CERVEERDIRRD 1 FICERH 5NE L,

ERERAER - B2, [FIRWE. MMDER. KBRS (Blk. Rk, 18). £5ERE. FHHEE. S > MEUXR.
BEFIREOR. TARFRE. RIE F
BRERARERTR 1 DA bOR =800, CKiEfl. CK-MBIEN

DEBEMRAER | ST-TZL. PQEROLER. T2EZEIOY . QRSIBOIER.

DESEIR. DEE

DI JI—REFRR | —BUOEEE - BESE T, 2EMEROMEEE. OUXAMESESE T, DEFEORIME. D

fRRETEE

WECHA IC AR

MAAE. DEREAE. O ~ORZVRE., DII—RE. DEMRI &

B CTCAEICBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
VAR - BENCHEEDEHVC | THEGICEIRIBEDE | £HZ28N T, B2IE
FETERN G D P HETHRIERND DY | ZEI D (fl: FEEHEE
B BEZET D ER | AN BIRE
DFTFRFEAE REODFEEN)
IR FERIZBEWVA, DEBNE | FEIRD G D DEXR (f: | £IBEEECRETDNE | £H%2EN T BB
IFEBFFRE (B ER | W5E) K (B PR DERR) ZE2ID
B) NDERZERY

BEBRLBMAFENRZE v6.0 BAFER JCOG ML USIA. &

JCOGHh—
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6. EEDRERE

FEBEE., AFIESHICEVTRIBENERDHSNTWVND L. NUFHIOERKFEZigd. BERREY X JI(CE
TEUZE U,
ABIDOEEBERICKY THIRRNEEEL. BEICHT2REEBHIRIEL CEEERN AR INET,

BEER
REEE
IR HERg B58 TEN* SJS*  BRAIBL
Grade 3
—AEEhY [ —% KB 59 1 0 0 1
LB (SET LD 30258 (N=255) (23.1%) (0.4%) (0%) (0%) (0.4%)
BRABER TG I o ICC ¥ 67 0 0 0 1
ESCC (N=240) (27.9%) (0%) (0%) (0%) (0.4%)
. R AE +HCREARE 149 17 0 0 1
EIRAEOELR | sopme | N=324 (46.0%) | (5.2%) | (0%) (0% | (0.3%)
e A I R 114 4 0 0 2
(N=321) (35.5%) | (1.2%) (0%) (0%) (0.6%)
YIRS R BE IR B AT AE|+HEPEER 196 21 0 0 0
7 - BEXGESE | 500 . (N=498) (39.4%) (4.2%) (0%) (0%) (0%)
DOHER2EMEGC i TSR+ AR 157 11 0 0 0
GEJC (N=494) (31.8%) | (2.2%) (0%) (0%) (0%)
BRFRECHT Bt FE|HEPE AR 61 6 0 0 0
PRAEDGV. B | 500=re (N=133) (45.9%) | (4.5%) (0%) (0%) (0%)
RN =REBEZS | PR s 53 0 0 0 0
g2NPC (N=130) (40.8%) (0%) (0%) (0%) (0%)

n (%)
* Grade 3 EDEESRIFRHSNEH >

@ ZDMDERRERICH VT, FEIEDARBRNBE TERVEERSISH 1 HIICERHSNEF LT,
@ BHEGIRTTR DR SREERICBV T, FH EDRRBHENEE CERVEERRDBRI|SENE Uiz, TEN
26, SISRULRHIHEE 1 FIICERDSNE LT,

WEREERIER - RBFRR 16192

(SBFATHD)

BEER | B (IeER. (3. BOOBORM. B, 25K %

EFREIE | CRGMED (CRP) 10, EIMBEN/ Bl . BEOMEES, Skms

(5JS)

RO | B3 (38CLLL) ZRESOE, RS, SRMEORBHEHTHRICH T 2 BEOBEER OB EOLL
B, 250 10%&BOKE - KRB - ODASOREOEITIES, HEE S

ERFRIRETRE | CRPIZID. EIMEREBH/EL. FHSs. BiaEE. R - M@

(TEN)

BRERAER | HERAIEL. 250 10%EBR 508 - KEFE - U5 ABDBEERREOEEMESE, 5 (38C
D). %S, IHIE %

ERFRRETTS | CRPIZN. BIMEREBH/ L. FHssEs, BlaEE R - mE

(ERAE)

R | 7 SEEMAIE. SRMARE. U5A. DESEESOHEBOIREMAER VTS A
IBERIREFT S | BB DR EEEEAD 18G 55 L FHEDLE. ROV TNHDBE ; MehFBP180 7k (IgG) .
MehBP230 4 (IgG). MAPHVIRIS —4" Vi (1gG)



y
A

ZTOMOKRERESE LT, EPHEZS. KERX. TOFE. (1. 2. 8. RKEE &), BREZIREZ
ENHIZITDTREMN DI E T, EELOTREENGSFEEE (KM, KB, RE. 8% O5GE. KEOHE

[ChAh5T, KEREPIEEDEEZIRETLTIIZEW,

WESHRICUHBIGIRE 0%
[IBRE. KIRE. WBXFRE, KEER F

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BRESLUETH | EIRDBV. FREEE | hEE; R/R/BIN | EEFCEERZNICEKN | £HZEBN T R2UE
HWEE. Z0fth DIERN' DD BRIRFTR | /EREBNEEZET | THHIN. EBICER | ®EITD

FIEFREBFIRDH; J&8 | ©; FEAEILOEDOY | ZEZHN T HDTIERLY;
BZEEI[R) LISV DBEREZEMEDS] | ABTEH(d ABTHEEDIE

R

RZEIS: 5OOYUD
BHELEEEEDOHIR

SJS

FEEBEDO<I10%Z 5
8 BREVIRIEIC K DA
(Bll: #IBE, 5RBE, REZF
B, FERRRIEE)

FEREBEDI10-30%%
(56 BREVIRIEIC K DAE
K (B HIBE, 4R, K2
T, HEREL)

TEN

REEFEDMAREED =
30% 7258, EERZEHD
(fl: KIBE,RBE, REZD
TR

BEERLBAFERE v6.0 BAFEER JCOG ML WUSIA. &
JCOGM—LR— http://www.jcog.jp
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7. BA. TRINAARUARAE. EIERFIRAE

k. BEREMEIER. AERSHIICSVTRENROSNTVD L. RUARDIEREF Zid . EBRRETE
URIICHRELF LT

Flo. BREBRNROVEBNDESEIRTERDERICH N TAR & DRRBERIEE TE /R VERERIEFEN 3D 5N T
WD EDBBEFRHESNICURT ELE U,

AEIDZFEBERICKY THIRMEMHEL. BEICHIT2REESHHIEL CTESERNARINE T,

BEER
ESES stEs s o N AR RARE SEREIE
Grade 3 Grade 3 Grade 3

= I UIER R R B S

—ABEDY (F—K AHIEE 4 2 0 0 0 0
LR (CET LD 302585 (N=255) (1.6%) | (0.8%) (0%) (0%) (0%) (0%)

PRABEN SRR 1% o ICC B 0 0 0 0 0 0
ESCC (N=240) (0%) (0%) (0%) (0%) (0%) (0%)

. R AE| LR AR 2 0 1 0 0 0
ESFEEDE i (N=324) 0.6%) | (0% | (0.3%) | (0%) (0%) (0%)

MEIXEmBLL | S06HR IS eewrw | 0 0 0 0 0 0
(N=321) (0%) (0%) (0%) (0%) (0%) (0%)

YIRRREE R BT & KB+ {bEER 3 2 1 0 1 1

1T - BRI 30558 (N=498) (0.6%) | (0.4%) | (0.2%) (0%) (0.2%) | (0.2%)

DHER2 21 GC/ T PR e aR 3 0 0 0 0 0
GEJC (N=494) (0.6%) (0%) (0%) (0%) (0%) (0%)

BRRZECKT 31t AF|HEPE AR 2 0 0 0 0 0
SEAEOBU. B | 309zre (N=133) (1.5%) (0%) (0%) (0%) (0%) (0%)

KN =REEZE T PR sR 2 0 0 0 0 0
FBNPC (N=130) (1.5%) (0%) (0%) (0%) (0%) (0%)

n (%)
O SRFTEDIRSREERICOWNT., AF EDRRBEHENEE CELRWVEELGENERIBREN 1 RS INE Ul
@ ENRSERFER DR SEERICOWNT., 28| & DRREFRNEE CERVEEREEMHREN 1RSI NE Ul

WERERARAER - IREPRR 16222449

CEAR)

ERPRAER [ TAIBB U HE T iR, RER (REBETE. RNEHES) F

RARRER  ET L7 Fr+F7—E (CK) 810

RIEREFTR | IERADY V/N\ERRE (CD8BAI) . AIfRMEDIRIE - BAZ L. NMEMRRE (RENTEMERIEMS
SFANF—EDOER) &

(R B RAARE)

ERPRAEIN © U DENE T, ik - B - BB E£508R. 258 FRBBR F

ERIRARERTR | MECKIEND. LDH - AST - ALTHEl. =AJ0OE VIR &

REARENR © BifREDIRIE - BE F

TUAMRERTR © JUEEinG F

(EERRIIE)

ERPRAEIR : ERER T2 - IRIREENESC L DB R EDRAR. EBDRIE - FiCH D EIE TIC KB FREAMEN
UZz0BEZH BICK>TERDEE) . BEES - [ MES - HIBESSFOIRER. JU—€, HE %
EREAREPTR A CKIBN &

RIBARER © BHIRADU 2 /NERZH. BRI - B4E &

NAREFR M7 EF )LV VZEE (AChR) Hiulk. TUERETE F



WS HR S AR ES 16:2346)

(ERR)

[MEIRE. BHIMRIRE. HTHERRE F
U FHLHEBRBAEEDER @ [IERE ([MECK) F

(KRB RAARE)

MRHRE. BHMRIRE. CTHREA. HHER F
U DN F S FEBRIE S OfFR © MECK &

(EERRIE

MAREAE. BIMRITRE., HEHBENRE F
SRNMEMHEMS 7 /3F — S OfR) | XNEMIDEE &
RFEEERHEIEC ORI : TRORZO LR (ERNAWELRL), BREERE (EERL) &

B CTCAE[CBIFS Grade

I

DIERN DD ; BRRFTR
FIFREMRDH; 8
BEEER

SIRENGERZET
3 FBibDS0m Y
%ﬂ@ﬂﬁiﬁﬁﬁ@ﬂ

THdH. ErEbBlCEm
ZENTEHDTIEFRL;
ABTE fz (3 ABEHRRE DRE
RZEITD; JTEAREES
EEREE; DO DH
BATEEMEDHIR

Grade Grade 1 Grade 2 Grade 3 Grade 4
AR BEDERE BHETZHOITHEED | SEDHNENZHEIE | £HZBN T B2UNE
Eim, 0QUNSN0OE | & BoEYOHBETE | ZEITD
BLIEEIMEDHIRR BEDHBRE
IR RRERIE FEIRD L, BBEEZES | BEEEITINRE2MEE | ERNSGY, REUER | £0Z8BH T, EEE
BV REEEEDH 2N F9D RS
SEREIE FEIRDTRV, FIEFBE | PEE; /IR BN | EEFCEERZNICEK | EoZz8Hd; BB

ZEID

BEBRLEMENRE v6.0 BAFER JCOG ML USIA. &
JCOGR—LAR— http://www.jcog.jp
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8. AIESE (PINIRIEEEIES. BIBHEERS. TEFEEERES)

FIRIREEEES. BIBHKEES. TEARERESZSTRADMESF. FERSHICBVTERNBHSNTNS
& RUFRHDOIERAF Zikd. BEERREY ATICRELE U,
AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,

BEER
ERRRRREAE ERRARREAE e ne
EES HER BB BT FRERE PR
Grade 3 Grade 3 Grade 3
2T E 2T BIE 2T BIE
—REEDXE—R AR 29 1 10 0 1 0
MBS ICET U 302585 (N=255) (11.4%) | (0.4%) (3.9%) (0%) (0.4%) (0%)
PRAREN [T L8 1% o ICC B 1 0 2 0 0 0
ESCC (N=240) (0.4%) (0%) (0.8%) (0%) (0%) (0%)
X . ABHEREOAE 38 0 9 0 1 0
AR | s0esm |N=324) (11.7%) | (0% | (2.8%) | (0% | (03%) | (0%
Eeca — o PR rsenresmse | 16 0 5 0 0 0
(N=321) (5.0%) (0%) (1.6%) (0%) (0%) (0%)
VIR R EER B AT & A +HEPFOAEE 63 1 16 0 3 0
7 BREXEEBME | 500 (N=498) (12.7%) | (0.2%) | (3.2%) (0%) (0.6%) (0%)
DHER2EHGC,/ B I e 15 0 5 0 2 0
GEJC (N=494) (3.0%) (0%) (1.0%) (0%) (0.4%) (0%)
BREZICHT B AF HEP R AR 42 1 5 0 0 0
PRAEDBL. B | 500 ees (N=133) (31.6%) | (0.8%) | (3.8%) (0%) (0%) (0%)
RN =REEZR T I sR 20 0 1 0 0 0
FBNPC (N=130) (15.4%) | (0%) (0.8%) (0%) (0%) (0%)
n (%)
HEER
—— s — Bl MRS TFEGH
Grade 3 Grade 3
2T IE 2T BLE
—RBEDYE—R AR 2 0 1 0
BREICETUR | 55,: 158 (N=255) (0.8%) (0%) (0.4%) (0%)
PRABEN SR8 1% o ICCB% 0 0 0 0
ESCC (N=240) (0%) (0%) (0%) (0%)
. X AFI +H{L 2R AR 5 4 3 1
EIRAEOELR | soesm | (V=329 (1.5%) | (1.2%) | (0.9%) | (0.3%)
Eeca — o PR FsuRHeemsr | 0 0 0 0
(N=321) (0%) (0%) (0%) (0%)
VIR TEE R B AEIHEEEAR 3 1 2 0
7 - ARELIEBM | - . (N=498) (0.6%) | (0.2%) | (0.4%) (0%)
DOHER2[214GC/ T IR sE 2 0 1 0
GEJC (N=494) (0.4%) (0%) (0.2%) (0%)
BRREICHT 2L AE|+H{LF LR 0 0 0 0
FRAEDBL. B | 309z (N=133) (0%) (0%) (0%) (0%)
RN SEREEES TR Foereemas | 0 0 0 0
g3NPC (N=130) (0%) (0%) (0%) (0%)

n (%)




WEGERFRER - REFRR 6>

(EIREREREIR D)

FERAEIN © Bk, BEUE . @, Rk, AE=E0 F

ERPRIRERTR : MV TSHEE. 5t T3EE. Bt T4EE F

(EIRERHERETUERE)

RARIER | BB, FET. FEE THL RE. AERD. BRERE

REMAREMR | VB TSHIRE. Rt T3SE. Lk T4 SE. PRRREENEERE &

FCHBEIDREMRE L LT, BRBBERRAEICOVT, UFAMPREEBEBRCPERIROMME T, EERES
BHOLIR, BRI VF IS5 T4 —(CBVTI— FERERDOK TN ZRH 2D ENBIFT,

WU BB IRE

N WbeERRE (TSH., BERET3. EEE T4ZEDAIE). PIRRIRESERE &
B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
ERRRRMEBEIR T FEIRDTRV, FIEFBE | FERND$D 2 BRIFRIL | SEDER:; BOQYUD | £ZzEZh 3 BB
DIERN'SDD; BIRFTE | EVOHEARELZET | BRESTEEDHIE; A | ZEITD
FIFREFMRDH; 8 | 5; SOOULHNOHE | RZEITD
BEEITW0 ETEENEDFIRR
ERR R BETTIESE ERDRV. FEBE | ERD S S BRG] | SEDER; BOEUD | £HaizxgN 7 ,; R20NE
DIEIRD DD BRRFTR | /BEEZEIS; 500N | BEEEEEDHIR, A | 2ZEJT2
FIFREFRDH; /&8 | LANOBBELEFTEEDH | lZETD
BEEIW0 RR

BEERLBAFERE v6.0 BAFER JCOG &L W5IA. &
JCOGIR—LR—= http://www.jcog.jp
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9. 1 BU%EFRTA

1 BURERIRIE . AFIRSHICBVTHEEDNRDONTND I E. NUOKEIDIERERZ#S. EERFEDRTI(C
FELF UT,
AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,

aEER
S R BEw e —
rade 3L
AR
2 (0.8% 2 (0.8%
FTUTIBRTRRES (S ERRE 14 E o ICCE# 9 9
(NZo40) 0 (0%) 0 (0%)
AF+ L2 ROAR
2 (0.6% 1 (0.3%
2 EMAEORBRMETLS 20655 (N=324) (0.6%) (0.3%)
RHSIEE o TSR +HEERAE o g
NZ3I1) 0 (0%) 0 (0%)
AF+ L2 ROAR
5 (1.0% 5 (1.0%
TEDHERZ EJ o TSR HER AR . o
I+ 'Lu"‘ ‘5 O, O,
BRAEZICHT B LEMABD AR 0 (©%) 0 (0%)
70, BREXSEREEEET 5 30955 o
NPC Netso) 0 (0%) 0 (0%)

n (%)

WERERARAER - REPR 1020

RERAE : (08, Z8R. LK. =25 SHES. 5E F

EARIREFTR | SIIfE. HbATCEE. MPCRTF NMEMB. REBME. R b &R &IRms b & LR,
BARIMAR A ZADES. FIGADTAFEGE F

WEHIC U ERISIRE
MARRE (ZERD U < (FREBSMAE. HbATc, M CRIFPF R, EiRMmy b4k, BIARIIES X, H#GADHIAE
%), RixE (RHE - IR bU3%E) F

B CTCAEICBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
=My MEBENN—SA V7% | BRKICHITIHESE | A VAU VEEZET | £EHEEN T BB
BA5, ARNEEZE | DERZETS,; UM | 2; ABZzEIT D =BT D
fayzya BETEZET D ER
ROBEEBREZET D

BEERLBAFERE v6.0 BAFER JCOG &L WSIA. &
JCOGIR— L= http://www.jcog.jp




10. BEX

R (E. AEFRSHIICHBVTHEIENEROSNTVD & RURKDIEREFE Zid. EERFEY AT(CEHEL

FUr,
AFIDOFEBERICKY THREAEHEL., BEICHT 2RBEENHiE L CESERNFRINFT,
2SR
ERVES HERE et
£T Grade 3 E
AHIB o q
e i Sl T 3025858 (N=255) 0% 0%
1T UTUIBRTNREN (BRI ESCC e ICCE# 9 9
(N=340) 0 (0%) 0 (0%)
A HEPRAR o 9
E@ﬁﬁ?i[ﬂé&@c@ﬁb\%ﬁﬁﬁﬁﬂli s06 5158 (N=324) 5 (1.5%) 0 (0%)
AR E . TSR HERRE R 5 8
NZ32) 0 (0%) 0 (0%)
AE -+ PR
2 (0.4% 1 (0.2%
D HER2 2 EJ o TSR HERREAR 9 9
(N=494) 1 (0.2%) 0 (0%)
I+ 'Lu"rj O, O,
BRAZICHT BLERAED ii.ﬁigéf”g =5 0 (0%) 0 (0%)
BV, BRXGEREEEET 3 3095 T Tyrroyses
NPC AN 0 (0%) 0 (0%)

n (%)

WERGEEFRER - REFRR 'S

ERPRAEIN @ _EREERODRURFIF (BEBICHAI L. BEMICTIER - BB CERYT ). Bi - Blt. H# F (RFRR
BREN S >THREREDZ EDHD)

RAMRERR M7 =5—C€ L8, mhU/N—€LRE

BERERR :

- BIEXIREPTR @ MKETEE - RBR F (WER) . ALDORK - ARITER F (EED)

- BERREMR | FEX. BEEORXIEMZREE F

- IBESCTAREFRR © BIEX. BREBEONEMRE. RIMTE 2

WECHA ICABIRE 7
EmpiEERRAE. CT. MRIZFOEHRRE

B CTCAEICHBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BER - BxROLR, BERFRED | aEDERE,; Bit; NE | £HGZ28H T B2UE
s JaE (Fl: REPRE | ZETD
DXF) ZEITD

BESRLBAERE v6.0 HAFER JCOG Mk W5IA. &
JCOGM—LR— http://www.jcog.jp

;



32

BERBPFESINURD

11. BREEES (REEMEMER. RERFERF)

BiEEE (RESHBUHEX. RIEBRE) F. FFRSHICBVTREIRBDSNTVD L. RUFEID
TERARFZiEd. BEERRFEJ ATITRELE LTz,

a=ER
EISES HEg R Lr e S
rade 3L
AHIBE 0 8
_;igﬁzﬁgglg_;gg%gég;ﬁ 3025188 (N=255) 3 (1.2%) 0 (0%)
17 UTeUIBRABEN (3 #7814 ESCC bt ICC 2% . .
(N=540) 0 (0%) 0 (0%)
AH| L PROARE % o
?ﬁﬁi’iaﬁ?m\%ﬁﬁﬁﬁm N N Ne3o) 20 (6.2%) 5 (1.5%)
SRS E o FS ek HE SRR o X
NZ391) 24 (7.5%) 3 (0.9%)
A U PR
47 (9.4% 11 (2.2%
TEDHER2 [ EJ o FSERHERE R 0 o
NZao) 23 (4.7%) 8 (1.6%)
I+ H"j 0, [o)
BRREICNT HILEMAED LR 47 (35.3%) 4 (3.0%)
B0, BREXSEREEEET S 30955 s
NPC 2 e LSRR 34 (26.2%) 0 (0%)
(N=130)
n (%)

@ TDMDERKRHERICHV T, AFI & DRRBHANEE CERVEERRAEREEMER N ORIERIKEERNNE
1HICERd SNFE LT,

W 7R ERPRAEIR

Bfz  FE. 25%TLNA. B BE. 008, B, BSRANR REHR
RABEBEMEX @ BER. XA B, JFE. MK

RIMEBR | [REFA. FE. £2BER. k. Bk, MK

WERERR '
ERFRRERTR | [RPBIMX. REH

WECHAIC W B ISIRE 100
BieeRE (JU7F Y. BUNDAIE. RiZE) &
BHBEAE. BRUEBA2EOHER : [BECT. [EEBERIRA &

K. MEEF

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4

RREEEES

mep o L7 F Z {EDE
RIEH ERZBAMND
N—=R5A4 D158
*

mep o L7 F Z EL'E
RIEH FRRED1.5~3
BERIEIEN=RSAVD
1.5~3&

mep o L7 F Z {ELE
RIEE FBRIBD 3~615
FHER—ZSAVD3
=Y

Mo U7 F Z o ED e
RIEE FIRED 6 ZZH8
AD

BABRESFS () | AREEEN M NS4 $B3R, TRER (2023)




12, Boié. BEARN. HEEN

WK (E. AEFRSHICBVTHEIENEROSNTVD & RURKDIEREFE Zifd . EERFEY ATICHEL
F Ul

Fle. BREBRNOBHNDOERSHRTEDEAICEVTARE DRREHENEE CERVBEER. BRSO 5N
TWBTENBBERFRHESNICURT ELE U,

AEIDZFEBERICKY THIRMEMHEL. BEICHIT2REESHHIEL CTESERNARINE T,

BEER
ESIES RS B5% Bz
2T Grade 3B £
AFBE
1 (0.4% 0 (0%
?i- fa 7N \ﬁb f\ ! o ICCE¥
(N=540) 0 (0%) 0 (0%)
AF+ L P ROARE
0 (0% 0 (0%
id - ISR HERRAE 9 9
NZ3a 1) 0 (0%) 0 (0%)
AF+HEFROAEE
1 (0.2% 1 (0.2%
YIBRTAETS SATET - BRSSER 305545 (N=498) 02%) 02%)
EDHER2 P24 GC GEJC = TSR+ LR 0 (0% 0 (0%)
(N=494) ? °
|+ H‘» j [0 [o)
BRREICHT 3L RAED LR 0 (0%) 0 (0%)
B, BRY G EREEEET S 30955 SRR
NPC (LR e RS 0 (0%) 0 (0%)

n (%)
O ZDMDIEREAERICH VT, AFIEDHRBERNAETE CERVEERMXO 1 HICERhS5NE Ul
QEERFTTEDERSHRRBRICBVT. AEEDOHERBHRNABE CERVEERR. SEEXICEET HEELRERN 34
wEINF U

WEGEEFRER « REFRR 622

(HRishe)

FERAEIN @ B, FEFR. BEET. iR, HTRHE. R TOUNA IR F
BRESMRIREFTR : BHEPRABREZDLE UOOEROERES (T2RHER) F
RIRERTR | ERIREAIOMREEN. SHER F

(ERMERER)

ERPRAEIN © FEF. BBfE. B B &

BRIRE | BERPICHEMRESNGL F

(FRER)

BRERAEIN : 2 - BRMEOmAIESHET WFE) . KRB, B, REES
BHWMRIREFR : T2 @BEEER CRIES

£



BERBPFESINURD

WESHRICAEIRIRE 16233V

(A

FEEBMRIBRE., BRSE &

TS IEBEIRANA & DR © BE&K D adenosine deaminase (ADA)

(REMBEIRER)

WaRE F

RET T v IRA Y SASELNORAIMEREMBERX CDFH| | FAEX CORE. ERRUERRE
(FRER)

BEMRIRE. BEARE

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

BEARA - - NEE/MBRE/MOA | E0Z8BNT; RIULE
IVAZEDBERARS(CK | ZET D

DoEZEET D, REN
BEEET D BTG

BIXES
BEER ERDRV); BEOHIR | PEEORANFCIIRE | SEORAKCIREM | £azidNd; B2LE
Ddr (Bl: Babinskifdfx, | #LfF; SOOYLANDE | K SORVDOEELEE | ZEI S
Lhermitte #1) BEEEFDHIR ENFODHIRR

BEERLBAFERE v6.0 BAFER JCOG ML USIA. &

JCOGh—L_— http://www.jcog.jp




13. #EEE (F352 « NU—EEREEH)

HRES (Fo5V - NU—ERES) 3. FERSHICBVTRENRDSNTVD L. RUKEIDIERERZ
. BEPHEYRATICRELF UL,
AEIDEBERICK Y THIRNEEEL. BEICNT 2REESHRIEL CESERIFRINE T,

BEER
EIRVER HERG ’B58 . Grade 3LLE
T rade 31
EIBE 9 9
_m;ﬁ:gﬁgﬂl;_;ﬁi%géé(:ﬁ 30258 (N=255) 58 (22.7%) 21 (8.2%)
17 UTeIBRABEX (3 #7814 ESCC e ICCE¢ . .
(N=540) 78 (32.5%) 0 (0%)
KB+ RER % %
??’E%E@gjﬁb\%ﬁﬁﬁﬁm; - (N=324) 187 (57.7%) 40 (12.3%)
REMEE o TSR+ EAE 9 9
(N=321) 169 (52.6%) 28 (8.7%)
KB+ RER
265 (53.2% 24 (4.8%
D HER2 2 EJ o TSR HERE AR 9 9
(N=494) 279 (56.5%) 26 (5.3%)
I + 'u-‘"‘ ‘5 O, O,
BRRECNT 3 LEHARED LR 46 (34.6%) 1 (08%)
B, BRI ERTEEET 3 309552 e
NPC (LR SRR 41 (31.5%) 1 (0.8%)

n (%)
@ ZDMDEGREER(CHB VT, AEIEDHRRBERHNEE CERVEERTSY - INU—EREEEN 2 BI(CERO 5N EF
UTcs

WEBERER 7225

#5 « NU—ERE

AR | FROLONE (eEn . BHET Gobnin) . [RRE. [WIREHE. BEmeRms, mus
= REHOET - HE S

CRIHERE)

RN | T4 - MTFROLON., B HHET. BB SEE%. S0XH. SReg0nt S

WEHICHERIRE
BEEBMRI. BEEMRI. BERIRE F

B CTCAEICBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
FSV - NU—ER | BEDERX HEEE; 50OV MND | BEDIER; OOWUD | £oZz8Hh 7 B2UE
B HE4TEHEDHIRE BHEEEEEDHIE ZET D, [RENEEZ

9D

BESERLBAFERZE v6.0 BAFER JCOG ML USIA. &
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14. ERXLBMEES

BREREEER IC BV TAH E DRREFRHDIBEE CERVEERMRESHRDONTVND T ENSEERFESN
URXTEULF U,

H=ER
MmiRE=E
- o ttdy 3 sty FEEME
B R s SFCRERRANE
Grade 3 Grade 3 Grade 3 Grade 3

- S - e T

—RBBEDR (E A8 107 25 0 0 11 1 0 0
—ihmloie | 302 | (N=255) | (42.0%) | (9.8%) | (0%) (0%) | (4.3%) | (0.4%) | (0%) (0%)

TURYIBRARE | S8R | iccay 176 0 0 0 125 83 12 0
N 3ERMHEESCC (N=240) | (73.3%)| (0%) (0%) 0%) | (52.1%) | (34.6%) | (5.0%) | (0%)

A+
(b 270 160 0 0 203 126 6

5
LEBMAEDG | 50 | (Nodoa) | B33%) | 49.4%) [ (0%) | (0% | (627%) | (38.9%) | (1.9%) | (1.5%)

WEMETXIE | ¢ ———
EIBIHESCC S8 izg“;g; 253 | 164 0 0 201 142 7 7
CEans | (78.8%) | (51.1%) | (0%) | (0%) | (62.6%) | (44.2%) | (22%) | (2.2%)
AH+
o Al 236 93 1 1 0 0 1 1
YIRS TR BB 73 B Al IEFEURBE | (47 4%) | (18.7%) | (0.2%) | 02%) | ©%) | (0% | (02% | (0.2%)

7 mRxlaE | 305 | (N=498)
PUOLERRIE | R | ToeRe | 901 | o 0 0 0 0 4 A
fEERUEts | @s.8%) | (19.2%) | 0% | (0% | (0% | (0% | (0.8%) | (0.8%)

7+
BREZCHT femre | oS0 | s | 9 9, o 20 | a2
SEEMATD | 10, | ity | @29 | 4850 | 09 | @9 | 09 | ©% | 05w | 159
MEEEETS | R T2EML 113 | 7 0 0 0 0 2 2
NPC CHRER | (g6.9%) | 57.7%) | 0% | ©% | ©%) | ©% | (15%) | 15%)

n (%)
@ ZDMDERRARICENT. FEIEDERERNAEE CETRVEEREFERIRAEN 1 6. BEBRFEEFPIRN
DEN 2BICERD 5N ZFE LT,
@ BNEERTROESERICEVT. 7FEDARBEENSE CERVEERRDBERIMRESINE Uz, RE
HEIVIVRRAME 4 61, BCeRMESMEEN 16, SFEFERIRAE 18 4l FEEMEIFPBRAME 1961(CRH S5 NE L
o




[ ESya

BRPRAEAR

(GefR M) R AN SR B R)

I

M (RRREIINIEEED) . AL, SHm. M. MK, SEEAED
(BMm4Em)
g : 2UNn. @ BRI BAefR. 1554
BE | HECRIKEEOEE. KEZOERK. NEJOEVR
BE @ IRER P E T OREPER. BOEER
(EFRNIRE)
FH, BR. e
(R F PERRIAME)
FH, BE
WEHRIC A EIRE
MAR—MARE. REMEEFENRE., BHRE F
B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
M2 EEMm/RIE | — - BRARERZEH OIREER | 4o 7&%73\‘9”(% CNSH
NSRBI B (B BN, ;AW | 1, Mmiz/ZEe, BA2)
yam BRETHROONDBMD | BMmAH Y, hhD=2g/ | WMFCIIRBNEEEZ | £mEEN T, R2ULE
& Bl BEAIOTUY | ALONEJOEVET E92 (Bl: BIBRERT %E‘g*é
s.8; DAT; Coomb's; T O+ R)
BRmEk; N\FhoOEY
)
amm ANEJOEVLLN-10.0 | AEZOEY<10.0~80 | ANEZOEY<80g/dL: | £HZEBH T BRUE
g/dL; <LLN-6.2 mmol/ | g/dL; <6.2~4.9mmol/ | <4.9 mmol/L; <80 g/ %E‘g”é
L; <LLN-100 g/L L; <100~80g/L L #m=Ed 3
FEENEIFOPIREL | — - ANC<1,000/mm>* T, | &£&iZz8h 7 ; R2UNE
IME nD, 1BITcH383Cx= 7&%3’5
BAD, I 1E—EZ
BA TR 238CLLE
DFEER

BESERLEAETRE v6.0 BAER JCOG ML W3SIRA. %

JCOGHR—
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15. gBiRINIEZZILAE
BERREICH LV CARI E DERBEFHN B ECERVESIRIMEERENRH SNTND T EN SEBREEINE
UR7ELFELR,
EEE Y
ERES, HBE w5
27T Grade 3k
B
7 (2.7% 2.0%
1TUTEUIRRABEX (S ERTBIE E b ICCE¢ . .
A H PR AR
22 (6.8% 6 (1.9%
2BEAEOLLRTET 20655 (N=324) (6.8%) (1.9%)
SHEAEE 5 FSuRHEE AR , ;
NZ391) 11 (3.4%) 4 (1.2%)
A H PR
2 (0.4% 0 (0%
ISR BT - R I4E S053% (N=498) (0.4%) (0%)
BIHEDHER2 M GC/GEJC Z:Ij:-fgﬂz)_”t?_;ﬁlﬁﬁ 8 (1.6%) 2 (0.4%)
I+ . R
BRREICNT 3 LLRAED N 1 (0.8%) 0 (0%)
B0, BRI EREE AT 5 30955 e
NPC (LR SRR 0 (0%) 0 (0%)
n (%)

WEBIERER - IREFR
@FiERE (PTE))

BARIEIR | IFORENEE. KOs, SBIFOR. 280k &5

REELEEERRE | AEMERDLERSG(CEEZRIR. DRBOEBHNRINcRFTEEEHEESH

FEEEINS (McConnell#fE) &

(ZRERERARMAZEE (DVT))

ERPRAEIN [ JZHE. Bk BFrERE. K& - O - 15 - BONMORE (BE~FRBR). MNRDZE F

WECHIC N BISIRE >
(FhmiEEEaE (PTE))

EE X iR EE. DEX. BIRMARDH. BERELHBSRRE. CTHRE. MR | #E. DIAIY—RBE FH
CRERRREARIMASEE (DVT))
TEBERGE., s CTHRE. DIAIY—RBRE F
B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
ML EARIE AREEZE IRV | FEXNDD; AEIERE | aEOERD DS, B2 | BRIENFLRTEE(E
() RATMEIARAE) ZEITD DODABNEEZEYT 2 | BREFZNICATE CED
(B: FEIRIEFXCIED | BT

fEmmiz)

[AY-NA

MERE. Z0ft | RNV, FBFEE
DA ; BRARPTRE(E
RERRDH; BEZEE

ChEHIE; B/)\BR/BATHY/

FRBNEEZETD; | THAIN, KEB(ICESR

FhtBLDSDEILS | ZBNTHDTIERL;

DEELEENFEDHIR ABR & 1z & A BRI DIE
RZEIS, 5OOYUD
HELESEEDOHIR

BEXCIFEZMICEX

Sz BENT; R2NE
ZEID
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16. 51
FEPRAER (CPO WV TARIE DRREBRNDEE CERVED RO SN TVND T ENSEEBRRESNIEURTEUE
UTc,

@302 R CIIEICEET 2AETBROAEKIIRDOSNFBATLUT

@306 BT, ARIBHCBVWCIHTICE o fehifdzn' 1 BlICERO SNIcHDD. FEIE DARBRIIEESINE
Uizo

@ 305G ER CIHEICEET 2ATBROAERIIRD SNEBAT U,

@ 309 HBR CIIEXICEET 2HAEBROHERIIRHOSNFBATLUI

@ T DMDERKRHERICH VT, FEIEDARBRNEE CTRVAHERN 1 HIICRHONE Uiz,

WERGERFRER - REFRR Y%

BRPRAEIX

- 2R [ ZER BT 258 BEFR fERL. BRNRRE
- IFORESIEIR @ DI, UERe. MR, IXIN. Ko, [FIREE

ERPRIRERT R

- iERERE (ERRE. BERE. BBERARE) Hit

- BEFIRE (VYT xO0VyERER. YNILIUVRR) Bt

BERERRE (gt :

- BB XipiRE | AR (C( _EREFZ i & T 222 ER & T DREIDEMMRE 2385 2
- BERCT @ sAU(CIFHZEITRE. ElRITD'BVEEICERER ZRD D
FRIERRISPT R @ F2BRIRIE 2 4 D RA LRI PN iE

BEHRICHERIRE
EBX R, BRRIRE. [IRIRE &
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17. BE SRR

PR ER N OB DRERTTRDEARICB VN TARIE ORRBANEE CEBRVSE SBRKNRH SN TSI &
b‘b%gf&ﬁ;ﬁi NicURT7ELFE UL

BB
BHES RS 158
2T Grade 33 E
B ; 5
FUR el e iCCBt ] 9
o 0 (0%) 0 (0%)
AEI T P RAE o %
TBIEE o TSR HEERAR ) .
(e 0 (0%) 0 (0%)
A L RAE
1 (0.2% 0 (0%
D HER2 2 EJ o ISR HERREE 9 9
e 0 (0%) 0 (0%)
I+ 'u-‘"' \5 O, O,
BRREICNT 3 LLRAED N 0 (0%) 0 (0%)
BL\ BRNGEREEEETS | 309HEK e
NPC AN 0 (0%) 0 (0%)

n (%)

QLSHRFTR DI SRBRICHNT, AR EORARBHENEE CERVEERRE SRR 1 FIRSESNE Ui,

WA - REFTR )
BPRER | B, REUE. U WAET. B 03
BEFS | ERSLRE. REND. SRTE. NSEEN. SeELBORS - WE. GOEEE S

WEHRIC W E ISR oY
BEAREEY. WREESSET CCTSthERS : OCT) F

B CTCAEICHBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BESER DN (trace) KIE | 1+~2+DOXREMRDEE | 3+ EORXREMREE | ERROBSBIEERESD
MR EZ SRR E | ZRESHIERNE S ER ZEHESHIERNE DB | 0.1BF
SEER PEEDRIBECIEERN
ESEER
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18. MEX

AHZSCHPD-1. HPD-L1 RO CTLA-4 AAREOEARAN COMEXEEES (CFET 2B ERELIRSDE
BMEBFRACEERRESNCURTELE LU,

BEER
BHES RS 158
2T Grade 3B E
B ] 0
1T U= UIRRABEN (SERFEMEE - ICCE 9 9
o 0 (0%) 0 (0%)
AEI T P RAE . .
?ﬁgiﬁaﬁg)ﬁb\%ﬁﬁﬁ?fﬂli s06 5158 (N=324) 6 (1.9%) 0 (0%)
TEAEE ot TSR HCERAR ] ]
e 1 (0.3%) 0 (0%)
AFI+LRRAR
1 (0.2% 0 (0%
D HER2 B2t EJ o ISR HERREE 9 9
e 4 (0.8%) 0 (0%)
I+ H" \5 O, O,
BRREICNT 3L RAED N 0 (0%) 0 (0%)
Bl BRENGEREEEETS | 300HE e
NPC AN 0 (0%) 0 (0%)

n (%)

WEGERFRER - REFRR 440

(KREUMER)

BRPRAEIX

- BREIRK (TAK) | RERBHOEZACESERREDOEFIER. MEMICKDIRHFES - FHES. LEOIRIE
WSS - HARVCIEDEAZ. BMEWSME. POEER. MSITE &

- EffifgiEEiRk (GCA)  BBEANDEIR (FITXAIEEEIR) DREICLDEB/PHRET. UIOVFHLHEBHBIE
(PMR) O&H (MREDFEHCIOIFN) . BIET - K7 &

RIEAMARETR - MEAROSEZME (U /N\IRE) 2E. PERE~RNESIANOEMIORE (AZFEEER

K) . PIRDLERRFRAES C P IEHRHEDBIR

FREHHE (MERZDETICRDED)  BREMRAD 15~30% (HDWVIEFZNLIE) TREIIRE P ABIIRFFET

HADEREZGH. EMIRIEBIRA TORENTE - BIRERDOU X TD'H 5,

(PEIMER)

BRPRAEIN

- FEEIME S FEERK (PAN) @ BRERD. EREFOEHIER. ROEMICHSHIREN. K THEE. KEE5. B
B, RS (ZEBRMERX). BLELM F

RIBEBARETR | E(CP~/EUDERICHTD T « TU /A FEIFRZf SEIBMEMER. DMK MHEME R

CIEMER)

BRPRAEIA

- ANCABREMER (AAV) : [EEMERNZHEINENX; MPA] M (FRAENM) RIREBRICKD20RE TS
REMEBRX, FEMHIERICKDHHEM F
[ZRMEKXMEANZFIEE; GPA] R - B - & - 8I8REF0 LERE (RIBERATFEMNRE) . RIEEATFEER
RE. IRIEEARIKIE B R
[GFBRIRIE L HIMERMNTELE ; EGPA] [EXMRDGH - BifE. REIMFEIROZSHREND. BRES (%
FEEMPRERN. M 90% LI E TEB)

.
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BEGHESNRURTD

- REEGHME/EMER : IgAMER] MVIMRHEAZHHDRVVIER (Bimbl) . B9Enk. EEER (BRE. T
M. RIREBXK (ATVFDLABHEANDIgATE)
(DUZ7070 VMEEMEX] DEROIER., KEER. BFRNE. MIRKH, SREMRER CRIERE
). REESHIEERX

WESHRIC KT IRIRE 4850

(REUMER)

m&EE (CRP. 7/t [ESR] %), WIBMEMFIRE (AIEESEMRERSE). CT (CT angiography). MRl (MR
angiography). 88K (TJ—). FDG-PET/CT EDEZIGE

(dpEY - NEUMER)

MAREE (BEANCA. fifF, Bk, 8. [M¥ES). RikaE (K - E8K) . RIEEEFZIRE (K25 -
% - A - BERSE) . IEEGRE (CT/ MR/ HT—7TI)VMESTE)

B CTCAEICHBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
MER ERNRL, BEEZES | PFEOERR; AREE | BEDIER; RBBEE | £ax8N'T; KEFE
2N BxEJTD xBTS B BIBKE | FREOR; BR2U4E
2704 R) ZEITD
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19. MIREREY >/ VHEREERE

AHZSCHPD-1. HIPD-L1 RO CTLA-AAARECEAN COMKER M >/ E#IKEREESIICEE T 2
BIEREAIRS DERZRFA CERFRESNICUR T ELFE LT

=R
HEIER Hera |58 . Crade 3BLE
T rade 31
AR 5 9
1T Ut EES 3 BRI E - ICCE o 9
(No40) 0 (0%) 0 (0%)
AE HE PR AR 5 9
?ﬁﬁ%a@g)ﬁb\%ﬁﬁﬁﬁym 306 5, (N=324) S S
S E o 7S uRHERRAR o o
A N 0 (0%) 0 (0%)
AF HE PR AR
1 (0.2% 0 (0%
%D HER2 B EJ o DA (f== % 9 9
Nedo) 0 (0%) 0 (0%)
! + -‘-“n’ \5 O, O,
BRAZICHT BILERAED ’ﬁiééﬁ =5 0 (0%) 0 (0%)
120, BREXEREEEE T 5 30055 —
NPC AN 0 (0%) 0 (0%)

n (%)

WEGERFRER - REFRR 5>

ERERAEIN - FEF. [BIE - A, BIMER. FHESCLIJEVPT I SHEESPEE

REMR ONMEESD GREMTEFRIR. AEZ7OE Y. MIMRD S B 2R EAMET). BBE - RERE (Z
BENITUESA REMB. T4 77U /T VEB). REX—H—180 (WE7zUFVOERHEE EF~%5
ng/mL). RPB2=070707VUVEB). THE - <2077 —IFHE @E%IL-22854% [sIL-2R] SiE.
TLETUVUEE). REEERT (NKHIDSHEORTEERIE). HER (B8EvU V/VEICH T2 MmkE
BR)

W2 HR C W ERAR R 5359
MR - FERE. £tF - FARIDBRE. FRISA. S8R (BBER) . RE - Srdima, BgId1—-CT

B CTCAEICHBIFS Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4

“REMRERMY | ERNRV. FEBE | PFEOER; BFEZE | BEF/CEEZNICEXR | £aZz8h T R2ULE
U 2 ) VHERERE DIER; BARNB KO/ | 95 (Bl: REHIHE) THDIW, lEB(CEm | ZETD

FIEIFRAE(C KB FHIZ ZBNTHDTIFRLY;
F95; BREESRL ABE T (E A BRI ODIE
RZzEID
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S 5) EEGEENURT

1. EEDBER

RAREHRRICH VT FEIEDERBERNIEE CERVEEBRBRIFBHOSNTLIRL I EN S, BIFRICBVTA
BIICK2BROFEIRU AT [COVTCHHEICHERMIT 2 LEREETT, UL LIRNAS, BIERDPD-1ZENET
DERNCBVWCEBRISEADURT EIF>TVERT,

WEGERFRER - REFRR >

ERPRAEIN - D [RIL. DESRE. BAR. DESAR. BIREHESE

WA

- BEERCT | A BERREZRD DI ENHD

- NRERAIRE - OFAMDRIBE. BREDOUSA. ZHIMEOKESZE. UFAMOEEZHYREEREREZ
H53HENHD

RIBHEARE PRI U/ EREEORNEMRIRRER EXNICAFREZ H# SHRBM T ZIBEAF T IBEBE R
DFRZRH D EHHD

W2 [CUNERIIRE
WARiRIRE. BER F

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

BR ERDRV); BRFIRE | RN S5 ; JHILEREE | BRIICEBREDSE | £azgnd: Bans
IZI3REMR DG B& | DXL AREEREZE | OZL; TPNFIZIFAR | HHLEZET D
ZESEV EE3) ZEID
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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,

WERIREN - REFTR

SORIEN | EE. RS SRR, I9R. KA. 25808 2

WARIRERTR | ALP, y-GTP. HEULEEER

BRI

. DIC-CT. PUASIIIIBEIEEs (ERCP) XM IBBEREEs
KRR, BRICE. ERISHAE. SRR, BEEA
 EEERRE. WHCTICT, BERERCLAMOEEE

ANNS

(MRCP) 2 & DRERIFTR. 0E

WECHA IC AR
M&&RE (AST. ALT. Al-P. v-GTP, #8EUILEY), BikE (BEEFII—. BEECT. ERCP. MRCP) %

WE EHEREERICONT

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). NUBEBRPIESER{A. BER. BN ERLERICHRRET D 0 MELEESER(ICHBINE
I, ZHIFERE UTRDZVDIFEE. HEZ SERTIN., ERNBRVFEFEREREERRREEZE >HIT
([CEMTSNDEFNFE L ZLHDEVDNTVETD,
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EERBENVRD

3. BBHEE (SEMFARBERZST) 0&H3BENDER

ERAREHBRICH VT FEIE DERBERNIEE CERVBEEEDHEBRFVDHSN TV NS, TREFRIC
BVTHEC L DBBEEEDEETEROHEIR X T ICDVTHEICHERMTD I EERETT, L U5, BE
HAGRDPD-1Z1BNE T DFEANCHNTREREEDEEERFFHDYUR T EF2TVET,

WESET 2 H 1 RS54 VFEDHR

EIMBRRBIEA A RS A U Tld. ESEBBREDHDEBEICSVT, FIPD-1HHRS5EICGVHDOIREIREUICEE.
GVHD DEFEEN B DIEGINS <. BIEN SHPD-1HARSE TOBMENEMERICH Y. GVHD [EHIPD-141
FERSEHICHRELPI<. AT04 R DORMENTRRTH DI ERENTHESNTVET >,

I BAERED G 2 FBENEHAT DERDOGHHEDEEICDONTC., BIFR CHEYLSNIERAGED ) EFEA. LU, 71
PD-THARSHHIH T DEBEBEOTYRI A N (GVHD ERISOMILGE) (CRIT DNENTRESINTLET >,

I RABED H 5 BEICAAIZER T DRICE. HEZTDITITL. BEBNROSNIBEICF. BiEks PES
SNl DBFIESEHEL. BURLBZT>TEE L,

9.1.3 [aEBERE (SMmIMRBEEZSE) 0HdEE
REIDRSICK Y BB U T EERIGN EBBAWELROIRIRT 28ZNHH 5.




I

4. it - f'RS

IEERT —I D SABIDLZE2 DRI ERVFBIFARNRINTVDN, BBRT —I TEFEBHSNTLIRVNT EN
SEBIBENY A TICERELE U,

FILEBVE 13 BBRERSSUHRTIE. D24 P ILOMHEATERE ICHRMN A OREBABFZNZELFER
bNFEATUI,

BE - BBIREMONEIEIRICE DVVEEHETlE. PD-1/PD-L1 REFREIRICH 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 ZAETIVLCIlE. PD-1/PD-L1REDRE(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 2 E
FHIRT D OTEEIEDH D LIEICIF. AENRSTRURIIESE 40 BREICBVTEHE T 2 BN BEYRETAC DOV TCHIAT 2 &, [9.588]
9.5 1w

FERENIFHIRLU TV D TR DD L IEIC(F, SBREOERMNBRIEZ LO2 SHM SN IBEICOHRET D& FHZRVCEBRESERRERE
L TLRWD, JIRY DX (CHPD-THENIGHPD-L1 FZR 5T B L. REXDMENT 5 EMMESNTVBIEN S, HRPOZMEITH T 24H
DE5F. BRICHUCESEREZNFITUENNDD. Flo. £ MgGRFBENSBEANEITTZIENNENTVD, [9.458]

9.6 &AIF

BEREEOBHERVUEARBEOERMZEZERL., FIORBEXFPLEZERTTD L. AEDE MAPADBITICET 27— 1FRVN. £ b IgGIEFT
PICBITITBIENS. ARIOBITT DIREMN DD,

9.7 INR

INRE R E UTCERREBRIFSEE L TLIRL,

-
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5. RERM

FEIDRSEZITIABRED S B, 2,577 HIICDOVWTRERMEDFHENTONE Ulc, FEYMADHIREF, &
A1 200mg 7%z 3:BAEC 1 THRS U BRIR SHER CIFFHmTIAERY 1,424 BIch 16.3%. ICC EDHHAELER CIEFHImD
BEBI 79260 23.2% C UTco PAIFUAF. BRRMEFHITIARERR 2,577 51D 535 1961 (0.7%). BIRECAERD
1,424 BIDFRED 0.8%. HABED 792HIDFED 1.0% CTRHOHNF LTz,

Fio. MFAVUXRYTRAEORRICHSEBAR LOBBERIRESNTOIRVNEZEZ SNEFIH, AIFRAVUIRT
AR BV TEABIDEBREENE T 9 SEE@NERH 5NE Ui,




s 6) BEBSFISORINE

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 3DiBEE - Grade 1A FICEHET 3% T. AEIEAKFET D=,
- FREAGIEARAEIREE (Stevens-JohnsonfE | - SISXIFTENHEEHNBIBEICIE. SISKIETEN Tld
{RE¥) MI(IPSBUREIBFERMEE (Toxic | BWTEHERSINZETIRSZEBEULBEVNT &
Epidermal Necrolysis : TEN) h'&Hn
355
- Grade 4 DIgE AE7ZPIET B,
+ SISXIFTENHEED SNIZIEE
KK - THI Grade 2X (3 DIBE Grade 1 AFICOET 2 FT. REZAKET D),
Grade 4 XIFBEHFMED Grade 3DHS KEZPIET B,
AR Grade 2X(F3DHEE Grade 1A FICEHET 2F T, AFEARFET D,

Grade 4 XIFEBEFEMD Grade 3DHFE

FEZPIET D,

BIBHETE. TEAR

Grade 20D1BE

MIVEVEREEICKY I MO—ILENBETEH
DREERETT B,

- Grade 3Ll EDEIBKERAEN T TER
RDGE
- ERETEARDBS

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

- Grade 2FICEIEL. RIVEVETREETCIV b
O— /LTSS, DETHNIE. BIBRERILEY
BlERRICIRS ZERTE S,

FELSADGZEIFBIRS LR,

ERR AR RE TTERE Grade 3l EDIEE - Grade 1 ATFICOET 2 T. AEI=KZET D),
+ Grade 2 FICEHE L. FiEFIRERECOY bO—)LT
BERIEE. BIBSKRERIVE VEIERZICIZESEBET
x2.
FEEUSANDBEFHEIRS U0,
ERIR BRI AEIR T Grade 3 tDBES - Grade 1 ATFICEET 3T, AEIEARET D,
- Grade 2FICEIEL. RIVEVETEETCIV b
O—)LOlREiRRE. RETHNIE. BIBRBRILEY
Bl#R% CIR5ZBEiTE5,
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,
ST EHEES MEILUFPFZUBUINNIER—RS A4 | Grade 1 UTFICOET 2FT. AFIZHKET BHEY,
D 1.5EB~3EFUTETIENLIEBES
MBEILUVFPFZUNUINXRIER—RS A | KEIZDIET S,
D3 EBETCEINLICES
DR Grade 2 tDBEE FE|=RIET D,

-




AEERERBOXNE

s EE* nE
RS Grade 2Di58E Grade 1A FICEHES 2F T, ABIZKRET 2%,
Grade 3 EDIBE FEZHIET D,
370 - Grade 3 DEXDIBE Grade 1UFICOHES 2K T, FEIZKET 2%,

cGrade 3l EOMBE7Z =S —EXIEU
N—CENDES

Grade 4 DIEE AR ZHIET B,
Infusion reaction Grade 1 DiEE - RODKSFE. FHEOFIREZIRETT D,
- I EEE % 50% FhET B
Grade 2D1EE - KB ZAET B,

- Grade 1A TFICEEULBSEE. £5EEZ 50% 5
RUTRSZET %, REDRSHHIF. FRHEDOH

B5Z&519 %,
Grade 3Ll EDBS AR ZH1ET B,
S DEITER Grade 3DES Grade 1 AFICOET R ET. AEZARET D),

Grade 4 XIFEFMED Grade 3D5S B ZHIET B,

* . 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]

HAEE (PT: Preferred Term)

A\

VAR Iy

N

i)

n (%)

dde dde 4 dde dde dde 4 dde

2BIEF 313 (96.6) | 217 (67.0) (2.2) | 309 (96.3) | 206 (64.2) (1.9)
B 173 (53.4) | 47 (14.5) 0 155 (48.3) | 41 (12.8) 0
TFCPER B 153 (47.2) | 99 (30.6) 0 152 (47.4) | 105 (32.7) 0
B MEREGRI 143 (44.1) | 35 (10.8) 0 157 (48.9) | 50 (15.6) 0
BRHE 116 (35.8) | 9 (2.8) 0 115 (35.8) | 7 (2.2) 0
=D 112 (346) | 8 (2.5) 0 130 (405) | 5 (1.6) 0
RS = 1 — 0/ F — 73 (225) | 10 (3.1) 0 61 (1900 | 7 2.2 0
T 63 (19.4) | 9 (2.8) 0 59 (184) | 5 (1.6) 0
ViR 60 (185 | 9 (2.8) 0 54 (168) | 3 (0.9) 0
BERE 58 (17.9) 0 0 63 (19.6) 0 0
OPass 58 (17.9) | 13 (4.0) 0 47 (146) | 7 2.2) 0
Bt 57 (176) | 4 (1.2) 0 74 (231) | 7 22 0
PPk 52 (1600 | 23 (7.1) 0 46 (143) | 31 (97) 0
5 48 (14.8) | 13 (4.0) 0 53 (165 | 8 (2.5) 0
FEHD 46 (14.2) 1 (0.3) 0 45 (14.0) 0 0
meho U7 F = 180 43 (13.3) 1 (0.3) 0 28 (8.7) 1(0.3) 0
j:é’)i;:j%jla_ﬁ%m 42 (1300 | 5 (1.5 0 29 (9.0) 2 (0.6) 0
fET 42 (13.0) 0 0 41 (12.8) 1(0.3) 0
;Zé;é;f”"’zjl 41 (127) 5 (1.5) 0 33 (10.3) 5 (1.6) 0
B MU AME 41 (127) | 22 (6.8) 0 33 (103) | 10 (3.1) 0
Ba 41 (127) | 6 (1.9 0 50 (156) | 3 (0.9) 0
AU LIE 40 (12.3) | 18 (5.6) 0 24 (7.5) 9 (2.8) 0
I 37 (114 | 4012 0 39 (12.1) 1(0.3) 0
E7ILT S Vi 36 (11.1) 0 0 25 (7.8) 0 0
RS STAR 34 (10.5) 1(0.3) 0 40 (12.5) 1(0.3) 0
ERIRBREEBEIR ™A 34 (10.5) 0 0 14 (4.4) 0 0
Z5ERE 34 (10.5) 0 0 19 (5.9) 0 0
EIMERRAME 32 (9.9) 8 (2.5) 0 29 (9.0) 10 3.1) 0
R 29 (9.0) 7 2.2) 0 18 (5.6) 0 0
HHPE 28 (8.6) 3 (0.9) 0 19 (5.9) 0 0
MehE U L E R 25 (7.7) 1(0.3) 0 22 (6.9) 3 (0.9) 0
S OLIN 25 (7.7) 1 (0.3) 0 21 (6.5) 2 (0.6) 0
MR 24 (7.4) 4 (12) 0 22 (6.9) 6 (1.9) 0
U > I SEREGRI 23 (7.1) 6 (1.9) 0 24 (7.5) 7 (22) 0
Meh RN 21 (6.5) 0 0 14 (4.4) 0 0
&0 O—LUifE 21 (6.5) 2 (0.6) 0 18 (5.6) 0 0
A 20 (6.2) 4 (12) 0 8 (2.5) 1(0.3) 0
75— P 19 (5.9) 7 2.2) 0 16 (5.0) 3 (0.9) 0
RAEE 17 (5.2) 1 (0.3) 0 23 (7.2) 0 0
) 17 (5.2) 0 0 14 (4.4) 2 (0.6) 0
MOEssE 15 (4.6) 0 0 24 (7.5) 1(0.3) 0
Lpo< Y 14 (4.3) 0 0 19 (5.9) 0 0
MedDRA ver.25.1
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BIfEF

3. EIfEA [305a88] OV

B> LT05HEREER

TELT T HEREABEDRIERIE 483/498 %1 (97.0%) (CERHHSNIc. EBFBR (FHIEXRI0%B LU L) F. Bl
23761 (47.6%). BEUERE 18261 (36.5%) . M/IWREURAN 17561 (35.1%) . SFohEREURAN 16861 (33.7%) .
Bt 16141 (32.3%). EMM 1584 (31.7%) Tdholc,

SERBZENEAF 1156 (23.1%) [CE8H 5N, SAILEICHDSNIZERIF. MAIWREUEA 164 (3.2%). IEIE
66 (1.2%). TFL. FHiEN. BEEEAN F56] (£F1.0%) THolco TELATSDREPIEICESEHES
RIE79% (15.9%) (CERHSN. 3B LICHONIIRSPIEICESTFERBRERIE. LT 64 (1.2%) . FllER
561 (1.0%). E&F 461 (0.8%). fEK. KiK. RREEHERFK &34 (0.6%) THoT.
FTICESCBEERIF 194 (3.8%) (CER$HSN. ZDWERIFIET (BERRER) 84, KIMIE3FI. FHZEIRIE.
FIEARE & 28 ETH o1,

B S R+ {E2EERE

TSR HEZEEREORIERIX 476/4944] (96.4%) ([CERHONIC. FRER (FKIRE30%LUL) &, B
23261 (47.0%). BEUER 18561 (37.4%). MVIVRECEA 18341 (37.0%). EMM 1634 (33.0%). &It 1624
(32.8%) . SFPIRECRILN 16061 (32.4%) ToHolc. BEFBFBUERIE 7261 (14.6%) (CERH SNz, SHILLEIC
HSNCBRIE, MVIMREURA176] (3.4%). BI7% (1.4%). BIE56] (1.0%) THofco FSEMDES
PLECESTEAFTBERIF36H (7.3%) [TRBHOSN. 3B LICHOSNIERSPIEICESCEBRBERIE. £FBR
REERIE3H (0.6%) THofco FTICESCASTERIE 140 (2.8%) (CEBHSN. TDWERIFTERZRET
TRV 24, BIMAE. MEIERENE 16 TH o1,




BERENER (WINH DIRSETHRIRES% LI E) [SAF]

n (%)

EASE (PT: Preferred Term) 4981 4941

ade ade 4 ade E ade ade i ade
28IfEM 483 (97.0) | 268 (53.8) | 11 (2.2) | 476 (96.4) | 246 (49.8) | 4 (0.8)
E) 237 (47.6) | 13 (2.6) 0 (0.00 | 232 (47.0) | 9 (1.8) 0 (0.0)
BARHE 182 (36.5) | 14 (2.8) 0 (0.0) | 185 (37.4) | 16 (3.2) 0 (0.0)
MR 175 (35.1) | 56 (11.2) | 0 (0.0) | 183 (37.0) | 57 (11.5) | 0 (0.0)
TFCPERERI 168 (33.7) | 59 (11.8) | 0 (0.0) | 160 (32.4) | 57 (11.5) | 0 (0.0)
180t 161 (32.3) | 11 (2.2) 0 (0.0) | 162 (32.8) | 12 (2.4) 0 (0.0)
a1 158 (31.7) | 25 (5.0) 0 (0.0) | 163 (33.0) | 37 (7.5 0 (0.0)
j:é’/‘,’\;:jﬁ;’fjla_ﬁ%m 146 (29.3) | 13 (26) 0 (000 | 137 27.7) | 4 (0.8) 0 (0.0)
FIMERERA 119 (23.9) | 15 (3.0) 0 (000 | 134 27.1) | 8 (1.6) 0 (0.0)
i h5YRA7T 1113 2270 | 8 (1.6) 0 (00) | 97 (196) | 4 (0.8) 0 (0.0)
T 111 (22.3) | 12 (2.4) 0 (00) | 126 (255) | 11 (2.2) 0 (0.0)
FREERE = 1 —0/SF — 106 (21.3) | 1 (0.2) 0 (0.0) | 116 (235) | 3 (0.6) 0 (0.0)
Fg . RRAFASRSHERE | 95 (19.1) | 15 (3.0) 0 (0.0) | 93 (188) | 10 (2.0) 0 (0.0)
| 76 (153) | 10 (2.0) 0 (000 | 71 (144 | 7 (1.4 0 (0.0)
5 75 (15.1) | 9 (1.8) 0 (00) | 61 (123) | 6 (1.2 0 (0.0)
IFCERRAME 74 (149) | 33 (6.6) 0 (0.0) | 80 (162) | 34 (6.9 0 (0.0)
RS 69 (13.9) 1 (0.2) 0 (00) | 67 (136) | 0 (0.0) 0 (0.0)
e UL E R 61 (122) | 7 (1.4) 0 (00) | 58 (117) | 3 (06 0 (0.0)
VR 60 (12.0) | 15 (3.0) 0 (0.0) | 56 (11.3) | 14 (2.8) 0 (0.0)
(KB 58 (11.6) | 0 (0.0) 0 (0.0) | 54 (109 | 0 (0.0 0 (0.0)
BRI ARV BEIR T 57 (11.4) 1 (0.2) 0 (0.0) 13 (2.6) 0 (0.0 0 (0.0)
Z SR 45 (9.0) 1(0.2) 0 (0.0) 9 (1.8) 0 (0.0) 0 (0.0)
I MEREAME 44 (8.8) 6 (1.2) 0 (0.0) 44 (8.9) 7 (1.4) 0 (0.0)
S 44 (8.8) 3 (0.6) 0 (0.0) 25 (5.1) 2 (0.4) 0 (0.0)
&b 40 (8.0) 1(0.2) 0 (0.0) 46 (9.3) 1 (0.2) 0 (0.0)
E7 VTS VIE 38 (7.6) 1(0.2) 0 (0.0) 46 (9.3) 2 (0.4) 0 (0.0)
OPask 36 (7.2) 7 (1.4) 0 (0.0) 35 (7.1) 7 (1.4) 0 (0.0)
e 34 (6.8) 2 (0.4) 0 (0.0) 36 (7.3) 0 (0.0) 0 (0.0)
e 34 (6.8) 0 (0.0) 0 (0.0) 9 (1.8) 0 (0.0) 0 (0.0)
(£H U™ LIME 28 (5.6) 6 (1.2) 0 (0.0) 33 (6.7) 9 (1.8) 0 (0.0)
SR F L) 27 (5.4) 1(0.2) 0 (0.0) 27 (5.5) 0 (0.0) 0 (0.0)
U > INEREURIA 26 (5.2) 5 (1.0) 0 (0.0 20 (4.0 5 (1.0) 0 (0.0)
T 16 (3.2) 0 (0.0) 0 (0.0) 25 (5.1) 2 (0.4) 0 (0.0)

MedDRA ver.25.1. Gradel&NCI CTCAE v5.0
BUEEERIMEHORERUICEE R, ZHIZNHTITV-—T1EDHFHIY U
FUEEERTEHND Grade [CEET BFEF. REGradeT1EDHFAI Y hUTc,

-
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BIfEF

4. BIEF [309:K8R] >

W7 ELTS HEPEEAR

TELT T HEREABEDRIERIE 133713361 (100%) (CEBH SN, FHRBR (FRIER10% LU L) (. B
1144 (85.7%) . WFhEREURA 8241 (61.7%). BIMIREURA 8041 (60.2%). BD\764 (57.1%). I/\HREL
WA 726 (54.1%). BEUAREG624] (46.6%). [BIE524I (39.1%). FhEKEAME47 B (35.3%). BIMIKE
WEA6H (34.6%). PSP/ NS VAT o—EEMN37H (27.8%). PRINSFUBT= ) SR
T o—CEN36% (27.1%). Fh. FIRIREEEETE £ 356 (26.3%). F2 334 (24.8%). T L7
FZUEN 316 (23.3%) . ERRK286 (21.1%) . T DFEE264] (19.5%). K> ~UDAMAE 2241 (16.5%) .
FHE 1841 (13.5%). SREEMAE. REMM. U /KRS 176 (12.8%). &H. EAUDAME £16
Bl (12.0%). EZSEE. Lr o<W, BT XY D AME. M/IEAME & 156] (11.3%). FERA 144
(10.5%) TH o1z

BERBRBEERIFA7H) (35.3%) [CRHOHNTc. 2% EICHONEERIE. V/IWREURA 96 (6.8%). B
fE. MJWREIAME 461 (3.0%). B, FoBkEumss. BmikEms &34 (2.3%) THolc.
BERIEICESTBEERF 2246 (16.5%) (CEROHSNTc. 1%L EICHOSNEBRIF. BIMECRAME. OEHRX.
SFORERECRAN. IMMRECEA . I/WRRAMNE. BMEREUES & 26 (1.5%) Th-olc,
TRLCICESIBEERIFOHA (4.5%) ICRHH5NTc. ZOWER(F, BFENFET. L. BHELUANILDET. EER
fE. BRERTNEIRSE. WAL, REkM4AR =146 (0.8%) THol.

B LTS HEEEER

PR HE2EABEDBIERIE 129/1304 (99.2%) (CFRHSNIz. FREBR (FIEX10%L L) (F. B
11761 (90.0%). B924l (70.8%). BMIRELEA 824 (63.1%). M/I\RECEZ 806 (61.5%). tFdBkE
B 776) (59.2%) . RIL67 6] (51.5%). BAUEE63 A (48.5%). BMIKFAME 456 (34.6%). Eih44 4]
(33.8%) . WFPERRAME 3861 (29.2%). 23146 (23.8%). PANSFUVBFP=Z/ SV RA T >5—T18
0. &F MUDLAMME &276 (20.8%). &AU D AME 264 (20.0%). FEZ256 (19.2%). 72527 =
JNSURT TN, MhT U7 FZ I 236 (17.7%) U2/ VEREUEA 226 (16.9%) . K27 0O—
JUIE 1861 (13.8%). ZDFEEE. RREMM. K. M/IVEAME 1761 (13.1%). FHIRIREEEER ™E. SR
BRINAE. XX RO AMME & 166 (12.3%) THol.

BEBFEETERIF 460 (35.4%) ICFBHONTC. 2L LEICHOSNICEBRIE. MV/IMREDEA 146] (10.8%) . #F
ERECRA 661 (4.6%). B, BMIREEA &5 (3.8%). Fik. BMEREAME 2441 (3.1%). M/
E3M (2.3%) TH-oT,

BEPIEICESTEBEFERF 144 (10.8%) ([CEROHNTC. 1B LU EICHDSNIEERIG. IIRECEZ 261 (1.5%)
T ol

FRUICESCASZTERE 26 (1.5%) (CFBHHN. TOWERIFIET. AEIR. S5 MUDAME & 1461 (0.8%)
T ol




A
BEGEER (WINHhDIRSEITHRIER10% L) [SAF]
n (%)
EHASE (PT: Preferred Term) 0%
ade ade Vi ade ¥ ade ade Vi ade

28IfEM 133 (100.0) | 100 (75.2) | 2 (1.5) | 129 (99.2) | 107 (82.3) | 2 (1.5)
& 114 (85.7) | 39 (29.3) | 0 (0.00 | 117 (90.0) | 43 (33.1) | 0 (0.0)
TFCPERMRLA 82 (61.7) | 39 (29.3) | 0 (000 | 77 (59.2) | 49 (37.7) | 0 (0.0)
EIMERETRA 80 (60.2) | 40 (30.1) | 0 (0.00 | 82 (63.1) | 51 (39.2) 0 (0.0)
=0 76 (57.1) | 0 (0.0) 0 (00) | 92 (708) | 2 (1.5 0 (0.0)
R 72 (54.1) | 27 (203) | 0 (0.0) | 80 (61.5) | 33 (25.4) 0 (0.0)
BARHIE 62 (46.6) 1 (0.8) 0 (0.0) | 63 (485) 1 (0.8) 0 (0.0)
1L 52 (39.1) 1 (0.8) 0 (00) | 67 (515 | 2 (1.5 0 (0.0)
SFCERRAME 47 (353) | 30 (226) | 0 (000 | 38 (29.2) | 23 (17.7) 0 (0.0)
B MEREAME 46 (346) | 29 (21.8) | 0 (0.0) | 45 (34.6) | 20 (15.4) 0 (0.0)
gzg‘\;{g%s/ hSY27T | 37 278) | 2 (15 0 (00) | 23 (177 1 (0.8) 0 (0.0)
g?gz@;{é%T:/ hS522Z 36 (27.1) 1 (0.8) 0 (0.0) 27 (20.8) 1 (0.8) 0 (0.0)
fETp 35 (263) | 0 (0.0) 0 (0.0) | 44 (33.8) 0 (0.0) 0 (0.0)
ERRBRHSREE T 35 (26.3) 1 (0.8) 0 (0.0) 16 (12.3) 0 (0.0) 0 (0.0)
R 33 (24.8) 5 (3.8) 0 (0.0) 25 (19.2) 0 (0.0) 0 (0.0)
Mmcho L7 F = 180 31 (23.3) 0 (0.0) 0 (0.0) | 23 (17.7) 0 (0.0) 0 (0.0)
B 28 (21.1) 1 (0.8) 0 (0.0) | 31 (238 2 (1.5) 0 (0.0)
Z SHEE 26 (195) | 0 (0.0) 0 (0.0) 17 (13.1) | 0 (0.0) 0 (0.0)
EF NU™ LIS 22 (16.5) 1 (0.8) 0 (0.0) | 27 (208 1(0.8) 0 (0.0)
F 18 (135 | 0 (0.0) 0 (0.0) 7 (5.4) 0 (0.0) 0 (0.0)
R REAI 17 (12.8) | 0 (0.0) 0 (0.0) 16 (12.3) 1 (0.8) 0 (0.0
RS STRR 17 (12.8) | 0 (0.0) 0 (0.0) 17 (131) | 0 (0.0) 0 (0.0)
U > ) SEREGRA 17 (12.8) | 13 (9.8) 0 (000 | 22 (169 | 18 (13.8) | 0 (0.0)
5 16 (12.0) 1 (0.8) 0 (0.0) 17 (131) | 0 (0.0) 0 (0.0)
EHUS LME 16 (1200 | 2 (1.5) 0 (0.0) | 26 (2000 | 6 (4.6 0 (0.0)
ISER 15 (11.3) | 0 (0.0) 0 (0.0) 12 (9.2) 0 (0.0) 0 (0.0)
Lpo< W 15 (11.3) | 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
BT RY™S LIME 15 (11.3) 1 (0.8) 0 (0.0) 16 (123) | 3 (2.3) 0 (0.0)
IV RRAME 15 (113) | 6 (4.5) 0 (0.0) 17 (13.1) | 10 (7.7) 0 (0.0)
T 14 (105) | 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)

MedDRA v26.1
EDPTICH U TEHDERNRH SNEBECDONTIE. PTURILT 1 EDHESTEI NI,




# 8) FELISORUSE

1. 125 GAR) auiD#EfE

BHEEERIER
( o) )
)
8/
AIRREK
% %
100mgx 2K FRRDORILEEN
(200mg/1 BIDEHE) 2~5mg/mL &R BE 0.2X(30.22umDHD
OmMWIFEWLEDZER
NAZ I EIRES UBRWTLKEEW NFRYEPZEEDF#EZ
BIRTHESRLTLLEETWV
o TUL\ e RiFh
ROSNESEE

60




2. RBFIE
OUEBERENS @B Y TITEN B> < Y REES R

INA T IVIRS b BB (E 2~5me/mL I > < 3B
ORWBEDEE — —
@7 IR [ O H B LT < 2k L) <HREI <IERLBLSS>
QA RAERE S BIEAF 2~8CTATHRELE L. e
BREETEROT TN N

05T R LIFESE. BECRLTHSREREL. [

FIRD'S 24 BELAICIES2T LT R0

@713 1 BUEFHDEFIDID. /N IO ﬂ

BEZELTLLEEW ]

@15 DT IFE LBV T REE 2~8C

Fi
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
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Q1. REEEREICIRS I S5ES. PD-L1REBBHATIH?

HREUIBRTEEIRET - BREOBEREE(CIRS5T 2156, PD-L1RARXETEHUEEA. ULHLEBHYS. BB
R LEEFEICHIT 2 —ReERE UTAR SOMBEEEH EOHBRSODEMEIE. PD-L1ERER (TAP) [CK
DRBBEANRESNTVDZENS. 306 HBRONBZHA L. AFOBENMERULZL2MZ 0 (CIBR U
T, BNEEDERZT >TSS,

Q2. BEEEICIRS5 I 3155, PD-L1 RERWETITH?

SBRVIBRABEET - BROBBESE(ICIRSI 558, PD-LIREFVETESHIEEA. ULNULRENAS, BEIC
H1F2—eEE UTHA S DTMBRMESE S OHARSDEMEF. PD-L1FERE (TAP) LKW ERDMED
PMRESNTVD T ENS. 305HBROABTZAR L. ARDOBENMEROLZE2 M Z D (CEELC LT BhLEE
DERZTH>TLEEL,




.‘ 10) &%

1. [RRRHERICHBIFBDRER T 21—

—— o BRIATN TATMI~D  yronanm  mseTE
M58 0,1 pays  Day21 (2169 B
NAIIWT AV /BRROEE X X X X X X
PETES X SR L BB X
ECOG £5iA%E X X X X
RS X X X X
BE/NSA—5— X X X X
MR RS MR SRS X X X X X X
RiRE X BRI U BB S
PRI X X X
i X R0 48R3 6 BE(C. LR 9:BE(CFHE X
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2. FELTSOBERTI 21—

OIS BAA BB ET - BREOBES

FELTSH IRATPSFY iLAO0935v)b Dav 15T
1E200mg } 60~80mg/m2 750~800mg/m? HHH ayﬁ@ N
Day 1 Day 1 Day 1~5 _‘

O AEZRER (IR U IR YVIRRAREIMET - BEORIBSRE

TELT S
1@200mg
Day 1

Day 21&T
IRZE

TELTS

1[@200mg
Day 1

Day 21&T
IRZE > >

BRAREERTlE T E LT SR bDIURMESRIDRICIRS T 5 EMESNTVE L

OUVIBRNEEREPMEST - BENIIERMO HER2 IRMBIREN (R BB EGTRIRE

FFEHUTSF 2 ARYIEY*3
130mg/m? 1,000mg/m2, 1H2[al
—_ » = %1 = ~
FTELTS Day 1(&&R6Y17IL) Day 1~14 Day 21T
1[@200mg phE
Day 1 VRATSF U2 20232
80mg/m?2 800mg/m? Day 1~5
Day 1(&R6Y (7)) (RRO6YAT)V)
OBREN|S=MEmEZE 9 5 LINERE
FELT S TLYIEY YRATSFY
1[E200mg 1000mg/m? 80mg/m? H|:||:| Dayﬁzliit >
Day 1 Day 1. 8 Day 1 _‘

* 1! BREBR TR T ELAT S RMtDOPTBRMIESRIDRIICIR 592 ERESNTLE LT
* 2 FFHUTSFUEARYVIEYERSSINCEEDH . ARV I DHEFEATTREEE UE U
* 31 ARYIEVIIEY A TILDDay 18~Day 145X (¢Day 15 ~Day 158(C 1 H2@EEZROKS ELFE L,




EHEHDHBIC DOV TRIEHOEF AN E CHEER IS0,

(ARYIEVDREERVUEAE] 6.AENRUHAE (—25ikR) BREICEIOSHANCOHATCOEEDRAT . O | AREEICHHETRODERSEZHRER L
YBR%302LNICTH20. 148BEEROKS L. T0&7BERKET S, INZ1 I-RELVLTRESZRYIRT, BH. EEOREICKIVEERET
d. HEERE  1ORSE [1.36m?KiE 1 1,200mg. 1.36m?*LLE1.66m?KiE 1 1,500mg. 1.66m?U Lt 1.96m?>KifE : 1,800mg. 1.96m?LI L :2,100mg]
(FFDUTSFUORERVAE] 6. ERUAE (—BKEN) BRICEAEIBEZERT . B8, BEOREICIVEERET 5. AL ORR
MEBRCOHAICHBVT, B8, RACEFFTUTFSFrELT8Mg/m? (FRER) 2181 0ERNIC2HE[TRERS L. 2<sb 13H/BIK
BT D, INE1TATIVELTRSZRVIRT . BE | tOMBIHESHI EOHBICBNT, BE. BAILIRAFTUTFSFELTI30mg/m? (KERE
&) =181 08ERNIC2IHETRERS L. A<D 20B-0RET S, CNZ 1Y IILELTERSZERYIRT.

(L7095 IVORERVHE] 6.FERUAE (—Ek% 6.3 RREE. BEERUEEIIRTEENET - BROBECHT 2thORBHESH D
HAEEDEE hONBREESEEOHABACSNT, BE. RAICEIILAO0DS2)LELTT1HT,000mg/m? (FXEME) FTZ. 4~5HEEHT
FimEd 2. R5ZHRIFEICEDE< 0 IBEULDOBERZHITTRST 2. FRPRRSODHZSICEHARSEICELD. BEH. Fin. TEDRK
BRECKVEERET %,

(YRTFSFUORERVAE] 6.AERUARE (—5ikt) BBRECIE. BEZRENALE - BBE L. BBOWREBICKY AEZEREIRT 5. AL YRTFS
FrEULT15~20mg/m? (FRER) 21810, SHEERRS L. AB<ED2BRARET S, INZE17-)LEL. BEERIIRT, BE: YRTFS
F&EULT50~70mg/m? (FXRERE) 21810850, 2R<EBH3IBBRET S, INZ1T-)LEL. REZRIIRT . BEICE. BEZERT S,
BE 1 YXAFSFELT70~90mg/m? (FRER) Z1810&50L. PR<EB3BRRET S, NZE1TJ—-LEL. REZHEVIRT,
BESEERREIC 1. DIEZEARENAL - AL L. BEDREBICKUBEERERT 5. BE YRATSF Y ELT50~70mg/m*(FRER) 21810850,
PR<EDIBEURET 5, INZE1T—-)bEL. BEERVIRT, DA YATSFVELTI10~20mg/m? (FXRER) Z1810. 5HBEEFRSL.
DR ED2BENRET D, INZ1 7L, B5EEVIRT,
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3. 8EEIRICIELT

[306 58] *

306:ERIF. PRAEERBIMET Y FEBESERT RBEED—/AEE LT, KEIEEE L2 HAL
e EEDEHURVRSNE TSR AT PEEAOHBE LR T2, SV AL, FSERWR. —E5”.
EERHERESIHEHER T U,

L7HIR (OS) (CRST 2T EHMIBEDREREE PD-L1 FIBRR (TAP) BIOWMHERBT (RRNBBTESDO)
DIERIFLITO@EY) TURE (2022F 282887 —9H v b TR, EBUEAEGRE12.858),
WAERMDERN BB T2 ERUARY MIDDRBRVERBEET 3 - HBROBIRIC [ IBNNETT
P, BERFLEECHIZ—EEE L TARIERST BRICIE. UTOBRESEICLTIRE N,

(FEFHEIEE] 2477 (0S) [REIMERIER] [ITT &R

OSDHRYE (95% ERXR [Cl]) (&, TELATSHEZEE#T17.208 (15.8,20.1). PSR+t
FEOEEFC10.6178 (9.3,12.1) TUfco TS BRHEREERICNT DT ELT S HEFEEFFD OSD/N\ Y —
RE (95%CI) (£0.66 (0.54,0.80) THY. OSZBERICERL. TELTS HEFBEFHD ISR +HEFE
BRI DEHEMPREESNF Uz (p<0.0001. BRIOT SV IRKRE [FRAl. BRKEa=0.0144 ; #R5EH
FEATHER)

(BIXREHEIER] (U727 —T8] TAPZ10%BE(CHIFZ2EFHE (0S) [ITT&£MH]
TAPZ10%FBEICHIFTZOSOIRE (95%Cl) F. TELATSHEZEEREFT16.618 (15.3,24.4), 75
MHEFEEFT10.018 (8.6, 13.3) TUI. IS ERHEZEEFICNT DT ELT S HEFEERD OS
DN\T— R (95%Cl) (30.62 (0.44, 0.87) THY, OSEERICERLF UL (p=0.0029 [XEMZERE
Ulcpfgl. BRIDT SV IRRE [FAll. BEKEa=0.025).

TAPZ10%EBE(CHI(F S OSDKaplan-Meier g [ITT &£MH]

) ARUNE | OStPIR{E (95%CI)
“;g’ *og FELTSHLEREE (h=116) 69 16.658 (15.3, 24.4)
80 TISURHEERAR =107) | 74 | 10.058(8.6,13.3)
704 67.4 % HR(95%CI):0.62(0.44,0.87 ). 58 EHE B BERICOXLLHINF— REF I
2 5ol ; p=0.0029. $EMEZZLIplE. BRIOT SV ITRE
% 50 415%
g 40 :::::‘
30 : R, o€ 5 6
20 o FELTSHEREEE 257%
101 - FSmHberoas j i
O T T T \ T T T \ T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 398
ST
No. at risk EHAAH
FELTSHESEAR 116 110 98 87 76 70 48 29 18 12 5 3 1 0
FouiHeEEEE 107 97 0 82 57 43 38 32 21 13 9 4 2 0 0

BRIETF : #tulgh (P 7/ Z0f) . WEHSEERE (B4 R0)  (LFEE (BERA+ LA OEVUII VR BERE+NTUIFEI)
BIFEARRIE | TELTSHEREER | 21.608. FSRHEREER  23.528

4. FHRESIFFIR (8RR
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 ]

N ARUNE | OSthsRfE (95%C))
904 FELTSHEPRER 0=15) | 98 15.878 (12.3, 19.6)
80 FPSURHEZEERE (1=168) \ 120 \ 10.418 (9.0, 13.6)
70+ HR(95%C1):0.77(0.59,1.01). 1 5B = 1 B & T BRI Cox LB\ F— REFIL
2 60+
£ 50
=z
= 40
307 H © -G anmacy G . o0
201 & FELTSHLSRAR 2429
10 o FSumHELPEER i
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(8)
B
No. at risk S
FELTSHEZEAR 151 138 119 103 88 75 60 39 23 13 5 2 0 0
FSURHESEEE 168 150 128 94 73 61 46 30 20 11 7 5 1 0

BRIEF : i (P 7 Z0M) . WEIERE (51, 3L)  (EFEFE (BERA+ LA DEUI I VR /BEREI+/NTUIEEI)
BPFHARRIE 1 TELTSHEPEEER | 24.00 8. FSRRHEREAR  23.308

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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[305&K88] 'O

305EERIE. FIRRAEBBIET - BRNIFERIEDHER? RIESEY dBESEamRE (GC/GEIC) B
[C—RBEE LT, ABIEEE2EAS I Ul & SOEWERURDME TS bR SEBE L SEADHAE
BTD. SUSLME. FSURNRE. —E5k. FEAESIERRT U,

PD-L1 EERR (TAP) 25%EMICHT224EHR (05) (2021€ 108887 —9Aw b4 T8E) ROTT
£/(CHF3 OS [CRT B EBHIBE DRBE CTod B BMIERLHI SBIRS NI L2 EERIDBHER(CH1F 5 05
&L TAPSE%ZBEICB(TF 2 OS DEDEMETDSERFLITO®EY TUle (2023F2828H7—9AY 47T
B

(EZFHEIEE] TAPZS5%&ERICH T 22ERHE (0S) [FRMEREIR] [MREIMETER]

TAPZ 5% EMDFRERMIFRICHITD OSDPRIE (95%EFEXE [Cl]) [F. TELATSHEZEEFHCT17.218
(13.9, 21.3). FSERHEFEEE CT12.6 18 (120, 14.4) THolc. TSR HEFEERFICHTZTE
LTS HEZERBEDOSD/N\T— R (95%Cl) 130.74 (0.59,0.94) THY. OSEERICERL. TELT
D HEREEBEO TS R HEFEER O T 2BHENRIESNIZ (p=0.0056. BRIOT SV I&E [FHAl.
BEKZE0=0.0092),

OS M Kaplan-Meier iR [TAP=5%5MH]
) F—9hvhATE 2021410888

100 ~
ARUNE | OSHhIR{E (95%CI)
90 FE LT SHESEEERE (n=274) 130 17.258(13.9, 21.3)
801 FISuRHESREAR =272 | 161 | 12658(120,14.4)
70 HR(95%CI) :0.74(0.59, 0.94). 858 = HEE L I BERICoxHINF—REFIL
50,85 p=0.0056. ERIOTS Y IRE (K EIAEK#E0.0092)
% 60 :
= 50
= 40- ‘
30 ‘
20+ = = A
— FELDSHEEE AR
10 — FTuRHEREAR
0 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(8)
BHHAR
No. at risk
TELTS+
(isgap  274264262252246234227219196185167 144122109 93 77 70 62 52 47 38 35 30 2219 14 1110 9 6 3 1 0
TSR+
[Lgesne  272268261254237226215203189168 156141118 94 80 70 57 49 44 35 26 20 16 1312 9 6 5 2 1 0 0 0

BRIATF : i (R I7/ Z D) . BEEEER (51, 1]2L)
BIFHARRIE | TEATSHEFEER | 11.808. TS RHLEEER 1 11.758




(EZFHHIRE] MTTERICHIF224EFHE (0S) [REETIR] [MREIFARTER]

ITT SERDEIEIFRICHS T D OSDHIYBE (95%C) (&, TELTSHEFZEEFT15.008 (13.6, 16.5).
TSERHEREEBT12.908 (121, 14.1) THolce T RRHEFEEFHICNT BT ELT S HEFHE
EBEDOSDNY— R (95%Cl) (£0.80 (0.70,0.92) THY., OSZBRICERL. TELT S HEFEER
DTSR HEFEER CN T 2EMMENREIS N (p=0.0011. BRIOTSVIRE [FAN. BRKEa=
0.0226).

OS M Kaplan-Meier #i#R [ITT &£MH]

%) F—9hvhATH : 2023428288
1004
OSehgR{E (95%CI)
90 FELTSHESEER (h=501) 370 \ 15.008(13.6, 16.5)
80 FSURHEE AR =490 | 406 | 12958(12.1,14.1)
70 HR(95%Cl):0.80(0.70, 0.92).1& 58 = HZE B L9 5BEH|CoxtbflNF—REFIL
p=0.0011. ERIOTSY TR (K AIBEK#E0.0226)
60 579 %
2
5® <0 55.3%3
7‘?' :
* 401
30 ‘
207 senTsHezma 23.4%; i
| — FserHreman ] 3
10 " : 12.9%3
0 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 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 46 48 50(R)
JEBFHEAR
No. at risk
TELTS+
{L=gosps 501477 445404 355 316 278 254 226 202179 165152130107 77 59 53 43 31 22 13 10 4 1 0
1{;;%;% 496 472 431 398 344 304 264 218 186 155136119109 96 73 52 39 29 25 20 15 6 3 2 0 O

BRIETF : il (R7I 7/ Z20ft) . BEIRERE (54,74 L) . PD-L15E (TAP=5%,/<5%)
BUFHARPRIE | TELT SHEFEER | 32908, S ERHEFEAR : 32.508

[T —T#E] ITTERBICH T B EERLAISRIRST N EZEARID OS  [BALARHTIT]
F—9hv A TH : 2023%F2528H

R LATCRIRE NI ARVME PRE [95%CI] NY— R
IcC KRS Bl %) (nB) [959%Cl]
FTELDTS HEEEER 466 340 (73.0) 15.3 [13.9, 16.9]
CAPOX 0.79 [0.68, 0.91]
TSR +HbB2EAR 465 379 (81.5) 13.0 [12.2, 14.2]
FELD S HE2ELAEE 35 30 (85.7) 9.6 [7.0, 15.1]
FP 0.89 [0.53, 1.51]
TSR+ bR ER 31 27 (87.1) 9.8 [6.8, 16.1]

* IR Cox tEBINY' — REFIL

e
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KTENMIRRNIERENTH Y., ARBEBEICSVTRR - FHESNICEREZEIT A, SZ/B/H|MELT
BAULEY,

(U7 IV—TmRR] ITTERICS T3 PD-L1 RIZRTBID OS [RiRiRTE ] P9y AT : 2023628280
- oS
PD-LT 58" RS% bz %) thodfE [95%CI  /\H—Ri*2
(n8) [95%ClI]
FELDS HEBE LR 69 52 (75.4) 15.4 [8.4, 19.2]
TAP<1% 0.98 [0.64, 1.50]
TSR+ LR LR 43 36 (83.7) 13.8 [10.2, 17.8]
FELTS HEFELE 158 126 (79.7) 13.8 [11.5, 15.6]
1=TAP<5% 0.90 [0.71, 1.14]
TSR HEREARE 181 151 (83.4) 12.9 [10.8, 14.71]
FELD S HERE LR 138 108 (78.3) 13.8 [10.8, 16.2]
5=<TAP<10% 0.91 [0.70, 1.20]
TSR +H{b2EAR 127 101 (79.5) 13.3 [12.0, 15.0]
FELDS H{LEEEEE 136 84 (61.8) 22.5 [16.4, 26.4]
TAP=10% 0.57 [0.43, 0.76]
ISR HEREER 145 118 (81.4) 12.3 [11.3, 14.9]

# 11 PD-L1 ¥IERBECH o e BB FBRA S NI, * 2 1 IEER Cox HeflN S — REFIL

TAP<1% EBE(CHFD OSDKaplan-Meier iR [ITTEH]

) F— 94 T8 : 2023628288
o] OSesR{E (95%Cl)
80- FELTSHERREAR (n=69) 52 | 1547884, 19.2)
70- FSURHEERmAR =43 | 36 | 138580102, 17.8)
% 60 HR(95%Cl) :0.98 (0.64, 1.50) . JEEFICox BN F—REFIL
= 501
& 40-
30
207 - FELTSHEZEAR B>
10 o FStiHLRLE
O T T T T T T T T T 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(A)
B
No. at risk B
FULTSHEZEER 69 65 58 49 46 39 36 35 30 27 20 19 18 17 14 9 6 5 4 3 1 1 1 0
FStHLEmERE 43 43 41 39 32 30 25 21 1815 14 11 11 11 8 6 6 6 5 5 3 1 0 0




A

y 4
1=TAP<5% BEICHIF S OS D Kaplan-Meier Bifg [ITT £MH]
(%) F—ShvbATH: 2023E2828H
Qg
1227 OSHhR{E (95%Cl)
804 TELTSHERE AR (n=158) 126 ‘ 13.85H(11.5, 15.6)
70 FSuRHERRAR (=180 | 151 | 129%8(10.8, 147)
£ 60 HR(95%Cl) :0.90(0.71, 1.14) JE@RICoX BN F— REFIL
S
£ 50
= 40+
30
20 o FELISHEREAR
101 -o FSthHEREER
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 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(A)
B
No. at risk EEEE
FELTSHESEER 158149140127 110 99 86 74 63 55 50 44 37 29 25 18 15 14 12 9 7 3 2 1 0
FSuRHEEEERE 181 168154144122106 91 77 69 57 53 49 45 34 26 177 10 7 6 6 5 2 1 1 0

5=TAP<10% FHEICH TS OSDKaplan-Meier iR [ITT &EH]
® F—9 w4 TH 1 2023425288

o] AU | OSehs{E (95%CI)
ol FELTSHEREAR -39 | 108 | 13.828(108, 16.2)
70+ FSERHEREEER (n=127) ‘ 101 ‘ 13.35H(12.0, 15.0)
% 60 HR(95%Cl) :0.91(0.70, 1.20) . 3E/ERICox il N F— REF)L
s 50+
Z 407
* 30+

207 e FELTSHLSESE
10 -e FSumHLEEER
0

T T T T T T T T 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(A)
1B

No. at risk S

FELTSHEEE LR 138134125116 98 84 73 67 56 47 43 38 38 31 27 19 13 12 10 7 5 3 3 1 0
TISuhHeEE LS 127123111 101 93 82 73 57 43 39 30 26 23 22 17 13 10 7 5 4 3 1 0 0 O

TAPZ10% EBEI(CHIF D OSDKaplan-Meier Bifg [ITT £H]

(%) F—ShvbATH 1 2023F2828H

0 e

50 FELTSHEREAR 0=130 | 84 | 2258(16.4, 26.4)

70 FSURHES AR =145 | 118 | 12.3%8(11.3, 149)
% 60 HR (95%C1) :0.57 (0.43, 0.76) . BRI COXLA/ \F— REFIL
£ 501
= 40 Benos

30

207 = FELTSHERRAR - o

10 = FoumHEE AR

O T T T T T

T T T T 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(A)
IEEE
No. at risk EHAAH

FELTSHEEE LR 136129122112 101 94 83 78 77 73 66 64 59 53 41 31 2522 17 12 9 6 4 2 1 0
TSumHEEE SR 145138125114 97 86 75 63 56 44 39 33 30 29 2216 13 9 9 5 4 2 2 1 0 O
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[3095(88] >

3095 Bk(F. BEXIFRBERE(ICH T DIEZEEREDIZL. &2 WVIFIEERBERRICH T HIREENDILZRETHR
BAFOREIRSN O on BULERBRICERE UL, BEXIZEREEZEY 2 LIREREORE(IC—RaEE U
T, FHIERECFBEECHA U EEOBIUNUREMZE TS URERE 2R EOHALERT D, S5
LMb. FSERNGER. ZEER. BASIERRTU.

TEFHHEE CTHHMIFHAZER (RC) [CKDEIBERAEFHR (PFS) DO R (20216382687 —
SHhy bFTER) CHBRETERR 2023F128887—9Hy b TUER) ORBRIEUTO®EY TUT.

[(FZEHHIEE] HIFHERER (RC) (CKZEIBBLERM™E (PFS) [PREFEAIR] [MREINEMAIER]
IRCICKBDPFSDHIYBE (95%EREXE [Cl]) (F. TELTSHEZEEREHCTI.218 (7.6, 10.1). PSR+
{EZEEBEC7.408 (5.6, 7.5) THoOlco TSURHEFEEFICNTZTELT S HEZEABFDPFSD/\
F—RH (95%Cl) 1$0.52 (0.38, 0.73) T&HY. PFSZERICERL. TELT S HEZBEEFHD SR+
EFEOERFCN T 2EEMNRELS NI (p<0.0001, BRIOT SV IRE [HAll. BRK#Ea=0.014449 ;1%
SEBVREATIER) o

PFS M Kaplan-Meier iR [ITTE&RE] (R

(%) F—9hvhATH:2021FE3H26H

100+ PFSHZ{E (95%Cl)
90 FELTSHEERAR(=13) | 65 | 9.2#A(7.6,10.1)
. FoURHERRER (=132 | 87 | 7.4n8(56,7.5)
HR (95%CI) : 0.52(0.38, 0.73) . ¥ 58 I8 & T HERICOXLBINF—REFIL
70 66.1% p<0.0001. BRIOT S IR (REIRITER. FRAEEKE0.014449)
1
& 60
% — FELTSHERE LR
}__ll"z‘ 50 53.0% — FStEiRHERELE
% 40 f 35.7%
30
20 |
107 12.2%:
0 T T T \ T T T T
0 3 6 9 12 15 18 21 24(8)
IEBRHARS
No. at risk
E;%?é; 131 108 70 42 13 6 1 1 0
FIEm 98 50 14 6 2 1 0 0

ftzmrm 132

BRIRT : 145 (5514/1%) . Btz (54 /180)  EIEIRPRIE : 10.0208




[(FEFHEIREE] MiIFHHEZSES (RC) ICKZEIEEATFHE (PFS) [EHRRETHES]

IRCICKBDPFSDHRIE (95%CI) (&, TELTSHEFEERET.608 (7.6, 11.6). TSERHLFEERT
7478 (5.6, 7.6) THolco FSEINHEREERF T DT ELT S HEZEEBDPFS D\ T — Rt (95%Cl)
(#0.53 (0.39,0.71) TdHhofc,

PFS M Kaplan-Meier ik [ITTER] [EERHE TR

@ P9 HuhATE : 2023612888
1004 ARUNS | PFSHRSRE (95%Cl)
90- FELTSHEERAR (1=131) 95 9.6mA (7.6, 11.6)
o0 FoURHEERER =13 | 106 | 7.4nH(56,7.6)
HR(95%CI) : 0.53(0.39, 0.71) . 58 =HEE LT 2ER|Coxtkfl/ N\ F—REFIL
70
607 e .
£ — FELTSHEEE LR
g 5o — ISR AR
30
201
10-
) . — ,
T T T T T T T T T T T T T T T T T
O 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
IEHRHARS]
No. at risk
{Ttégég 131 108 76 61 38 33 30 24 22 18 18 14 13 11 9 5 3 0
TSR+

(b 132 99 60 28 11 7 7 7 7 6 6 6 6 5 3 3 1 0

ERIRTF : MR (S1H/%) | BFEst (54)/730) | EFEARTPRIE : 27.5008




74

&5

4. HEAFBE LB UTHFEABETRREISHEN > BEER

[3025K8%] &7

BEERFAFHE D REOHBRETRDSNE U [TELTSE96.0% (24,/254). ICCE9I5.7% (22723
2). UTEIE]. MEEDEARATILLRBOOSNTCEEERELAEFI THLILROSNIEERTUR, TEL
TOBTICCEEENTIZULEEN > cERIF. PIRIRHEEEETE (482 (16.0%). 0% (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. TELATSE11E (44.0%). ICCE16% (69.6%) TUI., TELT
TET2RL EICROONEERG. BIENRUERRR (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%)]. Z5FEE 348
(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). BAUEE. FAMIFPEEAME. ROTOAR (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 3HY18) ROMMELE (Grade 5H%148) TUIe, 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 EICEROSNIEERIG. TELATSHTIIES (28). ICCETIE., FoharEuEgs (11




). BImREES G8). B 28) TUI

[306 5 (BR] ®°

MEDITRTCOFREICESERNRO SN [F33,/338 (100%)]. MEFEDHDEAATEILSHFSNICEESE
RIFEHEEFATHRILSHENCBRT UL,
TELATSHEZBEBH TS SURHEFBABF S ERT2R2UELH S EBRIE. BF MU DLME [78
(21.2%). 18 (3.0%)]. B [124% (36.4%). 7% (21.2%)]. &HUDLAIME. MR, RUOMEX [F5%
(15.2%). 18 (3.0%)]. TEAEER NEROIFDIREME 382 (9.1%). 08 (0%)]1. FATBMMEN R
H. FEMEREZ 1 —0/VF—. EE 88 (24.2%). 6 (18.2%)] TUk. TSR H{EZEEBETTEL
TS HEFEABEHENRTIBLULELSH S IcBRIEARAE 482 (12.1%). 1148 (33.3%)]. FPEREUES (15
% (45.5%). 204 (60.6%)]. KM FE [14 (3.0%). 65 (18.2%)]. K 4% (12.1%). 8% (24.2%)]1.
BD [14% (424%). 1748 (51.5%)]. EfE. BiEES. 2R [E28 6.1%). 58 (15.2%)]. 7=
S—CEI 18 3.0%). 4% (12.1%)]. . BEMK. KIE. NKOER [F0% (3.0%). 3% (9.1%)]
TUfz,

Grade 3V EDOBEERIFMBEEE D 258 (75.8%) (CRHOOSNF Ufce TELT S HEZE AR T2 EITER
HONCBRIF, FPIREED 88 (24.2%). 124 (36.4%)]. B (6% (18.2%). 2% (6.1%)]. 1&F
NUDAIE [5% (15.2%). 18 (3.0%)]. 84U D AIME. FPEEAME. MO T 28 6.1%). 08
(0.0%)]. BAUAIR [&B3% (9.1%)]. UN—BEBINRCEAYU D LME [F2% (6.1%). 3% (9.1%)]. B
MERFCREA 2% (6.1%). 4% (12.1%)] TUT.

OLHLTL DBES Y DEEER
BRAEEOEES ) DESEROFFLISE. TELTS HEPWERT3 B (93.9%). PSR+
HBIT32% (97.0%) TUI

O ELTSNIFTSENEDEESD ) DHEEER
BRELORES ) OEEBRORREEF. TELATSHEZEER CT158 (45.5%). TSR HEZEE
FHTI128 (36.4%) TUo TELTSHEREARF C2BULICROOSNIEBRIE. TERERER MERD
B [B38 (9.1%). 08 (0%)]. PRERIEAEE TE. H2. NUORAR [F28 (6.1%). 08 (0%)].
ZTOFEE 2% (6.1%). 148 (3.0%)] TUf,

| J7qm
BRI SHBP N (IR SRICET URREF. TELATS HEREER T138 (39.4%). TS R+{tZF
FEEFC 208 (60.6%) [CRHONF Ufc. FRFERF. HmEET (108, 198). 2O 2% 18). &
B3 (1. 08) THY., FBFXRNESERTHHIRBREFIVEBAT U, BREKRSHEPXI(LENHRRE
th CERERIESHI0BET) ([T LEBRELFS TSN HEZEEHD 182 (25RFRRERL) T,
FEIHFREET T LT,

OEERHEER

BERBESEROHERRFIGIE. TELAT S HEZEER 148 (42.4%). TSR+ EZEE8 108 (30.3%)
[CERDONFE Ufce 2BLULICROSNIBRIF. TELT S HEFEEBFH CRAUAE. € ~UDLAME. &
OF# (F28). TOORHERRER TN (28) TUTk.

BEUEEREDESES ) DEERBBEETERIF. TELAT S HEFEEFCT108 (30.3%). FSuR+H{EFREEE
T5% (15.2%) [CRHSNFUIc. 2B EICEROOSNICBRIGEBFEDHHIFTEBATUIS
TELATSRETSEREDEES D DEEBREEBRIETELT S HEFEEFH TR (21.2%). ISR
HEFBEREHT1E (3.0%) [CROSNFUc, ROSNIEBRIFTELT S HEFEER CIIEIBHER2.
BIBRERBRIVE Y IBE. MEAKEER ME. RERES. X, Bh. 2= HEH EZ (§138).

-
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TSERHEFEERF CIIMmEN (148) TUT.

OIRSHIEICESEBEER

PEARBEDPIEICESTEAEER
BEEBEDPIEICESEESERORERISEITELT I HERBEAB TS (21.2%). TR +H{E2E
EETO6R (18.2%) TUM. 28 EICROONIEBRIF. TELT S HERZEAB CIIFREEREZ1—
ONF— (248). TSR HEZBEAB CIEBHEEES 38) TU

PTFELTSNE TS ERDBRSHIEICESTCAEER
FTELTSXE T RDBRESHIECESIEAEERIG. TELAT S HEFEEETIE (3.0%). R
HEREEEI T 28 (6.1%) [CEROSNFUTce TELAT S HEZEEABI CROONEBRIE. TOEMHE
Y. RHEAARBATH Y. TR HEREABICRD SNIEBRIF. EXENUHOBUEHEY (E18) TURK.
INBIEFINRTGrade 2DFERTHY ., TELTSXNIE TS EREDEER L EHIRTENE LT,

@RS (EPRIICE S THESR

P IEERGEDIR SN (FPHICESTEBEER
BEEEDR SR FPRIICE S cBEERORIRIG I T ELT S HEFEERF C298 (87.9%). 73
TRHEFEERET318 (93.9%) TUM. 2B EICROSNIERIE. TELT S HEZEEF TS,
FOIREURS (108). FABUMEINRE (78). BB RUOBHER (F68). #H% 48). &
. B0, ORX, B (B38). RUBRR. FPIEHAME. MKk, BREES. TEMEETE X
HMHEREZ1—0NF— (E28). TSURHEREEEAFH T FOREsES (118). gmsksEuEss (8
%), BOUAR (68). BHEAERE (52). TABUMENFE (48). EH. OAR. BRE. REEMRX
(&38). RUBL. Bll. MEZFREAUER. HREE. EBEBERK. ik (&28) Tk

P FELTSRIET S RDRSHERN FFRTCE > IcBEER
TELTSNE TS EROBRSERAN EPRICE S ICBEEBRORRINSETELT S HEREAF T224
(66.7%). TSERHEZEERT24% (72.7%) TUIL, 2R EICRDSNICBRIE. TELTS+H1E
FROLF CIIFPIREuES (98). RH (4%8). QMBI ROES (F38). MUK, TEAKREK
. BiRRE (F22). ISR HEREEAF CIE. FOIREES (108). BmIREES 68). &
H. B RUBAR (F38). RUORRBERZ. R, MEx (F248) TUlk.




[3055K88] "'V

THOTRTCOWREICEEESIROSNE U [FELTS HEZEERE50,/50% (100%). PSR+t
SECERES1 /514 (100%)]. BAAEFATIE, SAEREENTRYMRSE = 1—0/F—ROFE - BEH
RAEARDIERENZ < HFE5NFE U,

FELTS HERBEER TSR HEREAREHNT 3B FEH S ERE. BHHE [TEL TS +HEZ
BER 338 (66.0%). FSUMRHESEER 274 (52.9%). LITAEIE. F2 - REAFIETDERERE 224
(44.0%). 192 (37.3%)]. H# [16% (32.0%). 10% (196%)]. KEALZE [14% (28.0%). 8%
(15.7%)1. Lpo<H (118 (22.0%). 4% (7.8%)]. B2 (114 (22.0%). 74 (13.7%)]. O
(114 (22.0%). 5% (9.8%)]. R (102 (20.0%). 7% (13.7%)]. Z5FEHE 9% (18.0%). 1%
(2.0%)]. BPREBHEEETE 852 (16.0%). 02 (0%)]. HEZR (74 (14.0%). 3% (5.9%)]. &AHU
OAIE (68 (12.0%). 28 (3.9%)]. RRFERVRES 68 (512.0%). 838 (£59%)]. HEER
BFE 652 (12.0%). 18 (2.0%)]. EEE. SWEROEK (58 (E10.0%). 828 (E3.9%)]. i
X [4% (8.0%). 0% (0%)]. BAEBRES (4% 8.0%). 18 (2.0%)]. HEX. B, BHMN. 25
FERO 1 EMERE [£38 (86.0%). 808 (&0%)] TUR.

FSERHEZE R CTE LTS HEBEABE AR T3BL ESN >R (F. MVIMRETRS [194 (38.0%) .
23% (45.1%)]1. & [14% (28.0%). 20 (39.2%)]1. ASTH#EI 8% (16.0%). 1248 (23.5%)]. ALT
B 62 (12.0%). 108 (19.6%)]. & [3% 6.0%). 6% (11.8%)] TUT,

Grade 3LLFDBEEERE. TELTS HERZEER T38% (76.0%). ISR HEZEAR T304 (58.8%)
[CEROONFEUTce FRBR (WITNHDEETT0%LLLE) (F. IFPEREUES 64 (12.0%). 10 (19.6%)].
MUMREGES (72 (14.0%). 4% (7.8%)]. RO\ BAUHE (6% (12.0%). 5% (9.8%)] TULT.

BEROEREREES Y DEEER
BEEREREESD ) DBEEBRORFIIGIE. TELTS HEFEEF 508 (100%). FSERHEEEE
BFC514% (100%) CUT.

O ELTSRIITSEREDEES ) DEEER
BRELORES ) OEFTBERORREGF. TELATS HEREER CT36% (72.0%). TSR HEFZEE
BHC2148 (41.2%) TUl

L LA
FUICESILBESTERE. TELATSHEFEERCTA4E 8.0%). TSURNHEEEEFCTIR (2.0%) (C
RHSN. TOWNRETELT S HEFEEF CIFEL. £HRERER L. ERETIE. BREE (B18).
TSERHEFEEFH CEFARE (18) TUlk. 2D35. TEAT S HEFEEBDORER NIEICKDIET
(& (EZBACEES Y ESNF U

OEEXLREFEER
BERBESBERORIRIGR. TELTSHEZEERF 278 (54.0%). TSERHEZEEH 1752 (33.3%)
[CERDONFE UTce 2BLULICHONIERIF, TELT S HEZEEBH CRAUHE. K, IBER. BELHMm
(B28). TSERHEZEEFTRO. BAAR (838) TUK, BREEEDEESD ) DEEREEER
(&, TELATSHEZEERBCT19% (38.0%). TS ERHEFEERC8R (15.7%) ICROSNF LI, T
ELATSNETSEREDEES ) DBEEBRESERIFTELT S HEFEEFTI138 (26.0%). ISR+
EPEEBFC38 (5.9%) ICROSNK Ule. ERBASEROEREF. TELT S HERREHICBWVTH
AANEROADEHERKL D BDEN e (BAAERS4.0%. £4EM42.4%. UTEIE) . COEREUT.
BAANEROA D F AV U AR TROARY I EYDREHENRN 2l & (FAV YUY TDRSHABHR
B:69n8. 59188, ARVIEVDRSHBPRE : 7018, 5.818). BEAAEFDHT I EEREDFE

-
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s olel s (TELT S HEREEFDFEHDPRE | 65.0/%. 60.0m. TSR +HEREAFOF P
RfE : 66.0m. 61.0/%) [CEEETDOTREMENSG D ET,

OIRS5HIEICESEBEER
SBEREDKRSHIEICESIEEEERORBES(IE. TELAT S HEZEAEE12% (24.0%). TR +H{E58E
EEE58 (9.8%) TUM. 28U EICROONIEERIF. TELAT S HEREAB CREEREZ 1 —0/VF—
3%, PR H AR CEYBBIE2 2 TUR, TELAT S HEZE A CROOSNIEREERE = 21—
ONF=3LTlF. (2L (FFHUTSFY) OPLECESBOD, FALVUIITOHRIEICEFED FH
A TUTS

QIF SN ETHIICE > e BEER

SEEREDIRSIEN FDRIICE S IBEEER

SBERREDFRSIEHAN FDMICESTEBEBRODEREGF. TELT S HEFE AR T44% (88.0%). 75
TRHEPEERETI94 (76.5%) TUl. TELTSHERZEABOAN SR HERZEERE KL BF
BENSBULEEN 2I2BRF. PRINSFUBTZ/ SSUAT -0 B, BAEE. RHEMERK
B2 —0/F—. FPIKEAENURER T LT,
PTFELTSNEG TS EROBRSERRIIPHICE > EHEER

TELTSNGE TS EROBSHERN EIMICE S IEAEERDRERES(E. TELT S HEFE AR CT38%
(76.0%). PR HEZEEET278 (52.9%) TUR. TEALATSORSERN (FHRICE > fcEFE
EER(E. FOERECHA 108, IIMRECEHAD 64, PANSFUMFZ/ NS URTT5—E58& 752V
PRI VRTIS—CRES. FE  BEEETNECDERBENOMERN 42T UL, TS5 EROKRSIERH
RIFHHICE S e FRBEEERIG. FPEREEL 84, BIMEREUEA 48, VVWRETEA N UFE - BEFRR
WEADEREEIRZTUI,
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RREEEA
t MEfie SPD-1E/ 70— F LK

| 2% | 30700AMX00073000 | [ Sk 2025%55H |

[mFepim | 2025471 ][ HoAREDER SR T | 874291 |
— um N ® = N
TED T s
100 mg
TEVIMBRA LV. Infusion FZLYZXTJ(EGEFHERZ)RE
*(—ERRHHIEFRRE REERMEN 1 RS/ UHRER B3« ojURE AT, 2~8C TR
EYBREG AR ASZERER | R —EMEONSZICLVERTSZIE AzhEAMA : 3671
q, mmiE EIFER R L
1.1 Al BRI SMBTESEMBRICS T /AR | | (S DRElE e P TR e AR ST
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