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[FHIEE] ZEHEIER (REIMREETIER) !
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FEREREHEBIES
TAP*'Z10%FB&E(ICHIFS OS
B RFHEIES
EREAEMHUEICKSEBRLEFHB (progression free survival; PFS). Z3h % (overall
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TAP*'Z10%BEICHT B BREEEMYE(IC KD PFS KU ORR
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plBEIFBRFE OH OB TEL LTz,
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formula (CK2MAI95%ClZEHT D& E Ui, Fie. EEEDKaplan-Meier Bl ZiRR Uiz,
TAPZ10%BE(CHF B OS. PFSKUDOR (FOS & E#RICHEMT UTzo ORRKU DCRIE OS DfF#T &
@ U ERIRF % A L) T Cochran-Mantel-Haenszel (CMH) #&7E % 17 > fzo HRQOLMEORTC
QLQ-C30 MU EORTC QLQ-OES18(&, £MHIEERIKAE/QOL. #ERE., ERRE. RUER|E
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s ERBIE

(B ®] UBRRBERBEAMET - BRXEEBMHRERT LEE (ESCO) BHEIC—RERELTTELTS &L
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BORICEB ChIGEIFaRaERZM0fEs Uz, BRI, 548 BRFTIE6EBE. LI
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—p IFRECHMTIETH

w2,

24nBR5UIEER.

SBREEEROTHERD

SBEMKIEE DAGRICED

= E5(CR ST,

B M3 18 5 4858%

FTl26EE. LIEE9E

BICENRE,

FEFHEE

S4TFHIR (OS)

S =) |

Bl REHEIEE

TR A7 HAR (PFS)

2305 (ORR) . =5 AR

(DOR). TAP#3=10%E&

(CRIFBOS. R me
—> ERETEER

BEIYNO—/)LE

(DCR) 73:&

#1 BREFIN—2DIEFEAIC KD MEI S M AZ RS- EH'HD 5156(F. MHANFTICOH AU OSBRI NETH STz,
#2 BREAEMHPPDEHEUIcBD. BRI T 1 v bZFHEL. BREERICBE CHRBEFERoREM TS U,
#3 VENTANA PD-L1 (SP263) assayZRWT. fHI3RICEAENRD SN EEEENRUEBREEREEEN D 3 EBEN (EBRUREEREREE Oah SEH

*E. 8B B RUAFTUTSFUNREROELUN TIE, EEEEEN (SEREEEMDRERAPHIICE DT, YXATSFIUNBFFTUTSFUEEER

{ERTICEIRTTRETH > 1o

ARV IEVEET A J)LDDay 188~Day 145 X(&Day 14 ~Day 158(C1H2BE2&ROKS E Ui,
= COBE. YATSSFVEERBDHA I 2> TDay 1X(&Day 2(2. $H2WEDay 1~3M3BICHIFTTIRE T 2T & & Ulz, &P A D)L TORMESEIF60~80mg/m?

<4 O} =S

AROESHFTICGrade 0~1F TICEE LB WEHWERNHIR UL

FODIEFEEDFE L NIVIFLITD&E) TI,

= LA (LA o o
%ﬁ“ﬁﬁ% (3@@@1: 1 ‘U‘f(ﬂ}b) LAXIL—1 LAIL 2
VRATSFY 60-80mg/m? 60mg/m? 40mg/m?
5-FU 750-800mg/m? 600mg/m? 400mg/m?
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SHMIEE] FEEHEIEE (REINREFTIER) !

2477 (overall survival; OS)

B REHEIES

ERETEMHEICKDBBEETHRE (progression free survival; PFS). &= (overall

response rate; ORR) KMUZaHAR (duration of response; DOR)

TAP*'Z10%EE ([CHIFDOS

fREREHELFNE (health-related quality of life; HRQOL)

ZRMRE

PRERMFHEIER -

BREFEEHIEIC KL 2WE T bO—JLE (disease control rate; DCR) KU BERIIAE D PFS

(PFS2) . ERMESNIIIRTERHITERES (BIRC) HIEICKDPFS, ORR. DORMUDCR, {bZEE

HAROT ELT S DEYERER O mBR %

SETRMR

SEFHBICS TR HAZEENRUPD-L1 &EERD PD-L1 HIRKRIC KD T T T IL— T
[HIEE#] PFS. ORR. DORKU DCRIFBEREFERAMN(EBIRCA'RECIST v1.1 [CEDEFHE L.
(FRATSTE] B ITTEL" Y REMFSAF > ZETNRE Ulc,
FEFHMBECHAITTEMICHIFDOSIE. FRBEKEO0.025 TRE Uz, I OSZE-E T
tt?*bfco VRIS N O TR GU T D@ RE Ules /\H— R (HR) FHAINT—RZEREL

BOXEREFICH T DWBRERFDHRZKR T,
Jm,.\\ﬁi.ﬁé (HO) :HR = 1 S(q‘_LfJiaFE (Ha) tHR < 1
VR (&, il (P27 /2 Dfh) . BEE (B/#). ROEFEEE (BREI+TI)IL40

U I VRER BERAI+/VOU 94:Tz)b) ZERIRTFE UICERIOT S IBEZRAWVTIRE
bT:o HR X UZ D 95% EXE (C) ZE UERIRFICKDER| Cox tEHINT— RETILAS
WE U, OSDORIER UEFEIFKaplan-Meieriiz, HR1{ED 95%ClE Brookmeyer and
Crowley &7z, &£7FED95%CI(F Greenwood’s formulaZFWTHE LTz, Fiz. EEEDKaplan-
Meier BHfR 23R UTco
MBEATORAIGEK®EZ 0.025 (CHERFT 21z, DPRABITOERICH S E—IEDBERHEROHE

gaﬁ@%%‘:’—)b\t[g%%ﬁ@%?/dnY% L_EEEII;L,J\ < 7—;
XTFTUTSSFUROARYIEVF, B b"CP?iEJTE\?*

[FELTSDIEERIEFIR. FERUVAE] 4. 3BEXEZR (—E0RE) REVIRTEEIREST - BRORER

6. FERUHE BBE(ICIE. TILAODSVILRUYRATSFVEOHABICBVT, BHE. ALK, FRVUIAYT (B-FHEHRR) £LT. 1@200mg

72355?3?35%“(60%13‘[7‘“(5/%1*%355'5 W AALSEEER (TIBR U TR BYIBR T EEIREST - BROBBREICH U TIE, AFZRBIR5ITHIEHTED, &
. PEHRESDREUNRIF CHNE. 2EBELEDORSIHEIFE309F CRIETED,

[JZ?"??’-/G)FE,E&OFEEI 6. FERUME (—5Bikf) BERICIE. BEAZRENRELE - AEL L. BBOREBICK AEERIRT 5, AL VXT3

FrEULTI5~20mg/m? (A%xEHE) Z1810. SEHREERRS L. A< ED2BRERET D, Tzl J—-)be L, B5ZRURT. BE: YRTS

FEULT50~70mg/m? (AFRER) Z18108K%R50L. M EH3BEARET D, INZ17—-)bEL, ’R5ZERT,

[Fx095VIVORERVUHEZ] 6. HERUAZ (k) 6.3 REHE. REERUERUIRTHERET - BREOBECH T 2thORRMEESH &0

HABEEDGE ONBMESEEOHABACEVT, BE. RACEFIILAODS2)LELTIHT,000mg/m? (FXREHE) FT%Z. 4~5HEEET

FfimEd 2. BE5ZEIRIGEICEDE< 0 IBEULDOBRZHITTIRSGT 2. FEPRRSODHBSICEHARSEICELD. BEH. Fin. FEDK

ERECKVBEERET B,

[NTVIFRIVORERVUEHE] 6. ERUHE (—HikR) BRNIERGEEZHT 2EENE. BRNFERGEZHT SRERE. MEMNECIFBEE

AT 2, BE 1 B%. RALIFNTUIFE)LELT, TH1E100mg/m? (FERER) Z1BENITREETL. B1EER5Z6BERL, 2Edsb

2EBRET D, INZE1T—-ILELT, BEZERIIRT,

[FFHUTSF U DOMEERSFIR. AERUHE] 4. FHEX BN SRMVIFTEERET - BREOREE - BBE. BIRECST 3 miEE. JamtIRT6

DR, BE. B

6. FERUHE (—Ek) GRUBRAEMET - BRI - BHE. BBEICST2MERBMEENUBEICIFAEXEBEEZ. BRVIBRTERIEER

CINBEICIFAEZERT 5. BB, BEOREBICKVEERET 3.

(AR IEY DIMBERIFHMR. FENRUAE] 4. X SR FTEISHERIE. B - ERE. 5E

6. FIERUHE (—3ikM) FlFEIBRBICIIAEEBEZEERL. SNFZT M VIVBIEKIIYMEHAT BB CEEERT 3, & - B

BREICBI2HMEPBECEBEZERAL. AFTUTFSFUEMHATBHBEICIECEEEAT D, BREUBRNRERNET - BRORB - BIRECIXMOTTR

MEGA CDHATCOANIFEAZHERAT 2. BREICHITMEMEZEACTRERRF SHRAT 2HGICIFDAZHEMAT 2. BEICEBERA EDOHATC

EEERT D,
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B PRELER

(ClF. AN NS A= & —4 & UTzHwang-Shih-DeCani;BZ&R# il L1z O'Brien-Fleming &
FZEMAUZ. SBREERTUERA XY MRS 488 LEFE SN, PREFEN(EZTDE7% DA X
¥ (4231) NHONCBRRTEMI D& E Ulce 4234804 XY S CTHEBTZRRE LIS,
FRIp B FRAIBEEKEO.OT45KECTHNIEEMNTLE. TS TRVEGIHRZMGE L. R
EIDTEEUTce RBRIE, 4224604 XY N THREFBTNERRS N, REOA Y MUZTTICEHE
SNICRAIEEKEEQ.0144 (CEDE. BYPIEMRESINI

FEFHIEE TH 2 OS DIFERSFNEASNIIHE. BIRFHEIEED S 5PFS. ORR. TAP=10%
FBEICHITDOS. HRQOLZ CDIRICEIIRET &L, BETRN >IBGFZTDOFHIIEE T
REZDIET DT EE Ulc. OSDIFERIRFRDEAD BT RN THDNCKDOT . BIREH
IEEEFPEEA CRONIT —9ZAVTC—ERITRET S &L L. HRQOLLSHE FRAIBEEKE
Z0.025 & LTz,

TAPZ10%BEICHF2OS. PFS. DORKMUPFS2[FOS & BIERICHHT UTze ORREUDCRIFOS
DR £ B UBRIEF Z AW T Cochran-Mantel-Haenszel (CMH) #&E 71T > fc. HRQOL (&,
Bonferroni a2 &l /A& 7 A LY T, quality of life questionnaire-oesophageal cancer module
(QLQ-OES18) D MES. BR. NUOWROD IERZHABTEKE0.0167 TREITDZEEL
Jzo BIRCHIFEICK D PFS. ORR. DORKU DCRIFERRE [FEE LIRN STz,
ITTEHZNRIC, g (OBAUAND7 V7 BE /2D, @7 I7 /20O . {tFEE (BF
8E+7)LA0OEYU Y VRER] / BERE+ /N UIFE)L). ECOGPS (071). F#s (65mFK
i/ 65mA ). MRl i BE). BE (BRERESG D NISIRAEREE JFEREE), AE (BAS
7ITAROZOM) . SHBREHFANBOREBRORE (BFET &%) REKERE (5.
N—=2ZA4VDPD-L1ERIKR (TAPZ10%./<10%./A88) BIDOSDY T I )IL— T %47 >
Joo oo MTEAZRRIC, PD-L1HBIRR (TAP=10%./<10%./A8H) BINOIEZELE (BE
¥+ 7)LA 0 = IVRER BEEF+ /T UIFEIL) BIOPFSKRU ORRDY T7)L—TH#
F7ZEiTolce TH5IC. BRDEMERFKRE, SHIANONICBELERIT DEHAATDER (IF,
HAN) ZXR(C. FEFHHEEROBIRFHEHIES Z#T U,

# 1 VENTANA PD-L1 (SP263) assay ZFW\T. #IlZMEICREHNERH 5N 23 EEHMIaN UIEREEREMaN S 2 ERED (EERUIRERRIERE) O
ZEH SHEH

* 2 ITT (intention-to-treat) %£H : |EALINIEEEE

* 3 SAF (safety analysis population) : jBEREZDZL &b 1 @RSINLEE




3.EHEEFE MEsKER (BGB-A317-30551#E% : RATIONALE-3055%Eg) "'

10) AGRESHHEL « EFEEES IEEER (305 558)
11) Qiu MZ, et al. BMJ. 2024; 385: e078876

[FIiEf  A5ER(E BeiGenett (FRBeOnett) DXIEICKWITHNIc, EEDSH568(FBeiGenett (IEBeOnett) D#tETH D,
E&E(CBeiGenett (I]RBeOnett) £WIVHILI Y MEL BIRESEZSZBLTVDENZEND,]

(B ®] UBRTEEREIET - BRENIFEGBMOHER2 U BIEN FBEBEAIIRE (GC/GEJC) BEIC
—BEEUVTCTELAT S EEREAZHARS U EEOBEWIUROLZEMZ S R EEHEE
DRSS EERLU. FHET 5.

THAY] BERERRERECEER S ERNRBELNERR SHE  PE. 75 VA 49 U7, HA. #
EH. R—2ZVR. ZPT)bhUD, OV7. ARA Y, &, MNL3d. 4AFUR XKE)

(PRERITIER (F—9hv A TH:2021F1088H). KSR (—9Hv 47820234
28288)]

& g] 258BFEOBRVERYIRABERET - BRNIFEHE M GC/GEJC 2E 9974 (HAA 101 flZZ D)

(5 Al TELTSHEREEAE (L4735 200mg = 3BRE/ERE (Q3W) TREETEEZEL]. ot
MRHEREER [ EREZER] O28(C1 1 DEETERIEBICEY T, —EERTNTEY
MIFICRE- TS Ulc, BSHED. BREVEFEEDEBIFFEINGN oIz, BEEEIF. &
BT (PD). FBCTERVEME. MDEBRSPIEEE(ICEKETD. NIFERDOHOETRET DI &
EU. 240 BEDBEEERZIC. TE2E. BOEYDXIFEEN D 5NCHZEF. BEREEERIC
KRBDEERINR T 4w b EUR T DFHEICE DT, BBREORSHIEZTRES UTe,

EEHiE. 548 BRFETIF6BE. LIFEFIBEICER U,

’T%izsz%ﬁﬁﬁ eyt BT (PD) FETERLE
AR BRAETRIS e BRUEHRIESRE i eogss i ascnys
BB DHER 224 AT L 5<osEy 1ooomym ey O XISEIROMEIE TRT.
GC/GEJCEE g Day 1~14*, 1520 24n BB DEEREEE(C. STE
TELTS 200mg =3, BAEPEIRENRDS
9976l EB=xA10161) Q3WEE + e o
Z$ﬂU7_TD1% /2 ﬂﬁ_ DHWD@EE@%@L&%
- RERERERL Day 1. QWL BRER R 7wk &EU 2T D
- ECOG PS 0-1 ' l:%?i\iﬁ%ﬁ%_}@}ﬁ%qﬂtﬂﬁéo
- RECIST v1.1[CED<AIETT8E = or BRI S48 ERFETE
R(J%WWF@E%’E%E@E% we E 6BE. L& 9BECEE,
77777 — B TIAOHS5 V)L 800mg/m? FENHEE
BT 14 Day 1~5. Q3Wksiz TAPZ5%ERK O TTERIC
M (BBESOPE, BA-B 1 + (332 24250 (OS)
&/ T JEK - Z D) YRFSFY 80mg/m? st mRAnIEE)
- PD-L1SER (TAP225% / <5%) Day 1. Q3w B RETEIER
- BEREERR (554) /18 L) P 7SR HESEAR _ , TAP=5%ERR OITTERICH
CRREMEMNMBRU LSS TSFFEEE G2 TFOEE [EEE LR
S ox S~ = o0— ) = *k HE RIS 1
iﬁ(b/\ygt/i-?f:‘:ﬂpjjﬂ_: 7Stk mA6YAL T (PFS) . =52 (ORR) . & 1/
¥/ INADOTVIHYRATS 496 _, O—JLE(DCR) . ERNHAE
o (BEEA5161) (CBR) . =2 O (TTR).
7Stk QIWERE Z=HAR (DOR) ] &2 E iR s

#1 RIS SR BB EZER I I P 521581k 6B EOEIERPRNINETH o1,

#2 VENTANA PD-L1 (SP263) assayZRW\C. #HRREICRENEED SNBERBMIEN UTEBEEREMRN GH 2EBERE (BERUREERIERE) 0an S5
* ARYIEVIRFEY A J)LDDay 18~Day 145X (FDay 15 ~Day 1588C1B2BECRORS & U,

ARGV EFFHUTSFUERESNBEDH. WV IV DR EATREES LTz,

SLEDOHBICOVTIFERIDEF RN Z CHEEREE W,

[(ARYIEVDRERVAE] 6. AERUAE (—5HEN) BRICEESRAEOHATCEEZHERT . CF | ARARBICODHE TRDERSEEHRR E
SE#30/LANIC1H20. 14BBEEROKS L. ZOR7HERET D, INE1 I—REULTRESERVIRT, B, BEOREICKIVBEERET
3. hERERE 1 ERSE [1.36m?Km 1 1,200mg. 1.36m?LLE1.66m?% : 1,500mg. 1.66m?LAE1.96m?5KE : 1,800mg. 1.96m?LL Lk :2,100mg]
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[FHMIEE] ZEHEIEE (RSIAVEETIEE)
TAP*'Z5%EMNUITTEA 2 ICHF 2247 (overall survival; OS)
B REHIIEE
TAPZ5%EMMUITT E£MICHF 2L FDIEE DEREFEMHIE(C K D EIBREFHIR (progression
free survival; PFS). 25355 (overall response rate; ORR). w2 1> hO—)LEK (disease control
rate; DCR) . BRFREVEFIZE (clinical benefit rate; CBR) . =& TOEARE (time to response; TTR)
NUZE%EAR (duration of response; DOR)]1. Z£4%
PRARIVEHEIRR
BREAEETEIC K DRBEFBEBRDPFS (PFS2). TELTSDEYBEN UV RERIEE
[HIEEZ£E] PFS. ORR., DOR. DCRE U CBRIF/BEREFEEMARECIST (Response Evaluation Criteria in
Solid Tumors) v1.1[CEDEFHAE LT,
(FRATSTE] AWM TAPZSREMNOITTEM 272, T2 SAF * ZEITHRERE Uiz,
AABOFEHHER F2EFHE (OS) THY. TAPZS%EEICHVTEMMEN RIS N/IZBE
(ZRRY . ITTEHICBI 2 EHEZIRI T 2EBNGREFIBEZRE Uic (TR).
OSKUPFS DEEMTICIE. #hlg (R7I77/ZDfth). PD-L1 IR (TAP=5%./<5%) (ITTEH®D
and). EEEE (b 7UL) ZERRTFE UERlog-rank@EZBL. N\TF—RENUZ
DAl 95% SR X A (FER Cox LN T'— REFILEBWVTHE LTz, OS KU PFS OHYEN: U
477K (F Kaplan-Meier £z BWCHE Uz,
ORRIZCDWT & Clopper-Pearsoni&IC & B 95% EREXEZ&EE Uiz ET. OS ¥ PFS DT &
Bk DERIRFZ AW T Cochran-Mantel-Haenszel (CMH) #&EZ{T >,
EMHEFONEBEZNRIC. DOR (EHIE) [CDWTIF. PFS E@EERIC Kaplan-Meier ;A THE
Ufce TTR (20X TOHAE) (COWTIFEDREREt ZAL. FHE. PRE. SLUREREZEL
Uiz,

(REIBRF &BEKE) 0S (TAP=5%£H])
o TEFHHIBEE TdH D OS DRREENTIE. B2 R MY [ cprages  p<0.0092 |

DKI70% (TAPZ5%ER : 2694, ITTHH : 5384) BT
RIEBITIEZNZN 3844 RV 768 HDEEA N K *| T T Ty
El . . v BRI . .

BIE LI BR CEE
LA TOR RIAEKHE0.025 (CEASICHIMT B8, A e S

oD RIBRAT I O R BRAT DI FHE(C (4. Hwang-Shih- l
DeCani HE&BE Tl Uz O'Brien-Fleming BUIR 57 ORR (TAPZ5%$EH)
il l
« OSIFZFT [TAP=Z5%%EM] THREL. BRTHNE PFS (ITTEH)
RIC [MTEE] Z&RE (BEIER) l

DTN (EERIRETICH VT, mHDEFD OSHE ORR (ITTER)
BEB2EEEDHF. 0=0.025 78I EHEIER (PFS. %1 T TEBDOSIS PRI T

_ ] BEAEE FESHBH I,
ORR) NRREAT l B AE
° L\/“Z-‘%\ ﬁ%ﬁ@@bﬁ%ﬂﬁlﬁgﬁ\%m(:%@@ BHTCH%}_‘R_\_'_\—C\-\ | BEERZiE I:I CREEEKE ((RY NIICEDSEEE)
mn T CBEIGHEEE [ BAlEEKE




(BT IV—THE)

s OSOY T TIL—TEMIE. ITTEANUTAPZS%EMZNRIC, g (8ZZ80CHEHA. BEFM -
K - 20, XIFEFZI7 /ZDM) . A& (PIT7 A/ BASZDM) . Fis (<65 =65 . 45| (B
% %t). ECOG PS (071). F&EBOERE (bW /17L). XA270U754 bATEE (MSI) XIF=X
Ny FEEMKE (MMR) DIKEE (MSI-H/AMMR,/MSI-L/MSS/pMMR,/ RBB) . [ERRE-RDHFR (HW 1x
L) BBEAEREMNEBIRUICEZEE (FF YU PSF U+ ARV IEY I RATSSFo+T)bA095)0).
B/ BEVRTE (b4 /2 U). MBI (EMEmEEEEARE (b1 12 U). &M (0-2,/=23). PD-L1%
I8 (TAP=5%,/<5%) RIICEEL. REEEYTTIL—TERTFOEEMERADFHEC (& Cox thBl/NF— REF
LRV,

s BADEMEBKEN SHEANSNICBRELEERI D2HAAIBOER BT BEAAN) ZHRIC. FTEFHHIER
NOBIREHHIBEE ZEET Ulc, 78, TAP<1%./=21%,/<10%,/=10%,1-<5%,/5-<10%./1-<10% D
B 77— MG AEGREEDEE CEEREERESHEEEDRBRICLUERE LI,

# 1 VENTANA PD-L1 (SP263) assay ZFWLT. #IFZIRICRENFD SN 3 ESMIRRUESEEREHIRN SO ERREE (BERUIRETRERE) O
ZIEN SEH

# 2 ITT (intention-to-treat) £ : B|ERLINIL2EE

* 3 SAF (safety analysis population) : j&EEZAF< &b 1 @RSENEEE
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4.;BNE M5 (BGB-A317-3095%5% : RATIONALE-309:#58) 2

12) AGRESSHEER BB IEER (3095HE)
13) Yang Y, et al. Cancer Cell. 2023; 41 (6) : 1061-1072
[FIzAB © A5HBR(IF BeiGenett (HBeOnett) DEICKUITHNIC, FEEDS 57 %(EBeiGenett (RBeOnett) DB THD.]
14) YangV, et al. JAMA Oncol. 2026; 12 (4) : 384-393
(FIEHER @ A5ER(F BeOne HDHEIC K U ITHNIc, FEED S5 681FBeOnettDHETH B,
EEICBeOnettLWIARE., OVHILYY MRIESZELTVZENZENS.]
15) Yang Y, et al. Head Neck. 2024; 46 (9) :2301-2314
[(FIZHER @ A5ER(F BeOne HDZEIC K W ITHNIc, BEEDS B 781FBeOnettDHETH D]

S BRI

(B ®] BEYEIEBUENPCEEICI RS LT, TELATSEEREAEHAKRS Ul EE0BEERD
ZeUE TS EREALZEEDHARS B L. §HEIT .

[7H4 V] BHRERECESHR S RNRBEIEHAR SNE 18, 85, 91)

[PREEITIER (F—9Hhy b4 TH 2021 E3826H). SIKEBITER EBE TR T—9Hv
NATH:2023F12888)]

[ R] BENGERGEICHT 2IEEEEFEDRV. 52 WVWIIFRRIEERICH T R8BI D L2 MEHEE
EEDRILIREN S 61 AL HRBRICBFR U, BENGERGEZET 2 _FIREREDES 263 4*
MBI (Bi/&M) . FEE (3Y)/8L) EEIETELT, 1: 1 TSRSEICE HII7,

(5 &l TELTSHEREELE (L4735 200mg %= 3 BRI/ (Q3W) TREEToEZEL]l. ot
RHEZEEE [T UREAEREEE] D21 1 DRSS TRIEBICEUAIT, —EE5HNTE|Y
NMIFITR->TEE Uz,

PR HEEEABOEREF. MIFHEEZEESR (RC) [CKXDEBETOEREICT ELT SHEER
ENTORF—=N=9 2 ENHFEN. BREEIE. EEET PD). FSTERVEME. thd
REQIFEECEET . NEABDRHOFTHEI D EE U, BB, TELATSBDOEEF.
SEEREEEEINPD SHIE Ulct b, SBERSEESIBEE CRE Ule R Ainlc T B S [F IR SME IS U
feo EEHIOIE. RYD6HBMIE6EE. HB1EBEDRY OB BE. REE2FBLIEIE12
BE(ICER U,

»FELDS HEREEE 13161

FE LT S200mg Day 1 Q3WEEE
+

BRENS=REEGEZ 5’6‘5ﬁ§ﬁ‘EEEﬂW)¥Uﬂ‘ﬁIC$U
R 5 L YIEY 1000mg/m? Day 1.8 TELT SEERS
L IREEREDEE 2630 YRAFSF 8omg/m? Day 1 fikEoTRE
WESE (4~ e
BRYGEEREHT | QWEE (4~ (7)) B (PD).
BBBEGLY i FECEGLE
-ECOG PS 0-1 - A ¥ i DIR S
-RECIST v1.1[cES<H £ | »7sum+iesmse 13260 ERECHLT
O] gE X [F5Hi Ol BERZE 1:1 . 2(2&@,&5@
71D EBETS 7St pay 1 Q3WEEE O T
EHET + SEERE TR DLIBRIC &Y
- R (B2 i) FLIIEY 1000mg/m? Day 1.8 - 7_‘E‘L\7‘5¥§|10)
B (54Y/BL) Y2 FSF > somg/m? Day 1 JORF—N—$g50]8E

Q3WERE (4~6T1T)L)

FEFHHIES ElERilElE]

MIFHHZES S (IRC) [C LB HE 2EFHE (0S)  BREEEMHEICKIDPFSRY
BREFHRE (PFS) [AREEMVAR PFS2. IRCEHfi(C k2222 (ORR) RUER)HIR
HIEE] (DOR)HRQOL. Z&MRE

#1 IFEBMER(ICH I 2MREEES LU THBIMBIEZ A, MMM ZEE. MEREEAN FEEZRAHEEAZZ T TVBEER. ABEEZ(ITOR VRN RIERLE
TlConAM EMETH I,

[FHMIEE] EZEHEIBR (REIAVAEATIEE)
IRCICKDIIBEEATFHIR (progression free survival; PFS)
BlREHEBIEE :
247FHE (overall survival; OS). JBEREFEHIECK 2 PFS, BREAEMMHIEICLDBEE



BB DPFS (PFS2). IRCICKZDZEME (overall response rate; ORR) MUZERHAE (duration
of response; DOR). EREHEDEEDE (health-related quality of life ; HRQolL) . &2 1%
PRERIVEHEIER :
SBRETEEHIEICK D ORREU'DOR, w2 I hbO—/LUE (disease control rate; DCR). &3
X COHIE (time to response; TTR). RIWFRAINA A —H—E UL TDOPD-L1 HIBUNILEER
MEFHIHIEE & DIERERIMRDIRER, JBES - SBREORMA U/ N FIMBRIREN SD/INA 4 < —H—5F
i, FAVURXRYTDOEYBENRTRBRE =

[HIFEE%E] PFS. ORR. DORK U'DCR (&85 &= AN (FBIRCH'Response Evaluation Criteria in Solid
Tumors (RECIST) v1.1[CEDEFHE U,

[FEAEtE] BRI ITTER . ReME SAF 2 ZRTRNRE LT,
FEFHHIEE CTH D IRCFHIMIC KD PFSIE. MR BH/«tt) . s (H1)/2L) ZERIRFEU
IEBRIOT SV IMEZRVWTRSEBTEE L, N\P—RE (HR) RUISREEXE (C) FE
UBRIEFICKDER CoxEAINTF— REFIVICKVER Ulc, SRE5EDPFSHRIEFKaplan-
MeierEICK VT Uz, HBEARTORRAIBEEKEZ 0.025 (CHEFF T D1z, PEBFTOREREICH
SE—TEDBERERDOFHEICIE. Lan-DeMets D O'Brien-Fleming ;A LUBERE#ZF B Uiz, e
B CTRERANY MIF 181 HFEFTESN. PEBITIFZDH70% DA N2 ML (1274) HH5S
NIEFRCERIT D EE Ulce 1278HDA RNy b ChE@ETZREUICES. FRAlpENAFABER
KEEO0.007 K CHNEEMPIE. ZDTRVHEFHBRZMET L. 181 DA N2 bHFEE Ul
RCREEBMZITOIEE UTc, ERIF. 15280y ~ChE# (20214382687 —%
A A T) BEREIN. EEDANRY MZTTICETESNIEFAIEEKEQC.014 (CEDE, BRP
IEARE SN, 138, PFSDRIKEENTIE 183 DA XY MFEAE L2021 F9830HDT—%
Ay b A TRRTITHONZ,
BIREHBIEE CH 2 OSOHA LT —INFSNICHERE THR (2023F12B8H7—9 Ay b7
7) OfBFRICEDE. OS. IRCFHMICKD PFS (FEMETROEBHELHENT) KU PFS2 DER R
=S 1O el
OSKUPFS2I(&. PFS EEDHHEFEZAWVWTENT Ulc, Fe. JOXF—/N\N—DEE%HiT 2
fes, OSICDWTIF two-stage iAIC K 2T Z R Uz,
ORRDxRSERBLEIC(F PFS &[E UBRIEFIC &L B &R Cochran-Mantel-Haenszel#&E Z L),
DORI&. Kaplan-MeieriAIC K JHEE LTz,
Ffe. PREEFOT—I(CEDE, HRQoL (EORTC QLQ-C30 KU QLQ-H&N35) (DsHmZEE
Ufce HRQOLDR—X S A U SDZA(LEIF. RIBAEDICHDIFEREMRETIL (MMRM) ZH
WCEHIEUTce ETIVICEEEMRE LT, 258, SHHEESEA. %58 SSHOIFAOMEEER. N—X
SAVAI7. RUEERIEOBRIERTF (MR, FEBE0ERE) Z3hic. TNICKY., SFHbEERIC
BIFBWBHOR/IN_RFTHEE. RUZOHEE (S EEXENRUpE) Z8HUTHR U,
IRCFHMIIC KD PFSIEITTEMZNRIC, &migikiE (FHEnE/ZDMDIESs) . ECOG PS (0/1). i
(65mAm/65m L) . MR (Bt/&t) . BYE (BUEFER L /IREEE/BUERES ), X=X A
~MEBV DNA L)L (<500 IU/mL/=z500 IU/mL). X=X 54 VDEEME (TC) [CHIFTD
PD-LTRIBWR (TC<10%/z10%/3HiAEE) RIDOYTTIV— @iz T o1z, Flc. PD-L1DF
BIRICRDENEN U REMOERZHRRNICFHE T 26BN T, EBINTTCI%DAY b7 TiE%=ZE
EUlce T5IC, Fiis GOmFm/50m L) R [Br/&E #)%F/BH)]. SfZNT 794
7 GEA(LEY/ALEY/ARBE) RUTEEERRE EWEE/Fi/MEHEE) ([C DOV THRRNERD &
AT 7252 L Tc.

#* 1ITT (intent-to-treat) &M : |ERLEINEEE
* 2 SAF (safety analysis population) : jBEEZAMZ &b 1 @RSINEEE

[YATSFUDMEERIIHR. AERUHE] (—ERk%Y 4. FREXIIMR FEEEE 6. AARUHE (—Ihkh) BEIEICE. DEZRENRE - B
BLU, BEOREICKIBEZERT D, BE: YRTFSFUELTE0~70mg/m? (AFEE) Z18188R5L. DB EHIBBRET D, TNz
17—bEL. BEEHIRT, DE: YRTFSFELTI0~20mg/m? (FERER) Z1810. SHREFRKRSL. 2B 2BBRET 5. InE
17=bEL. BEZEIIRT

-
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1. BEM4AhEE

BEMMEERIE. ZFREFICHNTRIEHRHOSNTND & RUOKEIDIERFE S, BEERRFEU XD
[CERELF U,

TELTSIEPD-1(ICHREE LT, PD-1EZDUHY REDIEESHEBEET 5 ET. PD-1/PD-UH Y RIREEZ
Wi 2 LR RBREDEEZIMNHE UE T, COERICKY THIIAEH L. B2ICHNT 2RBEES NI
UCHESEFRPFRINE T, INODOESTERG. BEMATRERINTOREF T v I RA Y MNESETI S
ALT7T I hEULTHREINTHY ., THREOFHERUEEEB TCOEBCRBENERDDFAHEICIEESER
NHEIBTDEEZAONET, CNODBEEFEREHOWDEECTHIET DOEEMEN G, KB, JBLss. . WD
WEsE. MU CRIBID0EMIEVNEZZ 5NET (Naidoo J, et al. J Clin Oncol. 2017; 35(7): 709-
717)

_ BESR
EIES e B58
27T Grade 33 £
AHIBE
14 (5.5% 5 (2.0%
— BRI — RS 30258 (N=255) 5% 2%
AF + LR EE
27 (8.3% 5 (1.5%
LEFEEOBVBANET (& 306548 (N=324) 83%) noe
R ESCC Z:;‘g;l;;%t??ﬁ%ﬁ 14 (4.4%) 3 (0.9%)
A5 + LR EE
19 (3.8% 3 (0.6%
R BT - BRI 30558 (N=498) R 0%
|+ H‘«j [ [
BRAECNT BILPBEED o jerns 4 (3.0%) 0 (0%)
2\ BREGEREEEET 2 309 58k R~
NPC N30y 0 (0%) 0 (0%)

n (%)

@302 8k | —ReERPNF—ReER (OET UTCUBR AN FEmBERERT L (ESCC) B/EZXRICT
KEEELTTELT SZREIRS UIc EEOEMMRURE M ZERETEMNBR U b3 E
% (ICO) £E®T D, SVI L. FFER. EBEHLEEDHEHR

@306 5 | 2BEBAEDRVBINETXIFEBHESCCEEZNRIC—IEBEE UL TCTELATSZICCEHRAL
e EEDBWERORERZ S ENEHRT D, SV AL, TS ERNR. —E5%. BEHEE
2 ARG BR

@ 305558 : YIBRTBERBATEST - BRXIFEHB MDD HER2 214 GC/ GEJCEBEZNRIC—RBEL L TTEL
TSZICCEHRALICEEDENUNRUREMZ S EREICCOMRARSEERT D, SVIT A
b, TS ERMER. —E51%. EREES IHEER

@ 30958k | BRREICN T DILEFEEDRV, BRENISZREHGRZEZET S NPCEEZWRIC—REGEELT
TELT S LB EEHA LU EEDBRMEROLELMZ IS N2 EDHARS EHE
95, SV L. FPSERNER. ZEE5R. BAE IR

WESERRAER '
ERPRAEIN - (PIREEE. X0 &




WECHR [CABIIARE
MoEREsE X iRaRE. KBIsfCT

FEEDREETICL DY /N EEPHERRY 229 2R BRLE L DHEH)

[E iR, B

B CTCAEICHI(F5 Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
AN FERDTEV. FEFEE | ERNHS; AREE | SEDERD®DD; BD | £HEBHT; B2UE

DAERN' 2 ; ERRFTR
FEFREMRDH; B
BEBEER0

ZEI D, GoE LS
DOHBEEEEEDHR

@Y OEBLEEEBEDS | 22D (Bl 1 IEVIF
IR BBRZETD PRENFE)

(BE) ZRIMMESDOZHOHDTIO—Fv—h

BEBRLBAFERE v6.0 BAFER JCOG &L WSIA. ZE
JCOGR—LR= http://www.jcog.jp

‘ 581

5P ‘

BELBE

B{FRR
SpO, - HIEREES
EEDER)

ERIRE
HIERXIREE
IERCT (HRCT)

fER - BFFRR
U0 (R 32 ) -
2EIN - [FIREEE -

BEHE0OHER

EFIRE
FIERXIREE
B9ERCT (HRCT)

MAARE
KL-6.SP-A.SP-D

MAARE
KL-6.SP-A.SP-D

fEIR - SRR
D (512 3204) - R -
ILOREREE - FEEADHIR.
SpO,MIET.
BIME (ICRES) DHIR

EfRIRE
HIERXREE
BBECT (HRCT)

MARE
M. M. CRP.
KL-6.SP-A.SP-D

ERISZZER DI DIRE
[2IREEA U]
SARS-CoV-2-#F -
TURIRE
A VDIV HRARE
[Im7%)
B-DIILAHY
HARXAODA )L ZRR
BNP.NT-proBNP
(128579
MEEHK - 155RE
TSR - 155 -
MERIRE
Ta1—TEVRATFARERE
[FR]

AR ERER
LIAXRSHIR

BAL

> [FIREERRE

Rz
HERE

L (DRIEAhKE

EIFDFHmED

> =

FEINERHES

~

BAMFIREER

(fF) : FARIERTRRES DM - SBEDFSIE H3M, XT 1 AlbbEa—#t (2025)
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2. Infusion reaction

Infusion reaction (&, AFPESHICHVWTHEIRNBHOSNTVD L. NOXRROERKEFE ZiEd. BEERETE
UXTICRELF U
ARNFMEREITHY . AURTEE/2O0—F)UIRGEREIICDIT 2 EHNERTI,

BEER
BIVES RS 858 . e abL
T rade 3L
ARIBE
44 (17.3% 3 (1.2%
U TR S M CCat . .
(Ne340) 83 (34.6%) 7 (2.9%)
AR HEP AR
110 (34.0% 12 (3.7%
£ BHAEORBURMETS 20655 (N=324) (34.0%) (3.7%)
X o TSR HEP RS
(NZ321) 110 (34.3%) 5 (1.6%)
AR LR RORE
246 (49.4% 18 (3.6%
D 2 o TSR HEP RS 9 9
(NZao) 225 (45.5%) 14 (2.8%)
! PR 0, 0,
BRAZICHT BILSRAED LR 83 (62.4%) 1 (0.8%)
B, BRXSEREEEEY 2 30955 e
NPC NZ130) T 83 (63.8%) 2 (1.5%)
n (%)
WESERRAER '

ERPRIEIN © FF. BR. TOERK ®Z. MECIRBOXS. MEWFE (OBPRE) . [ETEE, [FIREH
=

WESHRICHBIRRIRE "
BUHER, NAIINTAVDEZIUVT, INIVATFIA—FIDEZIU VT %
BN S HENRERN H SN BEE | DENGRE

B CTCAEICHIF5 Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4

Infusion reaction | BET—EIEDRG: = | BEFCIEFUEOHRN | BE B FERICHTD | £EHZEED T B2UE
ORI EZE IRV 38 | ME, EEUIERICHT | SBESKIVO  FreldElE | #Ed2

BEEIRKRN BE B EX9E | BOSUERLEICH U TE
VEE NSAIDs. MEM | PHICRIDULEEL)  —
2E BIRNER (CF | ENEULCHOERY %,
EPHICRINT D, = | BiREICKIAREEY
24D FHIREE | D

BID

BEBERLBMAENE v6.0 BAFER JCOG &L USIA. &

JCOGIR—LR— http://www.jcog.jp




3. KB, MEXR. EEDTH

KEEX, IER. BEOTHIF. FFERSHICEVTEIRENROESNTVD I L. RUAKDIERAKF Zikd. =
ERRREVRTICRELF LT,
AEIDZEEBERICK Y THIIRNEMEEL. BEICH T 2REETHIRIEL CTESERNIFAINET,

BEER
ESES Hee 158 A i A
Grade 3 Grade 3 Grade 3
2T BUE 2T BE 2T BUE
—EREDY [E—R AHIEE 2 0 0 0 32 3
BRHEICETUID | 500 ree (N=255) (0.8%) (0%) (0%) 0%) | (12.5%) | (1.2%)
BRFBEN (S B 1% 2 eca 1 1 0 0 77 15
ESCC (N=240) (0.4%) | (0.4%) (0%) 0%) | (32.1%) | (6.3%)
. R AF| HEP R AR 5 4 2 2 91 14
RO | soesm | (V=329 (1.5%) | (1.2%) | (0.6%) | (0.6%) | (28.1%) | (4.3%)
Eece o TR Tsenezmag || 0 0 0 0 78 6
(N=321) (0%) (0%) (0%) 0%) | (24.3%) | (1.9%)
YIRR N EE T2 B R & B +H{LFFOREF 6 3 6 2 135 14
7 BESEBME | 500 (N=498) (1.2%) | (0.6%) | (1.2%) | (0.4%) | (27.1%) | (2.8%)
DHER2EMGC/ N I e B L 7 2 1 144 1
GEJC (N=494) (2.0%) | (1.4%) | (0.4%) | (0.2%) | (29.1%) | (2.2%)
BREEICHT 21 AE| -+ A 1 0 1 0 21 0
PREEDBL. B | 500e (N=133) (0.8%) (0%) | (0.8%) (0%) | (15.8%) | (0%)
RN GEREEZE PR e HezEE 0 0 0 0 14 1
92 NPC B (N=130) (0%) (0%) (0%) (0%) | (10.8%) | (0.8%)
n (%)
WEGEEFRIEIR - IREFRR '
BRPRAER © TR HHEOOEN. 8. fHR@E. ME %
ESRERR : BEEDOIFSHEN(ZIEE
RIS R | BRERE £ S NAEMREHE
MW N BIRIRE '
NAEMREE EDER] | FPEHMIMRE. FIEERE. BGNEREOER. FEELERRESE
BZEA. AU DTR, ZOMODEEE DR @ B4 X iFee., IBEsCT
B CTCAEICHIFS Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
PN RNV, FFEE | I8 MRERMED | SEOERN G BE | £HEEHT; BRaNE

DAERN' 52 ; ERIRFTR
FEFREMRDH; B

BISELS

BE)DZEAL; ARBYEE
ZET D, BRRIFIER

ZEID

TE[FREFRR DI 85
EETIEV

FEIOELD

fﬁ IREAZE; BERRMIBE

BEESR »&3
T NR=RSAVEHRTL | R=ASAVEWNRTEL | R=XASAVEWNTT | &anZEBNT ; Z2UE
AQ/HOBHEQHUIEN: | ~6O/BOHELQEHE | QL L/BHOBHEDHE | 28292
NR=RSAVEERTA | M R=XASAEWN | 0 BRE: ARZzET
TRIPIN SDEBHENEE | TATRIPINSDHHHE | 5 X=X 54V EEN
BB hiehEE N TATRIFID S DERHE
h&EECEND; S0gh
DBEBLETEBEDHIR
sk AERDRVY; BBRFTRE | B HRFCIFIMAN | SECHENIRER. X | £HZ28N 7 R2INE

ZEID

BEBRLEAERZE v6.0 BAFER JCOG MKW, &
JCOGR—LR= http://www.jcog.jp
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4. FAE. RTHEEERESE. AR

AL, FHERERE. R, AERSHIICBVTRIENRDSNTVZ & RUKBIDERKEZid . BE
EXSHAY Y (La’iﬁ LF U
AEIOZEEBERICK Y THIIRAEMEEL. BEICH T 2REETHIRIEL CTESERNFAINET,

BEER
— - - FAs FriaeRsE %
Grade 3 Grade 3 Grade 3
2T BE 2T E 2T E
—BEDX E—R AHIBE 1 1 86 15 2 1
SBEEICET U] | 50 e (N=255) (0.4%) | (0.4%) | (33.7%) | (5.9%) | (0.8%) | (0.4%)
PRABEX X ER g% = Nece 4 0 50 8 0 0
ESCC (N=240) (1.7%) 0%) | (20.8%) | (3.3%) (0%) (0%)
. . AE|+{bFE LR 4 1 130 13 4 4
AR DR | s0emm | (N=324) (1.29%) | (0.3%) | (40.1%) | (4.0%) | (1.2%) | (1.2%)
Poca e R FoenHesman || 1 116 12 0 0
(N=321) (0.3%) | (0.3%) | (36.1%) | (3.7%) (0%) (0%)
YRR R EE R BT & AE -+ AR 31 20 248 56 10 9
7 - BELGIBE | 500 e (N=498) (6.2%) | (4.0%) | (49.8%) | (11.2%) | (2.0%) | (1.8%)
DHER2EMEGC,/ o FSER+H{LRE LR 14 6 248 31 2 1
GEJC (N=494) (2.8%) | (1.2%) | (50.2%) | (6.3%) | (0.4%) | (0.2%)
BRRECHT Bt BH +HL PR AR 1 1 6 1 0 0
FRAEDBV, B | 300res (N=133) (0.8%) | (0.8%) | (4.5%) | (0.8%) (0%) (0%)
RXSEREBEE PR FseRHezms 0 0 6 0 1 0
9HNPC 2 (N=130) (0%) (0%) (4.5%) (0%) (0.8%) (0%)
n (%)
WEGEEREEIR - WRBEFRRE 'Y
RERIER | B8Rk, BAMNR, HE. ZO5ERK. ®PZ. BB F

ERPRAREPTR © ALTIEI0. AST =10,

WECHR IC AR

FFeeiRE (AST. ALT. feEUILE>Y . v-GTP. ALPZEDAITE)
RRGUE. A, REBORE. 7)LO—-)LEFEOHER - HBV,
7k, BERCT. EERBERIRE &

FEEDORHEREY. EERSE | LR

NSVURTZF—CLER &

HCVEBEDRRAE. Miiis. M=~V RY

B CTCAEICHI[F3 Grade
Grade

Grade 1 Grade 2 Grade 3 Grade 4

22

RREEES

ASTEIZIFALTIES £
PR~3.0BLIF. Fel&
BEUILEYDTER FRR
~1.5BUTF

ASTHE U < [FALTHE
#ELEBR (ULN) D315
B~5EL . F2(FEE
E UL EYAUND
1.5B8~3BLUTICE
pil

ASTEULIFALTHULN
MD5ERB. FleldFseEy
ILEYHUIND IS A
([C1EH0

ASTHRIZIFALTIER k£
PR20.0MBLL £, Frzl&
HBEUILEYDTER FIR
108t

BAEE

REBFE

(#R) : PARBERENA RS> B30, REM (2023)



5. iDEAN. 1DEER

IR, DEER(F. FEIRSFICBVWTRENRDSNTVD L. RUKBIDIEREFZifd. EBRRREY X
JICRELFE UL,
AEIDZEEBERICK Y THIIRNEMEEL. BEICH T 2REETHIRIEL CTESERNIFAINET,

BEER
ESEL B B5 L L
Grade 3 Grade 3
£T BLE £T Bt
AEIBE 2 1 0 0
—RARDPR G —RBRBICHE | 505 e (N=255) (0.8%) (0.4%) (0%) (0%)
1T UTcUIBRARES I3 ERF8 1 ESCC B ICCEt 0 0 0 0
(N=240) (0%) (0%) (0%) (0%)
B+ {EREER 2 1 0 0
LERAEOBVBMETLE | 500 cge | N=324) (0.6%) | (03% | (0%) (0%)
R ESCC = TSR +H{EEE LR 0 0 0 0
(N=321) (0%) (0%) (0%) (0%)
AE|+HEFEREERE 4 1 1 1
YIRS REE R RS T - FEREY [385 305545 (N=498) (0.8%) (0.2%) (0.2%) (0.2%)
BMDOHER2 M GC/GEJC e PSR+ {LEESERE 1 0 0 0
(N=494) (0.2%) (0%) (0%) (0%)
_ s AH +HEFROERE 2 0 0 0
BREREICH T DILARAED . (N=133) (1.5%) (0%) (0%) (0%)
L), BREXSEREEZEIS | 30958k S pE T —————" 0 0 0 0
NPC (N=130) (0%) (0%) (0%) (0%)
n (%)

@ DDERIRELERICHWNT,

W EERER - RERR '
ERPRAEIN : 212, [FIREREE.

AEE DRARBERNS

PO IRSEITN

SErplsoR. TNERFEE. RIIE 5

ERERAREPTR -

iat=

DR b ORZ i8N, CKIEN. CK-MBI&HD

DEMBRAEMR | ST-TZ{L, PQEROLER. T2EETJ0 YT, QRSIBOILER

w= (AR, fRIR. AE).

ECERVNEEIRDEERN

AIICEROSNF Uz,

IDESENR. D=

EBERE. FFFE. 7S > M.

DI I—REMR : —BMOEEE - BEESE . £RMEROMERR. U?x"/uli” EENE T, DREDIIME. D

RRATEE
WEHRICHEBIRIRE '
M&HBE. DEXGE. O ORZVRE. DI I—E., DEMRI &
B CTCAEICHI[F5 Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
IDVERR - BEHNSHEEDZIVC | TEICIER/IBEDG | £H28H 7, B2UBE
FHIETERD DS FOHIECHIERD G | ZEITD (B FHiktss
B, BEZE TS EX | FEECERNGERY
DFTFIFERE RED#EBN)
IR FEIRFIEWVD, DENF | FEIRDH D DIRK (H: Eﬁ#ﬂ%au CHETDIDE | £EmZEBN T R2NE
rIFEZFE (Bl ER | WRE) X (B PHEIEDEER) Z=EJTD
B) NDERZERT

BEERLBAFERE v6.0 BAFER JCOG &L WSIA. ZE
JCOGR—LR= http://www.jcog.jp
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6. EEDRERE

FEREEF. AFRSHICBVTRIENRDOSNTVD & RUFRIOEREFEZikd . EEQRREY X T2
EULF Uz,
AEIOZEEBERICK Y THIIRAEMEEL. BEICH T 2REETHIRIEL CTESERNFAINET,

BEE=R
RREREE
EEES HEze w58 TEN* SIS* BRAIBE*
S T 2T 2T
—RREHY E—R B 59 1 0 0 1
BREICETUIN | 5o | (NZ255) (23.1%) | (0.4%) (0%) (0%) (0.4%)
PRABEN SR8 1% o ICC&¥ 67 0 0 0 1
ESCC (N=240) (27.9%) (0%) (0%) (0%) (0.4%)
. R AR+ s 149 17 0 0 1
SRS | soemm | N=324 (46.0%) | (52%) | (0% (0% | (0.3%)
Eece o % PR ISR s 114 4 0 0 2
(N=321) (35.5%) | (1.2%) (0%) (0%) (0.6%)
YIRS & KB+t REER 196 21 0 0 0
7 - BRERGEBYE | oo | N=498) (39.4%) | (4.2%) (0%) (0%) (0%)
DHER2 2 GC/ N I R o 157 11 0 0 0
GEJC (N=494) (31.8%) | (2.2%) (0%) (0%) (0%)
BREZEICHT 31(t KB+ F2REER 61 6 0 0 0
PRAEOGV. B | 5ogams | NT133) (45.9%) | (4.5%) (0%) (0%) (0%)
RN SEHBEBZH T PR 53 0 0 0 0
IBNPC (N=130) (40.8%) (0%) (0%) (0%) (0%)

n (%)
* Grade 3 EDBESBRIFFTHSNIZH oI

@ TDMDERKREHERICHV T, AEIE DRRBHRHIEE CTRVEEIRSISH 1 FIICERH 5NE Ui,
@ BNEEIRTR DR SRERICBN T, AF EDRRBANEE CERVEERRDBRNIMSENE Ufce TEN
26l SISRUSRIAIHIE 1 IICRHOSNF LT,

WEREERREIR - IREFTE 101922

(SBTATHD

BRI | R (RED. 415, BPOSORM. BH. 75ER S

EERRESATE | CRUGMZED (CRP) 810, EIMBREI/ R, SREDIFRAIEE. SikaEs

(5JS)

BRERAEIA | R (38CLLL) BSOS, IREE. SMEORBIERITRICH T 2 BEOSEER OB EOI
B, 250 10%80KE - TEFR - USASOEROBIEMES, IHES =

FRERAREFTE | CRPIEN. BIMERIEN/ AL, FTREE, SiRaEs. MR - mE

(TEN)

SERAEIR | EEAIH. 250 10%EB2 5K - REHE - 0D AZDESHREDEHES, HH (38C
BILE). #5REm. WER %

BRERAREFTE | CRPISN. BIMEKIEN/ AL, FRAEE, BikaEs. MR - ME

(ERAE)

SERAEIR | T SEEMAIET. TmMAAE. USA. DISEESOREBOIERAKER TS A
RERIREIFT S | DR EAESBAD 1gG 52 W EHEDME. ROWT NN OB ; MPHBP 180514 (8G) .
MR BP230 itk (IgG). MRS —42" itk (18G)




Z DD EES

EUT, REVPHEE. HEX. €OFME. . 52, 8. BKEE. 2%l BREZREZ

ENFRIRIT 2TREMENSG D F T, ERICOTREENGIFHRZE (L. KB, BE. BR) OBGIE. REOEE
[CHHD5T, KERIERIEREDEEZRETL T ET0.

WU S iR
RIS, FRIGE. BEXIRIRE. REER %

B CTCAEICHIFS Grade

R

RZzEJ2; HOEUD
HELE S EDHIR

Grade Grade 1 Grade 2 Grade 3 Grade 4
BEESLUETH | ROV, FEEFRE | DEE, &/)\B /BN | SEFCIFEZNICEKR | EHZ28N T BR2UE
WIEE., Z0fth DIERN D2 ; BIRFTR | /IERENEEEET | THHIN. KiEBICEdR | ZEITD

FRIFBREFMREDH; B8 | ©; FEELO5EDOY) | ZBN T DD TIERWL;
BB IR0 DISNDEBEEFEIEDS] | ABTE/zF ABTRAEDIE

SJS - - HEREEO<I0%ZS | AREEDI10-30%%
HDREVIRIEICKDAER | Hh DREVIRIEIC K DAE
(B: #IBE, 5RBL, REZH | K (Bl ALIE, 5B, REZ
B, AOERRED) TRk, HEEERED)

TEN - - - REZFFEDHRERD =

30%7Z 58, IERZHD
(B #IBE, 538, REZD
FIBE)

BEBERLBMAENRE v6.0 BAER JCOG M&LWSIA. &
JCOG IR—LR— http://www.jcog.jp




26

BEERRESNIEVRT

7. Bh3R. HETEARAARAE. EBAERAFETIAE

k. BREMEIIEE. AERRSHIICBVTRENROSNTVD & RUARIDIERAKF Zifd. ERRTE
URIICRELF LTS,

Fle. BRRHBRN OVEBNDELERTERDERAICH WV TAR & DERBERHETE TE R VEREREREN S H 5NT
WD T EDBBEPFRHESNIEURTELF U,

AEIDEEBER(ICK Y THIIRAEMEEL. BEICH T 2REETHIRIEL CTESERIFAINET,

BEER
B e — b KRR AE SR
Grade 3 Grade 3 Grade 3

2T BIE 2T BE 2T UE

—RBEPR E—R AHIBE 4 2 0 0 0 0
SBREBICETUICY) | 50) e (N=255) (1.6%) | (0.8%) | (0%) (0%) (0%) (0%)

PRABEN S 14 = Nece 0 0 0 0 0 0
ESCC (N=240) (0%) (0%) (0%) (0%) (0%) (0%)

. R AH|+HESEEAE 2 0 1 0 0 0
e | sosme | (N=324 (0.6%) | (0%) | (0.3%) | 0% | 0% | (0%
Eece o SR TsemHesmse || 0 0 0 0 0 0

(N=321) (0%) (0%) (0%) (0%) (0%) (0%)
VIR R AE B B AT AE| +HESEEAE 3 2 1 0 1 1
17 - BRYLEBN 305548 (N=498) (0.6%) (0.4%) (0.2%) (0%) (0.2%) (0.2%)
DHER2 &4 GC,/ B o um s 3 0 0 0 0 0
GEJC (N=494) 0.6%) | (0%) (0%) (0%) (0%) (0%)

T cHT B AE| LS EEAE 2 0 0 0 0 0
ggg%@ﬁw % 3095188 (N=133) (1.5%) | (0%) (0%) (0%) (0%) (0%)
RN S EREBEE R I 2 0 0 0 0 0
IBNPC (N=130) (1.5%) (0%) (0%) (0%) (0%) (0%)

n (%)
QRERFER DR ESREERICPVT,. T EDARBERHIE TRVEEIRERFREREN 1 flFRS SNFE LI,

@ BNRERTTERDRSEERICHNT, K%Uc‘:@l%?ﬁ@b\?:ﬁmt—*ﬂab\%’%?aéf ARERSIAEDY 1 PRSI NE LTz,

WERRERARAER - REPR 16222449
i~
RECEIR OEMIEBAIOIE T EHRE. RIER (REEFNE. RIKEFES) F
RARARER MBI L7 Fr+F7—€ (CK) 810
RIEREFTR | BIERADU V/N\ERE (CD8BAI) . AIfRIEDIRIE - BAEZ L. NMEMRRE (RERNTEMRIEN
SFNF—L DR F
(KRB RRARIE)
ERPREIR | OB DEET. W - 18 - BMRSE2805HR. 28R, RMEBR F
ERARIREFR | IS CKIEN. LDH - AST ALTIEI0., =470 VIR &
RIEAREPR R @ BhiRIEDIRIE - BE F
NEREFRR  TUERETUE &
(EIERHEIIE)
ERPRIEIR @ BRER T2 - IRINEFEE(C L HERREDIRER. EENDRIE - FiflCH SBNETICRDBRAMER
UZDBEZE (BICK> TERNEES) ., BEES - B NesE - BIBRESEORER. JU—C. fifF %
EREAREPTR  IE CKIEN &
WRIBARER © BHIRADD /IRZH. BiRHEOETE - BE &
MEREFRR M7 EFILIUVRERE (AChR) itk FUERENG &



WS B AR T 162340

i~

MEIRE. BHIMRIRE. HHBENRE F
DO FHZFEEBHRBAEDER | [IIERE (IDECK) F

(KRB RRARIE)

MRHRAE. BHMRIRE, CTHRE. HER F
DO FMSFEERIE S OfR | [IECK &

(EMERIRTIE)

MARE. BHIMRIRE. SHHHENGRE F
SRENEMEEM S /N F — S OfFR - NMEMIDRE &
REMEEHEDESOHER | TRORZDAHR (ERNUELRL). BREERE (RELRL) F

B CTCAEI[CHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
R BEDERE FAOE T ZH OIPERED | SEOHOE N ZH DK mEBNT,; R2UE
&R, o) Sol | B 0B DOHEEE | ZETD
BATEEMEDHIR ENEDHIR
T B R ARIE FERDTG L, BEEES | BEZETINEREEG | FERNGY , BRUBZ | £HZEDJT . ENMEE
7L BREEERDH N0 292 ERS)
SEREEIIE FEIRDIRV, FEFRE | DHEE: R/)\B /BN | EEFEFEFHICEKX | £HZ8BNH T R2UE

DIERD' B2 ; BRIKFTR
FEFREMRDH; B
BEESR

SIRENERZEZETY
3 FEibDOE0E
LSO EELTEEEDH
R

THDW. cIEB(CEdm
ZENTEDTIERLY;
ABRE 2 (& A BRI DI
RZ=ET D, BB e/
EfFABE; 50O DH
BAETEENEDHIER

ZEID
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8. AL WIEE (FPIRERMEEEISE. BISHEERE. TEMFHEERS)

FIRIRIEREREE. BIBHEES. TEAREESZSTCRNMIMESF. FERSHICBVTHEIRNRDHSN TN
& RUAHDIEREFEZ#d. BEERREYATICRELR Ul
AEIOZEEBERICK Y THIIRAEMEEL. BEICH T 2REETHIRIEL CTESERNFAINET,

BEEER
EIRARHERE IR HEAE erm
EES Hepe B5E BT IR FPIRERS
Grade 3 Grade 3 Grade 3
S I IER R D GE R B
—RABERY E—R AEIBE 29 1 10 0 1 0
SERHRICETUI) | 500 e (N=255) (11.4%) | (0.4%) | (3.9%) (0%) 0.4%) | (0%)
PRABEX X e % o2 e 1 0 2 0 0 0
ESCC (N=240) (0.4%) (0%) (0.8%) (0%) (0%) (0%)
. X AF P EEE 38 0 9 0 1 0
EIRAEOELR | soemm | (N=329) (11.7%) | (0% | (2.8%) | (0% | (0.3%) | (0%)
Ebcc o R rsemrHesmae | 16 0 5 0 0 0
(N=321) (5.0%) (0%) (1.6%) (0%) (0%) (0%)
YIRS REE 1R B AT AH| +H LR RERE 63 1 16 0 3 0
7 - BEIGEBE | 500 (N=498) (12.7%) | (0.2%) | (3.2%) (0%) (0.6%) (0%)
DOHER2 21 GC/ T IstuRHeea AR 15 0 5 0 2 0
GEJC (N=494) (3.0%) (0%) (1.0%) (0%) (0.4%) (0%)
ERRZICHT B AHFI L2 EEARE 42 1 5 0 0 0
FRAEDGV. B | 500=re (N=133) (31.6%) | (0.8%) | (3.8%) (0%) (0%) (0%)
RN (3 =REEER T | ISR HegEsR | 20 0 1 0 0 0
I35NPC (N=130) (15.4%) | (0%) (0.8%) (0%) (0%) (0%)
n (%)
FEER
BSES e s BIEEET~E TEAFR
Grade 3 Grade 3
2T BIE 2T BULE
— BTN [ —% A 2 0 1 0
LR CET L) 302545 (N=255) (0.8%) (0%) (0.4%) (0%)
PRABEX X ER 1% S Ncce 0 0 0 0
ESCC (N=240) (0%) (0%) (0%) (0%)
. R AFI L2 EEARE 5 4 3 1
SRS | s0eme | (N=329) (1.5%) | (1.2%) | (0.9%) | (0.3%)
Ece o R rsemHesmss | 0 0 0 0
(N=321) (0%) (0%) (0%) (0%)
IR A EE R B AT & KB+ b EER 3 1 2 0
1T - BRI 30558 (N=498) (0.6%) | (0.2%) | (0.4%) (0%)
DHER2EMGC/ | PSR AR 2 0 1 0
GEJC (N=494) (0.4%) (0%) (0.2%) (0%)
BRRZICHT B AF -+ AR 0 0 0 0
FEAEDBL. B | 309=res (N=133) (0%) (0%) (0%) (0%)
XS EREEEE TR IsemHeemas | 0 0 0 0
F35NPC (N=130) (0%) (0%) (0%) (0%)

n (%)




WERGERFRER - REPRR %>

(ERBRIEREIR ™)

ERERAEIX - R, REMET. . Rk, =B F

REAREPR | MVETSHSIE. Bt T3IRE. BEi T4RE F

(BRBRIERETUERE)

ERFRIER © B3, FET. EH. TR R, AERD. B2 F

ERPRIRERTR | IS TSHIRME. @Bt T3SE. EEt T4 S5E. PIRIRRBENMPEN F

FHBIDREMREE UTC, BRIEBEEBREICOVT, UFAMRRIEBEALFREEOMRK T, REEES
BEHOBR., FRIRY VFIT ST 4 —(CBVTI— REREDK T ZRDDENHIFT,

WECHR ICABIIARE

WoatkRerRE (TSH. WEBET3. BB T4SORE) . PRIRBERRE F

B CTCAEICHIF5 Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
ERIRISBEIR TE | MERDBV. FEFEE | ERN'G 2 FRIERRIL | SEOER; 508U D | £E6%Z8NH T B2UE
DIERN D2 ; BIRFTR | EVOHAELZET | ORETMEDHE; A | ZEITD
FLEFREFRRDH; B8 | 2, BOOWLHNOEHE | RZETD
BEEIR HEENMEDHIRR

ERIRBRERETLEE

FERDTRUD, EeFBE
DFEIRDSB D ; BRRATR
FIFREFMREDH; B
BEEIIRO

FERD 5 B ; ERIRARINE
BEZEETD; 50Oy
é%GDEI%ﬁE%EM’EOD%U

BEDIER: HOEYD
HEEEEEDHR; A
29 2

danzBN T, BRIULE
ZEI D
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9. 1 B!HEPR TR

1 BURBERIRI . AEIRSHICHVTHITNER

HENTNB & RUKBIDIERAKFEZERY. BERREIRTI(C

HEULFR UL
AEIDEEBER(ICK Y THIRAEHEL. BEICHT2REETHIIEL CESSERIFRINFT.
BEER
BIES HEr B5
EE Grade 3 E
AHIB 9 9
—RIBBP R (& — G R [ 30258 (N=255) 2 08w 2 08w
1T UTYIBRABEN [FERFE M ESCC et ICC 8¢ . .
(N=40) 0 (0%) 0 (0%)
AE HE PR AR 9 9
? g fg*%?gm"%’i Bp— N (N=324) 2 (0.6%) 1 (0.3%)
T o TSR HEE AR
(NZ321) 0 (0%) 0 (0%)
AH| -+ RAR
5 (1.0% 5 (1.0%
£30) =y o TSR HEEREAR 9
(N2404) 0 (0%) 0 (0%)
|+ 2 5 [o) ()
ARREICNT BILERAED e 0 (0% 0 (0%
BL). BEXEREREET 5 309588 — e
NPC QAR 0 (0%) 0 (0%)

WERGEERER - REFRR "%
ERERAEIR : (08, 28R, ZIRK. £E5ERE

SHEES. BEF

n (%)

BARREMR | S4B, HbATCEE. MPCRTF MEME. REFIE. RO bV @B, B8iRmT S d LR,

BIRIMBARDERE. HGADHFGE &

WEHICHBRIRE

MARE (ZREEFD U < (FRERFMAE. HbATc, MPCARFPF R, EBikms b4, BIIRIIRI X, HGADHIAE

F). [R&E (R¥E-RT S HEE) &
B CTCAECHIFS Grade

Grade

Grade 1

Grade 2

Grade 3

Grade 4

SmiE

G VAN S G
BAD, R EERZE
TR

HERIRICN T 2 BEERE
DEEZET S #OM
TG N RZRT D, IR
ROBEREZET D

AVAUVEEEET
SHUN Y= )

TanzBN YT, BRIUE
ZEID
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10. BER

BRI, AFIRSHICBVTRIENRBDHONTVSZ & RUFRIOEREFEZiRd . EERREYXTICHREL

EUr.
AEIDZEIBIERB(ICK Y THIEEBINEHEL. BEICHT 2REESTHIER LU CESERNBERINFE T,
HEER
EISES HERE 158
27T Grade 3B E
AHIE
0 (0% 0 (0%
17 UTEIBRAER (4RI E =5 ICCa . -
AEI AR
5 (1.5% 0 (0%
LHBIEOBOBFETLS | 3005 (N=324) (1.5%) (0%)
T o TSR AR
AR RAE
2 (0.4% 1 (0.2%
=D = o TSR HER AR 0 o
NS 1 (0.2%) 0 (0%
|+ ) 5 O, O,
BRAEICNT BILERAED R 0 (0%) 0 (0%)
B, BREY S EREEEET 5 309508 e
NPC QAR 0 (0%) 0 (0%)

n (%)

WERERFRER - REPRR 'Y
ERPRAEIN @ EREERODRURF(F (BEBICHEI L. BEMICIER - RIEU CERYT ). &|i - lBlt. H#H F (RS
BRRENH > THEEREDI EHHD)
RARREMR M 7=5—€8 LR, mpuU/N—€ELF
BERRERR
- B XHRAREPTR | BKETEE - iR F (ED) . ALK - ARETBR E (185D
- BEMREMR  BEX. BEBONEMZE(L &
- RESCTAREFR © BEX. BREBROIEMRE. RIFITE 2

WEHRICHEBIRIRE 7>
EEpiBERRE. CT. MRIFOEHRE

B CTCAE[CHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
RN - BROLRE, BEFARED | aEOKERE; Bit; AR | £GZ8H 7T, BR2UE
e BaE (Bl BREvPRE | ZEJTD
D3ZH) =BT D
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11. BieElEE (REEEEMER. RRFERE)

BHARES (RESEEMEER. RIKEBXE) . FERSHICBSVTERIBHSN NS E. RUARHID
TERARFZiEd. BERRMTE I ATICRELFE LT,

HEER
EES HERE 158 . T
[q rade 3L
AFIBE o o
1T UTUIBR R REN (R SRR 1E E - ICCa¥ 9 9
s a0) 0 (0%) 0 (0%)
AH| P ROAR
20 (6.2% 5 (1.5%
£ HHAEORBRMETS 20655 (N=324) (6.2%) (1.5%)
T o TSR HEFRE AR
AN 24 (7.5%) 3 (0.9%)
AF| P RAR
47 (9.4% 11 (2.2%
D =3 o TSR HEFRE AR
N 23 (4.7%) 8 (1.6%)
|+ ) 5 o) o)
BRAECN T HILERAED _ LSRR 47 (35.3%) 4 (3.0%)
130, BRNGERESEET 5 30958 e
NPC NZ130) T 34 (26.2%) 0 (0%)
n (%)

@ ZDMDBERER ICHWNT,
1BIICEROBNFE LT,

W E7RER AR

Bz L FE. 2B NA. B, BRE. 58, BD. BSRAR. RERD. B MELER
RIGEBEMEX : B, FHA. Bk JFE. MK

RIMEBX | RERD. FE. 256k HEL. BHCAMR. MR

WERRERR
ERPRIRERTR | IRIPBIMIRK. REH

WEHIC BB BIRE 0
BigseE (JLPF =Y. BUNDHIE. RIgE) %
BEETS, BREET2EOER  BHCT. BHESTRE 5

AREE DARBERNDEE CERVEBERRAEFEMBR N ORIERIREBERNE

B CTCAEICHIFS Grade

S

1.5~31%

=1

Grade Grade 1 Grade 2 Grade 3 Grade 4
RREEEEE M7 U7FZAENE | MPT UFFZABNNE | IIPT L7 FZUEDLNE | T L7 F ZAELE
REBLERZBAND | RIERE LERED1.5~3 | RIEFE LRED3I~6F | RIEE LRED 6 FZIE
R—=ATAVDIE5EL | BERER=ASAVD | FEFR=XZA42D3 | A3
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12, Bk, BEARN. HEEN

BRI, AFIESHICBVTRIENRBDHONTVZ & RUFRIOEREFEZiRd . EERREYXTICHREL
FUI

Flo. BRAREBRROBADELERTEDERICENTAHE L ODRRERNEE CERVBRK. BN D SN
TWBZEDBEERHESNIEURT ELE U

AEIOEEBER(ICK Y THIIRANEMEEL. BEICH T 2REETHIRIEL CTESERNFAINET,

HEER
ERSES HERE 58 i
=T Grade 3l E
AHIB 9 9
17U T TR R BER SRS 1 ESCC i ICCB 9 9
Ne340) 0 (0% 0 (0%)
A+ LR ROAR g 9
RS E . 7SR HE SRR g 9
NS 0 (0% 0 (0%)
A+ LR ROARE
1 (0.2% 1 (0.2%
UIRTRE I RIS T - RIS 30558 (N=498) 029 029
BIMDHER2 B GC,/ GEJC i 7SR HEERAR 9 9
oA 0 (0% 0 (0%)
| +{EFRE 0
BRAZICHT BERREED ﬁi&gf’% o 0 (0%) 0 (0%)
20\ BRI EREEEET 5 30955 T
NPC PN 0 (0%) 0 (0%)
(N=130)
n (%)
O ZDADERFRABRICHN T, &K DRREIRNEE CERVEREBBIAH 1 HIICRH S5NF UL,
OZLEATTRDIRSRRICHENT. AHIEDRREMRDEE CERVEERER., BEEKICEHET 2EHELRBERN 34!
WESNF UTzo
WIS ERARAEIR - HREATR 1622
CHBisAS)

ERPRAEIX : BB, FEH. SHEED. @Bk, H1TRH. & TUNA IR F
EESMRIREFR  BHCRAIEEZFLE UIBRROERES (T2eHER) F
BRRETR | ERIREAOMRIEN. EHLER F

(REMERRX)

ERPRAEIN : FE#. BB, B Bl &

WRIRE | BRPICHENMMRHSNRWL &

(FRER)

ERPRIER @ 2 - EROmAIMEIET ). KREE. ER. BEES
BEWMRIREFRR : T2 @HEAEKR CHIES

£
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EERFESINIEURT

WEHC LB BRE 2

CHRisAE)

FREBMRITRE., BERIRE F

SRR & DR © B8% S adenosine deaminase (ADA)
(ERE4BEREN)

WHIRE F

BT T v I RA Y SESELUSNOERIMEEEMBERX E OFH | FAEX COME. ERRUERE

(BBER)

BEMRIRE. BEARE

B CTCAEICHIF S Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BERRR - - MEE/MEEE/MD A WmEENT; BR2UE
JWAEDERNIRSICK | ZETD
EBEEET D, FEN
BEZEET D BN
BREE
BEER FERNRV; BEOHIE | PEEORNFCIERE | SEDORAFIFREN | £HhE8H 7T R2UE
D+ (B: Babinski#iz, | #ikk; 0OEYJUANDE | K BOEYOEEETE | #EITD
Lhermitte %) BETEMEDHIRE BIEDHIBR
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13. #HEEE (F52 « NU—EREH)

WRES (FSV - NU—ERES) 3. FERSHICBVTERERENRDSNTVE L. RUKBIDIEREFZ
. BERGRHEJRIICHELE UL,
AEIDZEEBERICK Y THIIRNEMEEL. BEICH T 2REETHIRIEL CTESERNIFAINET,

HEER
IS HEe B58
£T Grade 3l E
ARt 9 9
_nsmei—nemuc N Nes55) 58 (22.7%) 21 (8.2%)
17U TE IR e S BRI E i IcC 9 9
(N=540) 78 (32.5%) 0 (0%)
AH +HL S ROARE 9 9
P —— o Ne32a) 187 (57.7%) 40 (12.3%)
BBRESCC 7T R HURRORR 169 (52.6%) 28 (8.7%)
(N=321)
AE LSRR
265 (53.2% 24 (4.8%
VIR TR SAREST - BRI E 305545 (N=498) 5320 8%
BIEDHER2 B2 GC ./ GEJC 75t HEFROAR 279 (56.5%) 26 (5.3%)
(N=494)
|+ = 5 [¢) [¢)
BRREICNT BILEREED Ay s 46 (34.6%) 1 (0.8%)
120 BREX S ERESEET 5 30955 T
NPC T M LR 41 (31.5%) 1 (0.8%)
(N=130)
n (%)
O DMDEFRARICBNT. AHEDRREMHIEE CERNEERF S Y - NU—EREFD 2BIICERH SN K

Utco

WEBEERER 7225
#5Y - NU—ERE)
ERER | FROUONE (EEHH) . BOET CGebai). DRAE. IWRGhe. EEmEmg. s
= BESOET - HK S
GRIEEEE)
SRR T4 MTFROLUN. . BHET. RS SRR, 0K, DRnE0nit s

WEHICHNEIRE
FEEBMRI. BEEMRI. BBRIRE &

B CTCAEI[CHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
FSU-NU—ER | BEDIEKX EE; SOOULNO | SEDIER; S00YUD | asZzEN T ; R2MUE
B HELTEIEDHIRE BREEEEDHIR 7&%36 [ENBEZ
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14. ERRBMAIEE

BRERICBVTAR L DRREFRDEE CERVEERMRESNROONTVND T ENSEBERFES N
URXTELF U,

BEER
b=
. ] FEE B ST
EERTESRN (B RS IR FRARHIERIE SCPERRANE
Grade 3 Grade 3 Grade 3 Grade 3

e - L N - L T

—REBEPY (& AIEF 107 25 0 0 11 1 0 0
—ame o | 302 | (N=255) | (42.0%) | (9.8%) | (0%) (0%) | (4.3%) | (0.4%) | (0%) (0%)

TUREIBRAEE | 8 | ccat 176 0 0 0 125 83 12 0
NISEBIEESCC (N=240) | (73.3%) | (0%) (0%) 0%) | (52.1%) | (34.6%) | (5.0%) | (0%)

AH+ 270 160 0 0 203 126 6 5

- <~ {t?;ﬁ;ﬁﬁ O, o) o) O, [o) [o) [0) O,
LBWEEOB | 500 | (Nooa) | B33%) | 494%) | (0%) | (0%) | (627%) | (38.9%) | (1.9%) | (1.5%

WEFET X

EIEESCC AR {{zggg; 253 164 0 0 201 142 7 7
CERI | 788%) | (51.1%) | (%) | (0%) | (62.6%) | (44.2%) | 2.2%) | (2.2%)
I+
o e 236 93 1 1 0 0 1 1
IR BE 13 /B P IEPBOERE | 477000 | (18.7%) | (0.2%) | 02%) | ©%) | 0% | 0.2%) | 0.2%)

17 BRI | 305 | (N=498)
BUOHER2EEMY | HB [ FSum+
GC/GEJC temga | 241 | 95 0 0 0 0 4 4

(Ndoa) | (48.8%) | (19.2%) | (0%) | (0% | (0% | (0%) | (0.8%) | (0.8%)

AEI+
BRRZICHWT e 116 65 0 0 0 0 2 2
Epfiticidita F 20 fEEER | 87.2%) | (489%) | (0%) | ©%) | (©%) | (0% | (15%) | (15%)
B, BRY S

BEBEETS | 2 T2Emi | 3 | 78 0 0 0 0 2 2
NPC (N=130) | (86:9%) | (57.7%) | (0%) | (0%) | (0%) | (0%) | (1.5%) | (1.5%)

n (%)
@ ZDMDEFEREAER(CH T, AFEDRRBEFENESTE CERVEEREIERINEN 14, SERFEIEF IR
IMERY 2 BICERO BNE LT,
@ EHNEERTTE DR ERERICBVNT., KB EDHERREBHENEE CERVEERXDERNREINE U, BB
MEIMVRBAME 4 6. BCREMEamEEm 1 6. SEEEAIKE 18 6. FEREFPIORAME 196(CF8H5NE L
oo




y

W 7R ERARAEIR

(GoRE 4 /) VRGBSR B8R

FRHMM (KRB IEEE) . smEm. S8, Fm. MR, EENEM

CBMmHEAEm)

am : BN, gE. Bk, BEAR. 15<5H

=B | FECRIKEROEE. KEZ S5ER. NEJOE VR

AERE | EERCEIBDEBER. BDEBRk

(EFARIERIE)

=, BE. [KERE

(FRENEFPERRIAME)

=, BE

BERICHERGRE

MA—ASE., AEIMREFRELAGE., SBERE &

B CTCAEICHI(F5 Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4

Mmiemm/IR | — - SRERZHESIKREBER | £omashd (Bl: CNSH
DEEEBER B BAR, REm) | M, mie/Ee, 1)
7B METROOSNDBIND | BIHH Y, hD22g/ | MIMFLFAREEEZ | £HZEBN T, R2UE

BRD, IF1EEZ
HBA CHt g 2 38CLLE
DFEE

& (Bl BEAI7O7UY | ALOANEZJOEVIET B92 (B 8IBRERT | ZEID
iER; DAT: Coomb's; % mEE
HaRImek; NFrooeY
A
&mm NEZJOEV<LIIN-10.0 | AEZOEY<10.0~80 | ANEZJOEY<8.0g/dL; | £&ZEBN T, BRULE
g/dL; <LLN-6.2 mmol/ | g/dL; <6.2~4.9mmol/ | <4.9 mmol/L; <80 g/ | ZET S
L; <LLN-100 g/L L; <100~80g/L L ®llZzEd D
FEEEITIRR | — - ANC<1,000/mm* T, | &@m%Z&H T ; B2LE
IME nD, 1ETH383CxE | ZETD
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BEERRESNIEVRT

15. FEIRIMIEZEILAE
FRPREIER ([CH VT AR EDARBERDIEE CERVEBIRIMMAEERENRDOD SN TVND I ENSEBELRIFESNI
UR7&ELE Uz,
s=E3
EER SHERE 5
27T Grade 3B E
ARIB \ .
—RARPRE—IBREIE | oomme | (N=255) 7 @7%) > (2.0%)
15 LTI RS (S BEB  ESCC a2
LIRS I((|:\|C=gz¥40) 2 (0.8%) 1 (0.4%)
A+ AR o o
LEFEEOBVRIEARE | joopg | (N=329) 22 8% 6 (19%
BB ESCC Z:;gz;l;;”t?ﬁﬁﬁ 11 (3.4%) 4 (1.2%)
A+ LA
2 (0.4% 0 (0%
tﬂﬂix‘iﬁﬁ?ﬁﬁﬁﬁ-ﬁﬁgm 30558 (N=498) (0.4%) %)
BIEOHER2 1 GC/GRIC Z@fg:‘l;f ferruiss 8 (1.6%) 2 (0.4%)
I + = 5 0, (o)
BRAECN T HILERAED LSRR 1 (0.8%) 0 (0%)
BL. BRXGEREEEET 5 30055 .
NPC TN 0 (0%) 0 (0%)

WEGEEFRER - REPRR >0
(FhmieZ=E (PTE))

ERPRIEIR © IPIREREE. Moy, SR0YOR. 580 &
REELEEERMRE | EMERNLERGE(CEEEILAR. DRBOEEH RN FTEEEHEESH

FAETNS (McConnelli#i®) Z
GREREEIRIMASEE (DVT))

o

n (%)

BRERIER | FRE. BV, BFTER. B - OB - 15 - BEONMOZEE (FE~EBE). MOZFE F

WS IC N TR IRREE >
(Fhmmi2Z=|E (PTE))

IS X SRR, DEBX. BIRIMAZDHT. FMEDFEEREE. CTHRE. MR | &, DIAIY—RBRE F
GREREEARIMASEE (DVT))
TEBERRE., S CTRE. DIAIY—RE F
B CTCAEICHIFS Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
ML ZEARIE ARBEBEZZEIRV | FEXNDD; ARIEE | BEDERD S S B2 | BRIENALRTEEE
(Bl): FRATMEIMARAE) Z=EITD OARNBEZET D | BEFZNICALECESD
(Bl: FhEARESF2FD | Z8BDNT

fgPmiz)

MERFE. Z0ft

YN

FERARVY, FICFERE
DR ; ERARFTRE (&
BREMRDG ; BEZTE

ChERE, B/)\BR/BAEY/

BEFCIFEFHNICEX

IFRENEEZET D, | THHN, cIEB(CER

FhtELDEDEVLN | ZBDTHDTIERL;

DHEEZEEDHIR ABR & o (& A BRI DIE
RZzEJ2; HOEVUD
BELEEEEOHIR

dazBN T BRUNE
ZEID

38
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y
16. &%
BRERICHOVTAEE DARERHEE CERVEZH RO SN TVNDCENSEBEGRRFESNIEURTEUE
LTz

@302 R CIFiEXICEET 2BEBROHARIFDOSNFEATUT,

@306 R C. AFBICHBVWTCIHRTICE > fefiitdn 1 flICERO SN DHDD, AF|EDARBEREETESINE
O fatt

@ 305HRCIFREHICEET 2BEBROARIFDOSNFEATU,

@309 R CIFEXICEET 2BEBROARIFVOSNFEATUTI,

@ Z DIDERRERRICH VT, FEIEDARBHRNAEE CTRVAHERA 1 HIICERHENE LTz,

WERGERFRER - REPRR Y

ERPRAEIN

- 2HER D R BT 256 BERFR fERL. BRNRRE
- [FPIRESAEIR © DB, [ERR. IR, (Z00. K9y, [FOREEE

ERPRIREAT R -

- IERERE (ZHRE. BEREA. RRERARE) Bt

CREPNRE (VY —Tx0OVylEREER. YNILIUVRIG) Bt
BSREMR (FiE)

- FOER XiRpiRE | HAR(C (LS Z i & T 2R & T DRIIDRMMRF 23R 5
- BERCT @ A (CIFHEMRE. ElRINNBVSEICIEIRERZRHD

TRIEEHBRTR © F2ESIRIE7Z (4 S8 LRl i

W2 [CURIIRE
MIEB X #R. BRRIRE. [MIRIRE F
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17. B E SRR

BRIREBR N VBN DELEERFTR DFERICHBVTAHE E DRREHRNMNEE CERVRE SERNBHSNTVD T &
NOSBEGFRESNIEURTELF UL,

BEER
BISES HER B . Grade SBLE
[q rade 3L
AHIBE . .
1T UTUIBR R REN (R SRR 1E E o ICC# 9 9
AH| HE PR
0 (0% 0 (0%
2B HAEOBOBET 20655 (N=324) (0%) (0%)
T o TSR HEFRE AR
(NZ321) 0 (0%) 0 (0%)
AH| SRR
1 (0.2% 0 (0%
D 2 o TSR HEPRAR
I+ # 5 [o) ()
BRAECNT HILERAED LSRR 0 (0%) 0 (0%)
B, BRX G EREEEEY 5 309588 ST ——
NPC Neta) 0 (0%) 0 (0%)
n (%)

QLSHTTRDIRESRRICBVT. AFEDARBRIEE CERVEERRE SERAN 1 flRESINE U,

WEGEERER - BB
WAER | B RUUE. EU. WHET. BE. B0 S
REFR | MESHAZ, BELND. @078, NSHEN. SeSLEORT - B SOSE6 %

WECHAIC U EIRIRE "o
BHAREET. WRITESSHEN CeTStBRs - OCT) &

B CTCAE[CHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BESER DIHIE (trace) RIAE | 1+~2+DREMIEEE | 3+LIEOXRFEMIERE | BEREORSB LR
R EZ M SEIENE | ZHESHIEBNE DBER EAEDSHIESE SERX: | 0.1
DEER hEEDRIEEFER
ESER

BESRILBAERE v6.0 BAEER JCOG MK WJ5IMA. ZE
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18. MEX

B7ZZSCHPD-1. FiPD-L1 RO CTLA-A FAEDEARN COMEXEHERSICRET 2 BIMERERIERS D&
BMEBFATCEBRRESNICURTELF U

BEER
EES, SR 58
£T Grade 3B1E
AR ; A
'?i- CYJPR \ﬁE g4 E o |CCE¥ [0 9
o) 0 (0%) 0 (0%)
K+ LEROARE 0 A
Eﬁ_gﬁ%@g)ﬁb\ﬁﬁﬁﬁﬁili — (N=324) 6 (1.9%) 0 (0%)
i o TSR HEP R 9 9
[z 1 (0.3%) 0 (0%)
|+ PR
1 (0.2% 0 (0%
VISR SAREST - BRI E 305545 (N=498) 020 ©%
B HER2 2 GC GEIC = 75 u HE R AR 4 (0.6%) 0 (0%)
(N=494) )
BRAEICH T BILEWAED o e 0 (0%) 0 (%)
BL\ BRELGEREBEETS | 309HE T
NPC 7 2RI RO 0 (0%) 0 (0%)
(N=130)
n (%)
WE7RERFRER - RERRR 40
(KEUMER)
ERPRAEIN
- BRIBIRK (TAK) | RERHAOHEZALPESERREDESIER. MEMICKDREFES - BHES. LEOITIE

WSS - HARVPIEDEAZ. BMEUSIE. BOEER. MSIMEE &

- EfffeEEiRK (GCA)  BBENADEIR (RF(SRABAZIITK) DRE(ICKDIERBVPERIT. U DY FHSFHERBIE
(PMR) O&#H (WEDFEHPIDIFY), BAOET - K3 %

RIEERBARETR - MENROSEZMIE (UY/\IkE) 2E. PE~RESINOEMRORE (AZFEESR

K) . PERDINERRFRME( L PSR IEHRAE DIRIR

FREGHE (MBERZDETICRDED)  BREMRKRD 15~30% (HDWVIEFZNLLE) TREIRE©ABIRFAE

HADEREZGH. EMIREBIIRKTHRENTE - BIREFRED U X TH5D 5,

(PEIMER)

ERPRAEIX -

- FEEIM S FEEIRK (PAN) @ BRERD. EREFOEFER. ROEMICH SRR, K THEE. KEES. B
B, WREES (ZERMRERX). BLELM F

RIBHEBARETR | FICH~/EDEIRICHTD T« TV /A RIEFEZE M S FIBMIMERN, DMIKEREMmER

(NEUMER)

RERIEIR -

- ANCABSHEMER (AAV) : [BEHERNZHEINENR; MPA] 54 (ERAERMN) AIREBERIC KD 20RE TS
RIKAEBR. FEMIERICKRSDHMEBM &
[ZRIMERMTATFEE; GPA] R- B - 8 - BIEESF0 LXERE (RIEMEASEMRE) . RIEIEPRTFREMERD
RE. RIEERIKEE R
Ur BRI L HIMERMEANTELE EGPA] [EXIGEDEH « BifE. REMFEEIROSHMEN. @RES (%
FEERPER. E2MAET O0% LI E TEHH)

.
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EERFESINIEURT

- REEGHM/EMERK : IGAMER] VIR ZHHDRVVIER (BImbl) . BEEk. EEER (B, T
M. FREREBR (XTVFOLBEHEANDIGALE)
(DU#707U VIMFEHMER] BEROIER, KEEE. BRAE. BIREH, SHREMFXR CRIEERE
). BEESHIEERX

WECHR ICATIRARET 450

(KEUMER)

MR%E (CRP. 7730 [ESR] %F). REBMEBZIRE (RIESESRERSE). CT (CT angiography). MRI (MR
angiography). &K (Z3J—). FDG-PET/CT HEDEIFIRE

(pBY - N\BUMER)

MARE (BEANCA, fiF. iFERIRE. BEE. MHEFH). KRikE (K - E8K) . RIEEHEZRE (& - @
1% - /- BERS) . IEEGRE (CT/ MR/ H7T—7I)VMESEE)

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
MER FERN G, BEEES | EEDER; AEEE | SEDER; ARIIEE | £Hhx8NJ; REF:
2N BEEITD =8I (B BIBRE | FREORN,; B24&
X704 R) Z=EJTD
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19. MIREREY >/ HEEERE

AHZZSCHPD-1. HIPD-L1 RO CTLA-AABEECEAN COMKER MY >/ R IKEREESIICRE T 2
BIEREAIRSDERZBFTA CEEZRRESNIURTELF UL

BEER
B VESR HERZ K58 ~ E———
< rade 3L
AEIBE
0 (0% 0 (0%
'?i- fa Vily \ﬁlé f\y' E e ICCE¥ [o) [
(N=540) 0 (0%) 0 (0%)
B+ {2 LE
0 (0% 0 (0%
¥4 o TSR+ ARE 9
NZ3) 0 (0%) 0 (0%)
B+ {2 LR
1 (0.2% 0 (0%
E30) =4 o FStRNH LR AR
(N2494) 0 (0%) 0 (0%)
|+ = 5 [o) O,
BRAECHT BILZROEED ﬁﬂygfﬁfﬁ 0 (0%) 0 (0%)
B, BRYGERGEEET 3 30958 e yE T
NPC (NZ130) = 0 (0%) 0 (0%)
n (%)

WERERRER - RERRR >

BRPRAEIR @ FEZA. BRRE - FFREXR. BIMEE), FRESICLDBEPOLH. BHES PKE

REMR ONMERES CREMTEDERR. AEJOE Y. MIMRDS 52 B ENET), 58 - SERE (2
BERENTURSA REME. 74TV /T VEBE). REX—A—8I (WE7 T UFVOERSE ET~85
ng/mL). R B2=70707UVEE). THlE - <707 7 —ViEHE @HFEIL-2284 [sIL-2R] SiE.
FLETVUEE). REEREET (NKBREEOETRCEXRIE). HlrR (88w U Y/ EHICH T2 MRS
Big)

WU LB IRE

& - RERE. £EF - FRINERE. RIFE. SHERN (B8ER). ok - Fiiemr. BT od— - CT

B CTCAECHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
TRMEMBRERMY | BROGV. FEEFERE | DEEOER; BEEE | EEFCIFEZNICEKN | EHZEBH T B2UE
U > ) CHEFRERAE DFER; BERBIB KU/ | 95 (Bl mEiHE) THdH. ElEBlCEsn | #EITD

FEIFRAEIC KD FHIZ
B9 2. BRZEESEV

ZBNTHDTEFEL;
ABEE Tl A BRI ODIE
RzEID
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1. EEDER

RARERICB N T, 2B EDRRERIBE CERVEERBRFFRHSN TRV ENS, BIFRICBWVTA
BICKDBROFERY ZTICDVWTCHEICHERMCIT D EEREETT ., UHhUEHAS. BIASEOPD-1 #1Z20 &
DEHNICBVWTBRIFEIADYU R T ER>TVWETD,

WERERFRER - REPRR

ERERAER @ D B, D5, BARANR., OEEARK. B NEHRE

REPRR

- BEERCT : LB BEREZRDD T ENGD

- WRIBIRE | OFAMOIIH, BRROUSA. SHMEOKEFE. UFAMOBB2EYREERITREZ
HOHENHD

- RIBREMARE  iFIRO U V) EREORAEMIS B E XN ICATFREZ 4 STRIBE T BB IR IB8HEBE X
DFfRZRDDCLEHHD

W2 CUERE
WRIRIRE., BER F

B CTCAEICHIF3 Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4

BR ERABV); BIRFFRE | BN 5 ; HEEKEE | BRFIIIBREDSE | Eazgn v B4
JEI3REMRDG; B | DEfL; AREEZE | OZRE; TPNFCFAR | HHOLEZET D
EESRL EE3) ZEID
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2. BEEMHREER

BRARSERICH VT, AFEDRRBEMHEE CERVEEEHIEERFFRH SN TVRVT EN S, REFRICHBNT
RENC KB EMBEERDFEIRY X T (CDOWVWTHEICHERNIT2 CEERETT, UL ULIBRHS, BEASEDPD-1
ZIENE T DEANCHVWTEILHBERISERD U R T EIE>TVE T,

WERERFRER - REPRR 2

ERPRAEIN | BB, BT DR BR. #H. 2B F

ERERAREPTR ¢ ALP. y-GTP, #SEUILEVELR

BRRER

- DIC-CT. WRIRENEITHIEEREGE (ERCP) NI3WHBEERESE (MRCP) ([CLKDBERAFIR. BE
IR, WIRRE, BPLSHMRE. BERRE. BEEX

- [BESBERRE. BECTICC. IBERAELRIC2EMEDELE

WECHR ICABIIRE
MARE (AST. ALT. Al-P. y-GTP. #5EUILEY), BifiRE EE8TI—. BEBCT. ERCP. MRCP) %5

WEEEHEERICDN T

EBL4BEREBEICEEMRbZEC U, BEEE CIIBEREMRZEC U, BT 3 2/fZm I EKEDFEI C
Fo RFEMBEMEBERX (PSC) O, AERZBBRIDMEIL S NEMBEENER S NI 1gG4 BEBE L HAEE R
(1gG4-SC). RUBBXPEERG. BER. RIMRERLCBIERICHFAT D RMEEEMEERICHEINK
9, PHIEHERE UTRDZVDEFEE. KEZOFERTIH. ERIBVXEIAHERBEREREZE DT
([CEMSNBEAIDHHULZEDDEVDNTVRT,
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EERBENVRD

3. lEgsBiEE (EMFHHRBIEREZET) DH3EENDER

RRERICB VT, 2B EDRRERIBE CELRVBERBEDEERR(FFRDSNTLIRNT EN S, RBIFRIC
BVWTEFNC K DBIEREEOEEESZORIRYU X ZICDWVWCHEEICESRMAITD2CEIFR#ETT, ULHhUIRH'S, BF
EERDPD-1 ZZHN E T HEFICHBVWTCEIEREDBEESR(FFND I XTI EBFH>TVET,

WESHET BH1 RS 1 VEDHR

EMHRREEIEA A RS A 2V TlE. ESEBBEDHDEEICSNT, FIPD-1HAERSEICGVHDAEIR UICEE.
GVHD DBFEEN B DIEGINS <. BHED SHPD-1HAKRSE COMENEWMERICSH Y. GVHD [EHIPD-141
FERESRHICRELY I AT704 RNORIGENTRRTHD CERENTHINTLET >,

ERBEED D2 EBEENERAT2EDOEMHEDEEICDOWVT., BN CHEIISNICAZERESG Y FtEA. LU,
PD-1 AR SHRICH S DREBIBEONY R I A N (GVHDEIRROMIRE) ([CRIT XN TRESNTLET >,

fEBABED S B BEICABIZEAT DERICIE. BRZTITITL. EENDRDSNIIBEICE, BiblEs PES
NG DOEFIESEEL. BURLEZT>TIEE L,

9.1.3 [EEBEE (EMFHERBEEZSD) 0H3EE
FEIDIRSIC K BB TN T BEERIOX EBBRWETRIRIRT 25 TNNH 5.




4. it - islRSE

FERRT —I D SARBDLZE2HEDRIEBFVEBIMENRINTVDH, BRIKRT—I TIFROSNTLIRWLT Eh
SEERBENY XA TICEEULF U

FILZEBV 13 BBRERSSUHARBRTIE. hZI4PILOMEATERE IR N ORIBRBZNZELFER
BNFETATUS,

B - BRIRSEMOXEIERICE DWVWZEHIEI TlE. PD-1/PD-L1 2EEFRBBICH T 2REESDHIFICBES LTS
fesb. BPETIVICEWNT. PD-1/PD-L1 BREDBEEICKIBIRICH T 2REEE/HNWEEL. BE - BBIRIETICE
ZUREENRINTVET (Tripathi and Guleria 2015), EBICERIET 2 PD-L1 ~DPD-1DEEF. F=2
RIEFREICESRIET S PD-L1 NDOPD-1DFEEEFELILTVET (Guleria et al. 2005, Habicht et al. 2007,
Petroff and Perchellet 2010), EEERFIIRNY D AETILTIEF. PD-1/PD-L1REDEEICKLDRERIETXI(F
MEDFRNREINTVET,

FYRPDPD-1/PD-L1 REDEEFE M THNEBSINTH Y. PD-1/PD-L1 DEBEMNHIROMILICEE R
ZERZLTWVWB T ENREBEINTWLET (Wang et al. 2020, Holets et al. 2006, Zhang et al. 2019) .

Bl EKY., PD-1HEROERAERICEDE. AFZRRICIESUIEE. BEICERRZEZNLIIIOREMEN G E
J. BAREHERICBVTC, IE - BIESEMERESNTLFREA.

9.4 &IEREER T B E
HIRT DATREEDH D LIEICIF. FEHRESIRUORHEIZSE 40 BEICBVTHE T 2N EERBYRETEAC DOV TCEHIAT S &, [9.588]
9.5 1R

RN (TR U TV D TREM DD B LMHICIF. BELOERMENBRMZ L0 SHITSNDBEICOHHRET DT E. AEIEAVCEBERESHFERGR
ELTWRWA, RS D XTI PD-1 X I(EHIPD-L1 A ER ST D&, RERNENT 2 ENHESNTVD T EN S, TIRPOLIEICH T 2AF]
DE5F. BRICH U TESHREEZNFIOREEN DD, Flo. £ MNgGEFBENSHBIEABITTZIENSNTVD, [9.488]

9.6 FAE

BELOEREUENUBIAFRBEOEREZZE L. BAOBEXIFPIEEHRTTTET L. FEIDE MUTPRANDOBITICET 27— 30N, b N gGIEEt
PICHKEITT D END. KEIBBITIDTRENEN DD,

9.7 INR:

INBEEIR & UTcERReBRIFSRE L T LR,

-
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5. RERM

REIDREZZIFHBRED S B, 2,577 FIIC OV TREFRMDFHENTTHNE Ulc, MEVIEDOFEIREE, K
Al 200mg 7z 3:BE(C 1 EHRS UTc BIRRSHEBE CIEFHm o aER 1,424 HIch 16.3%. ICC EDHAFER CIFFHIT
BERI 7926I0h 23.2% T LTz, thAlfFIF. sRRRIEFHETIRER 2,577 AID S5 1941 (0.7%). BIREOEFERD
1,424 BIDFRED 0.8%. HAZED 792HIDFRED 1.0% THRHSNF Uz,

Ffe. MFAVU IR TRHEORRICH SBER FOBBEFRESNTORVWEZEZSNE TN IFAVUIIRT
AR CBVTEEIDBREENE T I S E@NERH SNE Ui,




# 6) BEERFRSOMNE

FERS(ICKVBIERNRIRE LI GICIE. TRZSEIC, FHOUREFZERT S Eo

BI1ER ZE* E
RIS HARR Grade 2 DiE& Grade 1UTFICOET 3% T, AEIEARET B,
Grade 3L EX(FEBEFMD Grade 2DI5E | A&Zl=d1ET 3,
Fri&aeE=E ASTE UL [FALTHESE LR (ULN) @ | Grade 1A FICOET 2 E T, AFIZEAKRFET BE),
3fEB~5 BT, XFBEUILE YA ULN
D 1.5EB~3FBUTICEINLIERS
ASTEULFALTHULNDSE#E. XIFH | AFlZPIET S,
EUILE VA ULN D 3 {SHBICEN L IZgE
REEE - Grade 30DIEE - Grade 1 ATFICEETBFET. SEIEAKRET D,
- REBFLIEERAEIREE (Stevens-JohnsoniiE | * SISXIETEN A &EHN BIBEICIE. SISXIEFTEN Tl
{REY) NI(IhSBUREFIZBFRRMEFE (Toxic | BLTEHPHERSINZETIRSEBRLBZVNT &
Epidermal Necrolysis : TEN) H'%EH N
285
- Grade 4 DIFE AEZ=PIET B,
+ SISXIZTENAEBSH SNIEIBES
KIGK - TH Grade 2XI(F3DIBE Grade 1A TFICEET 2% T, AEIEARET D,
Grade 4 XIFBEHEMD Grade 3DHE A Zdh1ET B,
57ipNd Grade 2N 3DIBE Grade 1ATFICOET 2 FT. AEI=ZAKET D,
Grade 4 XIFBEHEMD Grade 3DHESE AEZ=HIET B,
BB HEER 2., TEEX | Grade 2DBSE NIVEVEREEICKY IV FO—ILEINBETEH
DREZEIRETT Do
- Grade 3 DRIBKEERENIETER | - Grade 1 ATFICOETZET. AFIEAKET D),
RDGE « Grade 2UFICEIEL. RIVEV@EFTREETIV S
ERETEARDBS O—/LOJREIRIES. RETHNE., BIBFERILEY
BlELRE TS5 ZBTE 2,
FEUADBESFERS UV,
ERIR BRI BETTEENE Grade 3 EDIBE - Grade 1 ATFICEETBFET. SEIEAKRET D,
- Grade 2 FICEEL. fiREETIY hO—)LT
BERREES. BIBRERIVEVEFEZICRSEBRT
Eéo
FELAMDOBEFEIRES UL,
ERIRBRERAEIR TE Grade 3 EDIEE - Grade 1 ATFICEET BFET. AEIEARET D,
- Grade 2UFICEIEL. RIVEVERELETCIV S
O—/LOJREIIES. RETHNE, FIBEERILEY
BlEnRE LIRS ZBIETE 5,
FEUANDBESFBERS LRV,
S ImE Grade 3 EXREFT R PYR—IYREH#S | - Grade 1 ATFICOET B ET. FEIEKET D),
ERRDES - Grade 2L FICEHE L., 4 VAU VLTI hO—
VOIRERRSE. BRETHNIE, Ky hO—ILEIC
BE5ZBRATES,
FEMAMDOBESFEIRS UV,
EfkeEEE MBEIUVFPFZUNUINXIER—ZS5 4 | Grade 1 ATFICOETZET. AFIEAKETDE),
D 1.5EB~3EFBUTETENLIEES
MEILUV7ZFZUDUINNIER—RS AV | REIZ=EDIET B,
D3 EBETEILIEIES
DER Grade 2l EDIEE KEZPIET B,

-
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AEEREBRBOXNE

EIfEA
RS

ZE*
Grade 2DiE&

WE
Grade 1AFICOET 2 ET. AEI=ZAKET D),

Grade 31 EDIHFE

KEZPLIET B,

7374

- Grade 3DEXRDIHEE
«Grade B3l EOMBE7Z=S—EXIEU
N—CIENDBE

Grade 1IAFICEET 3F T, FHIZARFET B,

Grade 4DiEE

REZPIET D,

Infusion reaction

Grade 1 DS

- REDKSHEIE. FPHEOIREZIRETT S,
- B5REZS50%ET B

Grade 204G

- AEIZARET D,
- Grade 1UATFICOE LGSR, KSEEZS50%H
RUTIRSZBERTY %, XODKRSHEE. FHEDOR
BEZ&1T B,

Grade 3D EDHFE

FEZHIET B,

LEELSDEIER

Grade 3DiEE

Grade 1 U FICOET £ T, AHEHKET B2,

Grade 4 XIFBEHEMD Grade 3DHSE

FEZHIET B,

* : Grade & NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.0IC#U %,
A1) BIBRERIVEVRIZIRS T 2HEICIIEREZICARIRSZERT 2T &, BIBRENILEVRIDRSHEN S 12BEAIC Grade 1 TRICEE LW
BE. XNEFEBRERVEVEZSL RZVOVBRET10mg/BEEEMUTFE T 12E8MLAICHETERVESE, B5ZPLETET L,
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7) EIE

1. BWEA [3025ER] ©7

302 HERTIFFILIENT (T —YHy b7 TH 2020128 1H) BRTORE2M EIER) OFEZRLET,
BELTSE

TELTSEDRIERF 18772556 (73.3%) [C5BHHNFE LIz, EBBR (RIEFR10%LIL) &, 72N
FUBT=/SSVRTIS—CEBMN29% (11.4%). Bm284 (11.0%). EIREREEAEE TE 2641 (10.2%)
TUlz,

EEREMERIFE376] (14.5%) [CRHESNF UTc. WERIF. Mk 7 Bl Bl 5 Fl. SRR 34, K7~
U AMAE. 1 BUREPRAR. oAk 5261 XK. KM, oK. FEiRERSImELE. BERkE. EibEm. K
Fx. BEMEE. FEUBEERM. Elt. BEREHOEmR. RREOEHmR. DERITE. L=E4IER. SRS
K. SEESIRRE, EFKHA. Bll. PRIREREE ME. LRt RN RRE. RN I/ WREBIRAN
RIE F 16 TUT.

BEPIEICESIEBEERIF 4940 (19.2%) (CERHHNF UIc. WERIF. FR5H). EECEEEDRM. AifEk.
AR =530, EERRINERL. T, BREHEE. B NEE. BEE. M 24 M., #
TE. BRESERBEE. B BIUHE S1HITUIR,

FETICESBIWERE S A (2.0%) (CERHHSN. TDOAERIFIEM. FEAREMSIMEE. FEB(EELM. k.
M/REUREA E 18T U,

WL2EAE

{EFROERFDBITERIF 225724061 (93.8%) (CERHDOSNFUTz, EFER (BIRE10%LUL) (&, BIMIREUR
29861 (40.8%) . WFCPEREURA 9461 (39.2%). BM83HI (34.6%). BEUER75% (31.3%). THFI. |
664 (27.5%). IBIL436I (17.9%). BZEAEA26] (17.5%). BRE356] (14.6%). H5H 334 (13.8%).
YFARIREAME 3161 (12.9%). BMEKEAME 3041 (12.5%). HEAE2861 (11.7%). HEEL. Ei 52561
(10.4%) TUTz,

EEGREIERE 478 (19.6%) [CERHONF Ufc. WERIE. FohPEREUEA 1041, TR, FERMEGFPEORAME. B
MIRECRIS 86, Ak SHI. BIMAEMS 3 v, B0, BIMIKEAME F460, BIE. BEUER 341, ShEE
=, FOIEAME. BRIk F20. X, SEE. BREX. MET /N RZXL. KER. LEUELELM. 8
. B BB BEE OAX. RUEEEAE. BHOUDLIME. K&, BI0. \EAIE. S8z, M
I\WUBIAME. ZIEaHEERNSIEREE. BT, 25ERRERIL. U2/ BREES S18ITUr.
’ESPIEICESZBIERIZ 6461 (26.7%) [CEROONE Ufce WERIF. TRISHI. FEEELFPIREIAME, Fisk.
ROJE &40 LEUREBHM. 25RERERE. BRRUESEREE. BREL BEUEE. K, BINEMES 3 v
7 36 Bk, JEC. BB, B 526 RERSEE14ITUl.

TBERREL DEHESD W DFETICESTCHZERE 76 (2.9%) ([CERHOHSN. ZTORNRIGEIDAEMSES 3 v 2 34, A
K. FEEFOPIRAMNE. BT, ZlEsseEA S RE S 16T U,




BWERENER (WINHD DRSS THRIRES% LI E) [SAF]

n (%)

EHASE (PT: Preferred Term) ] 4015

= Grade ade 3-4 ade ? Grade ade 3-4 ade
2EER 187 (733) | 45 (17.6) | 7 (27) | 225 (93.8) | 134 (55.8) | 8 (3.3)
;éﬂi;:j%an_ﬁﬁﬂu 29 (11.4) | 2 (0.8) 0 9 (3.8) 1 (0.4) 0
A 28 (11.00 | 6 (2.4) 0 83 (346) | 17 (7.1) 0
PIRIRAEE 26 (102 | 1 (04) 0 0 0 0
;g;iaylea_tﬂﬁm 25 (9.8) 0 0 18 (7.5) 4 (17) 0
5 19 (7.5) 0 0 33 (138) | 3 (1.3) 0
R 19 (7.5) 0 0 8 (3.3) 0 0
BARHE 16 (6.3) 0 0 75 (313) | 7 (2.9 0
Z S 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 (47) 0 0 28 (117) | 407 0
ViR 11 (4.3) 1 (0.4) 1 (0.4) 15 (6.3) 1 (0.4) 0
BER 10 (3.9) 1 (0.4) 0 35 (146) | 4 (17) 0
FH 10 (3.9) 0 0 12 (5.0) 0 0
B U A 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
E7IL7S > mE 7 2.7) 1 (0.4) 0 15 (6.3) 1(0.4) 0
I MER AN 7 2.7) 0 0 30 (125) | 17 (7.1) 0
U >/ INEREGRIA 7 (2.7) 4 (1.6) 0 19 (7.9) 16 (6.7) 0
=0 7 2.7) 0 0 66 (27.5) | 7 (2.9) 0
EI AR R 5 (2.0) 0 0 98 (40.8) | 48 (20.0) 0
i 4 (1.6) 0 0 25 (104) | 1 (0.4) 0
Ores 4 (1.6) 1 (0.4) 0 14 (5.8) 0 0
B0t 4 (1.6) 0 0 43 (179 | 8 (3.3) 0
TFCRERERI 3 (1.2) 0 0 94 (39.2) | 63 (26.3) 0
[ 2 (0.8) 0 0 12 (5.0) 2 (0.8) 0
RRPOE 2 (0.8) 0 0 14 (5.8) 0 0
PRI 2 (0.8) 1 (0.4) 0 31 (129) | 16 6.7) 0
RS = 1 — 0/ F — 2 (0.8) 0 0 22 (9.2) 2 (0.8) 0
SEENMEDHE L) 1 (0.4) 0 0 13 (5.4) 2 (0.8) 0
U™ LINE 1 (0.4) 0 0 15 (6.3) 5 (2.1) 0
BiERE 0 0 0 42 (17.5) 0 0
SR IRAANE 0 0 0 12 (5.0) 10 (4.2) 1(0.4)

MedDRA ver.25.1
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BIfEF

2. EI¥EA [306:tER] &2
306 B CIEEENT (—9AHw hATH :2022F28288) OREEZTRUE T,

BT ELTS HERE LR

TELT S HEFEEROBIERIZ 313732461 (96.6%) [CROSNF Uz, FREBR (FIRE30%LUIL) (&,
B 17340 (53.4%) . f7HIREURA 15361 (47.2%) . BIMBREUEAN 14361 (44.1%) . BAUEHE 11641 (35.8%) .
BD11281 (34.6%) TUT

EEEIERIFO56] (29.3%) [CEROONE UTce SHILLEICHSNIZERIE. Bk, FlER 76 (2.2%).
TR, B &ohl (1.9%). B, OAR. FHEMIFPIREAME &561 (1.5%) TUT
WINHDEREGER (BREN(FEFEEDVITNADER) DIRSPIICESILASSERF 10461 (32.1%)
(CERHOMN. SHILLEICHSNIRSPILICESCBEERGF. REUERE=— 21 —0O/NF =236 (7.1%). &I
FifEisk &84 (2.5%). FREMMOB (1.9%). @RESMSH (1.5%) TUI.

SECICESZBMFRIES A (1.5%) (CERH SN, TOWERIFBRZEM. EERHEEELM. Ok, BFERHE.
kA2 F1HICUT,

B> S R +HEREEE

TSR HEFEEBDBIERIF 30932141 (96.3%) ([CRROSNF Ufc, FRBR (FHIREK30%LLL) (&,
BMERECRIAN 15761 (48.9%). BIN 15561 (48.3%). WFPIREURA 152641 (47.4%). 13041 (40.5%).
BHUAE 11581 (35.8%) TUT,

BEREIERIE626] (19.3%) [CBHSNE UTz, SHILLEICERH SNIBRIE. R8BI (2.5%). 1FHPIKE
ANE7H (2.2%) . [RIE. FERMEGFPIORAME £541 (1.6%) TUT.

WINHDBEREEE (BRENFEZEEDVITNHADES]) DRSPILICESLHESTBRIF 726 (22.4%)
(CERH SN, SEIUEICRO SNIREPLEICESEBFERF. REMREZ21—0/NF—841 (2.5%). &R
TR 7 61 (2.2%) TUTz,

FETICESTCBIERIE 26 (0.6%) [C58 SN, TOWERIFFET 261T LTz,




BWERENER (WINHD DRSS THRIRES% LI E) [SAF]

BEAZE (PT: Preferred Term)

PaN

A 15

AN

i)

n (%)

age age 4 age age adge 4 age

2EIfEF 313 (96.6) | 217 (67.0) (2.2) | 309 (96.3) | 206 (64.2) (1.9)
a1 173 (53.4) | 47 (14.5) 0 155 (48.3) | 41 (12.8) 0
YFCPERMRIAN 153 (47.2) | 99 (30.6) 0 152 (47.4) | 105 (32.7) 0
EIMERERA 143 (44.1) | 35 (10.8) 0 157 (48.9) | 50 (15.6) 0
BAHIE 116 (35.8) | 9 (2.8) 0 115 (35.8) | 7 (2.2) 0
=0 112 (34.6) | 8 (2.5) 0 130 (40.5) | 5 (1.6) 0
TR = 1 —0/SF — 73 (225) | 10 3.1) 0 61 (19.0) | 7 (2.2 0
T 63 (19.4) | 9 (2.8) 0 59 (18.4) 5 (1.6) 0
e 60 (185) | 9 (2.8) 0 54 (16.8) | 3 (0.9) 0
BiERE 58 (17.9) 0 0 63 (19.6) 0 0
Ops 58 (17.9) | 13 (4.0) 0 47 (146) | 7 2.2 0
0L 57 (17.6) | 4 (1.2) 0 74 (23.1) | 7 (2.2) 0
FCRERRAME 52 (16.0) | 23 (7.1) 0 46 (14.3) | 31 (9.7) 0
w5 48 (14.8) | 13 (4.0) 0 53 (165) | 8 (2.5) 0
B 46 (14.2) 1 (0.3) 0 45 (14.0) 0 0
Mmeho L7 F = 18 43 (13.3) 1 (0.3) 0 28 (87) 1 (0.3) 0
j:é’)z;:jnga_ﬁﬁm 42 (130) | 5 (1.5 0 29 (9.0) 2 (0.6) 0
fEhp 42 (13.0) 0 0 41 (12.8) 1 (0.3) 0
gz%;{gjﬁs/"jyljl 41 127) | 5 (1.5) 0 33 (10.3) 5 (1.6) 0
& N U™ LIE 41 (127) | 22 (6.8) 0 33 (10.3) | 10 (3.1) 0
BER 41 (127) | 6 (1.9) 0 50 (15.6) | 3 (0.9) 0
KA U™ LME 40 (12.3) | 18 (5.6) 0 24 (7.5) 9 (2.8) 0
I 37 (11.4) | 4 (1.2 0 39 (12.1) 1 (0.3) 0
K7 VTS VingE 36 (11.1) 0 0 25 (7.8) 0 0
RS STRR 34 (10.5) 1 (0.3) 0 40 (12.5) 1 (0.3) 0
ERRARHEAEE T 34 (10.5) 0 0 14 (4.4) 0 0
S HEfE 34 (10.5) 0 0 19 (5.9) 0 0
B IEREANE 32 (9.9) 8 (2.5) 0 29 (9.0) 10 (3.1) 0
S5 29 (9.0) 7 (2.2) 0 18 (5.6) 0 0
AP 28 (8.6) 3 (0.9) 0 19 (5.9) 0 0
Meh ey L E 25 (7.7) 1 (0.3) 0 22 (6.9) 3 (0.9) 0
KT RY™ LIME 25 (7.7) 1 (0.3) 0 21 (6.5) 2 (0.6) 0
IV VRRAME 24 (7.4) 4 (1.2) 0 22 (6.9) 6 (1.9 0
U > ) SEREGRA 23 (7.1) 6 (1.9) 0 24 (7.5) 7 (2.2) 0
MehRERIEN 21 (6.5) 0 0 14 (4.4) 0 0
&2 O— VI 21 (6.5) 2 (0.6) 0 18 (5.6) 0 0
R 20 (6.2) 4 (1.2) 0 8 (2.5) 1 (0.3) 0
7=5— Pl 19 (5.9) 7 2.2) 0 16 (5.0) 3 (0.9) 0
RAENfE 17 (5.2) 1 (0.3) 0 23 (7.2) 0 0
2 17 (5.2) 0 0 14 (4.4) 2 (0.6) 0
ToRsAE 15 (4.6) 0 0 24 (7.5) 1 (0.3) 0
Lpo<H) 14 (4.3) 0 0 19 (5.9) 0 0
MedDRA ver.25.1
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BIfEF

3. BIYEA [305&tER) o'

BT ELT S HEFREER

TELT S HEFEEBDEIER(E 483/498 6 (97.0%) [CEROSNTc. FRER (FRIRFE30%LLLE) F. B
2378 (47.6%). BEUER 18241 (36.5%). M/MREUEA 17561 (35.1%). 4FPIREUEL 16841 (33.7%) .
&0+ 16161 (32.3%). BM 15841 (31.7%) THo1.

SEBFRIERE 11561 (23.1%) [CERDHOSNIz. SEILLEICHSNIEERIE. MIMREREIZ 166 (3.2%). @it
6%l (1.2%). THI. FifEk. REBEA 56 (F51.0%) THolce TEATSOERSHILICESICEESE
R(E796] (15.9%) [CRHOSN. 3B EICHONTREPIEICESFCERERIE. FELTO66) (1.2%). FlER
56 (1.0%). #E&H 46 (0.8%). EK. KipK. REEEFX &34 (0.6%) THol.
FTICESEBEERIF 1941 (3.8%) (CRHSN. TOWERIFFET BEEAE) 84, BUINE3 A, FHZEARIE.
FEAZE &2 ETH oI,

B SR +HeREEE

TSR HEZEEFHDBIERIE 476/494 6] (96.4%) [CRHOENTc, FIRBR (RIEL30%LULE) F. B
23261 (47.0%). BEURR 18561 (37.4%). MVIRECEA 18341 (37.0%). EMM 1634 (33.0%). &It 1624
(32.8%) . IFrHPIREUHA 16041 (32.4%) THofc. BEEFENERIE 7261 (14.6%) (CEBHSNT. SHILLEIC
HONCERE, MIMREEA 1761 (3.4%). BI76 (1.4%). BS54 (1.0%) THolz. FSERDES
PLECESTEAZTERIF36H (7.3%) [TBHON. 3FULICHOSNIARSPIEICESEEBRERIS. =HER
REER(E3HI (0.6%) THofco HTICESCAZTERIE 1481 (2.8%) (CRRHSN. TONRIFFERZRTE T
TIRVIEL 26, MUINAE. MERERENE 16 TH o1,




BWERENER (WINHD DRSS THRIRES% LI E) [SAF]

n (%)

EAEE (PT: Preferred Term) 4981 4949

ade ade 4 ade T ade ade 4 ade
2EER 483 (97.0) | 268 (53.8) | 11 (2.2) | 476 (96.4) | 246 (49.8) | 4 (0.8)
ET 237 (476) | 13 (2.6) 0 (000 | 232 (47.0) | 9 (1.8) 0 (0.0)
BRI 182 (36.5) | 14 (2.8) 0 (000 | 185 (37.4) | 16 (3.2) 0 (0.0)
M) iR 175 (35.1) | 56 (11.2) 0 (000 | 183 (37.0) | 57 (11.5) 0 (0.0)
TFCPERERIA 168 (33.7) | 59 (11.8) 0 (000 | 160 (32.4) | 57 (11.5) 0 (0.0)
1Bl 161 (32.3) | 11 (2.2) 0 (000 | 162 (32.8) | 12 (2.4) 0 (0.0)
&1 158 (31.7) | 25 (5.0) 0 (00) | 163 (33.0) | 37 (7.5 0 (0.0)
jzél/\lj\;:jﬁ;%jzi— oy | 146 (293) | 13 (26) 0 (0.0) | 137 (27.7) | 4 (0.8) 0 (0.0)
EIMERERIAN 119 (23.9) | 15 (3.0) 0 (000 | 134 (27.1) | 8 (1.6) 0 (0.0)
2% 777 3@ | s e 0 (00) | 97 (196) | 4 (0.8) 0 (0.0)
TH 11 (223) | 12 (2.4) 0 (000 | 126 (255) | 11 (2.2) 0 (0.0)
R = 1 —0/SF — 106 (21.3) | 1 (0.2) 0 (000 | 116 (235) | 3 (0.6) 0 (0.0)
FE . PERFAERSEER | 95 (19.1) | 15 (3.0) 0 (0.0) 93 (18.8) | 10 (2.0) 0 (0.0)
|ITE 76 (153) | 10 (2.0) 0 (0.0 71 (14.4) 7 (1.4) 0 (0.0)
ez 75 (15.1) 9 (1.8) 0 (0.0 61 (12.3) 6 (1.2) 0 (0.0)
YFCRERRIANE 74 (149) | 33 (6.6) 0 (0.0 80 (16.2) | 34 (6.9) 0 (0.0)
RS R 69 (13.9) 1 (0.2) 0 (0.0) 67 (13.6) 0 (0.0) 0 (0.0)
MmeRE U )L E 1A 61 (12.2) 7 (1.4) 0 (0.0) 58 (11.7) 3 (0.6) 0 (0.0)
M/ RRANE 60 (12.0) | 15 (3.0) 0 (0.0) 56 (11.3) | 14 (2.8) 0 (0.0)
ER 58 (11.6) 0 (0.0) 0 (0.0) 54 (10.9) 0 (0.0) 0 (0.0)
ERR IR AR T 57 (11.4) 1(0.2) 0 (0.0) 13 (2.6) 0 (0.0) 0 (0.0)
ZSEE 45 (9.0) 1(0.2) 0 (0.0) 9 (1.8) 0 (0.0) 0 (0.0)
IR AN 44 (8.8) 6 (1.2 0 (0.0) 44 (8.9) 7 (1.4) 0 (0.0)
FHh 44 (8.8) 3 (0.6) 0 (0.0) 25 (5.1) 2 (0.4) 0 (0.0)
fEBHp 40 (8.0) 1(0.2) 0 (0.0) 46 (9.3) 1 (0.2) 0 (0.0)
E7)LT SV mfE 38 (7.6) 1(0.2) 0 (0.0) 46 (9.3) 2 (0.4) 0 (0.0)
Op 36 (7.2) 7 (1.4) 0 (0.0) 35 (7.1) 7 (1.4) 0 (0.0)
=t 34 (6.8) 2 (0.4) 0 (0.0) 36 (7.3) 0 (0.0) 0 (0.0)
R 34 (6.8) 0 (0.0) 0 (0.0 9 (1.8) 0 (0.0) 0 (0.0)
1§00 LIfE 28 (5.6) 6 (1.2) 0 (0.0 33 (6.7) 9 (1.8) 0 (0.0)
FEMEHEL) 27 (5.4) 1(0.2) 0 (0.0) 27 (5.5) 0 (0.0) 0 (0.0)
U > ) CEREGRIA 26 (5.2) 5 (1.0) 0 (0.0) 20 (4.0) 5 (1.0) 0 (0.0)
] 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
RUEEERHIEHEFEIBULEEG. ZHIT2HA7IV—TI1EDHFHDY LT,
FIUBEESRTEHD Grade [CHHTBHEER. &EGradeT1EDHFATY MUT,

-
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BIfEF

4. BIfEA [309:ER] >

B LTS HERE AR

TELT S HEFEABDRIERF 133/1334) (100%) [CFRHOSNI. FREFR FHIREEX10%LUL) [F. B
11465 (85.7%). WFHERECEA 826 (61.7%). BMEREEA 804 (60.2%). BD766 (57.1%). I/I\RE
WA T726] (54.1%). BYBIE626] (46.6%). [BIES524 (39.1%). IFEREAME A7 B (35.3%). EIINEKE
WEA6H (34.6%). 7S _UFZ/ NI VAT o—CEN37H (27.8%). PRINSFUB7F=/MZV2R
JI 51364 (27.1%). Eh. BPIREREEAEE TE =356 (26.3%). FZ 3341 (24.8%). M oI L7
FZUEBM316I (23.3%) . BR2RX28%) (21.1%). ZSFEAE26H (19.5%). K ~U D AMAE226 (16.5%).
FE184] (13.5%). SREEMIE. BRETR. U/ ERERA £176) (12.8%). EH. KAHUDLAIE 516
Bl (12.0%). EEEm. Uy >2< Y, BYTRIDAME. MAMEANE 156 (11.3%). FE=E2 144
(10.5%) TH o1z,

BERBRBEERIFA7H] (35.3%) [CROSNTC. 2%LLEICHONEBRIF. IV/IMRECHA 9% (6.8%). B
fE. MVIVRBIAME 2441 (3.0%). B, FOIREEs. BmEkERs &34 (2.3%) THolc.
BEPIEICESTEBEERIF 226 (16.5%) (TR SNTc. 1% LA EICHSNTEERIG. BIMEORAME. 1DEIR.
WFOEREURAN. MVVRECEAN. TVIROREAME. BIMEREURA =246 (1.5%) TH ol
WCICESCASTERIFO6H (4.5%) (CFROHNTc. ZDANERIF. BFEMET. L. EHLUANILVDET. KEESR
fE. SRELNAEREE. WELEM. R4 216 (0.8%) THolc,

B> ELT S HEREEAR

PSR EZEEBDRIERF 129/1304] (99.2%) ICERHHNIc. EBBER (REE10% LI L) & &M
11761 (90.0%). Bv924) (70.8%). BMIRELEA 824 (63.1%). M/IMRERA 804 (61.5%). fFHIk#
B T776 (59.2%) . IRIL67 6] (51.5%). BAUEIE63 A (48.5%). BMIKFAME 456 (34.6%). E1B44 4]
(33.8%) . WFEHAME 384 (29.2%). BR=314 (23.8%). PAINSFVBFP=/ SR T 5—T1E
0. AR RUD LM 274 (20.8%). &AU D AMAE 266 (20.0%). FZ256] (19.2%). 7S5 =ZV7=
JNSURT T8I, MPTUFPFZEN 236 (17.7%) . U INERECRA 226 (16.9%). E27O—
JVMAE 186 (13.8%). ZDFEME. REMAK. K. MAWEAME S176] (13.1%). SIKIRFEREE ™E. SR
BIMAE. BN IRV D AIME & 166 (12.3%) THol.

BEREEERIF 464 (35.4%) (CEROS5NTC. 2B EICHSNIERIF. M/IRECREA 146 (10.8%). &F
IRECR A 66 (4.6%). BN, BMIREEA &5 (3.8%). Ak, BMBREAME 461 (3.1%). M/
fE3%] (2.3%) TH-olz,

BEPIEICESTEBEERF 144 (10.8%) [CEBHHNTE. 1% LU LEICHONTEERIE. M/IREUES 261 (1.5%)
THhol

RLICESCBEERIE26] (1.5%) (CERHHN. ZTOARERIFIFET. Ak, 57 MUDLAME & 14 (0.8%)
Tl




BERENER (WINHDIRSHTRIEER10%LILE) [SAF]

n (%)
BEASE (PT: Preferred Term) O
ade age 74 ade T ade ade 4 ade

2 EIER 133 (100.0) | 100 (75.2) | 2 (1.5) | 129 (99.2) | 107 (82.3) | 2 (1.5)
am 114 (85.7) | 39 (293) | 0 (0.0) | 117 (90.0) | 43 33.1) | 0 (0.0)
SFERMGRIA 82 617) | 39 (29.3) | 0 (0.0 | 77 (59.2) | 49 (377) | 0 (0.0)
EIMIERERI 80 (60.2) | 40 (30.1) | 0 (0.00 | 82 (63.1) | 51 (39.2) | 0 (0.0)
T 76 (57.1) | 0 (0.0) 0 00) | 92 (708) | 2 (1.5) 0 (0.0)
)RR 72 (541) | 27 (203) | 0 (0.00 | 80 (61.5) | 33 (254) | 0 (0.0)
BHE 62 (466) | 1 (0.8) 0 00) | 63 (485 | 1 (0.8) 0 (0.0)
B0t 52 39.1) | 1 (0.8) 000 | 67 (515 | 2 (15 0 (0.0)
PR 47 (353) | 30 (226) | 0 (0.00 | 38 (29.2) | 23 (177) | 0 (0.0)
EIMIREANE 46 (346) | 29 (218) | 0 (000 | 45 (34.6) | 20 (154) | 0 (0.0)
a7 e | 2059 000 | 233177 | 1 (08) 0 (0.0)
TR Ean =/ M7Y A se @7y | 1 09) 0 (00) | 27 208 | 1 (0.8) 0 (0.0)
fEl 35 (26.3) | 0 (0.0) 0 (00) | 44 338 | 0 (0.0 0 (0.0)
EPIRIRISAEE T 35 263) | 1 (08 0 (00) | 16 (123) | 0 (0.0) 0 (0.0)
5t 33 248) | 5 (38) 0 (00) | 25 (192) | 0 (0.0) 0 (0.0)
Mch s L7 F = 100 31 233) | 0 (0.0 0 (00) | 2377 | 0 (00 0 (0.0)
BER 28 21.1) | 1 (08) 0 (00) | 31 (238 | 2 (15 0 (0.0)
Z SFE 26 (19.5) | 0 (0.0) 0 (00) | 17 13.1) | 0 (0.0) 0 (0.0)
S N U™ LI 22 (165) | 1 (08) 0 (00) | 27 208 | 1 (08) 0 (0.0)
52 18 (135) | 0 (0.0) 0 (0.0) 7 (5.) 0 (0.0) 0 (0.0)
BRBME 17 (12.8) | 0 (0.0 0 (00) | 16 123) | 1 (08) 0 (0.0)
RS SUF 17 (12.8) | 0 (0.0 0 (00 | 17 131) | 0 (0.0) 0 (0.0)
U ) GREGRA 17 (12.8) | 13 (9.8) 0 (00) | 22 (169) | 18 (13.8) | 0 (0.0
5 16 (1200 | 1 (0.8) 0 (00) | 17 13.1) | 0 (0.0) 0 (0.0)
DN 16 (1200 | 2 (1.5 0 00) | 26 (2000 | 6 (46) 0 (0.0)
el o 15 (11.3) | 0 (0.0) 0 (0.0) 12 (9.2) 0 (0.0) 0 (0.0)
Lpo<l 15 (11.3) | 0 (0.0) 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)
e DN 15 (11.3) | 1 (0.8) 000 | 16 123 | 3 (23) 0 (0.0)
M)A 15 (113) | 6 (4.5) 0 00 | 17 13.1) | 10 7.7) 0 (0.0)
AERD 14 (10.5) | 0 (0.0 0 (0.0) 10 (7.7) 0 (0.0) 0 (0.0)

MedDRA v26.1
BEDPT I U TERHDERN RO SNEBEICDONTIF. PTURILT 1 BDOHESTS NI,




P 8) FELTSOERSE

1. 125 GAR) miD#fE

FELTDS BE4&L£EBER
( o) 1
)
=1o]
FIBEEK
N —
100mgXx 24 FIRRDORILEEN
(200mg/1 EDHS) 2~5mg/mL &1 B8 0.2 (% 0.22um DHD
OBMYFWVEDES
NATZIWEIRES UBRVLWTLIEEW RFIYEBEPZaDEEZ
BHRTERLTLLETV
o TUV e ikiFht
BRHonfcsEE

60




2. ARFIE

ONEE=ZIREDS QOrEINY TITEAN B> < U RERS BB

INA 7 )VIFIRS I88H (R RI&EEF 2~5mg/mLIC - < VJSEFD
ORBBEDER e e
OETREHEOH AL T 2T <FREIICEALBVEE>
OETRERRET 21584 2~8CTAFEREE L. e

BEFTERVT T D
@5 RE LIZESE. BRICRLTH SRS, [
FIRN'S 24 BRILIAICIES5T LT R
OAFE 1 EERDORRFIDI=s. /N4 7 )LPDERIE I]
BERLTLZTL ]
Ot DI LBRNT < 2 L) IS A

HRICRY
FIRD 5 24 BFELANICKR ST 795

3. ¥575%

YIElIF 60 3 h I TRAEFHET D
(REEHIRIFOEZS. 2OBELIRE 305 F TEHET)

OFfMIFDER

Q1 TAV T4 I)LI—ZFERLTLEETN

@ —DrlES A V7EER U THOER ZEIHRS UGV T IREW
O SIRTRIFETAVZTSvy a1 LTLIEEW
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Q1. BEEFEEICIRS I SIES. PD-L1 RERUETIHN?

RBVIRRARREREST - BROBERES(CIRE5T 215G, PD-LIREBEFAETESHIFEA. ULNLEAS, BB
¥ ERREICHITD—ReERE UTAR S MOMBMEESH & OHRARSOEMEIE. PD-L1FEIFER (TAP) [CK
WRBDEQANTREINTND T ENDS, 306 HBROANSZHA L. FEIDEMMERVREMZTDCIEFELICE
T, BNEEDERZTH>TLIET L,

Q2. BEFREICIRS5I 35S, PD-L1EERHATIN?

SBRVIBRTBEREST - BREOBRBES(CIRST 21EEG. PD-L1RBERMWBETESFEA. LI ULIEAS, BEIC
BIF 2 —RBERE UTHA S MOMBMESE & OHARSOEMEF. PD-L1FERE (TAP) (LKW ERDMEG
PRESNTVS T ENS, 305HBONBZAR L. FEIDBEWMERUREMZTDICIBRUIC LT, BINES
DERZT>TLIEE N,




# 10) B=

1. RRGERRICH I DRER T V21—

— S BRUATIL TATLI~3) oo w5eTE
M8 0,1 pays  Day2i (218%) B

NA YAV /BREUHE X X X X X X
12 FEOEE X RIS BB SE X
ECOG SEHREE X X X X
FEIRIRE X X X X
BE/TS A —5— X X X X
MR/ MR e X X X X X X
RiRE X RN ICAE RS

ER IR X X X
S X S0 48 BMIE 6:BE(C. LIEE 9B X
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2. FELTDSOBERATI 2—Ib

O EREERBBEDIRB VIR BEIRET - BREDRIBEE
FELTSH YRATFSFY JLAOYS I SPYPIESe
1E200mg } 60~80mg/m? 750~800mg/m? HHH o TN
BEVA Day 1 Day 1~5 _‘
OB AR ICIEE U IR TR R REST - BROSER

TELT S
1@200mg
BEVA!

Day 21T
ARZE

TELTS

1@200mg
BEVA!

Day 21T
RS > >

BRARTER TR T ELD S FMbOMBHERRIDRICIRS T2 ERESNTVELE

OUJBRARETREPETT -

BREXIFEEMDOHER2 BEBIREN FREBEGEIRE

FFHUTFSF 2 ARV IE Y *3
130mg/m? 1,000mg/m2, 182E
TELTSH Day 1(&&6U17)L) Day 1~14 Day 21T
1[@200mg R
Day 1 IRTSF U2 lbA09>2)b
80mg/m? 800mg/m? Day 1~5
Day 1(&&R6Y17IL) (RR6UAT)D)
OBREN|F=REEZE T 5 LINERRE
FELTSH TLYIEY VRTSFY \
1@200mg 1000mg/m? 80mg/m? H|:||:| Dayﬁ%}iif >
BEVA Day 1. 8 Day 1 —‘

* 1! BRHRBRCRTELAT S MttOMBHEESERIOFICES T2 EMESNTLF L.
* 2 AFPBUTFSFUEARYILVERSSNEBEEDH. ARV IV OMFFEATIREE LE LT,
* 3 ARVIEVEFEY A TIILDDay 18~Day 144X (FDay 15 ~Day 1588 1 H2@ESROKS & LFE LTz,




SLEOHBICOVTIFRIMDEF AN Z CHEREE L,

[(ARYIEVDRERVAE] 6. BERUAE (—5HkN) BRICEEERAEOHATCEEZFERT S, CF | ARARICODHE TRDERSEZEHRR E
YB#E307LAICTH2E. 148EEBROKRS L. Z0R7BEARET D, INZ1 I-REVLTERSZRVIRYT, BH. BEOREICKUEERET
%, REE 1 OR5E [1.36m?KE : 1,200mg. 1.36m>LLE1.66m?KifE : 1,500mg. 1.66m2L E1.96m? : 1,.800mg. 1.96m2L E:2,100mg]
[FFBUTSFUORERVUBE] 6. BERUAE (—5RD) BRICIFAENIBEZEAT D, BH. FEOREICKIVETHET D, AL | OTR
MHEBEEOHAICENT, @R, RAICEAFTUTFSFrELT8EMg/m? (FRERE) Z 181 EERNIC2E-TRERS L. 2<sb138-K
EID, INZEI1YAT)LELTERSZERIIERT, BE | (hOFBEBBHCOHAICBNT. BE. MAICEFFTUTSFELTI130mg/m? (hERE
H) Z181O8RAIC2E[TRERSL. 2R<ED20BENET S, INZE1YAT)LELTERSZERIIRT,

[FWA0YSVIVORERVEE] 6. HERUAE (—8R%}) 6.3 BEMAME. BEBERVERIRTREET - BREOBRICNT 2ttDRBRMEESR &0
HABEDGS MOMBEEERCOHABACSVT, B8, MAICEZILAOD5Y)LELTTHT.000mg/m? (ARERE) =CTZ. 4~5HEEET
FimiEs 2. REZRIETHEICEIBR< LD IBBULOERZSH I TRST 2. FHARERKRSDOEEICEHAREEHICELD, BH. Fin. ZBEORK
EBREICKVEERET D

[YRTFSFUORERUVAE] 6. HERUHE (3% BEBRECIE. BEAZIRENAL - AL L. BEOREICKVAEERRIT D, AL YT
FrEULTI5~20mg/m? (AxmEHE) #1810, SHREERRS L. A< ED 2BRERET D, TNzl J—-)be L, B5Z8URT. BE: YRTS
FELT50~70mg/m? (AFER) Z18108KR5L. A< EB3BBRET D, INz1 7Ll BREZRVRT .. BEICE. EEZERT D,
EiX: YRFSFUELT70~90mg/m? ((ARER) Z1B8108R5L. PR<EB3BERETD. INZ1I7—-bEL. BE5ERURT.
BESEERE(ICIE. DIEZERENAL - HEL L. BEDREBICKUBEERERT . BE YATFSFELT50~70mg/m*(FRER) 21810850,
DRLEDIBERET 5, INZE1T—ILEL. BEERVIRT ., DA YAFSFUELTI10~20mg/m? (h&kEHE) #1810, 5HEERRS L.
DR EE2BERET D, INZ1T7-)bEL. B5ZEIIRT,
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3. BEERICIRLT

[306 5tER] ®°

306 8. TRTFAERBIMETY SERESERT FEEED—EEE UT, FEIEEE 2R AS 4L
e EEDEPHERVREME SS LR A EZEEOHBELRT 2. SV LML, FSURHR, —E58.
EEERESIEHER T U,

LTZHEARY (OS) (CBIT 2 T EMABEDBRE PD-L1 REWR (TAP) RIOMHEFBT (RRNBETZSO)
DERIFLITO@EY TURE (20228 2B 28H7—9H v b4 TR, BIFEIEGRSRE12.848),

WO EFDERRWIGEN TH D ERVTARY MDDV ERBEET DIEHBROERICITEFENNETT
N, BERTLRECSI 32— mbEs LTABIERSTBEICIE. UTOBHROSZICLTI T,

[(EZHHIER] 247=HR (OS) [MEIMAAER] [ITT£H]

OSDhIME (95% EFEXE [Cl]) 1F. TELATSHEZEAE T17.208 (15.8,20.1). SR +1t
FEOAEFC10.6 78 (9.3, 12.1) TUJIE. TR HEZEEFHICHNT 2T ELT S HEZBEAED OSD/\P'—
RE (95%Cl) 30.66 (0.54, 0.80) THY. OSEHRICERL. TELAT S HEFEABHD SR +{EZ2E
EEEHCN T EHMENBIISNE U (p<0.0001. BRIOT SV I#E [Fll. BEK#a=0.0144 ; #5189
FRATHESR) o

(BIREHEIER] (U727 — ] TAPZ10%BE(CHIFZ2EFHRE (0OS) [TTEH]
TAPZ10%BEICHIFBOSOPRIE (95%Cl) [F. TELTSHEFEER T16.6 18 (15.3,24.4), 75
MHEFEEFHT10.008 (8.6, 13.3) TURK, FSERHEZEERICHT DT ELT S HEFEEREDOS
DN\F— Rt (95%Cl) 130.62 (0.44, 0.87) THH. OSZHBRICERLE UL (p=0.0029 [ZEUZERE
Ulcpfgl. BRIOT SV IRRE [RAll. BEKEa=0.025),

TAPZ 10%FE(CHF S OS D Kaplan-Meier gifR [ITT &I

©%) OSthsR{E (95%Cl)
";84 " eg FELTSHEZEER (1=116) 69 \ 16.658 (15.3, 24.4)
50 FSURHEERAR =107) | 74 | 10.058(86,13.3)
70 67.4 % HR(95%CI):0.62(0.44,0.87). B 58 /R & T BERICOXLLEI/ N — REFIL
2 ool s p=0.0029, SEMEZE IzplE. BRIOT SV IRE
% 50 41.5%
$ 40 ‘:::::‘
307 : e 1 - 5 -6
207 o FELTSHEPRER 257% ©
10 o FSEHERRER i
0 T T T \ T T T \ T T T T 1
0 3 6 9 12 15 18 21 24 27 30 33 36 390
&
No. at risk EHHE
FELTSHEZEE® 116 110 98 87 76 70 48 29 18 12 5 3 1 0
FSuAHEEEEE 107 97 0 82 57 43 38 32 21 13 9 4 2 0 0

BRIRT : #tulg (P U7 ZDfth) . RWBHGEEE (1) 12L) . (b2 FEBERA+TILAOCUII VR /HERE+/NNTUSTFEI)
BIEARIRIRE | TELT S HEREER  21.608. TS ERHEEELS ; 23.558

4. NREXFFNR (—BBIRID)
BV EETNET - BRORERE




(T TIL—T8#] TAP<10%FBHEICHIF224EFHE (0S) [TTEME]

TAP<10%BEICHIF 2 OSOPRIE (95%Cl) [F. TELTSHEFEEBFT15.808 (12.3,19.6). 75
MHEZEEBEFT10.408 (9.0, 13.6) TUI. FSERHEZEEFICNT 2T ELT S HEZEERD OS
DN\F—=RE (95%Cl) 1§0.77 (0.59, 1.01) TUT,

TAP<10%EE(CH(F 2 OSDKaplan-Meier ghi#g [ITT &£MH]

- ARV | OSTRE(95%CI)
90 ° FELTSHEEEOEBE (1=151) 98 15878 (12.3, 19.6)
80 FSURHESRAR (=168) | 120 | 10.458 (9.0, 13.6)
é 70 HR(95%CI):0.77(0.59,1.01). & 58 = HZE L I 2 ERICox kBl NF—REFIL
60
& | ®
z 20
=40 45.7%
304 S V- PR gy N VAP,
201 - FELTSHESRER 2429
10 - FStRHEEEER 3
O T T T \ T T T \ T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 388
B
No. at risk B
TELTSHERE AR 151 138 119 103 88 75 60 39 23 13 5 2 0 0
TSR HE R EERE 168 150 128 94 73 61 46 30 20 1" 7 5 1 0

BRIETF : il (P77 Z20M) . WEHERE (54, 3L) . (E2EE(BEERF+ILA0OEUI IR/ BERE+/NTUTFEIL)
BIFEARhIRIE | TELTSHEREES | 24.008. TS ERHEREEE ; 23.358

TAP<1%. TAP<5%DY T T )L—FEREERICFHTEINER TESH U FEAN, EKREEDBIETER
EERESREHBORIICIUREL. FHRISNZIeHBMTULET,

(T 7I -] TAP<1%BEICHIFZ2EEFH- (OS) [ITTEH]

TAP<I1%ZBEICHIFZOSDOHRE (95%Cl) F. TELTSHEFEERFCT11.818 (6.2,16.3). SR
HEFEERECT16.108 (104, 28.9) TUTL. ISR HEZEERICNTZTELT S HEZEEBFDOSD
NT—RH (95%Cl) (£1.34 (0.73, 2.46) TUTz.

(T TI—T#f] TAP<S%BEICH|FZ2EFH- (OS) [ITTEMH]

TAP<5%ZBEICHIFDOSOHRIE (95%Cl) &, TELTSHEFEEHT13.008 (108, 18.3). 5t
MNHEZEERFCT9.6 08 (7.9, 13.7) TUlL. TS ERHEFZEEFICNT DT ELT S HEFEEFDOSD
NT—RH (95%Cl) £0.93 (0.61, 1.41) TUT.
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[3055%88] 'O'"

30528, VB REBBINET - BRI GEEMOHER? RESHEY FBESESEHEE (GC/GEIC) BE
[C—bmEe LT, ARIEEELEEES M LI s SOBMMRUREME FS R SIEE 2B ADHA S
BRI D, TVIAME. ToERWE, —E5k. EREEESEIERBR L.

PD-L1HEIBIRT (TAP) 5% EMICBIF224EFHR (OS) Q021E10B8HF7—9 Ay b7 JBR) RUITT
£MICHIT 2 OSICET B FEHMEBDBE T o5 3 BIERILHICBIRS N L2 AR DBHEMICS T3 05
&, TAP<S%ZBEI(CBIT D OS DD EMENTOERIFLUITO®BY TUle (2023F2828H57—9H v hF 7D
B o

[(EZEHHIEE] TAP2Z5%ERMICHT B 2ERME (OS) [PRFERIFR] (HREIMERITER]

TAPZ 5% MO ERRMEFRICHIFT2 OSDHRE (95%EFEXE [Cl]) & TELATSHEZEEFCT17.258
(13.9, 21.3). FSERHEEEEHT12608 (12.0, 14.4) THol. PSR HEZEEFHICHITZTE
LTS HEZEEBEDOSD/N\F— R (95%Cl) (30.74 (0.59, 0.94) THY. OSEERICERL. TELT
S HEREEBEHD T S N HEZEER (O T 2 EEMENREIS N/ (p=0.0056. ERIOT SV I&E [FAl.
BEKEa=0.0092),

OS M Kaplan-Meier iR [TAP=5%5MH]
*) F—9hvhA T : 2021410888

100 1
OSHh5{E (95%Cl)
90 FE LT SHESEHEE (n=274) 130 \ 17.258(13.9, 21.3)
80 FSURHEE AR =272 | 161 | 12658(12.0,14.4)
70 HR(95%Cl) :0.74(0.59, 0.94). 158 = 8 T BERICOXLHI/ \T— REFIL
p=0.0056. EBRIOT SV J1#%%E (K AIEEK%0.0092)
60- 59.8%
% i3
& 50
* 401
30
07 senrsHpeme 24.9%
10d — FIuRHtRREAR s 3
O 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(@
JEBRHEARS
No. at risk
FELTS+
(imgosns  274264262252246234227219196185167144122109 93 77 70 62 52 47 38 3530 2219 14 1110 9 6 3 1 0
TS+
[pgrame  272268261254237226215203189 168156141118 94 80 70 57 49 44 35 26 20 1613129 6 5 2 1 0 0 0

BRIETF : #tul (R7I 7/ Z0ft) . B (54, &L)
BPHARRIE | TELTSHEFEER | 11.8108. TS uRHLEEER  11.758




[(EZFTMIEE] TTERICHIF224EFHE (0S) [RIEETRR] [MREIRAETER]
ITTEHDOREFETEIRICHIT D OSDPRIE (95%C) (&, TELATSHEZEERFCT15.0n8 (13.6, 16.5).
TSURHEEEEEHT12908 (12,1, 14.1) THofco TSR HEZEEFICHTDTELT S HEFE
EBEDOSDN\T—RE (95%Cl) ($0.80 (0.70,0.92) THY. OSZEERICERL. TELT S HEFEERF
DFZERHEFEEF ICW T ZEEMENREES N (p=0.0011, BRIOTSVIRE [FAl. BEKEa=
0.0226),

OS M Kaplan-Meier Bi#g [ITT£H]
*) 75 HvhA T8 : 2023528288

100 A
POV OSthR{E (95%Cl)
90 FE LT SHEREEEE (n=501) 370 15.0n8(13.6, 16.5)
80 7’5127ﬁ+ﬂ:#4§5£€¥(n:496)‘ 406 \12.97;)51(12.1,14.1)
704 HR(95%C):0.80(0.70, 0.92). %58 =HZTEL 9 2ERICox kBN —REFIL
p=0.0011, BRIOT SV IRE (K AIEEK%0.0226)
60
::
= 50
* 40-
30
20 ) e Lsscits
— FELATSHERE LR :
| — FSteRHeemse :
10 TTIREEER, 12.9%
o 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(H)
IBHTEARS
No. at risk
TELTS+
lpmgaze 501477445404 355316 278 254 226 202179 165152130107 77 59 53 43 31 22 13 10 4 1 0
E;g?;% 496 472 431 398 344304 264218 186 155136119109 96 73 52 39 29 25 20 15 6 3 2 0 O

BRIETF : i R I 7/ ZDfth) . BEEEER (51, 17UL) . PD-L15IR (TAP25%./<5%)
BIEAERIE | TELT SHEFEERE 1 32908, TS ERHEFEER 1 32.508

[0 72— @if] ITTERBICHTDEERLAISBRIRS NIALRESERID OS [RILHRHTIF ]
F—9 v 478 12023428288

EER{LRICRIRE N - AR R chgiE [95%CI] N — R
ICC BSH Bl %) (nA) [95%Cl]
FELTSHEpmae | 466 340 (73.0) | 153 [13.9. 16.9]
CAPOX 0.79 [0.68, 0.91]
FSuRHEEEAR | 465 379 (81.5) | 13.0 [12.2, 14.2]
FULTS HEREAR | 35 30 (85.7) 96 [7.0. 1511
Fp 0.89 [0.53, 1.51]
FSRHREER | 31 27 (87.1) 9.8 (6.8, 16.1]

*JEERI Cox NS — RETIL

-
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KEMIIRBENISERENCTH Y., RRBFEBECHSVTER - THESNIBRZBE X, BEB/HRELT
BATULED,

[U22)IL— 4] ITTERICHIF S PD-L1 HIBIKERID OS [HRELEEMTE =] T 9 Ay A TE 1 2023428288
" 05
PD-L1 583" BSE Bz %) hsRfE [95%CI  /\Y— K2
(»A8) [95%CI]
FELTS HERE AR 69 52 (75.4) 15.4 [8.4, 19.2]

TAP<1% 0.98 [0.64, 1.50]
PSR HEPEAR 43 36 (83.7) 13.8 [10.2, 17.8]
FELTSHE2EAR | 158 126 (79.7) | 13.8 [11.5, 15.6]

1=TAP<5% 0.90 [0.71, 1.14]
FSERHESEAR | 181 151 (83.4) | 12.9 [10.8, 14.7]
FELTSHEZEER | 138 108 (78.3) | 13.8 [10.8, 16.2]

5<TAP<10% 0.91 [0.70, 1.20]
ISR | 127 101 (79.5) | 13.3 [12.0, 15.0]
FELTSHESEER | 136 84 (61.8) | 22.5 [16.4, 26.4]

TAP=10% 0.57 [0.43, 0.76]
FSERHEEEAR | 145 118 (81.4) | 12.3 [11.3,14.9]

% 1 PD-L1HIERBECH o e BEBBRA SN, * 2 IEERI Cox EBINT—REFIL

TAP<1% BE(CHIFD OSDKaplan-Meier Blifg [ITTEH]

) F—9nvhA T8 2023825288
oo A~UNE | OSEsR{E(95%C)
80- FELTSHEFEROER (1=69) | 52 15.47H 8.4, 19.2)
70 TSERHEREAR (=43) \ 36 \ 13.85H(10.2, 17.8)
% 60 HR(95%Cl) :0.98 (0.64, 1.50) . FEERI Cox el \ F'— REF)L
%= 50
&40
30
207 e FELTSHLS AR @
10 - FSRHEREARH
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(F)
&
No. at risk EaHE
FELTSHESEAR 69 65 58 49 46 39 36 35 30 27 20 19 18 17 14 9 6 5 4 3 1 1 1 0
TSumHLSEEEE 43 43 41 39 32 30 25 21 18151411 11 11 8 6 6 6 5 5 3 1 0 0




1=TAP<5% EEICHFD OSDKaplan-Meier BifR [ITT ]
*) F—ghvNATE  2023%25288

OSth3{iE (95%Cl)
FELTSHEREEAR (h=158) 126 13.858(11.5, 15.6)

FSURHEEmAR (=18) | 151 | 12978(10.8, 147)
HR(95%CI) :0.90(0.71, 1.14) . 3EERICox tbfl/ \B'— REFIL

HRHHEHD
58

207 e FELDSHESEHE
10 - FSRHEFEER

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 B
FELTSHEZE LR 158 149140127 110 99 86 74 63 55 50 44 37 29 25 18 15 14 12 9 7 3 2 1 0
FSuRHEEEEE 181 168154144122106 91 77 69 57 53 49 45 34 26 17 10 7 6 6 5 2 1 1 0
5=TAP<10% FBHEICHF 2 OSDKaplan-Meier Ei#g [ITT EH]
(%) F—9hvhATH 202325280
-G
1(;8 ) OSHh5{E (95%Cl)
80 FELTSHEREER (=138) 108 13.815H(10.8, 16.2)
70 FSURHEERAR =127) | 101 | 133580120, 15.0
% 60 HR(95%CI) :0.91(0.70, 1.20) . JEEBICoX BN F— REFIL
% 507
= 40
30
20 e FELTSHEREAR
107 -o FSthHEPEEER
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(B)
B
No. at risk IEHAE

FELTSHEFE LR 138134125116 98 84 73 67 56 47 43 38 38 31 27 19 13 12 10 7 5 3 3 1 0
TR HEEEEAS 127123111 101 93 82 73 57 43 39 30 26 23 22 177 13 10 7 5 4 3 1 0 0 O

TAP210% BE(CHF2 OS D Kaplan-Meier R [ITT £

(%) F—97vhATH 1 2023528288

el AN | OSHIR{E(95%C)

50 FELTSHELROERE (n=136) 84 22.558(16.4, 26.4)

70- FPSERHESR AR (n=145) \ 18 \ 12.358(11.3, 14.9)
% 60- HR(95%Cl) :0.57 (0.43, 0.76) . JEMERICoXLLBINF— REFIL
£ 50-
g 4040 T T eeug

30-

207 o FELTSHEPRAR - o

104 - FSERHESEAR

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(8)
&
No. at risk B

FELTSHERE LR 136129122112 101 94 83 78 77 73 66 64 59 53 41 31 25 22 17 12 9
TR HEEEAS 145138125114 97 86 75 63 56 44 39 33 30 29 22 16 13 9 9 5 4

- N
o —
o o
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[309 Ei\fﬁﬁ] 12-15)

309 Bk(F. BRNISZREERICT DEFEEEDIRV. 52 WIFFEGBHERICK T R8BI DL F KEHE
FEAFORMKIRSN S on BUERERICBFR UL, BENIZRBEHEZE T S LWEEOREIC—ReHEEL
T, AR ZEECFBEEHA LU EESOEMUNOREMZ TS BN R 2R EOHRAEERT D, SV
LME. FSEINGER. ZEER. BASIEREERCUI.

FEHMHIEE CTHAHMIFHARER (RC) [CKRDEEREFHRE (PFS) OIS (20214382685 —
IHy b TER) CHBRE TR (2023F12A887—9H v b TRR) ORBRIFLITO®EY TUT.

(EZFHEIRE] IRTFHERSSR (RC) [CKZEERERFHE (PFS) [PREIFEAER] [REENAETER]
IRCICKDPFSOHRIE (95%EFEXRE [Cl]) &, TELATSHEFEEEFCTI.208 (7.6, 10.1). PSR+
EZEEREC7.408 (5.6, 7.5) THoOlco TSURHEFEEFHICNTBETELT S HEZEEBFDPFSD/\
T'—RH (95%Cl) 130.52 (0.38, 0.73) THY. PFSZHRICERL. TELAT S HEZEEBFD TSR+
EZREOERF(CN T DEEMNMREISNIE (p<0.0001, BRIOT SV IRRE [FAIl. BRKEw=0.014449 ;1%
SEBVRRATAER) o

PFS M Kaplan-MeierBifg [ITTEE] [FPEMERER]
F—9hvhA T8 2021438268

ANV | PFSERSRYE (95%CI)

90 | FELTSHERREER (=131) 65 9.20H8(7.6, 10.1)
. FSURHEERmER (=13 | 87 | 7.4nH(56,7.5)
HR(95%CI) : 0.52(0.38, 0.73) . & 58 =HEEL T BERICoxtLBl/NF—REFIL
70- 66.1% p<0.0001. BRIOT'S > 7127 (REEAIRATER. HAERUKE0.014449)
ig"f.; 60 -
5 | — FELTSHERER
% 50 53.0% - — FSuRHE RS
g 40+ |
30
20 ‘
10 12.2%
0 T \ T \ T T T T
0 3 6 9 12 15 18 21 24(8)
IEHEARS
No. at risk
Teedat 131 108 70 42 13 6 1 1 0
1{;%;% 132 98 50 14 6 2 1 0 0

BRIRTF : 145 (SBit/ 1) . B (54 /120)  :BUEARThR{E : 10.0218




[(FEFHHIEE] HiIFHiEEZSES (RC) ICKZEIEEEFHRE (PFS) [EHERIE THA]

IRCICKDPFSDHPRIE (95%CI) &, TELTSHEFEEREFCT.608 (7.6, 11.6). TSERHLFEERT
7478 (5.6, 7.6) THolce FSEINHEREERFICNT DT ELT S HEZEEBFDPFSD/\Y— R (95%Cl)
(£0.53 (0.39,0.71) Tdhofc,

PFS M Kaplan-Meier iR [ITTE&ME] [EERHE THim=]

(%) F—9HvhATH 2023412888

100+ PFSERIR{E (95%CI)
90 FELTSHEERAR(=13) | 95 | 9.6nA(7.6,11.6)
50 FSURHEERER (=132 | 106 | 7.4nH(56,7.6)
HR(95%Cl) : 0.53(0.39, 0.71) . 58 = HEE LT ZEHICoxtLHl NS —NETIL
70
f-;fg 601
2 — FELTSHESREAR
£ 5o — TSR HEE AR
301
20
10 10.2% | 7:3%
. 3 SR .
T T T T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51(®
B AR
No. at risk
{j';;%?fgg 131 108 76 61 38 33 30 24 22 18 18 14 13 N 9 5 3 0

FStR+
{EEegan 132 99 60 28 11 7 7 7 7 6 6 6 6 5 3 3 1 0

BRIETF : 145 (B1%/&1E) . FFEai% (BW/18L)  BHEARITPRIE : 27.5018
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4. AERANFBE LHBR U THFABETRRIISHED D ILBEESR

[3025#%58] &7

BESRIABEEOAFOWBRECTROOSNF UE [TELTSE96.0% (24,/254). ICCE95.7% (2223
2). UTEIE], & DEAANTILEBOSNIEEEREE2AEFI TCOHLILRDONTCERTULUIZ. TEL
TOBTICCEHEENTIZULEN >cERIF. BIRIRHEEEETE (482 (16.0%). 0% (0%)]. BL 4%
(16.0%). 14 (4.3%)]. BE&ERE (34 (12.0%). 0% (0%)] TUl, ICCETTELTIBEHLRTIZLE
Zh o EEBRIE. IFPEEES (0% (0%). 138 (56.5%)]. BMmMERETES (18 (4.0%). 128 (52.2%)]1.
BREMSE [0 (0%). 118 (47.8%)]. FMMERE—1—0/5F— [0 (0%). 74 (30.4%)]. ORRED
REE (2% (8.0%). 64 (26.1%)]. BAUAE (14 (4.0%). 58 (21.7%)]1. M (14 (4.0%). 4%
(17.4%)1. A% (04 (0%). 3% (13.0%)] TUT,

Grade 3L FDBEESEZORRBESGF. TELATIEI1L (44.0%). ICCE16% (69.6%) TUMR. TELT
TE T 2R EICROONICERIF. BIMERUESER [£2% (8.0%). 0% (0%)]. AmiEX 24 (8.0%).
1% (4.3%)] TUT=

BEEREDEER Y DEEERORBEGE. TELATSETI7L (68.0%). ICCET224 (95.7%) TUT.
TELTSET2RL EICROONICERG. BREFEEEETE 382 (12.0%). 08 (0%)]. Z3FEE 34
(12.0%). 1% (43%)]. PSP/ SR TS—BENNOTFRINSE VBT ) NSV TIS5—
CEI [(F28 8.0%). 02 (0%)]. AR [3% (12.0%). 248 (8.7%)]. Rk 34 (12.0%). 4%
(17.4%)]. &5 3% (12.0%). 5% (21.7%)]. EENUOMKRERKEZ [&24 8.0%). 1% (4.3%)].
Ham [F2% (8.0%. 8.7%)]. BEifE (24 (8.0%). 68 (26.1%)] TUT,

O
BRERSHBPNIRSRIFETC UIRREF. TELATSEHTI98 (76.0%). ICCET20%8 (87.0%)
(UTFEIE) TU. EEFRFHZET (178, 198) RORH 28, 18) THY., FBEFRNESER
THIWBRBFVWEEATUI, BERERSHEDNISEMABTR (CRERRIRS5#%30HET) (T UL
WREEWPF DR 1R (TELTSH | LESMETDIERE. ICCE 1 OFLE) T FEFREVINDR
BETTUIS

OEELBFEER
FERBEERIETELTSETOL (36.0%). ICCEETI108 (43.5%) [CROOSNZFE U, 28I EICERD
SNIEBRIGE. TELTSHTHBXRNUERERE (522). ICCETH®X 382). BTITEENRUBIEAERE (&
2%) TUI,
BERE S DESED ) DEEBEETERIE. TELTSETAE (16.0%). ICCET2E (8.7%) [CRHOHNZF
Ulce BOONEBRIF. TELTSETIE. FlER 2%2). 18ERRK (18). BF MDD AMENRUOERS
ZRIREE (14, E—WEaE). ICCETIE, X (12). BAUHE., FAMIFPEEAME. ROTOAR (1
%, B—#HERE) CTUI.

BEREDRSHIEICESEAEER

BEEDIRSHIFCE S IEAESROFRIRAS(IE. TELATSE 242 (8.0%). ICCE4%2 (17.4%) TUTE.
RHONEBRIF. TELT ST EMERRNOTER (B Grade 30'18). ICCETHifEA (Grade 2H°
1%, Grade 3h'14) RURREMAK (Grade 3Hh°1R) ROVMELE (Grade 5H0%14) TU. TELTS
B 1 BUNEIRSR. FlERE VS N DB & DBSERD W) SRS NE Uiz,

Q@ EREDRSENNIIHHICE > ICAEER
BREODRSERNEPHICESILBSERORREGE. TELTSEHTEHE (32.0%). ICCEHTI16%
(69.6%) TUTco 2B EICEROSNICBRIG. TELTSEHTIIES 248). ICCETIE, FHPIRERD (11




). BmEREES 38). BRK (248) TUIR.

[306&t5%] &9

MEDINTOWERE CHESRNRHONC [F33,/338 (100%)]. MEEEDHEARANTRILSHSNIHES
RFEHEEATHLILLHONICBRTUL,
TELTSHEZEEABE T SURHEEBABF R T 2R ESH S IEERE. BF NUDLIE [75
(21.2%). 1% (3.0%)]1. B [12% (36.4%). 7% (21.2%)]. &HUDLME. K. RUOMER [E5%
(15.2%). 148 (3.0%)]. TEAERKER MEROHFPIREME 3% (9.1%). 0% (0%)]. EASMMEN R
H. REMREZ 2 —0/VF—. F2 [88 (24.2%). 6% (18.2%)] TUl, TSR +HEEEABETTEL
TS HEFEAB RT3 BLULELHD S IBRIFARE 48 (12.1%). 1148 (33.3%)]. FhEREoEs (15
% (45.5%). 204 (60.6%)]. KBEMHEFE [18 (3.0%). 68 (18.2%)]1. &H [4% (12.1%). 8% (24.2%)]1.
BD [14% (42.4%). 174 (51.5%)]. B, BHEERES. AE=F2 [B28 6.1%). 58 (15.2%)]1. 7=
S—CEI (148 (3.0%). 4% (12.1%)]. B, HEMMK. KME NOER [F0%2 (3.0%). 3% (9.1%)]
TUlz,

Grade 3P EDBHESERIFMEFE B 258 (75.8%) [CROSNFUTce TELT S HEZEAE T 22 EICER
HONICBRIF. FPIREEL 858 (24.2%). 1258 (36.4%)]. &I (6% (18.2%). 28 (6.1%)]. &KF
NUDAIME [5% (15.2%). 18 (3.0%)]. 8AHUDAMME. FPEEAME. NOTH [E28 6.1%). 0%
(0.0%)]. BBUAER [&3% (9.1%)]. UN—EEBINNCEAVU D LME [F28 (6.1%). 38 (9.1%)]. B
mEREES 2% (6.1%). 4% (12.1%)] TUI,

OLHLTE DIES ) DEEER
BRAEE OBES Y DEEERORBAE. TELTS HESEAH T3S (93.9%). TR +HLPH
HEBET32% (97.0%) TUI.

O LT SNIFTSERNEDEES D DEEER
BRESOEES Y DEEEROERIGE. TELATSHERZEEAFTI158 (45.5%). TSR +HEZEE
BEHT128 (36.4%) TUM. TELAT S HERE LR C2 B LICRDOSNIBRIF. TEEKREEE MERD
B [B38 (9.1%). 08 (0%)]. PRERIEAEIE ME. F2. RUBGUAR [F28 (6.1%). 0& (0%)].
TOFE 2% (6.1%). 18 (3.0%)] TUT,

O
BRERSHBPNIIRESRICET UIEBREF. TELATSHEZEEFH T138 (39.4%). FSEiR+{tZF
FOEEFC 208 (60.6%) ICRHONE LIz, TRIFERISE. WEET (108, 198). TOft 2%, 18). K
B3 (18, 08) THY., TBFXENESERTHHHREFVEIBATUIZ BRERSHBPXI(SEHHAE
h (BRERKESHI0EET) (CRTUIHBEISTSERHEZEEAHD 18 (25#FRKERL) <.
EBIERFHRBETC LT,

OEELHEER

BEREEERORREEE. TELTSHERZEERF 148 (42.4%). TS RRHEFEER 108 (30.3%)
([CRHOENF Ufce 2BLULICROSNIEERE. TELT S HEZEEAFH CRAUAER. €7 MU D AMAE. &
UHE (828). TSR+ ER2EERF ChlER 28) TUMR.

BRAEEDEES D DEERBEERE. TELAT S HEFEEFTI10% (30.3%). IS RN+H{LFEis
T5% (15.2%) [CBHOHNFUIc, 28BLULICERDONCEREFTEFEDHIFTBATUI,
TELATSNETSEREDEES Y DEEREEERIETELT S HEFEEFH /8 (21.2%). ISR
HEZEERE TR (3.0%) [CRHOHSNFUce ROSNIEBRIFTELT S HEFEER CIIBIBHER 2.
BIBRERBUTIVE IS, MEMEEER ME. FHEEER. X Bh. B FEH 2 (B1R).

-
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TSR HEFEAB TR (18) TUT.

QX S5HIEICESAEEER

P EESAEDPIEICE S EAEER
SBESABEDOPIEICESEAEERDFIRAGEITELT S HERPEEE T2 21.2%). ISR +H{EFE
EBETO6HR (18.2%) TUMR. 28U EICROOSNEBRIF. TELT S HEFEAB CRFHERE - 21—
O/NF— (28). PSR +H{E2EEAF CIEBRERE 38) TUlk,

PTFELTSNE IS EROBRERIEICESEHESER
TELATSNE TS EROBEPIEICESTEBEEERIGE. TELT S HERZEEAET1E 3.0%). ok
HEPEEEIT24 (6.1%) ([CBHSNFEUTce TELT S HEZEEAR TROONICBRIE. TOBMIE
Y. IREARBATH Y . TSR HEZEABICERD SNIEBRF. EENOHOBEHEY (E18) Tl
INBIEFITRTGrade 20FERTHY ., TELTINIE TS EREDEER U EHIRTINE Ul

@R SEMNEPFICE>IEBEER
BRBEDIRSEX FDRICES>EBEER
BEEEDR SR (FPMCEScBBTERORRIGII T ELT S HEFEEF C294 (87.9%). 73
TIRH{EREER CT318 (93.9%) TU. 2BLULICRHONICERF. TELT S HEZEER TIE.
FOIREURS (108). FABUMESNRL (78). BMREEPRUBMER (&68). & (48). &
FH. BOD. ORX, B (B38). RUERR FPIKEAME. X, BREES. TEMEEETE X
EHREZ1—0/NF— (F28). FSURHEEREE TR FPIREEs (11%8). amiksuss (8
%), BEUAR (6%). BiEaEREE (58). TABMUMEINRLE (48). EH. ORKX. BRIk SRERERMRX
(EF38). RUBLD. B, MEFRMAMBR. FRE2. BMBERK. Mk (&248) Tl

P TFELTSRIET S RDIRSEMN FPRICE > IBEER

TELTSNE TS EROBRSERAN EPRICE S ICATERORRINGETELT S HERREF C224
(66.7%). TSERHEZEER T24%8 (72.7%) TUIz, 2BMULEICRODSNICERIE. TELTS+H1E
FROERF CIIFPIREUES (98). B (4%). BMIKEEIRUES (F38). MUK, TEFKEEE
TE. Bi#EEREE (§28). PO URHEFREF TR FhIREEs (108). Bk 68). &
. B RUBWRR (F38). RUEREE. SRERERMR. Mk (&28) Tk,




[305§it5§] 10,11)

MEDIRCOWRECHEEERNROSNF UL [TELTS HEFEERE50,/50% (100%). FSEMR+1t
FEOEEEST /518 (100%)]. BAANEH TR, 2FEAEMNTHREERE=Z 1 —0NTFT—RUFE - BEH
TRAERDEREEN L < HS5NF LI,

TELAT S HEFEEH C TSR HEREEAF SN TIBY ESh S LBRIEF. BAER [TELATS+HEZ
BERE33% (66.0%). TS ERHEZEEERE27% (52.9%) . LTEIE]. F2 - ERERNECDERE [22%
(44.0%). 1948 (373%)]. E# [16% (32.0%). 108 (19.6%)]. KEA=E [14% (28.0%). 8%
(15.7%)]. UL»2<W [11% (22.0%). 4% (7.8%)]. BRI (118 (22.0%). 7% (13.7%)]. ORX
(1148 (220%). 5% (9.8%)]. B [10% (20.0%). 78 (13.7%)]. TDFE 9% (180%). 1%
(2.0%)]. BBIRRRHEREIRME [84 (16.0%). 0% (0%)]. B 7% (14.0%). 3% (5.9%)]1. EAU
DLIME 6% (12.0%). 28 (3.9%)]. FRENUFEEZ [E6% (£12.0%). &38 (85.9%)]. KERR
BFE 6% (12.0%). 148 (2.0%)]. HEefE. SEEARUHK [B58 (F10.0%). 2% (£3.9%)]1. FlE
K [44 (8.0%). 0% (0%)]. BREZIKREZ [4% (8.0%). 18 (2.0%)]. HEX. BE. BHEM. 25
SFENU 1 IERE [B38 (F6.0%). 0% (BZ0%)] TUI.

TSERHEFEEB CT ELT S HEFFAB S RT3 B SN S 1eBRIF. MIMRECRA [194 (38.0%)
238 (45.1%)]1. &M [14% (28.0%). 208 (39.2%)]. ASTHEN [8% (16.0%). 124 (23.5%)]1. ALT
B0 6% (12.0%). 10%& (19.6%)]1. B [3% (6.0%). 6% (11.8%)] TUI,

Grade 3 EDEEERF. TELAT S HERZEAR CT38R (76.0%). ST R+H{EFEAEF ©30% (58.8%)
([CEROOSNF UTce ERBRBR (WINHDBETI10%LLE) (&, FPEREUED (68 (12.0%). 108 (19.6%)].
M/IMREDRA [74 (14.0%). 4% (7.8%)]. KU, BAUER (6% (12.0%). 5% (9.8%)] TUT

Q@ LELRERES ) DFEEER
BRAECHEED ) OBETBRORRIEEF. TELATSHEFEEFT508 (100%). IS ERHEZEE
BFC5148 (100%) TUr.

O ELTSNIFTSEREDEES D DEEER
BRESOEESD Y DEEEROEREGE. TELAT S HERZEAFT36% (72.0%). TS ER+HEZEE
BC218 (41.2%) CTUT.

O
FUICESCASTERI. TELTSHEFEERCTA4E 8.0%). TS ERHEREERFCT1E (2.0%) IC
RWHEN. ZOWREETELT S HEFEEF CIFELT. 2HRERERL. ERETME. BREE (F18).
TSERHEFEEH CTEAAE (18) TUlk. ZD35. TELAT S HEREEROER NIEICKDIET
(. (EZEALBEED ) ESNF Ul

OEELHEER
BEEBESERORRIGIE. TELTSHEFEEE 278 (54.0%). TS ERHEEEERF 178 (33.3%)
([CRHOENF Ufce 2BULICHONICBRIF, TELAT S HEZEEBH CRAME. BHK, BEX. BHLHMm
(B28). FSERHEZEEFHCTRO. BAUAR (838) TUK. BREBEEDEES ) DEEREEER
[F. TELATSHEREEBFT198 (38.0%). FSEMRHEZEEEFCT8R (15.7%) [CRHBHNF UL, T
ELATSXNETSEREDOEES ) DEEREEBRETELT S HEFEEF CT138 (26.0%). ISR+
EFEEE C38 (5.9%) [CRRHOSNF Ufc, BEEBESEROEREL. TELAT S HEREEARFICHBLTH
AANEROADEHERMKL ) BEN o (BARAERS4.0%. £24EH42.4%. LUTEIR) . COERE LT,
HAAEROANF ALV UAXR TROARY I EVOREBHRENRN 2l & (FAVY XX TDRSHBHR
fB:69nH. 591»nR. ARV IEVOREHBPRIE : 7.01F. 5.8»F). BEALEBOHIMKEBREDFE

-
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mhEN olcl s (TELATS HEFEEFDFHPRE | 65.0/%. 60.0m. FSER+HEFEEFOFHT
RfE 1 66.07%. 61.0m) ([CEERTBTREMEN DI ET,

Q@R S5HILICEAEER
BEREDRSDIEICESTEEEERORRESIE. TELT S HEFZEAEE1282 (24.0%). TR +H{E58E
EBES R (9.8%) TUM. 2BLUEICRSSNEBRIF. TELT S HEFEAB CARMEREZ 1 —0O/\F—
3%, PR HEREAB CTEYBHIE2 R TURL, TELAT S HERZE A CROONIEREERE = 21—
ONNF—38TEF. 2L FFTUTSFY) OPIECESTZBOD. FRUUAITOHIEICEFED FE
A CUT,

O SIEHN EPRIICE S ERESR
BRFEDRSIERAN SPICE S IcAEER
BEREDR SN EPRICES BT BROREREGF. TELTS HEFEEF 448 (88.0%). T3
TIRHEFEEBIC39% (76.5%) TUIK. TELT S HEFEEBHOAN TSR HEZEERE LD BFE
BENSBL BN SLBRIF. PANSFUVEBPZ/ MSUXTIS—EEI0. RO, BIURR. FEMER
B a—0/NF—. FPIRENEROREXR T U,

P FELTSRIET S RDRSEMAR FHRICE > IBEER
TELTSRIFTSEROESERNETHICE > ILAEERORREGF. TELT S HEZEEARF 384
(76.0%) . TS ERHEFEERF 2748 (52.9%) TUI. TELTSOERSERX (EHRICE > FRE
EERF. FPIREOEA 108, MIWRERD 68, PANSFUBEPZ /) SSYRATI5—E58, 752V
P/ NSVRTIS—EES FE - BEEARRASADERFROMMEX 42T UL, TS EROKRSER
NI(EHHICE S ERBRBEERIG. FPIREEA 8%, BIMIREEA 48, [IMRERANUOFE - BEFHR
HEAREAEREF 32T LT,




s 1) EEH

) Zhang T, et al. Cancer Immunol Immunother. 2018; 67(7): 1079-1090
) Dahan R, et al. Cancer Cell. 2015; 28(3): 285-295
) Liu R, et al. Antibodies 2020; 9(4): 64
) Ganesan, et al. J Immunol 2012; 189(10): 4981-4988
) YuR, et al. Future Oncol. 2021; 217(31): 4081-4089
) HAER | ERAESIEEER (302588)
) Shen L, et al. J Clin Oncol. 2022; 40(26): 3065-3076
) HREFR  EREHEFEIHEEE (30655R)
) Xu J, et al. Lancet Oncol. 2023; 24(5): 483-495
10) AGRISEHOER | ERAESMAERER (305518%)
) Qiu MZ, et al. BMJ. 2024; 385: e078876
) AGRFHOEF : BAFENMEEER (3095:8%)
) Yang Y, et al. Cancer Cell. 2023; 41 (6) : 1061-1072
) Yang Y, et al. JAMA Oncol. 2026;12(4):384-393.
) Yang Y, et al. Head Neck. 2024; 46 (9) :2301-2314
) BABRREREFR () | PARBEEENA RS54 B3R, 2REM (2023)
) NCCN Guidelines : Management of Immunotherapy-Related Toxicities Version 1. 2022
) BEFEE  EERNERERRRINY Z27)L ZYUREE FFHRESIEYMAES. Bt D o/fiuE
YIERTIEE. RGEEYMES. SMFAe. BPEROMOFER) | F20F47 (HHTFEORNE)
19) B&HEE  SEEFRAERRINNN Z27)b AT« —JVR - I3 VY ViERE (RERIBERS) | T
R18F1TH (FR29F6HE)
20) BEFHEE  EERERERININY =1 77)) PEURKIRICREE (PEIERRIRILAE) (5 T)VERET.
A TIVIEREFELEEZ) | R 18F11R (FR29F6HE)
EEFHEE | ERERIERERIININSY = 177)U SR, FRR30F6H
ERAEE BRMERERNBEZSO) 2B5AA RS MEREZESR | HRAH. 2017; 127(7):1483-1521
#nANEEER | AR, 2020; 37(4): 526-530
BEMEIE SV N—b - A — N UBEIERBIZE N A RSA MEMEER () | EEMHEIE/S>V
IN—b - A — b VEREERE BN RS54 2022, BI=E (2022)
25) BEAADWFS (R @ REF T v IRA Y MEEEICKDADNBEEDZEA M RS54 Y, BEARADDFER
MEST. 2018; 94(Suppl): 1-11
26) BARERKRFS (R  BRE2EA A RS5422019, BI=E (2019)
27) BEFEE  SREERESRAINNNY Z 270 SRR CEAIMER) | F21F58 (HH3F4R00E)
28) BEFBEHOMRASATNRI - BAREF S | BECRBRMBXEZEA 1 FS5022013. BiE. 2013;
28(6): 715-784
29) NCCN Guidelines: Management of Immunotherapy-Related Toxicities Version 1. 2019
30) BEH@4E | EREERERRININY Z27)0 MBESE (RMKREERE) | Fa19F68 (FR30F683
SUE)
31) #AER  HAR. 2021; 110(8): 1611-1616
32) [#5Y - NU—fEREE, T« vy v—ERBEZSENA RSV ERZEER (R @ ¥5 - NU—IERE,
T4y —EREEZEAA RS A2 2013, BIE (2013)
33) BE&FHEdE  SERNEREZSRINY Z2 7))L 5 - NU—ERE (RIEREMRBEES RSB 1—
O/NF—. 2UENEN - BB FARMIRN) | 21458
34) BEEHEE  EREAEREBRINY =2 77)U IEHI/IVWoRAMEEB R (TTP) | FR22638 (HH44F
2RxE)

-



80

FEVER

35) BABRSBFEREN | MIMASEMRES K OVREBEEIRIAEEDEZHT, B&, FRICEAT 24/ RS> (2017
FogEIR) . (2018)

EIHERR | SMERSS. 2020; 51(3): 221-227

BAEZRFES (R - &%E2EI R, BIzE (2018)

BRERRFSEERZES. /% 2021;96(3)

Schneider BJ, et al.: J Clin Oncol. 2021; 39: 4073-4126

Hayama N, et al.: Respirol Case Rep. 2020; 8(7): e00636

Johncilla M, et al.: Histopathology. 2020; 76(4): 531-539

Cheung VTF, et al.: Best Pract Res Clin Gastroenterol. 2020; 48-49: 101703
E4HEE - FOMOR - BEKRICEET SFEMEI. RAEMBCMBERXR (PSC). 20174
#FmiEERE Y —  RFEMUBCERER. TR27F1818

HEERE, 3. IgGAREE LB REZE M RS>, fBE. 2019; 33: 169-210
E&7EE  EREUERRERRNINY Z 2771 #EEhRiEE, Fa18F11H
BARBREFRNE DRRNZEN A RS A EHESR | HIRASE. 2019; 123(6): 635-696
S, EFHIESE | HARESS. 2020; 79(2): 107-112

THEIEF | BARNRIZRMEE. 2023; 112(9): 1494-1506

BABRSFEZRIED | 2026F GEIMARMERZEA A RS2/, (2026)

EER= 1 BEPESS. 2011; 18(1): 13-16

AL, SEEF  HARAERZFRMEE. 2025; 26(3): 431-442

BARSMREEZR | EMERBES A RS> BEU Y/ (RA) %3k, (2019)
Herbaux C, et al.: Blood. 2018; 132(1): 9-16

Ar DA DMDMDWWWW
P WN - OO OO

(S BNC, NN, BT, B N N N N
sk LeeIdauLsioLerde

U
N

BOSERSERE DR IS BHF R UHEFR
(ZHERERVEVEDEEESD)

SOSARSEIT

E—-D2 X710 XEGREH
T105-7114 RREAEXRFBLT BSE2S
https://beonemedicines.jp/

WiatsARERUEVWEHE X

AFLANA YT A R—2 32V 802 —
X—JL :medinfojp@beonemed.com

551 0800-919-0351

AT 9B ~178F (L. B, fiB. BHAEB 2R




nEEEEA
e MEfie FPD-1E/ Z20—FILEF

[ &% | 30700AMX00073000 | [ k] 202545/ |

[mozehita ] 2025%7H ][ HACkuERaN R | 874201 |
) B 7“ W O by 0 25
08 B .
‘ , t b 7 100 mg
TEVIMBRA L.V. Infusion FZLUZRT7(EEFHEIRZ)EE
*(—E)REMEERRE SBERMEH 1 RS« UREE Bk - iUk L), 2~8T THRAE
SRR BIRNSEERR IR —ERSOUSEICIVERTZIE HRHHAR : 3621
- HIVEH AL AL
= N RS ey — 5 % Ra 3 o 1LV TFICE$ 2FC RN
1.1 ARIE, BRBICH AN TESERMERICHV T AALPRAICT | | JpF (SReIUBoRs S B TENET ARG ARG L
2 EHHARREF DEMObE T AR DA B L SN AED | | R
ICDWTDHEE T B, o JABBIAIC KIS, BE NIEZDORIKIC : By T T : :
AFOHE DRV ERIEEH BB FBEE HOR5 T e e T Ty ey
SN - HIEHRE | Gra & RIEY Flzkhayio— g
1.2 BB BB BOD. I B EFOBESNTOBDT, 8 | || o DI e

TER (B, IR EE, %) OB R U BEEGEREOEEE, 8
BETDICTIE FL BEVBOOSNIBEICIIARFIDKR S EH1E
U BIBEEFRIEL R OREEDEY ENELITICE, [8.2.9.1.2,
11.1.1 28]

Y

2. BR(RDBHEICIIFELENIE)
RFN DB R L EEE OB EDH 5 B HE

3. HHRE-HR

3.1 #R%

Wires TELT'T RiEHHE 100mg
FRGr WA T | FALIAY T GRZE TR Z) 100mg
WA A7) | 72 BN LKA 67.6mg LEAFV> 172mg

7 LKA 42mg MoNa—27Kk 14 7188mg
L AF Y UEE AR 82mg AV NAR=120 20mg
AANEHE THRRZHANLD, F9 4 == 2N 227 — PR 2 VTG S,

3.2 BFN DR

Wiset TELT T R HE 100mg
PR I o~ L OB WIUED AR LA

pH 6.2~6.8
BB #1 CERLAR N 5 1)

y 4 ERGEHR |
OAREGIBAEE ST BRO R
ARG T BREORE
ORRRUSAMEISEH 15 LR
AU SRR ORI R

5. RIBER IR RICEHET 2EE

GRABYIRTREEAET- BRORERS)

5.1 RFDOFM ORI BT 24 RV R ORI L T,

5.2 ALZHEEAR GO BGA VI FRAS B4 T T I O A0 3 A OHUENENE 7] & O B % 5- 047
L PD-L15SBLE (TAP) IS KD S B M AVRIZ ST S, TAPICOWT, [17. BRI oW
BRI AR DA S O 4 %+ M R L7z b O AR G S Bl IR O B IS D W TR
WK 528, [17.11 ZH]

CGRRRYIRRTBEE T BROBE)

5.3 ARAN DT OMHEEN BT DA RE R O A MEIRE L Tz,

5.4 HERZEEMEDBH I G362,

5.5 (B L OB 5O RS, PD-LIZEBIE (TAP) I XD RABEAVRIE SN T WA,
TAPIZOWT, [17. B bR Bl | OO WA AL AF DA R ROt 8@ L7z e A
Azt U ERE O LBV OV T EIHINT§ 528, [17.1.3 4]

GRIAEIRTRELEIT - BRORIERE)
INFATT YN RNV ATTF P EOFERIZBTEE AL, F AV A~ T GREE TR Z) LT,
1181 200m g7 338 [ 1] B "T6053 204 C R I3 % 0 DS AALAEREE BRI R L 7-AR TG YU BRAS Bl 70 2 4T T
FEDLHHANHA LTS AAZ PR 5T 5L TE D 2, MR G- OB ENEA AT Th UL, 2[00 H
AR 13- 113305 F TR TE %o
CRRREIRTREEIT- BROBRE)
M DB VENE 554 £ D HE I BT B R AE, F ALY X7 GlE T2 ) ELCL1200m g3
T8 ] I B C60 53 20V C R IR %0 22 B IR G- O B AV AT Cabaud, 21 H PLFE O $e -5 11
3057 F TR TE %o

* (BRRIEBEREHE 5 LRIERE)
T RVICARRIE ROV AT T F DM NIB Tl A, FAV) A7 GRIET-HIRR) &L
T 111200m g7 338 [ B FE T6045 M T C R § %0 22 B, Ik - 0 B A VED BLUF T AU, 20 H EL
R P LR 13055 F T C& %o

7. RERVARICEETZER

TR REEREIT- BROBE)
7.1 DEHS BB HUELEIESANET 17, ARG OHONEZAHLEIRS 528, [17.1.3 2]

(3hBELE)
7.2 AHBE G LRI E AR d FEE B AR O RSS2 E BT 528,
HIFE R QLiE
[ | Grade 20354 Grade 1 IS $ 2F COARFZKIET 2,
BiiBE | Grade 3Lk 1 XUAFESEPEDGrade 2086 | AAIA LT 5.
FFHERE | ASTHLUZALTAEEE 1B (ULN) 0 | Grade LML F IS 23T AMA ST 24,
[ SERE~5HELL T U EILVE Y ASULN
D15~ 3L TIN5 4
ASTH LLIZALT2SULNOS RS, A3#E | AA %Ik 5,
EUVE L SULND RGN 723 &
e B | -Grade 303 -Grade 1L FIZHIET 23 CAHIE Rk 51,

)% RIS IR 5 3 (Stevens-JohnsondiE
fTt) SO rpaE 2B AL RFE (Toxic
Epidermal Necrolysis : TEN) 235EbHi1
DYEr

-SJSIUITEND B LB A1, SJS UL TEN
TIRAWIEDHERINDF TG 2 HH LA
k.

-Grade 4D¥5 8
SISJUITEND RO OS5 6

AHNEIET %o

TS Grade 3LLEORERAEAR LT FEM | Grade 1BL P AE T ARZHKET 5,
ROYE -Grade 2L FIZHIEL, RVE i fesecarh
SEPE TR OB & TV A A BT UL, B AL
AR A T CE S,
F AL OH G TR - L2

FURBR | Grade 3UL Lo¥a ‘Grade 1PN FIZIHES 25 C A &3 $ 5,
HERE ‘Grade 2L FIZHEL, STHUIRRE Casbo—u
JUHESE W R B R AV R AR AR S
ZHTES,
FREDA OB S G- L
HURB | Grade 3L Lo¥ss ‘Grade 1D\ FICHIfE§ 25T AR ZARIEST LM,
ik “Grade 2LL FIZIHIEL . AV EAFe#ETa v
S E TV e {7, BT HIUE, W BV
E AN 52 T T& 5,
LREPA OB S L,
FIfiRE | Grade 3B LU b7 YR = 2% PEIHE | -Grade 1PN FIZRIBLS 25T AR IRIE TS
RIROYE ‘Grade 2L FIZHIHEL A YA gL Tarvia—
VAT £y LB CHIUE A T ha— ik
WA 5% B TE S,
AL LSO S L
EHERE | LS 2 LT F =V AULN UGN =254 ~ | Grade 1L FIZRIBIS 2F T ARIRRIET 2™,
e DS ~3RE L FETHINL 724
MFEZ LT F = HULNUER—=AF4 ~ | AKFlefikd 5,
D3fEBETHIML7 S
Lffige | Grade 2B EOYé AHE A IET 50
FREREE | Grade 20354 Grade 1L FIZIIfE$ 2FC A Z KIS 2,
Grade 3L\ ey AF & IET o

g -Grade 3OWERDOY;E Grade 1PN FIZII$ 2E T ARIZIRIE T2,
‘Grade 3P LI 737 —E33)/ S—¥
Hmoyt
Grade 4DY& Al EIES B,
Infusion | Grade 10¥5¢ RN 452 SIE N 4 VB SOTi I ER S Sgi i e
reaction A% 5 HER50%08%H 5 %o
Grade 20454 AFHERIET Do
‘Grade 1L FIZBIEL 72235 A3 £ 58 B2 50%
LT G2 S %0 IR O3 G- L, TR
DU AT %o
Grade 3L\ FO¥& AHlEIES %,
FFiLIAb | Grade 30854 Grade 1LLFICHIBE§ 25T AR 2R3 5 5™,
DEWEN | Grade 435D Grade 30854 AFNEHIET o

*1: Gradel¥NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.0lZ#L 5,

TEL) R B PUROVE VHZ B 53 205 B Wi R AR 52 T 52 &0 I B ARV E VR OB -
PMEA 128 B LLIZGrade 12A PSB85 6, AR R ZIRVE VA T LR =y a gL
T10mg/HAH Y3 DL CL28 B DU TE AW A I G2k 375628,

8.1 ARHNOTHNBTGYEALAEIC XY, 8 E D 50 BTN § HE % 2 5ND B4 i BRI RED D Dbl
BIEN D Do R T IHAT O R DR O B E B EE D500 SO XA RIVEH D58 Bl% % 18
U 586 70 85 B 7o Wi 2479 S &0 3 O 5005 BURME X2 B I SBED L2 5 B2, B BTR VR VA
PR B T DT L F o AHIGH T RIS REIEH A5H SN DI D30T ARH I G-HT
BOBGE ATz,

8.2 RMEMiIF S HHND LA H DT AIIER I, I IR 3, kS ) oo f 2 K O X
GRRAT DI M, B2 AT SE o E 72, LEIIB U T ERC T, il ~ —h — S5 M2 £ i 5
ZE.[12.912.11.1.1 ]

8.3 AN A IR BEREE I 4038 SN BT LA DB H DT AFHIR - BIAGTT M O 50T R i s i 2
BEREMAR ATV M OREE T Blg T 528 [11.1.2 BH]
8.4 i 45, LB 5530 b N B ZE A H DT M CK F 5 L
[11.L11 &)

8.5 i 4. BB BURIE DS N B ZEH B LD T IR T #i e, CK -2 0Big % 15312479
Z&, (11112 B3]

8.6 HIEMME )N D HDND LN B HO T, I | ARG T I, WP PR e, e BB A B2 |45
12192, [11.1.13 BR]

8.7 HUIRMGBERERE &, T (b kb5 B ORI B B R 55 S DN BT EHH 20T AF OG- ik
i B O 5 0 1 o 0 A P i bR e A s (TSHL SBT3, e B T4, ACTH. il IV — V&0
E) BFEM T DT Fe BFIIEL TG S0 D H T 528, [11.15-11.1.7 2]

8.8 1B IR A D HHNLHI LA B HOT, 1, Hols, MR- AF OIEIR O FEBLR MU A D _F AL 153038
FTHIEL[11.1.8 BI]

8.9 HEEDDHOONLILDHHO T, HHEEM AL EM AT, BHEOREE BT 528,
[11.1.10 &)

810 REIBLRNHEDONDLILH D LD T, RO AEOSN I A1 BRI R R 255
BIIBHEARET 5L, (11120 B1H]

CHEELE R O) T - S i s o Nk

9. BENHREFIHREICHIZER

9.1 AHHE BMEEZFOHZHE

9.1.1 HERERBOEHNIIBMMNBELIIBREDECRERBDORTENHZEE
S ORI EH DSBS 2 BN D5,

9.1.2 BHMEMRBDH2HEEIZOREEDHDEE

TETPE I B ASFEBULIRE T 2 B2 N A D 5. [1.2.82,11.1.1 ZH]



9.1.3 BHBIEE (ENHMRBEEELSD) DHIEHE

ARHANDFE A IR R 3 A SUS UL %18 BRI 2 BN hdb Do

914 BEOBERIBFEETHEE

KRR IET D BZNH D5, [11.1.18 BH]

9.4 &JBREEH T DE

RIS % W] REPE D & 5 I PEITIE K% - S OV e i - oo AN B CllEAE 3 2 0 21 R OV )
BREIEPUASOWTHIN T 528,95 B

9.5 1147

It TR T2 0] BEE D@ 5 WHEIZIE, i LA WA B Z Ll aL M SN B 512 oA
B b3 BTl AR R T A g A B BB FE R L T 2 S, IR < ACHUPD- 15U L3
PD-L1HUAE 53 2L G EE DRI T 2 LSRG SN TWBIED S, MR O PR 245
T G130 R RIS LT S 2 % BT 3 T VD D B0 $72, UM gGIERHMA D S I AAT$ 22 EA51
5NT%,[94 B ]

9.6 B3

LA R O BEFLR O A 2 VAR B L AL ORB OO IE A 3 52 A DL LT
ANOBATICHT 27— 21375 MG BT T 22820 AL BAT T 2 T et S %

9.7 R

NIRRT Gl L7z BRR BRIS T L T,

ROBWER S B BHbNDIENBHHDT, BEEE T /MATV S 2RO SN/ A3k S a2 ik 3 5%
LY E R,
1.1 BEALEHER
#1111 BEMRE (1.2%) [12.82,912 ]
#11.1.2 AL FrHREERE. FF L
JFA4: (02%)  AST.ALT. p-GTP, AP, EVIVE V0> | H2 089 IFFE AR 5 (3.1%)  F-25 (09%) A3
bBIEN DS, (83 BIH]
11.1.3 FhEMR B IRIERMIE (Toxic Epidermal Necrolysis : TEN) CHUEEA]) . B2 5 R ERE R 3¢
(Stevens-JohnsonfEM&E) (HiFEAN) . SHKLHE (0.1%)
#11.1.4 K52 (1.1%) /MR R (0.2%)  EEDTHI (0.9%)
FiES 2 TR T MU S5 OIEIRAS B SH N & A O G2 W3 5455 Ol Y 2L i &2 179
Zo
11.1.5 BURBRIRBERE
VLRI BS ST 90 (0.29)  HUBR BB T HEAE CBHLEEAS )\ FURIR 9 CBELEEAS B ) 265 0> HLIR i il e
BdHbNAIEN D, (87 BIE]
#11.1.6 BB SRS
FIEFBEREAS 4 (0.4%) S ORI BERERE E25h b A DD 5. [8.7 BHH]
11.1.7 TEHERERE
TG CHEEARD) | T EARBEAEAC T AE (0.2%) 400 F RARBERER 57055 b N B 2L 5, [87 BHE]
11.1.8 1BUERIR
1RUBE PR OR1AE LB RIS % & E0) (0.7%) A3 b BEIRIFHE S b7 YR =Y AR L BZ NN %,
1RUBERIG DS BED N A1 AR A O G2 ful Ly £ 2 2) VA OB 545 0 @) L B A7) &
[88 Z:l]
#11.1.9 B (09%)
11.1.10 BREE
A4 (0.8%)  RANE I RIVER 92 (0.19%) SR ERAATE 28 CHEEARN) 25 0 BB bbb Db %o
[89 %]
#11.1.11 DE R (0.2%)  OBRK HFEEAW) [84 ]
#11.1.12 B K (0.3%)  BERUBRIAZEE (0.1%) [85 1]
11.1.13 EEBHEDIE (0.1%)
I LB = D7z
HYAHIE,[86 BH]
11.1.14 B2 (0.6%)  BERER (HUE AW (EREX HEEA)
#11.1.15 HREE
R = 2 =11 8F— (0.2%) T >/ SU—FE B (1.4%) SO MFERE EDH SO H LD DD,
*11.1.16 EELMAREE
SEHEVE AR AE (0.19) ¥ LA 1L CBEEAS ) | A J0R BRAE (4.5%) 8 SRR UF b BRIR A (B2
AW OB MR ESHOONLIED D5,
11.1.17 B3RS ZEARAE
PR HIR MARE (0.1%)  MliZEAe e OHUBE AT S5 O BIR LR ZERAE DS D HDN DI ED D Do
11.1.18 #&#% CEUEAW]) [9.14 K]
%11.1.19 Infusion reaction (0.2%)
Infusion reactionASRHHNTHE L AHKIOF 5-H 1L DY) Wi 247 H L DI FERD E T 5
FTHRHOREL + BT 528,
11.1.20 ZESEX (0.2%) [810 S ]
11.1.21 mE R CHEA])
KR S R ILAS 4% /NI L g CHUAT P BRI BT AR (ANCA) BY LIS 28 Tg A NLAE 9. B ) 1L
FREGLIDDOLNLIED DS,
11.1.22 MERE B>/ SHREEERAE (S A1)
*11.2 ZOMOEIER

ORISR ZASHEAT T B LD D HO T IFIARIEDEALIZ T 53iE

10%L 1 1~10%Ad | 1%
*| MR BEON > SREEE ANEZTEVIRA (69.0%)  FLILER KA | NEZTE B
(55.2%) V) > 7S BRI A (59.1% ) I v 2RI | I V>7 SERES N
A (55.2%) ML/ IMRIRA (48.1%)
A B RO R AR I
I 2 W 2 3 J O B i G0, P R
Bk N%
*| IR R R ALTHIN (33.7%) - ASTH{N (44.1%) « AL-P
B4 (30.4%) « ML) VE 141 (24.3%)
B B LR LR Eiod ZHIEAE SRR
*| W5 ER IR I KOS ALk PAS . 75 A | PO 2%
— i AR B RO | 57 FEE
DR

10%2
TNTIVRA (44.7%)  CKHENN (22.3%)
LTI =B (19.8%) AT KA
(29.5%) 77 LB (15.0%)  F M) 2
WA (48.0%)

14.1 ZHARFTOEE

14110 AT VERELR WL,

14.1.2 TR R TR R R 28 . A7 6% DI KDERR S B 280 AN E > TV A Y A Sk T
HRDONDIFANNG AT VRS B,

14.2 ZHIARBFOEE

14.2.10 75 7RSS TV SR S8 DB A A 7V SIEI, HR A& 3R o sl Ny 7
VZHEA L B 2 2~5mg/mLE S 5o B/ N 7 2 W oK) lE S TRATT 528,

14.2.2 RFNIRAFE A G E 0 ARIGER 2T 3528,

14.2.3 ARG T I3RS S B AIE FRD SR G4 T ETORE M 22~8C T4 H LN
LT B ARSI L3 A0 3 G R Sy 7 2 ISR 2 &

14.2.4 FHUGIZTHE S0 L,

14.2.5 RANILAEIOBANTH B0/ TP OFRITERT DL,

14.2.6 AL OWRIEFLEVZE,

14.3 FRIFSHOEE

14.3.1 AH O 5B 72Tk A v F4 v 7405 — (023130.22um) 2§ 228,

14.3.2 [i]— 0 174 AR L TS A& G Rl G- L 2o

14.3.3 G5 TR IA VA2 TTv 2§ 5TL,

g oo ... |
15.1 ERERERICE D&
15.1.1 s
PR SRR BV TL 216/111661 (19.4%) 12HL T ALY X~ T itk A3 Hi, 8/111641 (0.7%) 12HiF AL
VAR THHGUEASTRD HN Tz HLF ALY X3 7T HUR S ORI R P Tl Bt Bl L He i L CTARKI
IR HE M F 3 AR Sz,

20. RV EDEE

b I et

211 I AV I AR E O b BN ET 228,

* (BRXSEREEEH 2 LHEEE)
21.2 P50 Bl A 2 A 3 B HA N EIRSEHE B 3 2 ARH OB R WA AT B2 e HIEL 72
BT B AR FE R L 72 LTy Y RE AT B R IR I 2 L & DI BRI BUH B O AR O
a2,

10mL[1/34 7]

1~10%A
FI)TLHN

1%

@B FRXEZBBE,
Fo  BFRNOHENICTEEZEL,

BIEARFETT

E=DY ATF1 o XaREE
T105-7114 RRIMERX RHELT B5E25
https://beonemedicines.jp/

XEFERERVEVWEDER 202649 LT (H6R RN HEZS o, JEZS o)
AFLANA Y TAR—=2 3>V RIS~

X—JL :medinfojp@beonemed.com

55 :0800-919-0351

TR D OBF~178F (L. B. A ERHAERZER






4 BeOne

BiSHRTEIT NEEERENRTEVGDE L

E__Ij‘/ .)(7_‘-‘,{ #/‘/Z%ﬁ%*i AFLANA YT AR=2 3208 25—
_ . X—=JL *medinfojp@beonemed.com
T105-7114 RE#EXRIMELT B5&25

E55:0800-919-0351

https://beonemedicines.jp/ SRR OB~ 1785 (. B. RH. BHHAEAER)

MED-JP-BGB-A317-2600009
2026 F 9BE]



