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8 R] 1 REEPRISEER(TIER U UBRNEE T FEB M ESCCERE 5124 (BEAS06ZZ0) *

* M (BRSO V7 /BA/BUNRUIER) . ECOG PS (0/1). BREFEEMMEBRUILZEE INTUIFEIL/ REIFEIL/AU
JTHAVF] ZERIRFEULT, 11T
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UTeUIBR R REE T 855 1 e
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FERBEIREHEIES :
TAP*'Z10%ZE(CHIFB OS
BIREHEIRE :
EREAEMHUEICKLDEIBELEFHB (progression free survival; PFS). =3 (overall
response rate; ORR) RUZMEA™E (duration of response; DOR)
TAP*'=10%BEICHT D BREEEMYIEIC KD PFSKU ORR
EEREAEEDE (health-related quality of life; HRQOL)
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B FEEHHEENERREE ITRE Uz, TOMOFHHER Tl Hst 2R sTEE I\
plBEIFECRRETDHDENTEL Uiz,
FEFHMBEE CRKITTEMICHIFTD OS ZHB TR Ulc. IBERRHFIMOWILRGRF U TO®E Y RE
Uiz
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FICKBERICox LBINT — REFTILD SHTE Ulc. HEIRERIZEEIX. SFFDOSDIRRENT
Brookmeyer and Crowley’£IC K2 95%Cl. #E 61 BNU 1210 BEFEFRUL O (T Greenwood’s
formula (CK2MAIOS%CIZEHT D T & & Ulc, Fe, EFFDKaplan-Meier BifRZin LTz,
TAPZ10%EBE(CHF 2 OS. PFSKUDOR (FOS &E#KICHERMT UTzo ORRKEZ U DCRIE OS DEF#T &
B U B BIR F % B L) T Cochran-Mantel-Haenszel (CMH) #&7E % 1T > o HRQOLDEORTC
QLQ-C30 MU EORTC QLQ-OES18(&, £MBIERIKAE/QOL. #eERE. FERRE. RUER|E
BEOXAT7ROZDR—IAS5A VH5DE(EEZSRITEI T2 Uiz, iz, EQ-5D-5LDX 7
RUONR=2 54V h5DE(LE st T2 LTz, HRQOL DERRHNIICERD S 5 ELE CTDHA
B (& Kaplan-Meierj7ZZFWTCHTE L. BRIHRIE OS DT & B UERIRFIC K2 ERICox i/
P—REFILASHE LT,
TTEHZNRIC. {t28E (NTUIFEIL/ REIFTIL/ AU/ THVH), g (O7I7/
BNKEOIEK. @BARLAD 7 I /B4 BNKRUTIEK) . ECOGPS (0.1). F#r (65mAii,”
65l L) . MR (B &tE). BUE (BUEES D IREEEE FFEEE). AE (BA/ 7I7
ARUZDM) . RUR—=R 54 VDOPD-L1RHRBKR (TAP=10%,<10%,/R8F) BIDOSDT T
TIV—TEN 7T olc, Fle. TTEFZERNRIC. PD-L1HBK R (TAP=10%,/<10%./78) H|
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EIBE(CH L CEMERS
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9) Xu J, et al. Lancet Oncol. 2023; 24(5): 483-495

[FI$tEf « A5 B (F BeiGenett (FRBeOnett) DXIEICKWITHONIz, BEEDSH38(FBeiGenett (IEBeOnett) D1tETH S,
EH(CBeiGenett (RBeOnett) LW IVHILI Y ML BIRESEAZHELTVDENSEND, ]

(B 0] UBRTEEREPTET - BRENIGRMBERT LEE (ESCC) BEICIRBELLTTELTS LI
FREEZHARS U EESOBIMERUREMZE S5 RSB EOHAR S SR U, FHET 5.
ERHEEERME_ESRS S TRNNRBIERR SGNE A —ASUP N)bF— PE. FI
JHAE. T5VA RV 49U7 HE 8BEH. R—32V K Jb—xZ7. OY7. ARA
BB, AFUR, KE)

[PREFEITHER (T—9 Dy b4 TH 1 202262828H)]

{EFROEREDIR VR YIBRAREIREST - BRENIIEBMESCCEE 6496 (BERAN66H17Z2Z0)
TELT S HEFEER [SELTS200mgZ 3:BR/BKE (Q3W) TREFETEFEE]. o5t
MHEEEEAR [P REAEFZEE] O2BC1 1 1 DS TRIERICEIW M. ZEE5HR T CEIW
IS TG UTc. REPEP. BBREDFFADEB(FHATINGN oIz, BREEIE. &K
FBET (PD). FFECERRVEM. NIFBBEMESTES CRE LI BDPIEEAE(CRE T 2 X T
IBHTEEL. 240 AREULIEESBE. BRETEMOFH M OTERIKBEEDAGRICEDE, &5
RS EZOREE Uz, BE. BREEEIMNPD CHIELILED. BRI v bZFHEL. B
BBEICEB CHhDIHTIIBEEEZMRIEE Ulc, BElE. R548BRFTIL6:8E. LIE
(F9BEEICEE LT,

S )

B =]
(5 Al

7L LTSHEREAR SBESEITE T HREET(PD) . SFBT=
FELTS EIR UL PEE LS. X ($BRRKTE
s o i/ ] StEZ(CHRELI DS
AT RIET- B R =ee ] BRERLT D L EE (AT 53 Tl
NIFEBMESCCERE _ ERAS + YRFSF 60~80mg/m? — @,
6496 @466 T e o 24nBRSUIEEE,
AESEAER LY = AFYUTSF 2 130mg/m? JBREEEDFHHR Y
ECOG PS 0.1 Day 1. Q3WH:: SRRIKIES DECIIE D
: - =, IS(CIR ST,
- RECIST v1.1[CES<HT = + B R o a8
BENXFFHETREREZB I B E A~Congnn FClR6BE. LB
p— —>] 175."5 A: Z)AO9S5 V)L 750~800mg/m? TSN,
= Day 1~5. Q3W#iE =T
- ol (BRSO VT BE,S 1:1 or S B
Z0H) B: ARYIEY 1,000mg/m: 2EFHRE(05)
- BABTARERE (B /) Day 1~14**, 182@#0 Lﬁ%ﬁ@?}ﬁ%ﬁgﬁéﬁgl
. BEE e (LA e or &l XEt
fr ey e b 75 kLR CHrTYTE L 175mg/me RSB I (PFS).
£, ERRA SIUIFEI) e o R 2k SORY e
TSR : L e (DOR). TAP#210%E&
(. BAEEICR U CEPSEIS

(B A336)

TSt Q3WEEE

— RRHEHEEE
REIVNO— )UK
(DCR)&E

#1 BEREIN—RADLAREIC K DM FMTEHEBREZR T C &N D RDHBEF. MHANETTICon AU LOERAMNNETH D1,

#2 SBBREAEAPDEHIE UIRD. BRI T v EFHEL. 88

BRICBB ChH5GIFBaEE )it IiES Uiz,

#3 VENTANA PD-L1 (SP263) assayZFW\T. #BRAEICRENE3H SN3EBMEIRNUEBEEREMEN GH2EBEE (BRERUREERIERE) 0IansEd
* hE. 88, BA. RUZFTUTSFUNREROELATIE. EHEFREEN EREAEMOEERECHMICE IS, YRATPSFUNBTIFIUTSFUERER

{ERTICEROBETH o 12

 ARYIEVEEY A 7)LDDay 18~Day 144X (FDay 14~Day 158IC1 B2EEZR0#5E Uz,
= COBE, YRFSF VIS A A AT >TDay 1X(EDay 21, 52L\dDay 1~3D3BICHFTRET BT & Uiz, SUA IV TORIESEIF60~80mg/m2

Ul

RO%S5HFTICGrade 0~1 X TICEEULRVWEHWERANHIRUL:

HEDILFEEDHELNIVIFLITD®E T,

= LRIV (LA o o
S (EETEIC 154 7)) bAIb— bA=2
VRATPSFY 60-80mg/m? 60mg/m? 40mg/m?
5-FU 750-800mg/m? 600mg/m? 400mg/m?




I

(FHHIAE] EEEHEEE (RENREFIER) | 2EFHB (overall survival; OS)
BIREHIEIEE :
BRETEMHTEICLDEBELEFHRB (progression free survival; PFS). Z=3h3 (overall
response rate; ORR) RUZ=MHAR (duration of response; DOR)
TAP*'=10%EE ([CH1FBOS
fEERESEAIEDE (health-related quality of life; HRQOL)
TEMRE
PRERHVEHEIER
SBREAEMEEICKLDHE T ~O—/LUE (disease control rate; DCR) K U&BERIHA% D PFS
(PFS2). BIRRALSNIIRTEBRHIERES (BIRC) $IEICKDPFS. ORR. DORKRUDCR. {EZEE
HARDOT ELT S OEYBRENR U RERE
FRFENT  DEFREICHITHAEEE AN O PD-L1 BEARIDPD-L1 HIFKRICKD Y TTIL—
THEEMT
[(HIFEE#] PFS. ORR. DORKU'DCRIFEBREEEEIN(EBIRCHARECIST vI.1 [CEIEFHE LT,
(FATETE] BWMEEITTER"? REM(FSAF *> ZFTHRE Ulc,
FEFHDIEE CTH D ITTERICHIFD OSF. FAIBREK#EQ.025 THRE LTz, FE#TIF OSZERET
& Ufce REREGAR ORIREHIFLUTOBIRE Ulce NT—RE (HR) FEHINT—RZREL
ICZEDOMEREEICN T D HBERFDOHRZRT .
JRiEREE (HO) HR = 1 WIfRER (Ha) t HR <1
JRERERIS, i (PI7 Z20M) . REWEERE (B /8. MOEEEE (BERE+7)L40
EUI IV VRER]BERREI+/NOUIFEI) ZEBRIRTFE UBRIOT SV IREZRVTRE
Ufce HREUZ DM 95% E8XE (Cl) ZE UBRIRFIC KB ER] Cox LN T — RETILAS
HWE U, OSODPRIENUEFEFKaplan-Meierikzz, RIED 95%CI (3 Brookmeyer and
Crowley &%z, &£77FRMD 95%ClF Greenwood’s formulaZRAWTHE Uiz, &z, SEfDKaplan-
Meier R Z I UTE,
HERBATORAIBERKEZ 0.025 [CHERF T 212t DREBITORMEICHE S FE—TED@55H R DHH
[ClF. AV NINS A= % —4 & UTzHwang-Shih-DeCani;HZ&RE# ¢l LTz O'Brien-Fleming 1%

SHOHERBICOWTHBFDEF AN = R ET W,
XAFTUTPSTFUROARYIE VG, BEEICH U TEELN

[FELTSOMEEREHR. AERUAE] 4. MEEX IR {REVIRTRERET - BRORIBE

6. FiERUHE RER(ICIF. JILAODSVILRUOVYRATFISFVEOHBICBVT, B8, BAILE, FAVUXXYT (BLFHEHRRX) LT, 1@200mg
7z 3BERBR T 0NN T TRERET 5. DNALPRER(CIBE UIRGUIFRARENET - BROBEBEICY L TIE, FHZERR5IT2IEHTTD, &
B, YORSOIFENREFTHNIE. 20BELUEDOERSIREIE309F TRECTE2.

(YRTFSFUORERVUAE] 6.AERUARE (—5ikt) BBECIE. BEZRENAL - BEE U, BBOWREBICKY AEZERERT 5. AL YRTFS
FUELTI5~20mg/m? (FEXEHE) #1810, SEEERRS L. DM ED2BBRET S, INZ17-bEL. BEERVERT. BE: YT
FrELT50~70mg/m? (AREHE) Z18108R5L. M<K ED3BEARET S, INz1 77—l BEZERIRT,
(FWLA09 SV IVORERVHE] 6.FERUARE (—&ikM 6.3 BEE. BBERUEEUIRTEERET - BROBEICH T 2 thORBHESHIED
HAFEDSHS MOTBIHBEGEAEOHAREACSNT, B, MAILEIILAOD5YI)ILELT1H1000mg/m? (FXEHE) FTZ. 4~5BBERTH
A Do REZHERIBEICEMF< LB IBEULOBRZHITTIRST 2. FEERRSOHESICEHARSEICELD. BH. Fin. ZEDIRE
BREICKBEERET Do

(NTUIFEIOFEERVEE] 6. HERUHE (—2kR) BRENGERLEZETHEENE. BENSRRLEZE7 2888, MERECIEBEE
BT 2. BiE @B, RAILE/NZUIFEILELT, 151E8100mg/m? (ARER) Z 1 BN T TREREL. B10R5Z6EERL. 2<sb
2EEARET D, INZETT—ILELT, BE5ZERIIRT,

(FFHUTSF U DIEER IR, FAERUHE] 4. 3EE IR SMUBRTEEREST - BRORE - BBE. BBEICHI MRS, BRI
BEE. B, B

6. FiERURE (—8Bki) ERUBRTRENET - BROER - BRE. BHECSI2MERBMEENUBEICITIAENEBEE. BRVBRTEREEER
VINBEBICIFAEZFERT 5. B8, BEOREICKVEERET 5.

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

6. FiERURE (—8Bk) FITEXEBRLEICITIAENEBEZERL. SNFZT b YIIVBIBKIIYEHAT ZHEICECEEZRAT 3. & - B
BEICBIT2HMEPEEICEBEZERAL. ZFTUTFSFUEMATBHGICIECEEERAT 2, BMUBRNTEERET - BROBE - BIRRECIXMMOTTR
MEBAHICOHATOEANFEAZHERT 2, BREICSITMBMEPREA TR CHAT IHBGICIIDEZRERAT 2. BElCERERAEOHATC
EEERT D,




B PREER

FREFMBUE. ABERTUNBERANY MU 4884 ESTEIN. PREBITIEZD87% DA N K~
¥ (4234) D'HONICERRTEET DT EE Ulce 423D A N N THE#ETZSEN UICIBE.
FRlpENFRIERKLE0.0145 K CHNIETEMTIE. 25 TRUVBEFHBRZMIT L. RIQET
IO T EEUTce REF. 422D A XY N THETANERBES N, EEDOA XY MY7ZTTICEHE
SNIERAIERKEQ0.0144 (CEDE. BRPIENRESINI

FEFMHIEE TH 2 OS DIFERHNRASNICHZE. BIRFHHIEED S35 PFS. ORR. TAP=Z10%
FBEICHITSEO0S, HRQOLZCDIBICEIRET 2L E U, BETREN >IBEGEZOFHMAIEET
BEZPIET DT EE Ulce OSDIREREDERNHDDPREBTH RALENT CH D NICK ST, BIREH
EH BB CEONET—9 ZRVT—ERIFREIT DT EE L. HRQOLLAM G A AIEEKE
2 0.025 & UTz,

TAPZ10%BE(CHFDOS. PFS. DORKUPFS2I(FOS EE#RICERMT UTce ORRMUDCR (EOS
DT & [B UERIRF Z B WL T Cochran-Mantel-Haenszel (CMH) #&E %17 > . HRQOL I,
Bonferroni a3 &l /& % A L) T. quality of life questionnaire-oesophageal cancer module
(QLQ-OES18) DI TEE. EBR. MUOWRDIERZMAIEGRKE0.0167 THRET DT EEU
Jeo BIRCHIEIC KD PFS. ORR. DORMNU DCRIFIERFRTE FZEHE LIFN > 1,
TTEMZRRIC, i (OBAMUANDFZ V7 /BAR /2D, @7 I7 /Z0Df) . (2L (B
BE+7)LA OB I VRER HEEF+ /NI UIFEIL). ECOGPS (071). Fi#5 (65mFK
s/ e5mIAE) . MR (B BME (BMERES D XISIRERES JFENEE). A (BAS
PITANRUOZDM) . ABREHFANBORROKE (BRTET 0%). RENEERE (/).
N—=2 54 VDPD-LT1FIRKT (TAP=10%./<10%,/ARBE) RIDOSDY I T )IL—S#@ii=1iT >
feo e MTTEMZENRIC, PD-L1FHBKR (TAP=10%,/<10%,/AB8) BIRUIEZEE (BE
B+ 7)bA 0 =Y URER| / HERE + /NI UIFE)L) BIOPFS U ORRDY T )L— TR
W7Z1T o1, THIC. BARDEMEBEKEN SEHAANSNICEELERIT DEBARATDEL LT,
BAAN) ZXNR(C. FEFHHIEE MO RIREHEIES Z#T Uz,

# 1 VENTANA PD-L1 (SP263) assay ZFWT. HIlIEICRENSRH SN B EEMIRNOESREEREMIaN G S EREE (ERNRUREERIERE) O
ZEN SEH

# 2 ITT (intention-to-treat) & : |IERLINI2BRE

* 3 SAF (safety analysis population) : JBBREZME< £H 1 @RS SNEEE
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A
1. BEMSMHERE
RIEHADRR(E, AFRRSAICHBL TRENROSNTNS T e, RUFEIDIERFERD . EBHIEY 2
[CERELF LT,

TELATSIEPD-1ICHEULT, PD-1EZFDUHY REDIEEZEET DT ET. PD-1/PD-U Y REREZE
Wig 2 IR RBREDEEZIMG UE T, COERICKY THIEEAEHEL. B2ICHT 2RRES NI
UCHEEERNFHINET T, INSOESTERIG. BEMBUERIXRTOREF T v IRA Y MNESETI S
AIT7T T hEUTHRESINTHEY., THIROEH ERUEEB#BE TCOECREUNERICDFERICIETER
NEIBITDEEZIONF T, CNODEEBRIFHOWDBECTHIZEIT HOREMEN DY . FE. Bikss. . WD
WRE. MO THRIET 20 ENEZEZ 5NET (Naidoo et al. 2015) .

—RBERPXRF—REER(OET U SR ERT LE (ESCO) BEZNRICTXREHRE
b?j‘ EATSZEARRS Ulc EEOEMER U RE M ZERBEEEMMERUEZEE (CC) SHRT
3. SVI b, FFER. EREESINEEE T, 3025HE) CTOBMEMMERICEET 2HEEROFH
REIGE. KEEBFCTE.5% (14,7255%). ICCETI1.7% (4./240%) TUZ, Grade 3 EDBEEERD
HREGE. TNTN2.0% 58). 0.8% (2%) TULI.

O SEEREDIRVBFTNETY FEB M ESCCEREZNRIC—REEE L TTELAT SZICCEHALIEEED
BWHROZEMZTSERELB T2, VI AL, TS RANR. —E51%. EREESIIEEER (UL
. 306 8%) COEMEBEMMARICEET 2ESEROEREIGIE. FAIHEZEERF (LUN. K£EIZF) T
8.3% (27.324%). TSR +{bZEER LT, TSRS T44% (143214%) TUJ. Grade
BUEDOEZEEROHEREIGIE. TNTN1.5% (58). 0.9% 38) TUI

WE/RERPREER 0
ERPRAEIN - PFIREREE. IR &

WEHICHEIIRE
MOBRERAE X fRiRE. MEECT

FEZEDREETICRD Y VI VEECEEMREEZET D RAE DR - [EARtE. FERR
B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
Friafiishs ERDTRV, FEFBE | EIRD'$D D, ARETEE | BEDERN D2, BD | £aEEBNHT; EZ%L%
DIERN'SG D ; BIRFTR | 289 %; 500U S | @Y OBREEESHEDS] | ZBdD - KET5
ﬁ?}‘;lﬁﬁﬁﬁﬁ%@%: B | DEBEEENEDHIRE fR: BBRZET D PRENES)
BZEEIE0
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(BE) ZEFIMMES0OZHOHDTIO—Fv—

| ®5H0 ‘ ®5H ‘ FELBS
! ! ! !

fEIR - BFPRR
K (451 3204) - BRI -
IFREE - RADLR,
SpPO,MIET.
Bl (IR ES) DHIR

ERIRE

BHARR IR - BHARTR . ol
SpO, - KIHBERR 0 531 - m@;ﬁﬁﬁ? EREAES
BIREEDER) SN - FIREE - ;

BEBOER MmiRRE R

- M. Mm#&HR. CRP, —— BAL > FREERERE

m@gf@i i ——— > KL-6. SP-A, SP-D

T (HRCT a8 FE Ly Dk
RECTIHRCT) RS EREH O HDRE mine (>

BIERCT (HRCT) .
[RIRFEALIR]
B F DRZED

MRARE MRARES SARS-COV-2-#8 - Ly
KL-6.SP-A.SP-D KL-6.SP-A.SP-D FIFRIRE =ik
A VDIV I PRIRE

(b
B-DT IV
HAMAAODA IV IR
BNP.NT-proBNP —

(=259
HEEK - 15ERE
NBEZERK - 155 -

MERIRE

T1—EVATFAKERIGE
[FR]
FXRIKETUR
LIFRSHIR

HAWREZS (F)  FEMRESOZE - BROF5IE H3M, X7« AlbbEa—# (2025)
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2. Infusion reaction

Infusion reaction (. ABEIRSHCEWVTERIENRHSNTWVDZE. RUSEIDEREFRZES. EBRKFTE
URIICREULF LT,
AENFAFRZ THY . KURTIFE/ 70— URGFEEICHT B2 EHNER T,
@ 302 TDinfusion reaction [CRHET 2BEERDRIRZISIF. AFEFT17.3% (44,7255%8). ICCE
T34.6% (83,24048) TUJM, Grade 3L EDEEZEEROHRFISF. 1.2% (3%) TUT.
@ 306 B CDinfusion reaction ([CEHET 2HEBRDEREISIF. AFIBET34.0% (110/324%). 7>
TRBET34.3% (110/3214) TUIE. Grade 3 LEDOBEEEROREBELGF. ZNEFN3.7% (1258).
1.6% (5#8) TU,

WEBERFRER
EAOER | RR. BE. TSEM. 2. NEPREOZE. NSFE (OSTERE). KSR, IFREE
%

WEHICHERRE""
SHZR. NAIWTAVDEZIUYT, JIAFFIA—IDEZIUVT &
M SRR SEIR N H SN BIBE | DBERIRE

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
Infusion reaction | BET—EMUDOKIG; R | BEFCIEEODERD | BE B FERCHTD | EzBH T, B2llE
DR AEEIR: 38 | ME, RUVERICHY | BESKLC FHldEls | 82T

BEEE[R

B (Bl REAS S
>%. NSAIDs, ARl
A, BIR) (<l
EPNICRIT D; <
UBBOFHNERE
=93

BDFUEHPLEICT U TR
PHRIERIGULIEL) ; —
EWEULCHBEHET D
BFAEIC R ABr 229
3
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3. KEEK. IMEX. EEOTH

PNZANS

ZIRFEI AT |

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

AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,

@ 302FE COXRGRICEIET 2ASTBROEREIGIE. AFIBFC0.8% (2/7255%). ICCETO0.4% (1.7
2404) TUfz, Grade 3L EDKBROFEREGIF. ZNETN0% (048). 0.4% (18) TUI. I\HX
DEEBRIEROSNFLBATUIZ, TRIOEREIGIE, XAFIBFCT12.5% (3272558). ICCEFEHT32.1%
(77./2404%) TUfc. Grade 3L EDMROEREGF. TNETN1.2% 38). 6.3% (158) TUI

@ 306FHBRTOXRBRICRET 2EETBRORITIGE. AFEFT1.5% (5./324%). FSEMRETO% (0
3218) TUfz, Grade 3L EOKBROFEREIGIE. 1.2% (48) TU. NBROFEREIGE. AFIB#
T0.6% (2,324%). PS5 EMEET0O% (073218) TUJ, Grade 3LUEDINBROFRRESF. KHl
BEHT0.6% (28) TUl. TRIORIREIGIF. AEBFT28.1% (91./324%), TSR T24.3% (78
3214) TUfz, Grade 3L EDOTROFEREGF. ZNENL3% (148). 1.9% (68) TUT

WEGEEFRER < REFRR
BRERAEIR @ TFI. PHEQE O, Bk, HRE. ME F
BERENR : BEEDIFSEXIIIER

TREEEBFTR © BERZ 5 NMEMRRE

WEHRICHEIIRE 0
SAEMIRARR E DR - ERBIINMRE. BIEERE. BHEROER. MUBLENRRRE
BZfL. A LUDR ZOMDEREDHER] | 25 X fRiE. EECT

B CTCAEICHIFS Grade

Grade

Grade 1

Grade 2

Grade 3

Grade 4

TERDRO, FCIFBE
DIERN S 2 ; BRRFTR
FrEBIHREMRDH; B8

B, MRS clF A H
BICELD

SEDERI'®S; BE
BE)DZEAL; ARBYEE
ZRY D, BRRBUER

mZBN T BRIUE
ZEID

FZ[FRBEFRRDFH; 6
ZBEEIEN

BISELS

i‘é fERZE; EIRREUE

BEESEN 53
TR NR=RSAVEHRT< | R=ASAVEHURTEL | R=ASAVEHNRTT | E@meENT; B2UNE
AQ/HOBHEQEIEN: | ~6Q/BOHELEE O L/BHOBHEDRE | 229D
N=RSAVEENTA | I R=ASAVEHEN | I0; ERE, ARZET
TRIFID SDHFHEN'E | TATRIPFINSDHME | 5; R—X 54V EHAN
(1 WP EIEN TATRIFID o OHFtE
HEEICIEN; SoEb
DHBLEEEEDHIR
2324 ERDRV; BBRATRE | I8/ MARFCRIDRD | SECHRNGER, ¥ | £5Z28H 7 R2UE

ZEID
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4. FFA=E. MFHERERES. R

AL, FHRERRE. ARG, AFRRSHICBVTRIEDNRDSNTVD L. RUFRIOEREFEZikd . BE
FREVRIICRELF Ul
AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,

@ 302HBR COFAEDHIREGE. FEFFT0.4% (1,72558) . ICCET1.7% (4.72404) TUTz, Grade
BUEDOHAZOHEREIGF. 2NTN0.4% (18). 0% (048) TUk. HEEESORERIRAIGE. &HEF
T33.7% (86./2554). ICCET20.8% (50.7240%) CTUf. Grade 3L EDF#AEREDHEIRES
(& ZNEN5.9% (158). 3.3% (88) TU. FFROEREIGE. FEBFFT0.8% (272558). ICC
B#T0% (072408) TUJ. Grade 3LIEDFFRDEREIGIE. FEBFT0.4% (18) TUI

@306 R COFALDRIBEG(E. AEIBEFCT1.2% (4324%), FSEMRE0.3% (1./3218) TUT.
Grade 3 EOFAE2DHEREGIF. TNEN0.3% (18). 0.3% (148) TU. EEREDOHRIS
(F. KEBFT40.1% (130,7324%). FSERET36.1% (116,/3214) TUM. Grade 3L EDRFH
REEEDRIBEIGIE. TNENL0% (1348). 3.7% (1248) TUl. FROEREGE. AFBFET1.2%
(4/324%). TFSERETO% (03218) TUJ. Grade 3LILDFFROERESIF. AFEFT1.2%

(44%) TUTlz
WERERRAER - RBEFR 2
REMER | BB BIAR. R TO5ER HPE. BEF

ERPRIREFTR © ALTIBI0. ASTHEND. hSVRFPZF—ELER FH

WEHICHEIIRE

FHgaerRE (AST. ALT. #8EUILEY . v-GTP. ALPZEDAIE)
RREYE, EFIE. RERBORLE, 7)LI—)VEFEOHER] - HBV.
s, IBERCT. IEMBERRE F

EEDRHERILP. BERGE | FFER

HCVBREDRRE. JTikiis. M= IV KU

B CTCAEICHIF S Grade
Grade

Grade 1 Grade 2 Grade 3 Grade 4

RERETES

ASTEICIFALTIESR L
FR~3.0BLUF. Ffeld
HBEUILEVDIER EBR
~1.5FLF

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

ASTHE ULIFALTAYULN
D5EB. FlclFHey
ILEYHUIND3EE
(C180

ASTHTCIFALTIER k£
FR20.0B L. ETel&
BEUILE YA IER LR
108 £

BAERESYR (R PARBEENA RS2 B30, SRR (2023)
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5. DEFR. 1DIER

IDERR. IDEERX(E. AENIRSHICHBVTRIENZRH SN TS ZE. RURBIDIERERFRZ#EHS. EBIETEY X
JICERELF U,
AFIDEBIER(ICK D THIIEMNEHEL. BEICHNT 2RBEEHERL CEEBRNFRINE T,

@302 B TOLERICEET 2EEEROEFLSF. AFIEFT0.8% (27255%2). ICCET0% (07240
%) TUTMe, Grade 3L EDDERDFEIRESE. 0.4% (14) TUR. DEXODBESZR(ERDHOSNEE
ATUTS

@ 306 R TOLHRICEHET 2EEBRDRIBAIGF. FFIBIT0.6% (2/324%8). TSRETO% (0
3218) TUJe, Grade 3L EDDERDOFERESIE, AFEET0.3% (18) TUR. DEXODESFERE
FBHoNFTBATUR,

@ ZDHDEEFRERICH VT, &FIEDERBEHHS

WERERRER - REFRR

BRPRAEIX : B0, [FIREEE. WEMEERE. IRGE
BRFIRER. MR, RIE F

ECERVEBRDRERN 1BIICERH SNZF LT,

® AR, Rk, A8). 258 #HHEE. S > M.

BRERAREFTR - O hORZ g, CKigpn. CK-MB &0
DEBHREMR : ST-TZE{L. PQERDIER. TE2EE 0O v Y. QRSIBDIER. S8R, D= HIED
DIO—RERR | —BMOEEE - EEs)E . 2AMEKOMEEERR. O?at/ul*{in_@ﬂ&"ﬁ IDEEDIFR/IE. 1T
RRETEE
WESHRIC AN BIRIRE Y
MFFRE. ODBEN&EE. D& MORZVRE., DI 1A, DEMRI &
B CTCAEICHIF S Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
IDVERR - BEHNOSPEEDTHY | DEEFFCEIRIBREDE | £HGZE8BN T B2UNE
FETIERD B D FOHECHERN DY | ZBI D (B Hnvss
BfE; BBEZET D ER | EEEACERMINBIRE
DFTHRFEAE RED#EEN)
DR FERIFTRWVD, DERZE | FERD DD DIEN (F: Ef%lzﬁ‘élu FETDILE | £EHZBN T B2UNE
rIFEZFE (Bl ER | 105E) X (B PFEHEDIER) BT D
) DX ZETRT
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A
6. EEDEEREE
FEBEE. AFIESHICEVTRIBENERDHSNTWVND L. NUFAFIOERKFEZitd. BERREY X JI(CE
TEUZE U,

AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,
@302HBR CONERSICEET 2HEBROFAIRENGF. FEBFCT23.1% (59.72558). ICCEFT27.9%
(67./72404) TUTz, Grade 3D LOFBEREDHRREGF. TNTN0.4% (18). 0% (0%) TUI.
hES 4 RTIRIERIARAE (Toxic Epidermal Necrolysis : TEN). FZEHEIREREREE (Stevens-JohnsonfEfE
B 15)S) DAEBBRIIVOSNFTBATU, LRAMDFERIGIE. KAFFTO0.4% (1.,725548). ICC
BC04% (172404%) TUJ. Grade 3L EDOAEEBROFEIRFFVOSNFEATUI.

@306 M TCOKEREEICHET 2FEBSRORRIIGE. FFIFT46.0% (149,/324%). FSEREET
35.5% (114,73214) TUfz. Grade 3L LOKBEEDHEIREGE. TNEN5.2% (178). 1.2% (4
£) TUT. TEN. SISIFROSNEFEBATUC, LEAHDOHEIRESE. AEBEFT0.3% (1,/3248). 7
SERET0.6% (2/32148) TUJ, Grade 3L EDBEBROHERIFRDOSNFEATUI

@ TDMDERREHERICH VT, K& DRRBEHNEE CERVEERSISH 1 FIICERH 5NE Ui,

@ BHNRSERTERDIRSERICBNT, AHEDHEREFRDEE CERVEERRDERDIRSSINE UL,
TEN 261, SISRULEHIEE 1 HIICERHSNE U,

WERERIER - BB 1013719

(BRATHD)

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

EBFREITE | CRUTMED (CRP) 10, SIMEKEN/ L. BEOFLIEE, EkmEs

(5JS)

BRI FE (38CLLL) BRSOE. RER. SRMEOREISERTRICHT 5 BEOKEER OB EOIL
B, 250 10%&BOKE - REFBE - ODAZORHOEITIES, HEE S

ERFRIRETRE | CRPIZID. BIMEMEBH/EL. FHssss. BiaEE R - M

(TEN)

BRERAEIR | HOERATEL. 250 10%EBR B0 - REFE - U5 ABDBEERREDETEMEE, K (387C
BULE). #ERem. IRH5Es =

RERIREIFTS | CRPHEAD. EIIMBREN/ 0. FTSAEEs, Siams. My - mE

(ERAE)

BERRENR | T ST, TRMAE, U5A. DEEESOBESOIRAMKBERITS A
EERIREFT S | BB DREEEEIAD 18G 55 L FHEDLE. ROV TNHDBE | MhFBP180 7 (IgG) .
MehHBP230HE (IgG). MAPHVIRIS —4" Vi (1gG)

TOMDREESE UTC, BEPFEZ. KERXK. TOFE. (. ©2. 8. KBE. &I BEREZIRERE
ENRIRT DTREMN DY F T, BRLEOTRENGDIFHEZE (B, KE. BB, B5) OBGE. REZEOEE
[CHHD5Y. KERIERIEREDEEZRETL T EE 0.

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

-
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B CTCAEICHBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BEBSLUETH | BBV, FREEE | dEE; &/)\R/ BN | BEFCIIEZNCEKX | £HEEN T, R2UB
BWEE. Z0fth DIERN B D BRFTR | /IEERBIEEEZEYT | THHIH. EHBICER | Z®ETD

FIEFHREBFEDH; 58 | 2, FEAEILOEDDOY | ZEZH T HDTIERL;
BEEIITN DISNOBEBEEFEIEDH] | ABRFc(F ABTEAEDIE

IR

RZzE9 2, 5OE@UD
BELEEEOHR

SJS - - FREBDO<I10%ZS | FXREED10-30%%
HDERIRIEICKDIER | G DREIRIE(C K DIE
(B: KIBE, 5KBE, REZR) | K (B KIDE, 530, K7
B, RSRRRIEE) FUBE, HERED)

TEN - - - RERFEMFREED =

30%7Z 58, IERZEHD
(B AIBE, 53T, REZD
FUE)
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7. Bh. EFERHEEIE

. EEMHBIER. AFIRSHICBVTRRENRHONTVND I E. NUOTEIDIERKFEZifd. BEEQRKFE
URXIICHRELFE U,
AFIDEBIER(ICK D THIIEMNEHEL. BEICHNT 2RBEEHERL CEEBRNFRINE T,
@302 COEKRDEIREIG(F. KEFFT1.6% (47255%). ICCEHTO% (0.7240%) TUI., Grade
3V EDOBHRDOFEIREIGIE. AFEFFT0.8% 2%) TUT. EEHENEDEETERIFROHONFBATUI,
@306 R TCOMmKDRREIS(E, AHBFT0.6% (2/324%). FSERBETO% (03218) TUL,
Grade 3L FOBRDERIFBOSNFTEAT U, EEMEIJEOBEERIEIRHSNFBATUI,
Q@ ENHSRTR DI SRBRICBNT, A DEREBANEE CETBRVWERREEMHEIEN 1 fIIRSINE
Uiz

WEGEEFRER « REFRR 7Y

(EAR)

RN OB OHIE T CHRE. RER (REETE. RINESHES) F

RIRAREMR - MBI U7 FVFF—€ (CK) 810

RIEREFTR | BIERADY VN\ERRE (CO8BAI) . AIfRIMEDIRIE - BAZ L. NMEMRRE (RENTEMERIEN
SFANTF—EDER) &

(EERRIE)

ERPRAEIN : HRER NEE - IREKEFEEC L DERREDRAER. EBDNIE - Fift[CH DHHIE FC KD FEAMM
UZDHZEZE (BICK>TEERD'EE) ., HBEES - W MNES - BEESFOWER. JU—TE. i F
EREAREPR A CKIBN &

RIARER - HHIRADU 2 /NERZH. BRI - B4 &

NAREFRR : M7 EF )LV VZEE (AChR) Hiulk. TUERETE F

WECHR ICAEIRE '

Bk

MREE. HIMRIRE. HHBENRE F

U FHLFEERBAEE DR | [IIERE ([MECK) F

(EERRIE

MRHRE. BHMRIRE, HEPHENGRE F

FRNTEMRFEM = 7 /VF — ORI« RAEHDRE &

RFMEERHEIECOER : TRORZOLER (ERAWELRL), BREERE (EERL) &

B CTCAEICBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
AR BEDERE BHETZHOITHEED | SEDOHNENZHEIE | £HZBN T B2UNE
B, 50U BSN0E | & BoEYDOHBEE | ZEITD
BAISEIMEDHIR BEDHBRE
SEREIE ERNDRV, FEFBE | OFE; &I/ BN | EEFEEFNICEKR mZEBNT,; R2UE
DIERN' DD ; BRIRFTR | /IEREBNEEEZET | THHIN. EBICER | ZEITD
FIFREFREDH; &8 | ©; FEAEILOEDOY | Z8B8H T HDTIERLY;
BEZEITWN DISNOBEEZEEDS] | ABTaEfzld AFRIEDIE
BR REZET 5, FH I8/
BEREE; DO DH
BAEEIMEDHIR
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8. A WIEE (FFIRRRHEEEISE. EIEHEERSE. TEFHEEES)

FIRIREAEES. BIBHKEES. TEARERES ZSTADMESF. FERSHICBVTERNRBHSNTNS
& RUFRHDIERAFZikd. BEBRREY ATICRELE Ul
AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,

[3025K5%]

O IRIRHEAEIE NIE - ASER CORIRIFHAEIR MEICREE T 2B8EBRDORIBEIS(F. &FBET11.4% (297
2554). ICCET0.4% (1,/240%) TUTc, Grade 3L EOBEEROFRBESE. 0.4% (1) TUL
1co

O IR IRHEBETTIEENE © A58 B8 COPRIRIGHAETHENE (CRHET 2 BEERDRIFAS(F. &FIBFT3.9% (10,7255
2). ICCET0.8% (272408) CTUJz, Grade 3L EFOBEESSOHFHIRIFEZRDOONFLTATUR,

O@FIRIRK | AFHEETORRIZNICEHET 2EEERDREIRES(F. FEEET0.4% (1,7255%). ICCET0O%
(072404) TUfz, Grade 3L EDBESERORERBFROSNFEAT U,

O BHAERD | A B TORIBKEARRICEET 2R ORIBEG(F. AFIBEET0.8% (2,7255%). ICC
BCT0% (0724082) TUIK, Grade 3 EDOBBESZORIRIFFZEDOSNFLTATUI,

@ NEMAK I X CTO NEARXICEDHET 2EEERORITES(E. AFIET0.4% (1,/255%)., ICCETO%
(0.7240%) TUI, Grade 3L EOBEEROFKIRIFFROONEFFATLUL,

[306 ii&R]

@ F IR IRFEBER ME « ASER COBRIRIRHEEER MEICEHET 2B8ZBRORERIFESG(F. AFEET11.7% 38/
324%), PSERETE.0% (16,/3214) TUT, Grade 3L EOBEEZOREIB(FZFHSNFEATUL
fco

@ IRBRIEEETTHEESE - AGBR COBRIRIRMEBETLEEICRIET 2B EBRDEIRTISE. AF|EFT2.8% (9324
2). TSERET1.6% (5,/3214) TUM, Grade 3 FOBEEZROHRIRFZEHOSNFLTATU,

O IRIERK | AER CTORIRIRNICEHET 2EEEROREIBEIG(F. AFIBT0.3% (1./3244). FStzmEr
T0% (07321%) TUI, Grade 3LAEDEEEROFHEIRIFFROSNFTBATUL,

O BHEER D | KB CORIBHENR(CEET 2EEERORBEG(IFE. AFIBET1.5% (5/324%).
SERBT0% (073214) TUJ, Grade 3 EDBEBROFERESIF. 1.2% (4%) TUI.

O TEAERK | FBTO NEARNICEET 2EEEFORIBESGF. FFBHT0.9% (3./3244). F>tzmREr
TO0% (032148) TUM, Grade 3L EDBEEERORERESFE. 0.3% (18) TUT,

WE/RERARER - REPRR 1Y

(FIREREREIRX D)

ERERAEIN © BRI, REUET. . Rk, FEBI F
BRPRIRERTR : MV TSHEE. it T3EE. Bt T4EE F
(EIRERIERETUERE)

BRI | BB, FET. FEE L R AERD. BRRE
ERARMRERTR © /S TSHEME. @t T3SE. Rt T4S5E. PREREZEERNFENT F

FCHBEITDREMRE L UTC, BRBBERGRAEICOVT, UFAMFPREBERXPERIROMME T, EERES
BHOLIR, BRI VF IS5 T 4 —(CBVTI— FERERDOKR TN ZRH 2 ENBIFT,

W LB iR O
PIBAEIRE (TSH, BAET3. R TASONE) . PRIRBSHIAE 5




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

ERRBREREIR FERNRV, EEFEE | RN HD; FIRIERIL | SEDER; S00U0 | £HB%EBNH 9 ; B2E
DIERN B2 BRFTR | EVOHRELZEYT | HEETEEDHIR; A | ZEBITS
FIFREFFRDH; 8 | 2, BOOVLHNOEHE | iZEITD
BZEEI0 HIEENEDHIRR

ERIR BRI BETTEEE FERNTRV, FEFEE | ERDHD D BRG] | SEDER; B00UD | £Hzx8EH T, B2UB

DIERN 2 ; BRRFTR
FrBIREMRDH; 8
BEZEERL

BEZEEITD; 50Ol
%ﬂ@EﬁE%ﬁﬁ@ﬁ

BHELEEBEDHERE; A
brxET 2D

ZEID
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9. 1 BU%EFRTA

1 BURERIRIE. AFIRSHIICBVTHEEDRDONTVD L. RUAKIDIERER Zifd. EERREJ R TIC
FELF UL,
AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,
@ 302G R CONERIKICEIET 2BEEERDEREIGIF. AAIFBFC0.8% (27255%). ICCETO0% (07240
#) TUJz. Grade 3L EDBEBROEREIGIE. 0.8% (24%) TUI
@ 306 R COMBIRKICEHET 2EETERDRIREGIE. FEIBFT0.6% (2/324%). FSERETO% (0
/3218) TUJz. Grade 3L EOBEFBROFEREGF. 0.3% (18) TUI

WERGERFRER - REFRR 20

RERAEIN © (/8. 28R, IR, =E5ERR. THES. BE F

BARIREMR | S4B HoATCEME. MPCRTF MEEB. REEFE. RO b AR, BIRMT b F LR,
BIRIIESDRADEE. AGADHFEGE &

WEHICHERIRE 'Y
MARE (ZAEED U < IFEFMmiE. HbAlc, MCARTF R, RIS b&k, EBIRIMAT X, F1GADHIAE
F). RRE (R¥E - R b3FFH) F

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
SIME MBBEHIR—AS4 V7% | BRKICHITI2HEEE | A VAU VEEEZETD mZEBEN T B2UE
BA2, ARIEEZE | DEEZET S, #0OM | §; ABZET D ZEITD
[ayZNA BEETRZET D, R
RDIEEBREZET D
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10. BER

R (E . AEIRSHIICHBVTHERIENEROSNTVD & RURKDIEREFE Zid. BEERFEY ATICHEL
F Ul
AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,
@ 3025 CIIERICEET 2BEERDERFRHONFEAT U
@306 B COEXICEET 2EETBROERIGE. AFIBFT1.5% (5./324%). FSERETO% (0
3214) CTUf, Grade 3 EDBEERDFERFBHSNETEATUL.

WERERFRER - REFFR
BRERIEIR @ _EREEBODBRFIF (BEICKEIL. BEMITHER - FIEA CER T D). BD - B, FM F (RFR
BRI G > THEEBRERMDZ EHHD)
BRIREMR M 7=5—C LR, mpU/N—ELR
BSREFR :
- B XHRARER | IKETE - R F (WED) . A LORK - ARETBR E (B
BEMREMR | BEX. BEBRONERZE(L &
- BESCTAREMR © BEX. REBEOINEMRE. RIFTE 2

WEHRICHEIRIRE >
EEBEREE. CT. MRIZOBEGRE

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
BEER - BROLER; BRPMRD | 8EDOERE; Bit; AR mZEBNT,; R2UE
Ve BeE (Bl: BRBEYRE | ZEID
D37H) =EITD
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11. BREEES (RESEMEMER. RERFERS)

BHERE (RIOEREBEUBR. RIKEBRE) . AFERSHICSVTERNRDSNTVD ZE. RUAHID
ERfFZid. BEGFEUAVICERELE U,

@ 302FHBR COBHKEERS (CRHET 2ETEROFAIRIIG(E. XAEFBFT1.2% (372554). ICCEFTO% (07
2404) TUfz, Grade 3L EDBESBRIFFBDHSNFEBATUS.

Q@306 B CHOEKERESCHAET 2EBRORIREGF. AFIFETO6.2% (20./324%8). FSERET
7.5% (24,/321%) TUJc. Grade 3 LDOBEEEROHEIFESIFE. ZNZTN1.5% (548). 0.9% (3%)
TUfz,

@ ZDMDEERIERICH VT, AF EDARBHENEE CTRVEELRRME[AEEER N OUBRERIRAEBERD
F1HICTBHOESNF UL,

WESERRAEIR

BAL B, 254 00NA. BN, BE. 058, Bh. BAKR. RERS
FRAISEIEMEN « B, FE. 85k, JFE. miR

RIERAER | REFAD. FE. 2B3E2% #MEL. BHRAR. MR

WEREFRR
ERPRRERTR | IRPBIK. FREH

.?)&ﬁl:ﬂ\gﬁ*ﬁﬁ 10,24)
Bipeira (VL 7FZ. BUNDAIE. Rigs) &
BUBEALE. BREBA2EODHER]  BECT. BIHEESFRE &

iR, MELF

B CTCAEICBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
RREEEEE M7 U7 FZABNNE | MPT VP FZ BN | IIRT L7 FZUEHNE | T L7 FZAELE
RERLERZBAND | RIER ERMED1.5~3 | 5RIER LRED3I~6F | RIERE LRED 6 &%
NR=RASAVDI5ELY | BFRER=ASA VD | FEER=IAS5A42VD3 | 22
iy 1.5~3f5 =

BAERESSR (R ARBEENA RS £33, SRER (2023)




12, Ruiské

WK (E. AEFRSHICBVTHEIENEROSNTVD & RURKDIEREFE ZiEd. BEERFEY AT(CEHEL
F Ul

AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,
@ 302FE COMKICENET 2ASTEROHEREIGIE. A T0.4% (1./2558). ICCETO0% (07240
$) TUlz, Grade 3L EODBEEBRIFBHONFBATUI
@ 3065 CIIMRRICEBHET 2BEBRDERFRHONFEAT U,
@ T DMDERKRHERICH VT, FEIEDARBHRNEE CETRVEERRIRD 1 HIICRHESNE UL,

WEGERFRER - REFRR 7>

ERERIEIR © BB, FH. TEES. B, H7KHE. &/ TUNnA. 8 F
BRECMRIREFTR | BHEPREEZDLE UODERORBES (T2RFAER) &
BRAREMR | BEREUOMREIEN. EHLER F

WE2HRICAE IR ARE 101725
EEEMRIMGE. BREE F
TSR BERRRN R & DRI - R adenosine deaminase (ADA)
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13. #EEE (F352 « NU—EIRSH)

HREE (F5 - NU—EREE) . FERSHICBVTRENROSNTVD L. RUARIDIEREFZ
. BEEGRHEURATICEHRELF U,
AEIDEBEA(ICK Y THIIRNEHEL. BEICNT 2REESHRIEL CESERIFRINE T,

@ 302FHBTOMREE (F5 - NUERESE) (CREIL2HAETSRORRIGF. £FIBFT22.7% (58
/255%). ICCBFT32.5% (78.72404%) TUTz, AAIBFD Grade 3L EDBEBROEREIGE. 8.2%
(2148) TUl.

@ 306FHBRTOMRES (F5 - NU—EREFE) (CEETIEEBRORRINSE. AFFET57.7% (187
/324%). TSEINBEET52.6% (169,73214) TUJ, Grade 3L EDBEBRORREGIF. ZNTN
12.3% (4048). 8.7% (28%) TUJ.

@ TDMDERRHRRICHNT, AHEDARBHENEE CTRVEERFSY - NU—EREEN 24IICRH 5N
F Ul

.inﬁ%,ﬁ—(;‘i:lﬁ 10,11,26,27)

(F5 - NU—IERES

ERPRAER @ FED LUK (EEXM). BHET (B . MEME [FIREKE. BAESRRE. XEE
. BRFOET - BX F

CRIEBIEIES

BRERAER | F& - MPEOLON. &R, HHET. E. STRH. EFRE. BRUMROZEL F

WEHICHEIRIRE 0
BEEBMRI. BEEMRI. BERIRE &

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
FS5 - NU—ER | BEDERK DHEE; SOQUNND | BEDER; SOEUD | £@wZEEH 7 ; B2 E
B HE4TEIEDHIRE HE4TEIEDHIRE gg‘g”é; [IEREER

)
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14. ERRIMKES
BREERIC SV AR DRREHROBE CE BV ERBIIRBEN RO SNTNB N SEEBHEIN
URTELELR,

@ 302G COMRESICRET 2ATERDERING(E. KFBFT42.0% (107.7255%). ICCEFT73.3%
(176,72408) TUfz. FKAEFD Grade 3L EOBEEROEREIGIE. 9.8% (2548) TUMZ, &M
NWRORAME R OV MMABMIFERO SNEBAT U, ERERIKEDHEIREIGE, AFEFT43% (11,255
). ICCBT52.1% (125/240%) TUT., Grade 3 EDEBRIKEDHEIRESIF. TNZEN0.4%
(18). 34.6% (838) TU., EAMFPIRMEOHEIREIGE. AEIBFCTO% (07255%). ICCET
5.0% (12/240%) TUI.

@306 M TCOMREEICREET 2EESRORRIIGE. FFIFT83.3% (270/324%). FSEREFET
78.8% (253/3214%) TUTz. Grade 3L EDBEBROFAREIGIF. TNTN49.4% (1608). 51.1%
(1644) TUM, SeRMEM/IMRSAMEROVSIMEEMFRH SNEBAT U, EFERIREDFEIREIG(S.
AHFBFT62.7% (203,/324%). FSEREET62.6% (201,/3218) TUT, Grade 3L EDHEFENIIR
AEDFEIRBHIG(E. ZNEN38.9% (126%). 44.2% (1428) TUf. FHEMIFPIRFEAMEDFIREIGI(F.
AHBECT1.9% (6,324%)., FSEREET2.2% (7./3214%) TUI. Grade 3LUEDFEAEIF IR
TEOFERHIGE. ZTNZENI1.5% (58). 2.2% (74) TUI

@ ZDMDEERER(CH T, AFIEDHRREBHEE CERVEEREFERIEN 16, EEGRFREMIFIR
BAMED 2 BI(CERD SNE UTc,

@ THERSIRFTTER DR SREBRICHBWVNT., 2B EDARERHINGSE CERVEERRDBERNIREINE U, B
ZHIIMORAMNE 4 6. B amaEanm 1 6. SMENERE 186, FEEEIFPIRRAME 196(CE3sHh 51
F U,

W ERERARAER

(G M/ ViR AM 2R DER)

R (RREMY ISR . AL, S8, T, MR, REATM
(BIMMAEm)

g8 : RN, #@E. SR BefR. I15<54#

B8 | HECIRIKERO®EE. REZ SFER. NEJOEVIR

fEfE  IREPHEEIOREVER. BOMLER

CEFRAINEE)

FH. BE. KER

(CEREIF PERRAME)

WECHRIC A EIMRE
[MIBE—RARE. REMAZHREFRE. BHRE F

-
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B CTCAEICHBIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
M2 AEIM/REL | — - GIRAERZ D REER | £mzBh T (Bl: CNSH
IMEERTER B (B: BA2, AW | 1, Miz/2Ez, BA2)
i} BRECTRHOSNDABMOD | BIAH Y, iD=2g/ | BWMFIFABNEEEZ | £omZ28H1T,; BRULE
& Bl BEFRIOTUY | ALONEJOEVET £92 (B: BIBRERT | ZETD
E&; DAT; Coomb's; B O R)
WBRmER; N\FhoOrY
A
&I NEZOEV<LN-10.0 | AEZOEY<10.0~80 | NEZOEY<8.0g/dL; | £EGZEN T R2UNE
g/dL; <LLN-6.2 mmol/ | g/dL; <6.2~4.9mmol/ | <4.9 mmol/L; <80 g/ | ZETF 2
L; <LLN-100 g/L L; <100~80g/L L BMEEY 2
FEVEIFDIRR | — - ANC<1,000/mm* T, | £@mzENnJ; R2ULE
ME nD, 1ETH383CE | ZETS

BRAD, F1EEZ
BA TR T 2 38CLLE
DFEE
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15. SR ZIETE

ERPREIER (C BV TAAIE DRRERNSE CERVEIRIMEERENROH SN TND T ENSEEBRRFES NI
URXTEULF U,
@ 302 FHBR COMIRIMEEITIECREE T 2BFEROAEREIG(E. KAIBET2.7% (7,7255%) . ICCET0.8%
(2/7240%) TUJz, FEEFD Grade 3L EOBEEBROHEKREGE. 2.0% (58) TUT.

@ 306 R TOEIRMILERNEICENET 2EEERDFEIRESG(F. FFBIT6.8% (22./324%). F>hREE
T3.4% (11,/32148) TUl, Grade 3 EOBEESZEROERBZSIE. ZNEN1.9% 6%). 1.2% 4
%) TUT

WEREERER - WEFFR 2930

(A2 ZERRE (PTE))

BRERAEIXR © IFOREREE. KOs, SE0FOR. S8Rk <5

R DB S RAAE | BEMEBRN LRSS ICIFEEILR. DREBOBEEFSNMRICNcFFEZEEHEEEH
FAZEENS (McConnelli#iz) &

(REBEEARINISAE (DVT))

BRERAEIN [ JFRE. ARk BFrER. & - O - 15 - BONMOERE (BE~FRBE). TROZE F
WEHICHEIRIRE >

(AfmieE=EiE (PTE))

OB X fpiReE, DBR. BIRMARADH. REELEBERGE. CTRE. MR | RE. DIIIT—REF
(REBESARINIZEE (DVT))

TRBERIRE., S CTRE. DIAV—RE &

B CTCAEICHIFS Grade

Grade Grade 1 Grade 2 Grade 3 Grade 4
ML EARIE ARBEEEZZIRV | BN ®DD; REREE | BEDERN D2 B2 | BRIBENTLEFE
(] RATMEIARAE) ZE2ID DODARNEEZEYT 2 | BEZNICATE CLD
(B: FERIEFRCIED | ZBHLT
fEP mAz)

MEREE. Z0Mt | RNV, FLFEE | DHE; B/ R/EHAN/ | BEFCEEFNICEX mZEEN T, R2E
DIER; BARFTREICIE | FFREBINOEZET D; | THAN, KEBICEm | 22T D

BREMRDH; BFRZE | FiEEOSDEVEN | ZEDTDHDTIFREL;
ayz\N DEELEENEDHIR ABRE rz & A BRI DIE
RZEJS;, 5OOYD
BHELESEEDOHIR
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16. #&#

FEPRAER (CP WV TARI E DRREBRNDEE CERVED RO SN TVND T ENSEBRRESNIEURTEUE
UTc,
@ 3025 TCIFEMICEET 2BEERDHEIRFFBHONFBATU,

@306 T. AFIBCHBVTITICE > 1 BICERD SNIcBDD. A EDREERIFEESNE
Uiz
@ Z DMDEERARICHENT., AFIEDHERBERNAETE CERVATIEZN 1 BICERHHNFE Ui,

WERGERFRER - REFRR "2

BRPRAEIN

- 2B L #E BT 258 ZEFR FERL BRARGE
- FFORESMEIR @ IR, (ERE. MR, XM, K. [FIREEE

ERPARIREATR -

- RERERE (ZHRE. BEREAE. BBRERARE) HiE

CREFIRE (VY —TxOVyERiER. YNILIUVRIG) Bt
B&EEMR (FiEK)

- MBS X #RIRE | HAR(C(F EAEF 2D & T 222 EF & T DEIDEMMEF 2585 2
- JERCT : HAY(C (FHITEMRZE. BlRINRBVGSICIFRER ZRD S
JRIERRIFT R © FoBSIRIE 2 4 DR LR Ra P2

W2 ICUNERIIRE
KBS XiR. BRRIRE. ARE F







S 5) EEGEENURT

1. EEDBER

RAREHRRICH VT, FEIEDERBERNISE CERVEERBRBRIFBHONTLIRL I EN S, BIEFRICBVTA
BIICK2BROFERU AT [COVTCHHEICHERMIT 2 LEREETT, UL LINAS, BIERDPD-1ZENET
DERNCBVWCEBRISEADU R T EIF>TVERT,

WEGERFRER « REFRR >0

ERERAEIN - D [RIL. DESRE. BAR. DEHARK. B IREHESE

WA

- BEERCT : A BERREZRD DI ENHD

- NRERAIRE © OFAMDHBE. BREDOUSA. ZHIMEOKESZE. UFAMOEEEHYREEREREZ
H53HENHD

RIBHEARE PRI U 2 EREEORNEMRIREER EXNICAFREZ H SHRBM T ZIBEAF T IBEBE R
DFFRZRH D EHHD

W2 CUNERIIRE
WARIRIRE., BER F

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

BR ERDRV); BRFIRE | RN S5 ; JHILEREE | BRIICEBREDSE | £az8gNd: Bans
IZ3REMR DG BF | DXL AREERZE | OZL; TPNFIZIFAR | HHLEZET D
ZESEV EE3) ZEID

BESRLBAERE v5.0 HAFER JCOG Wik W5IA. &
JCOGh— L= http://www.jcog.jp
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2. FE{EHEREE R

ERARER ICH VT AFEDERRBAN'SE CERVEEMBEERIIFTBH SN LBV NS, RBIFRICBNT
FHENCKBDELHEBEROFEIRY X T ICDOVTHHEICHERMNIT2 L IEEETT . UL ULEBHS. BIASRDPD-1
ZRRNET DEANCSVTEIEEBEREFRDY XD E1F > TVE T,

WEGERRER - REFRR >

BREFIER : =B, BT SER. BR. . =8B =2

BRIRARERTR | ALP, -GTP, #8EUILEVE LR

BIgREPR :

- DIC-CT. WRIFINEITHEERESER (ERCP) NIIHWHISIEERESR
KR, &R, BPUSHAE. BEKRE. BEEX

- [BESEBERARA. BEECTICC. BERELICEEIMDEEE

WECHAIC AR
M&&RE (AST. ALT. Al-P. v-GTP, #8EUILEY), BikRE (BEEFIZI—. BEECT. ERCP. MRCP) %

ANNS

(MRCP) 2 & DRERAFR. S0E

WE EHEREERICONT Y

BEMEER(FIEECBEMZE b ER T U, BEEE CIEEMERMEA T U, 8513 BRI EEDHRINT
9. RFEUBEEEERXR (PSC) Dfh. AERBHZN IS NEZMEENER SN/ 1gG4 BEE L IEBER
(IgG4-SC) . BRUBEERPIEERG. BER. EIREFIERRICHRFET 2 MR EMBEERICHEINE
I, ZHIFERE UTRDZVDIFEE. HEZ SERTIN ., ERNBRVFEFFEREREERRLREEES >HIT
([CEMTSNDEFNFE EZLHDEVDNTVETD,
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EERBENVRD

3. T EARLARE

@ 302 FBR CIIERANRMBFAE DFEIRIFFRD SNFE B AT U,

@ 306 B COBMARIFIEDRIREIG (X, XFIBFT0.3% (1,/7324%). FSEmEETc0% (07321%) T
Ufco Grade 3L EDBEEEROREIRIFRHSNFBATUT

UNURBRHS. BEIAGED PD-1 Z128 & I B EA CH WV TR SBIKD U X T EB>TVER T,

WERERFRER - REFRR 0
ERPRAEIR : U DA R T, A% - 8 - BB E£808E. 258 FRMEBR F
ERIRZEMR | MECKEBIN. LDH - AST - ALT#BI0. =47 0EVR F
TREEAREPTR | BifREDIRIE - BE &
NARERR © JUEEIE F

WECHRIC U B IRIRE 0
MREE. BIMRIRE, CTHRE. AR F
VO FUZSFERIELS DR [ECK F

B CTCAEICHIF S Grade

Grade

Grade 1

Grade 2

Grade 3

Grade 4

TR AR AR E

ERDR L, BREES
BV REEEEDH

BEEEITHINRRMF
N0

ERD'SG Y, R2NEZ
£95

EanZBN Y BZzE
EE3)

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



I

ERAREHBRICHB VT A& DERBERNEE CERVERGREREX, BEREFBHOSNTLRRNT ENS., REFR
[CHEVTHEICKDERA. BEROFEIRY AT [COVTCBHEICHEMRMNIT 2 LERETT, L LS, B
D PD-1ZFRH E T DEACH N THRK. BRKIBRHMDOURT EF>TVET,

BEREFRIER - BERRR 101725
(REIEBIE)

BRORIEIR @ FEA. DB, =R, B &

BERIRE | SR ICHIEN RS N L) 5

(EBER)

BRERIER Bk - BRMOTAMHIAET GRS . FREA. Fh. BEEs
BEBMRIBERE : T2RAEGCEES

.E’Q}I&’ﬁl:ﬂ\g’a*ﬁﬁ 10,17,25)

(REMBEIRR)

WIRE F

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

FRENMRIRE, BERIRE

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

BEARA - - NEE/MBRE/MIA | E0Z8BNT; RIWLE
IVAZEDERARS(CK | ZET D

S0EZEET D, REN
BEEET D BTG

IS
BEER ERDRV); BEOHIR | PEEORNSFCIRE | BEORAXCIREM | £azigNd: BaLE
Dar (Bl: Babinskifdfx, | #LFF; SOOYLANDE | K SORYDOEHEELE | ZEI S
Lhermitte #1&%) BT EOHIR ENFODHIRR

BEERLBAFERE v5.0 BAFER JCOG &L USIA. &

JCOGh—L_— http://www.jcog.jp
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EERBENVRD

5. BiE SRR

@302 TOIE DRKDOREIREISIE. AEHEFFT0.4% (1,/2554). ICCEH#TO% (02404) TUTI,
Grade 3L EDOBEEERIFFBHOSNFEBATUTS
@306 B TIIIE SERRFROOSNFTEATUI.
RIREBRICH VT, AFEDARBEHENESE CERVEERRE IRREFRHSNTLRVT ENS, BREFRIC
BOVTHANCEDIESEROFEIRY XTI DOVWCHIEICHERMNIT D I EIFRETT . L ULBHS. BIESRD
PD-1ZFHNE T DEACHBN TS E SBRIEBIHD U R T EIR>TVE T,

WEGEFRER - REFTR 04
AR © iR, SUE. Y. RAET. R TS
RERTR | MESHAZ, RELND. 078 NEEEY. ReSLEORT - BE. SOEER 5

WU ICHE iR 1040
BAREET. WEMEBSHET CcTSHBEY : OCT) F

B CTCAEICHIF 3 Grade
Grade Grade 1 Grade 2 Grade 3 Grade 4
RESER DN (trace) IE | 1+~2+DOXAEMRDEE | 3+LI EORXREMIREE | ERRORSBIERS
HREEEZHSEEINE | ZREDHIBRNE DRREN ZEEDSHIESE SERX: | 0.1
SRR hEEDORIEZFLR
ESRER

BEERLBAFERE v5.0 BAFER JCOG &L WSIA. &
JCOGM—LR— http://www.jcog.jp




6. RFZHEE (SMFMRBEEZST) 0&H5FENDEH

RAREHBRICH VT, FEIE DERBERNIEE CERVBEEEDHEBRFBVDHSNTLRNI NS, TREFRIC
BVTHHC L DBBEEEDEETEROHEIR X T ICDVTHEICHERMTD I EERETT. L U5, BE
HEGRDPD-1Z1BHNE T DEANCHNTREEEDCEEEREFHMDYUR T EF2TVET,

WESET BH1 RS 1 VEDHR

SRR A RS 4V TlE. EHBBEEDSH2EREICBNT. HIPD-1HFR5#(CGVHDHIHEIR UIcZE.
GVHD DEFEEN B DIEGINE <. BIEN SHPD-1HARSE TOBENEWMERICH Y. GVHD [EHIPD-141
FRSFHICHELP I XAT04 MORMENTRTH D I ERENTHESNTVET

I BAERED G 2D FBENEAT DERDOGHHEDEEICDONT., BIFR CHEYLSNIERAGED ) EFEA. LU, 11
PD-THARSHHIHIF BEBEBEOTYRI A N (GVHDERISOMILGE) (CBIT DNENTREINTLET Y,

T RABED H 5 BEICAEIZER T DRICE. HEZTDITITL. BEBNROSNIHEICE. BiEks PES
SNl DBFIESEHE L. BURLBZT>TEE L,

9.1.3 [sEBERE (SMmIMRBEEZSE) 0HdEE
REIDRSICK Y BB W T EBRIGN EBBAWETROIRIRT 2B8ZNHH 5.

-
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EERBENVRD

7. - iaIRESE

JERRT —I D OAFDELMDBIE R VFDMENRINTUVDA, BRT—I TRERBHSNTLBVLT EN
SEERBAENIURIICRELF U

PILEBVE 13 BBRERSSUHRTIE. DZJ A4 P ILOMHEATERE ICHIRMN N ORIEBRBFZZEF5RD
bNFEATUI,

R - BBIREMONEIERICE DVVEEHETlE. PD-1/PD-L1 REFREIRICH T 2REEBDHRFICEAS LTS
fesb. BMPETIVICHSWNT. PD-1/PD-L1ZEEDAZ(CLURBRICHT 2RBESHIEEL. IE - BBIRETICE
ZUREENRINTVET (Tripathi and Guleria 2015) . EEICEHEIRT 2 PD-L1 ~DPD-1DEEIF. F2
ERRIEFREICERIZIT D PD-L1 NDOPD-1DR/EEEFELILTVET (Guleria et al. 2005, Habicht et al. 2007,
Petroff and Perchellet 2010), EREERFIRNY D ZAETILCIlE. PD-1/PD-L1REDRE(CL DRI (F
MEDFERNRESINTLET,

FYRPDPD-1/PD-L1 BREDFE(FE N THONHIFSEINTH Y. PD-1/PD-L1 DFEIENEIROMILICERREZ
ZRCLTVWBDZENREBEINTLET (Wang et al. 2020, Holets et al. 2006, Zhang et al. 2019) .

Bl EKY. PD-1BEERDERERICEDE. AFZHmICRS UIEE. BRICEZEZNIIOREMEN S &F
I, BRIRHERICHENT, If - BESHEFRESNTLFIRE A,

9.4 &EREZER T 2 E
FHIRT D OTEEEDH D LIEICIF. AENRESTRUORIIESE 40 BREICBVTHE T 2 BN BEYRETAC DOV TCHIAT 2 &, [9.588]
9.5 1w

FERENIFHIRLU TV D TR DD S L IEICF, BREOERMNBRIEZ LO2 SHM SN IBEICOHRET D& FHZERVCEBRESERRERE
LU TLRWDY, JIRY DX (CHPD-THENIGHPD-L1 FZR 5T 5 L. REXDMENT 5 EMRESNTVBIEN S, HRPOZMHEITH T 24H
DESE BRICHUTEERFEZREIAREMEND D, Koo £ NEgCREBENSBEANEITIZIENSNTND, [9.488]

9.6 1RALIw

BREEOBHERVUEARBEOERMZEZERL. FIORBEXFPLEZERTTD L. AEDE MAPADBITICET 27— FRVH. £ b IgGIEFT
PICBITITBIENS. ARIOBITI DIREMN DD,

9.7 INR

INBEZHR E U RREHERFSEIE L TWLERL,




8. IR

FEIDREZZFIARBRED S B, 2577 BIIC OVWTREREDFHENMTHONE Ulc. MEPIHEDFRIREF, K
Al 200mg 7z 3B/ (C 1 %5 U e iR SalER CIFFHIMTIRER 1424 6Ich 16.3%. ICC EDHHRAFEER CIFFHIT
RERI 79260 23.2% T LTz, BHITUAIE. RBIRMSFHIMTIAER 2577 HID S5 1961 (0.7%) . BIRECAHERD
1424 BIDFED 0.8%. HABED 792 ADFED 1.0% CTROSNK Uz,

Fio. MFAVUXRYTRAHEORRICHSEBAR LOBBERIRESNTOIRVNEZEZ SNEFIH, AIFRAVUIRT
ARG CBVTEAEDBREENE T3 EE@NERH 5NE Ui,
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FEWRSICKVBHERNRIR UICIHEICE. TRESE(C, FEIOURESZEEERI DT &,

BIfEA
BB MRS

=E*
Grade 2DEE

nE
Grade 1ATFICEE S 3F T, AHNZARFET B,

Grade 3L EXIFEFEMED Grade 2055

FEZHIET D,

FHRERRS

ASTEULIFALTHEAEE LR (ULN) @
3fBB~5 BT, XIFEUIILEV A ULN
D 1.58B~3ELUTFICEMN LIRS

Grade 1UTFICEHES 2 & T, AF=AKFET D),

ASTEULIFALTHULN D558, (3
EUILEVHAULN O 3 FRBICIBN L i5E

FEZHIET D,

FEEE - Grade 30185 - Grade 1 ATFICEET BET. FEIEAKRET D,
- BB IEARAEIREE (Stevens-JohnsonfE | « SISXIETENH&EHNBIBE(CIE. SISXIETEN Tl
{RE¥) MI(IPHBUREIBFERMEE (Toxic | BWTEHERINZETIRSZEBREULBEVNT &
Epidermal Necrolysis : TEN) h'&Hn
355
- Grade 4 DIgE AEZH1ET B,
+ SISNIFTENHEED SNIZIEE
KK - TH Grade 2X (3 DIBE Grade 1 AFICOET 2 FT. REZAKET D,
Grade 4 XIFBEHFMED Grade 3DHS KE|ZPIET B,
7N Grade 2XI(F3DIBE Grade 1 AFICOETZET. AEZEAKETDE),

Grade 4 XIFEBEFEMD Grade 3DHS

FEZPIET D,

BIBHETE. TEAER

Grade 20D1BE

MIVEVEFTEEAICKY IV MO—ILENZFETEE
DHREZIHETT Do

- Grade 3Ll EDEIBHKERAEN T TER
RDGE
- ERETEARDBS

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

- Grade 2FICEIEL. MIVEVETREECIV b
O— /LTRSS, RETHNIE, BIBRERILEY
BliEEZ (LIRS ZERTE S,

FELSADGEIRFRBIRS LR,

ERYR AR RE TTERE Grade 3l EDIEE - Grade 1 ATFICOET 2 T. AEI=KZET D),
- Grade 2LFICEEL. RIVEVEFTEECIV K
O—/UOlRERIBE. RETHNL, BIBRERILEY
R ICIR5ZBEHTES,
LFEEUSANDBEFBEIRS U0,
ERIR BRI AEIR T Grade 3 tDBES - Grade 1 ATFICEET3ET. AEIEARET D,
- Grade 2FICEIEL. RIVEVETEETCIV b
O—)LORERRES. RETHNIE. BIBRBRILEY
BRI IS5 ZBITE 5,
FEUNDEEIFEIRS LR,
S ImiE Grade 3 EXREFT R PYR=—IZEH#ES | - Grade 1 ATFICAET B ET. AFI=EKETBHE),
PERRDIZS - Grade 2 FIC@E L, A VAU VEECTIY hO—
JVOIRERIE A, HETHNIE, KFaY rO—ILEIC
B5ZEHATES.
LA DOBERFRBIES UL,
BikEEES MEI U7 FZUBUINXIER—XS5 4 | Grade TUTFICEHES 2% T, AFIEARFET B,
D 1.5EB~3FUTETIENLIEBES
MBEILUVFPFZUDNUINXIER—RS A | KEIZDIET S,
D3 EBETCEINLICES
IDVERR Grade 2 tDBE FEl=RIET D,




BIfEA
XS

Grade 2D1EE

nE
Grade 1ATFICEES 3% T, FHI=ZARFET B,

Grade 3L EDBE

FEZPIET D,

b
pos

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

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

Grade 4 DiEE

FEZPIET B,

Infusion reaction

Grade 1 DBES

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

Grade 2DiEE&

- KRR ZRFET D,

+ Grade 1UTICOELISEF. 1R5FEEZ 50% R
BUTIKRSZHBRTY 2. XODKRSEIF. FRHEOR
REZIRTT Do

Grade 3Ll EDBES

FEZHIET B,

LEELSNDEIER

Grade 3DiE&

Grade 1ATICEE T B T, FHNZARFET B,

Grade 4 XIFEFMED Grade 3D5HE

FEZHIET D,

* . Grade & NCI-CTCAE (Common Terminology Criteria for Adverse Events) v4.0(C#U5 %,
E1) BIBRERNIVEVEIZRST BBSICIIHERICARIRSZEET 5 & BIBRENILEVRIDRSHIIEN S 12BEMAIC Grade 1 TFICEE LWL
B8, XEEBRENVEVHZSL RZVOVBET10mg/BESELUTE T 12B8ELUAICHETERVSEE. §5ZPLETRIE,




44

7) 8HER

1. BWERA [3023:KER] 7
302 HBRTIREEIT (F—5 vy b4 TE 20206128 1H) BERTORLH @IERH) OREERLET.

BELTSE

TELTSBEDEIWERF187,/72556] (73.3%) ICEROSNFE Ulc, EBBER (FIRXR10%LLL) &, 7Z/NS
FUBT= /NSRRI S—CEMN296] (11.4%). BMm2841 (11.0%). EIREREEEEE TAE 26 %] (10.2%)
TUTz,

SEGEIERIE376] (14.5%) [CEROSNF Uz, WERIE. Bk 7Bl Fildk 56, et 341, K7 b
U AMMAE. 1BUMERRIR. ek 261 Xk, KM, K. FEiirERSmEiE. BEkg. BEbEm. K
X, BEMASE. fEBEERM. Elt. BeRBHOK. RBMOER. DERITE. F=MEIR. SHEE
K. SEIETIRRE, EEFKHE. all. PIRIREREE ME. ZlESEEENDIERRE. RN, MREUEAN.
RIME &16ICLT,

BREPIEICESTEBEBRIF 490 (19.2%) (CFRHOSNF LT, WERIF. X546, EEHEEEHEM. AhiEs.
TR RER 30, EERERINERE. T, BEBHAREE. [ NeEE. BB, B 526, THF. #
TE. BRETEREE. B BAUER Z16ITUI.

FETICESEMERIES A (2.0%) ICERHSN. TOWERIFIEM. FMBIREMSMELE. FEECEEHMm. fk.
M/REOREA &1 61T LT,

WMEFEEE

{ER2EEBFDBITERAEL 225724061 (93.8%) [CROSNF LTz, FRER (FHFER10%LL L) (& BIMIREUE
29861 (40.8%) . WFOPIREUEA 9461 (39.2%). BMA83HI (34.6%). BEUBR75%1 (31.3%). TH. B
666 (27.5%). IBIL436I (17.9%). BIEAEA426] (17.5%). BREK356] (14.6%). BEFH 334 (13.8%).
YFAPERBAME 3161 (12.9%). BMBCEAME 3041 (12.5%). HEAE2861 (11.7%). HRER. Ei 52586
(10.4%) TUTz,

EEFBIERE 476 (19.6%) [CRRHOOSNFE LTz AWERIE. IFHPIREUEA 1061 TR, FERMFPIREANE. B
MIRECRIA 86, FikSHl. MDA 3 v, B, BIERKEAME F46). BT, BEUER &34, SEE
=, FHIKEME. BR £20 k. <EE. BEREX MET /A AKR. KiEX. EEH(LELM. &
. B BB BHAE. ORAR. 2WEEA2. BAOUDLAINE. K4, BI1. \BEAIKE. SKER S, [
I\WRIAME. Sl e N SIEREY. BT, 25ERRERE. U/ RS S18ITUT.
RESHIEICESTCBIERE 6461 (26.7%) (CRRODSNFE UTce WERIE. TRISHI. FEFELFPIRRAME. ik,
WO S4%). LESHEELM. £5#RINERE. RREIEREE. R BOUER. MK, BUDEEY 3 v
7 &30 FhlEk. JET. BB, Bl 524 BEHSEE14ITUl.
BRELDBHES Y DFETICESTCBZERF 76 (2.9%) ([CRHSN. ZORRIGEIMAEMSES 3w 27 34, f
K. FEREF PR, BT, ZBhEEHERRIERE: S 16ITUT,




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

EHASE (PT: Preferred Term) 4015

ade ade Vi ade S ade ade i ade
2BIEF 187 (73.3) | 45 (17.6) (27) | 225 (93.8) | 134 (55.8) (3.3)
j:é’)i;:j%jla_ﬁ%m 29 (11.4) | 2 (0.8) 0 9 (3.8) 1 (0.4) 0
& 28 (11.00 | 6 (2.4) 0 83 (346) | 17 (7.1) 0
PRI T/ 26 (102) | 1 (04) 0 0 0 0
;gjiay:wza—ﬁ‘i%nn 25 (9.8) 0 0 18 (7.5) 4 (1.7) 0
5 19 (7.5) 0 0 33 (13.8) | 3 (1.3) 0
R 19 (7.5) 0 0 8 (3.3) 0 0
BHE 16 (6.3) 0 0 75 31.3) | 7 (2.9) 0
Z SHEE 15 (5.9) 0 0 8 (3.3) 0 0
A 14 (5.5) 0 0 66 (27.5) | 15 (6.3) 0
I 12 (4.7) 0 0 28 (117) | 4 (1.7 0
I RERA 11 (4.3) 1 (0.4) (0.4) 15 (6.3) 1 (0.4) 0
BER 10 (3.9) 1 (0.4) 0 35 (146) | 4 (1.7) 0
) 10 (3.9) 0 0 12 (5.0) 0 0
B MU LM 8 (3.1) 5 (2.0) 0 21 (8.8) 7 (2.9) 0
FERD 8 (3.1) 1 (0.4) 0 25 (10.4) 0 0
B7ILT S Vi 7 (27) 1 (0.4) 0 15 (6.3) 1 (0.4) 0
I MER AN 7 (27) 0 0 30 (125) | 17 (7.1) 0
U > I SERERI 7 (27) 4 (1.6) 0 19 (7.9) 16 (6.7) 0
=0 7 (27) 0 0 66 (27.5) | 7 (2.9) 0
ES MERERIA 5 (2.0) 0 0 98 (40.8) | 48 (20.0) 0
= 4 (1.6) 0 0 25 (10.4) 1 (0.4) 0
Orask 4 (1.6) 1 (0.4) 0 14 (5.8) 0 0
1L 4 (1.6) 0 0 43 (1790 | 8 (3.3) 0
TFCPER AR 3 (1.2) 0 0 94 (39.2) | 63 (26.3) 0
e 2 (0.8) 0 0 12 (5.0) 2 (0.8) 0
P 2 (0.8) 0 0 14 (5.8) 0 0
TFCPER M 2 (0.8) 1 (0.4) 0 31 (129 | 16 6.7) 0
AR — 1 —0/$F — 2 (0.8) 0 0 22 (92) 2 (0.8) 0
SR E L) 1 (0.4) 0 0 13 (5.4) 2 (0.8) 0
&H U™ LE 1 (0.4) 0 0 15 (6.3) 5 (2.1) 0
BiERE 0 0 0 42 (17.5) 0 0
FE T OPER R AME 0 0 0 12 (5.0) 10 (4.2) (0.4)

MedDRA ver.25.1
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BIfEF

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

B LTS5 HEREER

FTELT T HEZBEEBEDRBIERF 313732461 (96.6%) (CEBHSNF Ufc, EFBR (RIEZRI0%LLLE) (&,
B 1734 (53.4%) . FFPERECRA 15361 (47.2%) . BIMERECEA 14361 (44.1%) . BEUEE 11641 (35.8%) .
Z1126) (34.6%) TUT,

SEEZEEAIFO5H (29.3%) [CEROSNF Uz, 5P EICHONICERIF. Fik. AR &Z76] (2.2%).
TF. B 66 (1.9%). J|h. ORR. FERMIFDIREAME 541 (1.5%) TUT.
WINHDEEREEE (EBRENIFEZEEDVINHADEE]) DRSHIECESEESERF 10461 (32.1%)
([CERHOEN. SFILLEICHONEREDIEICESEBEERIF. AEEREZ1—0/NF—234] (7.1%). &I.
Ak 2841 (2.5%). REFFKOHI (1.9%). #WESEHESH (1.5%) TUT.

FETICESZEWERIES A (1.5%) (CERHH5N. ZTOWERIFBFELEM. EEBEERMm. OfR. SFREXHA. IF
A2 Z16IT U,

B S R +H LR AR

TS ERHEEEERFORIERIF 3097321681 (96.3%) ICROSNFE Ulc. FRBR (RIEXR30%LULE) (3.
BIMBRECRAN 157 6 (48.9%). BM 1554 (48.3%). &FpERECEIAN 15261 (47.4%). D 13041 (40.5%).
BEE 1156 (35.8%) TUTZ.

EEFENFAIZ 626 (19.3%) [CERHSNE LTz, SHILLEICRHSNTZERIF. FK8H (2.5%). 1FHEE
AME7 B (2.2%). BIE. FERMEGFOPIEAME S56) (1.6%) TUT,

WINHDBREEE (BREN(MEZEEDVITNHDES]) DIRSPILICESICBEETBRIF726] (22.4%)
(CERHSMN. SELULICRDSNRSPILICE S IcAESERIF. REERE=21—0/VF -84 (2.5%). K&
TR 7 61 (2.2%) TUTz,

SECICESTZENERIE 2681 (0.6%) (C58&H SN, TDWERIFFET 26T LT,




BERENER (WINH DIRSETHRIRES% LI E) [SAF]

n (%)

EASE (PT: Preferred Term) 41 5

ade ade 4 ade ot ade ade 4 ade
2EIER 313 (96.6) | 217 (67.0) (2.2) 309 (96.3) | 206 (64.2) (1.9)
&m 173 (53.4) 47 (14.5) 0 155 (48.3) 41 (12.8) 0
SFhEREURA 153 (47.2) 99 (30.6) 0 152 (47.4) 105 (32.7) 0
BMmERECEA 143 (44.1) 35 (10.8) 0 157 (48.9) 50 (15.6) 0
BAURLE 116 (35.8) 9 (2.8) 0 115 (35.8) 7 (2.2) 0
=D 112 (34.6) 8 (2.5) 0 130 (40.5) 5 (1.6) 0
FEERE -1 —0O/NF— 73 (22.5) 10 (3.1) 0 61 (19.0) 7 (2.2) 0
TH 63 (19.4) 9 (2.8) 0 59 (18.4) 5 (1.6) 0
M/ RECRA 60 (18.5) 9 (2.8) 0 54 (16.8) 3 (0.9 0
BR=EE 58 (17.9) 0 0 63 (19.6) 0 0
OAR 58 (17.9) 13 (4.0) 0 47 (14.6) 7 (2.2) 0
@0t 57 (17.6) 4 (1.2) 0 74 (23.1) 7 (2.2) 0
FRERRIAME 52 (16.0) 23 (7.1) 0 46 (14.3) 31 (9.7) 0
B 48 (14.8) 13 (4.0) 0 53 (16.5) 8 (2.5) 0
FERSD 46 (14.2) 1 (0.3) 0 45 (14.0) 0 0
mao U7 FZ V18100 43 (13.3) 1 (0.3) 0 28 (8.7) 1 (0.3) 0
S omyp | 42030 | 505 0 29 (9.0) 2 (0.6) 0
xR 42 (13.0) 0 0 41 (12.8) 1 (0.3) 0
2% "77A7T a2 | s () 0 33 (103) | 5 (1.6) 0
K7 bU D LINGE 41 (12.7) 22 (6.8) 0 33 (10.3) 10 (3.1) 0
= 41 (12.7) 6 (1.9) 0 50 (15.6) 3 (0.9 0
KAY D LIMEE 40 (12.3) 18 (5.6) 0 24 (7.5) 9 (2.8) 0
HHE 37 (11.4) 4 (1.2) 0 39 (12.1) 1 (0.3) 0
K7 )L 7= INAE 36 (11.1) 0 0 25 (7.8) 0 0
=i 77 34 (10.5) 1 (0.3) 0 40 (12.5) 1 (0.3) 0
ERIRBRIEREIR TE 34 (10.5) 0 0 14 (4.4) 0 0
Z SFEE 34 (10.5) 0 0 19 (5.9) 0 0
BIMERRAME 32 (9.9) 8 (2.5) 0 29 (9.0) 10 (3.1) 0
RE 29 (9.0) 7 (2.2) 0 18 (5.6) 0 0
HhENTE 28 (8.6) 3 (0.9 0 19 (5.9) 0 0
mepE UL E >80 25 (7.7) 1 (0.3) 0 22 (6.9) 3 (0.9 0
B IRy LIMGE 25 (7.7) 1 (0.3) 0 21 (6.5) 2 (0.6) 0
M/ I\RIAME 24 (7.4) 4 (1.2) 0 22 (6.9) 6 (1.9) 0
U > JNEREURIA 23 (7.1) 6 (1.9 0 24 (7.5) 7 (2.2) 0
MohpRERIEN 21 (6.5) 0 0 14 (4.4) 0 0
{2 O—)VInkE 21 (6.5) 2 (0.6) 0 18 (5.6) 0 0
Friifiishs 20 (6.2) 4 (1.2) 0 8 (2.5) 1 (0.3) 0
7=S—UEN 19 (5.9) 7 (2.2) 0 16 (5.0) 3 (0.9 0
REETE 17 (5.2) 1 (0.3) 0 23 (7.2) 0 0
FEN 17 (5.2) 0 0 14 (4.4) 2 (0.6) 0
PR 15 (4.6) 0 0 24 (7.5) 1 (0.3) 0
L»o<Hh) 14 (4.3) 0 0 19 (5.9) 0 0
MedDRA ver.25.1
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AIRREK
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100mgx 2K FIRRDORICEEN
(200mg/1 BDEHE) 2~5mg/mL &R BE 0.2X(0.22umDHD
OmMWIFEWLEDZER
NAZ I EIRES UBRWTLKEEW NFRYEPZEEDF#EZ
BIRTHESRLTLLEETWV
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ROSNESEE
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2. RBFIE
OUEBEREMS @B Y TITEN B> < Y REES R

A T IVIRS b BAEEIE 2~5mg/mL I > < 3B
ORWBEDEE — —
@7 IR (RO H B LT < 2 ) <HREI <IERLBLSS>
QAR RE T BIEAE 2~8CTATHRELE L. e
BREETEROT TN N

05T R LIFESE. BECRLTH SRS, [

FIRD'S 24 BRELAICIES2T LT R0

@513 1 BUEFHDELIDIH. /N IO ﬂ

BEZELTLLEEW ]

@5 DT IF LB T RE 2~8C

Fi
ERICRT
HmIRDS 24 BFELAICKRET 795

3. ¥575&

YlElF 60 D h I THREFET S
(REELFRIFOEZS. 20BLIREEIX 305 F TEHET)

OFFMEFDER

Q1 VoAV T4V —ZFERLTI TN

OE—DHS A >V 7ZFR U CTHOER ZREIFES UL T EEW
ORERTRIEFRBESAVZ TSy a1 LTLETW




> 9) QRA

Q1. REEEREICIRS I S5ES. PD-L1REBHATIH?

RBVIBRRREIREST - BROBBRES(CIRS5T 215G, PD-LIREBFAETESHIFEA. ULAMULRHLS, BiE
R ERREICHIT 2 —ReBRE UTAR SOMBEEER EOHBRSODEMEIE. PD-L1FERTER (TAP) [CK
DRBBEANRESNTVDZENS. 306 HBRONBZHA L. AFOBENMERULZLMZ 0 (CIBR U
T, BNEEDERZT >TSS L,
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1. [RRHERICHBIFBRER T 21—

e I%%ﬁyeﬁﬁ BEYATIL (BAT)L1~3) ﬂé,lgébéglﬁ ;Q;_:—;égﬁTﬁ
Day 1 Day 8 Day 21
NAIIB AV /BERREE X X X X X X
12FELED X RN A BB X
ECOG £5iR%E X X X X
RIS X X X X
BE/INS XA —9— X X X X
e - X X X X X X
RigE X RN A BG5S
PRERIAE X X X
e ST X BN 48BRIZ 6B EIC. LIEF 9B & ICEHE X
2. FELTSOBERT T2
OB AR BBEDIRGYIFRAREIRET - BREODRER
FELTS YRFSFY ILATOHS I
1E200mg 60~80mg/m? 750~800mg/m> HHH Day{ 7%*@ S

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

FELTS FELTS
1E200mg ERAUEIY 1m200mg PH2IET S teeenenp
Day 1 Day 1

BRRERR CTlE T E LD SIHMtDITUBRMESERIDORICIRS T 5 EMESNTVE L

SEHDOHBICDOVWTIFRIMDEBEF RN Z ZHRIEE W,

(YRTFSFUORERVAE] 6.AERUARE (—5Bikth) BBRECIE. BEZRENALE - ABE L. BBOWREICKY AEZEBEIRT 5. AL YRTFS
FrEULT15~20mg/m? (FRER) 21810, SHEERRS L. AB<ED2BRARET S, INZE17—-)LEL. BEERIIRT, BE: YRTFS
FrELT50~70mg/m? (FXER) Z1810#50. 2R<EH3IBBARET S, NZ1IJ-)LEL. BEZERIIRT,
(FLA0Y SV IVORERVHAE] 6.FERUARE (—&ikMy 6.3 BEIRE. BBENOERUBRTRENET - BROBEICH T 2 thORRIEHESH D
HAREDHS MONBIEHBEGEAEOHARECSVT, BF. MAILETILAOD5YI)ILELT1H1000mg/m? (FXREHE) FTZ. 4~5BRBERTH
A Do REZHERIBGICEMGR LB IBEULDOBRZHITTRST 2. FEFRRSOHESICEHARSEICELD. BH. Fin. ZTEDIRE
BREICKBEERET Do
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3. JBEERICE LT

3065 BR(E. UIBRABEREPMETX (FEmBIRERT LEERED 1 /RaERE U T, FAIZRELFERASHAL
JeEEDBENMERULEME S EREBECFREOHAELE TS, SV MM, TSERNR, ZEER.
EHEREES BT U,

FFHE (0S) ([CEY 2 TZEEHMMBEDIERE PD-L1 HIRIKR (TAP) FIDEDEREF T RERNGEFZZD)
DREREUTO@EY TURE (20226282887 =91y b7 TR, EUEEPRE12.85H).

B ERDIRRNREN TH 2D ZERUVA XY MDD BRVERDFET DI DRBROBRICIGTEENNETT
. BERTLREICHSITE—REEE UTARIZRS T HKRICE. UTOBERDSZECLTIEEL,

(FEZFHHIEE] 24778 (0S) [REIREERIER] [ITT &I

OSDHHRE (95% EFEXE [Cl]) &, TELATSHEZEERFT17.258 (15.8,20.1). FSER+1k
FEEEFC 10608 (9.3, 12.1) TUTee TS BRHEREERCNT BT ELT S HEFEEFFD OSD/N\ Y —
RE (95%C1) (£0.66 (0.54,0.80) THY. OSZEHREICERL. TELT S HEREEFHO TS TR HERE
ERFICH T 2EEMNMRIESNFZ Uc (p<0.0001, BRIOZ SV IRE [FAl. BEK#E«=0.0144 | RN
FEATHESR) o

(BIREHEIER] (U 77— ] TAPZ10%BE(CHIFZ2EFH™E (0S) [ITT&£MH]
TAPZ10%BEICHIFDOSOIRE (95%Cl) F. TELATSHEZEEB T16.6 18 (15.3,24.4), 75
MHEZEEBEFT10.008 (8.6, 13.3) TUI. FSERHERZEEFHICHNT DT ELT S HEFEERD OS
DN\F—RLH (95%Cl) (£0.62 (0.44, 0.87) THY. OSZEHRICERLF UL (p=0.0029 [ZEHZERE
UlepfEl. BRIOT SV IRE [FRll. B=K%Ea=0.025),

TAPZ 10%EE(CHF2 OSDKaplan-Meier g [ITT £H]

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

BRIETF : i (U7 Z20M) . REHWERE (B8 L2FE @RI+ 7ILA0CUI I VR /BERA+NTUIFEI)
BIFHARRIRIE | TELTSHEFEER | 21.6 nA. FSERHEREEE  23.5 58

4. FHRENIFFR
SBUIBRTBEREST - BRORIEE




y
A

(U7 IL—TFE#E] TAP<10%ZBHICHIFTZLLEFH" (0S) [TTER]
TAP<10%EBEICHIF2OSOHTRE (95%Cl) 1§, TEATSHEZEEET15.818 (12.3,19.6), 5
RHEZEEBET10.408 (9.0, 13.6) TUM. FSERHEBEERICHT DT ELTS HEZEERDOS
DN\Y'—RH, (95%Cl) (£0.77 (0.59, 1.01) TUT.

TAP<10%ZBE(CHF 2 OSDKaplan-Meier g#R [ITT £H]

1%)0 . ANV | OSthR{E (95%Cl)
90- FELT SHEREEEE (n=151) 98 15.868(12.3,19.6)
80 FSURHEERAR (=168) | 120 | 10.4559(9.013.6)
70 HR(95%C1):0.77(0.59,1.01). 3 58w £ Z B & T BRI Cox Ll \F'— REFIL
2 60
% 50
& 40
304 : v PR~ = PR
20 o FELTISHLRRAE 24.2%
101 - FSRHEEsER j
0 T T T i T T T \ T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 38(A)
B
No. at risk S
FELTSHEES 151 138 119 103 88 75 60 39 23 13 5 2 0 0
FSuRHEZEE 168 150 128 94 73 61 46 30 20 11 7 5 1 0

BRIRTF : i (P77 Z0M) . EKERE (B8 2% (BEREA+7LA0EVUS I VR /BERF+NTUIFEI)
BPFHARRIE 1 TELTSHEPEOEERE | 24.0 nA. FSRHEREAR : 23.3 58

TAP<1%. TAP<5%DYTJ)L—FEFERICHBEINERTEH U FEAD . RRFEBEDBETER
mEEKSHREHBORIICIUREL. FHRISNZlcHBMTULET,

(UT I -7 TAP<1%EZEICHIF 2L (OS) [ITTEH]

TAP<1%ZBEICBIFZOSOPIYE (95%Cl) &, TELATSHEZEEEFT11.808 (6.2, 16.3), SR
HEFEEBFC16.1 08 (104, 28.9) TUIL, TS ERHEZEEFHICHTZTELT S HEZEEBED OSD
NT—RH (95%Cl) (£1.34 (0.73, 2.46) TUTz.

(U2 —TF#E] TAP<SHEECHIFZ2EEFHR (OS) [TTE£H]

TAP<5%EBE(CHIFTBHOSDHRE (95%Cl) (&, TEATSHEREERHT13.008 (10.8, 18.3). S+
RHEZEEET.608 (7.9, 13.7) TUMR. FSERHEEEERICNT 2T E LTS HEREEREDOSD
NSF—RE (95%Cl) (£0.93 (0.61, 1.41) TUT,
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4. HEAFBEELHEBEUTHFEABETRREISHEN > BEER

[3025K8%] &7

BEERFAFE D REOHBRETRDSNE U [TELTSE96.0% (24,/254). ICCE9I5.7% (22723
2). UTEIE]. MEEDEAATILLRBOONTCEEERELAEFI THLILROSNIEERTUR, TEL
TOBTICCEEIENTIZULEN > cERIF. PIRIRHEEEETE (482 (16.0%). 02 (0%)]. BL 4%
(16.0%). 1% (4.3%)]. EEERE (3% (12.0%). 082 (0%)] TUl. ICCETTELT SBEENTIZLE
ZH o leERIE. FHEREEL 0% (0%). 138 (56.5%)]. BMmMIREES 18 (4.0%). 128 (52.2%)1.
BIEME [0 (0%). 118 (47.8%)]. FMERE—1—0O/5F— [0 (0%). 74 (30.4%)]. ORKKED
BEETE [B2% (8.0%). 64 (26.1%)]. BEUAR (12 (4.0%). 5& (21.7%)]. M [1%& (4.0%). 4%
(17.4%)]. B [0 (0%). 3% (13.0%)] TUr,

Grade 3L FOBEESSORRESIE. TELATSEE11E (44.0%). ICCE16% (69.6%) TUIL. TELT
SET22L EICROONIEERG. BIMENRUERERR [£24 (8.0%). 02 (0%)]. FiEX 2% (8.0%).
1% (4.3%)] TUTE,

SREREREDBhEG ) DAZEERDFRIFEG(E. TELTSETI78E (68.0%). ICCET224 (95.7%) TUT.
TELTSET2RLULICRDOSNCERIG. PRIREERTE 38 (12.0%). 02 (0%)]. Z5FEE 3%
(12.0%). 1% (4.3%)]. PSP/ bSVRATIo—CENNOTZ RN F VBT /) NSV RTTS5—
TEIN [B28 8.0%). 02 (0%)]. FlER 3% (12.0%). 28 (8.7%)]. 2% 38 (12.0%). 4%
(17.4%)1. %5 3% (12.0%). 5% (21.7%)]. EZERUOBREZRKEEZ [E2% 8.0%). 1% (4.3%)].
HEE [F2% (8.0%. 8.7%)]. B (24 (8.0%). 6% (26.1%)] TUI.

@
BRER SRS IR SRICET UICRREIF. TELATSETI98 (76.0%). ICCET20% (87.0%)
(UIFEIE) TU. FEFERFHREET (178, 198) ROARH 2%, 18) THY, TEXFRADNEESER
THHIWREIIVFBATUR, BREXRSHEPNIGEMHARS (GRERKIRSHE3I0BFT) ICFHT U
WREFOFCOE 1R (TELTSEH | SHEBMEASERE. ICCH 1 EL) T, FEFRREVLINDRK
BETCUIS

OEELBFEER

EERBEERIETELTIETOE (36.0%). ICCETI108 (43.5%) [CERHOSNFE UM, 2L EICERD
SNEBRIE. TELTSETHBRNUESRR (522). ICCETHX B3R). BMINEERUBWRIE (&
2%) TUT,

BEBREREDOBEED Y DEEREEBRIF. TELATSETLEZ (16.0%). ICCET2E (8.7%) [CERHSNE
Ufco BOSNEBRIF. TELTSETIE. Bl 2%). 18ERR (18). €7 bUDAMERUES
ZHRRE (142, @—WEEE). ICCETIE, MEX (12). BAUEE. FAMIFPEEAME. ROTOAR (B 1
%, BE—H#RE) CTUk.

BEREDRSHIEICESEAEER

BBREORSPIECESEAEBROFRIFESIE. TELTSE2E (8.0%). ICCE44 (17.4%) TUT,
RHOONEBRIF. TELT ST RERRNOHER (FGrade 30'18). ICCE TRl (Grade 2H°
1%, Grade 3h'14) RUREMERR (Grade 3HAY18) ROMMELE (Grade 5H%14) TUe, TELTS
B 1 BUIREIRIR. FlEREWV T NEIBEEE D ED ) SHRTENE Uic,

@ CHREDORSENIIFHICE S ILBAEER
BREOKRSERNEPHICE>IBEBROHERIGIE. TELTSHTEHE (32.0%). ICCEHTI16%
(69.6%) TUTc, 2B EICEROSNICBRIF. TELTSETIFRES (2%8). ICCETIE, FoPIREUEL (11
). BImRERES G8). Bk 28) TUIR




[306 (B8] %2

MEF DI RN TOWEBRE ICHEZZHROSNC [£33,73348 (100%)], MBFEDEHAATRILSHFONTEHEES
RFEABEATHLLKHFONCERTUT
FELATSHEZEER TS URHERBEAB E N T 2R SN > BREF, EF MUY LME (74
(21.2%). 1% (3.0%)]. Bl [12% (36.4%). 7% (21.2%)]. BAUDLAME. fik. ROMER [E5%8
(15.2%). 18 (3.0%)]. FEAKAE MEROWTFDEEME 34 (9.1%). 08 (0%)]. FEALAIMENRE
. RRMEE T 2 —0/SF— BH (88 (24.2%). 6% (18.2%)] TUM. FSURHEZEARTTEL
TS HEREEBREHANT 3B SN SBRIERERE (48 (12.1%). 118 (33.3%)]. FPEREGES 115
% (45.5%) . 204 (60.6%)]. FHIEZRE (12 (3.0%). 6 (18.2%)]. 5 4% (12.1%). 84 (24.2%)]1.
B (148 (42.4%). 174 (51.5%)]. Bk, Bigsme=E, dEd [£24 6.1%). 5% (15.2%)]. 7=
S—PiEN 14 3.0%). 42 (12.1%)]. B/, BREHRMR, EmE ROEH [E08 (3.0%). 3% (9.1%)]
TUTco

Grade 3L EOBEEER(EMEMEFE D 25 (75.8%) (CEROSNF UTce TELT S HEZEER T2 EICER
HENERE. FOEREGHS 88 (24.2%). 128 (36.4%)]. B (65 (18.2%). 22 (6.1%)]. &+
NUSAIE (58 (15.2%). 14 (3.0%)]. BAUDAME. FPEEAE. ROTH [E28 6.1%). 0%
(0.0%)]. BAUEE [£3% (9.1%)]. U/S—BEIREAUDALNE [E28 6.1%). 3% (9.1%)]1. 8
MEREGHA 28 (6.1%). 4% (12.1%)] TUT,

@LEARE DEES ) DEEER
BERAEE DRES ) DEESSORBESE, FOLTS HEBEAHTI1E (93.9%), PSR HEPE
SKET32% (97.0%) TUK.

OTELTSNIFTSENEDEES ) DEEER

BEREEDOREES ) DBEEBRORRIGIE. TELAT S HERZFEABHTI15% (45.5%). ISR HEEEE
FHT12% (36.4%) TUMe TELT S HEREER C2RULICRD SNICBRIE. TEAKER MERD
B [B38 (9.1%). 0% (0%)]. FPREREAE ME. FH. RUBIUAR [F2%8 (6.1%). 0% (0%)].
ZTOFE 2% (6.1%). 18 (3.0%)] TUf,

@
BRI SHRP N (IR SRICET UCRREF. TELATS HEFEEB T138 (39.4%). TS m+{tZ
FEEFC 208 (60.6%) [CRROOSNF Ufco FBRFEAIE, HmEET (108, 198). 2O 2%, 18). &
Bl (1%, 08) ThY. FBFANEEBRTHIEBREFVTEBAT UL, BERER SHB P IF B
b (BRERKIRS#®30BFT) (CHTUIERERI IS BN HEFEEFD 18 (25RRIKER(L) T,
FEFERFHREETC UL,

OEXREEER
BEBESERORRIGIE. TELT S HEZEEFE 148 (42.4%). TSR+ EZEERF 108 (30.3%)
[CERHOSNF UTce 2BULEICRDONICERIE. TELTS HEFBEEF CBAUHER. K MU D AMMAE. &
OB (B28). TSR HEZEEF ik 28) TUlk.

BREREDEED ) DEERBEEERIE. TELT S HEFEERCT108 (30.3%). PSR HEFEES
T54%8 (15.2%) [CERHSNE LTz, 2BLUEICRO SNIcEBRITMmBIEDHH ) FEBATUT.
TELTSXEFSENEDEES ) OBEREEERETELT S HEFEER T/ (21.2%). PSR
HEFEERFCT1E (3.0%) [CROSNFUfce ROSNIEBRIZITELT S HEFEER CIIRIBHER 2.
BIBRERBRIVE Y IBAE. PEAEKEE E. HERS. X, Bh. 2= HH 2 (§138).
TSERHEFEERF CIIMER (148) TUT.

e
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OIRS5HIEICESEBEER
BEAEORIEICESEAESER
BEEBEDPIEICESEESERDORERISEITELT T HEREABE TS (21.2%). TR +H{EZE
EETO6R (18.2%) TUM. 28 EICROONIEBRIF. TELT S HERZEAB CIIREEREZ 21—
ONF— (248). TSR HEZEAB CIEBHAERES (38) TU
PTFELTSNE TS ERDRSHIEICESTCAEER
TELATSNE S EROBREDIEICESEBEERG. TELT S HERZEEAET1E 3.0%). TR
HEREEEI T 28 (6.1%) [CEROSNFUTce TEALAT S HEZBE AR CROOBNEBRIE. TOEMHE
Y. IRHAARBATH Y. TR HEREABICERD SNIEBRIF. EXENUHOBYFHEY (E18) TURK.
INBIEFINRTGrade 20FERTHY ., TELTSNIE TS EREDEER L EHIBTENE LT,

@RS EPRFICE S EHESR

P IEERGERDIR SN (FPHICE S TEBEER

BEBEDER SR FPRIICE S cBBERORIRIG I T ELT S HEFEERF T298 (87.9%). 73
TRHEFEEREFT318 (93.9%) TUM. 2B EICEROSNIERIE. TELT S HEZEEFTIE.
FOIREURA (108). FABUMEINRE (78). BB RUOBHER (F68). % 48). &
5. B0, ORX, B (B38). RUBRRER. FPIEHAE. Mk, BREES. TEAEEETE X
HHERE=Z1—0NF— (E28). TSURHEREEEAFH T, FOREcES (118). gmsksEEss (8
%), BOUARR (68). BHEAEERE (52). TABUMENFE (48). EH. OAR. BRE REEMRX
(&38). RUBEL. Bll. MEFREAER. HREE. EBEBERK. ik (&28) Tk

P FELTSRIET S RDRSHERN FHRTCE > IcBEER

TELTSRE TS EROBRSERNEPRICE S ICBAEBRORRINSETELT S HEREAF T224
(66.7%). TSERHEZEERT24% (72.7%) TUIZ, 2B EICRDSNICBRIE. TELTS+H1E
FROEF CIIFPIREUES (98). RB (4%). QMBI ROES (F38). MUK, TEEKLEK
. BiREE (F282). ISR HEFEEF CIE. FOIREES (108). BmIRkEES 68). &
H. B RUBEAR (F3%). RUOTRBERZ. R, MEx (F248) TUl.




o 11) =

1) Zhang T, et al. Cancer Immunol Immunother. 2018; 67(7): 1079-1090
2) Dahan R, et al. Cancer Cell. 2015; 28(3): 285-295
3) Liu R, et al. Antibodies 2020; 9(4): 64
4) Ganesan, et al. J Immunol 2012; 189(10): 4981-4988
5) YuR, et al. Future Oncol. 2021; 217(31): 4081-4089
6) HNER : ERHEEZE MR (3025:5K)
7) Shen L, et al. J Clin Oncol. 2022; 40(26): 3065-3076
8) HAER : EREHESNMHEHR (30655R)
9) Xu J, et al. Lancet Oncol. 2023; 24(5): 483-495
10) BAXBKRESZS (R @ NARBEENA RS54 $E34, &RER (2023)
11) NCCN Guidelines : Management of Immunotherapy-Related Toxicities Version 1. 2022
12) BEHEE  EREEREREBRIGY =27 )10 ZYUEE FFHlESEYERES. BT o/RilE
VIERTRSE. BOIUEYEHES. AL, EPEROMOERR) | FHR205647 (SHTEFEIRNE)
13) BEESEE  EERNERESRINEY Z27)0 AT 4 —JVR - I3V VRS (REILERRERE) | F
M18F11H (FR29F6xE)
14) EEFHEE  ERSEREBRNINT = 1 77)U thEMREIRIEREIE (PEMERRIRIVIE) (54 TIVAERST.
SA T)VIEREFILEZ) |, ER18F 118 (FR29F08E)
15) BE4HEE | EEENERERRRININY Z 277 ZIEALH, Fa30567
16) 3EXBRE BRUREKBEZSO) 28N RSAVEREZER | HEAS. 2017; 127(7):1483-1521
17) #pARER  ®iFeE. 2020; 37(4): 526-530
18) EEMEIESVN—b - A — N VEBHEIERBEZEN A RSA VERESR (R | EEMEIE/ >V
IN—h - A — b VEBBRIERBZEN A RS54 2022, BIE (2022)
19) BAADRZ R (R  =EF T v IRA Y MEERICKDADBEEDZEN A RSA Y, HEARDMFER
MESE. 2018; 94(Suppl): 1-11
20) BARERFRZES (1R © BRRZEAA RS5422019, @Iz (2019)
21) BEHEE  EERWEREBIINY Z 1 77)0 SRR (FRIMER) | FH21F58 (HH3F4880E)
22) BEHEEeHRERAEMRN - BAREZ S | BeRBEMRRE2EA A RS54 22013, B, 2013;
28(6): 715-784
23) NCCN Guidelines: Management of Immunotherapy-Related Toxicities Version 1. 2019
24) BEHEE  SREERERSIINY Z 270 2UBEE (RMERMEERE) | 195608 (FR30%6H
ciE)
25) #BAREEHH : HREAE. 2021; 110(8): 1611-1616
26) [F57 - NU—EIREE, T« vy v—ERBZENA RS V] (ERZER (R - ¥5 - NU—ERE,
T4 vy v—EREZENA RS> 2013, BIE (2013)
27) BEREE  EERWERESINEY Z2 70 F#57 - NU—EER (RUENEHREEMS SRR 21—
O/NF—. RN - BREEMESFARMRRN) |, EM219558
28) BEHEE | ERaEREERINY = 1 77)0 MieHI/IWORAMERRR (TTP) |, Em224638 (HHl44F
2ANRE)
29) BABRSBZFREN | MIMSESES K OVRESEEIRMASAEDEZHT, B&, FRICEAT 24/ RS> (2017
FogEIR) . (2018)
30) BEHEHR  MERS. 2020; 51(3): 221-227
31) BRERRFER (R @ &2 EA( R BEIE (2018)
32) HARRRERABRESR. &% 2021; 96(3)
33) Schneider BJ, et al.: J Clin Oncol. 2021; 39: 4073-4126
34) Hayama N, et al.: Respirol Case Rep. 2020; 8(7): e00636

-



58

EE2

35)
36)
37)
38)
39)
40)
41)
42)
43)

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

Cheung VTF, et al.: Best Pract Res Clin Gastroenterol. 2020; 48-49: 101703
EEHEE | EEMO - BEERICET FAEMFTIE. FRFEMUELEBENX (PSC). 20174
HRIERTEY Y — [ REMBCEBERX. F27F1818

MWEER, 3. IgGAREE LMABBREZEA 1 RS>, BE. 2019; 33: 169-210
BE4FHEE | EEEERERRAIINY = 2770 wiEREE., FR18F11H
HARKEZRNE SRKEZEAA RS MERER | BIRRSE. 2019; 123(6): 635-696
BAEMmARRBEERS | SMREEN 1 RS> BiEUV/E (RA) E3mM,. (2019)
Herbaux C, et al.: Blood. 2018; 132(1): 9-16

BOSARSERE DR IS BH R UHEFR
(RFERERVIVEDYEESD)

BUESERSETT
E=D2 X712V XGRS

T105-7114 REEAXEFELT B-E2S
https://beonemedicines.jp/

XEksERERUHEWEhEE

AFALHANAY T A A= 3>AV2I EV2—
X—JL :medinfojp@beonemed.com

54 :0800-919-0351

FATERE  9OBF~178F (L. B, fiH. B hEBH =R




TEBMEESHA

£ MESE MPD-1E/ 7 0—F Uitk FATE A

' T t..bjl_®:|.£6,§ ﬁrgrfg B OURS & L

TEVIMBRA LV. Infusion FRLURT I (GEGFEIRI)RE ﬁ;d;ngﬁﬁ?gf}g%ﬁ

EYBHRNE BIE NABERER  FE —EAEONSZICKIIERTIE

BREERAES A RS4 UHREE

1 ﬁxﬂ;

11 AR, BERHC DI IS TEBEBMRC BT A A LB A+ EH
E ﬂ%ﬁ%h?l’ﬁﬁﬂi@%t‘(\ AEIDERHET) RSN BRI DNTDH
BETHZE, £/ BABERIAICEILS. BENEZTOREKEICAFI OB ER
UEkite+9HEL. ABEE o5 T3,

1.2 FEMEMEENG HOHON FETICESEFHHRESN TVODDO T EER
(B40h. FEOR R &, uﬂ;ﬁx )mﬁ:ﬁ&@‘ﬂ@%ﬂ@%ﬁﬁ@%ﬁﬁ%EE%?%+’7}
(AT L E - BEDROONISEICIEARI DR S5 1EL . BIB KB R
VES |0)?1'—3—$@1E57&5L%’5:ﬁ?<_t0 [8.2.9.1.2.11.1.1 &H]

2. #3 mw%%cgmx%bm\_t)
AFN OB LB BEIE D BEERE D b B

3. HHRR- MK
3.1 MLk

Bisesh FY LTI MiETHE 100mg
RIS A7) | F ALY X~ 7 Gz TR 2) 100mg
RN (12354 70 ) 71/M+wr7z\7k$um 67.6mg LEAFV 172mg

7 T ARKFIY ho—2KH1IY 718 8mg
L-exF //imfz%if‘ﬂ(*um 82mg F)VNAR—=120 20mg

AANLEET-HIRZ BN LD F 2 A == 2N 225 — I EMaE F s SN,

3.2 REN DMK
W% TELTT I HHE 100mg
RN WA~ I OB UID § N PE L]
pH 6.2~6.8
BB A1 (CEB RIS 3 5 H)

RATRT T B RO R

5. EER I RICEHET ZEE

5.1 RAIOFAOMIFFEN B DA RVE RO VI T, 52 (L HRERBHROBIA DR A iEZR
HEAT-FFFE D SR § D MMOHUEPENE S & OBF % 5- 0478 M3, PD-L1JEBIA (TAP) (2 XD 572 B i)
ATRIBEI TS, TAPIZOWT, [17. BB | OIHD P E % HIL A DA Rk ] OV et T4 FR L
72 B O AHI R S E O HRE OB IOV BRI 528 [17.1.1 2]
6. ARUVAE
TINAATT YN RV ATFTF P EDBERICB Tl AL, FALY A~ 7 GRAZFHLIfRZ) ELC, 1
200m g% 33 [ [ B "C6053 A1) CRUIIHHE T %0 ASAAL A HEE BRI SHEE L 7o BUA VI BRAS BB £ A T+ FFFE O Lt i
ggt;{% ﬁﬁg%ﬁi@& 54 5L TED B ML G- O DA VEDTEUFTd UL, 2100 H DL FEO# 5-I [#]1230
THHiTE 5o

7. RERVARICEHEY 58

[Kaa | 30700AMX00073000 | [Hefiildik] 2025450 |
[repma]  2025%7H | [HACEERERGG R 5 | 874291 |
RITE I [
Infusion | Grade 20¥58 A ERIES D
reaction ‘Grade 1D FIZRIEL 2285401, 5% 5- U2 50%
WL TS HH 2o IR SIS, T B8
DRI AT %o
Grade 3V LO%r AAVEHIES %o
I 4L | Grade 30354 Grade 1LLFIZIE$ AT AR Z KIS 5,
OEEH | Grade 403 F5EPEDGrade 3034 AAE T S

% : GradeldNCI-CTCAE (Common Terminology Criteria for Adverse Events) v40lZ#:L %,

TELD) B BE AR A B G- DY Bl R A AR G2 B 9 B 28 B BB AR VE SR O85BS
H12R LIS Grade 1L FIZIIEL 2236 LRI B P VE il & 7L R = m AR Cl10mg/ HAH
BT L2 LR CE7e v B Al 1 5 A R T B2

8. BEEARANEE
8.1 AAIDTHITIEVEILAE LD BEE DTS FUM A § 2L DI LR B D DL LA
5o BB 1A T S DERO SN B, M OG5 SUSI L B RITER D% Bl Z 1L 88 285 %
W27 2 M EE D S R - & BRI (AR ALS B 21213 R ER K B Jr:we/ﬁumx'v%?%% T HIE,E7z,
AL G T RICTIERRIEN DD SN AN B HO T AH G4 T HOBIEE T MATHITE, 8.2 M
i K8 7058 1AL B L7380 % 0T IR (LB AL, PR B 3 D5k 52 ) o>l I O 5 X i e o0 2 i 26, 1
2% TSR A S T BN L C B ERC T L~ — 7 — OB A M 5ok [12,0.12, 1111 2] 8.3
AN, IFBRRERE S BT 220500 OB T LA 20 C AH R - BT R O 5 R P e W SRR
T BB OREL T BT 528, [1112 2 8.4 Ll 2%, LB 9 038 N BT EA3d AT, g, CK E
BRI A B L oL g B e i N [11 8.5 M4 hs DA EN B HDT I, ﬁmr
5 EET% )] JTm_E:o[llllZ ! THED B EDLNDIEDBHHDT, FHIIKT IR
# (11.113 2] 87 qll)\ﬂzk{%%ﬂlérién‘F%?F%HE[’%%T&UN“
: wb:nz.,_ara 35T AH) mszz«mzwnmw L30T e LS 2 i B A A (TSH,
JEMET3, B E T4, ACTH, It =DV T~ — VO E) 2 F i3 o2k 7o, L TIIB U CHEMRALF O FEid % 18
$HIE 11151117 BH] 8.8 VEHHIADHHbNAZED HAHOT, 18, ol B 5 OSER O FEBIR Ak
D LS AL (1118 B 8.9 FRikAHLbNAIEN LD T, FHREHA % & WIINIT,
BHEOREE MBS 528 11110 BH]

9. BENHREFIHEEICEHIHEE

9.1 AHHE-MEEZDH2B%E 9.1.1 HCRERBOAHITBMNE LK IBRMEOEC REREDREE
DHBEE SEREORIEIN B UINET 2 B2 N9 5, 9.1.2 BEMMABO®2BE I ZORERE
DHBEE MEVENIE BT UIRET 52BN 5, (12,82, 1111 2] 9.1.3 East5HERE (S metiia
BHEEEST) DHDEBE A O G IO FERIAH 0 I SO UL ﬂfﬁirﬁ%ﬁﬂ;ﬁ%mf
H5, 9.1.4 FEROBERIBEEEH §DBE MMEIET 2B D5, (11118 1] 9.4 £IERELAH 5%
T B W BEPE D % VRIS, AA B - S OV BB - 1540 H NS B3\ CREAE 5 %0 %ﬁ&vﬁmamﬂz
ZOWCHHT 528, [95 ] 9.5 $H18 MLk JUIAEIRL T2 1 BEVEO S B L PEICIE, i oA welk ) ek
PR LIl DLW SIUDI DRI G55 28 Al AV AR A P BRIE FE L C S TR~ 7 A
WZHIPDAGUASUIHIPD-LIFUARE B -3 DL i SN AT LD ST 0D IE S IEUR PO LI
FHAMOB G IR L O A JUE T W eSS 50 72, MG RHMED BIG AT T 22858
ST %, [94B1H] 9.6 IR 169 EOATAEVE L OBERL A 8O A1 342 Z IR L FEFLOMBUL T IR 2 B
B EAHN DL THANOBIFIIM T 57— 2137075 ENgGIRILHHICRITT A2E 0 KK EITT 5
WREMED B %o 9.7 INREF NSFEN R LR BRI I L T,

11. BHER

OBV HHDNDLZENBHLOTBREL T ATV, FEATRDO SN G GA k3 A7 Ed b %
5&‘3&117_&111 BEALENER 11.1.1 BEMMRR (17%) [12,82,912 Z] 11.1.2 FAL, FH%EERE.
% WA GEEEARB) . AST, ALT. p-GTP, ALP, )V 450 F R A2 PE IR RERE 5 (28%) 55 (0.7%) A b
BHTEN DD, [83 BHE] 11.1.3 shEPER BIBFERMARE (Toxic Epidermal Necrolysis : TEN) (BHEEANH) | B RE4E
RBRJENREF (Stevens-JohnsonfEMREF) CHIEA) . STAALBE LA 11.1.4 KBBK (16%) ./ IMBR (0.3%) «
BHEDOTHI(14%) %ﬁ?%?’ﬁﬁ DI IS5 DEIR D S5 Bl ARH) mﬁszﬂﬂhfté%‘@@@]w&
EA2179ZE, 11.1.5 FIRBREAEREE HLRIRAR AELC T (0.2%) DRI BERE TSR CHIEASH) | FRURIR 98 (5
AN SEDOHURB B AR E 705 S DN AL 6, [87 ] 11.1.6 BIBHEAEREE WIEHAEA 4 (0.7%) S 0H|
TR S HDNDLIE D DD, [87 ] 11.1.7 FEAEWEEREE % BUEAW), T RARIEI T E
(03%) 50> T BARERERR 3B HHONL LD D D, [87 T 11.1.8 1EIFEERTR 1AM R (8 1 BB w2 &
) (05%) 2% S EIRFFVE N7 SR =Y RCH B BEND B %o IRERIE D BN 7= 512 AR 0¥ 5%

AABEGLDRIE AL 2T 6123, P REBH AR ORI Z T 5L UL A 2 A S BAI DS S DM AR R, [88 ZIR) 11.1.9 R (FUEAN) 11.1.10 BEE B14
e R B ] (0.7%>‘$§E%H%%H/§(£ZT#E) Eﬁsf%ﬁiﬁﬁemExga%%ﬁ?ﬁgéﬁﬁizﬂﬁm:m%ﬁ% 5%3, ’ajlg;]
gttt [Crade 2008 ____ [ Grade L PRI AR AREIET AT | | L e o St g Aom b 0> o, W e L1k

Grade 30 b UMD Grade 20043 s AR T B | EAcL.(86 BIR] 11114 B (07%) 11.1.15 BHEREE ARITE = 0TS — (0.2%) ¥ ) L B

NEBkGE | ASTHLKIIALTSEHERE LI (ULN) O3K5~ | Grade 1B FIZEIES X TAMERIET B0 | | (09%) SEOMRER L HODNA LA DD, 11.1.16 BELMARE SEVE TN CRUBEAI) 75

Witk | OB T LI N ASULNO LR~ 36 LRI CHBEAN) | B BRAE (4.0%) SEBPELFRERIRAME OB A F 0 I A MR E) 5 SN B L
DR 7 6 B, 11.1.17 BARMARZERAE VRESHHIR MEE (0.2%)  MiZER i OELHEARIT) S5 OB IR 1 26000 250 S DTS
ASTHELIZALTASULNDOS 8, IRV | KFlEHIET 5, ZEDB D 11.1.18 ¥R FHIEAW) [914 2] 11.1.19 Infusion reaction (0.5%) Infusion reaction?) il Hit
EHULNOSRER R =8y TBy B\t AT O 5111 5 O O A FHE LD SEVATI HF Ol B ORI TSRS Ak,

VR | Grade 30856 ] Grade IDTCMBAT 53T AAERTET | | 112 ZOfOBHER
B HILIOIE B (Stevens-JohnsondiEfERE) | -SJSUSTENASEDILL S H1214, STS LS TEN 10%2 1 1~10%Am | 1%
LRSI IS (Toxic Epidermal | CEAVSENH LS 2XCRSLRALE | | o0 N (684%) LIS (172%). | ~E7EC A,

Necrolysis : TEN) 235tb 554 Z&, U SERIA (58.4% ). KFFER A (44.7%) . |13 SERHII
“Grade 40Uy ES T /MG (20.9%)
SISHUETEN S #BO SN S5 65 R B LY E 5 R

T)‘}gk Grade 231330456 Grade 1ML FICIIfE S 2 C AHEKIET 2™, e == - SIS

| Grade AX3TH5EDOGrade 3055 & AAEAIES 2o B T L R o )

W%k | Grade ZUKOHA Grade 1D FIITT 25 < AREIETS, | | e WIMBEUHIRRE [P

Grade 4 U3 56PEDOGrade 30454 AA% LT Do e &
% e 1 N 1 5 VAL

HITFRE | Grade 2005 A DI AT 27 63 ASTILSAT). ALP
N DIRIEEHG T 5o T AT e YT Foyram
I G SO PRI P | Grade 1L FLMET SEC JHEIET 57 o e

SHEEPE T EAR IO “Grade 25, FIZIIEL ARV E i Fofek T b Ll i | i 1 P %
o—)Ln] ﬁléfg%/ﬁ\ WETHIUL, B R ARV — W G R E B IO G OIREE | 57
ARG E T TE 2. R TVT I (46.6%) CKHEIIN (20.3%) . 7L | F- M) 2K
R DSOS TS L, TF = 8 (22‘%%) N ﬁ')ﬁl\iﬁ@] (2@20/3) N
TR | Grade 3. LOHS & “Grade DL I 530, AR ENKT B, V7 LRI 22.206), T 1Y 22 (56:8%)
B “Grade 25 ”‘Jﬂj%%%?{ﬁfﬁ@%g’{ ,
HES TV §EL YA L ET L AR . =
TR Al R RS 14,1 SABMEI IR 14.1.1 /A PVERELACE, 14.1.2 HIHC, B FRI L @O NZERUZED
R A OB AL S L e MRS B L A > TODI i, UKL TSRO SN DI AL A T VAR T DL, 142§§§[lnﬂ§25\-*f
S y” o DER 1421 A TR IS ﬁﬁxéﬁ‘z%g)&/v{?}m SHEI. HIG RO 5673 7

BRI | Grade 35LEOH e ‘Grade 1B FISRIBT 23 CAMEIIET &7 | | L AL JEHBIEL2~Bme /mLLS %o Sl 77 20D XS CRAIT 5L, 14227&%@1%%%@1@
eI “Grade 200 FHBL Rl ey IIE S || v aitiisison W Hor, 1423 ﬂamw SRR F I 2B AU, TR SIR G TET
BT ROMIELI G BHCh IS IR | | Rl 22~ S CCRt DN T % =k ARSI RF L3 41oi8 B i S 7 Rror,

_/ ) fu/:x% M_?f Do 14.2.4 FAVRILAHE S LRV, 1425 7I§§|Jlill_ﬁﬁ)ﬁ(7)”k§|]’(‘5?)éo/\47”/‘4:'(7)512211 i%ﬁ‘f%\_ko 14.2.6
LRDSO A I L, MAILOREIL AL, 14.3 FAREROEE 14310 AHOLGIHoTIaA T4 7005— (022013
WSILRE | Grade 3Bh U M7 SR —3 A% RO & | -Grade 1L FIChIBs 53T ARENISET 2, | | 022um) BRI T 528, 14.3.2 [ G741 > 2L T FAZ DR 5 L2 2E, 1433 #5487
-Grade 2D FIZHBEL A v AU fEpcayha— | | BICRGHTA V27T 7vad 528,
wﬂﬁgg%ﬁﬁﬁ\%%wmmﬁ;ﬁ:ym—w& 15. ZOMDEE
ELjWﬁ;fmgw Lo, 15.1 Eﬁﬁﬁik%vﬂ‘sﬁ 15.1.1 S B (LT O B AL IR A7 AT T3 0 O R T L
i Li L% HEA G In S IAHABE (BGB-ASLT-3026480) 1 ML K E D2 A DI AT r%s

TERERE | MGG 2L T =Y AULN ISR =274 D155 | Grade 121 IS 25T AR AR AREET B, ogtt] J:Bi XENS‘&:L%I JE[) S5 T AER (BGB-A317-306:45%) 12 BT, 2 32/22141*

[ B3N T E T84 (1245#%)&0‘66’30 1*(22.0%) 12 %IL‘?“XI/‘)ZV7FW7§“.’-{N>%*L\1/221@“(04%)&01 30001 (0.3%) 1 ZHTF A
gﬁgz—fffiﬁummm—zwmsﬁ%ﬂ AHAZPIET Do g}z&;’#@g{%&@gg&m—fxwz77m%&kum&iﬁrwmﬂﬂ%l EHIELTARRI oML
SRS & PR T A7) o R B . e .

Ufi% | Grade 2D\ ¥y RA IS By *fib’)_x\vytﬁ@;&(kmlﬁjif’i 'q~éﬂf:,§!iﬁ_®')h;}“;;<74y@%n%xljng7?@W@‘&HE%’H%?}%W7)>ox

BERLE | Grade 20855 Grade LD\ Pl BEC AMERET 57 S LIt R el B HE R R
Grade 3P EO% & AT 2o prre— -

Bk | Grade 30WRDH G Grade 1B FIIES B3 C ARG 510, | | WHEBIRCL,

“Grade 3D EOIMiH 77— U3 SO &
Grade 40555 FAZTIES %o B ) % AR WA TR | RUI T BoE

Infusion | Grade 1085f KIDB L, T IR ORI T o 22. a1k
reaction G- A R B0%IRE S o 10mL[15 7V]

O MIIBFRNE IR BT XHBRERUELE DY 20254E7 IR (452K0)
F BFRXDBETICTBELIZS N, AFLANAYTAR=2a YAV AT MV H—

E-DY XTF1 o X8RS
T105-7114 RRIEXRHELIT B E2S
https://beonemedicines.jp/

X—JL :medinfojp@beonemed.com
5% :0800-919-0351
AT OBE~176F (£, B A BHARERZHRO



i BeOne

BUSIRFET
E=D2 X712 XGRS

T105-7114 RREAX RFBLT HS&E2S
https://beonemedicines.jp/

NatEREROEVEDEE

AFLANA YT R—=2 32V 82—
X—JL :medinfojp@beonemed.com
E5E:0800-919-0351

RATEFE  9OBF~178F (L. B. B BEHAREAZHR)

0625-TEV-PRC-080
20254 6 BiiE]



