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W5 HERE NNV F410mg/kgE 2BRRET. 1 BN TRRNES+7+3F ~ 75mgz1 820

ROrRS(6BE1YA7)L)
WEREE : AZF=T50mgZ 181 EROK S (4B-EKRSE. 2BRNKE)

EFEHFESEIAESER (B9991001 5ER) S EREIE"

HEBRTYr Lisx. ERIEE. BIERIL. FFER. W1T 2B R MAEHER

R TSFFREZESO—REZEET LAYV IE VI AT SF U RIS LY IEV+AIVR T SF V)T T #
[CERBEITHERD SN T VIR UIBRABEIR BFTEAT X FERAE I DR ES_ERZEERL A RE 7004

’E575E HEREE N\ FTF®10mg/kg 7z 2 BEERE T, 1HRENT TEIRNR S+ XINIR—7 17777 (BSC)
XHREE 1 BSCER
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(1)infusion reaction

o7 FI4TF VK. BB BE, FIREEZEZZSTinfusion reactionh*HS5HN2TENBY
F, BARRERICBVT., (FEAEDInfusion reactionFHIEIRSHICHEKELTWVWE T, 2B
Llff%@?x%ﬁ#(uaibbﬂ%c_é:%aﬁé@'@ FJ?(&U?%&@EE?%‘I’%(J_5t§:'élv_{"4j(73‘IEHE‘Q"
BECTEEDREBZTHICHREULTLES

ONRUYFADIRS(F. EE Dinfusion reactionlZfEZ T, BRIFICTHBHISDTE2EH%E
7ol ETHIBLTL TV

einfusion reactionZ& BB 316, IRSRIICIMERAIZ VA, BHAERBRISFDRSZT>TLE
=LY

O REZEFOIIZEICIE, Grade [TV TNARY FA DR SREDRIR, i, 5P IEZEENT D
EHRIC, BYIRLEZITOTLEE V(17 R—=ITE | ZSER)

S

HERIZVEIRU 7 ERF S/ I T ORHEEICDNT Y

BIREERCHOVTIE, R FACDIRSRICKIEIT D EN HDinfusion reactionzZE ST 2EHT.
INRUFFOREHIC, MEAIZ VA BRAERRISEDRSZTVEUC, BRBRICHITDEIREDEGE.
LIFD@D T,

EFRHFEISE IR CHIREZEMAREUIC, NNV FFDOERSDHZ0~60DRIICHERIZVEIRU 7 ERNPZ/
(EMR100070-003:15%) T ERREELTIRE U,

- BHREDABE, SHDFEFEN A NS4 VICRDETEY)ICHETREE U,
* 1 VTTVERSIVREIR25~50mgRUT NP S/ T1650mg DEIRPIR S X EREORORSELE

EFRHFEIFE DA CAIREZEMREUIC, NNV TFAODERESDH30~60DFICHERYZVEIRO7 2P Z/
(B9991 003E5R) T ERREE U TRE U,
- AHREDONS &, SHIEORELERU A RS VICRDEHEHITaEE U,
% YJIVERSIVIEIIR25~50mgRUT R P/ T1500~650mg DEIRMER S EAEOROKXS
B

EFE R RS MBI ER - (ORI —)VETRD FRE A NAE Uz, NRUFFEDERSDH30~609FIICIIERI = VE|

(B9991001 XE%) ROTFErTFE/ Tz ERESERELTIRS U,

- (FORI—IVHETR) AR EENBE U, \RUYFACODHRE1@EH,S4OBFTIHIESOH
30~60NRICHMERIZVRIRU 7 BN/ D RS ERE L TR S Ulc, SEBELFEORIZE
(&, BIERSETICERBUEDEAICHESKIG] DERNUOEEE RS UICRARIHIRCRVLETR
Oy

- BIRBEONSF. SHIGOIEER AN ONA RS A VICEDEHEEgEE U2,

*1 I TIVERSZIVEREIE25~50mg R U7 P =/ T71>500~650mg DEIRMNFR S X EEEOROERS

BE
*¥2  ERLVIVFIRTOARDLERSFATET B,

%
EEERER

FH BR TOER ®BE. MEPIROOZES. MEMWFE (O PRER). SEEE, WIREHS

s2h - IREFRR

FRESERICEHSNTLSHIERIERZEN SHEHICHIETL TIEE L,



it

HIRIAR
LB

XL Lk RE EfizEE B
ERF RS IR

BAEIEEER ERSEIEHER
(EMR100070-00355%) (EMR100070-0015%5%) | (EMR100070-0025%5%)

£Grade |Grade 3L E Grade 3LlE| £Grade |[Grade 3LlE Grade 31 E
0

inquion reaction 1961 0 54 0 4034 1161 1161

20 (21.6%) (17.2%) (24.4%) | (07% | (27.5%)
BACHSER | (g 0 (103% 0 Gonh | oo | (rmw 0
B (25% 0 (3.4% 0 o1 0 2% 0
=R (3.3% 0 0 0 G5 0 aoow | O
N 1% 0 0 0 3% 0 0 0
WA AT 1% 0 0 0 2% 0 0 0
WREN 0 0 (3.0% 0 % 0 0 0
1 0 0 0 0 (041259%)) 0 0 0
BB 1% 0 0 0 1% 0 0 0
B (1% 0 0 0 1% 0 0 0
B 0 0 0 0 0% 0 0 0
w0 0 0 0 0% | (1% 0 0
1 BB 0 0 0 0 o i ) 0 0 0

HEREMIFOERICE DS, RIRRFENUDERENUTORECZ K I 2EIERAZLBER S E/EET Dinfusion reaction&EUTEST Uz,

- ZWICEE T Binfusion reaction : MedDRA(ICHEBREREMAZEE) EAEDEAICHIRIG] [EWEEE]. [7F 7«5+ —kit]. BHIEIXIE
[MESBEAE](CHL. RRANERERSEAHGERAR ST EE)FREOER(LERFEDER)

- FERICBE T Binfusion reaction | HIFEN S EBREDERMNIRS EEHED HDHIRR AEIRDMedDRAEARSED [FEL] . [T, [H41]. [MEMmE].
[CPIREEE]. [RIR]). [E550R ). (IR INOTEMRZCZEL. RREANERERSCAB(ERNRSDNEE) T ZENS2HLAICEERULIEER

BAVENCIO

avelumab iecton
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HREER
FERE

(B9991001 EK.%%)

FRE8_ERZEE

EFFHESEMAREER
(B9991001:5) : BAA2BREEE

NN F A +BSCH AT G
(N=344) L=t

. . . | | |

infusion reaction 244" Gy 6o oy 0

s 354 341 561

AENCHSRIS (10.2%) (0.9%) (13.9%) 0
2151 35

B (6.1%) 0 (8.3%) 0
158 461

b (44%) 0 (11.1%) 0

i o 0 0 0

B (03.{9“({@ 0 0 0

EME 0.3% ° ° °

O HRAEX
WRESE B EiiaE
R El ST ERLASIERR
(B999100355%) (B99910035%) : BAAL EEER
NRYFAC+TPFIF = IEE NRYFAC+TPFIFZTH
(N=434) (N=33)

o . . 1126 761 136 161

infusion reaction 2{& (25.8%) (1.6%) (39.4%) (3.0%)

e 51p] 66 9 16

AENCHSRIS (11.8%) (1.4%) (27.3%) (3.0%)
4151 161 161

B (9.4%) (0.2%) (3.0%) 0
186 341

s (4.1%) 0 (9.1%) 0

i 23% 0 ° °

BE (5%) 0 0 0

R (03_?!%) 0 0 0

) 261

AL (0.5%) 0 0 0

B <o1.g9%>) 0 0 0

*infusion reaction MESTHAIC DV T, BIRESEDIE(13—V) B8R,
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infusion reaction DYICIFEIRFIE (2S5 DEEI) .
=]
XL LiRREEE ERzE ERzE 14
ERSHEISIIERER EYVETHERER ERSIERER g
(EMR100070-0035%ER) (EMR100070-0015£ER) ' (EMR100070-00251E#) =
J¥—bA(n=88) . /¥—kB(n=29) n=1,650 n=40
() (1) (1)
20 400 20
300 15 o
X
200 10
B B
TR
B2
100 5 1t BF
i1
0 0 0 0 B
0 0 0 0 ﬁ %
/5 B85 B85 B5 £5 B B BS BS5 85 B5 B5 B5 $#5 #5
108 2E8E 3EE 4@ SEELL 108 288 3EE 40H SEEML 108 288 3EE 4@E SEELE HjEc
J¥—NA(n=88) J¥—IB(n=29) £
Bl Grade 1,2 B Grade 1,2 MW Grade 1,2 W Grade 1,2 &=
Grade 3L k£ Grade 3k Grade 3Lk Grade 3Lk E
D
BSEMTE DR SHIMICH T BNEREHMETY . %
* 1 ESEHERER(EMR100070-001 HER) Tld. SBEBED & WURIEENRES Nz,
FEEERARFER(CH UL Tinfusion reactionZRE UTc—EEDMER TlE. AFIREDO—EhM I3RS %
REDS50%DBENTHNE U, TR, —IFHM N (FIRSEEDREZIT >V NOREHRIC g;?%

BV TH. BEEHI(Cinfusion reaction®@ENROSNE UL, Ffe. LEEOERNEIBE R B
(EMR100070-002588) R U EKHERFEZEIEE S (EMR100070-0035ER) [CHWT. HEREARIRI(C =
infusion reactionZ@ MO FHIREUIZERI A ERHOSN, 2EFIBUESF2.5%. SEIFEIRUTEHR &
0.6% U,

—

E

FraEk:

BAVENCI
BAVENCIO o



infusion reaction DYIEIFEIRFIZ (&S EEEI)

RIS _LRZfE
EFFHEESEIEEER (B999100158%) n=344

CEOSH@ = —

(1)
60

~
9/4!\‘)
o

40 —

NCHEETS
S\,

20

o

2 0

0 — 0 .
B5 ®B5 ®’5 ®’5 ®B5

1@8 2E8 3@E 408 S5EBEM E

3.
=
A
~N
*
&l
1
]
&

B BRALS BAEA

B9991001HERT. 2201(6.4%) [CHBWVWTESZEEDS0% L FDOFENMTTHNF U (RREGRZRD
BRWHIZEST), £FTinfusion reaction®EEHEEH SN, OIEFX COEARO P REE1.08 (&HFE :
1.0~85.0H) U=,

4.
Q
&
A OHRAEE
infusion reaction DYIEIFEIRFIE (IS EEHI)
B e

. EFEFESE Az ER (B999 100351 5%) n=434

100
5.
&l
1 80 ES
B

60

40

29
6. 20
&
: -
0 0 ! [ 5 .
Bs5 s B’s5 /5 w5
18 288 38 4B sEELLE
M £Grade

7.
%g B9991003: B8 T4141(9.4%) LB VT, BEFEDS0BU LD R ENTTHONE U, £6IT
% infusion reactionEIENERH SN, O1fEF COEABODPREF1.0H(EH : 1.0~42.0H) LIz,



FOp Y
infusion reaction DEUER IEIRDERZ+ 21TV BEDZBHOSNIEHEICE. LTZESE(C, @Y
ME%??’)Z-<TC“ZSL\O

=
=4
c
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=
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o
=

&
=]

B9991003:5R(CH(FBinfusion reactionDIERICKH T DNRNYF A DR SHRE EHBEBINDIIBE }la%

S
e NRYFA D SHRER ' HESNBILE
AR F A DS EEES0%IC CERDEET BETARYRDZ L CRERRET 3,
EEU BEHROSIURVNMES
BEC—BMORM: = ICEERT B,
BODMZE IR ;8 3
BEESREL, *
SIRUTTEPHTS TN | RO,
- - — MR R F DR ED SBEEDH)
e SUESE LA Grade 11CEELIEERT. 50% BSOS i B
EREE TSN DR SEETIRS EERL. Bk HIRBEBNE, VTV RS S VIEBIE5~ T
BRG] IERIS VAL TN PR T SOmg#E (R ZNEFEDED) B
NSAIDs. FREEIEFEAL &8 HB B AR, S -F Y VIERIES0mgEs T {c BF
IRAESR) [CIFE P DT (XFZNEAEDHD) %%
595 24BALUADTF -NSAID. 4 7707 1600mg(R &2 NnEmE 5
BAHIREEET D, DHD) xN=E
-Meperidine12.5~50mg&sE*
SVFIARTOAR EROTVFYYINTETZ *
FILFRUDL100~500mgassE (L FZNeE B
AZDHD) 4
B IR ol
SFERDOET 2FETNYRDZ X TEELEHET D, J;%
2
Grade 3¥ (3 Grade 4 BESICN\RYFAODREEPIE AEBRBIRKDREZERIBL. RITRIBEDDIHD vl
L. B F1— T EBENSR, — DB UL FERDBEEIT S,
Grade 3 EE(fl: fEIR  IYAVASYE S Rt - v - o ftu== Al - SR
f:m’% CLUAOETER | LB NARYF A ER ST - BERA A
EIFEOREDRIEICU BSEL, SRR }H%
TERPDICRIGLIEW); — “ITE%7U>0.01mg/kg(1: 10007 IR 3 #. e
EWELCHARET D it Tmg/mL) ZHRPES (RARSE(30.5mgs Ae
FIECLIAREET B, 33) 2
Grade 4:£@mZ&NT; HRERBNE, YU VERS S U IEmMIE25~ -
RRNBEZERT o 50mMgasE (X ZNEBEDDHD)
SEGENE SFYUIERIES0MgEE T
(XFZNEAZEDHD) &l
- JLVFIRTOAR, EROVFVYINTBIR =
F L F U L100~500mg 88 (R (EZ Ne e
BAZEDHD) &
SERDEETIERTNYRDZFETEESERRT . =

ERSEROHBC OV TR R EESB S

*1 : ERFRAR

infusion reaction(CKW/\RUF FHC DI SEEZF D HEUIZIES . ZDEDOMWIHFIZEKRREBRICBVWTIUTOEITY, T

- AU AL AR, IRA IR A SR DB R £
Z DBOTRTOREFLS RIS TEN, @

- AR RS _L R8T HIL PR AR DI AR s
(FORI—ILHETRN) Z DBDT N T OIS 5THR I8 5% TR, &
(FOD—IUEEET#) T DR ODZSFHEFTHRUIIRSRE TEfE. ROHBSEICHSWTinfusion reactioni'#S1UEVEE(E, EREROHIKICT, 2D =
BICTORSEEICRT &N T B,

Grade 2®Minfusion reaction(Cx 9 2EINLE :

FRICEHDUE BETEEZED ITHRT DUBEESD) DRIEEICHEDEILBHULEVGrade 2Minfusion reactionh"s3$HSNICIBE. JIVFIRT

OARCEBABEZEL, DL NN F A DR 5EEELAVT 2TV, RO SE (258#) T3, AIEECH, SSEBAEENZ S, 5530

BEREEEA T FOVIVICEET BT EEERLET. BIBRETLEVEETHNICRSLRN T, iy

Grade 3XIEGrade 4Minfusion reaction(CX 9 2ENIME : ;‘%

TERITSU T, BIRNER. SBER. a@z?u&)\ SEZER, TERTUY, fERII VAL BIBRERILEVAIDRSEF TSV, Ffz. R BR

e 2E TEE TR RERL T T eS

$E*}é.‘t7JE%Kﬁ‘é%a*ﬁﬁ%'l&@%ﬁﬁﬂ@%&iﬁ%tbf: B99910035 B COFFF T DR S5HEIIF.
IFRTDGradedinfusion reactionlCHLT. A—RAE TRSZE#ELE L.

BAVENCI
BAVENCIO o
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B9991003:ERICH VT, BN EDRRERHNESE TRV infusion reactionZFHIBUSER D#F@EZE T

. BALET.
/Y
‘;5;;4 60X % infusion reaction(Grade 2)
L% BRSO

Fi% - FE  \RYFZ® 10mg/kg 2BERERERS. 7+2F =7 5mg 1820ROKS
SHEE/BRERE | 1B MEEARMERR R, B, 2BUEIRIR. BIETR. MER
BEERE | NARHEOA (R BHE)

3.
x
=
=X
~ 10 1 5 10 15 20 25 30
=% | I8 g | L | | | g
'E—IJ Day [ )7 il 1 1 1 1 1 g
|
&
yi Dafy 1 1 pay 15 588 CO®) Day 29 1

NRYFF® . 1553121 STl (IAZ) CENRE

g5y FAEE280MU/E) GEAREE280mL/BE) 140mL/B%)
LIR%. 3% SH

4.
5 TEYF=T
A B5R

SRR infusion reaction(Grade 2.Day 15) e Ei{E(Day 15) (Day 29L4F%.

= (#5857 (Grade 2). %#k(Grade 1)) (Day 15) infusion reaction DEFEEAH ST
5.
%IEJ WE-HEE ABz(Day 15) e—e 3Rz (Day 16)
H

:.L\% T eROJILFYUI OOmg B,
a7 JOILTTZSIUI LA VEHE10mgh#E (Day 15)
XN FACDinfusion reaction|CH I BRIHREEL TP NS/ T711000mgR RS, 70V 7T =530 10mgsgF RS

6.
&
=z
7.
&
=
X
[



infusion reaction

B A I K

BeK-4H” HasE a0
EexX” X2 EH R

KIS i IS 1=

s gttt gl

RS e A O

b S T O

—RiEE K

(=)}
=

BAVENCIO
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G N

H
o

(2) SRR

ONRYFACICKIEBEMMEZRNHSHON, FLICELEFDHESNTVET,

o FE, BRI, RUIN. WIREZ., MREFEOERNHSONIIHZEICIE. BEEISELHITEBT DX
SERBICHIALTLEE W

o B iR MEEZREIFIE (SpO2). MEBXIFIRE. MEICINUTREBCTIRE. MEVY—H—RBEFZXMHEL
TLETVQ2IR—=ITERIEMEEDEZ/DIcHDTO—Fv—hZSE),

BOROSNIBEICE NRYF A DRE, F5PIEZRF T D EH(C, WIRBEFIESLERE
L. mU%FiET\)IﬂE/ﬁ']@?x‘—t‘r%@ﬁ@ﬁk%’&ﬁ?((hc_ W (24 R—ITHLE ZS8R).

59

FLERIER”

FI R BUIN FIREE. 524X 05, FS. MRS

S - REAR

J:EB@%%TU(@(&D‘ [FREDOEHZEZPEME (KICRES) DERZRRR. dHFbZHTHEEL T
TV BEERDZ U< TH. BRENEIRMEZREFNEDE T, HcREERERE PRKITE A RDON

%iﬁé\ RERBOERNNDHIET

MBICHUT, MRIRE [FR5E. CRP. BMEMAERERD /N1 4~ —71— (KL-6. SP-A, SP-D) %], BIRIRE (ST

X#R. BIBRCT). B2 ARt # (BAL FZEML. [BHRERGUL 2L TIIEE L,

REETICRDU Y NEEPEEMRE ZE2T2XEREELDEZEI2HEGOHIET, BE. IFIREE

BRELHED L ORONTHIBLTLZE W,




ZREREZEOZMOLHDTO—Fvr—h

, 1S5 1g5cp SRS ,
.
TR - BEPIR
X (R(C82HE), N -
IPIRERE - 58 - SPODIET -
Bl E DERER
7 BB XIREE e
St i BIECT (HRCT) > BT
SEOZ' XEREEES BN - WD&;?:'E'
RS DR 52 SPODIET o e
B = DEEEY s 7 , f Be,
WX T = KL-6, SP-A. SP-D, DLST
BEBCT (HRCT) WEBX R EE i ->-%§u'|&tam[<$§
BIEBCT (HRCT) Rl &ﬁ[;ﬂ'ﬂs’]érht) e ]
KL-6 (SP-A, SP-D K
( | | KL6(SP-A, SPD) | B-D TILH NS
HA MXAODA L AFUR BREDBEL
[r5%]
BEEK - 155 - DNARE
PSR - 1535 - DNARE
—1—EVAFADNARE
J

SRNGAIES

FREFIEFEES D20 -8

BOFSIEFE2MEMEZER 1R - B  FAIEFES D528 -6

BOFSIETFE2R AT rAHIbLE2—11:2018
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R
L5

XL LBk RE

EFRLEFIHEEER
(EMR100070-003 &%)

IN\—hA 886l

IN—KB 296

B EIEE
(EMR100070-001 i#5%)

E|SESLER
(EMR100070-002:#5%)

caae T
mEewRR 25 | (T 0 0 0 G0 | 0 0 0
st (1% 0 0 0 A% 0 0
BRI 0 0 0 0 N LN 0 0
e 0 0 0 0 0% | (019 0 0
B EEIAEEER (EMR100070-001 5888) ICH WV T, AFEDRERBEFHRAEE CERWVIETHIA 24IIC5BHHN

FUIL(REDESTRRBN LB XFFEILKS 31 BRIC. ST RALZHIREU 1 HIZZT).

HREER
FERE

FRE8_ERZE
EFF R FMAAEER
(B9991001 5R)

NRYF A +BSCE
(N=344)

FRES L RZIE
EFFHESE AR
(B999100155) : HFA£REEH

NRYFF*+BSCE
(N=36)

PR ®,

sqa

MEEBEREH | 00 (oo 0 0 . 0 0 0
B con | 0 0 0 (25% 0 0 0
CErT 0.9% 0 0 0 o 0 0 0




OHRAEE
B SHIaE
B R ERARETEHR
(B9991003515%) (B9991003: %) : BFA 2 EEKH
NRYFF+PFIF I WER: AZFZJEE NRYFF+TPFIFZIEH WE:AZFZJE
(N=434) (N=439) (N=33) (N=34)
84 T 18]
MEEWEE 26 0 (oo (3.0%)
N 48}
Pl (0.9%) 0 0 0 0 0 0 0
261 19
R . 0 0 0 (3.0%) 0 0 0
s T
HREZR (0.2%) 0 0 0 0 0 0 0
- 151 T
mEt (0.2%) (0.2%) 0 0 0 0 0 0

MEIREOR. HRIBAHE

FRRIKTDESTF. 8

REEEFOERICE DS, BRERSMIGH (18E) hoREER5308EH2VIFRDFEANE

BERBBEIEOVINHDS5,

BOVESHBICRRUICEIER (AR EOERBRISE CTRVASER) EES U,

FEIRBSHA
@ A"

Bk

X)L )L R
EREESIEER

(EMR100070-0035158)

FEIRBIEL/ BIER R B 1At R FETR A, R IR{E (SEEE)

AN %£Grade(1/88) 1g4

|
~
A | Grade 311 +(0/88)

%£Grade(0/29)

Grade 31+ (0/29)

&z
BAEIHEER

(EMR100070-00152%)

£Grade (30/1,650) 83.5(1-470)

Grade 3BLE(10/1,650) «221-183)

PRES_EFZRE
ERHEESNERER
(B999100155%)

%©Grade(12/344) '14.0.7 (46.2-567.7)

Grade 31 E(1/344)

*1 ! FEIRIIRS0BRFTICHRIRLIC

Ot AEE"
HE
Bl

EREESEIE R
(B99910035 %)

- _ - [ [ [ [
BIFRICOWVWTESTUIZ. 0 200 300 400 500 600(8)

FEIRBIEL/ BIER RIEE AR B FEIRI R  choR{E (SEE)

2£Grade(3/434) 111(83-261)

Grade 31 £ (0/434)

*2 D BRIICHEUCER
RERNEDESTER
HIRRA7ZHB L.

. N [ [ [ [
(104R—Y : HESR) ICEDTE, 200 300 400 500

(rAE) ZHEL. CNSBRICHITD

100 600(8)
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©

PO Uy

BB SRR ZEREDIERD BSDNCBE(CIF. [FRGEFIEFSOEEL EZ PN (CHEDRBEDERIZT
TLIEEWV, BEMMERREHIMENDHEICE. FRZSE(C MEICNUTCRIBRENLEVADRSS
DBEVFNEZT TS,

B9991001 R KU BI9991003 HERICH 1F 3 R ERIED ik DIEKRICIT B

NRVFA DRGSR EIEE

NCI-CTCAE v4.0

) % D_ﬁ\\ %
Grade HOEE T+ 7y e
NRUFFCDREEZET D, MR EB BT EIEHET B,
« 2. 3T EICIERZERRYT B, B ERBOHEH S, Grade 2X [EGrade
c ERER U REMEEZBOTREMEIC DL $5 T B,
ErrnL: mrmey R R 3/4DFERELTHIST B
FIRBREDH ; BEE = e
C:ay~ A
NF SIS B T
* R E N ORREMEREB DT REMIC DT ERN'Grade 1T TFICHELRBE., D

FERD & B ; REEEE
ZEI S FoEIUIHA
DEFEEEENFDOHIR

BRZEXKDD,

- BEEREHEL. AREZERT 3.
-1.0~2.0mg/kg/BOFLR=VOYY

FEFDORBRENLEVEIZEIRST D

- BIIRBRE T DO IMEREENT B
c REXERE. EROXREEZERT 2.

{EHTAANITRIBRETRILEVAIDIR
S58ZERLICHBLICE. NRYTF A DI
57%8BHR7 2,

cBIBRENVEVEIRS 2BBEZICHED

BOHOSNBUVWNIFBEERDEES.
Grade 3/4DBRELTHINT B,

Grade 3N U'Grade 4 I NRUFFODRSEDIET B, +Grade TUTICHELLEZE. Paled
cBEZARSES, 1HANTCEIBRENLVEVEIDORSE

Grade 3: SEDEKRH
»3: BOEUDOEELEE
EEDHIIR ; BREETD
Grade 4 &£@GZEEHT .
ZRNBEEETS (K
EYIRBE)

* FiR B R U RR MR BDTREEIC DN T

BERZXKDD,

+1.0~2.0mg/kg/HOFLRZVOVNIFE

BEDRIBRENLEVEIZERST D,

c BRRAEFHDHTERZENT B,
c [NEXRIRE. EROREZERT 2.

ERRICHET B

cBIBREBNVEVARS48HERICHE

PERHSNBNNIEBILZESBH B E. #
felCRBIHEEI (A >V TUF I T o0
MAT7ER, EIJOTUVEENIEED
J1/—)VBETIFIVE")EENT Do

LEBEADFHBC OV TEESRIANEZSRIZS L,

*1 1 \NYF AR SRICRBEUCRZEEDORERI N U TORBIER (> 7UFI T VORI TPIR, RBJ7 07U EE NF=2T71./—
IWEBEETIFILE)DBWHEREISNTHEST, WITNHRBELN T,

B UIBRTREX [FEB D EMIRZENRELZBI991003HBE TO 7+ F Z T DR SHAHIS. Grade 2~4DEEMMMEERITHLTIFGrade 1T

[CEET 5% CAEL. Grade 20BBEMMERICHUCEE—AETRSZBMAL. Grade 3RV4DBBEMMERICHLTIF 1 LNILBELTERSZH

FRLELZ,



F—ZAUiR—bk

EMR 100070-001EERRICB VT, AFIEDARBIRNEE CTRV AR ZFRIRUES D@ %Z CHENTL
e

60iFX S FhlEx (Grade 3)

[RRE | RIS LR
FiE-BE: \NYUFF® 10mg/kg 2 BEMREEFIRS
SHEE/ BEERE | FhRRAEAE. 1B MR MRAR. ST, SAEIE. BMERR. [/ EAMNE. BREEME. B4R
YIRRAEARAE. REEEIM — 2 —0O/NF —. 59K, 7L I —IUKRTFAE. EEBIRARAE. EARFEREE T
iE. RIS, BIEfBRRE
BIEEE - ARHEOA (R B1). (L2F0A. IETHIREA(LBOME)

10 1 5 10 15 20 25 30
l I¢e ) | | | | | | a |
Day | 2 > T T T T T ”|
NRYFA® TG
BERR 1*7]@?2'—50)3#
" o [, BRI, [FIREE. %?’t(‘f’]yc Day 3)
IR - R Pk ®

(Grade 3.Day 3) Grade 1(C2E& (Day 9) (Hixsee)

AB:(Day 4~9) &
" o MEIEHERERY (Day 4)
BE-HE o KIEBXIR (AHPTER. ChAREF ) 'S RISEALIR) (Day 4)
o CT(REB DA, EEOMBER. IR T UHS RRBALIE) (Day 4)

BRIRALE (Day 4~7) o——Fo
® )\ A /1,250mg/BE#E (Day 4)
I A 2gEHEX20/H o——o

siams (Day 4~7)
s FYURORAYY500mg/BEsE o—o
(Day 6~9)
ST&HEI 182/8 (Day 9) @
()
_ XFIVFURSVOVESE FURZVOVED
BIBRE (Day 619)
HJVE /R 120me/8 pr—
BEPRR mé 40mg/H
(Day 9~22) (Day 22~30)
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ONRYFACICKIERNHSON, FELICESLEFIBHRESNTVET,
o5, HIbE. RE. HER. BHENHOSONBZIENHIFET,

O KRIEEREOICIBEICIE. BEER., FIEERER. HMEVILE VEOMABARE L ERCTEDEBRIRE
ZEITOTLIEELY,

O EENRHOSNIIBEICIE. GradelCIRUTNRY F A DRE, 85 IE =R T HEHIC, ME
(SN THIEBEREFIESEEL. BURLEBEZ{T o> T REEIN (28 R—ITHNE | ZEHR),

58

FLEREER®
B, EERRE. B IHER, B0
S - IREPR®

NEZEZOICBBICF. BER([7IS—E(HEICp7I5—1). UN—TE] FIEEREER (ALT, AST. ALP,
7-GTPE), fEUILE Y EDMARRE VIR CTEDEFIREZT > TLIEE L,

it

FIIAN

@EhHEE
ERHESEIHEEER (EMR100070-0035188). 8515514858k (EMR100070-001 5 8R) R UENSIHEHER
(EMR100070-002788) TIFERHSNTVE B AN, AFEDORRERNPEE TERVERXNBI991001
FER TIE 3P ZNUNDERERELERICH VT 2BIFBHONTNE T,

HREE FRES R
HERE BRI EIS IR

FRES_ERZIE
EFRH RS AR
(B9991001:5R) : BAA2BEEH

INRYF#F°+BSCE# #I8R : BSCB
(N=36) UEEr

(B9991001 &#58)

NAYFA®+BSCE XiR : BSC##
(N=344) (N=345)

361

161

£Grade |Grade 3llE| #£Grade |Grade 3L)U:Grade 3L){J:Grade 3 E
0

Bk 21 0.9%) | (0.3%) 0 9 o 0 o
— 161 11
e oms | om 0 0 0 0 0 0
N 2%
B o0 0 0 0 0 0 0 0




Ot AEE

UOoI1DeaJ UoISNyUI

B E S MAEES B EIS M ER

(B9991003:#5%) (B99910033#5) : HAA2BEEH

NRYFAHTEIFIH|  HWB:RAZFZI# NRYFAHTEIFIE| HWB:RZF=IH F%j
(N=434) (N=439) (N=33) (N=34) }I%
B 20 241 24 141
(0.5%) (0.5%) (o 5%) (0.2%)
w 141 161
BTSRRI 05%) | (05%) 0 0 0 0 0 0
e 141 141
SRSLIER 02%) | (0.2%) 0 0 0 0 0 0
” 24 16
B 0 0 0.5%) | (0.2%) 0 0 0 0

RIBRRDEST I AREMIFOERCEDE, JAREES5REEH (1 HE) NoRKEIIES5308% 52V IFROIRIEERBEHIEOVTNADS S, B
WRHAICRR U BER (BRI CORREMOIEE CETRVETBR) ZEET U,

BB R EZYRELZBI991003HEBRDBRE. SBEEDERCHBINZBRN 261(0.5%) [CRHS
NEUiz. Grade 40’5 BEL) DERN'E 161(0.2%) [CRESNE Uz, F/e. B 5HRHL THICGrade 5
(BELD) DBERD 1 B TERHSNE L,

il
8

1t B
1
N
=
KE

%
[
AENEADTHREIEDHEFER T, ABIEORRBEHRNEE CERVERN 1 HIICREINEL . K
E
5
SRR i
@ B L
—— o —— ;
|
RE5 LR £Grade (3/344) 42.7(42.0-121.1) e
ESHEEIARS e
(8999100158 Grade 31LE(1/344) 427 =
*1 | REIRAIRS908 % F TICHRUBIERIC DWW TEETUIZ. 0 1(‘)@ 2(‘)0 360 460 560 600(H)
. gl
O AR |
&
SEIRpIA D1 PSRN, choR{E (D) E
BitiaE %Grade(2/434) 97 >(77-118)
ER RS IR
(B999100355) Grade 3LLF(2/434) 202078 -
&
%2 BRICHELEER(104%—Y | ESR)CES=. o 100 200 300 200 =00 600(8) &
SEBEOEEES (rAD) ZHEL. CNSSRCHI 2 L%E
RN RSHELL . g
=
1
9__?.2
®
R
i
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B9991001 58K U'B999 1003 EHERICH (I B R ERIEDER DEKICHT S

NRUFFDFRSHEEEIEE

NCI-CTCAE v4.0

Grade tIHADIEE

J40—-7 v HEE

EBRREBRERIAFONDETNARYF
FOZARET B,

iIrAEQ T e ZRIET
%Grade 2¥ [¥Grade
3DERRIVBIR (FEEIX

SIrAED T EEE N BEBR S N2 IB &L 22HAIC
O CEREBEL, \RNUFACDIRSEBR
HERBT D,

CIrAEE B E U B S, Grade 2X (33D
IrAEELTHIRY %,

NNVFAORARET B,

+1.0~2.0mg/kg/HOFLRZVOVNIF
BEEDRIBEENILEVEIZRST .

B ERAEFHDIOTERZENT B,

MBS THIESESREMIEDERZEK
H3,

Grade 2¥ (&
B Grade 3MirAE

}

+Grade TLANICHELURBEG. D1a<ED
THERDTCEIBRENILEVHIORSE
EIRQICHEUIR. N\RYF A DIRE5 %=
BT,

NRUFACDREEDIET B,
+1.0~2.0mg/kg/BOFLR=VOVRF
EEDRIBEENIVEVEZIRST 2,
HIURREFEHDI=HIER BT Do
HLEREFIENERERDH S,

Grade 3DIirAEDBH

}

«Grade T TFICHELRES. 2a<&H
1TABMFCRIBRERILEVEIDRSE
ERLITHET Do

NRUFACDREEDIET B,

-1.0~2.0mg/kg/BOFUR=VOV R4
AEDEBRERILE VAN (G MHORE
HEFE (MBSO T) ZRS5T D,

DR R A THD DR ZENT B.

HLERSPIENERERDB.

}

«Grade T TFICHELRES. Mialsd
1TABMICRIBRERILEVEIDERSE
ERQITHETS 2,

Bl BHETEICHT BRIV
EVHETLUSNDERICKY.
10mg/BXFZn =237
LRy DOUXIEESEDEIBE
BRIVEVEIDESZ128%
HBATUWELETBES

NNV FHCDRSZEPIET D,
BICHUTCHEBEREFIENDERZK
&)éo

12 B EICH=) Grade 2
XIE3DIrAEL G I DI5S

LEEEFOFBCOVWTEFERIMNEBZSRIILEE .

BV REX (FEBE MO BMIEZNREUZBI991003HB TOTFF Z T DIRS5AIF. Grade 2~4DERXRICHULTIF. Grade 1L FICEHEY

BE THEL., Grade 2DEERICHUTIFEI—AE TR S5Z/BAL. Grade 3RV4DERICHUTIFTLUNIVHELTRSZBRALE LI,




infusion reaction
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(4)FF A=, FFEEERRS. AR, BEHEIEER

ONRYFACICKIIEBEREN B SON, FLICESLEFDBESNTVET,

o fFR2, AST(GOT). ALT(GPT). 7-GTP. EUILEVED LR ZH SHTHEEERRS. FFX. BLMEER
RHE5ONBTENHIET,

o EHAMICATFHEERBEZRL. BIRZ T2 (ITIT>TIEE W,

e EENRHONIIZEICE. BtesREFIEX FAFEEFIESEEL T T W,

BB EXRISBEICEIEERLZECL, BEEE CIFBEREMRZECL. B3 0FZERIERDIENC
&Y. RFEMRIEMERER. IgGAREREMBER. ZXRURIEMRERXR (REMEDEEBRICLDBLEBER
ZEZO)CHEEINETT

i<

FRRERIER

(P2, FEERE. FFR)7°Y
LHER (B2 BE. 28). HESER(BRET. BXx. BIL. DBEIRE. IR BEER (B2, BF
B)E

(TE(LMEREEE R )>%0
EH. [FERER. R ER. 25BRRE

228 - IREPRR
FBECBRERDBVEEDH D). ERNRIHEREZRELTIZSV. FFAZ. FIHEEES. FX.
EBILHEBERDRENONDHE(. FEEFIE. HESEEPFIESEE L TEE L,

(FFT2. FFHSEERESE. FFR)”
ASTIENN. ALTIBIIZ DRRIRBEFMERAROSNE T, A2, RS, FRIBEODNDHBSICIEMEORE
(DAVRMERFK. 7))L D—)VIERHRR. BERIET. BRIMAFREESRE)[CKRDODZEMRNTDIcd. FFRDA IV AIREA.
BERESFZRELCTIEI,

(BRI L HAEER) ™

ALP. 7-GTP, EUILE VB L REDBKRREFMENRDOSNE T, BILEBEXIRHONDEG(CFEEESG
REZT TSV, BEBEGIRE ClIE UTORENREGRIRZSRHDIENHIET,

MDIC-CT. WRIRESITIHIEEREER (ERCP) X T HISIEEREEST (MRCP)
» BORKATR. SIEIRFTR. ®ikIR%E, BV SR, ERRE. BEEX
NESBERRENR U CTIRE
= FFABEEDIRR. BBEEDREEX IBEBAREERDDTENBIEFT,

(REREDEEER(rAE)ICKBE(LEEER)®
FRTTVIIRA VIEEZEICKDIAEDOEDELT, EBILEBEXRNHRESNTVET, 1-GTPPALPIREDAB
ERBREMNDITESZE2L. BEESRREICCHNEEEDREREZRH DG, IrAEICLDBIEMEEEXRZER
LTLIZE W IrAEICKRBIEEIEBEXR TRENGEGRMRELL T, FEZFDBRVFNEBEEDRB AR, B
BEEDUFAMIEEZRDDIEN L FABEICIFREZRDHDIENBIRT, Ko, BELERDKRERRE
L. BERBEOCDSRZMETUY/NIRDZEZRHE T, 1IgG4 PRI NIV RUPHE, HEBHTAEIREDIE
PELVNETNTVET,



R

L LY
XL BB E N R & U BB RS IAE (EMR100070-00358) /S— MBICB W T, AFIEDER
BIRN'EE TEBL Grade3 DIBERN' 1 (3.4%) ICBHONF LI,

XL IViaRaE Elfz =
EIS £ ESF IR EANEIEE
(EMR100070-003588) (EMR100070-00158) | (EMR100070-002:58)
£Grade |Grade 3llE| #£Grade |Grade 3LlE| #£Grade |[Grade 3BlE| #£Grade |Grade 3Bk
AL, FFHREEE. 84l 2 24 141 664 3041 141 1461
R 21 (9.1%) (2.3%) (6.9%) (3.4%) (4.0%) (1.8%) (2.5%) (2.5%)
441 141 141 344 84l 141
ASTIEIN (4.5%) 0 (34% | (34%) | (21%) | (05%) | (2.5%) 0
ALTH# 341 141 241 1461 314 341 141 1461
= (3.4%) (1.1%) (6.9%) (3.4%) (1.9%) (0.2%) (2.5%) (2.5%)
161 161 1661 9f
7-GTPiEN (1.1%) (1.1%) 0 0 (1.0%) (0.5%) 0 0
meEuLEY 541 161
sl 0 0 0 0 (0.3%) (0.1%) 0 0
NSYRAT7ZF—E 141 141 0 0 44 241 0 0
I8 (1.1%) (1.1%) (0.2%) (0.1%)
w 45 4%
BEREMATR 0 0 0 0 (0.2%) (0.2%) 0 0
- 45 261
FrRaia(s 0 0 0 0 (©9%) © 1% 0 0
24 141
HFERLER 0 0 0 0 (0.1%) (0.1%) 0 0
| 141 141
SHFRE 0 0 0 0 ©0.1%) (0.1%) 0 0
< 141 141
R 0 0 0 0 (0.1%) (0.1%) 0 0
" 141
FrgsERS (1 1% 0 0 0 0 0 0 0
BT 18] 16
BEUILEYIME 0 0 0 0 0.1%) 0.1%) 0 0
%1 ERERERERICH VT, T4 )V AR DEEEIFEROSNIE D DT,
SN IAEEER (EMR100070-001 51ER) (CHEWV T ABIEDRREBRHAEE CERWVIETHIN 2BIICERHHN

FUIz,

FRES_E R
B E S MR

FRES_E K7
EFRHEEIS M ER

(B999100158) (B999100158) : IXAL BEER
NRYF A +BSCE R : BSCE NNYF 4 +BSCE: S8R : BSCEE
(N=344) (N=345) (N=36) (N=37)
5re 5re
A2, FFEEBE, | 186 66 0 0 361 0 0 0
FFR 20K (5.2%) | (1.7%) (8.3%)
86 26 261
ASTLE® (2.3%) (0.6%) 0 0 (5.6%) 0 0 0
135 341 161
ALTSEN (3.8%) (0.9%) 0 0 (2.8%) 0 0 0
D wow o o | o o | o
» 11 161
EERELITR oy | oo 0 0 0 0 0 0
St (0.3%) (0.3%) 0 0 0 0 0 0
" 161 161
FrsEs s R 0 0 0 Ja 0 0 0
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9 HIFIK R

JEE )

L) O HAEL

HERE = BRI

HERL EEsRSIERS ERARSEIARS

(B9991003 5 (B9991003:58) : DAL BEER

L2 NRYF A+ S NRYF A+ e
BN FEOF=TB R (',\f‘:jgim FEOF =B R '(5;39;)—733&
£ (N=434) (N=33)
o
<o A2, FFSEEE, 8841 436 84p] 175 136 116 106

X 206 (203%) | (9.9%) | (191%) = (3.9%) | (39.4%) | (333%) = (29.4%) (8 8%)

ALTHIL 5761 2151 4361 9| 41 261 34 15

3. . (13.1%) | (4.8%) | (9.8%) | (21%) | (121%)  (6.1%) | (8.8%) = (2.9%)

E ASTHIL 496 126 4861 6 541 41 541 26

B 5 (11.3%) | (2.8%)  (10.9%) = (1.4%) | (152%)  (12.1%)  (147%)  (5.9%)

;j‘ T-7IWIZIRSVR 184 1141 144 74 341 34 261 141

= 15— L1 @1%) | 5% | (32% | (1.6%) | (91%) | (9.1%) | (59%) = (2.9%)

fE _— 116 261 1361 161 26

i hpEUILE e (25%) | (05%) | (3.0%) | (0.2%) 0 ° (5.9%) °

" 76 54 261 161 661 461 261 16
HRAERR (1.6%) | (1.2%) | (05%) | (0.2%) | (182%) & (12.1%)  (5.9%) | (2.9%)
s 56 261 3 16
MYA7EF—ELR (1.2%) | (0.5%) = (0.7%) = (0.2%) 0 0 0 0

4

@ BEUILEVIE (O‘?gﬂ/o) 0 (01_1252/0) 0 0 0 0 0

A = 241 241 161
st (0.5%) (0.5%) (0.2%) 0 0 0 0 0
% (02_139%)) 0 0 0 0 0 0 0

16 161 16 16
HiRs 0.2%) | (0.2%) 0 0 (3.0%) | (3.0%) 0 0
. 161 16

s ] o | oo 0 0 0 0 0 0

(

4 40 (01_125!;)) 0 0 0 0 0 0 0
SONOVE VEEES (Ofﬂ/o) 0 (015'3%) 0 0 0 0 0
NOVEVEEES (01_%) 0 (J_f'i/o) 0 0 0 0 0

151 16

. Bk (0.2%) 0 (0.2%) 0 0 0 0 0

= - 161

L I 0.5%) 0 0 0 0 0 0 0
FEZLS (013'”/) 0 0 0 0 0 0 0
& 0 0 (29_?2/0) 0 0 0 0 0

161

) EER 0 0 ©.9%) 0 0 0 0 0

s - 161

< FasRERs 0 0 055 0 0 0 0 0

= .

ik NEIRETE, A ATLE

FRIRPORDES X BRI DOERCE IS, BRERSHBE(1HE) hoRKER 530852V EROTEREREBIEEINEOV S NHDS S,
FOVBSHICRRUCEIER (FRCORRBEHRIEE CERVESER) ZEE Ui,

w
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FEIRBSHA
L L2t

X)L LiiaE R E U ERHEEZEIEE SR (EMR100070-00355%) / \— B TROS NI IBERX 1 D
EREHE, YOrRSMS298ETU.

AR FEIRBIEL/ BIER . FTHEREREE. AT FEIRIFH. thaR(E (5E)
/l\" 2Grade(8/88) el 122
N i
XV AR A | Grade 3LLE(2/88) 157(19-295)
ERES AR
(EVMIRT00070-003518) | /¥ 2Grade(2/29) 46(36-56)
N . 70
B | Grade 31k (1/29) °
B 2Grade(69/1,650) 7423
AAC L
(EMR100070-00158) | Grade 31t (31/1.650) 62(5-423)
B £Grade (1/40) 25
EPEHEHER
(EMR100070-002:88) | Grade 3LIE(1/40) 36
PREE LR fR £Grade(18/344) 8,6(13.3-2828)
B ES AR
(B9991001545) Grade 300k (6/344) J19-7(86.1:270.9)

*1 ! FEIRIIRS0BRE TICHIREL

O AEE"
Bt
Bl

EREESIEH R
(B99910035 %)

FEIRBIER/ BN

2Grade(28/434)

“BIERICDWTEESTLIZ. o

[
100 200

I
300

[
400

[
500 600(B)

2. FHEEERRE  FFRFEIRH. hR(E (EE)

71(15-442)
@

Grade 31 E(19/434)

57(15-365)
«—@

%2 I BRICHEEUCEZ(104R—Y  BESR) ICEDE.
RREEEDEEER (rAE) ZR/HEL. CNSBRICHBITD

FIRSHZFHD U,

\
100 200

\
300

\
400

[
500 600(8)

BAVENCK)

ave U m a b Injection

UOoI1DeaJ UoISNyUI

e S S IR IR

AR

BT
iE
it
i3
8
B

iR EEFR A

B . ST

RS S8

il

|
B

E13

3

IR

OHHE R S A

S —



;. ©
&
1F
&
2w
e (T2, FFSaEmE=. FFR)
MNE(ICRUTEIESREPIEN FIFREPFIESBEL T, TaOEEXEHZELUT, BUYBREBZEIT>TLIET L),
5 BFARN 7. BERUHEECEET 2 7.3 SIERARIRISO AEfAE B4
% g Grade?® nE
o ASTEULIZFALTHEE(E FBRD3~5Z, ZIFHED

JWE VD E#(EFRD 1.5~ 3E(CEINULEES Grade 1 NCEETDETHRET D,

ASTEUL [FALT HEE(E LIRD 581, IFHEU I

e ® Ty
BV R LR 3SR LB NRIFADRSEDIET B

7F) GradeldNCI-CTCAE(Common Terminology Criteria for Adverse Events) v4.0(C#U0%.

3.
b=
=
9
~N
ay
&l
1€
H
&

(BE{LMEREER)
HEEESREFIEN S EEFIE S EREL T, PEEOBEZBLZ LT, BYRLEZT > TS0,
BFARX 7. BENUAECEETZER 7.3 BHEARRIBORERHEE

4.
Q
%
Grade 2X[F3DZHE Grade TLIMICEET 2F THRET 3.
Grade 4X([3EBEFMDGrade 3DZES
2 BEROABL L T OBIBRERILEVAESUR=Y
{ﬁ'g %%}??ﬁ;ﬁ%mg/ﬂ*ﬁégl-,{?i'm 2B LIS R
128 ZBASAEZDGrade 1M TFFERTCOELEL
=]
7¥) GradeldNCI-CTCAE(Common Terminology Criteria for Adverse Events) v4.0(C££U %,
i- BEHREERDBEICEVT. BVIET VAUNVTHREINSERFIRERTIEHIFE A,
= FEFRUEBLHEERTIOILY T A+ O—)VEB XF T4 TSRS N2TENHUETH RIAFERDN
EZDISTHEINCOVNTEFTHBRT—INEONTVEE Ao
Fre, EEHRAECHUTIFREENEEILEMNATONDZEDHIET, BT MICKVFEE., ISICHAERE
THETUERICH U T IFHBBN HE—DIRAIEEESNTVE T,
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=
X
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S



F—ZAUiR—bk

B9991003FERICBV T, AR EDARBEFRHNEE CTRVASHZRIRUCEADRBZ CHBALE T,

5
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[0}
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70F%% B 51t (Grade 3 BEREFIRR) i
&=
[FIRE B B
BiE-BHE: /\“/\‘“/3‘2‘® 10mg/kg 2:BREMmRERFIRS. 7#95&_7“ 5mg 1B2EROKS
BIHE/EIERE  mE. ftxiE. SEIE. SI1E. BREERE. BFIEEHIE
BEERE 9*71‘4%_/5()# =18)
"
N
20 1 127169211230 240 250 260 270 280 2
Day D adwansandawia % % % % % = Dt cutoff
i I LI 5L (Day 253)
T7FIFZT (Day 253~266) }E H%
U N
RFWR 3mg 1B2EICHEL TS (Day 239) 3mg 1B2E TR 5ER (Day 267) g% #
2 He
;—-—:l*.w1§ H}:%'E (Grade 3. Day 253) [ L 4 % E
1 FF3514 B (Grade 1.Day 260) Z
BX Sy P~ k
BRE FURZVOZED  100m =
= & 75mg—10mg (Day 261~294) 17
IR )
(Day 254~261) f%
52
@D
1127169211230 240 250 260 270 280 2 %
, | Da
Day H%%% % % % % % % '} Da%/a cutoff
® ALT (Eﬁ{% 1 0—40I1U/L)* (IU/L) &
° #EE : 0— * i
AST (B#£fig : 0—45IU/L) 482.0(Grade 3) 600 i%(
- 400 e
ETE
70.2(Grade 1) 99.0 178.8(Grade 2) L 200 =1
5 35,0642 (Grade 1) (Grade 1) 79.8(Grade 1) 66.0(Grade 1) 58.2(Grade 1) =
762 70.2 L
168 208 348 /‘3‘_%8 (Grade 1) (Gratia 1) 452 348 0
30 1 137189 211 239 253 257 260 267 281 (Day) -
2]
BX
® ALP (B8 : 30~110IU/L)* 0 ) i
o GGT (B#H(E : 0—60I1U/L)* (Grade 4) - 1600 &t
1,149 &
(Grade 3) 1200 =
788.4
s 5, (5
REE 7 112.2 570
402 (Grade 1) (Grade 3)518 400
450 4207 068 (Grade 2) 304.2 s __ o S
192 168 (G}ggé?n 611'8 (Grade 1) Grade2) - 7225, 88.8 -0 %
20 1 127169 211 239 253 257 260 267 281 (Day) e
8
° HEUILE VB G : 0-1.17mg/dL)* (mg/dL) &
~4.0 =
3.16(Grade 2)
3.0
2.0
1.17 1.35(Grade 1)
0.99 0.94
0.76 0.70 —— W 1.0 9__?1,2
0.59 0.76 Lo *E
R
2| 5 T 4 T 5 T 4 T 5 T T T T T T (Da ) ﬁ
20 1 127169 211 239 253 257 260 267 281 y

HAEFIN RN D LR COEEBERLTVET.
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MIREICHRE SN ABIEOERBRABTE CELRWVBLMEEER ZRIBUCER OZEZE ZHBNMLET,
36 BRNOEIERTTEIC, FEEORARBMRNMNEE CETRVEERELMEBEXR OGN 34, EERABE
KROAEFIN 2HIFRESNE L2 (2025F 382285 R).

70t L% /EEEHERREE R

FEE  BlnE
ik R ANVFAC 10mg/kg 2BRBETRS. PFYF -7 10mg/BiES
SHHE/BHEE | BT

SRR | ARIEOS (F )

=B

BB (GBIBALISERERTE) [IC T, NRYFA RO T+ F Z TR SR8,

MERT. BRFERZHED, WRNKRZZ, PFIF T EFREPIE NRYFFO RS,

NRYFAC(F40—2BZxRS5HIB

BB RERD LR ZRD. NN FF DR S5ZEPIE,
AST :99U/L. ALT : 130U/L. ALP: 474U/L, v-GTP : 514U/L

FFEERERD LR ZRHEN S BEEERBITBNA L. DILYTF+2I—)LE300mg/ B S
FiE.

FHIZRD. PaNKRZ, FIEERBR LFDOREICK. JHEEsARIC AR,

AST :91U/L. ALT : 150U/L. ALP: 576U/L. v-GTP : 436U/L. T-Bil: 1.0mg/dL

(B HISAEEREISR (MRCP) R ]

FARBE. FARBEICERET DIRERZRHI
[BERAER BR]
FABEICUFAEICMONSH 2 EIBEZSRHI,

WRIEFNEITIEEESER . IBEiRZ T,

(RRFEFETHEEREER (ERCP)HER]

FFPIEBREE [CHIRIRRE =58 . FFNAEEFHLIRL. BIERRFI RZER6 e,
FAREE BRI R ZE DT,

[ABER &R]

FABEICZHT LRICEVELEZHSIUSAZRDI




107

110

135

139

[EELER BR]
IRAE M Z H SIEEEECS MDY Y /VIRERMEE. F(CCD3BMMRDEEZ% <8, CD8E
RN CDARZ MRS EEERL. RS VEIRTH I, IgG4RBMMREBI M TH o,

BIRAENOEREREK . IrAEICKDBLIEBE R 2.

IrAEICRBBBEMRBERICHL T, RTO4 R/SIVREE (XFILFUR=ZVO1000mg/H. 38/E) %Z
fE1To

FURZVOY 1mg/kgNARRRE,

BERBEEOEI+HCETULRD e, RF0O1 REFEEHKL, 2371/ — L BEITLFIL
2000mg/ B AR,

BEREROE T ZRS. TURZY OV ZE##.

MRCP CREERZENUERA CTH DI L2,

FURZYOVZESMEE THR L. EFT.
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2 e EHEmAE L. TH. IEE. MEZEDERLHSONIBES. XEZNSOERNES|<KIES

i F. SBYECEPDICEE T BESBECHPL TR0, T, BEBEERTAE/ B LD

HHEEMOENN HS5NBBSFEELTIRE,

) e EEARWHSNIESICIE. GradelCHUTARYF A DK, B5HIEERIT BEHIC. BE
i—%’«‘ LU T LB REMESEEL. BEFERLEVRORSZE0EYBLBET> TR
2 Y (42 R—JT5IE | EBER)

e
<o
g FRRBEAEIR®

i%g HHEEHOEINCIER. 1R EX MEZE

A

o B RERRS

HEESRBEPIEEDBHZED L. hFEL LD MZRDICHEICIE, #Ei5E - FRa(CDMYY, /a4
AR FZREL. RS - D1 IV AEBREDORRIEZHZIT 0TSV BEAL. A VDOAFDRBESTE

s TR, BRI CTREZIT> TR L,

& IBASIE DA ARIBRESIAIC £ B ADRIEIERBOBBIDIH(C, 3K RIFHET BGrade 200 Al HERIE -
MAEZHS TROBE SPRHREEZELT<RT 0,
WREHIRES. IBEFLOURI D BB IHRBIICIFEESNT ., ZDEINIC OV TIEMERREFIES BHT
BUBNBIET,
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FRRT
CLEE o

XL Lk RE
EFREF IR

IN\—hA 886l

(EMR100070-003515%)

IN\—hkB 296

B

by AL
(EMR100070-0

B E

ERSEIE

(EMR100070-0025#5%)

s

o 1061 26 11961 851 261

K- TR EE | (1 49 0 (6.9%) 0 7.2% | (05% | (5.0% e
9% 251 1145) 51 161

A (10.2%) 0 (6.9%) 0 69%) | (03%) | (2.5%) 0
o 55 351 151

Kt 0 0 0 0 03% | (02% | (2.5%) 0

B 161(1.1%) 0 0 0 (01_?'!,/0) 0 0 0

e 161
HERBEAIRY 0 0 0 0 o 0 0 0
i 0 0 0 0 181 0 0 0
(0.1%)

FRES_ERZ
EFRHRE AR
(B9991001 =H5&)

¥$88 : BSCE

FRES_ERZIE
EFRH RS IAEEER
(B9991001:#5R) : BAA2BREEH

NRYF 4 +BSCH Sl cS
(N=36)

INRYFF®+BSCE
(N=344)

(N=345) (N=37)
£Grade |Grade 3Bltk| #£Grade |Grade3LlE| #£Grade |Grade 3LIE|( #£Grade |Grade 3BIE
KBTS OO0 e 0 ¢ oo 0 0 0
T (os O 0 0 (655 0 0 °
Kt (59 | 0% 0 0 8% 0 0 °
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Ot AEE

ERHREDT R EI S MEH R
(89991 003&5%) : BFAAZRERH

MR AZFZJ#

(N=34)
o 2368 | 2761 1965 1161 16 34 1561
RESR - Tl 266 (54.4%)  (6.2%) | (44.6%)  (25%) | (485%) = (9.1%) | (44.1%) (2 9%)
T 23561 224l 19641 1141 1641 345 15641 141
(54.1%) (5.1%) (44.6%) (2.5%) (48.5%) (9.1%) (44.1%) (2.9%)
- 6%l 451
Kt (1.4%) | (0.9%) 0 0 0 0 0 0
_— 261 161
HEREEAER ooy | om 0 0 0 0 0 0
R 161
EMEARE 0o 0 0 0 0 0 0 0
B 0 0 (01 f?% : 0 0 0 0 0
™ 141
BHEEAEN 0 0 0 0 0 0 0 0

REMEOE, FRRALE

FRIRPORDES X BRERFOERCE IS, BRERSHBE(1HE) hoRKE 530852V ERDOTEREREBIEEINEOVITNHDS S,
FOVBSHICRIRUCEIER (FHCORRBERIESE CERVESER) ZEE Ui,



FEIRBSHA
L L2t

FEIRBIER/ BIER KK EE DO TAIFEIRIGH. thR{E (F5E)

X)L )RR
EREESEIERER
(EMR100070-0035%8)

/|\° 2Grade(10/88) /22259
'A\ Grade 311£(0/88)
/|\° £Grade(2/29) %(29_86)
E Grade 321 +£(0/29)

Bz
B EBIEE AR
(EMR100070-001:58)

%£Grade(119/1,650)

27(1-362)
@

Grade 3L E(8/1,650)

47.5(2-461)
+—@

Bz
EPERIEEER
(EMR100070-00252 %)

%£Grade(2/40)

6(2-10)
| ]

Grade 31 E(0/40)

FRES_EBZRE
EREESEIEER
(B999100155%)

2Grade(38/344)

54.6 (0.7-865.2)
—@

Grade 31 E(2/344)

41'6.5 (247.8-585.2)

*1 ! AEHIRAIRS0BR X TICHRIRULBERIC DWTEST Uz, 0

O AL

\ \ \
100 200 300

\
400

\ \
500 600

I I
700 800  900(H)

_—_— N ———

gk
ERHEESE MR
(B9991003558)

2Grade(12/434)

166(16-427)
@

Grade 31 E(8/434)

2%6.5 (16-427)

*2 1 BHICHEUE

#2(104R—Y  BESR) [CEDE.

REBNEDEEER (rAE) ZRHEL. INSBRICBITS

FIROEZSTHE Lo

\
100 200

[ \
300 400

\
500 600(8)
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PEICHUTHLSEREBFIESEREL. FEZESEC BURABEZT>TEE L,

B9991001 KRR UB9991003HERICH T 2 RERHEDKIZRDIEKICKH T S
NRYFFDFESHAMEEE

NCI-CTCAE v4.0

Grade YIHHDEE J40-7v BB
Grade 1 N \RUFAODREZRTT D, SERBIEDTRVHVBEE(CERT D,
SHEEA(ORSZNGRIE ' E) %173, B EROIEGICEBICRET LR
N . EXIEET D,
ET@%%@E{@%%%@ ’ B ZEROHEBE. Grade 2X (FGrade
‘ 3/ADERELTHILT B,

#DIEN
KB HERDTEL

Grade 2 < NRYFFC%Grade 1UTFICEET 3% -Grade 1([CHELISS. B5%EHT 3.
THRET 2, 5~7HEBATHRIDXITEFELUCE
« WAEBEZIT D, &. Grade 3/4DERELTHILT D,

THR:R—ZASAVEH
NT4~6d HODHE

O DB ; <24BFE D

BiIRABKRZES 5 H

BEIEICSIEN TRV
RERXR: B HRXIE
MRHEITECS

«Grade 3DBE. \RNUFAOEREYT D,
+Grade 4X|3Grade 30 BRUES.
NRUFFODIKS5EPIET D,

WELCES. BIBRENLEVEIDRS
ZGrade 1ICHET 2F TlREL. 2al&
B1HELICRIBRERILEVEIDRS

Grade 3MU'4

THI(Grade 3) : R—2R

SAVEENT7EM E
/ BOHHETIZ DN ;
{ERZE; = 2485 DERR

+1.0~2.0mg/kg/BOFURZVOVRIF
EEDEIBEENIVEVEZIRST 2,

- BRIRRAE T HDIZHTIERIZEIY 2.

T TEHIEEDODHNREREDERZZSE

BERCITHET 2.

« Bk, 3~5HZEBA TR I E%RICH
HERDIZHZE. bmg/kgDA >V ITUFY
T8 Y B (RRTRVIBE).

NER=ZEIS: HEE T3
JEICZESY °
KIS (Grade 3): BE®D
IERH'5D ; BEEEHDE

b ARNEEZETS;
BERERIEAEIR D 5D

Grade 4 : 4£6&7Z&Hh 7,
BRNEZETD

A BANIFEMAEICHLTA Y TUFIR
TR U,

LEEFEROFBIC OV TEESRMNEESRIES N,

*1 ORSIMERIBEO ILFZEDRSICKY, BYIREERFHBMEN EELT 2N DBH LREDRSICFERNNETT,

*2 1 \RYFFRESRICHIRUICREEEDO KGR, TRICHL TORBMNFEE (1> TUFII D) DBWEREIISNTHS T RIBELNTT,
RBVIBRARREN FE B D BMRZERNRELUIZBIIIN003HBRTO P+ F Z T DIRSHAEIF. Grade 2~4DEEEHEDKBZRITH U TIFERD

Grade 1L FICEE T 2FE THKREL. Grade 2DREMBEOABZRICHUTIFE—RAETERS5ZBRL. Grade 3NV 4DREBEEDKBRICHUTIE
TUNIVEELTIRSZBRLE L.



—ALK—b
B9991003FBRICH VT, AFIEDARBEHENSE CERVKERZRIFUIEF DREZ BN ULED,
50X SBiE KiEK(Grade 3)
[FRE Bk
FiE-BE: \RXYFA® 10mg/kg 2BEREFIRS. 7F+2F 27 5mg 1H20R0OKS
BSIHE/BFERE ‘%H‘Eﬂf MUVEBBIEEE. st
AEERE AREE (A BHE)
0 1 420 430 440 450 460 470 480 490 500
oy ] * % % % % % ——
NRUFF® - —— {KEE (Day 422) Data cutoff
BERR ! uf % 2 ssmm 1oy 492) e
TEIFZT =
e RS
RS (Day 427~439)
R 2R KB (Grade 3.Day 427) e———e [Ol{E(Day 434)
AE o LRAFEEBICEEDERRE. ONSIRESICHI b S TRELIEL G (Day 427)
AbBz(Day 428) e—— Bz (Day 434)
- o IEECTIRE : ABROMRI$7BL (Day 428)
== o (EI5% : {EIEREHEEHSNT (Day 428)
o TELHLBENRFIRE. £4% - BE%RD T (Day 433)
o EEEIEKEEE. 49 Y E OV 4mgiR %5 (Day 428)
B ORS=RRS (Day 427) @
ERICHUORSZREERS
AFIVFURZVOVEEE | 120mg
SEpE (Day 428~431)
RILEVE]
BRI 200

iy - L=V D20 (#iREz5, Day 431~484)
50mg 40mg—30mg—20mg— 10mg—5mg—4mg—3mg—2mg—1mg

BAVENCIO

avelumab inecton

ot WA BT uoi32e3. UOISNjUI

MRS RF oA TR
I TREREET W

N
]
=)
E
)
T
#

St

BR

B
&

S

3

h

O

i
L]

OHH R E& 2T

fEH =

12y

B3
&

S

i

OH

S —



CEOSH@ = —

S~
2SN

NCHEETS
S\,

3.
=
19
~N
*
&l
1
]
&

>0 »

BHE U

e o

G N

(6) WSS (FFINBRILEEIR S . BIBSHEEIESE . TEFHEERESE)
1) BIREREEERRES

o PIRIRIEAEIE TIE. PRIRIEATTERE. PRIBASN H5DNBTENBUET,

o PIRIFMEBEDEERITTEL. ERMNBTSH, BET3. B T4ZOAEET>TUEEL,

O EENTDSNIFZEICIE, GradelTMUTNRY FA DURREZIRET T D EHEIC, BEICHMUETH
S EHBERIESEEL., BYBRUEZT O CTLIETV(ASR—IE 1 ZE5R) .

O HIBRERKETE. N TEFRKETZICLD TRNGRIRIREEREDHS. FIRERRIVEV#TT
BECK, BIBIU—ERHESHNZTENHZDT. BIBREKETEDNE BIBKRERILEY
DEFR)Z TR CFD > THSBYRUEZT>TIEE W,

i<

EERER
BRI BETTEENE (FFIRBRTPSSE) | PR RERNILEVIRED LR ICK SRRV EAEADBRIRHIR.
OFAMRIRERIER. Bh1F. FOT. F#H. TR IRE. AR BRRE
FIRBRREREIR ME - Bk RAE T, B 1Rk, (FE=EF

S - REFR
ERRBRIERETUEAE (FIRRRPESIE)
BRPRARE | TSHIRME. BB T3BIE. MR T4BENRHONET,
PRERZEA (TRAD) N Z R Y CE[FFNTT,
FRIROBIZEDcHMBET O OT U (Tg)D LR ZEBHDTIEHELLHIET,
PRIFBERIRE | UFAMPRIRER. WEIADE T, RERESOEHBENROSNET .
BRI VF IS5 T4 —  BRIRERERETARHONE T,

ERIABRFEEE(R TE
ERPRIRE | TSHEME. BeRE TIEME. BBt THEEN RO SNE T,
BRPEERIRE | OFAMRRIRER. AEIMRE T, REEES. EEIRHSNET,
BRRY VFIST4—  PREBIEREDER THERHSNET .
FIRIRIEREE ME(E. FIRIROKRICER T DRFEMERR X E NEAICERT 2 REICHTEEN
9,

RET TV IIRA Y MEBEIC KD P RIFEEERES CIIAPRRRIVA F2 9 —EHiE(TPOAD) HBHWLFHAY
A 077U (TgAb) B ZE RS BENHIE T, Flc. mEF TV IRA Y NEEERSFIICTPOADSD
2VIETEAL D B DB EIFRIEDG G CHNPIRRHAEREEDREENSNENIRSDHIET, o2
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UOoI1DeaJ UoISNyUI

\: D3
FHIRINR
@B IhEE
X4 L 4BRasE BfE B8
B LFAEIERR 3 ErREIERR =
(EMR100070-0035%5) (EMR100070-001 58) | (EMR100070-002588) }I%
A sen | i-vs 2om
Scrsce [oraoe | Barac
PRI 56 161 0 0 98 26 36 0
21k (5.7%) (1.1%) (5.9%) (0.1%) (7.5%)
i 4] 161 834 21 16
PREREETE | 4150 | (11%) 0 0 (5.0% | (01%) | (2.5%) 0 P
e 26 1361 34 R
PRERBRETEIE | () 3 0 0 0 (0.8%) 0 (7.5%) 0
BCRE 26
PRIGMIEETE | O 0 0 0 ©.7% 0 0 0 —
S 26 A%
BRI 0 0 0 0 (0.1%) 0 0 0 ot
N 24 1t BF
RIS 0 0 0 0 i 0 0 0 1 1
(0.1%) I &
SR 0 0 0 0 14 0 0 0 e
i = (0.1%) B
*
i
RI8 LR RI8 LR =
ES £ ESE MR EFH RIS MR ER g
(B9991001 H88) (B999100158) : BAARBEEM 5:‘5
NRYFA5+BSCE X : BSCE NRYFA+BSCE %8R : BSCE g
(N=344) (N=345) (N=36) (N=37) !

£Grade |Grade 3B E Grade 3B E Grade 3B E Grade 3L E

PRIBEEEE 5341 161 761
21k (15.4%) | (0.3%) 9 0 (19.4%) v 9 9
‘ 3641 16 661
PRERBHEETE | (1050 (0.3%) 0 0 (16.7%) 0 0 0
MR 461
HILEVEN] (1.2%) 0 0 0 0 0 0 0
S 2161 4 i}
PREMETEE | o5 0 0 0 a1 0 0 0 8
_ 161 e
ERIRAR R (0.3%) 0 0 0 0 0 0 0 %
HEREY 361 =
BRIER (0.9%) 0 0 0 0 0 0 0
PR 261
RIVEHA (0.6%) 0 0 0 0 0 0 0 15
HEGEEERE | 14 &
BEETE (0.3%) 0 0 0 0 0 0 0 tffé
B
[&
=
1
9__?.2
%
R
s

BAVENCIO
avel\tgm 8Nb|cmecg
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O HAEZX
B B
B HRED Bl RS AR
(B9991003 H58) (B9991003558) - HAALBEEM
NRYFAC+ Tl oy e — NRYFAC+ o — o —
FEIFZTH R (',\f;ﬁg-)m FEIF= TR R '(;‘;39;)—73¥
(N=434) (N=33)
n 14161 4% 765 26 20 26 9%
PRERBEAEIRS 20 (325%) | (0.9%) | (17.3%) @ (05%) | (60.6%) @ (61%) | (26.5%)
‘ 10561 11 595 161 1861 851
PARBREEREE TiE (242%) | (02%) | (13.4%)  (02%) | (54.5%) 0 (23.5%) 0
M PRI E 254 . 1461 161 161 0 161 .
o (5.8%) (3.2%) | (02%) | (3.0%) (2.9%)
e 236 34 651 4] 261
PARBREERETEIE (53%) | (0.7%) | (1.4%) 0 (121%) | (6.1%) 0 0
- 851 26
RIS (15%) 0 0 0 6.1%) 0 0 0
N 35 161
TR E PRI o O 0 0 (3.0%) i 0 0
. 161 26
YAOFYVEN (0.2%) 0 (0.5%) 0 0 0 0 0
" 161
BRIEE o 0 0 0 0 0 0 0
M FRERRRILE Y 341
W 0 0 (0.7%) 0 0 0 0 0
BN TR TE 0 0 ooy O 0 0 0 0
KERER, (RIS
FRRROE 4. AREHROEEICESE, BRERSEAE(1D8) hSRERS 08%5 5V ERDREHAREBEIEOLTNHDSS.

EL\H%R@[L%IEUL@ I1VEFR (Bl ODRRERHE

SECEBRVEEER)EESTUI,
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EREESEIEER
(EMR100070-00355%)

FEIRBIER/ BIER ERIARRIEHERS S IR, chRY(E (EEE)

/l\" £Grade(7/88) 135(62:347)
'A\ Grade 311(1/88) 34.17
/ |\° 2£Grade(0/29)

E Grade 31 E(0/29)

iz £Grade(99/1,650) 85(11-390

BV EIEE R

(EMR100070-001588) | Grade 3Lk (2/1,650) 131(87-175)

B £Grade (3/40) 43(42-58)

ENEIERER

(EMR100070-002588) Grade 3LLE (0/40)

FRES_R7FE £Grade (53/344) 567(14.7-438.2)

EHFRHEZEMEEER

(B999100158) Grade 3LLE(1/344) 1782
*1 | ARG 5908 F Tl RRULBHERIC OV TEE LI, o 100 200 300 200 500

O REE"
e
Bl

ERHEES MR
(B999100355%)

600(8)

FEIRBIEL/ BIER ERIABRILRERS ESIRIFHA. ChR(E (SEE)

%£Grade(107/434)

86(25-589)
&

Grade 31 E(2/434)

128(59-197)
—r—

%2 I BREIICREUREE
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RBYIBRAREN I3 e M D BB E N R ELIZBI991003 R TO P+ F = T DR SHEE. Grade 2~4D 1 BUERFRDARITH U TIFAER D Grade
TUAFICHE T 2F THREL, Grade 20 1 BHERBDIERICH U TIEE—AE TR SZBRL. Grade 3XI&40D 1 EAERBDIERICTH U TIF 1 LAIVEEL
TRSZBRLEL.
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AV AUVKFIRELEEDOND

o ELV\SIMHE
® (R M AR ~ERE R I
o Z[1IBEOIaE. REHINRER T

e ELL\SINHE
O R N {A5aEB5 1 K IRREZ B8 D
o BEDRIHH L5 B L IS EEHEREE

BEER

BEEM G

® + IR EIGEA VAUV E S Z R

o M#E. [RT h Y ADAIE (TENXME.
MEERERED)

o FFE" IR DB PN Z 7

EREREm

UNRDBE

© EFIEANDRBN o TS HIX

o XEFRN R< B B15E. £ERIGK
EA VAU DEEE=ZITS

[C(F. BARRICEPIE?A)

® 360/ (154) BB, BBRT b/ Fh F
PREDEEFHNBERSIFFFIENRE

o SRR REN RIEUc & T FRR CERIEEN
TEBFREN. tRBDOTREEICHERTD

hh DT EDMETEE. B

o HAMICIFi@{b+4 VAUV EE (1840
ASHERRE) DHEFER

O KA. RIKIFENDRE. EF). £5EFEE
(EmMEANDR GBS RE
INBDZEIFEREFICHEE

o EFE" E DMGRIIREE Z1TS

o EFIE" [C KB WHIEE

— O FREEICUENFONS 1 VY RU VA,
BE EFLBEDREL. =

o /\NED1BERKFDIGE (T EHNICES
EBLU. RERECSDOEEE - £751
B7=BiEs

=i

M

® N DT E LM IR EREZTD

* 1 HERREPIENO REABHREBERERRERDIN—LAR— (http://www.jds.or.jp/) L TEERERICIRRTE D, T EDBERICOVTE

i EEIR PRERAEFIVIRED DR EICEVEDEDELW,
*2 : BARNBAD M ZERR—AR—Y (http://jspe.umin.jp/) S8R,
*3EERIEK ~2LOREZL. REZDABLED IL/BICHR T 2. BRBICDOVTIE. D FREEREISFRLD DT,

HABRFRFR 7 - & BRFEED R 2022-2023, P.42, 3%, 2022
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MR ICHES N, FEIEORREHRAETE CERVBIE 1 BUERFRZFRIZUES DOFEZE CHBNTLE T,
BH. BERNORERFTRIC, ABICORRBENEE CERVEEREIE 1 BUERKBDIEMI N OFIFRSIN
(2024F10A318BER). FETICESIESIN 1 FIRRDSNF LI,

UOoI1DeaJ UoISNyUI

e S S IR IR

60t 2i%/BIfE 1 BU4EER% (Grade 3)

FRE Bl

Ri%-FHE  \RUFA® 10mg/kg 2BEREEFIRS. 7F2F=78mg/H
SIHIE/BHERE - SIE. SREMAE RERKRDEIERL)

BEERE | WEHEA (R B, KD UIRR)

s
=8 ﬁg
R
B &
s
- HbA1C:5.7%. XE
S SR, UBR 25BRE. FPKERRUBLERDS. =
i
A B R 8 7 5 SRR %
REIET I R—V 2, R (2+) 2585, BERFHET 7Y R— ZE2H, %)
MepCARFPFR0.38ng/mL. RECPR 2.9ug/BENEMEA VAUV REE FIFR-BLTS Y. BIET %
RS RIRE WS NABRE R D
HbA1c:8.5%. BEEFINAE : 1182mg/dL. Na: 134mmol/L. K:6.0mmol/L, Cl: 92mmol/L f;i
M&EAR[pH:7.157, HCOs™: 11.2mmol/L, BE : -16.3mmol/L] %?E
91 R¥EA+. FiGADIARIE 2 ?‘E
=
=B
BURE 1 BUERRIRICRH LT o VAU REs F R ARaA, -
FE RO TV F = TREFHRE,
A VAUV LBDMBEERLI=DSE, 7YR—Y ARV SMEESNE, 2
B
Na:145mmol/L. K : 4.8mmol/L. Cl: 109mmol/L *;g
Mm&AA[pH:7.361. BE:-3.4mmol/L] =
R Y 2V RUBRKEIESICK), 2EREFBE LD, BIEA Y RUVEEEEA LU TER.
PEIF - IREEEBRSELEERL). g
1
107 PRIV ITREBREBESEZEERU). A4 VAU VEEAF . §§
5
379 A VR VESE S S, HDATC: 7.4% &
1094 FEIROTFF Z TSR EHEE, 1 RV EDAS .
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ONRYFACICKIDERDBSHN, FECICESEFBH|/ESINTUNET,
o fgfE. CK(CPK). DEBRERFDHRRZ+D(CITo> T L,

O EENRDONIIBEICIF. BEBICNARYFADARE, IR5PILZREIT B EHIC, BRGEEFIEE
EEL. BYRLEZT O CTLREET WV (64AR—ITRHUE 12 BER),

oK. EEMHENENHETDIENGIET . HREZZEL. BiX. EEHENEDROLSE(CEYR
WMBZITH>TLIEE L,

i<

EERER
IF. SN, WBEOR. FORE GBIR. Rk, TEIR). 2 5B88. BEHE. 5 MBIE. BB
3. THOTHE. EMES

S - REARC
SaRR. IR REIR. DEMBEONA I YAV DEEDEN DEMOEBHRRII~IEDREE 7OV,
DEAGERS (QRSIBOILAK). REAE]. MAREERES LOE N (DFNORZ > TXIGDENOR
—V 1) DREPCK, CK-MB, AST, LDH, CRPD_EF. BIMIRKDIBEZ IZENFTROHSNE T N—RS5A VBFDID
BEXNEHEERIDIET. DEHDEEMRICRAKIEEHHIEIDT, RSMBHIICODERREZTOZLEE
BHITY,
DIJ—RE T BFNGH2DWNEUFAMEICEIEE PEESE THERDH SN, DFEIR/IVE P OERATE HER
HOENE T CNSDFRISHISERALCTEENT DIcth, RIFHGEHEZITL. BRIER. REBRENSHE
BRI CT<IES L,
2 DABEEEDFERNEETT MEBICIHUT, DECTREYOEAT —TIVREICKDBEIIRET LU
IDARDEIERZ CHREI<IES Ve OIS SoMEDAZEHITENE L DEEEDEF DFHEICBNPD
AENBRTY,
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FHIRIAR
A ORSIRF#(CH T, AR ORRBEHNBE TSRV EEHTIE - 5K - DIROHFERI S
WESNTNF T (202643822885).

@ FEMENE
BfEZE N REUITBNE IR (EMR100070-00158) DL & MFETNRERMICHEWV T, AFEDAR
BERANEE CETRVDERIFFBOONTEATLULD, ZEUBITHRADET 14l (Grade 3)5BH5M
KUl RIS LREREZNREVCERHBSNERER (B99910015HER) TlF. B EDORREFRNEE
TERVIDEIR(EFFROONFEATUI,
EMR100070-0035 5%, EMR100070-001 518, EMR100070-002: 5. B9991001 D WL I 1ICH
WTH., AFEDRERRBIRNEE CERWVEEFHENE - ik - DEIRDOHRAESFBHOSNFTEATUI,

OHAEE
EliE Bl
A AELEER BB
(89991003 5%) (B9991003H%) : BFAL BEEH
KRYFH+ e KNYF A+ s
PEIF=TH R (',\,7‘_39—)%* FESFZTH R '(5:39;)—”*
(N=434) - (N=33) -
i 26
B 0% | (05% °
D oo | 05 | O 0 0 0 0 °

BN DESF, BREFEFOERICE DT BRERSHBEB(1BE) N SREES30B£55VWEROFABRISRMBEIEOLINHDS S,
FOVESHBICRRULEIER (B EOERBRNEE CTRVESBR) ZE5T U,

BflRBERE T WREUVCEBRAFSMERE (B9991003HER) LBV TR EFRIIREULE28ID55 160D
TIRIFFEL CLIS,

Fle. HDEEARERICH WV TAFEDRRBEHRNAEE CERVIDEIR CIETICESITERIN 1 FI5RsD O NE U,
B9991003FHBRICH VT, KEIEFFF ZTDHAKRSLOARBHRNEE CERVEEHEIIIE - ik -
IDERR DHFEFERFEZHOSNFEATU,

SR b HA
O AEE"
AR FEIRBIL/ BIER DB FEIRIRFHA, th IR (B (S5E)
29(29-2
Ehlior £Grade(2/434) 09 (2929
ﬁ%ﬁ%m@%ﬁ%ﬁ
(B99910035458) Grade 31+ (2/434) | 29(2929
*2 | BRIICHEUCER (104R—Y . ESR) ICEDE, 0 150 260 3(‘)0 4(‘)0 5(‘)0 600(8)
REEEDEESER (rAE) ZREL. INSBRICHFD
IR AUz,
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BRGEFIELEEL. ETAX 7.38FAERFORE
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HENEEDHR I ZHLZ VLT BURLEZIT

B9991001 5% U'B9991003 i ERICH T B RERMEDDLEIR DIERICK TS

NRYFA DRSREEIEE

£5% NCI-CTCAE v4.0

—> 2N
Grade IEADIEE J20—-7v 5B
DIRICEHELEHMIRR ISER ARy -1 R SERDUWEL FEDRENER TH BT
DHEBREIBDEO /N WS I agerN BEMDBHRSNEB . N F A DRSS

474 <—hH—(BNP, hOKR=
V. CK-MB%) OFffzis E&.
XIFDEER D ERD NS D EE
BROEREMR

cEGEBN T IDAEZROTVDES

F@/L\Té&()?”ﬂﬁ%@"‘ﬁk*aﬁbﬁ.
B"Ez[:%%’ﬁ%ii‘g“ég_t&%lﬁﬁéo

BERGSEMEICRRZXD. RERZRTE

b\ RENEMDDEHROT M Z 5T
a’éo

cBEREFFEDERICREV. AR5 A

VB DR EZERIET 5.

BERHFFPFIEDERNOHEESINDBE.

IDEERDREZERT o

ZHEMY %,

CERDER T XIEEIEL. DAL RED

AR TH DR FBRS N, BIREEP
EEDBHEOBR. MEICREN DT
DNBXNEZNDEELIEE. RENTE
TEDIDEIREVTHRING 2o

RENEEDDER

cNRUFACDRESZERILET D,
BERESMIEOER(CREV. BE. AR

SA VB DHEREZRET %o

-1.0~2.0mg/kg/BOFURZVOVX &

BEDRIBRENLEVEIZRST D,

- B RBRFHDICOMERZENT B,

. ESZED\W&J':)TITQQ J‘B(t*tﬂ nﬁb‘b‘

2360

WEDREORDSNEVGE. FHA

(FHFA U, vTORRUVAZE ) D
ENEEET 2.

LEREERDFBIIOVWTEFERMINEZSRIT,

*1 HABREZSN AR AV, XIEEHMNDERZ
BARBBRIFAEHNARSA VOR—LR—  [REBICEHEDERD2

EHARSA Y KBOEBEAA NS4 VEESRIEEN
SBRICET2HA RS (2009F T ]

https://www.j-circ.or.jp/cms/wp-content/uploads/2020/02/JCS2009_izumi_h.pdf(2022/7/27 £8)

BRIN/C\ GRS =

KEDEBRAARSA >V DR—LR—

BAARSAVDIR—LR—T:
https://wvvw.escardio.org/Guidelines/Clinical—Practice—Guidelines(2022/7/279'%ﬁl.f)

S

http://professional.heart.org/professional/GuidelinesStatements/UCM_316885_Guidelines-Statements.jsp(2022/7/27 £ 58)
*2 1 RNV FAODEEHICHIR U DERITH U T ORBIIHE (7 HF 74 U, YIO0RRUVAE) DBEERBIISNTHS T, RIEBBIRNTT.

BIBREMNVEVEINGE - #E8MEDBEE IREARBETINA Y IUFIRYTCPI0T/—/)VBETIFIV. REITOTUVETFEDIRSHREIL

TLIEEWO,

*3 1A VTUFIITR PEEHNSBED S MM OALER (EEERHEI5%UT T NYHADRED R/ VE) TRR T,
*4 1 RV F AR EBICRRB U REREDDHRICHUTCDA Y ITUF VI TPV / —VBEITFIV. REIOTUVETOENEFHRIISNT

H57 VINHRIBBEIZH T o

RBUIBRTREN (FEB D EMIRZERNRELZBI991003 B TO 7 FIF Z T DR SRS, Grade 2~4DDEHRDIERICHLTIFGrade 1T
[COE T BETHEL. Grade 2DDEBRDERICHUTIFE—FAETIRSZBRUL. Grade 3XIF4DDERDIERICHLTIETUNIVEEL TR SZH

BLELI,
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B9991003FRICH VT, AFEDHARBEHENEE CTRVIDEIRZRIRUICAEAIDRBZ THBALE T,

CEOSHR —

80X Lt/ 1D0EFR (Grade 5)

2.
Ex BRE  BERE
s 7 Fii% - IS/ YNUF A 10meg/kg 2BRIBEEES. PHUF T Smg 18208085
¥ SHE/BEE | DS, SN, SIEMNAE. N6, B

REEE | SARHEOE (FB1HE)

3. -10 1 10 20 30 40 50 6
oy ] % % % % ,
=
g
- NRYFH®
gu BERR 1 1 (Day 15)
i3
H
&

7RIF_T

B5IKR (Day 1~28)
4.
Q DA (Grade 4.Day 29~50)
& o DEEHEA (Day 34)
A o [FIRIRAEESL (Day 35)
F#,(38.9°C) . BUINAE > 3w (BUINSE. Grade 3.Day 36) e— e [@{8 (Day 44)
FEIR -BR
&M (Grade 2.Day 37~50) @
iS5l (Grade 2,Day 43~50) — P
® AL
Day 50)
5.
&l
EHE Abz(Day 29~50) @
® EOUARREICHRE (Day 35)
© NAENFIRICERHR (Day 49)
© HIERXHR (RN B8RSR DS L. Day 31)
o DEMIEAICH T 2 ESNBRIIEN 231 (Day 35)
RS o ATIFIREE#5E (Day 35)
—BHOR—ZA—H—(Day 35~36.38~42) o0 o—o
o DHT—TIURE (BERERZSE. Day 36)
o DII— (BRI 65%) DI I— (BRHE 50%3#8. Day 29) @ ® 0TI 1— (hEEDEENMBIRAERLHEER. Day 39)

6. o MRIEE. FRISEARE (KlebsiellaBRAZRE. Day 36)
%’? o DEM (BiHRIE LB TEZB U, Day 28)
7.
5
=
X
[y



-10 1 10 20 30 40 50 60
(el (C | | | | | |
Day T T T T T »|
ERSIVY /IVNTF L5 (Day 36) e
70+ L5 (Day 36~50) o - 200 —
PSATOVI00mEHIEES Day 33~34) o JUINERE o 200MERE ——
AN )
B (Day 42)
JILIERTUVES (Day 36) o
RIRUY L URAA VRS (Day 42) o
JOESRFS (Day 43) o
BEIRIEREIN (Day 37) e
EROIILF VBT (Day 38~49
BIBRE 200mg 5m 2= Day )
S g
’-';,{'gk{g] S %9V Amg RA. Day 47~49) e—>
e FURZYO220mg (B5#%5. Day 49) e
® BNP (E#(E : 0—100pg/mL) (pg/mL) (ug/L)
® CK-MB (E3#f& : 0.01-4.88ug/L) 172.8 r200
150
100
55 58 4794
—* 150
1.08 153 163~
0
6 1 15 29 (Day)
E
o hOA= T (B8 : 0-0.014ug/L) g/t
4,543 4,537 r5
-4
3.134 L3
-2
1
0.013 0.013
-0
6 1 15 2930313233 3536 (Day)
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%
é OKMMZ1—0O/NF—, FS5 - NU—ERBREDHBEBENHSOHNBTENHUET,
g ° EENRH SN BB CIHE PO CRENRIBPIE S EE L. GradelCHU TR FACDIE,
B 5thIE BT 3 EHIC, B BIMBET> TR E N (73— Ui 5 B5).
2.
8 /\
£
7z )

EGERER
R, HFV) KEREE. FEOLUN., EEBRIE, NE@RmME, — X E@RE. SR, HeEE_—a—
ONF—%
FHEMEZ2—0O0/NF—  FEDULOTEPREH. FTY. REES, BHF0FHF
FSv-NU—ERE  FEOHNDET. EFFO. MAIOBEEHDHET. ER. W HNES. FEOLY
NEVPREHE

3.
=R
3
~
=
&l
1€
H
&

LEOERERITEIRL. FBEBORMERFZ T2 CHREUTC. BERIRE. REMRTGEREFIZREIL T

4. &

Q

& Grade 2L FDBEICE. HEARSFPIESHELTIZT L,
FSU - NU—EREBECDOVTIE, BERIRE. RRGEARE. MPRAY I UA Y RITRRESZEL. 1
WAL TERLTZT 0,
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it

IR
@M E
XILo IVl TE o EhA

EFREF IR i EASEIEHR
(EMR100070-003515%) (EMR100070-002:#58)

IN\—hA 884l IN\—KB 294l 1,650l 4041
£Grade |Grade 3B E Grade 3B E Grade 3B E Grade 3B E

AERS SR .| 0 26 0 12161 761 68 0
ey (12.5%) (6.9%) (73%) | (0.4%) | (15.0%)
R 1—0/F —RUHSY - \U—EREICEET SEHER
e | O 0 0 O | omm O | Gow O
A it 1% 0 0 0 % 0 0 0
s | 0 0 0 o | o omw | O 0
A 0 0 0 0 oo | ©m 0 0
SHIRTAS LI RIEEN0.3%LLED LERLISORINER
T (>5% 0 0 0 ot 0 0% 0
GisRe >3 0 0 0 e 0 0% 0
AREOF (4% 0 (3.4% 0 (1o 0 (2% 0
TR (1 1% 0 0 0 o0 0 0 0
e 0 0 (3.4% 0 (0% 0 0 0
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SEE A NP
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=R
g
N
=
&l
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A
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DO
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M o

Gt N

NRYFF*+BSC#
(N=344)

FRi8_ERZE
B R F AR

(B9991001 5R)

FER : BSCE#¥
(N=345)

NRYFAC+BSCH#
(N=36)

EFFH R SE AR
(B9991001:5) : HAA2BEEH

FER : BSCE#
(N=37)

FRES_ERZIE

HERE S 0% | 0% | (0% 0 (5% 0 0 0
R 2—0/FF —
- | (% 0 0 0 (28% 0 0 0
JYRYF 4 +BSCH TRIBEEN0.8% L LD HEADEIER
REEE B 0 0 0 0 0 0 0
WRAR (2% 0 0 0 2% 0 0 0
R omn | 0% | 0 0 0 0 0 0
STEEDHEL ( 03.{95?%) 0 0 0 0 0 0 0
) e 0 0 0 0 0 0 0
BHET %) 0 0 0 0 0 0 0




OHRAEX
i R
EEAREIEHS EEAFSIERS
(B999100355) (B9991003%8) : HAARBEER
ARUF A+ o ARUF A+ s
FEIFZTH RS FEIFZ TR C ST
(N=434) (N=33)
£Grade |Grade 3Llt| £Grade |Grade 3BlE| £Grade |Grade 3LlE| £Grade |Grade 3Bt
| 2Grade |Grade 3bt| £Grade |Grade 33t| £Grade |Grade 30Lk| 2Grade |Grade 3bLt|
T 2676 344 2796 276 266 3 3061 4|
= (61.5%) | (7.8%) | (63.6%) | (6.2%) | (78.8%) @ (9.1%) = (88.2%)  (11.8%)
K= a—0ONF—
R 108 8fl 161
AREER=2-0/1F— | ) 39) 0 (1.8%) 0 (3.0%) 0 0 0
e 86 56
KM= 1—0/5F B 0 e 0 0 0 0 0
FAYER = 1—0/(F — 0 0 (Ozf'ﬂ%) 0 0 0 0 0
NRYF A +PEF = TR TRIVBEEN0.8% LD _ELIADEIER
2 EREFAEFS 1445 256 1486 196 216 3 246 36
FERE (332%) | (5.8%) | (33.7%) | (43%) | (636%) @ (91%) | (70.6%)  (8.8%)
N 11651 261 126 158 26
RERE (267%) | (0.5%) | (2.7%) 0 (45.5%) 0 (5.9%) 0
i 560 1416 76 196
HERR (12.9%) 0 (32.1%) 0 (21.2%) 0 (55.9%) 0
_ 436 43 26
B (9.9%) 0 (9.8%) 0 0 0 (5.9%) 0
- 196 26 266 161 36
FBEHEL (44%) | (05%) | (59%) | (0.2%) 0 0 (8.8%) 0
8 151 9
IEHE (1.8%) | (02%) | (21%) 0 0 0 0 0
" 66 76
ASEH (1.4%) 0 (1.6%) 0 0 0 0 0
6 161 4
OEARTS (1.4%) | (02%) | (0.9%) 0 0 0 0 0
N 66
iR (1 4%) 0 0 0 0 0 0 0
56 116
FETE (1.2%) 0 (2.5%) 0 0 0 0 0
5 76
HER (1.2%) 0 (1.6%) 0 0 0 0 0
5 46
BB (1.2%) 0 (0.9%) 0 0 0 0 0
4 161
RS (0.9%) 0 (0.2%) 0 0 0 0 0
N
HRROE . AREMBOESCE S, ARERSEHLE (1 58) H5BIEES5 308455 R ORBIARELENEOLINHDS S,

FOVBSHBICRIRUCEIER (FRCORREHRIESE CERVESER) ZEE Ui,
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FEIRMSHA
L L2

FEIRGIER/ BIER FRfEIEE FEIRETHA, ChR1E (E5E)

(EMR100070-00252 %)

1§ 2Grade(11/89 15(2-122)
|\
XL )UmRaE:s A | Grade 33/ E(0/88)
Es[S=dEiETIvER Y
(EMR100070-003588) ) 2Grade(2/29) 3401-27)
~
B | Grade 31 £(0/29)
7] £Grade(122/1,650) 420(1'589)
BN B ER
(EMR100070-0015%8%) | Grade 381 (8/1,650) 7.'2.5(1 5-589)
B £Grade (6/40) 33(5-146)
EREHERER

Grade 31k (0/40)

R LR £Grade(36/344) | 23:2(07-6097)
ERH BN
(89991001545 Grade 3LLE(3/344) 105.100.7:392.7)
[ [ [ I I I
*1 : AFIRERS0DAFCIRALLEERIOVTESR LI 0 100 200 300 400 500 600

700(8)
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pay b
HIRARIEPIERSEHEL, FEeOEEZBZELT, BUYRBRANBZIT>TLIEEW
B9991001:5{5& &% U’B9991003HERICH 1T 2 RERHED HIRIEEZE DAEIRICK T S o
NRUFF DR SHAELIEE .fﬁﬁg
=)
=
NCI-CTCAE v4.0 =
Grade YIEADEE Jx0—-7viEE
rAED O EEEE RIET B - IANNI S i - IrAED T BEM D BRSNS, ZHAICHE
3Grade 2% 13Grade ERET D, STHBEEL. \RYFAHDRE5BERE =
. . EET B, 5
5 A TiE- .
3DERARNBIR FAEIR -IrAEE B E Uz 18 &, Grade 2X 13D £
ITAEEUTHITT 3.
Grade 2%I%  NRUFFOBRET B, «Grade 1 TFICHELIEBSE. AB<ED @
; Grade : -1.0~2.0mg/kg/BOFLR=VOYR & 15BPHCEIERERLEAIDRS R N
Y)Eo A BZEORIBRENLEVEERST S, ERLICHBUIZE. NRNYF A DR S 1
- BHRRL T D= DIERIZEN T . BT 5. i
 BECSUTHERESPIEORSER E{E
$HB. i
fiE
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o1 .O~2.0mg/kg/E|0)7°|/I\“:‘/“D>215t 1HENTCRIBEENRILEVRIOKRSE
BEDRERETLEVERRST 2, ERLICHET 2.
- DR BAT DR BT 2.
- RN SPIEDERERD D, =

=

NRUFACDERSEDIET B, -Grade 1M FICHELEE. A3<ED 93{
+1.0~2.0mg/kg/BOFLR=VOR % 1hBPCRIBRERLE VAR S S i
BZEDEIERERLE VX DeE BB ICHET 2. L
S (BEICHUC) R 5T B, 2
- BB RRBE D= I LEIFEN T D, E
- BRANSPIEDEEERD D,

;%
oS e L e - N FACDRE RIS, )
VRFUADERICEY. 10 I R T P =
mg/BXdznEBZ3 7R [T &
—VOYNERAZEORSHE £
RILVEVEIDRSZ128%8
A THBETHEE
128 EICH =Y Grade 2
RF3DIrAEN 6T BIES m

s

B

iRi® TEDELR, @?@TE%%(CJ(Uiﬁﬁﬁﬁﬁﬁb‘\ﬁbﬂé%ﬁ(d& FEPH CHERNRIFEFESEEL, TRORZOLAME. HENGE. 1 7=F/)L3Y K

VS BENEREDRERT O TS
REANRHSNIHBICIE, /\/\/}Z@W)W% BEPIE RS T HELC, %%(Di}:ﬁ%(_ HUT MUY IZTS— B, BIBRERILEVE. Sl
HOEREP, MR LS. B 07U VTS C&UBERERBLTRS

RN RHSNBECE. BEDREICHLTIENGEE - AIH?W%EE%@ME%??3Z<T£3 Lo B AVE N C | 0

ave Umab Injection _



= r—2LK—

MEREICHRE SN, AREDERBERMEE CERVEEHENEZERUIEFORBZ CHBNALET,
38, BRNDEERTERIC. FHICORARBHRDEE CERVEEHEEDIERN N 1561 (BE 156 MSS
NELZ(2026F 38 228K R).

CEOSHm —

2.
il F BEGROE BARUDBNEHRUCEEASNBEADNESTNTIFT, DAORBHTTEI
L2 BLT AREORRBRNBETE BV EEHMAE - B3 DEROFRIERNS P (BHE7H). FEHT
L1 pMETNELL(202653F2288M).

50\ St EIEEIE

F&E  X)L7 )UiBiaE

& HE  \RUFF® 10mg/kg 2:BREEEHIRS
SHE/BEERE | B O~ F . BB MR

BAERE | 2L

3.
=R
g
N
=
&l
#
A
&

Day L]

XL JVHBRREE IS L T NV F A 18 5518,

S NRYF A4 01— R BB (BIIES).
&
A -
RS, BEEE. ERERD.
CK{E : 1213(U/L). i AChRHUE : BZ4 (F14K(di : 19nmol/L).
PR | IR AV T U Y R BRI, FASSUSALE | IRt
: TEESRD I8, FheUBRIC, BEEA 2O & W FEE, #SEE. #EER0 25T a U,
= B S, AHIC LB BEAEAEESL, BENRAIYY LN, FRErSEh.
fE
H
EEGENEDH BN BETH T ENS. HRTOFHHEEEHIBL. AR, RBREZS,
[RPIRN SOFTR]
EARIC T, FIAChRIUEIRIE Top BI=th, BEGHESIEELH.
BB F(CHL, FURZVOY5mg/ BERSDTH D, BEHENEDSEENTTL
i. RZVO>7.5mg/BNEE,
z
B REEN LTz, 2570 RSV ABE (3B 7.
FURZYVO>20mg/ BANEiH .
SERR.
% MEESRD =6, BRI AB(Day 2505 ),
z ST IEICH L. MEEEE 1 DB E 5T,
[y

BEMBEICH U, MERIRENE 20 EZ T,




]

-
—

IS

OHHER TR

Day 3]

397 AT ) UHBRERE [T Uy (B R EOE (D)L TS F U+ TR R) 2688,

Uﬁ?ﬁ%(lﬂz[@h%w@éb‘ *%EIBE 'Ybs:ﬁ le\@a;
SERIEIIAEDAERFHEIE L, ?)'LAChR}’WZMat{EE"FﬁHF]o
BEFEOREHUITFADREZEZRLUC. FURZYDOY5mg/BNEE,

5
=
i
7
&

[RIRDET (ZFHMT LS. B, BEIENERE. EIEIERK) oY,
RANIIR=FT 4TI 7 DFHFEH DI, &b,
BAEANEE IS UERD o

X
FLRZVOVESE -
(Day) Omg 5mg 10mg 15mg 20mg 25mg IE
=] 5mg Ilj‘_%
1M 7.5mg JJ\
112 10mg j{i%
116 15mg 2N
119 20mg AE
133 20mg
146 18mg 5]
188 16mg E
265 14mg ?Z
293 12mg B
328 10mg E
363 9mg =
391 8mg
417 7mg
441 6mg
467 5mg Efq[[
495 4amg iﬁ

BAVENCI
BAVENCIO oy



(13) Beiké

1.
&
1F
(£
=3
é SRR DHBSONBTENBUET
g e EENBHONICIESICIHEPHCHEARBPIESEEL, GradelCIHUTN\RY F AP DHRE,
WS ERST BEHIC, B BRIEBET> TR TV (90 R—ITHHLE | #B1R).,
2.
i ~
iz
<o
FEREEREIR? 2520
53 (TEIRE. . R, (Bl B ISHERES. ERUANVET. BRROME. SEREs
kR - REFFR 2"

FEOBEEERICTRL. BEEDRKREREZTOICHELT. MRIBEPERBESZZRETLTIIET L,
WERRET. UYNIRBLOBMRMO LR, EH EFHHOSNE T MRIRE T, T2/FLARRDZ(LZRT
SO HBIEITH EBDBGHHIET . MORE (BPE. e, BBEAERETS) DERIDCsH. MR -
EEFRE. BEFHRE. MRFDOREHEETI,

3.
=R
3
~
=
&l
i
H
&

DO

HmE »

M o

Gt N



it

IR
L LS
Xy Lk RE

EFHEISIEEER
(EMR100070-003515%)

B
BHEIRHR
(EMR100070-001 555%)

B
EAEIHEEER
(EMR100070-00255%)

£Grade |Grade 3Bltk| #£Grade |Grade3LlE| #£Grade |Grade 3LlE|( #£Grade |Grade 3BIE
Biss 24k 0 0 0 0 0 1% 0 0 0
SRR 0 0 0 0 © % 0 0 0
RIS FRREEBEZNREUVCEREBZEIERER (B9991001HER) Tl A&IEODHERBEHRNEE CERL

R ICBHET DHEEBRIFFBHOSNEFEATUR,

FELADEERHRICBNT, AFNEDORREMDETE CETRVEERRBXD FIICERHSNE LI,

O AEE
BiflEREZNREVICE
HRBIRNS

FRERROESHE, BREEHOERICE DT, BRERSHBE (1BE) hS&&IR5308% 53V FRDIVEAR
WRHAICRIRUBMER (RBIEOERBERISE CTRVASBR) EES U,

FEIRBFHEA
L L
B BSE ENREUCBNEIERE(EMR100070-001

58HETULI,
*AFRIB 5908 E TICRIBULBERIC DWW TES Uz,

ERHEISIEHER (B99910035EER) TlF ARIE 7+ F T OHAKRSED
STE CERVMRICBHET 2AEBRIFBHONETEATUIE,

BERIBEIIBOVINHLDSE. B

Eitu%ﬁ) —Cnm\@bﬂf"_ 1 15”@%1%5%%[&" *)J @?X%D\b

BAVENCK)

ave U m a b Injection
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CEOSHm —

=N

NCEBFIdTRS
SEE A NP

3.
g
N
*
&l
fE
A
&

DO

M o

Gt N

©

PO Uy

HIREAREPIESEEL. FTEEOEEZBRELT, BYIBLBEZT>TIIEE L,

B9991001 KK U'B9991003 HERICH T 2 R ERHE DR DAERICH T

NRUFFDFRSHEEEIEE

NCI-CTCAE v4.0

Grade tIHADIEE

J40—-7 v HEE

BRIRBERRIBONDET/NARYF A
ZRET D,

iIrAEQ T e ZRIET
%Grade 2¥ [¥Grade
3DERRIVBIR (FEEIX

< IrAEDTBEMHHEBR S MBS . 2SI
STEESEL. NRVFACDIRSHEEE
ZEI 5.

CrAECTEE L TE B &, Grade 2X (33D
IrAEEULTHRIRT 2,

NNV FACORARETS B,

+1.0~2.0mg/kg/HOFLRZVOVNIFE
BEEDRIBEENILEVEIZRST .

- B RAFHDHTERZENT B,

*MECIUTHRANEFMEDERZK
H3o

Grade 2¥ (&
B Grade 3MirAE

}

+Grade TLANICHELURB G D1a<ED
1HBENMICEIBRERIVEVHIDORSE
EIRQITHEUIR. NRYF A DIRE5%Z
BRY %,

CNNRUFACDES5EDIET B,

+1.0~2.0mg/kg/BOFURZVOVRIF
EEDREIBEENIEVEZIRST 2.

- BIIRREEFEHD = iER =809 Do

- BENRSFIEDBRERDZ.

Grade 3DIirAEDBH

}

«Grade TUTFICHELRES. 23<&H
1ABMFCRIBRERILEVEIDRSE
ERLITHET Do

CNRUFACDRSEDIET B,

-1.0~2.0mg/kg/BOFUR=VOVR (&
AEDEBRERILE VAN (G MHORE
HEFE(REBICRUT) ZRS5T D,

- DR RA TR DR AERIZENT B.

- HREAREMNEORRZKD D,

}

«Grade T TFICHELRES. Mialsd
1TABMICRIBRERILEVEIDRSE
ERLITHET Do

NNV FHODRGZERIET D,
c ERABEREDRRZXKDD.

BIEREFRZICHTSIKRIL
EVHTUADEBICKY,
10mg/BXEZN=ZEZDT
LRZYVOUXRIGRAEDEIBE
BRILVEVEIDRSZ12:8%
BATHELTRIES

128 L kD f=)Grade 2
XIE3DirAEL G 9 BB

LEEEFOFBCOVWTEFERMINEBZSRILEE .

B UIBRTREN [FEB DB MR ENREUIZBI991003HEB TO P FF Z T DR S5HHEF. Grade 2~4DBIRDIERICH L TIFGrade TLUFIC
O{8 9 2F THREL. Grade 20DMRDIERICH U TIFE—MAE TR SZHEML. Grade 3XIF4DRIKDIERICHUTIETUANIVEEL TRSZBRLE

(0=




/

-

poss

—ALKR—k
mREICHREINe. FBIEORRBERNDNEBE CERVMRZFRIBULIER DR B Z THENALE T, Bd.
ANDELEERFER (C. ABIEDRRERHDEE CERVEEGRIRDESIN IFIFRE S NFLZ (2022848 22
2088R), =
60V Bt BEiRAN (Grade 3)
FRE  EhE
% - IR NRYUF AP 10mg/kg 2 BRIEES TR S -
EHHE U/ SEEERS, OL7F VN0 &
BEEEE S LYIC VYA TSFY 4G TIRSE =
-10 1 10 20 30 40 50 60 70 80 90 100 110 %
Day > % % % % % % % % % % q K
%
NRYFA® t t t X LEmSHLE (Day 36) %
®ERR Day 1 Day 15 Day 29 7
i
fiE
BERSANX (Grade 3) (Day 36) @ o o
BERPT AR IR (BSRER) B =
. FREBIRRR (Day 48) o——e M (Day 56) (Day 101) fiE
AER - BRI LR 705> /58 (Day 49) %
#3 (Day 54) @ 73
fiE

FH&AEREE (Day 69) e———o [@{E (Day 79)

o fiitRmRIZE2 (Day 36)
WE-EE © ERXIRE © f214 (Day 36)
o BERIRE | BERILEL. BEKadenosine deaminase (ADA)&") (Day 36)

7220E)L500mg(Day 36.37) ee
EINUTFVUFRUD L4g(Day 36.37) ee 2g(Day 50~55) e—ee 1g(Day 56)

UZ7YE Y 450mg(Day 37~) e #1118 o

R A4V Z7YR300mg(Day 37~) e °

V=g E'S5YF=R1.5g(Day 37~) o
EURFH—)L10mg(Day 37~) @ o 1
T9Y7h—IL1000mg(Day 37~51) 7
7EYU8g(Day 37~41) o—e fiE

LR70+Y > (Day 49~ 548 THAEE) e—

5
B
FURZVOvED ®
BIERE T J}z
TLE VA 840mg30mg 25mg 20mg  15mg E
RERs HiA125 (Day 76~ 54T EFE) £
il
=]

BAVENCI
BAVENCIO o
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(14) & EM/IVRRIAME

o R HMIMREAMEN HSOHNBTENHUET,

o M M/IWRIBAMEN O NHECF. MBRARBEPIELEREL. GradelCIUTNARY F A0
AE, ZHS5PIEZIREI T D EHIC, BUIRUEZITOTLEE WV (93R-IE 2B IR) o

o M M/ )RR AME (S I/ \VR D R P VIR R Z R E T DB RBRRZB DM CH Y. RFEM. HF M (D1 )L ARK
AROBEDEHENRETRID) [CHEINET,

i<

EBERER™
LB AT (B2 D EBE (rOR B IR OBHALE M), sePAEIm. AWM. SHm. meE. m/K. BiE%) S

SR - IREFRR "

HEMLANORE (FAZ. BPE. BORBAR. WORA ZE 2T DRES) ZRN T 21cH. RER

EDTH D+ IREEARFHIEZIT > CT<IEE L,
BEERE (U VBB 2EOACERIOIR. BOREER. DAV AMEKRRE). SHRE. CBC. R
MZEFKRA, fRRMIRE, BERE (LECORERBRICEEN G, SO (SFFHRTREN N ETRES
B BEATRUEMPZ DO MREREDEFINNERZE). HIV, CERUFFRDA LA, BRIFFR DA
VA ROANUINT Y — - EOUDIRE Gz (CRBEM I/ RRANES SRS NICBEICER). BEAR
#R& (EvansEREF DHFEZERN ) REFHED



it

FBRKR

@S X
BERREZTNREUCBASEIHEEER (EMR100070-00158R) TlE. ABRICORREM/NEE CTRVEES
IR G I RBIAME DY 1 B[ CEROSNFE LI (201 7F 4B 27 B8 ).
RES EREEBEZNRELCEBRHRIENERER (B9991001HER) Tl AR EDEREHENEE CTRRL
S I/ MROBIAME D 1 BIICEROSNE LI,
FERLSADERFRARICHEWN T, AFNEORREFRDEE CERVEERBE I/ B AMED 2 6 [CFBHE5N
FUIz.

O AEE

BffifozRE R EUICERERFEIEHER(B99910035: ) Tl ARIE 7+ F T OHARSED

HREIFDETE CERWVRE M/ WO AMEICRE T 2B EERIFHBHONEEATLU.
LSS DEERFARICHENT, FHEORRBHDETE CERVNEBR R MM/ WREAMEN 2612586 5N
FUrc,

FEIRIFHA

@EIhEE
BB EEZNREVTBNSEIHERER (EMR100070-001588) R U R L RBEEZNREUVCERHEE
MR (B9991001588) T, ROONHE 1 HIORERIHIF, ERENSZNZEN62. 1,148HETUL
Joo EECLIADERPRELERICH VT, SROONTE2BIDFIRIFHIL, FIOR5H1S5 168, 203HETLI,

O AEE
BififfBEzdREUVCERHEREISIERER (B9991003 5 ER) LA D HAEEDERKRER CERHONTZ 24
DOEREFHL. PERSHS. 2NTN17, 838ETLI

©

X L%

MABRARIEFFIESEEL. FEeOEEZBLZEL T BYRLEZIT>TLIETW
BFARN 7. BENUHEICEHETZER 7.3 BFARREIROAESHAMELE

Grade® ng

Grade 2X (3 DIESE Grade 1L FICOE T DETHRET 3.

Grade 4XIZEFEMKED Grade 3DHEE

BHEFADOUELLTORIBRERIVEVAIZTUVRZY

OVRET10me/ BIENELTHT1 28MUAICH [

BETERVES

12EAZBA2AEE ©Grade 1LUTFETOELE
WES

7E) GradeldNCI-CTCAE(Common Terminology Criteria for Adverse Events) v4.0[C#U0 %,

BAVENCIO

avelumab iecton
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(15)EEDRKERE

o hEMHRIBILRIERAE (Toxic Epidermal Necrolysis: TEN). 38 KfEE - KEBEDEE DK E
BEENHSODNBDIENBIFT,

O EENRDSNIBSICIE., BEZPIEUVEYBUEZT>TIIREEV, Fe. MEICRUTHEESR
BEFESEBLTEEL,

58

E 13 BB
ChEs R EIRIERIARIE > | FEA. RV 2B MHAIHL. USA. KB, BRIE TS

ATA—DVR - IIVV VRS  RACIRKSR, OF. ARBREDK EIERITIRICHIF DEAEDIER
2. REBDRIERE DRIFEMESICEIKE - UbhA

SICALIE™  RHOIRKLBE. 2KfE. FFA. BERS
BREE - KEE”  BEZHDFREIEIR. BatkEa. UohF

22 fh - IREPRR
BEAICBEVWCIFREBREMESSEHEL. CRP. BIMKMEFDBEARREDM. ME(TIHU CRBERDE %z
TREIKIES L, BE EXRBEZRDHE. HBP180MHZEDECHHEDRIEZ CHREI<IEE L,
FHHIIRHDAA RS A 2V ZTSRIEE L,



it

HITIAR
O A

XV o ViR
ERHESETEHER
(EMR100070-003515%)

B EE]
(EMR100070-001 i#5%)

5

B

EAEIEEER

(EMR100070-00255%)

£Grade |Grade 3LlE| #£Grade |Grade 3llE| #Grade |Grade 3LlE| #Grade |Grade 3BE
361
BEEDORERE 24 0 0 0 (0.2%) 0 0 0
w 161
FIRR R BN 0 0 0 (0.1%) 0 0 0
” 161
SRALHE 0 0 0 (0.1%) 0 0 0
BREE 0 0 0 161 0 0 0
* = (0.1%)
R LRI fE RE& LRI
ERHREIEHER EFHE SRR
(B9991001 :HE&R) (B9991001585%) : HAALEEEH
INRYFH®+BSCEE ¥ifg : BSCE# INRYFA®+BSCE ¥i88 : BSCE¥
(N=344) (N=345) (N=36) (N=37)
£Grade |Grade 3llE| #£Grade |Grade 3LlE| #£Grade |Grade 3L1E( #Grade |Grade 3BE
161 161 14 14
BEOKERE £ | 03%) | (0.3%) ¢ (2.8%) | (2.8%) 2 ¢
. 146 161 141 14
BRALH (03% | (0.3%) 0 (2.8%) | (2.8%) 0 0
OFFAEE
ERHREIEHER EFFHE S ME R
(B9991003#ER) (B9991003:8) : HAA L EEEM
NRYFF+TPFIFZTEH MR AZFZJE NRIFF+T7FIFZTE MR AZF =T
(N=434) (N=439) (N=33) (N=34)
161 161 361 24l
BEEORERE 2% | 00%) | (02%) | (0.7%) (5.9%)
w 16 161 161
KiBtERER (0.2%) (0.2%) (0.2%) 0 0 0 0
. 161 161
BRALH 0 0 (0.2%) 0 0 (2.9%) 0
" 161 161
REERERE | O 0 (0.3%) 0 0 (2.9%) 0

BAVENCK)

ave Uma b Injection
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FEIRMFHA

@ B ;L
SR/ chE R RS E R SIS choE (1)
B 2Grade(3/1,650) | 287824
SN BRI
(EMR100070-0018) | Grade 314+ (0/1,650) |9
RS RO 2Grade(1/344) |8
A FE IR
(B999100158) Grade 3LLE(1/344) |'g
*1 | AFIRILIR 5908 % F CICHIRUCBWERIC DWW TEST Uz, o 1(‘)0 260 3(‘)0 460 560 600(8)
O AL
SEIRBILR/ B R EIBSERIARE . ABRAES choE (§1H)
BERE ©Grade(1/434) 358015607
EREBIERR
(B9991003:8) Grade 34k (1/434) 132
*2  BHICHELCEZ(104R—Y | fHESR) [CEDJE, 0 160 2(‘)0 360 4(‘)0 560 600(8)
BEEEDHEESER (rAE) Z4FEL. CNSERICHITD
RIS ZEHE L e,

*3 ! ARHE N ICE— A EBRERMOFAIRUIER

©

POp Y
EEORERENHEUCHSEARORSEPIELT, BIBRENLEVAERSLTRE,
RSHEPIESESL. BFAX7. BERUMRICNET 2518 7 38 ERRRISOMBHMmEL trlis
DBUER I EERELT, BYRLEET TSV,



]

-
—

F—AZALK—bk

MAREICHRE SN AR EDRRBERNAEE CERVEEDKERESZHIZUCESDZEZ HBNALET,
ERDORIEIRTTR(IC, AFEDORRBHRAEE CERVWEREBEDEANN 8B (EESHI). KEEDIIERIN 14

@
(B 1)), STRATTIOERN 45)(BE1 5. FEE3F)B/EINELR (20266382280 H). B BN &
DELSIRFERICPBURFIBIEMBEN O AT —I VA - I3V ERBEOEFRSESINTLEEA =
(20264382281,
80miX Bt $EXEE =
RS EHEENE =
FE - FIE | ARUF A 10mg/kg 2 BRIEEEE S
BHE/BEE BT, WEE. BB, HEEE
AAERE S LY+ RS STFY o
f
Day &8 gﬁg
iz}
LEOREEE (SHIE)ICELT. NRYF AR SRIERIL R 7 O+ et BEEERD Tz, =
BEMREIC T, NRYF A =R S5EIE. -
SHETH S, 25 (ALY DEBERE r
fiiig
BIBIRRL. WY F AR SR & VR TV EBICH U TERT TH X504 RO R %
[CEBBRERE. AREETICRBEES U, i
DEEEN REICERENER, WS &SUEHBICABN TR,
Sl B RRU B0 — 3B KRS, BRI E 05 A BRI,
B
260 HEEEDIZD. NRYFFREPIE (NN FABIKIRS). x
269 Wt
%
[REER fBR] “
REEHEROBERBITKEOHRNHSN, FHRKEEERD. I
[t EEEmR] s
k3 A
=
E
F1BP180#1{A 124U/L -
B
KIEHEBFIEICH L. RS54 OV SRS AR 12 58804, 2
15
BERPEBOERFFD BN, ZOMDOEREHERE THY, KEEARAEERR, REY YT =
VEBIEATII DR S [P,
(RIFBLERR)
m
=
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60mit 0% ZRAIHE(Grade3)

[RARE | RIS LR

Fi& - A& \NVF#® 10mg/kg 2 BEMREETIRS

S/ BRERE | FLfE. A, U/ VEienis

BEERE | ARHEOE (FLEE. BifE). BIREERIT. LY ICV+IYRTPSTFUEEMATATIL)

e

NRYF AR SHICRBEDRBREEFRU, RE_EFEICT. \RYFF =R S5HIB,

NRUF A BRiER S,

i@ - 36.2°C. CRP:0.093mg/dL

RER. ZRAZRENBEL. BR2F2UL.

TUf. BEENZDIC, £@ERERNUORGZRDIC. KERICEDIVTILT—Y3VDER KEFMR
MOSHEARZRE D SEAHICHU. FURZVOY30 mg/BH. RIXIVVEBIAT)IL S OEF >
BIZTILAAR). J1+V I IVIGRIE ~AN\NUVELYE (REEN) ZRIBUTIC.

[ FEIREBAL N O'BRARIEIR]

- SEEBRY TEBD 2B (S TEALHE (RIVIRAIDE) S R UBFEZ VDI,

- WA R OREERIC. KfE(RRERICH T HENEG 1 30%). B, UbAZRDI,
- AEFFERD B ZRDI,

- HIRIRZ(FERD I DT,

FEBCTICRY, HEMMARDEVDIMEDIH. ZILNVU VRSB, —H. £28DOEBZNERL
L. IrAED'EED1, FERBIrAEICK DD DO EEDON I,
INRUF AR SHIEEHIRL. AU,

i@ :38.0C. CRP:4.875mg/dL. WBC:7.7X103/mm?3, Neut:79.4%. Eos: 1.8%

(REER BR]
BRRRIEFEBICIBEOUYNEKREPEREMESG,
BRZEICIIMEREICY Y /NIRPF RIS EZROT

FROMBR. SR EEEZRIUI.

2HOFEZ. MRMEHNEL, TURZYOY25mg/BN#RE.

KRB ROFERDEEZFRD. R,

FURZYVOV10mg/ BANER.

FRAEIR IS THAR Ul BB MAHR DERIFIFOIE,

FLRZVDOY5mg/BNETR.

FPURZYVOY2.5mg/BANER

TURZYVOVRSZERT . SHAIRIEIEE. NXUF A DERSEFE0,
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EfRAEEIR - BB, AIBREIIROEER, |HITEE

hEMMEYS
RIS FEERYS | S0, HBIRETHE. B2 TSN, BOERAR. AT

INBYMER
TIF IR B E A (ANCAREMER)
- IERERZFRIME R | FA3LI (IEIm). BE MR (X, [FIREEE). Kas
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IgAMEER : 4634, BIENKN. BEfRTRE
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FIRIAR
@ EIhEE
B EEEZNREUSENSEIEFER(EMR100070-0015858) MU R EREEEZNREUVCEBRHAES
M85 5% (B9991001 5 88) Tl AFIEDHARERNEE CERVMERICEIET 2FEBRIFTHONFE
A CUTZ,
EEELSADERRAERRICEWV T, ARIEDORREHENEE CERVEERMER* D1 HIICERHONELI,
OHRAEE
BEfiiREEE T NREVCEBFHESEMEAER (B999100358k) Cld. AZIE7FIF ZTDHBKRSEDH
RERHPBECETRVMERICEET ZAEZTERIFRHDOSNFEA T,
LEEUHNDEBRARICEWVT. ABEDRRBEHRNASE CTRVEELRMER*HAIHFRHSNF LI,
U FIHS TR

FEIR 05 HA

O EMEE
BfEEEENREUCENSIIBEER(EMR100070-001558) MU RE_LEEEZNREUCERRES
I+H5K8& (B999 1001 5E&) LIS D 8 A DER R ER CaRod SNIZ 1 FIOFKIREFHAE. ¥R S5H572HE
[ 97/

OHRAEE
EfiiRBREE TR EUVCERERSENEEE (B999100358) LA DH BB EDERKF R TR S NI 346]
DHEFFHE. EERSNS. ZNZTN34. 130, 486HEBTLUI,

©

POp Y
EPDICBRE - U Y TR EPIER SR U SPIE (BB TPIE. BHSPIE. KSR SPIE.
BRSFIES) S8, BTRN7. FERUMEICEET 5187 3AERARIORERHEE Lol
NOBIER I ZBRELT, BIRMEETTRE L,
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MEREICHRESNIc. FEICORRERHNEE CETRVMERZHIBUICES DOREZ CHBNALE T BROHR
ERRFERICHBV T, FEIEORREFRDEE CETRVIMERDAERIN 26I(BE 16, IFEE1H)WMSINTL
FI(2026F3H2288R).

70X 5Bt/ KEWRK . BEIIRONIEIE . EENAREASIE

[FRE © FEtE

ik BHE: \RUFF® 10mg/kg 2BRERETIRS

SHHEE/BEERE | FIIMAREIE. 1 BUBRR. BT, BEREE. SEHTE
BERERE S LAYIE VIR TS F UK

Day L]

CTHRE(C CHIMESEIREDIERED .
FMiEEISE DRSS IUBRIMEIEL T, PEF TN VRS,

CRP:0.25mg/dL. WBC : 8.4X10%/uL. RBC : 3.66X10¢/uL. Plt: 311% 103/l

BEREICHUT AR N TRV F AR 5HIA.

NRYFA5I-XABRES (BRIEIIERS).

LHERR. BR MRS LU RZEHRELTEZ L. EMREEIRAEE WV IC TR FERARHI AR,
FEIRSPIET DHAERDLEFFRDEN I,
WIREBE CRADRBR. PRREEDS KUBIBREEZSTHNDBEBIFBDIEN o,

BERRANBHCTREIRKZRE V. BERESABNITIUh,
BRI (IgGARERR. ANCABEMENR. #&5%) (& B CTHRBLUHBARBENS VI NDHEE
SN IRV FFCLDREREEAEER (rAE) ICKDRENRK EZRTLT,

[CTARR]

L1TREIRDS FTAEIR. SH=2IICBIIREEREEZ 53 o

FEERA S DKREARIC B ENREEAEE ZER% . MERKICAEEZZEL T,
BIREEDRIEZSIDT,

CRP:14.57mg/dL. WBC:5.1X10%/uL, RBC:3.45X10¢/ L. Plt: 570%X10%/uL

KEERAICHT BBBEEL T, FURZVDOY50mg / BZEFR SRS, PN TERIFHELU.

AIB&VREZRD. T ZFE0BRREICTIL L aVFFEES KU VE-6FB(CST ERZRDIcIEN
5. STERADHEEDRV CRIWEBIMEHRBZRITUIL. BREKLY. BEWRMILAESD JUTE
IREARIEZFRDT,

(EERERRETR
KT NI (LAD)#7. EOER (LCX) #12B KU #13ICELHZE. BEEk (RCA) #4PLIC90%I%
7. BEIRANC S FHIMIEZERH T,

RENTEEIRN AMZET. BEWRIMASAES KO BEIRERAE(CN T DERELT ANNUVERESTCT
MizR5 | BXODOFF—EREREAZRITUI.
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FURZVOv40mg/ BAHE CABIRKISH T 2385). ]

BRERIREIC CEPANBIEEDISES. 5
7

FURZYO>30mg,/ BN (AEIRAICH S B650). 2
i

B8 CTICT. B SASTEDH5 2R,

FURZYO>20mg,/ BAFHE KBIIRKICH T 2385 ABIRXICH T DEHELT, MUY TR =

5838, %

BEROMSSHRIBEE B, BREROHEULISD. BRIRMISES SOBHIRELEICHT 25 2

BT o

CRP:1.15mg/dL. WBC: 7.4X103/uL. RBC:3.03X10¢/uL. Plt: 216X10%/uL

B

REIFRITH T BEHELTTURTVO220mg/ BERIL. BREBT. BREBHRTONS = A
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1. MedDRA PTH'EHIICHEULICEIrAENT IU—DIrAEDTEEM N 2 MedDRA PTE—HT 2H
EER

2. 8BREOYOERSDSERERIZSEIOHFT COHBPICHIRUCEETER

BEEBUCEESER

4. BIBRERIVEVEIDULSEFZDMORZINFIFIXIERILEV A (RDRESDHEEDH) [CLDE
BrR2UICAEER

5. REREZNUICREALUNTIFZDEEBRZHEICHAITDIENTERV., H2VIERELEZE
MUK FEGH T DRIEBRBF M EXIEERFTRN RO NI L,

w

FEDFIETCTIAEEEESNIEIRTOEBERICDOVWTCTEZWEHIZ{TUV., FEEBFICEEUIrAEICS
FNHFEVBRICOVWTCTHEZWETHMZITolc. CNOSDEZHEHEICKUREHIICITAENSH DY E %=
T,



4. Q&A

@0 RS B D5 B RE RS TEETH?

eo RS BTEEM DB HRIEIC(E, AR SDRUBIKE 5% — T (127 BE*) 1E. BYRETA
ZRHWSLSICIBELTLEEW
ENgGF RIS BRT BTN BESNTVNET, ARIEAVCABRESHRRIFEHINTL
FUAN, ARERSTHE. BRICHT2RBESH RSN, REXRFITERI BT DT
PEHUET, T, ABOBFERRICHV T, HRICHT ERERNIBL, RUFRILTOED
hoo BB FHEELT VA DS L HICIE. BE L OERENBRIEE LB E M SN
BESCOHRELTIZEN
* 1 AFOMPHEEA(FISEHE) D 103(CHEZ I SH-

@a FEOEHERICOWNT. WOETEHERT ZUBHGUETH?

ee BRSO BEBEIERNBSONBIENBUETDT. BER TR OERETHIT>T
W

@6 AEIDFEAICERULT., ARF[3. FRITNEBERAEZDIIRIT
FIFSNBEDED . FIERUTHBLIANEEIEAZFRI ST T H?

ee BEDORBRGICERT 2EEZ SN BRARERDRENBSNNBIENG DI, BREHNZRDHS

NEBEICIE. BEDRERINCLDENERADORBEEZRBUCH I NETT, BdH. RERICHWNT
(8IS | & O RSB IEIE (EMS @I EREES D) DH2BEADGEA N ERRUR SRt EE
(RMP) DEEGBENIRIICHRESNTHEI . FITFEUTEMNENR D DEERFT,

BAVENCI
BAVENCIO o



1. =1
i 5.EI{EF

&

§§ EEHEIEIEE (EMR100070-0035E88) "

EE% KRIBE T, AFBRBHMOEBERCEDIES SN, EREESEIEER (EMR100070-003588) TRHS
NIEBERESODREEBRIABE CERVIRTOBEESR ENWER)ICDVWTRUET . AN ERSIN11 746
(EIZ!KA31§IJ7E3¢>)E33851§|J(72 6%)ICEIWER* h'ERHENE Uz, (REBYIBRREERR XL LR DEARS)

) 1 BBREHEBOERCEDE, AFR5EKBAE (188) W SRi&IBE5308% 53V EROMESAERBHIIBOVLITNHADS S, BEVEHRICRIRULRE

2 /\ BER(XBZEODRBEZRHNEE CERVEEER ) REST U,
S5c _

52 SIER—

L7

<o

&8
ZEMHFHEXTRBIEY 11741
BIfFARIRMIER (FRR) 85%1(72.64%)

MedDRA B ERIA DR U BAFERIEEAFIRIAN

%5%
Bl EIP S FISIH855 (EMR100070-003 558)
%_%u JX—RA 88 JX—FB 296
1E iGrade Grade 3L E £Grade Grade 3L E
B E R FRIREFI%L (70.5) 7 (8.0) (79.3) 5(17.2)
MERVOU SRS 2(2.3) 2(2.3) 2(6.9) 0
CouwstEESE | 203 2023 | o o
s am 1(1.1) 0 0 0
& PR BRI 0 0 1(3.4) 0
M/ \HRRAMEE 0 0 1(3.4) 0
IDEEE 2(2.3) 0 0 0
w203 o | o o
AT BES 5(5.7) 1(1.1) 0 0
 EREEETE 0 | 445 RCR ) T o o
R BRI RETTENE 2(2.3) 0 0 0
= 2(2.3) 0 1(3.4) 0
B S R T o o o
iR 1(1.1) 0 0 0
BRZ SFEME 1(1.1) 0 0 0
; ORI 1(1.1) 0 0 0
= BIR 0 0 1(3.4) 0
= SBEE 20 (22.7) 1(1.1) 5(17.2) 0
Ff® | 9o o | 269 o
B 9(10.2) 0 1(3.4) 0
m[ET 2(2.3) 0 1(3.4) 0
. IENt 2(2.3) 0 1(3.4) 0
’g B 1(1.1) 0 1(3.4) 0
% IEER AR 1(1.1) 0 0 0
it 0 0 1(3.4) 0
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EFHESE T8 52 (EMR100070-003 5 5%)

IN\—hKA 88§

IX\—kB 29§

£Grade Grade 3L E £Grade Grade 3L E
n(%) n(%) n(%) n(%)
HASERYE 1(1.1) 0 0 0
sk 1(1.1) 0 0 0
BRBEERMERSR 1(1.1) 0 0 0
AUDX 1(1.1) 1(1.1) 0 0
BRI EIREE 0 0 1(3.4) 0
ORI 1(1.1) 0 0 0
—f% - EFEERN RS DIRAE 32 (36.4) 0 9 (31.0) 1(3.4)
T 21239 o | 8@ o
EIAE 7 (8.0) 0 0 0
BE 4 (4.5) 0 1(3.4) 0
AV I IVTRRESR 2(2.3) 0 1(3.4) 0
FEEL 2(2.3) 0 1(3.4) 0
SRS 0 0 1(3.4) 1(3.4)
FRAEE R 1(1.1) 0 0 0
FriBEREE 1(1.1) 0 1(3.4) 1(3.4)
om0 o o 134) 1(3.4)
FTiaERR 1(1.1) 0 0 0
REREE 2 (2.3) 0 0 0
B 1) o | o o
BEE 1(1.1) 0 0 0
RRRE N OB = R E 4 (4.5) 0 0 0
CoEsx | 10 o | o o
wIREZ 1(1.1) 0 0 0
AT 1(1.1) 0 0 0
OFEh> IS E 1(1.1) 0 0 0
BE. PSRUNESHIE 13(14.8) 0 5(17.2) 1(3.4)
CoEACEsSRE | 130148 o | 4038 1(3.4)
5 0 0 1(3.4) 0
BRRIRE 13(14.8) 4 (4.5) 7 (24.1) 1(3.4)
| PSSUPI/NSVRIIS—eEm | 334 1) | 2169 13.4)
] T TIBIS/NIZATITTEL 44 0 1(3.4) 1(3.4)
Mmoo L7 F ik AkFF—21800 3(3.4) 2(2.3) 1(3.4) 0
N —E1E0 0 0 3(10.3) 0
M7 )VAURZ 779 — 1800 1(1.1) 0 1(3.4) 0
*rER 0 0 2 (6.9) 0
TE=S—TEMN 0 0 1(3.4) 0
BAVENCIO

ave Uma b Injection



EIRH£FESEIEER (EMR100070-003558)

CEOSH@ = —

JX—RA 88 JX—FB 296
Grade 3Lt Grade 3Lt
n(%) n(%) n(%) n(%)
Mmep 3L 27 O— LI 1) 1(1.1) 0
Ef\ Mmep L7 F =40 1(1.1) 0 0 0
,’;; LR 1(1.1) 0 0 0
%% Y- IWIZIVNSYRTTS— L1 1(1.1) 1(1.1) 0 0
MMRE R 1(1.1) 0 0 0
NSYRP=F—PLR 1(1.1) 1(1.1) 0 0
3. RapoReRs 0 | A O ..|..2us8 | .. e
z3 R 6 (6.8) 0 0 0
gg S NBLoY NIt 0 0 2(6.9) 0
5 GRIM: diitnd 1(1.1) 0 1(3.4) 0
= BAUD LM 0 0 1(3.4) 0
< (EHIL ™ L 0 0 1(3.4) 0
{EAU™ LM 1(1.1) 0 0 0
e DN 1(1.1) 0 0 0
a. | BB RS 1(1.1) 0 0 0
§  mReFRUReEemE | 8O0 | o | 209 o
BIERS 4 (4.5) 0 1(3.4) 0
9% 1(1.1) 0 1(3.4) 0
i 1(1.1) 0 0 0
RBOWLE 1(1.1) 0 0 0
RS 1(1.1) 0 0 0
HrEHE 1(1.1) 0 0 0
I 0 0 1(3.4) 0
BREE 1(1.1) 0 0 0
BN 1(1.1) 0 0 0
é%fﬁﬁfﬁ@;ig*ﬁ*% 1(1.1) 0 1(3.4) 1(3.4)
. | EmeeeEmE o o | 13.4) 1(3.4)
%‘? B 1(1.1) 0 0 0
WEREE 11 (12.5) 0 2 (6.9) 0
ComEMmE | 334 o 134 o
HERE 2(2.3) 0 0 0
TR 2(2.3) 0 0 0
7. MBI AEEE 1(1.1) 0 0 0
Z RS 131.1) 0 0 0
S SR 2 — 0 $F — 131.1) 0 0 0
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EFHESE T8 52 (EMR100070-003 5 5%)
IX—hA 884l

IX\—kB 29§

£Grade Grade 3Bl E £Grade Grade 3L E
n(%) n(%) n(%) n(%)

BRE 1(1.1) 0 0 0

IN—FViR 1(1.1) 0 0 0

RS 1(1.1) 0 0 0

IR 0 0 1(3.4) 0
HHEE 0 0 1(3.4) 0
CouUeR—mE o o 13.4) o
BN URIBES 1(1.1) 0 1(3.4) 1(3.4)
 BosmeEx o | o 13.4) 13.4)

FRIDEBE M KX 1(1.1) 0 0 0
[FIREE. BERR U thRE= 5(5.7) 0 1(3.4) 0
 ommEx o34 o 134) | o

EA 1(1.1) 0 0 0

AR 1(1.1) 0 0 0
RERU K MAMEE 18 (20.5) 0 6 (20.7) 0
B Cos@D o | o o

TOFEE 5 (5.7) 0 1(3.4) 0

BIREEREE 5(5.7) 0 (3.4) 0

RER R 2(2.3) 0 1(3.4) 0

S 5MZOEE 1(1.1) 0 1(3.4) 0

BiEAE 0 0 1(3.4) 0

RER 1(1.1) 0 0 0

BRI 1(1.1) 0 0 0

BE 1(1.1) 0 0 0

HIBE 1(1.1) 0 0 0

% HIiE 1(1.1) 0 0 0

FEAMEBBE 0 0 1(3.4) 0

BT 1(1.1) 0 0 0

K ERZ 0 0 1(3.4) 0
MmEREE 2 (2.3) 0 1(3.4) 0
B 1y o | o o

SME 0 0 1(3.4) 0

KIME 1(1.1) 0 0 0

BAVENCIO

ave Uma b Injection
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EFRHREFEIEE% (B9991003
FIEETIE. ARPBETHERCEITES SN

YEARICDWVWTCRULETD,

&ER)Y

. HRHESIEEER (B99910035ER) TERHSNIEI

NRYFFOEPFIF T OHARSZR(T 434541451 (95.4%) [CRWERN RO SNE Uz, (RETIFR
RNEEX (FEZ A DB R DNEE S FRENHEGRES)

BlfEA—E&

ZEMEHERBIER 4344
BEIfFFARIRGIE (RIRER) 41441(95.4%)

MedDRAZFERIA D M UBASERIEERFIRIN R

NRYFA 4P FIF T8

(N=434)
£Grade Grade 3 E
n (%) n (%)
=EIER 414 (95.4) 246 (56.7)
BEEE 317 (73.0) 45 (10.4)
S 235 (541) | 26
B 107 (24.7) 3 (0.7)
ORIk 96 (22.1) 8 (1.8)
NEnt 42 (9.7) 1 (0.2)
I 30 (6.9) 0
OfFERRE 29 (6.7) 1 (0.2)
OREz R 28 (6.5) 0
HIERR 24 (5.5) 0
e 21 (4.8) 0
LREERTE 11 (2.5) 0
B 11 (2.5) 0
BEREYERMEARR 10 (2.3) 0
AR BRI PRI 9 (2.1) 0
& 7 (1.6) 0
OFEHEARE 6 (1.4) 1 (0.2)
N7 6 (1.4) 4 (0.9)
BIPIDRAE 6 (1.4) 0
EA il 6 (1.4) 0
AR BRI S 5(1.2) 0
A 4 (0.9) 0
W T EE 4 (0.9) 0




NRYFA AP FIFZTH#
(N=434)

£Grade Grade 31 E
n (%) n (%)

—fi% - EHEER TSI DIRE 268 (61.8) 28 (6.5)
ws | ase@s9) | 1330
ER 62 (14.3) 1(0.2)
FERR DIAE 58 (13.4) 5(1.2)
EIIAE 41 (9.4) 5(1.2)
FEH 4 (7.8) 0
AP 8 (4.1) 0
AV WIVTHRESR 11 (2.5) 0
o 8 (1.8) 0
(eSS 7 (1.6) 0
R 7 (1.6) 0
[FOREE. KIZBR: O'fithRiEs 191 (44.0) 13 (3.0)
mems | 11e@en | 205
IR, PRI 53 (12.2) 6 (1.4)
A 33 (7.6) 1(0.2)
SHm 28 (6.5) 0
CREIREESRE 22 (5.1) 0
S D R R 10 (2.3) 0
SR 9 (2.1) 0
B8R 4 (0.9) 0
il 4 (0.9) 0
SDRIE 4 (0.9) 0
RER UK MEMEE 254 (58.5) 32 (7.4)
| Iy oEERAARALEEE 0 | 14432 | 25 (58)
£ 54 (12.4) 2 (0.5)
ZSFEAE 53 (12.2) 0
2 e 1% 7 (8.5) 0
HREZRKE 15 (3.5) 1 (0.2)
TOFEMRE 13 (3.0) 0
BEEAE 2 (2.8) 0
SRR E R 11 (2.5) 0
EATBRIBIERC OV TS, THENER (A 0.9%LL ) ERL, ZNSOBIERICS T Grade 3 FOBRORIRALE =

BAVENCIO

ave Uma b Injection



NRYF AP FIFIE

CEOSH@ = —

(N=434)
£Grade Grade 3L E
n (%) n (%)
SEUZIEE 10 (2.3) 0
= Bt 9 (2.1) 0
57
ic Y 4T3 8 (1.8) 0
23 K 7 (1.6) 1(0.2)
BERRZE 7 (1.6) 0
SR 7 (1.6) 1(0.2)
22 AR 6 (1.4) 0
D&
5T =T 5(1.2) 0
R
= KPR B 5(1.2) 0
ft
i 2EMRE 5(1.2) 2 (0.5)
ke 4 (0.9) 0
ERFRIRE 205 (47.2) 74 (17.1)
. PSZUPE/NSYRTITS— B 57 (13.1) 21 (4.8)
5 FERL 49 (11.3) 7 (1.6)
A
PANSF VBT /SR TS —E 49 (11.3) 12 (2.8)
t0
BRI 26 (6.0) 5(1.2)
e R BRI L E /4850 25 (5.8) 0
U/ S— 1800 19 (4.4) 13 (3.0)
Y= IWISIVNSYRTTS— B 18 (4.1) 11 (2.5)
Mmepo L7 F =480 16 (3.7) 1(0.2)
F=S— 1M 15 (3.5) 4 (0.9)
MmARE U )L /380 11 (2.5) 2 (0.5)
MARZ L7 F kAR F—BMBHE 11 (2.5) 0
> M +5 10 (2.3) 7 (1.6)
= MAR7 LAURR T 75— B8 9 (2.1) 2 (0.5)
MmARILR T O— )L 8 (1.8) 0
MR 7 (1.6) 0
MRS L7 F RN F— S0 7 (1.6) 1(0.2)
4 ek U5 U U R 6 (1.4) 1(0.2)
g mep3)LF IOV 6 (1.4) 0
R 5 (1.2) 0
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NRYFA+TPFIF T8

(N=434)
n (%) n (%)
BT UD LR RN T T BRI AN 5 (1.2) 0
TSI XVNEM
FSURT7=ZF—TBLER 5 (1.2) 2 (0.5)
mery > E A 4 (0.9) 1 (0.2)
SEMEE D NOVRTISZAF VSRR 4 (0.9) 1 (0.2)
bF Bk BB 4 (0.9) 0
MmERE 217 (50.0) 110 (25.3)
CEmE 208 (4790 | 10644
ErmE 5(1.2) 0
HHHL 5 (1.2) 0
FEARIE 4 (0.9) 3 (0.7)
RERUREREE 138 (31.8) 34 (7.8)
ComewE | g6 (198) | 708
&Y > BRIMAE 16 (3.7) 5(1.2)
47 SV ISYNiiith 14 (3.2) 0
aShJITUTRURIME 13 (3.0) 8 (1.8)
K 9 (2.1) 3 (0.7)
&AHUD LAMAE 8 (1.8) 3 (0.7)
EFhUDLME 7 (1.6) 3 (0.7)
Sk 7 (1.6) 3 (0.7)
= R EE [E 5 (1.2) 2 (0.5)
RERSE 4 (0.9) 0
BAUD LIAE 4 (0.9) 0
HRRES 140 (32.3) 5(1.2)
om0 | 56 (1290 o
5BfE 43 (9.9) 0
FEIMESHFEN 19 (4.4) 2 (0.5)
AHEMREZ2—0/F— 10 (2.3) 0
i3 8 (1.8) 1 (0.2)
R Z2—0/(F— 8 (1.8) 0
REK 6 (1.4) 0
BAVENCIO

ave Umab Injection _
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NRYF AP FIFIE

(N=434)
n (%) n (%)
MNEBE 6 (1.4) 0
HRE 5 (1.2) 0
SEES 4 (0.9) 0
BEBRRUESHEES 107 (24.7) 5 (1.2)
B 52 (1200 | 102
il 31 (7.1) 2 (0.5)
HEBE 22 (5.1) 0
ut)isged 19 (4.4) 0
B &R 6 (1.4) 0
AR RE R 6 (1.4) 0
BAET 5(1.2) 0
HEEE 4 (0.9) 0
A EE 127 (29.3) 8 (1.8)
 powmsmsTE 0 | 105 (2420 | 102
BRI BR & RETTEE 23 (5.3) 3(0.7)
BB~ E 9 (2.1) 4 (0.9)
FRIRBRA 8 (1.8) 0
5= PERUTULESIHE 60 (13.8) 7 (1.6)
CoEACHSRE 52 (1200 | 7086
ERURBESE 34 (7.8) 11 (2.5)
EAR | 245 | 706
_MEBES 5(1.2) 4 (0.9)
fEEE 12 (2.8) 1 (0.2)
- s | o
DS 29 (6.7) 6 (1.4)
B 64 | o
iz 4 (0.9) 0
MERTUVINREE 30 (6.9) 3 (0.7)
CmvmEsE 2es 102
& 9 (2.1) 1(0.2)
YFFRIRIBAME 6 (1.4) 1 (0.2)




NRIVF AP XEIF T8
(N=434)

IREZ R 4 (0.9) 0
FriEEREE 18 (4.1) 9 (2.1)
CowbmmemE | 7ae | 5.2
BEULE > IME 4 (0.9) 0
RERES 7 (1.6) 0
om0 | s | o

MedDRA ver 21.0 88BRIADERUEAFERIDEHREEDERBHENEE CERVESBR. GradeldNCI-CTCAE v4.03(C#US,
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ERH RS IEER (B9991001
FEE T ARPBEHTHERCEITES SN

BERICDOVWTCRULE T,

5HER)>

. EERAREIHEFER (B99910015ER) TSN/

INRUFFOERZNTIR—T 4 T4 77 (BSC) ZZ(F 123446026661 (77.3%) [CEMERNERSHSNE LI, (1RE
UIBRABEIRPRES L7 C 51T DAL ROER DIHERFBUAD MBEN S RENAGRE)

BlfEA—&

ZEMFHEXTRBIEY 3444
BIfFARIRMIER (RRR) 26641(77.3%)

MedDRAZSERIA S M OB ASERIEMER RN

NV FF*+BSCE (N=344)

£Grade Grade 31 E
n(%) n(%)

BIEFFEIREGIZN 266 (77.3) 57 (16.6)
—fi% - EFEER VIR SERIDIREE 113 (32.8) 1 (0.3)
C®myE | 3409 o

da) 33 (9.6) 1 (0.3)

BE 24 (7.0) 0

FEEL 23 (6.7) 0

RIH M RE 8 (2.3) 0

AV IVTHRER 7 (2.0) 0

FERRDRAE 4 (1.2) 0

Rk 3 (0.9) 0
RERUK MAREE 107 (31.1) 4 (1.2)
CoEsEE | azasn 103

Ei32> 25 (7.3) 1 (0.3)

B E 5 18 (5.2) 0

BIR EEIREE 12 (3.5) 1 (0.3)

B2 &k 7 (2.0) 0

B 7 (2.0) 0

TOFEMEE 4 (1.2) 0

B2 R 3 (0.9) 0

EMZ 3 (0.9) 0
BiREE 78 (22.7) 7 (2.0)
| 30102 0

B 24 (7.0) 1 (0.3)

@0t 14 (4.1) 1 (0.3)

B 13 (3.8) 0

OREz R 8 (2.3) 0

KGR 5 (1.5) 2 (0.6)

ORI 5 (1.5) 0

ii=F= 3 (0.9) 0




INRYFA®+BSCE (N=344)

£Grade Grade 3L E
n(%) n(%)

ERPRIREE 69 (20.1) 22 (6.4)
 PEs—emm 00 | 15 (44) 700

PSP /NS VAT S—EEN 13 (3.8) 3 (0.9)

/S — 0 13 (3.8) 10 (2.9)

Mmoo L7 F VR R+ F—21E0 11 (3.2) 3 (0.9)

;;;E/Viﬁyﬁ§75/h5y7\715—t“ 8 (2.3) 2 (0.6)

YR IREOR A 7 (2.0) 1 (0.3)

NORZ TN 6 (1.7) 2 (0.6)

HE-D 5 (1.5) 0

mah o L7 F =180 4 (1.2) 0

PR AR B /4800 4 (1.2) 0

I/ REURA 4 (1.2) 1 (0.3)

Y- TIIZIVNS VAT S —EEM 3 (0.9) 2 (0.6)
HERRRUESHEES 55 (16.0) 5 (1.5)
s | 23367 103

EloSkES 14 (4.1) 0

HEBE 7 (2.0) 0

B 4 (1.2) 0

R 3 (0.9) 1 (0.3)

IR 3 (0.9) 0
A5 EE 49 (14.2) 1 (0.3)
 eyRMEEE™E 00 | 360105 103

BRI AR RETTIERE 21 (6.1) 0

BB S 4 (1.2) 0

Bo B R IRARR 3 (0.9) 0
5E. hSNUULESHE 36 (10.5) (0.9)
COEACESEE | 3%(02 309
RERURERS 34 (9.9) 4 (1.2)
CewwE 1544 0

= IMAE 4 (1.2) 1 (0.3)

= PR B [E 4 (1.2) 0

U~ BE MYE 4 (1.2) 2 (0.6)

ShUZUEURME 3 (0.9) 0

&I UD A 3 (0.9) 1 (0.3)
HEREE 23 (6.7) 1 (0.3)
- 8(23 103

NEAZFRBIERICOVTIE. TR2IFER EEH0

9%LLE)ZERU. ZNSDRIERICB WV T Grade 3ML EDBRORREE = TE
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INRUFAC+BSCE (N=344)

£Grade Grade 3Bl E
n(%) n(%)
KERE 4 (1.2) 0
AEMUERE—1—0/NF— 4 (1.2) 0
SFENIMEDHE L 3 (0.9) 0
HREE 3 (0.9) 0
MAERTUYINRES 22 (6.4) 6 (1.7)
&m MG 5018
/AR ANE 10 (2.9) 0
IF0RER. FERR Uit iRfEs= 22 (6.4) 2 (0.6)
om0 906 103
HERES 4 (1.2) 0
EA 3 (0.9) 0
O B 8 3 (0.9) 0
Sl=tediib 3 3 (0.9) 0
RPE R O B RIE 19 (5.5) 4 (1.2)
CoREE2 a2 103
FaR 3 (0.9) 0
BERUREBES 13 (3.8) 0
s 309 0
MmERE 10 (2.9) 2 (0.6)
CsRE s(1s 206
RERIEE 3 (0.9) 0
T 309 0

MedDRA ver 22.1 88BRIADEREAGER

BRELOARBRISTE CEBRNEEER. GradeldNCI-CTCAE v4.03(C#L.
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1.

. 6.BE

IE

%

— = = 1) =

o ERFHFESE DE5ER (EMR100070-0035KER)" DS ERIBIE

4 y =+

6 MUBRKRRE

5 R JS—RA (LZESERER T BERIEX L) LBREES 885 (55 B2 AJEH 341)

8y (Stage NOEEMA)LT VBRI LT 54 VL EDEREEDRERNL G, N DERDLPE
51 SED IR TREEITH RS AR
oF J¥—hB ALEOARED B WERB XL o)L MBERRE B 29 61
E)
2 o) ERRIRESE WUTFOIRTOEEZ R TEIZRIRUIZ.
1. EB OIS N LT VBRI To5 .
a. R LR E (EHEREEDREE TEMR) CEEMIEDCK20 (/ST M S5F >, AET/
AE3. Cam5.2 B EfDE R Y A RN SFYORE) BMRHSNZ T EIC L BEEZR N BB CTH D,
3. b. EEMETH BT E XL IVBRED . BRUSFTRTEETHZDH T, FLBEEDES FREEE
z E3 I3, /S—IBTIE. ERERE (M) D RHENZHESHERREANBICRALETNERSE,
% §- C. S—PADEE  HEE(E. SBIELT VBEDEESEL TR ED— L EEEDRITEZIF TR,
E FEBERDEHEESISETUT VBT & S LT IUBRROEEELT. LITFO1L
= SEEEDBLLED VIR VBIFTNBTE T YIORRA TSR, topotecan, RFYJLE
1E YU, I YV EVIURF Y AVRTSF Y. VRPSF U AR FSFUREY

7 2FSFVETNRIRDH,

d. /S— BOES  WEE(F. B LY UBEICH T BRHSEELTORESBEEMTIN TRV S,
HENMEREDAE U T OSEIE (BRARI0ICIRE R OISR, JEER IR &, SAmhSLERE
HBD6NBRIETIR T LTV EERITEET B,

2. /5—FADEE ERIAHDINEN K ETH 2 [ERDEHN (S RTEMUICER FEANTT4BREUAD

4 BH0), FrBERBRNFREDERTELEBI A TERVEREICOVTIFRE

Q BwHETHERV,

f\ JS—RBODIESE 1 1) BN : BiF (BFEUIF6 1 BLIMIC) RS N EEREOTILTUVEE/SS T4
a8 (FFPE) 70w, FIATEGESEGSIBVES. FcBERARI VEEL
éo

2)B4EIER | FFPEDEEMEEZ IOy I ELTAF CERVEAE. Hie (15BRELIR) (C1ER
LIz 7 OvI DR EAFT BT E, IR RS RR25SMAFT BT ENLEELLA, R
DBE(E. Medical Monitor &3EUIZ ET10MU EAF I DHEN G D,
3. ARBEANOECOG PSH0~1TdH 5.

c 4. 2HD 1 2BAEBIDEHEIND.

%IEJ 5.RECIST 11145 T A< ED 1 A TRETERE (RBREESD) D BH5N B,

i IR B UFOWT N DEECHLS T HEFIZERH LI,

1. FIPD-1H1E, FPD-LT G EHFMIRESHETU Y /VERFURATE (CTLA-4) BED THIRRBIRENED (&
FrvIRA VN BT —TvhETBNA/ BRI ZRAWVCEBEEN 2, /V\—MBTIE. jA5RIEHEAMEMedical
Monitor &L, 4-1BBIREMDEIFAEY —5 v Higed s 2.

2. FEBROHANUNETH D[, MDA, MEREE (BIFRESLTCOBNDREHREE D,
FHEHRE CTH DRIEMRENDOBH R (FPRS), REEE. METURORIF VR T A b1 Vi
Ao RIEWREICH T 2MEHREAL, BRREDREBBREOBN MO ZNRE CTHDEHBINDE
B X(FEMHHoICREZRIF T TN HHBEIFRDOSNEL.

3. 2704 FBULL 3D REIHIFIC K 22 HIEEBEOHA. XITBREERIBFI28BLINDAISHh DERE
DfERA. BRAFTOEHMRT O ROGER S (TROE. PUILF—RIGPIrAEICH T 28E) FRDH5
N3, Fiz. BIBKAEAR2(ICHLIILFIARTOARICIZTIIVEVBREAZNES T HEEF. 1H10mg
HTFORFT0OA4 R FRAZFEDprednisone ZRILVEVBFREADICDHIZFICIR ST 2BE. BEET D,

L EARARR—REINGT /AR TZ RS IN TV DIRBREFERET 2.

4, N—FADBE BESELNOBMEERE (X)LT )UBRREZRRL). 122U, REOEEMZE A aE.
FEEMB_EFAREIFRR<.
IN—PBDBE  BESELADEMRER (LT Uil ERL). 22U, KEDERMiESaHEEE. X
F MR (RE. Bt T2, SHER. ILE. XIFMEGrade DRIIIR FEAFEDBHL
<IFGrade 1 DREITIIRER) (FBR<,

5. BER BB ZSORGBIEZRITTND,

6. /\—FADBE. HIVIGIEDBHERE, XM RERNEMERE (AIDS) DRIERE. BRIFFXR DAL (HBV) X
CEIFFR DA VA (HCV) REDTZHET. RENFIBEDRF R DA IV AEEDRBHSN D, /' —FBDIFE.
HIVEZ M DBEERE. AIDSOBEERE, ROU—Z VT BFICHBIFDHBYIFHCVANDRERRNDRH SN D (1
HCVHIFRRIU—Z VT RETHRIEDHBE (. HBVREFRXIFHCV RNADBHETH D TE).

G N




B EEHREMEBOR) " [/S—MA : TEHEIES. /S—HB:
{E2EERD G DEB X)L T IUREEEERREUE
(CBVT. BEEB6BREDEEHHIES CTHoEMEIF31.8%(95.9% SRR 1 21.9%, 43.1%) =R
ety Fie AEREEAREOBVEGBEX LT )UilEERE £ u R e U BRI S8 E (EMR100070-003
HER/C—NB) Tld. AEMIBBI13BELU B AT EZ (T 166 TOEMRIZ62.5%(I5BIEBXE

35.4%, 84.8%)&mRUIZT2,

BIREHIEIEE 1
ERHEISIE5E (EMR100070-0035 88/ \—HA)

N—bA{EEEEESY)

IN—hB{EREERERL)

BEHE6 A AR
REGI%R 88H1

SBERIA 13:B e 12
REGIZR 16612

1061(62.5%)

ESVIES 2861(31.8%)

(CRX[ZPR) [21.9%, 43.1%] [35.4%, 84.8%]
FEEEM(CR) 861(9.1%) 3f1(18.8%)
E8432=3 (PR) 20%1(22.7%) 751(43.8%)

ZRE(SD) 9%11(10.2%) 24(12.5%)

i&f7(PD) 3261(36.4%) 3%1(18.8%)

SHEARE 1961(21.6%) 161(6.3%)

#1:RECIST 1.1 ZEE(CHE LI CRIIFZPR, 138, FUBBIRIFRECIST 1.1([CEDE, MIFHHEE L E1—FERICKUEN

Ufco

*2 DRAERI 2951 1 BB EDEIFEEICS UL 16fZ/RICETULZ,

F—IhvhATH:

BIE(%) [95.9% 58X R]

t1:20165383H 12:2016%128308

BI%(%) [95% S HX ]
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HEIRHEEETEER (EMR100070-0035(8R) ICHIFD
BEXTYa—-)

IN—HKA

SEEEHARY (Day)

_— B
RER UFHEIRS R8sagi | Day | Day | Day | Day | Day | Day | Day | Day | Day | Day
1 8 15122 | 29 | 36 | 43 | 57 | 71 | 85
O O (OGN CIING)

ETET
(S havas

BHNER(IU-ZVIBO L -
BRAEEST) e
NAFIWHAY O 0 o 0 O o oo 2BTE
ECOG PS QP O O O O O O O 2,BTE
ECGIREC O 0 0 0 O o oo 6BTE
MEARE - MRRERE O |0 0 0 O o oo 2ETE
FERMBLE(LSHRE o o od o0 OO0 2ETE
FTRTOMBELRIRE © 0 0 0 0 6B
RigE' O O 0 0 O o oo 2ETE
B-HCGiFiRIRET 8 O |0 0 0 O o oo 2ETE
BB/ 27—V

(CT/MRI/EBIREIVEV D/ o o o 12nABZETIFET S,
BB~ —H— /IS NEZOM PRI 1 2B
DRE)

AERUHEBEDER O o/ o o o o o o o o o 2BTE
ACTH. ANA. ANCA. RF. T4 o o 25BBRT
RUTSH BEICHLT

ACTH : BIBRZEFIIILEY . ANA D FIRZdE. ANCA : FUFPERMRRETA. B-HCG : BEMAEMH T RO RF : UDTFRAF.
T4t/ 0%, TSH: BRRRERILEY

a INTOBHREFIRICONT, REHRKRBDIHANS 1 BERET(-3/+18) DHBZFs AR E U,

b X7U—Z=2ZJECOG PS%ZDay 18I3HMUANICEET 2185, BE 1 DB CTBEXRREIDHEFRLEL,

¢ 12FB0EBRIF. RIU—ZV Tt AEHEpEDay 1. 15, 29, 43,57, 71, 85. RU'ZDH6BETEDEED (18 1A% T, ZTDHIZSHAR D
(FDEBRZERES DHEFEV)DIRSRIER S TINS 28581209, BSUITEEPLE/AEETH. RURLEEIEEH CEELI.

d FEQIMAECFAREICE, R/ SRV [P IVAURRT 79 —E, ALT(GPT). AST(GOT). EUILEV] 8 E2EE/ YRIL (FRUD A AUD
L, 70—)b, BUN/#SERZR, L7 F =, ZIVI—R) RUBEE/SRIV (X TRV DL UV DLV D L) BEFN . R—Z 51 VBSICHF&REN
FOSNHBRE TS, 2. 4, 65BISEIHRIMZREL. ALT(GPT). AST(GOT). #iEUILE Y RUTILAURR 79 —EZRAELIC.

e INTOMABREFRE (FERIMRELEZRELZSO) RUZOMOBRKIEEDFEMIFER (128 R—V) (TRT. ZHEITDEHER. ATU—ZT

B CORRERIBRILEV ZIRE LT,

INTCORBE (T4 Y TPRT VI (CINA TIBHERE) (F. ROU—ZVITREBER THDH TEIEL, BRRBE (T 1Y PRTAvIDH)(F

BBEERSHIICERUIC, BBRRACRED HoLBEE. INTOEBICHURREZERET DHENGDEL,

g ATU—ZVTBICIET, TDORIRRFTB-HCGZRAELIC, RODBEERSHIICEIDIHIRIRBEDERZEAFLTCHILEUR,.

h &%, #505871ICEBTHEREZITolc, BEHABPIC, RECIST 1.1 ILEEBB/I\DRALRINCIBE. EEH/I\HROEEE
RECIST 1.1(CHE>T. 6:BRRDERNREFHH CITHONDIENEFLLA, ZRIICCRIIFPRAEHFRINTHSABRLEDSE-EDEREZBNT
EELUfc. PROBEEF. BAICPROFEIRINIcBDRDFHI CEMETED I LU, CTRIFMRIIMRIZAWVWSIESICH. MERICELTIFCTD
EitZNALL) Z. REBREDYYEY T (CHATRICER U, BEHCE. 257158/ (—58) DEEHEHA DS HRZED o1,

-



s&EHAR (Day)

- e wewmoy’
RIiER USHIEIRE Rasagi | Day DEW Day Day | Day DEW Day EEET
1 15 29 43 57 71 85

HBV. HCV R U'HIVIRE O

ggﬁmﬁéﬁ? T=YIRO L 5 o ol ol ol o o o 6L
RATWAAY o o o o o o o o P T
ECOG PSP o o o o o o o o 2
ECGHRE" o

MBS - MRRESE o o o o o o oo 2ECs
FELMRE(PRE o o o o o o o 2ECE
FRTOMmRE LR o

RAgE" o 0

B-HCGHERIRE® o 0 o o o AT
BT/ 25—V

(CT/NRVERFERYEYT/ 5 o 127AEETEEECE
BE<—h— /BT NI Z O LI 1 2387
DFE)

AER U BEEDER o o o o o o o o 2B
ACTH\ ANA. ANCA o o 25@5&0
ROURF PECRUT
TARUTSH o o o o T

ACTH : BIBRZERIBUNLE > ANA  FUizivis. ANCA  FiFhIRfBREHA. B-HCG  BEMAEMTFRhOE Y RF 1 UDTYFEF.
T4 BB A OF 2>, TSH: BRRRIBRILEY

WICH T BCT/MRIZF v+ HIBEGBEMURICERINTLRWES, RIU—ZVITRHRUZDEDEBRNICHETHNIEET 2UHENHD
LUl BRMICHETHNIE, BRAF vV ZERIU—ZVITRBROUZODHBERLUC. ATU—ZVITBICBGEEAROONIBEICE. BES
FHIE CB&EmBIC T S5z LTz,

j IRTOBHNZERZERIU— VIR UAEICLUTEEDIEHICERUIZ, ZOMOBEH TOEANZRIF. MIBERERERICIGUTER
Ulzo R=R 54 VESICHFERB N RO SNIEREDH. 4BENU6EICHERNEREZ T DMEN G DELI,

k 12F80ENF. RTU—Zv Tt RUBEPIE/EEE THTRERRLU.
| EERIMRECFRBEDOFHMER(128R—V)(TRT,

m IRTDRBE (T4 v FRT v I [CHX TEMEIERE) (. AU—ZVTBEEER THDOH TEIEL, BRHRRE (T v ATy IDH) F
Day 1 DRERDEHRERSH. BHRPIEERUR2MEIREE CRIELU. BBRIRETERN Ho/B8(d. INTOEBICHURIRESE
T 2MENHDEUIC, Day 1LUEDRIREE. BRNRUECHU TEEL.

n INTORBREF BERPLLDORENS7BURITERP I DIREZIT oI, BERETHCEWERAHMREL TV RREBRS /AN YFFOD
REBS®INBF TRUZNLEICEEEDOEENRONZEMERDRIRUIRRE IS ISR BIABET o/ BB THTETNIRDS
NRVKERE F, PDE TREETOEEEEBIFEEBL (CT/MRICKIBERIEDS 1 F#F TIROBIE, IEE1 28T EICRBUR), AR
ETERE. EREOEFRREIHATLICEBMARL (BBRIC DOV TOFHMBEZO). EFRTDEBHIE. REDHERED/N\NYF A DR
BIBESHO5FE, NIFREDEBREOETCDOVINHRVFETHELIZ.
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1. = £ = 4) M=
r EREESEMEEER(B9991003 5K 5% )Y D ER I =
1F W =+
¢ RUIERRE
)
o =
" sawms
HERTH 1 QO ETBMEICHT 22— REBEELTD/N\RYFACETFFIF ZITOMABRSEZR ZF Z JHAIRSEREBE
LCrBigstUrc, BER(L. JEER. WiTEHB LR, EFEREME R
2. SABOETY (% NRYFFATFFIF =T EA4420]
AN — —= INRYFA®10mg/kg%
=20 GERMEBSs6H ERIEF 2RI BRI S
IL;E E4 ERMEIHANELE -ECOG PS +PFYF =T 5mek | H2EROERS
A BROETR SEE B - ol N=886_ MRERIE
[)) - 188Uk (BAAG2081 L) *'%#9\/ N 11
- SRR 1 v o ﬁg*ﬁ ZZF =T B4A445
- BEEBOPD-L1 & Mol e AZFZIJ50mgZ 1H1EROKRS
+ECOG PS*' 0X(&1 (4812 5% 2;8BKE)
3
0%) % O KBEEELTDONRYFACETHIF ZTOHAREDEDEEZEMZ. AZF ZTHEIRS S
SO
5 ;; FIREREE QK BEDEBFZNN FMEZNITRBMIEDO IV R—3 2 NeE T 5 ETEMiRRE
%g ®18LLE
J==| @R EBIHADEEFEH RTINS
< @ECOG PSH0OXIE 1
@1 VHO— /U REERBIMENTRH SN T UHERAILE 140mmHg AT A DIEREAIME 9OmMmHg LT
OB S BEREEE. BETEEE. ATHEEE. LERBERZEID
4. FEFHHIER OPD-L1 [BHBREERICHIFDPFSKRUOS
g SEREIREFH OPD-L1 RIBEMOBRVNLBEEMICHFBPFSRUOS
A 1I5H
OEBELAFHRNULEFERROER
SEF1ICEELDRIENT (2018682087 — 9 HYNA ) [CBVT, NRYF A+ 7+ F = TBIZPD-L1
Bt * BB ERICH T BPFSRUPD-L1 DREEMODBVNLBEERCHIFBPFSOVTNICOVNTHRA-F
—UBICHUCHE ENICEERERERLELR.
% | EEEHEGIC BT BREEIDPD-L1 RER1%LLE
5. B REELEFHENOLEFHEOBR
=l
o PD-L1 BB EER SEEE
A

NRUF A+ - RRUF A+ -
FEUF =T z(ﬁzz_g?)% FESF=TH Z@Lﬂf*
(N=270) (N=442)
7.2
(

PFS*' | chsufi(B) 13.8 ) 13.8 8.4
(95% E3EX M) (11.1, NE) 5.7,9.7) (11.1, NE) (6.9, 11.1)
NHP—RH#2 0.61 0.69
(95%{=HEX ) (0.47, 0.79) (0.56, 0.84)

B BIpfE*2 <0.0001 0.0001

oS hRfE(R) NE NE NE NE
(95% E3BX M) (21.3, NE) (21.0, NE) (NE, NE) (21.0, NE)
NH—R#2 0.82 0.78
(95% {=3EX ) (0.53, 1.28) (0.55, 1.08)
BBIpfE*2 0.1911 0.0679

NE: HEEARAE, 3 1 I RAFECE DL, %2:ECOG performance status(0. 1)U CRE, HF< /T3 —0w/\,
ZDOHN) (CKBERICox LN —RET LR UERIlog-ranki&E

7.
s
=
X
ik
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M PD-L1FZHBREEICHF 2 PFSDOKaplan-Meier Hi#R

1.0 PFSEPIRIE (95 %ISFEX )

0.9- — I\RUFAFATFIFZTE 13.8A28 (11117, #HEREE)
— RTFTH 7.2nB(5.708, 9.718)

0.8

0.7

5§
P

0.6

0.5

0.4

B4 RE HF 48 e

0.3

0.2

01 ERINT—REO0.61(95%{EMEM : 0.47,0.79)%2,
p<0.0001 (;BRlllog-ranki&7E [ IRk : <0.001]) *2

0.0 \ T T I \ T \ \ \ \ \ ]
0 2 4 6 8 10 12 14 16 18 20 22 24 (B)

HIEEL7FHIR (PFS)
NRYF AT

FPEUF R 270 227 205 154 120 76 53 32 23 13 3 1 0
AZFZTEE 290 210 174 119 85 49 35 16 13 5 0

At risk#

BYHAROPRIE NN F A+ P FIF ZTHI.INB RZF T #B.4nA
%2 ECOG performance status (0. 1) kUi CRE. A7 /Ta3—0v/\. Z Ot Dithis) (C K BERICoXLLHIN T —REFILRD
ERllog-ranki&E

2BEEMICHIFDPFSDKaplan-Meier H#R

1.0 PFSHhsk{iE (95%/=HaXRS)

0.9 — NRUF A+ T F IR 13.808 (11148, #HEAEE)
— RZFH 8.4n8(6.968,11.108)

0.8+

0.7+

e
i3

0.6+

0.5+

0.4

B4R HFE

0.3+

0.2+

01 ERINP—RE0.69 (95%/EHEM™ : 0.56,0.84)%2,
p=0.0001(BRlllog-ranki®7E [FAIFE K% : <0.001]) *2

0.0 T T 1 T T T T T T 1 1 1
0 2 4 6 8 10 12 14 16 18 20 22 24 (A)

BT (PFS)
NRYF A

S P F—TE 442 364 321 250 193 127 94 57 42 24 8 1 0
AZFZTEE 444 326 271 192 144 90 64 29 20 8 2 0

No. at risk

BUEARDDRIE : NNV F A+ PHIF ZTB10.805. AZF ZT88.6608
%21 ECOG performance status (0. 1) RO CRE. 179/ Ta3—0v/$, ZDO D) (C LB BRICox AN Y —REFILRY
ERllog-ranki&E
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a NAINWYTAY  MEEFRIBZSONAIIVY A 2%, SHBESTREBICUICE. BAIICTAEL, A<D 1IBEBRZEEWN C200ME
AEZRIELI.

b BECTOMERE : BEFABL<LED1B1T(FFIO7F2F ZTRARICAELL)BECT. MEZAEL. AELIBZBEBEICETRU.
INfEEAME A1 50mmHg IFIEREAMEA 100mmMHEZB A T LR LB E. NEMED ERICKDEEZISNDIER
(BB RERESH)IRBUCEEE ESICIEISEMIGERLUCIERZMCKLS. BEZEBL.

¢ MAFRE. INTOMBELARENOMRRERIRE : AIU—ZVITHRUE T T/)LDDay 1 TOMAREILFIRE TE TN TOREIEE
(128 R—IBR) ZRMELI.

d FEQIMARELFRE ST TJ)LDDay 15KUDay 29 COMAELFRE T, FEIEEDH (128 R—IBR) ZEfELI.

e WRRE (I IR)  HIROAER L BEDHZG. A<D 25mMIU/MLOKREZR I 2 MEHIRREZ8RER SHBRIC2O0(RIU—=V
TRRUONR=2 51 VREFOERERSER) (CREL. BRERSHBPEERSTAT)LDDay 1. Day 15KU
Day 29ICHIRRE (MENIFR) ZRELUIC. TSIC. 1ETORARD BN /BB NIFFIRO T REMEN RO N DB G,
ENTHRREZEREU .

f RRE(28R—IBR)  FESEREBRIRS) (CRVRI VITD2LU EDBE. 245BBRICEDEEEREL.

g ECGRE  TRTOBECHUTAIU— VI BICDBRE3DEEL AT, BRERSHETE. 815 07/UDay 1. Day 15RO
Day 2900/\NYF A ORI OB T BCHREL. SAERST. DEREN2HBETIEEGHIEL. 3BOQTCREEOT
BEERS. BECDMBERLFHRADEEER (8. TEIEHFEL, EREIELFMEDE) MROSNEECE. TDBR
PREUZERC3DEE COBRANEU . BRNICABSHI S N25S. 3DEHLEREENTHEL., BNODERDT
fficEBIcIUTF U F—LRURIR VEBE LR,

h MUGARF v (FDI O~ RIU—ZV T L EOEERHEDTMEICF. BB ZEC TAIU— VI RICAVWCFRZAWV,

i DEEER BEIFRUDAFIRARTFR(BNP), FORZY, U7 FUFF—EMB(CK-MB) ZRXIU—ZV T8 B1. E2RUEITAIILD
Day 1. Day 1535U(CDay 29ICAIELIC, BARNICHERIBSICH. DHEROATEZRRLUC. SNORZ /BOBEDERICE
QIN—EVIAIBZAVC. REBRIBHEOBGIIBEREZRBU. EEHE. SN\NYFARSFIICHINORZBEDHA
ERBRICOVTHESRL,

j EBIHE : TN TOIHIER RICHNTHIER. BEENRUBEDCTXIEFMRIZRIEUC. EFWICERESNREWVES. CTRUMRIDRE :ERSE &
BUWTIT ol EFHIRSHDIESUI X VICBUTIFEEDHA RS A VIR TERELUZ. SEDBEAHTEY VY FIST4—/
BRFrUNHEINDHEEF. BEABIUMITLRE1 2B EICHFHELE. BARNICAERES (BEDFICRERIEERDELLE
RABE. PIVAURR T 79 —BEN LR UCES. XIEFTHEDBREN EBREDETICHESZOMOBIRN OEIRNRH 5N
BE). XFCREBETDRICEHB AT vV EEMUc, ATU—Z VI BICHERR RO SNIBEE. T DR OEEHE DT
EENET BH. ZNLUANDBEFBRNICHERSECEHBUC. BEHREGRTHEIC KD TERDROFHEE A IU— 078, JIER
ZORIFND181BFTIHOBIE, ZDRIEER T COMIPRAUTEICIDERDETHIEE T DF CHICBIESIBEDRBDOE
F|CHHDSTN12BTEICKEUZ. CREUPRICDVTIE, RIICEDESRO THHA R B 4BEICHEE. BRSHOZSEMEL. BE
Tz, BEHEEZEN SEBEDETHROSNIBE. AB<ED4BRICEE. BIREHMIZEREL. BEDETOREZT o /c. =

DFHIIERECIST 1.1 MU GRZEBEDRECISTIrRECIST (Nishino 2014) JICEDERMEL,
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CEOSH@ = —

AEZOEY ALT* REE. FRAE R PTLINR FRTI AR A
EDBE. MEX
) iR AST* . .
5 RAREXSZOMO | prygyaprr | BREMOTEIE
1 /\ B3 ERES FIAURAT P —L* YR RIVISID 3,
25 2+LL EDIBE 32485
i 7 FohERAETEY FhUD L (Na)* S RESNE
8 UV AUDLK)
EIRIEIER T2V L(Mg)*
IFERIRIEIER /R (Ch*
- 3; IFREIRIEN $7)LD [ (Ca)*
Bl BENILYIA(RIV—ZVTHEDH)
L BEUILE
)
i BUNSIZRE"
e IUFF=r
23— ()"
UYR ISR
4. FIT=Y
Q
& DA
A
FRE
FES—E
GGT
JLZFO-)
gu- IUFPFUFF—E
=:)
=
e CRP
LDH
UJS—
hUZURUR
HBV. HCV#&E
ERIRBREEEEARES 1 TSH. free T4
Z Dt DIRE : ACTH
IDEREERR
BNP. O CK-MBARENER 7
I2—)LICHES)

HEIFHMFESOAUMEMD 52 (Hy's LawDBEAEBB)BEG. ASTRUALTOBREICNR. ZPIVTZV JUFFUFF—E HBEUILE Y,
BENUOBBEEVILEY r-F VIS5 VR TS —E(GGT). PTXI(FaPT/INR, ZIVAURR T 79 —EZRET B,

SFEIEAILY D A(mg/dL)=HILbY D (mg/dL)-0.8 [FILT=(g/dL)-4]

ACTH: BIBRERMTIVEY ALT: PSP /MNSYRT7IS5—E, aPTHSEM e OOV E VSR, aPTT SEM(EED SOV R TSR F V.
AST: PRINSF VBT /NS VA T7T5—E, BNP : BREIF NI LFIRRTFFR, BUN : IMPRFRER. CK-MB: U7 FFF—TEMB. CRP: C
IGHEI >V INOE, GGT i - IZIWSS VA TS —E HBV i BRIFFR DA JLA HCV : CRUFFR DA VA, INR : EBAZEELL, LDH @ LB KR
%55, TSH : BBRARFBRILE Y
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s EEFXESEIHERER(B9991001 55%)5 DR BIE
1E W
L RUBEREE
D
a—j\ —
" HnEgs
HERFH1> O SF FHEIZESU—RIEZEAT T RICEBETHRDOSNTUVRL, YIBRTRERBATET X FEB D
B ARE FRBEEICNT 2 —RIEREERDHRERELEL T, NRYFFOERIMIR—T 4T 7(BSC)
DHARELBSCEMEEDBMER T REMZHR UL, BIERL. FEER. WITHBLLER. L. EIE
2. HEENEH S
Zs YIBRTBE TR RFmIES T e ‘
c _ NRYFFe+BSCE#
s EA X SERBED 10mg/kg BIRAIZS 28RIC1E
< 0%) WE%L&E%%700&“ BRIREF HRANYR—F 4T T
FEHANELE CRPRSD . _fbspmesso
 — AL RO Stage IV U 10EM) semens N=700 m{EA(L
CRBEIDAIE T REREZ1 (CR/PR vs SD) 111
cISFFEBESC—RERE - ERRS BRI
3 EEA~6Y 1 J)VEU.ETH (P vs ERB)
z5x [T1T (PD) H'ERHHNTLVELY BSCEJhEf
DE - 188 E (HAA G208 L) RANR—F 4T 7Bl
g % -ECOG PS 0X (1
%2 O/ SF T HAZESO—KILFEEZRMPNIT & ISETHRDSNTVIRL. UIRRTEER BFTET X E
Je5! ERMEDORE R EEER (2EEEANRUPD-L1 BHESEER) ZNRE UCHRIEEAEL T, BSCEIREL
& (LT DNNRNYFFHCERZNIR—F 4 T 5 7 (BSC) DHAEEDOSIERNERDNR I 4w EHREL T D&
FIREIREE OHEBFNICHRS NI, UBRAEEREFTEIT X (ST 14 D RS LR (17 LK)
@ — LB AR Stage IV (American Joint Committee on Cancer/International Union for Cancer
Controld TNMBEEDEE 7 MICE D) T, BB DRE I gERE= 1
4 O EEBEEAEUVT. S LYIE VAV R SF NGB LY IEVAAIR T SF EA~6H A T)VEREL.
Q. 58 r#IC. RECIST v1.1[CEDLKPDAERHENTUVIEWL(CR, PRY(ESDEIFFELTLD)
& @ 18/ E(HEATIF20m L)
A OB EBINBDEFENEFIND
@ECOG PSHOX (1
@EYR B EEHAE. BikEE. FHikREZzEI3
FEIHIEE O EBEFEM(TTEH) RUPD-L1BHERICHIFBDOS
I EiNEIE] OPFS, Z=3(OR). E=ZhFTOHAB(TTR). £30HAM (DR) R UwH IO (DC) &
5 B O AR NURIBBETHRDER
%'EJ ERIICETE U PEEENT (2019F 1082187 —9Avh4 ) [CBWVWT. £B&EM. PD-L1B3E* SEEED
22 WINZBVNTH. NRUFAOHBSCE Tl BSCEEHERTHEEROSDIERHNERHSNE U,

X1 ROVITNHEBICTIBEZPD-L1 BRIEEHIELI,
FEBAIRID 25% L EICEREBNROSND, /ERICZHUREMRDEEN 1 %8B DEBMIRD 25% L EICRE
HERDHSND, /ERICREUIREMIROBIE D 1% 0 DREMEIRD 100%[CRENRHS5NS,

B4 FHRERCEEREFHEOBR

2REEE PD-L1BMEREER

RRYF A+ NRYF 1"+
BSCE# BSCa
(N=350) (N=189)
0s  DR{E(A) 21.4 14.3 NE 17.1

(95%(EHEM) (18.9,26.1) | (129,179) | (203,NE) | (135,237)
NG —RiE#2 0.69 0.56
(95%(EHEM) (0.556, 0.863) (0.404, 0.787)
FrlpfE* 0.0005 0.0003

NE : #ERRE, %2 —RIEFZEEDREHOVR (REEZNNIFEHEN. L) MUONEER (51, 32UL)ICK2ERICox Al
NF—REFIVRUBERlog-ranki&E
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2REEHICHIFBOSDKaplan-Meier Hi#R

1.0 OSThER{E (95%ISHER)
0.94 — NRUFF+BSCEE 21.458(18.958., 26.158)
—— BSCHY 14318 (12.958, 17.958)
0.8
0.7
g 0.6
4
0.5
7
R o4
0.3
0.2
0.1 ERINP—RIK0.69 (95% /S : 0.556,0.863).
p=0.0005(ERlllog-ranki&7E [ AIE =K% : <0.0053])
0.0 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(8)
477
At risk# 2EFEH
I it e 350 342 318 294 250 226 196 167 145 122 87 65 51 39 26 15 11 5 3
BSCE: 350 335 304 270 228 186 153 125 105 83 68 55 41 33 18 12 9 2 1 0

B PD-L1FZHBREEEICHF2OSDKaplan-Meier BifR

1.0 OSthIE (95%ISFEX )
0.9 — N\ FFO+BSCE HEEARE(20.31 7, HEEAEE)
—— BSCE# 17.108(13.558, 23.758)
0.8+
0.7+
2 0.6
&
0.5+
=
£ o4
0.3+ L
0.2+
0.1+ BRI\ —REE0.56 (95%(S#EX R : 0.404,0.787).
p=0.0003(ERllog-rankiRE [ RIEEK%E : <0.0014])
0.0 R S e S B e S L U U R S
0O 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38(H)
At risk# SEFNH
I it e 189185177 165 146 129114 95 81 70 49 38 32 26 18 9 8 4 2

BSCE 169 165 152 132 113 89 76 67 54 45 37 30 23 21 12 8 6 2 1
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BHR  FERBORE(BRIEIRIU—ZVIBICOHAE) 2SO,

NAGIWTAVROEE  NA I T A VT MERUFRIBEZE ST BEFMOFIEG : PKODIZH DRI, B ED KRS )DHIC. SO E
FESTRERCUIC# B CIER OB AIE S . BREIFRESNE R CAET 2. NNV F A +BSCEDEEF. N\RVF A DRSE
(MBI Bfcth. NV F AR SRIBBLURICHEZRTE T 3.

MRPHARE . RRERE MO MRECZRE (LIEB) : NERRE R 134 R—IJITRY, MEEEZRE (RIER) . ROU—ZVF | §1
HA2)UDay 1. Day 15(\NUFA+BSCEDEEDH). £2017)UDay 1,83 YA J)LDay 1 RUZDH 2P 2)L(8:B/)TEDay 11
Ei T 5. CNSORERBRNICHERIBESICOERT 2. 1 DORECMFECFZREDLEENCEERBEENAAREINTVLZES.
2IEEZATET 5.

MBECFRE (FEQRER)  MRECFREOFEREE (MBGREZ 134X—VIIRT) G 2IEEORENMRESNTLRBNIRTD
FRERBFHCEET Do

ERIRBRIEAERE N O ACTHARE - BB T4, TSHRUACTHIRE(R. RIU—ZV T8 301 T)UDay 1 RUZD% 21 7)U(8BR) Z&D
Day 1(CEET %, BARNICHERSE. BIDOREZRET (134 R—ISR),

FIRARE (IVE/ fR) JERD O RE R T RE DB G, 2a<EH25mIU/mMLOREDMRIES NI B RIRIRE 28 8ER SRIsH1C 20 (RT
U—Z VBB @&O“/\“N“/B‘Z”+BSCE¥O)$%[3 E£1947)Day 1 DBRERSERICT @)EMT D, N\ FAF+BSCRDERE(S.
BIOHIRRE (VSN IFR) 28R SR RO SHER T /P IERO N\ F AR SRIICEREL. 1 ETHRARPRDSNIBN 2125
él(iﬁﬂ)ﬁ@ﬂﬁ%‘l&tb“ﬁbﬂé%Alu%)%h‘k@“%o BREBEBZE R (IRB)/MERSR (EC) DBRFNFEEDRHICIE>TENDFIRIREZ
REFTDEN DD SERSHITTRRBEDRREZTHEY 3. NNV FA+BSCHDOBEDH . BIERLRDITRIREZRET 2.

~OMRZ(cTn) : cCTNTDRIENHIEINDD, JBBREREBEBEDREE CCTInTDAEN TERWVEE. cCTNIDAECRATED, ZNEFN
DEHCHBVT, BRI AEBUCRIU—ZVIBICAELEY T 1 2ybcTnTXIEcTnl) EA—DY T 12w RIE T Do AIU—ZF
E%(: RERHICEREZRD DB EDBRAMESNCIBEE. BRABRECRVBENIEBRICTEREBDRIBOEBEED G HEZRN T 226

SRR R CEETHhNSEIDHIZ T 3. BRI RICDEHR N TNON DL DREERNICERD D DIREBEOH R EEHEROS N
%A(EK\64’\ JOFEICRE S TEFHEZEIT S, BRARMICNERIGS FBIIREZRET D (134°—=),

HIVIZE : SEDERNIFEHICKIROSNEWBEZERRE. RTU—Z VT RICHVRBEZRRT %, HIVRLZEER I 2 DIZENRIEE
FEELT, BIRENUERS G, BIIREDERT D,

i RRE RIV-—ZVIRBROKRSHEETRICOHFERT D, BRNICHERGE. fORR CHRET D (WMBRIREZ134R—J(TRT ).

12F LB INTOREF RIU—ZVIRKIOLDERZ 1 DRAIET 2. BRNICHBRBS. BIDOLERREZERT 2. BNDOLER
BRECRRNICREDSHDFMENTICICROSNIEERF. BEBRELTEIRT D,

PSS ST - EMRE2IAIC (3. BEEE. RSB OB D CTNIFMRIZF v EEN D, N—RX 54 VEICRBLICBRAF Y CBERENIROOSNIBE.
:]/u%%WEF%%ZE%%Fb’Cb\é?ﬁﬁ[:ﬂfb\ CTXIEMRICKZDEBIDFHEZITD RTU— 2 JBSCRERB DBEFE D852 B E SIS
BEDNREODNBBE(CDOVNTIF R—R 51 VEDBEBDIES T ZRET D2NENDD. N—X 51 VEICHEIBNROHOSNIIBE. TDHRD
BB EHIIC BV CORERB DI ZET S, — I F R AR OBEI DG HIiN 5E T (PD)D'BHOSNBDE TOINTDERT —IZER T T
DIRITPRATE (BICR) (CIRE T Do INTDEEICDVT, EHREHE (B8, IEE8. RUBEDCTIEIMRIZRFv/HEEND) [CRBDTEGMR

DFHIZER DI EERBOERICH NS Y BICRFHIHC K DETHHERS NDE TEET B, PDOFEONIHE (B EERDBIEHERHS NI
58) & BINOBEGRFTHIZTS. WROHERS. BREOBENRAERE (RECIST 1.1)ICEIEITI, 7T2FM (CR) RUBBHZ=R (PR) H'5R8
SNIZHEF. BNDOHEEDICHRIDICENHERINTH S 4BE-L FEZZE(T TEEBGZRZEBURINEZRSE0,

ﬂl*J‘/(Q)L/Day 15DFHE (BSCE D) : BEEEBEN I RRICKVBEERNOHARE/HRAEEDEELN HNIEHER T B, BARNICHER
Gld. RRZRET Do

AR/ HARE  INTORBICDOVT ARERSHBD28HATNSBERERIKIZESDI0BHERF T (NRYFA+BSCE) XIF1R SHIR
T /PSR D90 B%E T (BSCE) HAENRUHABREAZIRT D, FICMTEBRZRIAT 2150, HAEDRSHBIEHMBELRD
RIBRRETET D,

SR (B HIIDEEN O T BEBRNFIBMRBOEECERUCERNRUIEEYHIN A (B @) 22T I NCOHAS/ AR EE
AEGIIRESICECIRT 2. SRMEHFICHARZESIL. HRARIEENUHARIERACOVWTHERECHAD L. BYICEET 5,
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ANEZOEY ALT* FREB. RAE. R PTXIZINR MEXFRIRE
= IAET\ |

r— AST* gawlfﬂﬁ E¥egid

PTTXIaPTT

BmikEn PIWAURR T79 —£*

SFhERAENIER FhUDLA(Na)*

U INERHEST S AU LK)

ESERAESTEN RITRYDAL(MG)*

SFERERHENIER 1B (Ch*

SFIREIRIERTEN ALY (Ca)*
o D)Vl izl
BUNSZIFRSR*
IUPFZ*
[m#E*

UV (U Vg

TILTZY

Wy INT

aUAFO0-)b

IUPFUFF—F

CRP

LDH

UN—t

MITUEUR

HBV. HCV#&&E

HIViRE

ERIRBRBEHEARES : TSH. WERETA

DEBNA AT —h—:
rORZ=Z>(cTNTXI&EcTnl)*

ZOfDERE : ACTH

s Hy's Law DBRAEBRBTEEMN D DHE. ASTREALTOBRE(ITIA. 7L TV, JUTPFUFF—E MEVLEY, BERCTEREEUILEY,
T-FIWIZIWSYRTTS—E, PT/INR. ZIVAUTF R T79—LZRAET B,

tCTNTORAED RS NZ N BREMERKEORBEZE CCTNTORAEN TERVEE. cCTNIDAETRATES. TNETNDEREICHNT. 8
BHRZEBUCAIU—ZVIBCAELIC T T 22y McTnTIECTN) ER—DB T Iy ZRIE S 2.

ACTH: BIBREBRIEBNILVEY ALT : PSZUFPI/ NS VRTIS—E, aPTT SEHEEONOVR TS AF VEE. AST: PRINSF VBT
KSR T15—, BUN: MOREZESE. CRP: CRIGEER. cTnl: DEBRORZ L, cTnT : DERORZ VT, GGT : y-FIWIZSIVNS VR T T
S—1. HBV : BEUFFK DA LA (B : HBsAg. BRUFFR I7HIK). HCV : CERUFFRD A )L A (Bl : CERUBFRFUA). INR : EEAZ#EL, LDH : ZLESBR KSR
k. PT: 7OMOVEVE™E. HIV  ERNEEARAEDA VR, PTT | B3ANOVRTSRF V. T4 A4 OF >, TSH: BRIERIERILEY



7. 2EXH
1) AAER  EREESEIEEER(EMR100070-0035488) (2017F 98GR, CTD2.7.6) AR sHl &+l
2) AER SEAEIEEER(EMR100070-0015ER) (2017F9FAGR. CTD2.7.6)AGRISEHIE R
3) HAER  EAFEIEEER(EMR100070-002588) (2017F9FAGE. CTD2.7.6) A&GRISEHIEF
4) ANER  BRHEFEFIERER(B99910035(8) (201941283468, CTD2.7.6.1)AG3HFsHlEH
5) *ilﬂl%ﬂ ERHEEZEMAEEER (89991001 588) (20214 2 BAGR) AGSb s HIE
6) BARKESZAMR  ARBEEENA NS VE3M &R, 2023
)
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I AP EZER RSB FHE BB FREIR BRXRE
BRERZARFEZE MREPFHE B KRERMITE
BAVENCIO

avelumab inecton



Drug Information

EMEER
nEMESS crRBENPD-L1 E/90—-FILiE

JNNJF 7 560

o M & | \RUFA®SREERE200mg
i ¥ 4 |BAVENCIO® intravenous infusion
— % % M % | PRIV GBIEFHRER)
¥ % | Avelumab (Genetical Recombination)
BAEERROEES | 874291
EARES 22900AMX00990000
(HRAYIBRTAER X)L LiRRRE) 2017494
ABER RIABVIBRTREX I3 BB D B ififdE) 20196128

HRIAYIBRT AR IR S _E BURICH 1T B P BE R DTS 2021528

EffEENEFEA | 20176118

PRIVN T GECFHRIRR) &E 2 BAEMAER 201741158
P s = B ERSELEER 2017438
MR, BISE, MO SERS ﬁ’ BAVENCIO GRATIRTA AL LI 10% (2027%9F)
AR EEONSBCEDERTDIE avelumab iecton BEEBH | (RAURFERTEBEOEMIE) 551078 (20255108)
BREGERIEES 1 K51 VKRR R AT A R L REICH ) R ERDEREE BAiH (2025%107)
1. = AR 2E® nE
. . . Grade 2X/F3 D& Grade 1 U TIcE&T 2% T
1.1 KA. BABICHARGTEZERBRICEVT, HAlLY prp—— P
BRICHABHH - BREF OEMOHLET, FADEMANE Grade 4 X (&BAIED Grade 3054 | AAIOREEF LT 5.
PEHAMSNIERICONWTDHRSTSIL, Ffe, BRFR FRIRIEEE(E | Grade 3XF40HE Grade 1 U T BT 5% T
LIS, BEXRBZORKICENERVEREZ+FHEAL. T, FIRER LSRN
RBRZEHISK’RETEIE, Eﬁi@iﬁg
1.2 MEEBERENBS DN, BLELEFALRESNTVD g
0T MER (BEIN., FIREE, BRS) OREE R O H#EE X o FrlcRBEL L DEIE BRREMEY | AEXEREFIET .
BRREORMESE. HEZTDICTIIE, T, EENRHSN * FOBRICEZDHADEEN
BRI AFOKRSZHIEL, BIBERERILEVHOKRSSE Grade 2X (30158 Grade 1 U FEET 2% T
DBYNHEUBZITSIE,[8.2, 9.1.2, 11.1.1 8] BReE *EI 2,
Grade 4Di5& FADEEEHIT 5,
2. B2 (ROBEICIFBELEWVWT &) Grade 1 DB& BEREEFEDITHES B0
AEDESICHUBREOEEEDS S EE o Grade 205 & W5 ERETT 3, BEDRRE
infusion MRELIHE (Grade T
R reaction T)ITE, PR OEDDERE
g.fﬁgﬁéﬁﬁ EETRSEERT 3.
= —— _ Grade 3X 40158 AHEIOBS5ERIET D,
_ N _ 18471 (10 mb) shair & Grade 2X (3058 Grade 1 U FICEET 3% T
B D TRV T (EEFHERZ) 200 mg RET 2,
Dox¥=h—l 510 mg - Grade 4 XISBRMED Grade 30BA | AHIORS5EHILT 3,
. RUYVILR—h 20 5 mg Ssom | BEROBEELTORE RERIL
R e 5 mo e P a7 k= s e lomg/
KB L 3mg Eﬂ;ﬁiﬁgﬁ?iwzg%ﬁumgﬁi
FEIEF v Z—XN\LRY—IIRMREZ AW TEES N 5, L 123BRE B BHREE%E Grade 150
3.2 WHIDMER TETEELBWGE
i SEHFEIONA 7 IL) %) Grade (& NCI-CTCAE (Common Terminology Criteria for Adverse Events)
T
R R~ WEEEROR VAOIELS.
H 50~56 8. EEREFIER
. i — 8.1 AFIO THISEMEALERICED . BEORERIGICRET 3EE X 5NHARKEDY
RREL | ] (ERRERICT BH) FENBSONBIEL BB, BEETHICITL. REDNBOSNIBAICE, BEORE

4. MHER IFFHR
OMRAYIBRABER: X LT LR
ORETIRTRER IS EBIE O Bl fasE
ORBYIRRTREG R I8 L RIEIC & 1T 3 (LRBER DHETRE

5. MEEXIMRICEHET 2R

(RAYIRRTRER IS ERTB 1 0 Bl fasE)

5.1 XEOMERFMBIEECH T 2BAMUERVRESMIFHEILL THLEWL,

(RIBATIBRTRER BREE L RRIBIC BT B L FBER DIERRE)

5.2 (LPRETRBETHRDSNTVWRVWEREZNRET B &,

5.3 XEOFMOMBIREICH T 2BWERVREMEIFHEILL TLEL,

5.4 lRARSERICEA AN SN BEDRDRBRESICOWT, 1 7. ERREHE DIEORAZ M U,
FEIDBEER VL2 Z+MIBBE U LT BISEBEDORIRETSIE.[17.1.3 B8]

6. BERUAE

CHRIEEIRRAEE X L7 )RS, IREVIBRTRER BREE L RIRICH 1T LA RER DML
BEBRARBTANILY T BEFHAMKEZ) & LT 18 10mg/kg (FE) = 2:B8EERT
1 BB LD TREFFET B0

(RIBTIRRTFEER (FERTB 1 O B AaE)

FHXRIFLTEDOHBICEBWT, BE BAIIEZRIILYT (BLFRABIELT 1E
10mg/kg (R E) = 2:BREER T 1 BEU LA, TRERHTT 5.

7. BERUVBEICEET 3EE
(RIATIBRTEER X LT LRSI, A IRRREE R RIS L RIBIC BT L P RER DMIFRE)
7.1 hOMBUEZH & OHBICDOWT. BMEROR M IR L TR,
(FhEESLE)
7.2 AR OHRERICHKIRT 5 Z & HH B infusion reaction Z BB S B 5 1z, AHIZRS
BIICHE 29 S VAl BRERAIZOREZ1TS 2 E.[8.9. 11.1.1358]
7.3 AFESIC L DEMERNERLLIBEICIE. UTOREEZBRIC. FBEIOKRESEEE
BIBT &,
BIERZRRE DA ERMEE

EI1EFR 2ED WE
Grade 2 D& Grade 1 TICEETZET
HRET 3,
Yt
BRERAR | Grade 3. 4X R B % 1 0 Grade 20 | AAIOREEFIET 3,
5Ba
ASTELULZALT AEE(B FBED 3~ | Grade 1 LT ICE®T 5T
545, NIEHALUILE VD EEE LR | (hES 3,
s || 53ECAMLLSE
ST [ASTEUCKRALTAREE ERO5E | AROREEHIET 5,
1B, RUSHREUILE Y A EREE LRD 3
R Ug s

RGICLZEMEROREREERL. BUAENZHZ2T5C L, BEORERIGICLS
BlfEAL SRONZHEICE. BIBRERILEVEIORSEERERTDIE, o, AFIR
SRTHICEERBEANGSDNZIENHZDT, FERERTHRLBERETHIC
I5T&,

8.2 MEMMEBENGESONZIENHDDT, ABIDEREICHT--> Tld. MEER (B,
RS, ZHE) OB RV X RREOEREE, BIRE+MNTOIIE, oo BE
IKIGCTHIERCT, MBEY—H—F0OREERMTDIE.[1.2. 9.1.2, 11.1.1 58]

8.3 FfR£. FFEEEE. FFA. BILHEEBEANGSDNDIENHDD T, EHNICHTHE
BREZITV. BEOREEZTDICHERIZIE[11.1.388]

8.4 RIS, BIBHEEERVO TEARERENHSDNEIENHZDT. E
HAR I N BEAR ET (TSH., BEBE T3, B T4, ACTH. A JILF YV —ILZEDBEIE)
EITS T &, e RBIGU CHRRESOEBLERT S &.[11.1.5, 11.1.6.
11.1.7 88§]

85 1BERAENHSDONZIENBHZDT, 0B, Bl BHZFOFERDORBELIIEED
FRIETMERTE2E[11.1.88R]

8.6 DEIXNHSONDZIENHZDT, . CK LR DBERERZOHEREZ+HCTS
&L [11.1.9881]

8.7 Brsk. BMEHBMBENHSHONZIENHZDT, HAET. HARKE. CK LR, mH
RURRIATOEY ERZFOBERETHICTSTE[11.1.128 K]

8.8 BEENHSDONDIENHZDT, ERMICEREREZTTV. BEOREZTIC
HRIZTE[11.1.1188]

8.9 infusion reactionh % 5232 &N H 2D T AF DX 5 (F EE Dinfusion
reaction I TRABICTARHEOTE 2 EHEET oI ETRAT I L, o,
2@ B BEDOARAIZ SR ICinfusion reaction B 5N 3ZEHH2DT, BED
REETDICBEIZIE[7.2. 11.1.138K]

8.10 EEHBENENHSDONZIENHZDT, HAET. R TE, PREE. BTES
ZEOBRETDIITOITE[11.1.1488]

9. BEDHREFIZBEICHIIER

9.1 AHE - IEEZEDHZBE

9.1.1 HERERBOSHX B EBENE UL RIRBREDBECREREDHREEDHZEE
SREEOREANRRXIGERI2ETNIHS,

9.1.2 MEMMEREDHZEERZZOEEEDNHZEE
FEMEMRENRRR BB I 2HETNHNHS.[1.2. 8.2, 11.1.1 58]

9.4 LiEREERT 5E
FIRY DM DH DX ICE, AAIRSFRORKIZSE—EHB &, B EEE
ERAVWSESICIEETHIE.[9.65R]

9.5 {FiF
FEXISERL TWS AR DH DL MEICE, SBE OB RN ERIEZ EE12 oYl
NEBRICOARET L, RAIZAVCAEBRESERRBIRBES N TR, £k
19G IFBBEZBET 2D MESNTE D KENSRHEN SHEABITT 2 AIRENN $ S,
KAZKRETHE, RRICHTIRRERNHESN. MERIISFEERNMEMT 26%
nh'%2.[9.428K]



9.6 23LI%
BELOERUERVBARBOERMEEZERL. RAOREX EPIEEZRFTITDE,
KEDOE SFILANDOBITICET 27 —7IdRWH, ENIgG IFE ML RICHEHE NS
ZEMHSNTWS,

9.7 \NR%E
INRZEENRE U ERIREERIZERBL TLVERWL,

9.8 H#E
BEOREEZTHICHRBEUBHSBEEICRS T BT E, —MRICEBEEIMET LTINS,

11. BItER
ROBEMEADHSDONBIENHZDT, BRZTDICTV EEDVRBHONIIHEIIF
REEPILSBREBYBLEZITIIE,

11.1 EXBEIEA

11.1.1 HEMMEE (2.1%)

[1.2.82.9.1.238]

11.1.2 E%(0.6%)

11.1.3 A& BEEARE). FHEERE (12.7%). BF%(0.4%). BE{LIEREE% (0.1%)
B2, AST, ALT.r-GTP, EVILEVED LR ZMHSAFHEERS. FFA. BLERE
KDBSDONDZIENH B, [8.35R]

11.1.4 XEE%(1.7%) . EEDTH (2.5%)

Rt g 2 TH. BB, MEFOERDIBOSNIIBRICIIREEREREPILETDE,

11.1.5 FRIRBEEREE (19.6%)

FURBRIEREIE TE (16.3%) . FRUIRARIEAEFTIEAE (5.1%) . FUIRARZE (1.6%) F DR IRBRHE
BEENHSDNDEIENH S, [8.4 58]

11.1.6 BIBHAERE
BIBHEET 2 (1.5%) FDRIBHERENHSDNDIENH S, [8.42H]

11.1.7 TEEEERS
TEAF2(0.2%) . TEAKEETE EETR) FOTEGRERENESONEIEN
$%,.[8.4 BR]

11.1.8 1 BU¥ERRYS (0.3%)

1 BUpERIR (BIE 1 BUEIRIRZ 20) BB Sbn. BIRBIET NP YR—VCEDRBEN
NHB, 1 MERRAFEONIIBEICIE. FHORESZHIELTI YRV VBEEZRE5TS
EDEYBRUEEITSIE, [8.5S5H]

* 11.1.9 15 % (0.2%)
EREHENE. B DBREEHUEEZSNDEFANERESN TS, [8.6 2]

11.1.70 #iglR=E
REE=Z21—O/NF—(2.8%). ¥T - \L—EMER GEERH) FOMREENH 5D
nadzeh'Hs.

11.1.11 BEE(1.7%)

AMEREE(0.8%). RMEHEILEEX(0.2%) EOBRENHSHONZTENHZ,[8.8
2]

* 11.1.12 #%(0.2%) . HEAARIARAE (SR ASEA)
BREMHBENE. Bk, DBRESHUILEEZSNIEANERESN TN, [8.72H]
11.1.13 infusion reaction (22.9%)
THI71457F 0 —, FKih BE WRRHESEHNHS5HONDIENH 5. infusion reaction
MNROSNIBEICIE. FADKREZHRETIEOBYRLBETS> &b FERHLE
EIRETEEOREETDICERTSZIE,[7.2. 8.98R]
* 11.1.14 SEERESEE (0.1%)
EEHB|AEICL DY —E DD RECFRALHIETI 2T ENH DD T, HEIRIRE
DBICTDERTBIE,
EEHRNE. B, DBHREEHULEEZISNDEFNNRESN TS, [8.105R]
11.1.15 Bz GEEAEA)
11.1.16 SEEMIMRFHANE GEEREH)
*11.1.17 EEORERE
rhi 3% R FE RUARIE (Toxic Epidermal Necrolysis : TEN) BBEREBE) EDEE DK
BEENHSDONDIIENH D, Fic. ERBE BERRE) IHS5ONZIENHZDT,
K. CSAENRBOSNIBRICIIEBRESEHKT D L.
*x 11.1.18 MEHX GEERH)
KREIME R, PRUME K, NEME X [FIFREKIMRETE (ANCA) BEEME %X, IgA M
B EENERESTINHSbNZENH B,
11.2 20t DEER

e —2E|  swuk 1~5% it 19% K3 SRR
AR EGRNVITR
e PRESERR, FRRAE
B AYTILIIY
R R I = B R BR AU BOR | I o R R R R EORL
JVEE TVRED, BT 0
FIUEL
RERORE | BRHER. AER | 5Y/(—CMmE & | mPI)LFIrOLY
fEE & 725 —EHE. 8| B0 &AY D AMEE,
UMBRIMAE, kU7 | RN BAILTY
DU RIEE, 87 | AME
F7 LMEE, B
~UDAMIE, 3L
A7 HA—JLIEE, &
FRELIMAE, B A
HVLIMEE, BiK
BEERRY |BEEE. BE | MHIL7F MR | BMET, SHERE. B | U F i
EERBES REF—CIBIN & | Bk BIRA. IEDE, | S R E A,
B UBoR. B | S RUBBA HE | Y-
L] Bhe. BRI, BOM | MAE(REE

U F DBEEA.
RERRIGE

e miER
fEE

EEENIN ok

RENESH TN BRE
BE, HEE., ER

IR AHEIBEY AR
fiE. RAESIAR, REERE
= —F VY UR
UER—REE, HilE

EpfRErEE
B RURERE ERR. MFI7L7 | EEREEB %
= FZUEM
IR 2. BOSR | SRS, MPIRME | W, SHm, O

RUtRES | #

RN

KRERVOKT
RS

FE-BEXERK
MR SEREF
(16.2%). 5%
IE. %2, KE%
3

WREBREB.
Z5FERD, A
3. MEE, SEiE
%, Bl B
M. BiFs

K. BEREE. FI3E
i3 42Np ENE =P N
RERI. RERE.
. EBERB.
o, SEEOM. &
B, BRRLM, LM
AL, RPERE

NERE | BOE(24.7%) (B #H
N T
ot 2. SR

14.BRALDES
14.1 FHRAREOER

14.1.1 BRICLBHERBEZITV. M LOREZRHIIHEICIIERALBNIE,

14.1.2 FIRBELCHRBERRIERZERAT I,
14.1.3 AADHEBZEHE TREMD, BE 250mLOBRBEBRRERICHMULTHER

I3,

14.1.4 783 fcRWE S, BNCERERRTL, BUIRBLIBRWZ &,
14.1.5 FARRREHAZETBRWcH, HRER, BONCERIBIE FREICICHER
TIRETZHRICIE 25CUT TA4REXIF2~8 CT24KEAURNICKR S ZRTY
3lE, HRRESBREFLRL
FREDERIZERES S,

14.1.6 HMRISEHES LRV E,

14.2 FHRSHOER

14.2.1 RIEDEFFLBVNI &,

14.2.2 FEIZ. 0.2umDAY AV T4 —EBLTRET B,

15. ZOMDER
15.1 BRERERICE D <IEH
ERADERSEBRICENT, FAICH T DREDEENRESNL TN,

19. BMMSICET ZELENMR
—M4 PRIV T GBIZFHIZ) Avelumab (Genetical Recombination)
SFE#147,000
3 F 3 CesraHoz9sN 169402010844

EH  C2194H3410N5780670S16
B4 CoosHi543N2690335S6

SEICE REFICERICRY Z&, e, A7 ILHRY

g —FE|  s%bit 1~59% K5 1% %3 SRR
MERVY> HUNREA, B | U/ GRE D, T
SRR sFeFERE B
DR BUHEHA, MO | R0 BY1E, B b
=i U LRIRATF B
BANIET 57 %> b
s
R TR, TR, R, | S Sk
BT SEEE. AN
BBREE | TAG14%). B | ONER B, 1| OBRARTL, S
0(15.8%). OP | . CERPIE. 10 | BEaBiyim, sapstm,
%, Mgt RR, _EREEE 8 | IIFIORE LR,
. BRBETIEE BBk, TS 8
B EBTRE | SERERR. B
LHEE | (44%). B RRBIETE. 17 | B REER 57
B ENE. RH | VIVFRESR B | BE
HEROXE 7 BRR
AR RmEE e AP

O HMIIEFRXECBRCLEZ L,

SGERTTTT

XNINAF T 7= RS+
RRGBR AL —TEE1S

[XEEERERUEWEHEE]
AF AR AV TFR—2aY
(TEL)0120-870-088

EFRXDOBETICEELTLSEZ WL,

A B:ERPD-LICHTBEEFHERZ NG E/7O—HIETHD, FrA=—X
INARY —JREMRRIC L DEESNZA50BDT7 I/ BRIZENSIBRZEH2 K
RUO216EDT I/ BAENSKRIEH 2 A THEINIEIV/INVETHS,

21. EB&
EERUAVERHBEERED L BYICKET DL,

22. 9%
10mL: 1A FIL(HZRINAT)L)

* k202657 BT (5 155R)
*2026F4RWET (BB 144R)
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