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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

BAVENCI
BAVENCIO o
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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,



FEIRITH

@B
infusion reaction D¥IEIFIRHFIEL (3 SEEE!)
XILTIViRBasE BERzE BEfzE
EFFHRISETEEER JBHSEIEHEER BENEIEEER
(EMR100070-003515%) (EMR100070-001z5%) = (EMR100070-002515%)
IN—KA(n=88)./Y—KB(n=29) n=1,650 n=40
(1) (1) (1)
20 400 20
0
15 300 15
10 200 10
5 100 5
00 00 00O 0 0 0 0
00 00 0 0 0 0
B B5 B5 ®5 #5 B &5 BS5 #B5 B5 B KB5S KB5S KB5S §BS
@8 288 3@o8 4@8 SEEME @8 288 388 408 5E8ME 188 288 3@8 438 Skt
JS—HFA(n=88) JS—HFB(n=29)
M Grade 1,2 M Grade 1,2 M Grade 1,2 M Grade 1,2
Grade 3L Grade 3k Grade 3L Grade 3L

BEQHTEDRSHHICT T 2YDRRIHZRI
*1 UBANEBHEHER(EMR100070-001 5ER) Tl JBERE P RUBIRENRE SN,

LEEBRAREER(ICH UL Tinfusion reactionZRER U —EEDIERI TlE. KEIRSD—BFHM X IR S
REDS0%DFRERNMITONFE U, ZDRER. —RPRM YIRS REDFRZIT IV NDERI(C
BV TH, LW I(Tinfusion reactionDEEHN RO SNF LI, Flew LD ERFEIEHA B
(EMR100070-00258k) X U EEHEIZFIE5 58 (EMR100070-0035 ) (CHWVT. BRI DI
infusion reactionZ@ MO FHIREUIZERI A ERHOSN, 2EFIBUESF2.5%. SEIFEIRUTEHR &
0.6% Uz,
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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

=
=
(=
0l
[©]
=}
=
o
Q
0
=
o
=

B9991003:5R(CH(FBinfusion reactionDIERICKH T DNRNYF A DR SHRE EHBEBINDIIBE E
It3
NCI-CTCAE v4.0 o on — s
AR F A DS EEES0%IC CERDEET BETARYRDZ L CRERRET 3,
EEL, BEHROSNBVDMES
BEC—BMORM: = ICEERT B,
BMOPRZESRZL 8
BEESRRL,
CNRYF FOE DT B, A RIS TAEETS, %
- - — HSRINNE R EDHRLED SBEEDH)
e SUESE LA Grade 11CEELIEERT. 50% BSOS
EREE TSN DR SEETIRS EERL. Bk HIRBEBNE, VTV RS S VIEBIE5~
S AUBTE AR DSRDSEVNMEEICERET B, 50mgEiE (X IEZNEFZEDED)
NSAIDs. FREMEZEFI, 58 HEBRERR STFYVIEBIES0MgEE B BF
IRAIER) [C ISR PR (REZNEFAZEDHD) KA
593 24BBUNOF “NSAID. 4 7707 1>600mg(X 3 Z NEm% ® =
BAHIREEET D, DHD) it BF
- Meperidine12.5~50mgg%F*! é% %%
- JLFARFOAR, EROLFYVIANTBIZ ==
FILFRUDLA100~500mgasE (IFZNneE XK=
BZEDHD)
BXHNRE
SERDEE S BFTRYRDZ(F TEEEHRT 3, N
Grade 3¥ (3 Grade 4 BESICN\RYFAODREEPIE AEBRBIRKDREZERIBL. RITRIBEDDIHD i@
L. B F1— T EBENSR, — DB UL [FEHDBEEITS, =
Grade 3 EE(fl: fEIR  IYAVASYE S Rt - v - o ftu== Al - SEREF =
f:m’% CLUAOETER | LB NARYF A ER ST - BERA D
EIFEOREDRIEICU B5EL, EEYER —IT_
TERPDICRIGLIEW); — “ITE%7U>0.01mg/kg(1: 10007 IR 3 #. &
EWELCHARET D it Tmg/mL) ZHRPES (RARSE(30.5mgs
RECIIABREET B, T5)
Grade 4:E@mZ&NT ! HBBGRENE, VI I VERS S VIERIE25~ ==
RRNBEZERT o 50mMgasE (X ZNEBEDDHD) ®
SEEBRE. 5°F Y VIRBIESOmMg T %
(XlEZFNEAEDBHD) e
cJVFIRTOAR ERODVFVVINTHET R =
FILFRUDLA100~500mgssE (XFZEne =
BZDHD)
SERDEET 2ETRYRDZF TEEREHRT B,
FESEROFMCOVTERSRIINEESBLIET
*1 : ERFRAR ]
infusion reaction(CKW/\RUF FHC DI SEEZF D HEUIZIES . ZDEDOMWIHFIZEKRREBRICBVWTIUTOEITY, :?2
- AU AL AR, IRA IR A SR DB R &
ZDHDTNTDEREEE5 (CHRUI I 53R E T, i
- ARBYIBRRAE R IRES LRI C BT BIL S ES DM =
(FORI—ILHETRN) Z DBDT N T OIS 5THR I8 5% TR,
(ORI —ILEIET#E) ZDE DRSS (FEDTRE LR SEE TEIE, RDIRSLCHB L Tinfusion reaction ' HSNEWVEE (. BEEIDHIMTIC T, ZD
BITTOBRSEEICRY CEH TlkE.
Grade 2®Minfusion reaction(Cx 9 2EINLE :
FRICEHDUE BETEEZED ITHRT DUBEESD) DRIEEICHEDEILBHULEVGrade 2Minfusion reactionh"s3$HSNICIBE. JIVFIRT S
O4 RIC&DBBEZEL. UL/ ARV F AR5 EBELBV TS W\ ROBSE (208%) Tld. FIREICH SBEBAZENZ 5. 550\ 35 -
HIERER A T O IIVICERT TR EEEERLET, BIBRETILEVEETHNITRELEVTREW, &
Grade 3XIEGrade 4Minfusion reaction(CX 9 2ENIME : ﬂ?é;
TERITSU T, BIRNER. SBER. Hﬁ?ﬂ&l SEXIER, TERTUY, L 29 VH, BIBRERILEVAIDRSET TS, Fe, ERD AE
BEY 53 CREETRRBRL TS &

$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 I K

BEK-H” Hes it
X IR

KIS St 1=

isgeaStict kg Ll
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K0
03
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(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

, 5 , 5 B ,
.
fER - SFHEFRR
1% (1), BN -
IFOREREE - 53k - SPO2DE T -
Bl S DEEER
5 EB X IR EE e
St i BIECT (HRCT) > BT
SpOZ' ORE¥ERES L L 3
(BIE DEREY) %‘fﬂn O fRRRE DI
FE - SpODIET - - [ﬂ]?&i;;% CRP. AL | DRIERKE
Eunﬁn—.@%m , 7 , , Be,
WExess | TP ——— | KL-6, SP-A, SP-D, DLST
IBBCT (HRCT) WEX F5E FiRIER ->-%§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
YA MAAOIA V2R FREDE(L
[55%]
WEEF - 155 - DNARE
BBk - 155 - DNARE
—2—EVRFADNARE
J

BRI R Z=EA MRS D] -8

BOF5IEFE2MIEMES

= - B FERIMRES D2 BRDOFSIEHE 2R AT ALE1—112018

BAVENCIO

avelumab inecton
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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




O AEE

BimrazE BimrasE
EELEASIERS EE RSB IR
(B999100355) (B999100358) : XA EEER
NRYFAAFPEVF=T8|  HWR:A=F=TB | RUFAHPEVFTH|  WR: A-FoTH
(N=434) (N=439) (N=33) (N=34)
86 161 161
MRS 20 8% | (0.2%) (3.0%)
W Al 0 0 0 0 0 0 0
(0.9%)
261 161
R . 0 0 0 (3.0%) 0 0 0
e 161
WS 0.9% 0 0 0 0 0 0 0
. 161 181
Mt (0.2%) (0.2%) 0 0 0 0 0 0

MEIREOR. HRIBAHE
FRWROEEHE BREEFOERICE DT, BRERSHIGH (18E) hHREIKR5308E B2 VIFRDFEANE
BOVESHBICRRUICEIER (AR EOERBRISE CTRVASER) EES U,

FEIRBFHA

BERBBEIEOVINHDS5,

@B JhE A
HER FEIRGIE/ FIEL R ES 4Rt A SR FEIROFHA. cho(E (85E)

/l\" %£Grade(1/88) ! g4
~

DIV plV; i) A | Grade 3L1£(0/88)

EEHESEIEEER

(EMR100070-00355%) /|\° £Grade (0/29)
I\
B | Grade 31 +E(0/29)

B s £Grade(30/1,650) 83> (1-470)

SENSBIEEER

(EMR100070-00158) | Grade 35LE(10/1650) + 221183

FRES E RS ©Grade(12/344) ! 4.0'7 (46.2-567.7)
ERSEEIIEsR =
(89991001 5tE) Grade 3LLE(1/344) 3
1 1 AFIBIEIE 5908 % Tlo LB DL TR U, o 100 200 300 400 =00 600(8)
OHAEE"
5l FIRGIEL/ 1L REEE MR 5 FEIRASEA . ch (B (F5E)
EEiEr] £Grade(3/434) 14]1(83-261)
DA EBIERE
(B9991003E8) Grade 3L (0/434)
[

. [ [ [ [
*2 | BHICGRELLEZR (1007~ | @ESR) LB TE, 200 300 400 500
REEBDEEER (rAE) ZRHEL. CNSERICHFD

HIRRA7ZHB L.

100 600(8)

BAVENCIO

ave U m a b Injection
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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

UOI1De3J UoISNUI

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

-
N SAY ‘I‘E
60X Bi& FhfiEx (Grade 3) ﬂg
B | RIS RO =
% - B ANYF A 10mg/kg 2 BRI TIRS
St/ BEE | BHSE. (SIS, ST, SISMmE. BB, M/ WORAME. S, BH
TRRABAE. BT 1— 0/ SF —. SO, 7ILI— LK. B RARE. MR T
. RS, EEME
BAEE | SVRIEDE (B B, (L250k. MEHSEE (FE8E) i
N

10 1 5 10 15 20 25 30
l (¢ I | | | | | a |
Day f 2% dl T T T T I d
BT BE
AN
e tomrsos =
BT ~ 1t BT
'lt‘t T—’\A\E
B B
==
XK =E
» © [%. St FEIRER . %;ﬂ(fffmc Day 3)
FEIR-BE ivf °
(Grade 3.Day 3) Grade 1(C2E& (Day 9) (Hixsee)
X
W=
ABz(Day 4~9) ———— E
o o MRISEIREIZIE (Day 4) =
wE-15E o EEXER (HPTED. SORFEF 1795 RIS (Day 4) )
o CT (s DiEA. EEIBNBERE. BHAT UHS RIS HE) (Day 4) %
BRRALE (Day 4~7) o——0
® )\ A /1,250mg/BE#E (Day 4) ?i
€I L2gEEX2E/H o———e BR
™ (Day 4~7) 7
AR . o - BE
7IAOXA 2 500mg/BEE o——o &
(Day 6~9) =
ST&#H 168/8 (Day 9) @
(Hikise)
=l
i XFIVFURZVOVESE FURZVOVED %!
BB E (Day 6~9) 33
TILEVE 120mg/B 60mg/B i
BERR g 40mg/H =
(Day 9~22) (Day 22~30) =
F
=
%
s
BE
&
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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

UOI1De3J UoISNUI

B E S MAEES B EIS M ER

(B9991003:#5%) (B99910033#5) : HAA2BEEH
NRYFFATFIFZT# MER: AZFZIE NRYFA+TPFIF T8 MR AZFZJH

(N=434) (N=439) (N=33) (N=34) g
1
.
- 261 26 16 3
(0.5%) (0.5%) (o 5%) (0.2%) =
e 161 16
BERBIEEA 0% | 0% 0 0 0 0 0 0
" 16 16
SRSLIER 02%) | (0.2%) 0 0 0 0 0 0
n 261 161
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,

BT B
[

1t BF
1&1%
B BE
=
X=E

FE|EBOTUER DO HAFER T 2B EORRBAENEE CERVERRD T HIICRESNE U,

*
HIRIFHA B
b
@ B L =
=
p—— e ——— :
1
R LR £Grade(3/344) 43.7(42.0-121.1)
BB ESIERER
(B999100158) Grade 3LLE(1/344) 427 -
*1 | ABIRILIR590B%F CICHIRUEWERIC DWW TEST U, o 1(‘)0 260 360 4(‘)0 560 600(8) gé
#
k2 EE
OHAEL =
SR B BESSEIRBEHA. choE (§EE0)
BitiaE %Grade(2/434) 97 >(77-118)
ER LA IR =)
(B99910035) Grade 3LLE(2/434) 2{307:118) g
*2 I BRICHELCEZ (100R— : HESR) (LB DJE, 0 1(‘)0 260 3(‘)0 4(‘)0 560 600(8) éé
SBEREDEEER (rAE) ZHEL. CISBRICHITS £
FIRISEIE SHE LT =
-
&=
1
#
&
&
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HIEEREFIESEEL T BB ZT > TLEE L,

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,
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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
s (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
A2 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 D ERAREHBRICH VT, DA )V RMERFRDIEMRALIFERH S EN Tz,

BHEHEEER (EMR100070-0015E88) [CHEWV T, AFIEDRRBERNEE TERWVIETHIN 261258 5N
FUTIs,

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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‘: D3

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
!



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(100R—Y : BESR) ICEDE.
RREEEDEEER (rAE) ZR/HEL. CNSBRICHBITD

FIRSHZFHD U,

\
100 200

\
300

\
400

[
500 600(8)
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1F
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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,
7.
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=
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F—ZAUiR—bk

B9991003FERICBV T, AR EDARBEFRHNEE CTRVASHZRIRUCEADRBZ CHBALE T,

=
=,
c
@,
O
S
=
®
Q
sl
=t
¢}
S

a3 == :_L\ sl F%j_
70X B /S (Grade 3 JAEREFIRT) =
[FIRE B g
BiE-BHE: /\“/\‘“/3‘2‘® 10mg/kg 2:BREMmRERFIRS. 7#95&_7“ 5mg 1B2EROKS 8
SHE/EIEE  RE. fi<E. SEIE. SIE. EREERE. BB HE
BEERE 9*71‘4@&()# X18)

20 1 127169211230 240 250 260 270 280 20 P

Day D adwansandawia % % % % % = Dt cutoff %
el [N SIS LIS 5L (Day 253)
PEyF=T (Day 253~266)
U N
RESKR 3mg 1B2@ICHEL TS (Day 239) 3mg 182856 (Day 267) Eif %{
ok
NP fF&514 (Grade 3.Day 253) @ g
AER- B FFE514O048 (Grade 1.Day 260) &: %
BRE FURZVOYE0 | 00m x =
= & 75mg—10mg (Day 261~294) S
IR
(Day 254~261)
x
1 127169211230 240 250 260 270 280 20 ’;”f
, | Da N
Day H%%% % % % % % % '} Da%/a cutoff E
® ALT (%8 : 0—401U/L)* (UL B
® AST (B#HE : 0—45IU/L)* - 600 D
482.0(Grade 3) B
- 400 i
70.2(Grade 1) 99.0 178.8(Grade 2) Lo
268 30 360 64.2(Grade 1) (Grade 1) 79.8(Grade 1) ¢6,0(Grade 1) 58.2(Grade 1) -
762 70.2 L .

168 208 348 /‘3‘_%8 (Grade 1) (Grat 1 452 348 0 %

T T 5 T T T T T T 7

30 1 137189 211 239 253 257 260 267 281 (Day) e

8E
3 . — * B%
® ALP(E#E(E : 30—110I1U/L) 1420 (u/L) =
o GGT (B#HE : 0-60IU/L)* (Grade 4) - 1600 =
1,149
(Grade 3) 1200
788.4
s 52 5
RE(BE 162 & 1122 570 =
558/ \Grade 1) (Grade 3) ;4 g - 400 =]

450 4207 s (Grade 2) 3042 - —n =

192 168 (qada1) O (Grade 1) sl ety 858 0 v

20 1 127169 211 239 253 257 260 267 281 (Day) =

=
o HMEVLEME (B#(E : 0—-1.17mg/dL)* (mg/dL)
~4.0
3.16(Grade 2)

3.0
2.0 T
117 1.35(Grade 1) &=

0.99 0.94

0.76 0.70 S W{”/./. -1.0 S
_0 H:E
r 5 T 4 T 5 T 4 T 5 T T T T T T E%
20 1 127 169 211 239 253 257 260 267 281 (Day) ==

HAEFIN RN D LR COEEBERLTVET.

BAVENCI
BAVENCIO orram
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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

[EBELER BR]
TR Z H SIEEECS MDY Y VIR, F(ICCD3BMMRDEEZ% <), CD8E
RN CDARZ MM S EEERL. PRZVEIRTH I, IgGARBMMREBI M TH o,

BIRAENOEREREK . IrAEICKDTRLIERBE R 2.

IrAEICRBBBEMBERICHL T, AT 04 R/SIVRAEE (XFILFUR=V'O>1000mg/H. 38M) %Z
170

FURZVOY 1mg/kgNARRRIE,

BERBEEOEI+HCETURD e, ZF0O1 REFEEHKL, 271/ — L BEITFIL
2000mg/ Bt AR,

BEREROE T ZRD. TURZY OV ZE##.

MRCP CREERZENUERA CTH DI L2,

FURZYOVZESMgE THR L. EFT.

BAVENCIO

ave U m a b Injection

UOI1De3J UoISNUI

TR IRTE

BT
fiE
it
4
=]
=

MRS AR

SR . 258>

OH TR TR EY O ek 2 S >F

O TR & 2 S



(S)KEEX. EED TH

1.

el

1E

%

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,

5.

&l

i3

F

6.

=

&

7.

=

z

X

ik



it

FRRT
CLEE o

XL Lk RE
EFREF IR

(EMR100070-003515%)

(EMR100070-001 i#5%)

B E
ES
(EMR100070-00

5

Tk e | reve
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%)

FRE& ERTE RE& ERTE
E R ESE IR ER EEH RS IEEER
(B9991001 s1ER) (B9991001:585%) : HAALBEEH
INRYFF®+BSCE ¥ifg : BSCE# NI F#®+BSCEE ¥ifg : BSCE#
(N=344) (N=345) (N=36) (N=37)
£Grade |Grade 3llE| #£Grade |Grade 3LlE| #£Grade |Grade 3LlE( #Grade |Grade 3BE
o8 384l 2461 361
ABR-TREE | (0% | (0.6%) ¢ 2 (8.3%) 2 2 2
3541 361
T (10.2%) 0 0 0 (8.3%) 0 0 0
s 561 2461 141
Kk (15%) | (0.6%) 0 0 (2.8%) 0 0 0

BAVENCIO

avelumab iecton

UOI1De3J UoISNUI

TR IRTE

IRERE A R
OHHERERETR  H-AHTR

A
&
=)
B
%)
T
7

OH} R e R R Y O ek 2 S >F

O TR & 2 S

&
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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

(00— HBESR) ICEDE.

REBNEDEEER (rAE) ZRHEL. INSBRICBITS

FIROEZSTHE Lo

\
100 200

[ \
300 400

\
500 600(8)

BAVENCK)

ave U m a b Injection

UOI1De3J UoISNUI

TR IRTE
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O TR & 2 S
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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
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BHE U
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(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



-
&
™
. e
FEIRIRN 2
>
@ FIhEE
XU 5 I ABRE B
EEHESIERR ; EREIERR
(EMR100070-00355) (EMR100070-0015%5) | (EMR100070-0025%%) |
vacen | -ho zom :
PRIR S 5 161 0 0 98 26 3 0
21k (5.7%) (1.1%) (5.9%) (0.1%) (7.5%)
‘ 45 14 8341 26 14
PRERBBEETE | (4 5 (1.1%) 0 0 (5.0%) (0.1%) (2.5%) 0
. 26 136 3
PRERBRETEIE | () 3 0 0 0 (0.8%) 0 (7.5%) 0 7
BoREl 26 R
PRI T 0 0 0 0 (0.1%) 0 0 0
BC%Ek 26
EARIRS 0 0 0 0 01%) 0 0 0
BRI 0 0 0 0 (Oz_flj,/o) 0 0 0 @f\:%
@
. 161
SRR 0 0 0 0 (0.1%) 0 0 0 1@ %
i A
=
R =
RIE LB RIS LB
ES £ ESE MR EFH RIS MR ER
(B9991001 5E8) (B9991001:8) : BAA S BEEH N
NRYFA+BSCHE X8R : BSCE INARYFF+BSCE X8R : BSCE iz
(N=344) (N=345) (N=36) (N=37) K
e [crade 3HE| Grase [Grade 36| Bcrate [crede 3| srace [oace 3
PRIEEE 536 1) 0 0 761 0 0 0 =
24f (15.4%) | (0.3%) (19.4%) =
‘ 364 14 64
PRBEEETE | Ol (4% 0 0 (16.7%) 0 ° °
[ o ER R R 44
HILE I (1.2%) 0 0 0 0 0 0 0
e 216 46
PRBBETEE | ¢ 0 0 0 (11.1%) 0 0 0
- 161
PRIR (0.3%) 0 0 0 0 0 0 0
BoeEl 36
BRIEN (0.9%) 0 0 0 0 0 0 0
[ ER R R 241 =]
RIVE VA (0.6%) 0 0 0 0 0 0 0 :'?;
BCREEPRE | 16 &
BEETE (0.3%) 0 0 0 0 0 0 0 L
-
&=
s
#®
BE
=

BAVENCIO
avel\tgm 8Nb|cmecg



CEOSH@ = —

=N

NCHEETS
SadH\ ),

3.
=
9
~N
ay
&l
1€
H
&

DO

e o

G N

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,



FERIFHA

O REE"
e
Bl

ERHEES MR
(B999100355%)

@ ihEE"
HER FEIRGIER/ Bl ERIABREERES = FETRBTHA, dh R B (EaE)
)§ 2Grade(7/88) 135(62:347)
- N . 347
X)L )URERE A | Grade 3B/ E(1/88) °
ERFHEEIEE R
(EI\/\R1 00070'003§ﬁ%§) /l\o “£Grade (0/29)
~
B | Grade 3L E(0/29)
B £Grade(99/1,650) 85(11-390
piga SIS
(EMR100070-001588%) | Grade 311 E(2/1,650) 131(87-175)
B £Grade (3/40) 43(42-58)
EREIERER
(EMR100070-002588) Grade 3LLE (0/40)
RS LRI £Grade(53/344) | 287(14.7:438.2)
EFHLESEMER R
(B999100158) Grade 3LLE(1/344) 1782
*1 : AFIBIIZ 5900 E CICHBRULBIERIS OV TR L. o 100 200 300 400 500

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

#Z(100R—Y  HESR) ICEDE.

REENEDEEER (rAE) ZREL. INSBRICBITS

FIREHIZSHE U,

\
100 200

\
300

\
400

[
500 600(8)

BAVENCIO

ave U m a b Injection
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TR IRTE
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O TR & 2 S



1. @
&
E
%
2 XE
LEE\ ME(CIHUTADMCHBIEFIEREEEL. FeZSE(C. BIRBENLVEVBFREESEDBEYIRNEZIT>T
<IETV, BT, BIBHREARD D NEAEERBRENFIFICEEHONDIHEESIE. N HIRIEPIE S EEL.
BYRULE[BIBEERIVEY(ERODFYVUE) DT LTI ZIT>TIIEE L,
@ ,2\ B99910015{E& K U'B999 1003 ERICH T 2 R ERIED BIXIREEEEZE DIEIRICK TS
ﬁ 5 NRIYFADIRSHREEIBE
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MEREICHRE SN, AREDERBERMEE CERVEEHENEZERUIEFORBZ CHBNALET,
38, BRNDEERTERIC. FHICORARBHRDEE CERVEEHEEDIERN N 1561 (BE 156 MSS
NELZ(2026F 38 228K R).
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L1 pMETNELL(202653F2288M).
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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,
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BEMBEICH U, MERIRENE 20 EZ T,
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AT ) UHBRERE I Uy (B EOE (D)L TS F U+ TR R) 2638,

uﬁ?ﬁ%(k_—uzuﬁh% nu.,\@%) b\ *% E

EPHE

mb\&bgso

SR EE DR TR, TrLAChRTMZfS[aHEE—FﬂSEI“]o

BEFEOREUITFADREZZRLUC. FURZYDOY5mg/HNEE,

[RIRDET (ZFHR &S,

RANIIR=FT 4TI 7 DFHFE DI, &b,
EAEAN R E IS CUE RG]

B, BEREPIERE. FEIEBEIRR) ).

(Day) Omg

5mg

JurZvoviEsE

10mg

15mg

20mg

25mg

A58

111

112

116

119

133

146

188

265

293

328

363

391
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441

467

495
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5mg

5mg

6mg

7.5mg
10mg

10mg
9mg
8mg
7mg

12mg

15mg

16mg
14mg

20mg
20mg
18mg
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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%)
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£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,
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FEIRBFHEA
L L
B BSE ENREUCBNEIERE(EMR100070-001

58HETULI,
*AFRIB 5908 E TICRIBULBERIC DWW TES Uz,
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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
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MEREICHRESI NI, FBIEORRBHRIEE CERVMRZRIRUCESDREZ CHBALET. BH.
WA DEIEIRTERIC. ABICDHRRBERNAEE CERVEERBRDIERIN 3FIFRESNFE LI (2022648
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>3

N/ o %
2088R) X
60V Bt BEiRAN (Grade 3)
[FEE Bt

FiE - BE . \RXUFA® 10mg/kg 2:BERETIRS P

SHHE U/ SEERRE. JL 7 F =g fg

ABERE S LVIE VIR TSSFY AT T)RE =

-10 1 10 20 30 40 50 60 70 80 90 100 110
[y | | | | | | | | | | |
Day Y I I I I I I I I I I ld

%

NRYFF® t t t X LB 5chiE (Day 36) B§
BERR Day 1 Day 15 Day 29

BEARAN:A (Grade 3) (Day 36) @ ® o il

BERPT RER IR (BARER) oE jt

g RIER (Day 48) o-——e [ (Day 56) (Day 101) i

FEIR-BR LikoO%9 > Bgk (Day 49) %

#5E (Day 54) @ &l

FH&AEREE (Day 69) e———o [@{E (Day 79) ?I'Ey%

o RHEPIRISE (Day 36) =

RE-BE ® {EIEE | [21% (Day 36) fE

o BERIRE : BERILEL. BERadenosine deaminase (ADA)d5¢) (Day 36) %

fE

7220E)L500mg(Day 36.37) ee
EINUTFVUFRUD L4g(Day 36.37) ee 2g(Day 50~55) e—ee 1g(Day 56)
#1108

UJ7Ev>450mg(Day 37~)
A4V Z7IR300mg(Day 37~) &
B ESYF=R1.5g(Day 37~) @
EURFH—)L10mg(Day 37~) e
I527b—)L1000mg(Day 37~51) &——®

7VEYU8g(Day 37~41) o—e
LRI0+Y > (Day 49~12 54T EHREE) o—

e 6 0 o

7B
E
4

BEIERE FURZVDOVEO
TILEZ/A S0 40mg 30mg 25mg 20mg  15mg
R EhipERS (Day 76~ 54 T HAE)
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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,
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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
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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 %,
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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,
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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 BRI EIERER
(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 ¢
. 146 161 141 161
BRALH (03% | (0.3%) 0 (2.8%) | (2.8%) 0 0
OFFAEE
ERHREIEHER ERLRSEIHERER
(B9991003#ER) (B9991003:8) : HAA L EEEM
NRIFAATFIF T8 NRIFAH+TPFIF T8 MR AZFZJ#
(N=434) (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
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@ 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(100R—Y | SR [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,
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MAREICHRE SN AR EDRRBERNAEE CERVEEDKERESZHIZUCESDZEZ HBNALET,
ERDORIEIRTTR(IC, AFEDORRBHRAEE CERVWEREBEDEANN 8B (EESHI). KEEDIIERIN 14

!

>3

(BE16). STATBDEG A 45 (ELE 16, IFBEIPNMETNFLIZ(2026F3F228HR). BB, B 7
N
DELERFTRICPEERFIBIRMBIENORATA— IV I3V IERBEDEAFHRSEINTVEEA
(2026438 22885).
80X St FEXEE i
FRE SRS ]
Bt 8 N\RUFA® 10mg/kg 2 BRIBE RS =
SHE/BHEE | BINE. MEE. @MSER. FEES
BAERE S LAVIE VAR T STFY
E
Day ®=a8 =
LEDOREREE (SHHE)ICHUT, NRYF AR SIS EU R T O R BZEERD TH 1,
BERLRRIC T NRYF A= R 558, i
K
BHHETH 3. 25 (FEUS) DB HkE i
FIOKAEDEEL, NNV F AR SEBRILU RO TV EBICH U TERD T 2 7 04 RO R &
(CRBBBEE T ARFETICRBEESU, ;ﬁé
DEEEN REICERENER, WS &SUEHBICABN TR,
Dl (THI A RR U= BRI — 80 KRR, BRI US A BRI, =
i
260 FREBEDIZth. NRYFAURED (IR F A BIIRS), %
- iz
269 BUVRERN R,
(R4 #R)
KHEEFOBRBICKEORRNHSN, FHRIKESEERD. .
(BB EEEER] %
Bat
#1BP180%1{F 124U/L 79;!:;_“
7
KINHERBREICH U, REF S5 17U ASBHE KA 12 58, i
R
BERC OB OEFZH BN, ZOMDERISUBED T . KEMEEREEFRR, REYYATU "
USRS KFIYIDIR S M D, iz
(RERE4ERR) £
D
&
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E
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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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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
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&

§§ 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)
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52 SIER—

L7
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&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
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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
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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 =
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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
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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,

BAVENCIO

ave Uma b Injection



CEOSH@ = —

=N

NCHEETS
SadH\ ),

FLON
(- S ) ol W

4.
Q
&
A

e o

G N

112

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

BAVENCIO

ave U m a b Injection



CEOSH@ = —

=N

NCHEETS
SadH\ ),

FLON
(- S ) ol W

4.
Q
&
A

e o

G N

114

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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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 ]

BAVENCIO
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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) ROZOMOBRKIEEDFEMIFER (124 —V) (TRT. ZHEITDEHEE. 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.
| EERIMRECFRBEDOFHFMER(124R—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.

BAVENCIO

avelumab iecton



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 1;5"‘:7"5{)mg7&1 B1oROKks
+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

BAVENCI
BAVENCIO o



EfEH RIS E 5% (B9991003558) ICHIF S

1.
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0 samEEAR
(194 7)L=68=428)
S
2. Dav 1 Day 15 Day 29 Day 1 Day 15 Day 29
1 y (+3\) (+38) (+3\) (38) (38)
c ~ - .
B F BHNBER(RIU—=VTED
g SEAEESD) © © © © ©
<o
ECOG PS 0 O O O O O O
NAIWYA2 0 0 O O O O O
. 3. BHETOMmERE? O O
E
gg 5 MRIRE - MR REEREC O O(-3A) O O O O )
& _%u FATOMBELSRES o | oeB o
=]
QHE FERMBEE L RE o o O O
&
o2, 3
e o4 7).
PRI AR 0 ey
ITE)
g- OEL3Y 1
- _ - ). &2
& BIERERRRILEY 0 o
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HBV, HCVARE O SERIICAERIEES BRI A E RIS S
FEIRIRE (M55 FR)° O or38) O O O O O
RigE' 0 SR AERIES BRI A E IS S
5.
= ECGHREE® 0 O O O SEROIC A ERES
1E
i MUGARF+rXIEDITa-—" O ggﬂg)b
. i O@E2.3 | OE2.3 | OEL2.3
DB © | o3\ O O BN | BAoL) | BAII)
BE S @ECT/MR/E ERE
VYD /BB —h—/RBIT O OUREBZIIHIFNS 180BETIE6BETE (+78). L1258  (+78)]
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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
(124R—UBR) 2L,

d FEQIMARELFRE ST TJ)LDDay 15KUDay 29 COMAELFRE T, FEIEEDH (124 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 RRE24R—IBR)  FESEREBRIRS) (CRVRI VINTD2MU 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 FEBSHE - TN TOFHBIFRICH WV THES. BEBRUEBDCTXIEMRIZEREUIZ. E?E’]l:“etﬂmauiﬁA CT&OI\/\RI(JD}?% FIEFA
ZRVTIT e, EERIRSHIDINIR SV I X VICEAUTIFERDHA RS A VIR TREU, SEDBESH TEBY VY F IS4
—/BRFPUNHRINZEEE. BERIVMITLRE1 2B EICEFHELIC, & FE’]ILM\EB%A(%%h\%ﬁf_fd%‘rﬂlgﬁrw
BERACIBE. PIVAURA I79 —BEDN LRUIEE. XIFFROBREN EBREDETICHESZDMOBIRKE OYERHER
HENEFE). XIFCREBE S DRICHBRAF v EEHEUIC, RIU—Z VT HICHEENI RO SNEBEIE. ZDROERETHE T
MDFFIEEENET D0 ZNLUANDBEIFERNICHBRIZECEEUZ. REHREGHHIICLSDMEBMHROFHHIEZERIU—=2T
. MIERZIFIINS181BETIEOETE., ZDRIEER T COMIIPRYTEICKLDERDETHIEE T F CHICBIREESE
DRIBOEEICHH DS T 1 2B EICEMUIZ. CREUPRICDVWTIE., BIICERNERDHTHOA R ED4LBRICEE. BTz
EHEL. BEZEIToIC. BREHREIENSERDETHROONICHEE. A<D 4BEICHE. BEFHHZERL. BEOETOEE
E{Tolce EMDEHMIERECIST 1.1 RUREABEDRECISTHRECIST(Nishino 2014) J[CEJERMELE,

BAVENCIO

avelumab inecton



MAELFRENU Z D DRKIRE

o IR LR E e _

CEOSH@ = —

~EZOEY ALT* REO. R R PT.INR PR O] BB L M
. EDBE, MBEX
5 R AT REBEREZOMD | priguaprr | BREBNTEM
18\ Sl PIAURR I 79 —8* HEEE RN %,
25 2+LL EDIBE 32485
i 7 FohERAETEY FhUD L (Na)* S RESNE
8 UV AUDLK)
EIRIEIER T2V L(Mg)*
SFERTRIE TR /R (Ch*
- 3; IFREIRIEN $7)LD [ (Ca)*
Bl BEALYI LRIV TEDH):
L BEUILE
gl
is BUNX IR
€ IUFF=r
23— (BEBS)*
UV
4. ZILT=Y
Q
& Wyt
A
R
E R
GGT
aLRFO—IL
gu- IUFPFUFF—E
=:)
f
i CRP
LDH
US—¢
RUZUEUR
HBV. HCViR&
ERIRBREEEEARES 1 TSH. free T4
Z Ot DE : ACTH
IDEREERR
BNP. hOM =, CK-MB(ABREHR &
Ya—IUITHES)

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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1. = = = 5) =
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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<o DNEEIEESE)
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3 NI I A U ROFEP O O O O
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%g PR EEERE R o O )
=2 ACTHI&RE® (883. 5. 7594 7)L%) (883.5. 754 7)L%)
&
TR (55 / FR)' 0 O 0
O 0 0
rOR=8 O (B1~4YA40ILKRD | (B1~3HA4)LRD | (B1~4YA4T)ILKD
BROCHERIES) | BRNCLELHES)  BROCLESRES)
4.
Q HBVIRES - HCVigEs 0 BBRNIC A ERIED BRNIC A ERIED
A HIVigEE" o)
RigE 0 BERNICHNBRIES BEERNIC LB RIS
12HELER) 0 SNBSS SERNICHNBRIES
O O
EEHE (@GS 0) 0 (EBIEBIENS 1 EE TSRS ; (BB EETERTE ;
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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.

MRZPHARE . RRERE RO MRECZRE (LEB) : NERKREZ 130R—IJITRY, MEEEZRE (RIER) . RA9U—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 MBGHREZ 130—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 S (130R—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’\ JOFEICRES>TEHEZEIT S, BRARMICNERIGSFBIIREZRET D (130°—I),

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

i RRE RTV-—ZVIRHROKRSHEERTRICOHFERT D, BRNICHERGE. fORR CHRET D (WMBRIREZ130R—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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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
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Drug Information

EMEER
nEMESS crRBENPD-L1 E/90—-FILiE

JNNJF 7 560

o M A | IROFAPEEENE200mg
i ¥ 4 |BAVENCIO® intravenous infusion
_ @ | & [PNIRTEETERD)
¥ % | Avelumab (Genetical Recombination)
BAEERROEES | 874291
ERES 22900AMX00990000
(HRAYIBRTAER XL LilRRE) 20174 9A
ABEA HRAYIRTREX 3B O BiflfafE) 20194128

RIAYIBRT RS IR IS E BURICH 1T DI P BE R D#EFFRUE) 2021528

EffEENEHFEA | 20176118

PRIVN T GECFHRIRR) &E 2 BREMAER 201741158
s s o = s B EBFSEER | 2017438
EMERRE. B, ML ZERE ﬁ’ BAVENCIO CRAYIBRT 8 X)L 7 L HEREE) 10 (20274 98)
AR EEONSBCEDERTDIE avelumab iecton BEEBH | (RANRREXIEBEOERIE) 551078 (20255108)
BEEREA1 RS0 o HREE RV RERIREE ERIRICHIT 2L FREHROUESEE) FREE (20255 108)
1. ma ElGE 2R nE
o _ A Grade 2330154 Grade 1 U\ FCE®ETET
1.1 KA. BRBICHARGTEZERBRICEVT, HAlty I b P
BEICHABHB - BREEFHOEMOBET, FAIDEMANE Grade 4 X 3BRIED Grade 3055 | AAIDREEFLET 5.
PEHAMSNIER L ONWTDHRSTSIL, Ffe, BFFR FRIIEE | Grade 3X340HE Grade 1 UFiCEIET 5% T
ICHEILE, BEXRBZORKICENERVEREZ+FHEAL. T, B4R R T 2,
FAEZREISRETSRIE, ﬁggﬁg
1.2 MEERERENBS DN, BLCELEFALRESNTVD =mE
0T, MER (BEIN., FIREE, BIRS) OREE R U HEE X o, Fr iR DEIE BRREMEY | AEXEREFIET 2.
RREOREE, BRETHITSIE, e, RENRHSN * FOBRICE B DH% DR
EBBICRAEDKRSZFIEL, BIBRENLEVRIOKSSE Grade 2X (30158 Grade 1 U\ FIEIET 2% T
DBEYIBNEZITSIE,[8.2, 9.1.2, 11.1.1 8] BEE *EI 2.
Grade 40i5& FEDBE5EPIET B,
2. BB (ROEBEICIFIEE LRV &) Grade 1 D& BSEEE LD ITRET 30
ARDORSICH UBBEOREREDH 2 EE Grade 205 & W5 ERETT 3, BEDRRE
infusion NRELEZE (Grade 110
X reaction T)ITE, PR OEDDERE
g.ﬁg&iﬁémk EETRS5EERT 2.
= — — Grade 3X 34 DiHE FHDREEHIT B,
—— B . 1/SA 700 mbso%E Grade 2X (& 3055 Grade 1 M FlKE&ET 3%
B S PRIV T (EEFHERZ) 200 mg RET 2,
D—vr=h—l 510 mg - Grade 4 XZBFMED Grade 3058 | AADESEHIET 3.
. RUYVILR— K 20 5 mg RN OE CREIEROMEBELTORIBRERIL
A 6mg | EAeTL RSOy e ong
KEEALF U5 L 3 mg EE?fﬁ?éFiT]Zﬁﬁumklﬂg
FEIEF v Z—XN\LRY—FIRMREZ AW TEES N 5, S 125BRIE B2 BRE%DS Grade 111
3.2 BFI DR TETEELGWNES
# SESE (N1 L) %) Grade [& NCI-CTCAE (Common Terminology Criteria for Adverse Events)
T
HER FE~REEEHOR v4-0I=L 2.
H 5056 8. EELEAKIIR
o e — 8.1 AFIO THISEHLERICLD . BEORERIGICRET 2L E X 5NIHLTRED
REEL | 1 (EERERICT S FEABEONDTENB D, HEETHITV, BENSBOSNBAICHE, BEORE

4. MHER ITFHR
OMRBYIBRAHEL: X LT LR
ORETIRTRER IS EBIE O Bl fasE
ORIBYIRRTREG R I8 L RIEIC & 1T 3 (LRRER DHETRE

5. MEER IFMRICEIET Z3ER

(RIATIBRREER IS BT O E#fifaE)

5.1 REIDOMEMEREICH T 2EIERVLTEMEIFHEIZL TV,

(HRIAYIBRTRE AR R IR L RBIC R 1T 2L R EE R OMIFEE)

5.2 (tFEETHERBETHIRO SN TVWRNWEBFERRET D &,

5.3 XA DFMOMBIREICE T 2EMER VL RMEIFHEIZL TLRL,

5.4 ERAREERICEAANSNIcBEDRTAREZIC DUV, 117 BREREE) DIEONBZRA L.
FHEIOBHUER VL LEE+MNIBR U LT BISEEORIRETSIE.[17.1.3 BR]

6. BiERUHEE

GRAYIBRTRERR X LT ) LHERSE. RAYIBR RS R EE L BURICH 11 B LR AR OHRERE)
BE. RAEZRILY 7 BEFEBRZ) & LT, 1E110mg/kg ((FE) = 2 BFEHERT
1R LD TRIEFNET %0

(HRBYIBRTRE R XS 1 O B i)

FEIYFLTEOHBICEWT, BE. RARRZRILY 7 EBEFHERZ) LT 10
10mg/kg(AE) Z 2:BE MR T 1 R LD T TREEFET %0

7. BERUBEICHET 3R
(RATIBRTEE R X LT ILHRSAE. ARAYIBRAREE G RIS L RIRIC B (T L P RER DMIFRE)
7.1 thOMBUESH & OHBICDOWT, BMEROREME IR L TR,
(FhEESE)
7.2 AR DOFRERICHKIET 5 Z & H Binfusion reaction Z RS B 5 1z, AHIRS
AIICIE R Y S VI, BBBRAISDRE5%Z1TS T E.[8.9. 11.1.132E]
73 FAZESIC L DEWERAMIER U LBEICIE. UTOEEZBRIC. FRIOKREEEE
B3I &,
BIERRIRRE DA ERAMEE

BI1ER 2ED WE
Grade 2 DHE& Grade 1 TICEETZET
HRET 3,
Yt
BRERAR | Grade 3. 4X R B % £ 0 Grade 20 | AFIOREEFIET 3,

l=)
ASTEUSBALT N E#(E ERD 3~ | Grade 1 U TICEIET 2% T
5, XISHEVILEY N EEE LRD | 4hET D,

1.5~3FITIBMLIHE
ASTEUIZALTHEEE LRD 5 | AFIOKRSEF 1T 2,
B XIFMEVILE VD EEE ERD 3
BEBICIEMLIES

ik s

RGICLZEMERORRAERL. BUIGRERNZHZTSC L, BEORERIGICELS
EIfEAN LN ZBAICIE. BIBRERLEVAORESEEBT DL, Ric. FEIR
SRTHRICEERBEANGSDNZIENHZDT, FRRERTRBERETHIC
T52&,

8.2 MEMMEENHSONZIENHZDT, AADKSICHI->TIE MHER (BN,
MRS, ZHE) OB R UL X RREOERE, BRE+MTOITE, oo BB
IKIGCTHIERCT, MEY—H—FEOREERMTDIE.[1.2, 9.1.2, 11.1.1 28]

8.3 FfR£. FFEEEE. FFA. BILERBEXANGSDNDIENHDD T, EHNICHTH
BREZITV. BEOREETHICRRIZIE.[11.1.38R]

8.4 RIS, BIBHERERVO TERREREENHSDONE I ENHDDT. E
HAMIC RS BE R (TSH. BB T3, BB T4, ACTH., A JILF YV —ILZEDRIE)
EITS &, e BREBIGU CHEBRRESZOERBLERT DI &,[11.1.5.11.1.6.
11.1.7 8]

85 1RERFENHSONZZENHZDT, 8. Bd. IBHZDOIEROHKIR P IEED
FRICHERTEZE[11.1.88K]

8.6 DEAXRNHSONZIENHZDT, KFE. CK LR DEREREOHEEEZ+HICTITS
ZEL[11.1.988]

8.7 fizk. MM RMMENHSDONZIENHZDT, HAET. HHARK. CKLR. m+
RURARIATOEY EREOBERZ+HICITSTE[11.1.128 8]

88 BEENHSONZIENHZDT, EHNICEREREZITVL. BEOREZTDIC
BRIDIE[11.1.11 58]

8.9 infusion reactionh' % 5t 22 &N H 2D T, AF D& 5 (& FE Dinfusion
reaction ICIEA TCRBRICT D BRI BOTELREFET oI ETHAT DL, Fien
2@ B U BOARF RSB ICinfusion reaction B S5HNEZEHHBZDT. BED
REE+DICBREIZIE[7.2. 11.1.1388]

8.10 EEHENENHSNZIENH DD T, HAET. RERTE, FREHE. WTES
EDBEETDITITITEL[11.1.1481)

9. RENEREEIZBAEICHIZER

9.1 ABHE - HEEZEDHZEE

9.1.1 BEERBEREDEHXIIEENEULRIBREDECEEXEDHETEDHSEE
REBEDRIEANREXIIEETIEZNNH S,

9.1.2 HEMMKEDHZEENSZOEREEDHZEE
HEUEMERELNFEEXSERBITIEETNIHD.[1.2. 82, 11.1.1 58]

9.4 LIEREERTBE
FEIRY 2 ATREMEDH DX MEICIE. AR SPROSRIRSE—EHB . BYREEE
ZAWSLSICIEETZE[9.58R]

9.5 1Fi@
R XIFTIRL TWDATREME D H DRI ICE, AR OB RENEREE LRZ & IR
N2GEICOMRET DL, AFAZAWABRESERBREIERSLTLAEWN, ERN
1gG1 [ EZERT B ENFSNTRD  KAISBAED SIRIEABITI DA REENH D,
FAAZRETDE BRRICNTZREERIHESN. REXNFFLERHIEMT 28Z
nh'$Hs,.[9.4558]



9.6 {2347
ARELOBRERVBARBEOEREZER L. BRAORBEXFFIEEZRFTTIE,
KEDE NFILANDOBITICET 27 —7IdRWH, ENIGG IFE ML RICHHE NS
ZEMHSNTWS,

9.7 \NR%E
INBEZRE UTERREBRIFEM L TULVRL,

9.8 H#E
BEOREEZTHCHRBEUBHSBEEICRS T DT E, —MRICEBEREIMET LTV,

11. BWERA
ROBMEANH5DNZIENHZDT, HEZ+HICTITV. BENRBHSNBRICIE
BE5ZHPIETZREBYRLBZTSE,

11.1 EXLENER

11.1.1 EEERRE (2.1%)

[1.2.82.9.1.288]

11.1.2 &% (0.6%)

11.1.3 FFRE GEEEARER) . FFHAEREE (12.7%) . BF%(0.4%) . BLHEREE % (0.1%)
FFAR£. AST. ALT.r-GTP, EUILEVED F R4S FTHaEREE, 4. BLuRE
ROHSDONBIENHD,[8.35H]

11.1.4 XBE%(1.7%) . EEDTHI(2.5%)

B9 2 TH. 8. MEEOERIBOSNIIBRICIFREEREXIEHRIET DL,

11.1.5 FRBRIEERES (19.6%)

FRR AR BE(E T AE (16.3%) « FRIRARMEEETUHESE (5.19%) . FRIRAR 25 (1.6%) F D FRIR AR
BEEENHSDNDENH 2. [8.451R]

11.1.6 BIBHEERES
BIBHEETR L (1.5%) FORIBHEREN HSDNBIENH D, [8.4 58]

11.1.7 TEGBERS
THEEX(0.2%) . TEAEEETE GEERR) EO TEFHEREIHSDNDED
H3,[8.4 BHR]

11.1.8 1 B¥ERI® (0.3%)

1 BURER (BUIE 1 MR R Z 2 V) D H 5N, BREET NP IYR—VRICEDZEZEN
N$HB, 1 HERBEHEONIIZRICE FFOKRSEZFIELTI VAV VEEIZRETS
ZDBEYFLBEITSE,[8.588]

*% 11.1.9 5% (0.2%)
EREMENE. K. DBREEHULEEZISNIEFNEEIN TS, [8.6 8]

11.1.10 HEE=E
KM= 2 —O/NRF— (2.8%). F5> - N\ —EREE GEERR) Z0MEEELH 5D
nad2en'H s,

11.1.11 BEE(1.7%)

ANERE(0.8%). RAEHEEEX (02%) Z0BEENHSPNBIENHZ.[8.8
]

*3% 11.1.12 #%(0.2%) . HEBUHREREE SEE )

EEHENE. B, DHREEHULEEZISNDEADIRESN TN, [8.758]
11.1.13 infusion reaction (22.9%)

FF745FY— K BE WREHESEHHS5HNDIEMH B, infusion reaction

MNROSNIBEICIE. FADREEHRIETIEOBYRALBEETS> &b, FERHE

EIZETEEOREETDICERTZ2E.[7.2. 8.98R]

*k 11.1.14 EEEFHT|AE (0.1%)
BEMHBENEICEZIY—EDRHBRECIFRASHIETTEZENHZDT, IERIRE
DEICHDIERT B,

EEMBENE. HE. DBHREAHUIEEZISNIEFNREIN TS, [8.108K]
11.1.15 Bz GEERAEA)
11.1.16 SEEmMIMRREANE GEERH)

*x 11.1.17 EEORBES
thEs i 3k R IRSERUARIE (Toxic Epidermal Necrolysis : TEN) BEEREE) HEDERE DK
BEENHSONDZIENH D, i, ERBE GEERR)LHSDONDZIENHIDT,
KB, USAZENRBOSNIISRICIIRERECAEKTD L,

* 11.2 20t DREIERA

D

5% X £

1~5% K

1% K

SRR

EAR AVITRE
2. RS, TRE
B, AV7IToY

RIBEE

= R BRI AR
JVEVIEDN

I A R R BRRIRRL
EVRD, EREY 1O
FIVEL

RBRORE
fEE

BAER, AER
/}\

SUN—FME &
735 — Mk &
UVBRIE, mNUY
Ut RILEE, &<
R LIEE, &7
NUDLAME, &L
270O—)VIMEE &
FREZINSE, /5 MIHE (E
HYUD LM, ik

meEIJJLFIaANAEY
b)) INS VAl NI i
REIEN. ALY
L\IMAE

BERRRY
BERBES

BB, BRPRYE

mAILF7FUIRZ
RFF—EEMm &
ER¥E. Rk, Bi B
i3]

BEAIET. BhiiE. BI
B, JBIRK. TARR.
SFREBER. AE
BB, BREE. B
U F DBEA.
RERRIGE

U FIE
% R,
vr—7UL
REMREE

B miER
s

EEENIN ok

RENESH TN BRE
CENE TR

IR AHEIBEL AR
fiE, REEHAR, RFERE
= —F VYR
UER—RIR, #HE

EpfREfEE
B RUREE EBR. MF /L7 | EEREEB %
= FZUEM
IR 25, BOSR | RS, MPIRME | W, SHm, O

RUHtRES | #

N

KERVET | FE-BE XK | HREZRED, | KB BHRERE. {13
RS MERSERE |2 SEERD. | RS, 25, BT

(16.2%). £ 5%
1%

M. REE. SEK
RE%. B, K

RER. RERE.
ZIHE. BBHERD.
foE SEEAN. X
B, BRI, B
AE. RFERE

NEEE | A (24.7%) (EME. W
115 MBI AP IR
ot B B

14. BRALDES
14.1 EHRAREOTR

14.1.1 BRICLBHERBEZITV. M LOREZRHIIHEICIIERALBNIE,

14.1.2 FIRBELTCHRBERRIERZEATZE,
14.1.3 AAOHEBZEHE TREMD, BE 250mLOBRBEBRRBERICHMULTHER

ER:-T <N

14.1.4 783 BRWES I, BNCERERRTL, BURBRLBRWT &,
14.1.5 FARBREHZETBR W, HRER, BONCERIBIE FREICICHER
TIRETZHRICIE 25CUT TA4RBXIF2~8 CT24KEURNICKRS5ZRTY
3lE, HRREABRTFLRL
HAREDERIZERES D,

14.1.6 HFRBIRBES LRV &,

14.2 FAIRSHBOER

14.2.1 AIEDREEFLBVI &,

14.2.2 FEIZ. 0.2umDAY AV T4 —ERBLTRET B,

15. ZOfthDER
15.1 BRERERICE D 1B
ERNDERRSEBRICENT, FAICH T DIREDEENRESNL TN,

19. EMRA BT IBILZHHAR
—fg& : FARILYT GBI FHEILZ) Avelumab (Genetical Recombination)
SFE# 147,000
SF I CearaHososN169402010S44

EH  C2194H3410N5780670S16

SR REFICERICRY Z&, e, A 7ILHRY

g 2| s%bit 1~5% 3% 19% 5% ST
mFERTY Y HUNRIEA, B | YUY /R, PR
SRS IR BRiEN
D LSS, ROUR | 4RAR, BYE. RS b
= U LRIRANTF REG
ERAANSR 7 50 X >
=
= TR R, R, | RSk
BT S, AN
BEEE | TAGA%). B | ORER Bl 8| ORNETS, S5
0(15.8%). P3| 5. ORRPIA. 1L | BESBI®, BEPSMI,
N TR, LB 3 | AIFIOKE. LU,
5. BERSERILE | BBA. THENE. 8
BOEBTRE | BUHBERE. B
SHWE  |EH(44%). B|RMIETE, 27 | BE KHER 57
£ ENE, R | LIVVBRE. W | B
B B R
AP R feh AP

O MIIBEFRXECSRLEE L,

SGERTTTT

XNINAF T 7= RS+
RRBBE AL —TE3E1S

[MEREERERUREVWEDE 5]
AFAAN AV TAAX—=3Y
(TEL)0120-870-088

OEFRXDHETICBELTLIEE WL,

44 CoosHi543N2690335S6

AR E:EMPD-L]ICHTZEGTFHEREZEN QG E/7O—FILETHD, Fr1=—X
INLZRY—SREMAICKDEESND450BDT7 I /BEENSKDIEH2 K
RU16EDOT7 I/ BEENSHBRIBRE2ATHRINDIBEIVINVETH S,

21. EB&
ERRYAIEEFEERED L, BYICKET 2,

22. 8%
10mL: 1A FIL(AZRINATIL)

*k2026F4AWET (F144Rk)
*2025% 11 BT (51346R)
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