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B9 51485 8% (EMR100070-001 55%) S BRI >

Bk P Lits. ERE. AEHE. IFER. JR—MIRFEIAERER

3.
b=
=
g
~N
ay
gl
1€
H
&

MR FRE#E/N—b RN FBIMETHOBEREZE I DIEHI 536
IR3R/N—h  BEOEIEAEN SETEOBERE 25 I DA 1,6354]
(WITNHBEERAEAIFSENZL)

*1 R E. BEXEBRERGIE. SR EILE. GhERE. ZZENMNIIIRE. RERE. INEE. PE. RIEE
Rk, BIERERY LE. BIBNEE. Bitltez20

5 BEPRIITIE . /SR F A1 0me/kgZ1R 5 IRl 1 650 B RICT T,
&
A 1’575 PR/ S—h - AN F A9, 3, 10X(E20mg/kg% 2 BEEET. 1 BEN T CEIRAIES Ui,
3R/ S— N NRYF A1 0mg/kg 7z 2 BRIRIE . 1 BRI T BRI 5 U,
EAEIE:5 (EMR100070-002 558 s Erii =
5.
2 HBRFYAY FEwE, IS, Jh—NIESHERER
A
% FEHE Y— SR BIET OB EEE T 2BANER 176
3R/ S— N | BRESAEERAM CUR DR T — I N DERE G T 5B AN 345
*2 BENIBEREZGIRE
RRMRBTE. NN FFO10mg/kg &S SIER 40872 R ICIT o1,
B55E PSR/ S— VA F 493, 10Xd20meg/kg % 2 BRI C. 1 BmEH T CERAE 5 U,
6. 3R/ S— N ARYF A1 0mg/kg 7z 2 BRIRIE . 1 BRI T BRI 5 U,
&
=z
7.
%
=
%
ik

—_
o



EEHESEIEEER (B9991003 5 ER) SRz

HERT Y1 Ziisx. ERIEE. RIFRIL. IFER. LT 2B R MEHER
MR HREF I SRR NI D IV R—X VN EE T 3. RGEDET X FEE BHiRESI886 4]
’E575E SUBREE NNV FF®10mg/kgZz 2BRRBR T, 18BN I CTERNIKRS5+7+>F = 75mgZz 1520

L2005 (6815 A7)L)
XEERE A= F Z750mgE 1 B OROES (48R 5%, 2BmIHE)

EFEHFESEIEEER (B9991001 5ER) S EREIE"

Litsx. ERIEE. FIFRIL. FFER. W1T 2B R MAEHER

HBRFY Y

R FSFFEEESO— LA LY IC AR FSF Y, UGS LI V+NIRFSF V)T #
[CHRERE(THRH SN TR, TR AR BATET ST 4 DRI L RER A EE 7004

1’57 HEREE  \NUFFO10mg/kgE 2BRIRIBT. 1B CEIRAIE S + N AN H—F 1 J4 7 (BSC)

FIEREY 1 BSCEAR

BAVENCIO

ave U m a b Injection
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(1)infusion reaction

07 FJ45FV—RILh. B BE. FIRR#EZZSTinfusion reactionhdShHnadZENHUF
T, BERLERICHB VT, (FEAEDIinfusion reaction(F @R SEICHKIRELTVET, 208 LIE
DIRSRICHSONDIELHDDTIERNTBIROEARZ+DICITSIEHICERNEET HEFT
BEDREZTDICBARULTIEE L, e, YA A VRBEREDN HSHNDIENHIFET,

O \RUFAPMIZESIE. EEDIinfusion reactionlCiE i T. BRBICTHBRW D TEHEHFET
Sle ETRIBULTLIEE LY,

einfusion reactionZ&8 BB 318, IRSRIICIMERAIZ VA BHAERBRISFDORSZTHO>TLE
AN

OREZREOICIBZEIC(F. GradelCMUTNRY FADIESEE DFHE. . 5P ZHREN TS
ERIC BYRLBZITOTLLEET V(17 R=I[RWE 2B ER),

YA DA VIRBEREF Y A bAA 2V OREIC KIS ITRISNDFEF. AT, B8/E. Bk BT, 2. BEER
TEREDIERZHSRMEDLHMURER N T o FEERIFA 2V TIV IV PROERIHELULTNE T Z<DIER
[FRIEICRRLIL TV D et BREFED R T U— =07 (IBBERE) CRENBNERERSZEY A M+ VR AR
([CWT2BEEBFTITUER T, MER TN CEBERIVEFEEEEREETDERTH . RONIEENTALEDTE
BECRRIEREBEDE-IVYITETIBENHIET . BREFTIVIRA VNEEEICK DT A M+ VRBER
BT AT 040 NEEN AR TDRBIGE. FYUXRTREDESBHRFNINET T (RIRBEAN), ©

S

MERXAIZVEIRU7Z N7/ 72V OFHREICOVWT Y
SEREABRICBVNT(F. NRYFACDRSFEICHKITET DI ENHDinfusion reactionZ8F B 2EMT.
NRUF AR SHIC, FIERIZ VA BEEREIEDERSZTVEUC, SHRICHFDRHTEDRLF.
VSN DRGE I

EFRHFE S IR CBIREZMNREUC NRYF A DERSDHI0~60FIICHERYZ VAR T NS/
(EMR100070-003:58) TIVERREEL TR S U,

- BHREDOABE, SHHDFERENOAA NS4 VICERDETEY)ICHE TS U,
* 1 VTTVERSIURIIR25~50mgRUT NP S/ T1V650mg DEIRAIR SR EREOROR5ELE

EFRHE S MR CHIREZEMAEUIC, NRNYFFDERSDHZ0~60DRIICHERIZVEIRT 7 287
(B99910035H5%) T ERREELTIRE U,
- BIREDOATF. SHEORELER U4 RS VICBDEHEEHTREE U,
%1 YTIVERSIVIEMIE25~50mgRUT P/ T1500~650mg DEIRMER S EAEOROKS
BeE

111

/

B EISEMAE R - (FOMI—)VETHD) BIEEE MBS Ulz. NRYFADEIH 5D 30~60271CHE ZI=VE

(B9991001 k%) RO/ D ERiREREL TR 5L,

- (ORI ILEETE) B EENAEE U, ARV FA°DOB 51 OEHNS40EF TSR SDH
30~60PRICHERIZVEIRU PP S/ D1 ZREEE U TR S U, SEIELEORTIZE
(&, FIERSETICERBUEDEAILHESIKIS] DERNUOEEE RS UICRARIHIRTCREVLETR
il

- HREONS(F. S OEBEREER O HA RS 4 VICE DEHE T RS UIE*,

*1 Y TIVERSZIVIERIB25~50mgR U7 7=/ T71500~650mg DEEIRNTE S5 X IFEEDROKRS

BE
%2 ERULIVFIRATAARDEFZRSIERTET B,




58

FLBERER

FEBE, TOER FH2. MECRBOZE. MEMZE(OEPRER). [EXTEE. [FTREHES

22 Hf - IREFR R

FREEERICEH SN TVBIEIER UIERED SF

it

RIS
L LT

MREE
HERE

AL Lk
BRI FIHEEER

(EMR100070-003515%)

IN\—hA 886l

£Grade

IN\—hKB 296

B

BEICHIKTLTIZE L,

BB

(EMR100070-001 i£5%)

1,650l 4041
Grade 31 E Grade 3Ll k| #£Grade |Grade 3BE Grade 31 E
0

B E

EASEIEEER

(EMR100070-00255%)

infugion reaction 194 0 541 0 40361 11461 1141

216 (21.6%) (17.2%) (24.4% | (07% | (27.5%)
BACHSRE | (4 0 (103% 0 G | oo | b 0
e % 0 (3% 0 e 0 (225 0
=R (2 5% 0 0 0 ot 0 (00% 0
Lt (0 0 0 0 % 0 0 0
WA (% 0 0 0 % 0 0 0
FREH 0 0 (3.0% 0 % 0 0 0
AL 0 0 0 0 2% 0 0 0
BRI (1% 0 0 0 1% 0 0 0
EmE (1 1% 0 0 0 o1 0 0 0
B 0 0 0 0 0% 0 0 0
w0 0 0 0 o | ©1% 0 0
1 AR 0 0 0 0 0% 0 0 0

FEREMIFOERICE DS, RREHRUDESHEIALUTOEECZY I 2EHEREBRERSEMET Sinfusion reaction&UTEST LIz,

- E2IICBI T Binfusion reaction : MedDRA(ICHEREZERAESE) EARZBOUFEACHEIRIN] . [FEYBHAE]. [7F T4 5FV— &Ik BEE]XI(F
[1ESBHAE)ICEHL. RIRONERERSEAHERAR SN FR)FBEOBR(OEFRHF—HEW)

- AERICEI T Binfusion reaction : RRENS L VEBREDERIRWIR S EEHED S DHRM R DMedDRAEARFED[FEE ], [FE ], L], [EMmE].
[TFIREEE | (1R8], [F88%R ). (e IROTSMZ ICE L. XRBNERER SEEHERAIRSHEE) T RN S 2HUAICOELICSESR

BAVENCIO

avelumab iecton

=
=
c
0}
o
=
=
(]
)
0
ch
o
=

oS Z R IR TE

AR T IR 2 KR
R RERFET AT

TR EE S S8

O Rk IR EY



CEOSHHE —

¢>—,N

NCHEETS
SadNH D,

3.
b=
=
g
~N
ay
gl
1€
H
&

DO

ded o

G N

'y
S

HREER
ERE

(B9991001 Ei“\.%é)

FRi8_ERZEE

B ESEMAAEER
(B9991001:5) : BAA2BREEE

NAYF A" +BSCE IAZE G
(N=344) L=t

. . . | | |

infusion reaction £#° oo G oy 0

e 354] 341 56

ANCHSRIS (10.2%) (0.9%) (13.9%) 0
2161 35

B (6.1%) 0 (8.3%) 0
158 4

o (44%) 0 (11.1%) 0

LS (ﬁﬂ%) 0 0 0

Ao 0% 0 ° °

[ (012'3%) 0 0 0

O HAEX
WRESE B B
R ElFE IS ERtESIERS
(B999100355) (B99910035%) : BAAL EEER
NRYFAC+TPFIFZIE NRYFA+TPFIFZTH
(N=434) (N=33)

o . . 1126 76 136 161

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

e 51p] 661 96 15

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

=& (9.4%) (0.2%) (3.0%) 0
186 341

e (4.1%) 0 (9.1%) 0

i 23% 0 ° °

BEE (12% 0 ° °

HRE (09% ° ° ’

AL s 0 0 0

e 0.2% ° ° °

*infusion reaction MESTAAIC DV T, BIRESADIE(13—V) B8R,
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infusion reaction DYICIFEIRFIE (IS5 DEEI)
XL )LiRREE ERzE ERz =
EFFHEISE IR R SBY1 B4R BR B ER
(EMR100070-0035ER) (EMR100070-001588) *' (EMR100070-0025E8) ng
JX—PA(n=88)./5—IB(n=29) n=1,650 n=40 i
(1) (1) (1) 2
20 400 20 =
300 15
200 10
i3
100 5
0 0 0 0
0 0 0 0
B5 B5 B5 B5 B85 B5 B5 B5 B5 85 5 BW5 B5 B5 B#B5
188 288 388 468 SEELE 188 288 3EE 4B8H SEEME 188 288 388 488 SEELE i HZ{
)\ N
JS—hA(N=88)  /—NB(n=29) e
M Grade 1,2 M Grade 1,2 M Grade 1,2 M Grade 1,2 1t BF
Grade 3t Grade 33t Grade 3t Grade 3t ’}lﬂ% ﬁé
=2 Be
125 IR EDRSHIICH T HNORRBIHAETT o
1 S EIERER(EMR100070-001 58) Tld. ABE D& RTRENMEES N, =
FECEREREER (CH L Tinfusion reactionZRE U —EBDAERITld. AFIIRSD—EFHM X (FRS
REDS0%DBEITTHNE U, TR, —IFHMN(FIRSEEDREZIT IV NOREHRIC %
PUVTH, ZERBI(Cinfusion reactionDOEHNRBHSNF U, £lc. LEEDEHRNEI4H 5 K
(EMR100070-00288) MO EHEHREZHIHEER (EMR100070-0035E8) (CBWVT. stEREARI I %
infusion reactionZEHEFIBUER N ERHSN. 2B FHIBUICERF 2.5%. SEFIBUERE 2
0.6%TUlze z
2
IR
BR
e
Be
&
gl
#
BE
E

BAVENCI
BAVENCIO o



infusion reaction DYIEIFEIRFIZ (&S DEEI)

FRE8 LR
EFFHRESEIEEER (B9991001588) n=344

CEOSHHE —

(B1)
60

~
4/4!\‘)
o

40

NCHEETS
S\,

20

o

2 0

0 — 0 .
B5 ®’5 ®’5 ®’5 ®’5

1@8 2E8 3OE 408 S5EBEM E

3.
=
39
~N
=
&l
1
]
&

W BAEALSY W BERA

B9991001HERT. 2201(6.4%) [CHBWVWTESZEEDS0% L FDFENTTHhNF U (RREFRZRD
BRWEIZESD), £FTinfusion reaction®EEHEEH SN, OIEFX TCOEARIDO P REE1.08 (&H :
1.0~85.0H) U=,

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

. EFEFESEMEEER (B999 100351 5%) n=434

100
5.
&l
1 80 55
B

60

40

29
6. 20
&
: -
0 0 ! [ 5 .
B’5 B's5 B’s5 B’ B’s5
18 288 38 48 sEELLE
W £Grade

7.
%g BO991003: B8 T4141(9.4%) [CHBWVWT. BEFEDSOBU EDRENTTHONF U, £6IT
% infusion reactionMEIEHNERH SN, OIfEF COEABODPRIEF1.0H(EH : 1.0~42.0H) LIz,



©

FOpUY
infusion reaction DEUEN OEX DERRZ+(T1TL). BEENROONICBEEICE. BFAN7.FENRVOH
SICEET D FE 7. 38IERFRRIFOAERAEE%Einfusion reaction|Z#BZEUT. BUBRUEZIT>T
<rEEL

infusion reaction Grade 105 BEREZHFD(THET Do

BE5ZPUT . BEDRENZELICHEG (Grade TUF)
(CI&. PHIF DF 9 DIRSEE CTIRSZERI 2.

Grade 3X[F4D5E FHDRS=ZDPIET B,

=
=
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o
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=
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Grade 20055
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B99910035 & ERICHF B infusion reactionDIEIRICH T D NR Y FAC DR ST EHRINIBE

Grade 1
BEC—HBAYDORN: =
DR ZE IRV ;A
BEEIRL,

BB (E FUR D R A 2
E, LEUVERICHT B
BRG] IERST = VAL

NSAIDs. FrREEMEZEA, 58
IRAIER) (S I3 DR
g% 24EUAD T
IR EZET B,

Grade 3X[&Grade 4

Grade 3:ZBHE(fI: GEIX
[CHTBEENRD /X
BB O REPIE T U
TERPHICRBUIEL), —
EWELCHBERI D i
RIEICKIAREETD B,

Grade 4:&H%Z8H 7.
BRBEET D,

NCI-CTCAE v4.0 A8~ 1y =

HREINZEE

ARV FFOD/GREZE50%IC

BEEL BIEDRHSNIRLNES
ICERE T D,

SERDEET2FTRYRDZ I TEEEHRT D,

TNNRYFFOEPRIT D, FEAIC

HOIRBIBERN EA2EL<ED
Grade 1(CEELEIFRT. 50%
DRERETHRSZHL. Bt
HEBHSINENIMEEICEERT B,

ERISIBUTEEZET D,

SBEEDAE]

- EIRRIGKDEEE

HEZBRBERE VI VERSZI VRIS~
50mggsE(XIFZNEB/FEDDHD)

HERBRENRE S°TF Y VIEBIESOMgEEE
(XFZENEBAZEDHD)

-NSAID. « 7’07 1600mg(XIFZNEEFHF
DHD)

-Meperidine12.5~50mg#g £

- JLVFIRTOAR, EROIVFYVINTBEIR
TILFHRUDLT00~500mgesF (XIFZENn&
BEDOHD)

- RESTRRE

SERDCHE S 2F TNYRDZ X TEEZHET 2.

CEBSILN\RUFFODEREEPIE

L. B8 F 21— T ZBEN SR,

NNV FFODE/SZEESICHIE

U LN F A2/ 50 TR
[ANSYV-NAS

cAEBIEKORBEZRIBL. RISTRTBEDIED

— DB LIFEHDEEZITI.

- SUETER

SEJYN

- [REZ RS

-T2 7 U >0.01mg/kg(1:1000% B 35 #&.
Tmg/mL) ZEHRRER (RARIRSE130.5mgs
93)

HISBEFENE YT VERS I VIERIE25~
50mggsE(XIFZNERAFEDDHD)

HRBRENRE. S°TF I VIERBIESOMgE T
(XFZNE/RFEDHD)

cJVFIRATOAR EROJVFVVINTBEIT R
TILFHRUDL100~500mgssEF (XiFZENn&
BEDDHD)

FERD'DIET 2F TRNYRDZ I TREEHRET D,

LEEEFDOFBICOVWTEFERIMINEZSRIIIE L,

* 1 EPRRER

infusion reactionlCKUNRYF A DK EREZFDITHRUICBE . ZDRONMIGSMEZLBRICBVTUTDEITY,
- IRBYIBRABER X)L )L HfaRE. ARBTIPRTEEX (S e D B lffE
ZTDHEDINTDESFFD TR SRE TEI.
- HRBVIBRABER RIS LRI BRIC B I DL 2B AR DA
(FORI—)VEMETRD ZDED I R TORSIFFEDTHERL RS EE CTEL.

(FORI—IVEETHR) TDRDE S FHED (CRHEUZ R 5EE CEE. XD’ SEICBWV Tinfusion reaction H"HSNBRWRE(F. EEIDHIRIC T, ZD

BICTD/RSREICRYT TENTTEE,

Grade 2®Minfusion reaction|Z¥ 9 2EILE :

ERICEHDUE BFIREZFXDITHRT DNBESD) DEMZICHEDLEEBULEVGrade 2Minfusion reactionh"BHS5NZHBE. J)LFIRT
OA RICKDBEZEZRBL. PRILIENARY FFODERESZBRUGVTLEEN, ROKSE (2B%) Tl giRICH 2REHRENERENZ 3. H2V (&M

HiEREE "4 TOTIVICER IR EAEEBLET, BIBRERIVEVEIZTBANICRS LBV TLEE L,
Grade 3X(3Grade 4Minfusion reaction(Cx 9 2BNHLE :

FERITIHU T, BRAER. LEER. BRRA REXIERE. TERTUY AEXIZ VAL BIBRENVEVEIDRSZET>TIZE V. T ERD

OE I 3F CREEZFRFEHBELTIZET N,
MBI EE FEE D BB Z R EUEBI991003 B TOF I F Z T DRSAEIIF.
FARTDGradeDinfusion reaction(CHLT. B—HE RS Z#FELE L,




F—ZAUR—k

BO9991003HERICA VT, ABIEDARBERNANEE CERRWinfusion reactionZHIBUIIERI DR B %=

fEMTLET

RRE Bk

60t . infusion reaction(Grade 2)

%k HE  /\RUFF® 10mg/kg 2:BREMREE
SE/BRERE BUEARERRE. F8. 288 RR. BB, BER
BAERE SR (F BT

FRES. PFUF T bmg 1H20RO1KFS

-10 1 10 15 20 25 30
l (. ) | | | | | | |
Day [ ) il 1 1 1 1 7l
Dafy 1 tDay 15 s8E cEE) Day 29 1
RRYFFS 1554 (C 18 ol (R5) CEARE
wokn (RAER280MUE) GEAERE280mL/ES) 140mL/Es)
LR, 1% ST

7EIFZT
®’ERR

AEIR - R

RE-HEE

infusion reaction(Grade 2.Day 15) e® @& (Day 15) (Day 29LAF.
(BB (Grade 2). 524 (Grade 1)) (Day 15)

infusion reactionDBEHFE(FFBHHSNT)

ABz(Day 15) e—e Bz (Day 16)

+ EROOLF Y 100mg Bt
IO TT=SZ VA VEEE10mgEsE (Day 15)

#\RUFFDinfusion reactionlCH I 2FHFRELTZ NS/ T711000mgiRORS. 70V 7T =252 10mgiFR s

BAVENCIO

avelumab inecton
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MREICHRE SN, AHEOERRBERNINEE CETRVT A M+ VB RS Z R IBUICEA DO REZ 18
NMUET . ERNORERFTERICENT, FHEDRRBANETE CERWNY A MO VIR DAES H 361
(BRI FFEROANHRSINTVEI (2026F3H22HER).
XM CIE AR ZSTREFT TV IRA VNEBEICK DY A A VIBIERS F E(CHDIRSE DR,

IROERSEMANSHBEELAICHKIRIT DTENRESNTNE T, 940

O
= Q
<

BRLBOAETICHUT, IR F A 1858846,

NRUFACHKRIZS(243—28),

FPIEIAME . BIMZSROICfch. NRYF A /RS,

FA. B WEER. REEBDZ. i PEREURD 258 . RSN AR,

42thEf : 80/, Hb : 8.7g/dL. CRP: 12.8mg/dL. 39.1C

RRAFEDIEEZITofch'. COVID-19 A VIV IV HFPCREUMARIBEEV T NHIRIE,

TAIVTSAF L I LGB KTV ZIR 568,

RIERZFD AT OA RARBS SURIERZF6.

TAIWRF TS LREICTERIDFIONER MARR IV TIUh. BREERTHSHNBRERMERRRU.

REOHULWRERZERD. B EssARIC IV Y,

HbiE T 7258 . RBC4U Hilll,
SUBSIL-2LETY —IE - §IL-6MAEZ5R. CRSEFZHT.
CRSICHUTTFYXT Y VIR 5HIA,

Hb : 5.6g/dL. sIL-2R : 5353U/ml. IL-6 : 41.8pg/ml. CRP : 12.0mg/dL

474

223 E RG],
WEENSRIBICN T CTRHDIERZRD. 7 ILF VBT ~ID LZRE.

476

CRSICHULThYURTY T450mg =12 55818,

478

EBHEENRBREDBR. BEHORVHESELEVEEZRD. NI ITRBROHFELE

2.

500

FUXTTRSH K, IFPREII RS (CEE. BEXDOEL. B,

506

sIL-2R : 464U/ml, IL-6 : 10.8pg/ml, CRP : 0.1mg/dL




infusion reaction

BT 13 LK B

R B amil
E3X” BRI
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s gttt kgl

RS e O

1

N

BAVENCIO
avelumab reston
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(2) SR ER

ONRYFACICKIEEMMEZRNHSHON, FLICELEFDBESNTVET,

o FE, R, RYIN. WIREZ. MREFOERNHSONIIHZEICIE. BEEISELHITEBT DK
SERBICHIALTLEEW

o B iR ML REIFIE (SpO2). MEBXIFIRE., MECINUTHREBCTIRE. MEVY—H—1RBEF=ZXMHEL
TLIEET V(23R —=ITEAIMFHEZ DR DZH DT O—Fv—hZS8R).

BOROSNIIBEICE NRYF A DRE, 5P ZRF T D EH(C, WIRBEFIESFLERE
L. EU%EZ%T\)D’E/ﬁ']@?x‘—t‘r%@ﬁﬂhk%’&ﬁ?((h; W (26 R—ITIHLE ZSER).

i<

FLERAER”

FI R BUIN IR E. 524X 0. KIS, MRS

LU - RERR"

J:EE@%%TU(@(&D‘ [FREDOEHZEZPEME (KICRES) DARZRRR. @hFbZHTHEERL T
TV BEERDZU<TH. BRENEIRMEZREFNEDE T, HcREERERE PRKITE RSN

%i%é\ RERBDOERNNDHIET

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

X#R. BIBRCT). B2 ARt # (BAL FZERL. [BHREHBGL 2L TIIEE L,

REETICRBDU Y NEEPEEMRE ZE2T 2XEREELDHE Z2EIT2HETOHIE T, BE. IFIREE

BRELHED L ORONTHIBLTLZE W,




ZREREZEOZHMOILHDTO—-—Fvr—

, 18571 , /5% FELBS ,
.
TR - SRR
1% (R 8i), BREDT -
IPIREREE - 53 - SPO2DIET -
RIS DR
g g B\
- FEIR - BHATR R HISE XS R | IR
SR (5 =B, KIEBCT (HRCT)
R B - PR -
E N % VoA o 3= T
FeHh - SPOLDIET - ERPRRE | DRIERKE
vt %, M7, CRP, FFiEE, BAL
B3 S DR
mExissE | TP —® | KL6,5P-A SP-D, DLST
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-BEEARIE ., 15BN CBIBRERLEVEAIDRSE
PN RO EEREOTEERIC DN T EREICHET B,
%’2‘?;%5%%’52% BRERDS, BB ENILE VAR 5 48B A CKE
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+1.0~2.0mg/kg/BOFLUR=VOVR (&

BFEDRIERENLEVEIN (D RE
WHEFE (RSB T) 2’5 T B,

BN RERFBHDIZHIERIZENT 2.
BLSEREFIEDRERZRDD.
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(N=344) (N=345) (N=36) (N=37)
£Grade |Grade 3LlE| #£Grade |Grade 3LlE| #£Grade |Grade 3BlE| #£Grade |Grade 3L
FR2. FMUENE. | 1861 66 o ) 36 5 o o
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. 16 16
s ] o | oo 0 0 0 0 0 0
(
4 40 (01_{25?%) 0 0 0 0 0 0 0
JorovevemER | Jho 0 0 Jho o 0 0 0 0
. 161 161
FOVE Y REES 0 3% 0 00 0 0 0 0 0
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Rk R /\NFA0 10me/kg DEMBABERS. 70T =T Smg | B2EEOKS =
SIHE/EIEE S, fitxiE. SEIE. SI1E. BEEERE. BFIEEHIE &
FEERE  AREA(FBHE) B
20 1 127169211230 240 250 260 270 280 2
Day Eagedandandanis % % % % % = Dot cutoff
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goz<l IR s 1 (Day 239) X W25 bIE (Day 253)
i3
PEYF=T (Day 253~266)
B 5
3mg 1B2E(TFHEL TS (Day 239) 3mg 182M RSB (Day 267)
T fF&514 (Grade 3.Day 253) @ g
AEIR -8R FFE514m#E (Grade 1.Day 260)
_ _ BT BT
BIBRE JURZvVOV#EO 100m N
HILE A & 75mg—10mg (Day 261~294) L=
RIS FE :
(Day 254~261) i %
B gt
= =
1127169211230 240 250 260 270 280 2 x=
, | Da Y
Day H%%% % % % % % % '} Da%la cutoff
® ALT (B#E(E : 0—40IU/L)* (IU/L)
® AST (B#HE : 0—45I1U/L)* - 600
482.0(Grade 3) "
- 400 i
K
70.2(Grade 1) 99.0 178.8(Grade 2) Lo
288 30 360 64.2(Grade 1) (Grade 1) 79.8(Grade 1) 66,0(Grade 1) 58.2(Grade 1) %
76.2 70.2 L D
168 228 348 /‘3‘_%8 (Grade 1) (Grate 1) 52 348 0 T
30 1 137189 211 239 253 257 260 267 281 (Day) al
® ALP (E#EE : 30—1101U/L)* 1420 (/L)
o GGT (B#E : 0-60IU/L)* (Grade 4) - 1600
1,149
(Grade 3) 1200 &
_ 788.4 "
ol (Grages) (Grade 3) 800 [
REE 7 112.2 Gaded e
288/ \Grade 1) rade Slg1g 4 - 400 i3
450 4207 Er (Grade 2) 304.2 s e EEE
192 168 (G}SS'S]) 611'8 (Grade 1) Grade 2) - 72250, 88.8 -0 -
20 1 127169 211 239 253 257 260 267 281 (Day)
® HSEVLE/ME (BH(E : 0—-1.17mg/dL)* (mg/dL)
4.0
3.16(Grade 2)
L3.0
=
", 0o Jon 1.35(Grade 1) 20 B
0.76 0.70 W -1.0 gg
Lo =
20 1 127169 211 239 253 257 260 267 281 (Day)
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36 BRNOEIERTTEIC, FHEORARBEMRNMEE CETRVEERELHEBBEXRDOAEMIN 34, EERABE
KROAEFIN 2BIFRESNE L2 (2025F 382285 R).

70t L% /EEEMERRE R

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

ATAEIE | ARIEOS (F )

=8

B EE (B IBALISERERTE) IC T, NRYFAROTFIF Z TR S5RE,

MERT. BREFERZHED, WRNKRZZ, PFIF T EFREPIE NRYF ARSI,

NRYFAC(F40—2BZxRS5HIB

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

FEERERD LR ZRHEN S BEESERBITBNA L. DILYTF+2I—)LEE300mg/B1ES
FiE.

FHIZRD. PaNKRZ, FIEERBR LFDOREICK. JHEEsARIT AR,

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

(B HISAEERE ISR (MRCP) #ER ]

FARBE. FARBEICZRET DIRERZRHI,
[BERAER BR]
FFABEICUFAMICMODHBEREZRDT.

WRIEFNEITIEEEER . B8Rz T,

(RRFEHETHEEREER (ERCP)HER]

FFPIEBREE [CHIRIRRE =58 . FFNAEE X HLIRL. BIERRFI R Z538 e,
FFAREE IR R ZER DT,

[ABER &R]

FABEICZHET LRICEVELEZHSIUSAZRDI.
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IR Z HSIEEECS MDY Y /VIRERME. 1F(ICCD3BMMRDEHEZ% <), CD8E
RN CDARZ MRS EEERL. POZVEIRTH I, IgGARBMMREBI M TH o,

BIRAENOERGEREK . IrAEICKDTRLIERBE R 2.

IrAEICRBBBEMRBERICHL T, AT O4 R/VNIVREE (XFILFUR=VO>1000mg/H. 38M) %Z
fE1To

FURZVOY 1mg/kgNARRRE,

BERBEEOEI+HCETURD s, RF0O4 RIEFESHL, 271/ — L BEITFIL
2000mg/ B FIRgA.

BEREROE T ZRS. TURZY OV ZE##.

MRCP CREERZENUERA TH DI 2T,

FURZYOVZESMEE THIE L. EbT.
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e
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KBS -THEE | (1 49 0 (6.9%) 0 7.2% | 05% | (5.0% 0
9 261 11461 541 161

A (10.2%) 0 (6.9%) 0 69%) | (03%) | (2.5%) 0
i, 5] 3] 161

Kt 0 0 0 0 (0.3%) (0.2%) (2.5%) 0

B 161(1.1%) 0 0 0 (01?'}%) 0 0 0

e 161
HEREMAER 0 0 0 0 o0 0 0 0
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Kt (59 | 0% 0 0 8% 0 0 °
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RES - Tl 266 (54.4%) | (6.2%) | (44.6%) = (25%) | (485%) @ (9.1%) | (44.1%) (2 9%)
T 23561 224l 19641 1141 1641 34 1541 141
(54.1%) (5.1%) (44.6%) (2.5%) (48.5%) (9.1%) (44.1%) (2.9%)
o 661 461
Kt (1.4%) | (0.9%) 0 0 0 0 0 0
_— 261 161
EEREAIR oy | oms 0 0 0 0 0 0
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oo 16
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B9991001 KRR UB9991003HERICH T 2 RERHEDKIZRDIEKICKH T S
NRYFFDESHAEEEE

NCI-CTCAE v4.0
Grade

Grade 1

TR R=R5 AV EEN
TAEIRE BHOBHED
¥ DEN

KB HERDTEL

THR:R—ZASA4VEH
NT4~6d HODHE
O DB ; <24BFED
BIRANBKRZET S H
BEIEICSIEN TRV
RERXR: B HRXIE
MRHEITECS

Grade 3MU'4

THI(Grade 3) : R—2R
SAvELEXRT7EM E
/BOHHEREROEN
B2 = 2AR5R D EE R
NBERZEIS: HEE
JEICZESY

KIS (Grade 3): BE®D

tIHADIEE

J40—-7vTHEE

NNV FAODRSERITS B,
SRR (ORSINEBIG %) 21T,

SERBLEPRBRUNMBEICHRRT 3.
cBILZRDICHEICEBICRETDLDE

EZIEB T D,

B EROEHE. Grade 2X (FGrade

3/4DERELTHILT Do

Grade 2 ARV FFC%Grade 1LAFICOET DF -Grade 1(CELCBEG. R5ZHETI 2.
THRET 2, S~7HZEBATCHRIBDXIFERLUEE
« WAEEEZIT D, &. Grade 3/4DERELTHILT D,

- Grade 3DFE. NRNUFAZIKET D,
*Grade 4¥(FGrade 3WBHEUIEEE.

NRYFFODRSZHILET D,

+1.0~2.0mg/kg/BOFURZVOVRIF

BHEDRIBRENILEVAIZRST D,

- BIRRBR TR DIHMERZENT B
- FEUBIEBEDARBREDRKEZZ B

ERSH

HELCBE. BIBRERILEVEORS

ZGCrade 11Ct8ET 93 Tkt Dal&
BHINRNTTCEIBRERIVEVAEODRS
BERLICHET D,

« Bt 3~5HZEBR TR IERICH

HERDIZHE. bmg/kgDA > ITUFY

T8 Y B (RRTRVIBE).

EBFAXIGBMAICHULTA > IUFIY
TEBRSULIE.

ERH'HD ; BEEEHDE
b ARNEEZETS;
BERERIEAEIR D 5D
Grade 4 :46i7Z8&h'7 ;
BZRNEZETD

FEEEEOFMOVWTIIFESRIMINELESRIIET U,

*1  ORSEIREBIBEFD IEFEDERSICLY . BYIEEREBNEN. BELITDIEN HIHIERMEDRSICFFZNNETT,

*2 \RYFFOBREGRICHRBEUCREREOXBRX. FTRICHUTOREBMGHEE (> T7UF I ) OEMERFEISINTES T RIEEEANTT .
HRBYIBRAREN S OBEREEZN R ELZBI991003HB TO 7+ F =T DR S IE. Grade 2~4DBEENED ARG KT UTIFERN
Grade 1L RICEE T 2FE THKREL. Grade 2DREMEBEDAGRICHUTIFE—RAETERS5ZBRL. Grade 3NV 4DREBEEDKBRICHUTIE
TUNIVEELTIRSZBRLE L.
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50i%X SBiE KiEK(Grade 3)
[FRE B
& - BE: \RXYFA® 10mg/kg 2BEREFIRS. 7F+2F 27 5mg 1H20R0OKS
BIHAE/BEERE ‘%H‘Eﬂf MUVEEBIEEE. st
BNGEE | WEEA (R BE)
-10 1 420 430 440 450 460 470 480 490 500
Day Pl 5t % % % % % % % —l—
NRUFF® - —— {RE (Day 422) Data cutoff
BERR ! i A a1 0ay 492) e
TEIFZT =
(A 1A
BSWR (Day 427~439)
R R KA (Grade 3.Day 427) e———e @5 (Day 434)
E o ARIIEERICEEDER. XSS MESICHND DS T BEEIRIL 5 (Day 427)
ARz (Day 428) e——o iRz (Day 434)
- o BEIRCTIRE : ABBRDFTRIFEL (Day 428)
== o (EI5%  HEIEREHEERHSNT (Day 428)
o TEBHLEMIRHBRE. 418 | EE%RH T (Day 433)
o EEEIEKEEE. 49 Y L OV 4mgiR %5 (Day 428)
B ORS=RRS (Day 427) @
ERICHCORS S NEERS
AFIVFURZVOVEEE | 120mg
SEpE (Day 428~431)
TILEE 200
BRI B UK=Y O A0 (RS Day 431~484)

50mg 40mg—30mg—20mg—10mg—5mg—4mg—3mg—2mg—1mg
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o PIRIRMEAEIE TE. PRIRIATTERE. PRIBASN H5DNBTIENBUET,

o PIRIFAEEDEERITEEL. ERMNBTSH, HET3. BB T4ZOAEET>TIZE L,

O EENTDSNIFZEICIE, GradelTRMUTNRY FA DREZIRET T D EHEIC, BEICHUETH
S EHBERIESEEL., BYBRUEZT O CTLIETV(S0R—ITIVE 1 ZS5R) .

o HIBRERKETE. N TEFRKETZICLD TRNGRIRIREEREDHS. FIRERRIVEV#T
BACK BIBIU—ERHESHNZTENHZDT. BIBREKETEDNE BIBKRERILEY
DEF) Z T3 CFD > THSBYRLEZT>TIEE
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EBERERS
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ERIRBRFEEEE TE - RV, REVIE T, 1. Rk, (AEEIIFH

LU - REFTR
ERRBRIERETUENE (FARBRPESIE)
BRPRARE | TSHIRME. BB T3BIE. MR T4BENRHONET,
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Fra s | i-ho 2om
Gra0e JGroce 0L EGace :
PRIMIEEE 51 19 0 0 984 2 31 0 n
20k (5.7%) (1.1%) (5.9%) (0.1%) (7.5%) z

\ 46| 161 83 26 161
PRERBREETE | (4 5 (1.1%) 0 0 (5.0%) (0.1%) (2.5%) 0

e 26 136 3
PRERBRETEIE | () 3y 0 0 0 (0.8%) 0 (7.5%) 0
BEGEr 26
PRI EE TR 0 0 0 0 (0.1%) 0 0 0

g
BEGEH 26 B
PRI 0 0 0 0 (0.1%) 0 0 0 x
BRI 0 0 0 0 261 0 0 0
(0.1%)
e 161
PRI 0 0 0 0 1% 0 0 0
5 B
R LR R LR s
Bt EENERR ERHFESEIEHR {g%
(B9991001 55) (B9991001 %) : BXARBEEM e
NRYFF*+BSCE S5 : BSCE NRYF 4 +BSCE B : BSCE =
(N=344) (N=345) (N=36) (N=37) R
Grase Jcroce 38E| EGrase [cads I0E| BGrace [oads 30E| Srace [ 3t
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BH. BERNORIERFTRIC. ABRCORARBENEE CERVEEREIE 1 BUERKBDIEMI N OFIFRSIN
(2024F10831HER). FETICESITESIN 1 FIFEDSNFE U,

60X i%E/BIfE 1 BUFERR % (Grade 3)

FRE  BEibaE

Ri%-RE . \RUFA® 10mg/kg 2BEREEFIRS. 7F+2F-78mg/H
SHE/BHERE : ST, SAEMAE RERKRDEIERL)

BEERE | NEHEA (B, ERMEBDtIER)

A RO T+ F ZTHRS5HIB.

HbA1c:5.7%.

85

LE. B, DB 258 BKXERRTBROZRD D,

RED R BRI

BT Y R— 2, RPN (2+4) B30, FBRRIES NP Y R— X E2H,
MEPCARFFR0.38ng/mL. FRPCPR 2.9ug/BEREMA VAUV PR EFR-BL TS . BIET
AR SIS AR 85,

HbA1c:8.5%. BEBFINAE : 1182mg/dL. Na: 134mmol/L. K:6.0mmol/L, Cl: 92mmol/L
M&EAR[pH:7.157, HCOs™: 11.2mmol/L, BE : -16.3mmol/L]
FR¥E4A+. TIGADHUAII M

BIE 1 BUEPRIRICH LT A VAU U R5RE F ORI,
FEROT7FF ZTRGIRE,
AV AUVICRBUEZERUICDSE. 7 YR—IY AR UBIMEFE.

Na:145mmol/L. K:4.8mmol/L. Cl: 109mmol/L
Mm&AA[pH:7.361. BE :-3.4mmol/L]

R Y AUV ROBKBIEECK), 2HREFGELUICH, BIEA VAU VEEZB AU TR,
PHIFZTREBRKRESEEERL),

TRV THREBRAREEZTERL). 1 VAU VEEIF#iT.

A VAU VEOAIF . HOATC:7.4%

FEIROT7F2F TR ST VAU VEEF .
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B"Ezl:%%’ﬁ%ii?é;t’&%lﬁﬁéo
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e it — (1% 0 0 0 % 0 0 0
s | 0 0 0 o | o | omw | O 0
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FRES L RZIE
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[FGrade 1UTICEHEYS DFE TREL. Grade 2DEAR N UOEMERIBAEDAERICHUTIZE—AE TRSZHBRIL. Grade 3X(F 4D MU ELIHR
FEDERICHUTIFT LNV EL TR S ZHEREUELU.

#\RYF AR SH(CHIBUCEEEEDHRION T 2EMEFEIISN TS ST WITNHRRBELAN T, BAVE N C I 0 -
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oK. IREE T, [FIREEE. I FEESREDHEZTRITIT>TLEEL,

O EFHTEIEICL DTV —EDEHRRICFRAENETIT D ENGHDD T, FIPREDELICT
MEEULTLIEE LY,

O EENRHSNIZEICIF. GradelCHUTNARY FACDRE, H5hIE#ERITT DEHIC, B
ARIEPIESEEL. BYRABET > TR EIV(87 R—I[xHilE | Z588),

AN, DEIRNHET DI ENHBIE T HEEZZEL. R, DFHRDIBHSE(CEYBRULEZITO>TL
EEWN

i<

FERER
R T, 15, TRAR O T, B R, SERE. WREE. SEHE. EROBANZHS

SR - IREFRR >
RICEREE. BEHIE T, EHHAOET. BEHAHET. B NES. BIEES. B8RS, FRES. KE
BEECIDERER (FEFM). METIHNICEE. IEROBEAZE (BN YA IBN)RENHSNET .
TRORZOA(T OV HERG S ERER), 177 2F IV IVVZEE(AChR) TR R EZHEEELE T,

it

FRIKR

@ MENE
ERHESEIEE (EMR100070-003588k) R OB S4B R (EMR100070-001 5 ER) TIFERHSNT
WEBAD BADRERFTERICEVTAFEDARBEENEECETRVEBELHNMFARBOSNTNET
(2019F4R308KR). REB LRBEREZNREUCEBRHRBSMHEGER (B99910015ER) Tld. &AElE
DRRBEFRNEE CERVEAEAHEIEFRDOOSNEBATUI,
EMR100070-003, EMR100070-001 5t 8. EMR100070-0025 5%, B99910015EBD WV ITNICHNT
B FHEORRBERNEE CERWVEERHFEE - BisK - DEIRDHFEAERFFBHOSNFEATUI,

OHAEE

Bk Bk
B EI S MAEER EFRHE S M55

(B9991003:58) (B99910035) : HAA£BEEH
NRYFFATPFIF T8 MR AZFZJ# NRYFFATPFIFTE MR AZFZJE
(N=434) (N=439) (N=33) (N=34)

Grade 351 E Grade 3L E Grade 351 E Grade 351 E
‘Eﬁmﬁﬁ‘(of%‘o o‘o‘o‘o‘o‘o‘

FEERRDESF, BRI OERICE DT BRERSHEE (1HE) Mo S5308% 52 VIRROFUEREEMREEINEOVLINHDSSE. B
WRICHRR U BIER (RBICOERBERNISE CETRBRVESER) ZE5 U,

B9991003HERICH VT, AFEF F U F T DHARSEORREMNEE CETBRWVERFEAHEIE - 5
K IDFIRDHFEEGNFERDSNE B ATUI,



FEI0SEA

-
OHRREE" =
BilREEEENREUCEBRIEESEIEGE (BO991003:E8) TROHSNIZ1 HIOFRIRIFEAZ. ¥0kS g%
H5578B U, s
*BHIREVEER(N16R—YV  HESR)ICE DT, REEEDEESR(IrAE)ZRHEL. INSBRICHIT3RBFHAZIHE L.
1
PO UY S e
HRARBERPESEEL, EFAY 7. BENUOHEEICEET IR 7.3 8WEARIRIEOHERAMERE] L
DIADEIER 1 ZBZEUT., BYRALEZT>TLIEETW
(BEER)
B9991001 88Kz U’ B999 1003 HER IC H T 2 RERED EFEMEHNAEDIEIRICKT TS {g\ﬁ\
NRFFDIRSREEIEE *
A THOIEE S O—FyTieE
TN A el - BRREERERNESNEETARYF CIrAEDTTRE D B NI I8 S ZHRICHE
3Grade 2% 13Grade FORIRET D, SCTHEESEL. /\/\/5‘:2'@0)?25%55]7& E
. o ZET D, =
3DERREIBIR SAER “IrAEE B8 E U 12 8 &, Grade 22 33D -
IrAEEUTHINT %o
Grade 2%2(% AR FAOERET B, -Grade 1B FICHELLES, MHED
: : +1.0~2.0mg/kg/BOFUR=VOVR (& 15BH I CRIBHRERLE VDRSS
#iElDGrade 3DIrAE Iyl 4 ryutviimytmty ERLICHELE. NN FFEDE S
- BRERRTBHDI-DFEREEN T Do HHET 5. =
CRBICHUTRENRSPEDERER =
5. =
Grade 3DIrAENES IRt e a-rR -Grade 1 TFICHELZES. HB<ED
o1 .O~2.0mg/kg/E|0)7°|/|\“:‘/“E|>215t 1HBMICRIBREERILEVEIORSS
BEORBHENLEVAERST 2, EHLICHET B, %
- DS ERBR D= LB F BT Do K
- HEPRSPIEDEEERD D, %
- %
cNRYFFODRSEDIES B, -Grade 1M FICHELLIES, DRED i
O .O~2.0mg/kg/EI®7°L/|\“: AR DAVAES 1THABICRIBRERILEVEIOERSSE b
BEZEORBRE ML E VX S DBE EHLICRET B,
IR (MBI E RS B,
° E*D%m %Bﬁ@r;mr_ig”%LﬂDjéo
RN EFEOEEERD D, =
- g
.
L LR e e -/ \RF AR5 EDIET B, =
VERLUADEHCEY. 10 IR rOra T o Iy ter &
mg/BX[EZNZEBAZTSUR HB,
VOV REAZEORSHE
RILEVEIDRSZ12:8%FE
ATHELTZES
128 EICH =Y Grade 2
XIF3DIrAELI5EE T BIEE @é
R

IR FEPEE, @?ETB%%%(:A:Uiﬁﬁﬁﬁﬁﬁb“ﬁbné%ﬁ(:(& EONCHBNRISFESEEL. TROKR-DARR. HERGE. 7 EF/ILIU
/xe%m%%@ﬁﬁ’éﬁ?tﬂl

EHRHSNESIC. /\/\/}7@0)1*% RS FRES BEHIT, $%®1XEEIJELJ‘C MIAUVIRTS—BE, BIBRENLEVE. S
ﬁuo)&’—-}’vb MR LEDE. o0 07U VETEC R BBEERBL TS
FEIRE#NSEHSNIEIESCE, BEOREICSU TRENES - AID?D&%E%@ME%HOZ<EES Lo B AVE N C | 0

ave Umab Injection _
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MR ICHRSES N/, ABICORREMRNPEE CERVEEHENEZRIRUCESDREZ CHBNALET,
38, BRNDEERTEIC. FHICORARBRDEE CERVEEHEEDIERN N 1561 (BE156)) WSS
NFLZ(2026F 38 228K R).

Flc. BEHENDE. BHRNODHRZHFEUCEEISNBDEFNRESNTCVET . ERNORGRTTEIC
BVT FEIEDOARBRNIEE CERWVEREHEIE - Bk - DR DO HFIESH 8 (EE7HI. JIFEE1
BERESNF LIz (2026532288 R).

50X it EIEEIE

FR&E  X)L7 )UiBiaE

& HE  /\RUFF® 10mg/kg 2:BREEEHIRS
SHHE/BEERE | BEEU O~ . BB MR

BAERE 3L

Day =a

XL JVHBREE ST L T NV F A 18 55318,

NRUF A4 I—-IBERE (BiI&RS).

W MRS, BERES. BRZRDI.

CKfE : 1213(U/L). HFIAChRHA : 514 (FifAfd : 19nmol/L).
TURHUA L B, AV T UZ Y RHUR: BRI, FUBRERTUA @ Bk

TEHNRDIZH, KhrUZRRIC, BBEN2BHRIKVE NMES. BERS. B EZRD I EZHH U,
BRI AFCRDEEMBEDEZRL. @RABRANIVYILE, LEoREZ X,

SEHENEDRENEE CHOZIENS., SR TOMIDH E LI, ABt, BEREBZHIO.

[FRRARNSDFR]
MEREHC T, UAChRIVABZE T H D6 BAEFHERIIAE 2.

BEOBEEUOTF(CHL, FURZVOY5mg/BZERS T TH oI EEMEDEDBEEN TS
RZVO>7.5mg/BENEE,

B TESHEFLCLCiz). X704 R/V)VREE(3BR) Z i1 T.

FURZVDO>20mg/ BN -

ERE.

MERZHRD =8 MERRFBHIABE (Day 250FT)o
EERHRIEICH L. MRIREA 1 BEZ 51T,

BEMBEICH U, MERIREDE 2D EZ 1T,
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12
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I
il
%
Day &8 b
ffé
397 )T VMR IS U (B R BOE (DILIRT S F U+ T MR R) 2R, =
uﬁ—FE§(CUZ[@h%n;b\&Jéb‘ *%EBE ‘Y\‘-)E:ﬁ lg:g?g&bgl‘o
SEHEIEDIERFEE W FIAChRIAIFIK MMEM,
BEFEOREUITFADOREEEZRLUC. FURZYVDOY5mg/BNEE,
EER
FURDEAT (S HATE. BEnis. SITEAIERE. BIRRIN) &Y, i
NANIR—F 4 TT T DI DI, & h
EEAR RIS CLEE,
]
W — » ~ JU = &:
(Day) omg 5mg 10mg 15mg 20mg 25mg g
ENEL= 5mg &b
111 7.5mg %
112 10mg
116 15mg
119 20mg
133 20mg ]
146 18mg fiE
188 Témg g
265 14mg VA
293 12mg i
328 10mg
363 9mg
391 8mg
417 7mg
441 6mg
467 5mg i
495 4mg *

BAVENCI
BAVENCIO orram
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SEEL. (TENR . TERE. R, B0, o, EHREEE. BERLAVET. BFOME. SERES
2Z2hh - BREFFR 2"

FEOBEERISTRL. BEEORKREREZTHICHELT. MRIBEPERBEEZRIL T,
BWRRET. UYNIRBALOBMRMO LR, EH EFHHOSNE T MRIRE T, T2/FLARRDZ(LZRT
SO DBIEITH EBDBGHHIET . MORE (RPE. MES. BBEAERETS) DERIDZsH. MR -
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XTIV 2 B E
EFHEISIEHER i EEIHEEER
(EMR100070- 003‘1t§ﬁ) -001&8) | (EMR100070-002:15%)

£Grade |Grade 3LllE| #£Grade |Grade 3llE| #Grade |Grade 3LlE| #Grade |Grade 3B1E

161

B 24F 0 0 0 0 (0.1%) 0 0 0
. 16

SERE R 0 0 0 0 015 0 0 0

FREE LR B E Z R E U BB EEMEER (B9991001 5 ER) TlE. AF DR RBEFRATE CERLL
Hmwluﬁeﬁﬁﬁ'éﬁ§$%(3w&)bﬂiﬁ/utbflo
LEELANDERKREERICHWNT., KB EDRRERNASE CERVEERIRAN1H(CFRHONF LI,

OHAEE
BffiftEEEzNRELCERHRSENIERER (B9991003HER) TlE. AREFFVF ZITOHARSLD
ARBEBRDEE CERVKICEHET AT BRIFFRDOONEFEATUIZ,

RIBKORDEST S, BREBIEOERICE DT BRERSHBE(1HE) NSRS 308£ 52 VIEROTEAISEFRIBHIIBOVINADSS5. &
WHAICRIR U BMER (RBIEOERBERISE CTRVASER) LS U,

FEIRBFHEA
L L
B BEE TN RE U EHITRB(EMR100070-001 558) TRHSI 1 IOREEHIE. NERS5HS

58HETUI,
*AFRIB 5908 ETICRIBULBIERIC DLW TEST Uz,
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HREAREPIESEEL. FEEOEEZBRELT, BYIBLEZT>TIIEE L,

B9991001 858 % U'B9991003

NRYFFDFRSHEEEIEE

HERICH T 2 RERHEDMKRDIEIRICITT S

NCI-CTCAE v4.0
Grade

tIHADIEE

J40—-7vTHEE

iIrAEQ O e ZRIET
% Grade 2¥ [¥Grade
3DERRIVBIR (FFEIX

BRRBERRISBONDET/N\RYFA®

- IFAED TR DR U B8, BRI

Grade 2¥ [
#¥IE D Grade 3MirAE

+1.0~2.0mg/kg/HDFLRZVOVNIF

BEDRIBRENLEVEIZERST S,

c B R FBHDIZHILERIZEN T B,
*MECHUTHEAMEPIEDERZK

2,

EINET D, STEESEL. NRYFACORSHEEE
ZEI 5,
CrAECTEE L TIE B . Grade 2X (33D
IrAEEULTHRINT 2,
 I\NRUFFORIRET B, «Grade T RNICHELESG. A <ED

THERDTCEIBRENILEVAHIORSE
EIRQITHEUIER. N\NYF A DIRE5%Z
BT,

Grade 3DIirAEDBH

CNRUFACDESEDIET B,
-1.0~2.0mg/kg/BOFLR=VOVR (&

BEDRIBEENLEVEIZRST 2.

- BN RBREFHDICHAERZENT B,
* HEAREFIEDRERZKD D,

+Grade THUFICHELIZEE. 2 1a<ED

1THANMNICREIBRETRIVEVHIORSE
ERQICHET 2.

c NRYFACDRSEDIET B,
- 1.0~2.0mg/kg/BOFLURZVOVR &

BFEDRIERENLEVEIN (D RE
WHEE (HEISHUT) 2’5 T B,

- B RBREFHDIZOMERZENT 5.
c BRAMSFIEDRRZRDD.

«Grade T FICHZELRES. DMialsd

1HANMNICEIBRETRILEVHIORSE
ERQICHET 2o

BB HETEICH T BRIV
EVHETUADEHICKY,
10mg/BXFZN=EEZSS
L=V OYXIEEFDEIER
BRIVEVEIDOESZ128%
HBATUWELETBES

128 L kD fz)Grade 2
XIE3DirAEL G T BI8E

NV FHODRSERIET D,
c BRAMSEPIEDERZXKDD.

FEBFEROFHFMCOVNTIFERMINEZSRIEE N,

B UIBRRREN (FERB D BB ENRELIEBI991003HEB TO P FF Z T DR S5HHEF. Grade 2~4DBIRDIERICH L TIFGrade TLUFIC
089 2F THREL. Grade 2DMRDIERICH U TIFE—MAE TR SZHEHL. Grade 3XIF4DRIKDIERICHUTIETUANIVEEL TRSZBRLE

(0=




F—ZAUR—k

MR ICI|RS SN AR ECORARBHRNEE CERVRBKZREIRUIES OREZ CHBALE T, 85, E
RN DELERTTR(C, AFIEDRREMRNEE CETBRVEEBRMKR OGN 3BIFMS NI LI (2022F 48

OHHTR &R ZESF 1

2088555). 2
1
;ﬁ_
N ! lﬁ
60V Bt BEiRANN (Grade 3)
[FIRE  FEbtE
Ri%-BE  \RUFA® 10mg/kg 2BREREEETIRES
SHAE - U/ VEiERts, L7 F ZHEN
AEEE T LY IEV+I AT ST ATATILERE ™
o
N
-10 1 10 20 30 40 50 60 70 80 90 100 110
<l | | | | | | | | | | |
Day T I I I I I I I I I I il
NRYFH® t t t X uERSIE(Day 36)
BSIRR Day 1 Day 15 Day 29
b
it
&
BERRAN:A (Grade 3) (Day 36) @ el ° =
BERPT RER IR (BRER) oif&
g REBR (Day 48) e——e EE(Day 56) (Bay 101)
AEIR-#fR LR 0% Y B4 (Day 49)
#5 (Day 54) @
FF#%ERE= (Day 69) e———o @1 (Day 79)
Eﬁi
=
o REEARIEZE (Day 36) -
RE-EE © FEILIRE : [atk (Day 36)
o BERISE | BEAILER. BEfadenosine deaminase (ADA)d54 (Day 36)
i
7Y70F)L500mg (Day 36.37) ee &
TINI7FVYFRUD L4g(Day 36.37) e 2g(Day 50~55) e——ee 1g(Day 56) %
UT7 Y 450mg(Day 37~) @ Al o %
. {Y=7IR300mg(Day 37~) e ° At
Pt E'SYFSR1.5g(Day 37~) o . ?&’E
EURFH—)L10mg(Day 37~) @ o
I927h—IL1000mg(Day 37~51) &——o
7VEYU8g(Day 37~41) e—e
LiRTOFY Y (Day 49~1%54 T HFREE) o— ;Ei
s
i}
it H
i ,{EiE?.ﬁ'J M8 40mg 30mg 25mg 20mg 15mg
e FAHE5 (Day 76~12 54T EFE9)

BAVENCIO
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(14) & M/IVRRIEME

o R HEMIMREAMEN HSHNBTENHUET,

o RE M M/)WRAMEN O NBECF, MBRRBEPIELSEREL. GradelCIUTNARY FF D
ARE, ZHS5PIEZIRET T D EHIC, BUIRUEZITOTLEE WV (I5R—=IE 2B K)o

o M M/ ) RORAME (S I/ \R D R P VIR R Z R C T DB RBRRZB DM CH L RFEM. HF ! (D1 )L AR
AROFBEDEHENRETRIS) [CHEEINET,

i<

FLERER™
HHITB1E) (2 RS DB (AR B MR OBEIR HEIT), BRI, CIRRPOLEIT. S, Mfe. MR, BE%) e

SR - IREFRR "

HEMLANDORE (FAZ. BPE. BORBAR. WORA ZE 2T DRES) ZRN T 2/cH. RER

EDTH D+ IREEARFHIZIT > CT<IEE L,
BEERE (U VBB 2EOAC IR IOIR. BOREER. DAV AMEKRRE). SHE. CBC. R
MZEFRA, RN, BERE (LEEDOBRERBRICEEN GV, ZMDIcD SFFHATRED N ET S
B BETRUEMPZ DO MREREDEF N NERZE). HIV, CERUFFRDA LA, BRIFFR DA
VA ROANUINT Y — - EOUDIRE Gz ICRBEM I/ URANES SRS NICBEICER). BEAR
1R& (EvansfEREF DHFEZERN ) SREFHED



it

FBRRR

@A
BERREZTNREUCBASEIHEHER (EMR100070-001 588) TlE. AEICORREM/NIEE CTRVEES
IR G I MRBIAMEE DY 1 B[ CEROSNFE LI (201 7F 4527 BEFR).
RES FREEBEZNREUCEBRHRISENEREER (B9991001HER) Tl AFIEDEREHENEE CTRRL
SR M I/ RBIAME D 1 BIICEROSNE LI,
FERLSADERRARICHEWN T, AFNEORREFRDEE CERVEERBE I/ B AMED 2 61CFBHE5N
FUIz.

O AEE

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

HRBIRHEE CERV R M/ WBAMEICRET 2BEBRIFBHOSNEBATLU,
LSS DEERFARICENT, FHEORRBHADETE CERVNEBR R MM/ WREAMEN 261586 5N
FUrc,

FEIRIFHA

@B hEE
BB EEZNREVTBASEIHERER (EMR100070-001588) R U R L RBEEZNREUICERHEE
MR (B9991001588) T, ROSNE 1 HIORERIHF, QRSN SZETNEN62. 1,148HETUL
Joo EECLUADERPRELERICH T, FROONTE2BIDFIRIFHIL. FIOR5H15168. 203HETLIE.

O AEE
BififeEEEzNREUVCERHLFSIEEER (B9991003 5 5R) LA D HAEEDERKRER CERDHO NI 24
DOEBEFHIL. OS5, ZNTN17, 838ETLI

©

X L%

MABRARIFFIESEEL. FEeOEEZBLZEL T, BYRULEZIT>TLIETW
BFARN 7. BENUHEICEAETZER 7.3 BFARREIROAESHAMELE

Grade® ng

Grade 2X (33 DS Grade 1L FICEET 2FTHRET D,

Grade 4X[FBEFMD Grade 3DIFS

BMEADQUELLTORIBRERIVEVAIZTVRZY

OVRET10me/ BIELNELTHT1 28MUAICH [

ETERVES

12EMZBZ2AEE ©Grade 1LUIFETOELE
WES

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

BAVENCIO
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(15)EEDRKERE

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

O EENRDSNIBSICIE., BE5ZPIEUEYBLEZT>TIEEV, Fle. MEICHUTHEER
BEESEBLTEE L,

58

B E SR
ChEs R EIRIERIARIE ™ | FFA. RV, 2B MHAIH. USA. KB, BRRIE TS

AT A= VRA - I3V VERE  RACIRISIR. 0. NZMREDREHERITERICHT HEEDHER
2. KEBORIERE DERIFEMESICEIKE - Ubh

SICALIE™  RHOIRKLBE. 2KFE. FEFL. BERS
RBREE - REE  BEZHDFEIEIR. Batke. 0ohF

22 Bh - IREPRR
BEAICSVWCIFRBEBREMESSEHEL. CRP. BIMKAEFDBRARREDM. MZE(TIHU CRBERDE %z
TIREIKIES L, BE FEXRBEZREDHE. MBP180MHZEDECHHEDRIEZ CIREI<IEE L,
FHHIIRDAA RS AV ZTSRIEE L,



it

HITIAR
O A

XTIV
ERHESETEHER
(EMR100070-003515%)

BHE]
(EMR100070-001 i#5%)

8

B E

EAEIEEER

(EMR100070-0025#5%)

£Grade |Grade 3llE| #£Grade |Grade 3LlE| #£Grade |Grade 3LlE|( #Grade |Grade 3L1E
34
BEOREEE 26| 0 0 0 et 0 0 0
A 16
FUBEERZ RS 0 0 0 (0.1%) 0 0 0
. 161
SRAIH 0 0 0 (0.1%) 0 0 0
BREE 0 0 0 141 0 0 0
= = (0.1%)
FRES ERZ 7 Ri8 LR
EF £ RSB ER EFE RIS IR
(B9991001 HER) (B9991001:#5R) : BAALEEEH
NARYFF+BSCE %8R : BSCE¥ INRYFA+BSCE %8R : BSCE
(N=344) (N=345) (N=36) (N=37)
£Grade |Grade 3llE| #£Grade |Grade 3llE| #£Grade |Grade 3BlE| #Grade |Grade 3BE
141 141 161 161
ERORERE 2| 03 | (03%) 0 (2.8%) | (2.8%) 0 ¢
. 16 141 161 161
BHALH (0.3%) (0.3%) 0 (2.8%) (2.8%) 0 0
OHBEZE
E SRS IR EEH RS IEEER
(B99910035KER) (B9991003#5R) : BAAEEEEH
NRYFA+TPEIFZTE W AZFZJEE NRIFF+T7FIF=TE MR AZF =B
(N=434) (N=439) (N=33) (N=34)
161 141 361 26
EROEBEEEH | 02%) | 02% | (07%) (5.9%) 0
w 161 141 141
AR (0.2%) (0.2%) (0.2%) 0 0 0 0
. 14 14
BHALH 0 0 (0.2%) 0 0 (2.9%) 0
" 14 141
REMRIRERS | O 0 (0.3%) 0 0 (2.9%) 0
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FEIRIFHA

@B IhEE"

FIRFIEL/ ISR hES 4R EZIESERIARAE . ERAES thR{E (FEH)

&z £Grade(3/1,650) ?_.%7(8’24)

SEOE AR

(EMR100070-00158) | Grade 31 (0/1,650) |3

e LR 4Grade(1/342)  |'e

EEEE IR

(B9991001:E8) Grade 3+ (1/344)  |'g

1 1 AEIBIEIE 590 % Tlo BB DL T U, § 100 200 300 400 500 600(8)
OHAELE"

FEIRBIE/ BIER SHRIIRIERRE. RAEES PR{E (EEE)

B %Grade(1/434) 4—”.6—(89'1 56)
EHREESIEEER
(B999100358) Grade 31k (1/434) pe
*2 | BEICRELCEZ (116R—Y | HESR) (LB D, 0 1(‘)0 260 3(‘)0 4(‘)0 5(‘)0 600(8)
RREEEDHEBR (rAE) ZHEL. INOSBRICHITS
FIRESHZHE LI,

*3 | HRMRIDICF— A EER M ERR S

©

POpUYS
BEOREEENHRUHE BARDRSEPIELT, BIBRENLEVAERSUTRE,
MERSFIESSSL. BFRN7. BERUREICHET SR 7. 38 MR RBOMBREHRE LR
DEUERIEBRELT, BYBABET>TIREL,
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MAREICHRE SNIc. AR EDRRBEHRNAEE CERVEEDKERESZHIZUCESDZEZ HBNALET,
ERDORIEIRTTE(IC, AFEDORRBHRAEE CERVEREBEDIEANN 8B (EESHI). KEBEDIERIN 15
(EE10). ZRALROER N A (B 16 IFEE3F))MESNF L (2026F3F 2281 ). BH. BN

DEIEIRFTHR(ICHEMREBFRRBENR AT —I VR I3VVVERBOEAFHRESINTLEEA
(2026F3H2288R).
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[FRE e RS

%k BHE  /\RUFF® 10mg/kg 2:BREREEIRS
SIHE/BIERE  SIE. MFE. 124K, KEES
BBERE . S LAVIE IR TSTF Y

m
=)
.
Day &a
2EDORBES (SHE)SHLT, NAYF A R SBIERTRI R T O N A ERP TH oI,
BEMREIC T, NRNUF A= R 56318,
SHHETH S, 25 FLUN) DEBHHE. 2
2
BCHAENRIRL. /N F AR SEIBTIS RO TV EBICR U TEAR TEH >z 27 O R I 2
[ChDBEERRE. ARIEETICRBEREL.
’FﬂﬂiE,lJ\_ BEICHKBHFIR, M5 KOS EBICHBIN TR,
Sl (THI A RR U= BRI — 50 KRR, BRI U AR, o
=
LIS fEREDISD. NNYF I RSP (NN F L RIERS). 5
Y
269 [ENE=TESN 5
e
&
[REER BR] 2
KR EEROBERBICKBOERIH SN, FRIKBEERDI.
(B AAEREERR]
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5
E
MBP180#{A 124U/L 2
2
KIBHERAAEICT U, RS A O EBIE KA 1R S5 BI8.
BERPEBOREFHIN. ZOMOERGHEMELTH Y, KBHEREREFER, RE YTV
VIEBIE KR DR 5 (& Rk i,
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B
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60mit 0% ZRAIHE(Grade3)

[RARE | RIS LR2RE

Fi&-RE: \N\VFZ#® 10mg/kg 2 BEMREETIRS

S/ BRERE | ILEE. AR, U/ Ve s

BB | ARHEOE (B, BiE). BIREEHIT. LY ICV+IRTSTFUEEATATIL)
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NRYF AR SHICRBEDRBREEF R, RE_EFEICT, \RYFF =R S5HIB,

NRUF A BRiER S,

@ - 36.2°C. CRP:0.093mg/dL

RER ZRAZRENBEL. BRF2UL,

TUfz. BEENZDIC, £@ERERNUORGZRDIC. KERICEKDIVTILT—Y3VDER KEFMR
MOBRAIMZEED. ZEARICHU. FURZIVOY30mg/BH. NRIXIYVVEBI AT )L OEF >
BIZTILAAR). J1+VIIFIVGRIE AU VELYE (REEN) Z/is U,

[ FEREBAI R OBRARAEIR]
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4. - SBER K NERD 2 BT S TATHE (BIRAIBE) S R OBEEE DI,
5 - PUB R OBEERIC, KB (RERERICT I RS 30%). B5. USAERHI,
A - EEIGRFROHERD,
HSERE DB I,
BIEBCTICEY, MEMERMADREVOFBEDRESH, LNV UVBSEEBLEZ. —H. 250ORBHNE(L
L. IrAEDYEEDIN. BER BIrAEIC& B BDH BN,
INRYF ARSI ABRUTZ,
§|J @ - 38.0C. CRP:4.875mg/dL. WBC:7.7x103/mm3, Neut: 79.4%. Eos : 1.8%
1E
A
[RZE4E BR]
HEREERBICREEOUY/SREEPERERSY.
BHFRBCRNERBECY Y/ SERPFPREEERD .
ERORER. SAIBICRESZRI U,
6.
s LEDEE. MAFMBOHEL, FURZ VDY 25mg/BAHi#H,
SR B RORADUEERD. BRIz,
FURZYVOV10mg/ BANER.
FIER B Ul . RIEMEBDR DERIR(Z B,
7.
c FURZVOY5mg/BAHE
e
[

FPURZYVOY2.5mg/BANER

TURZYV ORGSR T . SHAIIEEE. NXYF A DERSEE0,
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O XEMERK., hRIMER., NEMER[FFPIKMERETE (ANCA) BEMER. IgAMER. &
MERZZSTCINHESONBIENBIET,

o FZ, R KERS. HEELREDEHERICIZ. BESNCMEICKY, lHEFIFRNGERL
IRERDBSHNET DT EERZERRSERULTLES L,

o MEBERNEEONDHE. EPHICBERK - UIXYFRBFPIENISIERICIH U FPIE (TBIREF P
E. IRPIEME. RERIEPE. BEEFIES) SEELUTES W,

58

B E R
HE BRR (ERDBEDIFFENGESIERICIA. BETNZIMECKY. RN
HHS5HND, 3. 2T DIDMERFLUTITRES R,
ABMER

SREIRK  MEEGE. BERE. HFEL BRERITRE
EffREEIRK : B, AIEREIROEERR, |RITEE

chEIM e
IEEIIES FBNIR | 5B, BIRETBE. B NASED. RO, e

INBYMER
TF PR E A (ANCAREME:R)
- RIS R MEN « i m (). BEMERA (X, HIREH). KH0s
- SRMENENTFIEE | BUSR. 88, PERXGE
- FERIRIME L RMENMEATIERE  REXHME. LRUEHGEX(REES. HHOET). BtELm.
KB, BAETRRE
IgAMESR : 4654, BN, BRI E

s2Hf - IREFR R
FIMBRABAD. FRLTTE, CRPIEND. FUFPERBAIEE LA (ANCA) IRES. BN IC & D ESHAEIE T (BEIRR. MR,
BUNAD, MBI P F = t57)%
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FIRIRR
@ EIhEE
B EEEZNREUSENSEIEFER(EMR100070-0015888) MU R EREEEZNREUVCERHAES
M85 5% (B9991001 5 8&) Tl AFIEDHERERNEE CERVMERICEIET 2FEBRIITHONFE
A CUTZ,
EEELSADERREAERRICEV T, ARIEOEREHRNEE CERVEELRMER D1 HIICERHONELI,
OHRAEE
BEfiiREESE T NREUCEBFHESEMEAER (B999100358k) Cld. ABIE7FIF ZTDHBKRSEDR
RERHDBECETRVMERICEET ZHEZTERIFRDSNEEATLUI,

FERELSADERRERICHENT, FEICDOARBRNEE CERVEERRMER* D 3HICERHSNE LI,
*UOYTF UL FHEREERS

FEIRBFHA

O EMEE
BfEEEENREUCENSIIBEER(EMR100070-001558) MU RE_LEEEZNREUCEERRES
I+858& (B999 1001 58&) LIS D 8 A DER R ER CaRod SNIZ 1 FIOFKIREFHAE. Y@z 5H572HE
[§ 97/

OHRAEE
BB TR UVCERERSEIEEE (B999100358) LA DHABEEDERKRF R TR SN 346
DHEFFHE. EERSNS. ZNZTN34. 130, 486HETLI,

©

X3 05%
FEODCBER - UYT F AR SPIEGERICE U SPIE (B RESFIE. BRSAIE. RERSPE.
BREFIES) SBBL. BT AY7. AEROAECEET 58 7 3BERRARRORSHHRE 52
DS ORIER IEBRE LT, BYBIMEBET>TIZEL,
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MR (CHRE SN AFEORRBEHENEE CERVIMERZHIRUAESI DRBZ BN LET . EADHR
ERRFERICHBV T, FEIEORREFRDEE CETRVIMERDIEFIN 26I(BE 16, IFEE1H)MSINTL
F9(2026F3R228E/R).

70t B KEARNK. EEIIRIIETE. EEIIREFIEIE

[FRE « FEhtE

Bi&-BHE: \RUFF® 10mg/kg 2BRERETIRS

SHHEE/BRERE | IR EARIE. 1 BUBRR. BT, BEREE. SEHTE
BAERE . S LYIE VAV RATSSTF UK

Day L]

CTHRE(C CHIESEIREDIERED .
FMiSEISEDEREDS IUBRIMEIEL T, PEF TN VRS,

CRP:0.25mg/dL. WBC : 8.4%10%/uL. RBC : 3.66X10¢/uL. Plt: 311x 103/l

B IS U T ABE FC/IARY F A 1% 568,

NRUF A5 I—-XBRES (BiI&RS),

LHERRE. BR MRS LU RZEFRELTRZL. EMREEIIRAEEVICTRBFERARHI AR,
FHIRSPIET DHAERDLEFFRDEN I,
WIREBF CTHEAEDRBR. PRREES SUBIBREZSTRNDMERESRDIEN o,

BRRARHC CRBIRKZEE L. BIRGSABNI VT IUb,
R (IgGABERR. ANCABEMENR. #&5#%) [ B CTHRBLUHBARBENS VI NHETE
SN IRV FFCRDREREAEER (rAE) ICKDRENRK EZITLT,

[CTARR]

L1TREIRD S MTABIR. SH=DIxICBIIREEREE Z 53 Tco

FEERA T DKREARIC B ENREEEE ZZR . MERFICAEEZZEL T,
BIREEDRIEZSZDI.

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

KEIERAICH T BBBEELT. FURZVDOY50mg /BZEFR SRS, PN TERFHEU,

AIB&YREZRD. T ZFELBRREICTIL L aVFFES KU VE-6FB(CST ERZRDIcTEN
5. STERADHEEDRV CRIWEIIMEHRBZRITUIL. BREKLY. BEWRMALAESD JUTE
IREARIEZ VDT,

(EERERETR ]
KT MTR(LAD)#7, EOER (LCX) #12B KU #13ICELHZE. EEEIR (RCA) #4PLIC90%I%
7. BENRANCZFHIMIEZERH T,

REZHTEENRT AT ENET . RENRIMASAES KO TEENREIRAE (O T DIBREEL T ANNUVERETICT
MizR5 | BXOOOFF—EREREAZRITUI.
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161

169

177

A

183

184

FLRZVOr40mg/ BANETE (KREIIRAICH T 2i8%) .

RESBEBRREIC T AP AREIREEDIERE D .

FLRZVOY30mg/ BANEHE (KEIIRKICH T 25E8%) .

SR CTICT, FiieEIeAEDIHRZ R,

TURZVO>20mg /BANENE (REIIRK IS I 2568 KBIRKICH T 2i8EELT, FUXT TR
L

RENIROMiZIEHRIERIE R, BEEROUE LD, BEIRIMISES KU RBEIRERE(CHN T B8
BT o

CRP: 1.15mg/dL. WBC : 7.4%10%/uL. RBC : 3.03%10¢/uL, Pt : 216X 103/l

RENRKICH T DBEEL TRV O220mg /BZEH#IFL. BBRE R ol IRBERIESNRTDLS %=
i3] Ol
RENARA . TEENARIDIESE 3 K O TREENREILIE DI )T S E1E.
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(17) B ESIRR

e
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O ESERNHBEOLNBIENBIET,

O BESEA N O NI EICIE. RBIFFIELSEEL, GradellIGUTNARY F A DRE, 1501k
ZREI T BEHIC, BRI E BB ZIT>TLREEN (106 R—I LA | Z S 8R).

FLRBERER
B8, RUUE. @392k, B, 4HIE T, BB, 7
s2lif - IREFR
BITENIRE. RERE. @RESSRIT L TSINERR). BRESHES
IR
L LS

XL LBk B E B
ERHEISIEEER B EIEEER EASEIHEEER

(EMR100070-003;#5%) (EMR100070-001 55%) | (EMR100070-002:#5)

ivh m | oo o

Grade 3l F | 2Grade |Grade3blt| £Grade |Grade 35LE Grade 31UF
RESER 245 0 0 0 0 (Ozf'},/o | 0 0 0
A 1 W”
FIEAN 0 0 0 0 ©.1%) 0 0 0
N 161
RESER 0 0 0 0 1% 0 0 0

FRES FREEEBREZNREUCEBRERESEIERER (B99910015ER) TlF. ABIEODRREHENEE TR
BEDRRKICEET DREBRIFFBHSNFEATUI

OHAEE
EffieERE TR U ERARSIHERER (B999100355) ClF. AR 7+ F ZTOHARSLDOR
RERNEECERVRESIRRICEHET 2HFBRIFFVHSNFEATU,

FIRTHA

@ HIREE"
BEEREEEZNREUBASEIMEEER (EMR100070-00158%) CTROSNZ 2B O EIRIFHAIL. #lORS

hSZNZENn26. 27HBTULI,
*1  AFIREIRSI0EEF TICRIRUCBHWERIC DWW TEST Uiz,

POp Y
RHSPIESSHEL. BFAN7. FERUMECHET 218 7.38FMARIOREHImEE 2L
DR IEERELUT. RHSHE B BB T TRE L,
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EMR100070-001 REEICBNT. AEEDERBENEECERVRESEXICEHET =SS FRREU 7
EFIDRBEBNLETD,

\ ’ E
70 SHBEA T tIFR(Grade2) =
EEE 30 EREE =
% R NNYFZ® 10mg/kg 2BRIREERS -

St/ BT BE. ST, 5. SRS, AR, EHEE. SNESIRmEN. HAEEE. SASE.

BB eSS, IBER. SIU250—/VME. B0, FHER
28

m
IEBR A AT L TR Y F 4018 S5R984, %

NRYFAO20—XB#HR 5D, Grade 2MFAITHSRIL (FREBUE. (FTH. D) D RIR. \XUFAH
S5E—BPED F. 0.9%EBEIEKERS L ERIEHE U, XFILTURZVOYINIBIZTIL
FRUDLA125mg. YTTVERSIV50mg, S=FVV50mg. RUOZENFS/ 7121000mg=ES
Ulze 2D, NRYF A DRSHRER 50%IHED L. 13585, EACHESRISEEELR.

Grade 2D ¥ RK7ZFBH D,

FIRERELT AFIVIURZVOYIONIBIATIVFNOLA I T VERSZY RUT NS/
TS UIE. NRNYF A3 D—RBZIR SR FAICHEDRIG (FREUE. BifL) DIz, NNV F
ZOR 57— L. EBRIBKZERSUlc, RN ELCIEH. TFHFU XTIV 20mg=iR 50 L.
NRUF A5 7EBRAU,.

)
=
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B
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BH. BAEMESEENROME 7SS —BEIERDID . ZOMCEETNEERIGBN2TED m
5. EEERE U, Z
B
BRAHC CRIANT R 2 8. MARTZRICHU. FURZVOVERE1 01581 B4EE 5, NNV F e e
Gk (FBEERL), *2 7
:
TEREEE. 5
i
¥ REBIFEERIER TT o 13B. I TERBEINTWVDIEENRIF AT T, FE/MRFE I T DA DERIFERMNERIET,
- RBYIBRARBER XL LR
- IRBUIBRABEE [ EniE 1 D B iRz
ARBUIBRABE R RS LRI (C BT DAL BAE DHEFEUA
2 BFARN/. AEBLUHSICEET 2R 7.3 BtEARRBOASHEHELETE. [ LEELNDENWERI N Grade 2FzldGrade 3ICHHTDEE. f%
Grade 1LI FETOETDIETHRETDHIEEBOTHIEY, Gyj
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80t SMHEA B HESER(Grade2)

[FRE | R KRR

Ri%-BE: \RXUFA® 10mg/kg 2BEREEETIRS

SHHE/EHER  FNE. B, RS54 74, 8IVRTO—/VIE. e, FZEE. B, SmE
BGEE | ARHEA (BT

Day

MmER(CEAFE (1 2F1F /1) R URAE (1 0F I3 E/) Z 507 5o

FRES_ERZREICH U TANRNY F A1 5588 (RIREIR L), #5&THICGrade 205FANICHSRIG (TBE
BEAZHOIBRE)ZRDD, Y IIVERSZV25mg, J7EFVV(HERR) RUT7 NP/ TV
100mgZE RN 5%, 77/ 71>500mgZ8 5L, EAICHESRIGERBRICEEL.
NRUFFHENSK 205/%. MR T (80/50)ZBHI=H. EEREIEKDTSICLIWE U,
HARFREORBEER. ERNMTELTCVWSIEZER TELIEND. BERFBEL,

AREELTYTIVERS IV 20mg#ikNR S, 7 Eh7=/J121000mgROK%S. T7EFIVY
(FREFRRH) =M, BE5REZHRL. \XVFF20—-2B%5, (RI&IRS)

FRES R DIBEEP(CIR— NERZSRH. FEEBEEL T IYRONA YV ERSH®. PEFIIUY /T
STSVBRUAFIVIURZYV OV (HERH) 2S5,

277 @miR0.67

BEFHFIRHECHDLZBE (Grade 2 WRAIRESEXRDFEIRH).
IR—MERISH U XFILVTURZY OV (6 BEDERIR S A D/ VIR 275,

A— RIS L, XFILTFURZVO>24mg.

R—NER(ITH U XFILFURZVO20mE,

H—NERITH U X FILFURZVOV16mg,

ABRIKISFICHE S ZR D MIRORHE T EBRNRLISET UL e, BE R ZZZ U,
IR COREDIER. BIRTTI - BHRITM - B - IR - SIRBEUEIFFRHBEN 21,

KBRS BIR0.2, £BRO.2. BRE : BFERIMmHgG. Z8R 10mmHg.

AIREATRE LT, MR T HARIDNSBRARBRELBEZRD D, siEFmIREBI(TRL, AiE MR
2+7ZRVH2D. RFIBBRFERDEL,

HFAEIF@EIEEBICER, BEMEELTC, MERMEICHMNUFHEMSIIFRH T BLMREEICRE
PHIMFERDHEM 0T,

BEEEUC. @R ISEBREM N U BDIL IR AT R 2535, KEHFEmIRE HEREIIRAL Y
RiEANRRECH o1,

IBANRAZRIBY DFFRIEERD T, BRBENSDOEIMRNOUV/SEFEENTH Y., irAEIC KA
BESER (Grade 2) 2L,
RESERICHL, FPURZVOVEBI AT )VRRZ@EIE 101 E 135205 (~2014F11826H),
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R—NERITHUL. XFILFURZVO12mE,
R—MERITH U XFILFURZYOY8mE.
M—RRECHU. XFILFURZVDO>4mg,
m
R—NRR(TH U XFILFURZVO60mg, %

BESERDBEEZ PURZYVOVEBRI AT IVRIENSI TV FURF —hRiRR 2 5B RERICE)Y
BA(~2014F128108).

R—MNEF(TH U XFILFURZYO240mg,

MR—NERICHL. XFILFURZYVO20mg (~2015F2F98FT20mg).
SESER(FGrade 112283,
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o MIRERMY Y/ HBIKEN HSONBZTENHUET,

o MIRERMY Y/ HEIREN RO NIFE(C(F . EPN CMBRARIEPIELEREL. GradelZIHRCT
NRUFFODRE, BE5PIEZRETT B EH(C BURLEZT>TLIETV (I T R=IRE]
ZBH).

MEKERMED >/ SEBIRAE (Hemophagocytic lymphohistiocytosis : HLH) (&, U>/VER» < o077 — I hh@EH|
([DEMHIETBDETHRETDEERCT, FRICKY. BLHNERICE I —RMEHLIHE, 2R MHLH (REEEDE
EERICLDMEERM >/ RBERE) (CHFEINE T,

i<

FLBERER
A, SRR BIE. 55OF. HMERGRE

S2HR - REMR
HLH-2004 2 #FE4E™ ZEE(C. IVRIRE. ELPRE(DTUF Y, WBHIL-2 STH). BEREREETL.
HRORITHIL T T,
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HRBUIBRARERXILT Vil RE N R EUCERA RS B REER (EMR100070-003 5 88). 1T %
B EEEZNREUCBIE ISR (EMR100070-001 58R). ETEEBEEZWREUVCERNSE é
1488 RSB (EMR100070-002588) MU RES FREEEZNREUVCEBRHERZEIHEZER (B9991001 %
HER) TlE. ABEEDRRERAEE CERVIMIKERM Y/ EBINEICEET 28EBREVHONF
BATUIZ,

OHAEE
Bl E T NRE UCERARSMERER (B99910035ER) Tld. A&7 FF ZTDHAKRS DR
RERNESE CERVMIKERMD >/ EBINE(CEHET 2BEBRIIVBHSNEFEATU, %

po b
MIXERMED >/ EEIRE Z SR B SONICIBE(CE. MERRISEFESEEL. thDEEBEEDHERZ 55%

ToTLIEE V), MIKERMU Y/ VHEBIKESHIMSNDEEICEF. EFAN7. AENVOHECEET 5F
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o HBRNICERT 3EEASNBBEDBRNBSONBTENBIET,

o EBRINICERT BEEASNBEEDERNFEONSAICE. HILEEFIESEEL. Gradel
BUTNRYF A DHRE, R5DIEERET B LRI BIRLBET>TEE N (13— IT5H
Wik | ESH).

i<

FERER
B0 80L, (7. ISR B, I BATIRS
2 - IREFRR

RERIGICEERTHEEZSNDEEDBERNRONZBEICIE, LESHEEONRRREICIA . BERD
S THREI<IEE L,

il

FRIKR

@A
EREEZE I DRBUIBRABER X)L )UilERE Z N R EUICEBR AT S 11BER RELER (EMR100070-
003:i8%). B BEBEZNREUCBHNEI1HEER (EMR100070-00158R). ETERBEREZNREUICE
55 14BEE PREEER (EMR100070-00 25 88) R U RRES LR E Z R E LI ERHEEBMERER (B9991001
ER) ClE AFEDHERERNDEE CERVBRICEHET IFEERIIVHONFBATLUI

O AEE

ER RIS IEH R ERERSIARR

(B9991003358) (B9991003:5) : HAAZBEEH

NRYF A+ MR AZFZIOH NRYF A+ MBI AZFZIOH
PHIFZITEH (N=434) (N=439) PEFIFZTE (N=33) (N=34)

2Grade |Grade 3Bk Grade 351k Grade 31t Grade 3£
= 141 2%
A% £iF (0.2%) 0 (0.5%) 0 0 o o s
g E 0 0 161 0 0 0 0 0
=Rk (0.2%)
= 141 14
A% (0.2%) 0 (0.2%) 0 0 0 0 0

LESRDBRICEHETIEETERDIE. FHEOERRBERNEE CERNRERINCERT2EZEXSNDIE
PlFEBHONFE A TUIE,

FEMADERTRICHEVNT. FEIEORREFRDEE CERVBRICEET ZHEERDOAICERHSNE
L7z (2026F6 398K ). D55, AR EDRRERENEE CERVRERIGICER T 2EEZSNDIE
pliF1BlITUIz,
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O RERIGICKERTDEEZASNZEEDBEXRNHSHNDIENHIET,

O RBERMICERTBEEASNZEEDRERNEONIIBEICIE. HLEFEPIELEREL, Grade
[CIRCTNRYFACDRE, 15PIEZRETT D EHIC, BYBLEZT>TRETV (15—
MK ZEHR)

i<

FRBERER
B0, B, BEFES, TR, i

B - REFR
RERINICEERT 2EEZASNSIRBERNEONDHEICIF. LEHEEOARBRAEICIIZ . EROEFED
TIREILIEE L,

il

IR

O LR A
EREBEST SRATRTER LT LEREEEEN S o U B A ES IR ER (EMR100070-
00355, B EEEENRE UCHE 858 (EMR100070-001 28). B BEE R UICE
PIES I1BEEEREEER (EMR100070-002588) Tld ARIEDERBEHNBECERVEERICEET 5SS
R3BDHSNFLATUI,

FRES_ERZIE FRES_ERZIE
EFFH RS IEE R EFRH RS IEER

(B9991001 &8&) (B9991001:#58) : HAA 2B EEH

NRIF A%+ Y8R : BSCE NRYFFC+ ¥R : BSCE
BSCE&(N=344) (N=345) BSC#(N=36) (N=37)
£Grade |Grade 3llE| #£Grade |Grade3Llt| #£Grade |Grade 3Lk
e 161
REX 2 (0.3%) 0 0 0 0 0 0 0
w 161
BERXR (0.3%) 0 0 0 0 0 0 0

FEROBBRICEET2EEERDIE. AR EORRERNEE CERVRERINCERITDEEZISNS
AEPIIFFRHONFE B A TUTE,

FERUSADERRHERICE VT, ARIEDARBRNAEE CETRVRIBKICEHET 2HSTBERN 1AIICRHON
FU(2026F6F98ER). BB AFIEOARBHNEE CERVRERNICER T 2EZ X SNDAES
(FERHONFTBATUIZ,
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NRIF A+ W AZFZJE NRIF A+ W AZFZI#
PEIFZIE (N=434) (N=439) PFIFZITE (N=33) (N=34)
2Grade |Grade 3Bk Grade 3LlE | #Grade |Grade 3Bk
RN 24 0 0 029
w 211
BER 0 0 (0.5%) 0 0 0 0 0
b8 B S

BEDRBEBERZZSIERDNGODNIEEICE, HLSEEFIESEEL. OREEDHERZIT o TIIEE W,
BEEDORBREHMEINDBEICIE BFAN7. AENRUAECEET IR 7.38FRARRBORES

EnEE[ PR DBIER 1 ZBZ LT, AEIDREX I RSP IEZRETUTIZS W FERISIHETTO
bRy FRREEPRIBRENLEVAIDRSE, BUBABZT>TIIEE L,
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EER

2. 8REOYOERSDSREIZSEIOHFT COHBPICEIRUCEETER

BEEBUCEESER

4. BIBRERIVEVAIDULSIEFZDMORZINFIF XTIV EVEA (RDRESDHEEDH) [CKDE
BrRZUICAEEER

5. RBREZNUCREALUNTIFZDEEBRZHEICHATDIENTERV, HBVIERENEZ
MUK FEGH T DRIEBRBF M EXIEERFTRN RO NI L,

w

FEEDFIETIrAEEHESNIEIRTOBRICDOVWTCTEZWEHIEZITU., FEEFIICRTEUITAEICS
FNHFEVBEBRICOVWTCTHEZWETHMZIT olce CNOSDEZHEHIICKUREHICITAENSH DY E %=
T,



4. Q&A

@o R BAlEEM D5 B EECIRETEETH?

ao RS BTEEM DB HRIEIC(E, AR SDRUBKE 5% — T (1278 1E, B RETA
ZRWSLS(ICIEELTLEEW
ENgGF RIS BRT BTN BESNTVNET, AREAVCABRESHRRIEEHINTL
FUAN, ARERSTHE. BRICHT 2RBESHEESN, REXRFIERNENT DT
NEHUET, T, ABOBFERRICHV T, HRICHT ERERIBL, R2UFRILTOED
hoo BB FEELT VA MDD BT HICIE. AR OERENBRIEE LB E M SN

DHBEBICDHRESLTLIZEL
*1: A DMEPEER (195 BR) D 1 018184 T B 53R

@0 FEOEHERICOVNT. WOETEETZUENHUETH?

ae BRI SR BEREIERNHSONBIENBUETDT. BERTROERETHIT>T
0

@0 AEIDFEAICERULT., ARF[3. FRITNEEBEAEZDIIRIT
FIFSNBEDED . FIERUTHBLIANEEIEAFRHVITH?

ae BEDORBRGICERT 2EEZ SN BRARERDRENBSNNBIENG DI, BREHZRDHS

NEBEICIE. BEDRERINCEDENEREDRERZZRBUEH MDD NETT, BH. REFRICHBWLT
(8IS | & O RSB IEIE (EMSWIEBEREES D) DHBEADGEA N ERRU TSRt EE
(RMP) DEEGBENIRTICHRESNTEI. FITFEUTEMNENHDEERF I,
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1. =1
i 5.B{EM

&

§§ EEHEIEIiEHE (EMR100070-003588) "

’EE KRIBE T, AFBBEMOEBERCEDTES SNz, EREESEIHEER (EMR100070-003588) TEHS
NIoEBRES OREEGN B ECERNTNCOEEER (BHER) IOV TRUET. KRN BRSIN1174]
(EIZIKA31§|J7EE¢>)EP851§U(72 6%)ICBWER* W'ERHENEUIc. (REYIBRAREERR XY ISR DERE)

) 1 BRREBFOERICEDE. AFKRS5HBEH(1HE) hS&EIZS5308% 52V XRDITEESERBEIEOWLINHADS B, BOKFHICHKIREUE

i /\ BER(XBIEODRBEZRHNEE CERVEEESR ) REST U,
57 _

22 BIfER—

(S

<o

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

MedDRA B ERIA DR U BAFERIEEAFIRIAN

ERH£FESEIEHER (EMR100070-003558)
IX\—hA 884 IX—hkB 294

3.
zE
DR
L
&l
1€
H
&

£Grade Grade 31 E £Grade Grade 31 E
n(%) n(%) n(%) n(%)

Bl E R FRIREFI%L (70.5) 7 (8.0) (79.3) 5(17.2)
ARV SREE 2(2.3) 2(2.3) 2(6.9) 0
CouwstESE | o203 | 203 | o o
5 am 1(1.1) 0 0 0
& P B BRI A 0 0 1(3.4) 0
/AR AMEE 0 0 1(3.4) 0
IDEEE 2(2.3) 0 0 0
w203 o o o
AT BEE 5(5.7) 1(1.1) 0 0
 EREEETE 0 | 445 | Ty | o o
ERR BRI RETTENE 2(2.3) 0 0 0
IREEE 2(2.3) 0 1(3.4) 0
B S B R o o o
R 1(1.1) 0 0 0
RZ SEE 1(1.1) 0 0 0
; TR 1(1.1) 0 0 0
= B8 0 0 1(3.4) 0
= Siee= 20(22.7) 1(1.1) 5(17.2) 0
| 900 | o | 269 o
B 9(10.2) 0 1(3.4) 0
maE7 2(2.3) 0 1(3.4) 0
. ik 2(2.3) 0 1(3.4) 0
’%’? B 1(1.1) 0 1(3.4) 0
% IEEE AR 1(1.1) 0 0 0
R 0 0 1(3.4) 0
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EFHESET4855%2 (EMR100070-003 5 58)

IS\—KA 88§ IX\—hKB 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
BRBEEMMEER 1(1.1) 0 0 0
ALUDRX 1(1.1) 1(1.1) 0 0
BRI IREY 0 0 1(3.4) 0
ORI 1(1.1) 0 0 0
—f% - EFEERN RSB DIRAE 32 (36.4) 0 9 (31.0) 1(3.4)
T 21239 | o | 8@ | o
EIAE 7 (8.0) 0 0 0
2= 4 (4.5) 0 1(3.4) 0
AV IV I VTRRES 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)
RAEIE 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)
FTi%aERR 1(1.1) 0 0 0
REREE 2(2.3) 0 0 0
B Ty | o | o o
BEE 1(1.1) 0 0 0
RRRE N OB A R E 4 (4.5) 0 0 0
CoEex | 10 o | o o
wHIREZ 1(1.1) 0 0 0
AT 1(1.1) 0 0 0
OFh> IS fE 1(1.1) 0 0 0
BE. PSERUNESHIE 13(14.8) 0 5(17.2) 1(3.4)
CoEACEsSRE | 130148 | o | 4038 1(3.4)
"5 0 0 1(3.4) 0
BRARIRE 13(14.8) 4 (4.5) 7(24.1) 1(3.4)
 PSSUPI/NSVRIIS—EEm | 334 | 1) | 2069 1(3.4)
] TTIBIS/NIZATITTEL s 0 1(3.4) 1(3.4)
Mmoo L7 F iR AkFF—E1E00 3(3.4) 2 (2.3) 1(3.4) 0
U/N—E1E0 0 0 3(10.3) 0
M7 )VAURZ T 79 — 1800 1(1.1) 0 1(3.4) 0
*rERD 0 0 2 (6.9) 0
T=S—TEMN 0 0 1(3.4) 0
BAVENCIO

ave Umab Injection _



ERH£FESEIEHER (EMR100070-003558)

CEOSHHE —

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 =480 1(1.1) 0 0 0
;’; HRLER 1(1.1) 0 0 0
%% Y- IWIZIVNSYRTTS— L1 1(1.1) 1(1.1) 0 0
MRE R 1(1.1) 0 0 0
NSYRP=F—PLR 1(1.1) 1(1.1) 0 0
3. RapoReRs 0 | ot | O ..|..2us8 | . S
z2 R 6 (6.8) 0 0 0
gg S NBIoYNiiltn 0 0 2(6.9) 0
) GREDY. it 1(1.1) 0 1(3.4) 0
= BAUD LM 0 0 1(3.4) 0
= (EHIL Y™ A 0 0 1(3.4) 0
{EAU™ LM 1(1.1) 0 0 0
e DN 1(1.1) 0 0 0
a. | B RS 1(1.1) 0 0 0
& mReFRUReEEmE | 8O0 | o | 2069 | o
BIERS 4 (4.5) 0 1(3.4) 0
% 1(1.1) 0 1(3.4) 0
i 1(1.1) 0 0 0
RBEWLE 1(1.1) 0 0 0
RS 1(1.1) 0 0 0
R 1(1.1) 0 0 0
B 0 0 1(3.4) 0
BhEE 1(1.1) 0 0 0
BRI 1(1.1) 0 0 0
é%ffﬁfﬁi@if*&% 1(1.1) 0 1(3.4) 1(3.4)
. | EmEeeEEE | o o | 13.4) | 1(3.4)
g B 1(1.1) 0 0 0
WEREE 11 (12.5) 0 2 (6.9) 0
CoEmMemEL | 334 o | 13.4) o
HERE 2(2.3) 0 0 0
TR 2(2.3) 0 0 0
7. BB A 1(1.1) 0 0 0
4 B STR 131.1) 0 0 0
S SR 2 — 0 $F — 131.1) 0 0 0
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EFHESET4855%2 (EMR100070-003 5 58)
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—FVR 1(1.1) 0 0 0

RS 1(1.1) 0 0 0

IR 0 0 1(3.4) 0
HHES 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 S KX 1(1.1) 0 0 0
[FIREE. BERR U thRiE= 5 (5.7) 0 1(3.4) 0
B o334 o | 134) | o

EA7 1(1.1) 0 0 0

R 1(1.1) 0 0 0
RERUK MARES 18 (20.5) 0 6 (20.7) 0
B EEICR I o | o o

TOFEE 5 (5.7) 0 1(3.4) 0

IR EEIREE 5(5.7) 0 1(3.4) 0

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

= 5MZOFEE 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

% HIE 1(1.1) 0 0 0

FEAMAELE 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 Ty o | o o

SME 0 0 1(3.4) 0

RMmE 1(1.1) 0 0 0
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EFRHREFEIE % (B9991003
FIEETIF. ARPBETHHERCE ITES TN

YEARICDWVWTCRULETD,

&HER)Y

. HRHEISIEEER (B99910035EkR) TERHSNIEI

NRUFFOEFFITF ZTDHARSZERITT4346ItP 41445 (95.4%) [CEIERN RO SNE Uiz, (RETIRR
RNEEX (FEZ 1A DB R DNEE S IRENAEGRES)

BElfEA—&

RZEMEHERBIER 4344
BIfF ARG (RIRER) 414%41(95.4%)

MedDRAZEERIA D N OB ASERIEERFIRINR

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)
| 235 (54) | 261
B 107 (24.7) 3 (0.7)
(WA 96 (22.1) 8 (1.8)
N it 42 (9.7) 1 (0.2)
I 30 (6.9) 0
OfERRE 29 (6.7) 1(0.2)
OWEz)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
G 7 (1.6) 0
OFANERE 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
B 4 (0.9) 0
W T EE 4 (0.9) 0




NRYFA AT EIFZTE
(N=434)

£Grade Grade 31 E
n (%) n (%)

—fi% - EHEER TR S DIRE 268 (61.8) 28 (6.5)
ws | ase@s9) | 1330
ER 62 (14.3) 1(0.2)
FRRDRIE 8 (13.4) 5(1.2)
BIIAE 41 (9.4) 5(1.2)
FEH 4 (7.8) 0
AP 8 (4.1) 0
AV IV HRES 11 (2.5) 0
s 8 (1.8) 0
(eSS 7 (1.6) 0
R 7 (1.6) 0
IF0RzE. MR UHithRrEs 191 (44.0) 13 (3.0)
 mem= | 1te@en | 205
D0, PRI 53 (12.2) 6 (1.4)
A 33 (7.6) 1(0.2)
S 28 (6.5) 0
CREIR TR 22 (5.1) 0
S D R R £ 0 (2.3) 0
£R 9 (2.1) 0
SR 4 (0.9) 0
e 4 (0.9) 0
SDRIE 4 (0.9) 0
RERUK ME#EE 254 (58.5) 32 (7.4)
Iy EERAARALEEE 00 | 144332 | 25 (58)
£ 54 (12.4) 2 (0.5)
ZOFEAE 53 (12.2) 0
2 e 1% 7 (8.5) 0
HREZRKE 5 (3.5) 1 (0.2)
TOFEMRE 3 (3.0) 0
i EAE 2 (2.8) 0
SRR E R 11 (2.5) 0
EATBRIBIERC O TIE, THEIER (B 0.9%LLE) ERL. ZNSOBIERICS T Grade 3 FOERORIEL =R
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NRYFA+PFIFZIE

CEOSHHE —

(N=434)
£Grade Grade 3L E
n (%) n (%)
L EMZSEE 10 (2.3) 0
?&/2\ BAt 9 (2.1) 0
57
Y fIBE 8 (1.8) 0
23 K 7 (1.6) 1(0.2)
BEA RIS 7 (1.6) 0
B 7 (1.6) 1(0.2)
22 AR 6 (1.4) 0
DE
5T =t 5 (1.2) 0
R
= KPR Z 5(1.2) 0
1
i 2EMEE 5 (1.2) 2 (0.5)
it 4 (0.9) 0
BRPRIRES 205 (47.2) 74 (17.1)
. FSIVUPI/NSYRTTS— B 57 (13.1) 21 (4.8)
5 rERL 49 (11.3) 7 (1.6)
A
PANTGF VB /SR TTT5—F 49 (11.3) 12 (2.8)
#E A0
BRI 26 (6.0) 5 (1.2)
MR ER R AR LE /4200 25 (5.8) 0
) S— 100 19 (4.4) 13 (3.0)
Y=2IWIZIVNS YR TTS— BN 18 (4.1) 11 (2.5)
MeTL7F =880 16 (3.7) 1(0.2)
F=S5— LM 15 (3.5) 4 (0.9)
M UJLE > #E 11 (2.5) 2 (0.5)
Mo L7 F VR RARFF—E MBI 11 (2.5) 0
% M +5 10 (2.3) 7 (1.6)
= M7 VAURR 7745 — B 9 (2.1) 2 (0.5)
M LR 7 O— L 8 (1.8) 0
M) AR A 7 (1.6) 0
Mo L7 F R+ — 10 7 (1.6) 1(0.2)
4 ek U5 U U R 6 (1.4) 1(0.2)
g me ) LF IO/ 0 6 (1.4) 0
RELEIN 5 (1.2) 0
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NRYFF AP FIF T8

(N=434)
n (%) n (%)
BT U LAIRA T F RATE AN 5 (1.2) 0
TSTAVNEMN
hFSUVAPZF—CELEER 5 (1.2) 2 (0.5)
meRy A 4 (0.9) 1 (0.2)
EMEED ORI ST VREIER 4 (0.9) 1(0.2)
b RBREE N 4 (0.9) 0
MmEEE 217 (50.0) 110 (25.3)
CmmE 208 (47.9) | 106 (24.4)
RIE 5(1.2) 0
it 5(1.2) 0
£ EN 4 (0.9) 3 (0.7)
RERURERSE 138 (31.8) 34 (7.8)
Cmwme | g6 (198) | 7ae
BV >/BRIMIE 16 (3.7) 5(1.2)
BXIX2ID LME 14 (3.2) 0
shUJUEUNME 13 (3.0) 8 (1.8)
2%IN 9 (2.1) 3 (0.7)
EAYUD LMIE 8 (1.8) 3 (0.7)
B bUD AMIE 7 (1.6) 3 (0.7)
S 7 (1.6) 3 (0.7)
= PRER M AE 5(1.2) 2 (0.5)
BB E R 4 (0.9) 0
SAHYUD LM 4 (0.9) 0
HRRES 140 (32.3) 5(1.2)
CwmEs | 56(129) | 0
B 43 (9.9) 0
FEIEDHETEN 19 (4.4) 2 (0.5)
AEMERE =1 —0/F— 10 (2.3) 0
MEHE 8 (1.8) 1 (0.2)
KM= 21—0/)F— 8 (1.8) 0
b 6 (1.4) 0
BAVENCIO

ave Umab Injection _



NRYFA+PFIFZIE

CEOSHHE —

(N=434)
n (%) n (%)
5B 6 (1.4) 0
5 i s 5 (1.2) 0
£ wEEE 4 (0.9) 0
L% e . 107 (24.7) 5 (1.2)
B 52 (1200 | 102
T 31 (7.1) 2 (0.5)
22 HET 22 (5.1) 0
§§ iy 19 (4.4) 0
= et 6 (1.4) 0
% B 6 (1.4) 0
BT 5(1.2) 0
REEE 4 (0.9) 0
. PR 127 (29.3) 8 (1.8)
5  ewmmsETE 00 | 105 (2420 | 102
. PRI 23 (5.3) 3(0.7)
BB RS 9 (2.1) 4(0.9)
IR 8 (1.8) 0
=, PERULESHE 60 (13.8) 7 (1.6)
CoEAcEsSRE | 52 (1200 | 708
BERUREESE 34 (7.8) 11 (2.5)
BT S 24 (55 | 708
BlEEE 5(1.2) 4(0.9)
e 12 (2.8) 1(0.2)
. CoRERE | s 0
- D 29 (6.7) 6 (1.4)
B ey | o
1 4 (0.9) 0
MRV /RS 30 (6.9) 3 (0.7)
5 C mvwErE | 1208 | 102
4 am 9 (2.1) 1(0.2)
& FCPERLAME 6 (1.4) 1(0.2)
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NRYFA AP FIFZTE
(N=434)

IREz R 4 (0.9) 0
FFiEEREE 18 (4.1) 9 (2.1)
B T 7ae | 5.2
BEULE > ME 4 (0.9) 0
RBERES 7 (1.6) 0
CommE | s | o

MedDRA ver 21.0 88BRIADER UEAFERIDEHREEDERBHENEE CETRVESBR. GradeldNCI-CTCAE v4.03(C#US,
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ERH RS IEER (B9991001
FEE T ARPBEHTHERICEITES SN

BERICDOVWCTRULE T,

5ER)>

. ERAREIHEFER (B99910015ER) TRDOSNIC

INRYFFOERZNTIR—T 4 T4 77 (BSC) ZZF 12344400 26661 (77.3%) ICEIERANERHSNEUIC, (1RE
PIBRABETRPRES L 7B C 51T DAL ROER DIERFBUADMBEN SN RE NG

BlEA—&

T2 IR RBIEY 3444
BIfFARIRMIER (HRR) 26641(77.3%)

MedDRAZSERIA T N OB ASERIEMER RN

NV FF®+BSCE (N=344)

£Grade Grade 3B E
n(%) n(%)

BEFFEIREGIZN 266 (77.3) 57 (16.6)
—fi% - £ HEER IR SERIDIREE 113 (32.8) 1 (0.3)
C®myE | 3409 | o

Al 33 (9.6) 1 (0.3)

BE 24 (7.0) 0

FEEL 23 (6.7) 0

R M RE 8 (2.3) 0

AV IVTHRER 7 (2.0) 0

FERRDRAE 4 (1.2) 0

Bk 3 (0.9) 0
RENUR ME#EE 107 (31.1) 4 (1.2)
Co®sEE | azasn o 103

2 25 (7.3) 1 (0.3)

B S5 18 (5.2) 0

PR BB IR 12 (3.5) 1 (0.3)

B2 [ K 7 (2.0) 0

B 7 (2.0) 0

TOFEMREE 4 (1.2) 0

B R 3 (0.9) 0

EMZ 3 (0.9) 0
BinEE 78 (22.7) 7 (2.0)
| 301000 | 0o

B 24 (7.0) 1 (0.3)

&0t 14 (4.1) 1 (0.3)

B 13 (3.8) 0

OREziR 8 (2.3) 0

N7 5 (1.5) 2 (0.6)

ORI 5 (1.5) 0

=Pz 3 (0.9) 0




INRUFA®+BSCE (N=344)

£Grade Grade 3L E
n(%) n(%)

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

FSZUP=/b AT S5—TEMN 13 (3.8) 3 (0.9)

U)S—E8n 13 (3.8) 10 (2.9)

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

;;;E/\"E#—“‘/E’i?i/hi)]?zf—ﬁ 8 (2.3) 2 (0.6)

Y RIREUR A 7 (2.0) 1 (0.3)

NORZ TN 6 (1.7) 2 (0.6)

HE-D 5 (1.5) 0

ma o7 F Z 2180 4 (1.2) 0

M oh R AR B>/ 4800 4 (1.2) 0

I/ REURA 4 (1.2) 1 (0.3)

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

PSR 14 (4.1) 0

HEBE 7 (2.0) 0

B 4 (1.2) 0

EaE 3 (0.9) 1 (0.3)

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

BRI AR RETTIERE 21 (6.1) 0

BlERETE 4 (1.2) 0

BomE M RIRARRA 3 (0.9) 0
5E. hSNUULESHE 36 (10.5) (0.9)
COEACESEE | 3s(02 | 309
RERURERS 34 (9.9) 4 (1.2)
CewwE | 1544 0

ISk 4 (1.2) 1 (0.3)

1= PR B [TE 4 (1.2) 0

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

ShUZUEURME 3 (0.9) 0

&FUD A 3 (0.9) 1 (0.3)
HEREE 23 (6.7) 1 (0.3)
- 8(23 | 103

EAFERIBIERIC DOV TIE, EREHERBEEN0

9%LLE)ZERU. ZNSDERIFEARICB WV T Grade 3N EDBROAEE =I5

BAVENCIO

ave U m a b Injection



INRUFAC+BSCE (N=344)

CEOSHHE —

£Grade Grade 3L E
n(%) n(%)
KEAE 4 (1.2) 0
KRS - 2—0/VF— 4 (1.2) 0
o STEEHE L 3 (0.9) 0
E; HRE 3 (0.9) 0
L3 ‘mmeoovicwes | nes | can
&am 11 (3.2) (1.5)
M/ \ARREANE 10 (2.9) 0
,  emmwRvmmEs | n@e | 208
0%)% Ak 9 (2.6) 1 (0.3)
g% REES 4 (1.2) 0
E ik 3(0.9) 0
= IR 3 (0.9) 0
= BB M EER 3 (0.9) 0
RPN OB RIE 19 (5.5) 4 (1.2)
om0 | 4020 | 103
4. FoX 3 (0.9) 0
¢  mvmmes [ Bee o
BX 3 (0.9) 0
MEREE 10 (2.9) 2 (0.6)
snE s1s | 206
RERES 3 (0.9) 0
Coewm=E | 309 | 0o

MedDRA ver 22.1 8BRIADERUEFRFERDEHELDERBHINEE CETRVESTER,. GradeldNCI-CTCAE v4.03(C#US,
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BAVENCI
BAVENCIO oerrm



1.
. 6.BE
IE
%
= = = 1) =
o EFHFESEIE5ER (EMR100070-0035KER)" D ER IR
FE y =+
6 MUBRKRRLIE
) R JS—RA (LZESEREER T BERIEX LY LBREES 886 (55 B2 AJEHI 341)
8 (Stage NOEEMX)LT VBRI LT 54 VL EDEREEDRBERN G, h DERDLPE
51 SEDRIELIREHETHRD SR
oF JX—hB AL EOARED B VRIS )L o)L MBERRE B 29 61
E)
2 ) ERRIRESE WUTFOIRTOEEZ R TEIZRIRUIZ.
1. BRI SN X LT VSRR T .
a. AL IIRE (EEEEEEDREE CEME) CEBEIETDCK20 (/ST A M SF >, AET/
AE3. Cam5.2 B EfDE R Y A N SFYORE) BMBRHENZ T EIC L BEEZRIN BB CTH D,
3. b. EEMETH BT E XL IVBRIED . BRUSFTRTETHZDH T, FLBEEDES FREEE
z =3 I3, /S—IBTIE. ERERE (M) HRHENZHESHERREANBICRALEITNERSR,
% §- C. /S—PADIEE  RBRE (R, BBEXLT UBIEDAEE U TH R ED—RILZEEDRTEZ(F TS,
R FEBEEDILREERIGETU TV DT &, SBIELY UBIEDBES LT, IO
= SEEEDBLED VIR VBT TNBTE T YIORRA TSR, topotecan, RFYJLE
1E YU IEWEY Y, EVIURF Y, AWRTSF Y VATSF U, AR T SF UGy
. 2T SFVETNRY RO G
d. /S— BB  WEE(F. EBIEX LY UBIEICH T BRHSEELTORESBEEMTIN TRV S,
HENMEREDAE U T OBERIE (BRPRI0ICIRE R OISR, JEERI IR &, SAmhSLERE
HBD6HBRIETIR T LTV EERITEET B,
2. 85— FADEE  ERAR OINEN U ETH 2 [ERODEBXISRTRMUIER EANFI4BREUAD
4 BH0), FrBERBRN SREOERTELEBIFBATERVHREICOVTIFRE
Q BHETHERV,
§ JS—RBOBE 1 1) BEIBA : B (BFEUL (361 BLINIC) BN ESREOTILYUYBE/SS T4
Va8 (FFPE) 70w, FIATEGESEGSITBVES. FcBERARI VEEL
éo
2) B5EIBNL : FFPEDBEMAE T OvI LT AF TERVEAIE. /e (1BRILA) [C/ER
Le 7Oy I DR EAFIBTE, PIE RS RE25MAFIBIENEELND, R
DBE(E. Medical Monitor &EUIZ ET10ML EAF I DHNEN G D,
3. ARB\ANOECOG PSH0~1TdH 5.
. 4, 2&D 1 2BRERI BEHESND.
??EJ 5.RECIST 1.1({t>T. A< &0 1 S THETERE (REREESD) P RH5N 3.
i ERRNEE UFOWT N DEECHLS T HEFIZERI LIz,

1. APD-THUE. IPD-L1 AN SHERREE M TU Y SERPURATA (CTLA-4) RED THREIEE S H (R
FrvIRA VN BT =T VhET DA/ EEIZRAWVCEBEN D2, /V\—IBTIE. jA5RIEHEAMEMedical
Monitor &1L, 4-1BBIREMDEIFEEY — v Biget g 2.

2. FEBREOHANUNETH D[S, IR FOE. MEHIREDE (BHFRES L TDBNDREHREE®.
IHZNRE CHDRITMREN DB RIBH (FBR), REEE. NETUXORIFVERIT A M1 ViE
Ele RIEMREICH T 2REHREAS, BRREDRBBREOBNETHMEOZNRE THdEH B INDE
B, XFEMHHoICREZRIF T TN HHHBEIFRDONZRL.

3. 2704 RB UL D ZZMEIBIC K 22 HHEABEDHA. XIFARAERMIBFI28 HLIND OIS A DIERE
DFER. BREBDOL5MRT O ROEHIRS (TS5, PUILF—RIGWIrAEICH T BI8EK) (FFRHS
N2, Flz. BIBHKEAR(CHULILF IR TOARICRBNIVEVHREEZHES T DEEHEE. 1H10mg
BIFORF 04 RXFRZFEDprednisone ML EVBFREADICHIEIFICIR ST 2BE. BEET D,

L EARARR—REINET /AR TZ RS IN TV 2R EFEEET 2.

4, N—FADBE BESELNDOBIEERE (X)LT )UllREZRRL). 122U, REDOEEMZE A idE.
FEEMB_EFAREIFRR<
IN—PBDBE  BESELADEMRR LT Uil ER<). 22U, KEDERMiEEaHEREE. X
F MR (RE. B, T2, SHER. ILE. XIFMEGrade DRITIIR FEAFEDBL
<IFGrade 1 DFEITIRER) (FBR<,

5. AR flBiEZS ORGERIEZRITTND,

6. /\—hADBE. HIVIGIEDBHERE, X MEREREIERE (AIDS) DRIERE. BRIFFX DAL (HBV) X
CEIFFR DA VA (HCV) RED T HE T RENFIBEDEFR DA IV AEREDRH SN D, /V\—FBDIBE.
HIVEZ M DBEERE. AIDSOBEERE, ROU—Z VT BFICBIFDHBYIFHCVANDRERRNDERH SN D (1
HCVHIERRIU—Z VT RETHRIEDHBE (. HBVREFIRXIFHCV RNADZHETH D TE).

G N




B EEEEME(BOR) ' [/S—HFA : TEFHEIER. /Y—MB:
(EREEARED G DEBMX LT LlEEE TR RE U
(CBNT. BEER6HBESDEEHIEE THDEMEIF31.8%(95.9%ERXE : 21.9%, 43.1%) ZRL
et Fle ALREERE DR VGBS L T VBB EE N R E U B RS I858 (EMR100070-003
HE/S—B) Tl AEMBARIIBRAL BMEEESF 2166l TOEMNEIF62.5% (95%ISHEXR

35.4%, 84.8%)7&mRUIZ2,

BIREHIEIEE 1
ERH BI85 (EMR100070-0035 88/ \—HA)

N—bA{EEEEESY)

IN—hB{EREERE L)

BEHE6n AR
REBIER 8861

SBERIE 13 B 12
REGIZR 16612

1061(62.5%)

ESVIES 2861(31.8%)

(CRX[ZPR) [21.9%, 43.1%] [35.4%, 84.8%]
T2 (CR) 861(9.1%) 3%1(18.8%)
E8532=3 (PR) 20%1(22.7%) 7%1(43.8%)

RE(SD) 9%11(10.2%) 2%1(12.5%)

iE&77(PD) 3261(36.4%) 361(18.8%)

BN 1961(21.6%) 161(6.3%)

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

Ufze

*2 DRAERI 2961 1 BB EDEIFEEICS UL 16flZ R RICETUZ,

F—IhvhFTH:

BIE(%) [95.9%(SFX &)

t1:20165383H 12:2016%128308

BIE(%) [95% S HX ]

BAVENCIO

ave U m a b Injection
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HEIRHEEETBEER (EMR100070-0035K88) ICHIF D
BEXTYa—-)

IN—HKA

SHEEHARY (Day) ®

— bt
RiERUEHIHIRE RSsagi | Day | Day | Day | Day | Day | Day | Day | Day | Day | Day EEET
1|8 |15|22[29|36|43|57|71]85 =
O O ol O ]0O0 |0 6B

BHNER(IU-ZVIBD L -
BRAEEST) e
NAFIWHAY O |0 0 0 olo oo 2EBTE
ECOG PS oP O O O O O O O 28BS
ECGIREC O |0 o 0 olo oo 6BTE
MEARE - MRRERE o | o 0 0 olo oo 2ETE
FERMBLE(LEHRE o | od ok oo 0|0 2ETE
FTRTOMBELRIRE © 0 0 0 0 6B
RigE' O |0 0 0 olo oo 2ETE
B-HCGiFiRIRET 8 o | o 0 0 olo oo 2ETE
BB/ 27—V

(CT/MRI/EBREIYEV D/ o o o 127ABZETIEFET S,
BB~ —H— /IS NEZ0M BRI 1 2B
DF5iE) M

AERUHFIBE DTSR O |ololololololololo|o 2EBTE
ACTH. ANA. ANCA. RF. T4 o o 25BBRT
RUTSH BEICHLT

ACTH : BIBBEFIHIILE> . ANA D FIRZE. ANCA : FUFPERMIRETA. B-HCG : BEMAEMH T RO RF  UDTFRAF.
T4 gt OF> >, TSH: BRRRERILEY

a INTDBHEFIRCONT, RERKEHDIHANS 1 BERET(-3/+18) DHBZFEs AR E LI,

b Z7U—Z=2ZJECOG PSZDay 15I3BLUANICEET 2186, 8E 1 DE CBEXRRI 2HEFRLELI,

¢ 12FB0ERIF, RIU—Z Tt AEHAEpEDay 1. 15, 29, 43,57, 71, 85. RUZDHE6BETEDEEH (18 1A% T, ZTDHIZSHARD
(FDBRZREI DMNEFEWV)DIRSHICIR S TINS 28581209, BSUITEEPLE/AEETH, RURLEEIEEH CERELz.

d FEQIMABRE(CFAREICE, AR/ SRV [P IVAURRT 79 —E, ALT(GPT). AST(GOT), EUILEV] 8t L2488/ Y=R)L (FRUD A AUD
L, 70—)b BUN/ESERZR, L7 F =2 TV =) RUEKE/SRIV (X TRV DL UV DILYDL) BEFN. R—Z 51 VBSICHFEREN
FBOSNABRE TS, 2. 4, 65BISEIHRIMZREL. ALT(GPT). AST(GOT). #iEULE Y RUTILAURR T79 —EZRAIELIC.

e INTOMABREFRE (FERMBELEZRELZSO) ROZTOMOBRKIEEDFEMIFER (140—V) (LRI . ZHEITDEHER. ATU—ZVT

B CORRRRIBRILEV ZIRE LT,

INTCDRBE (T AV TPRT VI (TR TIEHEERE) (F. RIU—ZVITREBER THDH TEIML. BRRBE (T 1Y PRT4vIDH)(F

BBEERSHIICERUIC, BBRRECRED Ho/LBBE INTOEBICHURREZEERET D2NENHDEL,

g RTU—ZVTBICIET, TDRIBRRFTB-HCGZRAELIC, RODBEFRSHIICEIDIIRIREDEREAFLTCH LU,

h B&. 850O58FICERHHREZITolc. BEMBPIC, RECIST 1.1 (LR ILEB R DIRIEHRINICBE. BEEBIDIROEEF
RECIST 1.1(CHE>T. 6:BRRDERNWREFHH CITHNDIENLEFTLLA, ZRIICCRIIFPRAEHFINTHSDMRLEDSE-EDEREZEBENT
EhEUfc. PROBEEF. BAICPROGEIRS NIz DRDFHI CEMETED I LU, CTRIFMRIMRIZAWVWSIESICH. MERCELTIFCTD
EitzNALLU)Z REBREDRYEY T (CHATRICER U, BEHMCF. 255158/ (-58) DESHiHA O S HEZD o,

-



s&EHAR (Day)

- el esmmoa®
KR UFHIIRE Rasagi | Day DEW DEW Day DEV DEW Day EEET
1 15 29 43 57 71 85

HBV. HCV R U'HIVIRE O

ggﬁm;’f&g? T=YIRO L 5 o ol o]l o]l o o o 6B
NATWAAY o ol ol ol o o o]lo P T
ECOG PS® o ol ol ol o o o]l o 2
ECGHRE X O

MBS - MRRERSE o ol ol ol o o o]o 2z
FELMRE(PRE! o o ol ol o o o P T
FRTOMmEE LR o

RIgE™ o o

B-HCGHERIRE® o | o o o o 4T
WS/ 25—

(CT/NRVERFERYEYT/ | 5 o | 12rAEFTIEEETE.
BE<—h— /R NI Z Ot LIS 1 2387
D)0

AERUHHFIRGE DR o ol o ol o o o]lo 2B
ACTH\ ANA. ANCA o o 25@5&0
ROURF PECRUT
TARUTSH o o o o T

ACTH : BIBRERIBNLE> . ANA  HUizivis. ANCA  FiFhIRfBRaEHA. B-HCG  BEMAEMTFRAOE Y RF 1 UDYFEF.
T4 BB A OF 2>, TSH: BRIV EY

WICH T BCT/MRIZF v+ HIBEGBEMNICERINTLRWES, RIU—ZVITRHRUZDEBDEBRNICHETHNIEES 2UEN HD
EUfz. BRMICHETHNIE, BRAFv Y ERIU—ZVITRBROUZOHDERLUC. ATU—ZVITBICBHEENROOSNIBEICE. BES
FHIE CE&EmBICH T S5z LTz,

j IRTOBEHNZRERZEZRIV— VIR UMEICLUTEEDIEHICERUIZ. ZDMOBEH TOERHNZRIF. MIELRERICIDUTER
Ufze R=R 54 VESICHFERB N RO SNIEREDH. SENU6EICHERNEZREZ (T DMEN G DELI,

k 12F80ENF. RTU—Z0 Tt RUBEPIL/EEE THTERU,
| TERMARECAREDFBIFER(140R—I)ITRT,

m SRTDREE (T4 v FRT v I [CHZ TEMRIERE) (F. AU—ZV T BEEER THDOH TEEL, BHREE (T v TAT v IDH) (F
Day 1 DRERDEHRERSH. SBRPIEERURLMEIREE CRIEU. BERIRETERN Ho/Ba(d INTOEBICHURIRESE
eI 2MENHDEUIC, Day 1LUBDRIREE. BRNRUEICIHU TEEL.

n INTORBREF BEPLLDORENS7BURITERPIEDIREZIT oI, BEETHTCEWEFRAHMREL TV RREBRSTC/NANYFFD
RIERS®INBF TRUZNLEICEEEDEENRONZEMERDFRIREURRE IS ISR BIABET o/ BB THTETNRDS
NIRVEEREF, PDE CTREETOEREZEBIFEEL (CT/MRICKIBERIBEDS 1 F#F TIROBIE, LIEE1 2B ECRBUR), BE
BTHZEF. mREOEFERRZINATEICEIHEE U (BEIC DOV TOFHEDZ D). EFIROBHIE, REDERED/ NNV F A DR
RIBESHS5FE., NIFREDEBREDETCDOVINHRVNFETHTLIZ.

BAVENCIO

ave U m a b Injection



1. = = = 4) ME
;. EFHEFESEIEEER(B9991003 5 %)Y D5 EIE
1E W =+
¢ RUIERRE
()
a—j\ —
e BRI 2R
HERTH 1 QO ETEMIEICN T 2—REBEELTDN\RYFAOETFEFIFZTDHAREEAZF ZTHEERSEWREE
UCHEEARET U, BIER(L. FFER. MTEALER. BREEESIHEEER
2. SAEOETR (% NRYFF+TEIF =T 84420
=AY — —= INRYFA®10mg/kg%
=9 it EREF 2B EEIRAES
IL;E E4 ERHEIHANELE -ECOG PS +PEYF =T 5mek | H2EROERS
U7 EROETR SEE BB i N=886_ MRIERIL
<o - 188LLE (BA A3 208850 E) *ﬂ\/ N 11
- FHETT RS N gg*ﬁ A= F = TBA445)
- EEE#OPD-L1 &Mt AL AZFZIJ50mgZ 1H1EROKRS
-ECOG PS*' OX41 (4B 51 2EINE)
3
0%) % @ EBEELTDNRYFACETFIF T DOHBAREDEMME TSR AZF I THEKRS S &
FORCh
= Q FIEIRESE O FRBEDEBFHINFHREFNICREMRED IV R—XR VNEE T 2ETE RS
%‘nﬁj @185 L
J==| OB EBINBDEFENEFIND
< @ECOG PSHOXIE1
@1 VhO— U REERBIMENTRHSN T IHERAILE 140mmHg LA DIRREAIMAE 9OmMmHg LT
@B EREREEE. BHEEE. ATHEE. EERHEZEEFITD
4. FEFHHIEE OPD-L1 I BEEMICHIFBPFSRUOS
g SE BRI OPD-L1 HIBEMDBVRBEEMICHIFBPFSKUOS
A 158
O FIEBEFHENULEFHBDGER
EHICEHEU BT (2018F6 82087 —9AVhE D) LBV T, NRYFFO+T7FIF = TEEPD-LT
Bt BEERICHSFBPFSRUPD-L1 DREEBDHEVNRBEERICHFEZPFSOVNTNICOVNTHRZF
BN U TR RNICEBBERERUE LI,
% EEEEIC BT BB MRDPD-L1 RER1%LLE
5, WEREBEFRRNUOSEFERBORBR
a
{Baé PD-L1 B BEER £EEEM
A

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

PFS*' | chsrfi(B) 13.8 ) 13.8 8.4
(95% E3EXR) (11.1, NE) 5.7,9.7) (11.1, NE) (6.9, 11.1)
N —RE =2 0.61 0.69
(95%{EHEX ) (0.47,0.79) (0.56, 0.84)
B AIpfE*2 <0.0001 0.0001

oS RfE(R) NE NE NE NE
(95% (=3B R) (21.3, NE) (21.0, NE) (NE, NE) (21.0, NE)
NH—RE#2 0.82 0.78
(95%{=HEX ) (0.53, 1.28) (0.55, 1.08)
BAIpfE*2 0.1911 0.0679

NE:HEEARAE, 3 1 IR RAFEICE DL, % 2:ECOG performance status(0. 1)U CRE, HF</ FaI—0w/\,
Z DO (LK BERICox /N —RET LR UERIlog-ranki&E

7.
s
=
X
Ak
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M PD-L1FZHBREELICHF2PFSDKaplan-Meier H#R

1.0 PFSEPIRIE (95 %ISFEX )

0.9 — NRUFFAPEIFIOR 1380811108, HETREE)
— RTFTH 7.2nR(5.718, 9.758)

0.8

0.7

5§
P

0.6

0.5

0.4

B4 0E HF 8 e

0.3

0.2

0.1 BRINP—RL0.61(95%EERR : 0.47,0.79)%,
p<0.0001 (BRllog-ranki&E [FAIE=EKE : <0.001]) *?

0.0 T T \ T \ \ \ \ \ \ \ |
0 2 4 6 8 10 12 14 16 18 20 22 24 (B)
At risk#g

EIEE47FHIR (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

BUEARDDRIE NV F A+ T F ZTHIINB A ZF ZTE8.408
%21 ECOG performance status (0. 1) kUi CRE. A7 /Ta3—0v/\. ZOftDithis) (CK BEFICoxLLHIN T —REFIL KD
ERllog-ranki&E

2BEEFHICHIFDPFSDKaplan-Meier H#R

1.0 PFSThIR{E (95%SHX )
0.9 — NRUFFATEVFIBE 13858 (11,108, #HETHE)
— AZFZTEE 8.418(6.908,11.108)
0.8
0.7
iE 0.6
=05
4
& o
b
0.3
0.2
0.1 BRINY—RL0.69 (95%(SHE : 0.56,0.84)%7,
p=0.0001(EHl/log-ranki®7E [F I EK%E : <0.001]) *2
0.0 T T T T T T T T T T T \
0 2 4 6 8 10 12 14 16 18 20 22  24(B)
. B A 7ZHARY (PFS)
No. at risk
+7;\/:\;;/:9:72‘—g§ 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

BIHREDPRE: NNV FA+TPFIFTE10.808. A=F =T E#8.6nA
%21 ECOG performance status (0. 1) RO CRE. A7/ Fa3—0v/$, ZD D) (C LB BRICox AN Y —REFILRY
ERllog-ranki&E

BAVENCI
BAVENCIO e



1. = = = 4) = ==>
+ EFEESEMMEGEER(B9991003:5R)Y ICHIF S
1E Y
e BRERATIa-
D
2
0 samEEAR
(1Yo12IL=6B=428)
S
2.
1\
23
[C - N
B F BHHNBR(RIU—=VTHED
g SEAEESD) © © © © ©
<o
ECOG PS 0 O O O O O O
NAIWYA2 0 O O O O O O
. 3. BHETOMmERE? O O
JBE
;@ = MRFIRE - MR EEAREC O O(-38) O O O O )
& _%u T —— o | oee o
=]
QHE FERMBEE L RE 0 o O O
&
o2, 3
e np A4 7).
ERIRBRELAEIRES O DLRg2 Y o
IWTE)
g- OEL3Y 1
- _ I ). &2
& SR ERERILEY 0 o
&)
HBV, HCViRE O SERIICAERIEES BRI A BRI S
FIRIRE (M55 FR)° 0 o38) O O O O O
RigE' 0 ERERIC LB RIS RN E IS S
5.
= ECGHREE® 0 O O O SEROICAERES
1E
i MUGARF+ (&I a—" @) 9\(&2)?49“’
. i O@E2.3 | OE2.3 | OEL2.3
DB © | o8 O O BAoN) | BAoL) | BAII)
BB @ (CT/MR/E B R Z
TYEV I /BEY—h—/F O OURERZIIHIFNS 18BETIE6BETE (+78). L1258 (+78)]
ENEZOMBDTE)
o L s O PEIF IO REFGICROELE
P UF = T ORERROESR oy 5) s
AERUH RESE D5 O O O O O O
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a NAIWYTAY  MEEFRIBZSONA IIVY A 2% SHBESTREBICUILE. BAIICTAEL, A< 1IBEBRZEEWV T2 0ME
AEZREL.

b BECTOMERE : BEFABLEDT1B1T(FFIO7F2F ZITRARICAELL)BECT. MEZAEL. AELIBZREBEICERU,
INfEEAME A1 50mmHg IFIRREAMEA 100mmMHEZBA T LR LB S, NIEMED ERICKDEEZISNDER
(BB RERESH)IRBUB G ESICIEISEMIGERLUCIERZMCKLS. BEZEBL.

¢ MAFRE. INTOMBELARENOMRRERRE : AIU—ZV I HRUE T I)LDDay 1 COMAEILFIRE TlE, TN TOREIEE
(140R—IBR) Z=BUI.

d FEQIMARELFRE ST J)LDDay 15KUDay 29 COMABELFRE T, FEIEEHDH (140R—IBR) ZEfELI.
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X1 ROVINHEBICTIBEZPD-L1 BRIEEHELI,
FEBARID 25% L EICEREBNROS5ND, /[EBICSEUICREMREDEIEN 1% BN DB liad 25% M FICRE
WERHEND, /EBICREUICREMIBOEIEH 1% H DREMIZD 100% IR B RH5N D,

B 24 FHRERCEEREFHEOBR

2REEE PD-L1 B EREER

RARYF A+ NRYF 1+
BSCE# BSCE#
(N=350) (N=189)
0s  Dx{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%(EHEXMA) (0.556, 0.863) (0.404, 0.787)
FrIpfE*? 0.0005 0.0003

NE : HEERRE, %2 —RIEPBEEDRRHEIR (REEWNIFE N, ZE) RUAREEE (54, L) ICKBEH]Cox Al

NF—REFILRUEHlog-rankiRTE
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1.0 OSTER{E (95%ISHER)
0.94 — NRUFFO+BSCEE 21.458(18.958, 26.158)
— BSCH 14358 (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 EK% : <0.0053])
0.0 S s e s B o S A N e R B
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38(8)
77
At risk#g SEFEH
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

M PD-L1FZHBREEHICHF2OSDKaplan-Meier B

1.0 OSEpshfiE (9SSR
094 — RUFAABSCEE HERERAE (20,308, H#EEREE)
— 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(EBRllog-rankiRE [ RIEEK%E : <0.0014])
0.0 T T T T T T T T T T T T T T T T 1
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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