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PIBDRSEICHSONDIELHDID T ERNRUBIRORRZ+0ICTIEHICERIOET
BFCEEOREZTDICHREBLTLIEE L,

ONRUYFADIRE(F. EE Dinfusion reactionlZfEZ T, BRIFICTHBHISD TE2EH%E
T2 ETRIBLTLIZE L,

einfusion reactionZ&E BB 316, ISRIICIMERAIZ VA BHAERBRISFDRSZ{T>TLE
RIAN

OREZEF OB EICIE, Grade[TIGUTNARY FA DR S EHEDRIR, i, 5P IEZEENT D
ERIC BURLBZITOTLLEET V(17 R—=IRE |2 S8R),

S

HERISVEARVT LRI/ T TV ORIEEICONT 4

BRAEBRICBVTIE N\RYFAODERSEFICHKITT DN HBinfusion reactionZBBEEHEHT.
NRUFAHRSRIC MERI I VA BAEBRAIZEDRSZITVRUIC, SHRICHITDRIRED M.
LU D@ T,

EFRHFEI S IR CHIREZEMAEUIC, NNV FFDERSDHZ0~60DFIICHERIZVEIRU 7 BN S/
(EMR100070-003:{5%) T ERREELTIRE U,

- BHREDABE, SHDFEFEN A NS4 VICERDETEY)ICHE TR U,
* 1 VTTVERSIUREIR25~50mgRUT NP S/ T1V650mg DEIRPIE S EEEOROR5ELE

EFRHFEIFENEEER CAIRBEMNAEUC, NNV TF A OEERSDM30~600FICHERYZVAIRU 7N =/
(B9991003588) DIV EAHREE LTRSS U,
- AHREDONS &, SHIEORELERU A RS VICR DTS LI,
*:YJIVERSIVIEBIR25~50mgRUT P S/ T1500~650mg DEIRMER S EAEOROKS
e

ERHEEIEMAE R - (FObI—)UETED) B EEMNBE LTz, NRYFACDERFDH30~6008ICHE RIS VE

(B9991001 5t E&) ROTPENFPZ /D ZRiREs L TR 5L,

- (FPORI—IVHETR) AR EENBEE U, N\RUFACDHRE1@EHNS4OBFTIZIBSDOH
30~60PRICHERIZVEIRU PP S/ T ZRREE U TR S U, SEELEORTIEE
[F. FIER S FTICERULELEACHOIRIG] OERNEUEEELGS OCERRMERTIICREVLERSE
il Oyl

- FIRBEOWS(F. SHgOREE AN UHA RS VICEDEHEEOgEE U2

*1 Y TIVERSZIVIERIE25~50mgh U7 NS/ 7T /500~650mg DEEIRNIE S XIFEEDROKRS

BE
%2 RV FIRTAARDEHZESERTET B,

i<
ERERER"

FE BR TOER ®BE. MEVIROOZES). MEMWFE (O PRE). SEEE, WIREHS

22 fh - IREPRR

FRESERICEHSNTLSBIEREREN SHEHICHIETL TEE W,
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(EMR100070-00355%)

EfizEE

B EIHEEER

(EMR100070-001 i#5%)

B

EEIHEER

(EMR100070-00255%)

s o
inquion reaction 1961 0 56 0 4034 1141 1141 0
216 (21.6%) (17.2%) (24.4%) | (07% | (27.5%)
BACHSER | (g% 0 (103% 0 Goh | oo | (rew 0
BE (25% 0 (3.4% 0 i 0 22% 0
R 2% 0 0 0 ot 0 (10.0%) 0
HEw (1% 0 0 0 3% 0 0 0
SUERE 0 s 0 0 0 0.9% 0 0 0
WREN 0 0 (3.0% 0 % 0 0 0
T 0 0 0 0 (041259%)) 0 0 0
B (1% 0 0 0 1% 0 0 0
B 1% 0 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 EERE 0 0 0 0 (01.1& : 0 0 0

HEBREMROERICE DS, KIRFHNUODERSENUTOREECZK I DEIERAALBEIRSEMET Dinfusion reaction&UTEST Uz,

- Z2#iICEI 9 dinfusion reaction : MedDRA (ICHEKEEZHE
[MELBEIAE](CZHL. REANERERS5EAHERAR ST EE)FREOER(QERAFREDIR)

- IERICEI T Binfusion reaction : EEENBVERREDEHIRNES SEED SRR EIRDOMedDRAEARTED [FHE ] [T, [F4]. [MEMmE].
[EIREREE]. [R5 ]. [EEE]. [BEREINRUTEMZ IS, KRN ERERSCABERNERS5DXI3E) T RENS2BLRNICOELIEER

VEFRFBODEACHIRIT] [EWBEIE] [7F TS5+ —RIb]. DESUE] X
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HREER
ERE

(B9991001 Ei“\.%é)

FRi8_ERZEE

B ESEMAAEER
(B9991001:5) : BAA2BREEE

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

o . . 6951 34 10

infusion reaction = (20.1%) (0.9%) (27.8%) 0

e 354] 341 56

ANCHSRIS (10.2%) (0.9%) (13.9%) 0
215) 35

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

o (44%) 0 (11.1%) 0

i o 0 0 0

B 9% 0 0 0

{EmE (012'3%) 0 0 0

O HAEX
WRESE B B
R ElFE IS ERtESIERS
(B9991003515%) (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] 66 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/'i) 0 0 0

BEE (5%) 0 0 0

HRE (09% ° ° ’

. 261

AL (0.5%) 0 0 0

Bhe 05%) 0 0 0

*infusion reaction MESTAAIC DV T, BIRESADIE(13—V) B8R,
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infusion reaction DYICIFEIRFIE (IS5 DEEI)
XV VAR B B g
EFFHEISE IR R SBY1 B4R BR BRI ER o
(EMR100070-003558) (EMR100070-001588) *' (EMR100070-002558) i
JS—RA(n=88)./S—FB(n=29) n=1,650 n=40 j
(#0) () () =
20 400 20 ~
0
15 300 15
i3
10 200 10
5 100 5 BT BT
XL
E=
SEl 00 96 . m o 5 0 i
w5 B5 B5 B5 #85 w5 #®5 B/5 ®5 B#B5 w5 B5 ®5 BS 85 i
188 288 388 488 SEELE B8 288 3E8 488 SEENE B8 288 3E8 488 SE8iE gk
)\ [==]
JS—MA(n=88) JS—kB(n=29) ’
MW Grade 1,2 M Grade 1,2 MW Grade 1,2 MW Grade 1,2
Grade 3l E Grade 31 E Grade 3l E Grade 3l E 4
}x—ﬁ@;&_t@}z%ﬁ@ﬂl(uﬂiém@%L%WJ;&?ET‘Q“ %

1 BNEHERER(EMR100070-001 38) Tl SARRP & BHREN RS 1 -

_ . . . . =
FECEREREER (CH LY Tinfusion reactionE#2E U —EBDERITIE, AFIRSDO—FHMY (FEE5 %g
REDS0%DFRERMNITONEURE, ZORR. —EBHMNIFRSEEDRRERZIT>IEWVI ORI F
BT H, =B I(Cinfusion reactionDEOE N BSOS NFE U, Fle. LD EHANEI14E = 5
(EMR100070-002::88) X O EEHREISEIEFER (EMR100070-003:88) (CH W T, SERHARP(C s
infusion reactionZEHERRLIEFNRHSI. 2EFIRLIEHIE2.5% SERBLEE 2
0.6% TLIz. v
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infusion reaction DYIEIFEIRFIZ (&S DEEI)

FRE8 LR
EFFHRESEIEEER (B9991001588) n=344

CEOSHE —
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60
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c Z 40
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20
3 0
pE 3
= 0
g 2 0
~ 0 — 0 |3
= 1’5 &5 "5 5 "5
ﬁg 18 288 3@8 4EE sEELLE
e mEEAS  mEEA

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
7

60

40

29
6. 20
&
=
B’5 B's5 B’s5 B’ B’s5
18 288 38 48 sEELLE
W £Grade

7.
%’? BO991003: B8 T4141(9.4%) [CHBWVWT. BEFEDSOBU EDRENTTHONF U, £6IT
é infusion reactionMEIEHNERH SN, OIfEF COEABODPRIEF1.0H(EH : 1.0~42.0H) LIz,
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B9991003:KBRICHF Binfusion reaction DIERICH T BNRYFA DR SHAMEHEREINIEE E
%
NCECTCAE v4.0 NAYF A OS5 HEINDIEE i
Grade Jg;af
AR F A DR SEEES0%IC CERDEET BETRYRDZ L CREERET 3,
EEL, BEHROSNBVNVES
BETC—AEORE: = (CHERT B,
ORI EEIRL ;A
BEEEIIRL,
. - . - S
SINUTAEPET B, AN | ERCBU TR, s
- - — HSRINNE R EDHR<ED SBEEDG)
e SUEI L Grade 11CEEUICERT. 50% - EBEIE KD
ERAC IS DR SEETIRS EERL. Bk HIRBEBNE, VTV RS S VIEBIE5~
ARG MEATS /A R ENY VAN T Lt R 50mgEsiE (X IEZNEFZEDED)
NSAIDs. FREEMEZER], 55 HOREHBNR, S FYVIERBIES0MgEE T BT AT
IRAESR) (CIEEPDCR (RFZNEFAZEDHD) KA
595 24BMLUADTF “NSAID. 4 7707 1>600mg(X 3 Z NEm% w =
BEHIR R EET D, DHD) 1t BF
- Meperidine12.5~50mgg%x*! }5% %%
- LFIRTOAR, EROILFYVVINTETR ==
FILFRUDA100~500mgassE (L EZNe XK=
BAZEDHD)
BXHNRE
SERDEE S B2F TRYRDZ(F TEEEHRT 3, 4
5
Grade 3¥ (3 Grade 4 CEBBICN\RYFACDRBEDIE EBRRKDFBZERIIBL. RICRIBEDSIHD ﬁ
L. B F1— T EBENSR, — DB UL [FEHDBEEITS, =
Grade 3 EE(fl: EIX  YAVASYE S Rt - v - ot Al - SEREF 5
f:m’% CLUAOVSTER | LB NARYF AR R ST - BERA D
BIFEOREDRIEICHU BSEL, SRR =
TERPDICRIGLIEW); — “ITE%7U>0.01mg/kg(1: 10007 IR 3 #. Gl
EWELCHARET D it Tmg/mL) ZHRPE S (RARSE(30.5mgs
RECIIABREET B, T5)
Grade 4! E@mZ&EN'T HRBEEAE, Y TIVERS S UERIE25~ ==
RRUEEZET D, 50mgasE (a2 NEFZEDHD) K
BEERBAE. 5= F U UIEMIES0mgisT %
(XlFZFNE@EEDBD) A5
CJVFIRFOAR, ERODLFVYINTBEIR 5
FILFRFUDLA100~500mgassE (XIFZNE =
BZDHD)
CERDEET B2ETRYRDZF CREFHERT 2,
FEREEBERHOHMCOVTIEFEZIRMINEZSRBLZE =
*1: @RFRER E'RJ
infusion reaction|CKI/N\RUFFCDIRSHEEZH D (THERUEHEE. TDEDFINFZRAERERICBVTUTDREI T, %
SBEIBRARAER L)L HBREE . HR5A TR T EES (R e D B R e
ZDHBOTNTORSIFES TR 5RE TR, 5
- ADBYIRRRAE R IRES LR C T BIL S E S DM =
(FONI—ILAETEN) ZDHED T R T DR S FEH TR 5RE TR,
(FOMI—ILEETE) ZDBDFSIFED I THEUCIR 53R E TRt RDIZSEICH WL Tinfusion reactionh'HS5NEWVEE(F. EEEIDHIIC T, 2D
BITDRSEEICRY CEH'TlEE.
Grade 2®Minfusion reaction(TX 9 2ENILE : -
ERICEEHDUE BEEEEZED ITHRT DUBEESD) DEIEEICHEDELBULFEWVGrade 2Dinfusion reactionh"sB$HSNIEIBE. JIVFIRT &
O+ RICEBBBEEEZRL. DRI ARV F FoDER52BRULRL TS, ROBSH (28#%) Tl HU}Q%CHz&%%%ﬁﬁ’iﬂuié\ BBV *
HEREEEA T FOTIVICEET BT EAERUET. BIBRETLEVAEFHNICER LB T RS i
Grade 3X(EGrade 4Minfusion reaction(CX 9 2BMI0LE : e
ERITEUT, BIRNE R, SEiER. %?H&l SEZER, TERTUY, fERIS VA BIBRERLEVAIDRSEF TSV, Fz ERD E’%":
OETZFTCEETTERERUTIET =

$E‘}é.‘t)JB%Kﬁ?ﬂ(a*iﬁ%’lﬁ@%ﬁﬁﬂ@%fziﬁ%tbf; B9991003:E COT7 +VF Z T DR 558
IRTDGradedinfusion reactionlCH LT, B—AETRSZE#iGELE U,
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B9991003:ERICH VT, BN EDRRERHNESE TRV infusion reactionZFHIBUSER DFF@EZE

. BALET.
'%i 60X %% infusion reaction(Grade 2)
& RS | B

& - BHE  \RXUFF© 10mg/kg 2BEREERS. 7F+YF 2T Smg 1H20ROKS
SHHEE/BEERE | 1B MEEARMERTERR, B, 2BUEIRSR. BIETR. WER
BEERE | NARHEOA (R BHE)

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

10 1 5 10 15 20 25 30
| I8 g | L | | | g
Day | > gl T T T T T >
Daty ] 1Day 15 #2508 (2EE) Day 29 t
NRYFF® 15531 (CIR S il (IAZ) CEANRE
g5y (FAEE280mML/E) GEAREE280mL/ES) 140mL/E%)
LIRE 3% S
4.
o PEYFZT
A B5INR
IR infusion reaction(Grade 2.Day 15) e E{E(Day 15) (Day 29L4F%.
= (#5857 (Grade 2). %3k(Grade 1)) (Day 15) infusion reaction DEFEAHSMT)
5.
%IEJ RE-fEE ARz (Day 15) e—e 8z (Day 16)
A
:.L\% T EROJILFYUI OOmg B,
B JOILTT=ZSIUR A VEHE10mghsE (Day 15)
AN F A Dinfusion reaction|CH I BRIRFEEL TP NS/ T11000mgR RS, 70V 7T =520 10mgsgE RS
6.
5
=z
7.
5
=
X
8
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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
TLETVQ2IR—=ITERMEMEEDEZ/DIcHDTO—Fv—h]ZS8),

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 (24 R—ITHLE ZS8R).

i<

FBERER

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

S - BB

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,
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% (F(C20), BEIN -
[PIRERE - S - SPO2DET -
RIS DEEE
p
= TR - BHAFIR M X S | RS
SHAPRR (S t) BIBECT (HRCT)
S(Eu?é'ﬂ@gﬁ’ﬁégf BTN - PR -
B S DR i & =
FEE - SPODET - ERARARE | DR EAKEE
i apeat M, M4, CRP, FFEE, BAL
BB X RS KL-6, SP-A, SP-D, DLST
BIEECT (HRCT) BB X RS BhiE | SRR
KIBBCT (HRCT) AR Wgﬂ(ﬂ’:‘*’@]rﬂt) HEAR
/B
64 D) | | KL6(SP-A, SPD) | BD Thv Ly | B
9 YA SXAODA )L AFIR FRZEDRIL
=)
HHEEK - 15% - DNARE
BEE - 155 - DNAKRE
Za—FEIRFADNAKE
)
DA RS REAIIEEORE - AROF3ISHURNERR § -5 ZAMESORE SROF3EH2UR A7 AlLE21—4:2018
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XL LBk RE

B EFIHEEER
(EMR100070-003:#5%)

B IS
(EMR100070-001 i#5%)

EAEIEE
(EMR100070-002:#5%)

s 2o

Gade cade
maemse 26 | 'y 0 0 g Go0 | o 0 0
B 1% 0 0 0 G | om 0 0
e R 0 0 0 0 N L 0 0
e 0 0 0 0 oo | ©m 0 0

B 1HHEER (EMR100070-001

HRER
FERE

FRE8_ERZE
B R FEMAAEER
(B9991001 H5R)

NNRYF A +BSCE
(N=344)

FRES L RZIE
EFFHESE AR
(B99910015) : HFAZ2REEH

NRYFF*+BSCE
(N=36)

PR ®,

AER) [CHNT AR EDORRBHRHNEE TERWVIETHID 241
FUIL(REDESTRRBN LR DXFFEILKZS 31 BRIC. RUFRA2ZHIREUC1HIZZT).

HoN

1261 16 261
MEHRER 2 | D0 o5y 0 0 (5.6%) 0 0 °
" 9| 161 141
B (2.6%) | (0.3%) 0 0 (2.8%) 0 0 °
' 36 11
RIE AR (0.9%) 0 0 0 (2.8%) 0 0 °




OHEEE
MRESR EiffaE Bl
Bt EEHEISEMAEE EFH RS MR
(B9991003 &K 5%) (B9991003:#ER) : BAAEEEEH
NRYFA+T7FIFZTE# WER: AZFZJEE NRYFA+TPFIFZTE# W AZFZIE
(N=434) (N=439) (N=33) (N=34)
Grade 3Bk Grade 31 E Grade 321 E Grade 3l E
84l 141 161
EEEMEER £F (1.8%) (0.2%) (3.0%)
w 441
Bl (0.9%) 0 0 0 0 0 0 0
261 14
R < 0 0 0 (3.0%) 0 0 0
R 141
HREZRN (0.2%) 0 0 0 0 0 0 0
- 161 161
st (0.2%) (0.2%) 0 0 0 0 0 0
MEIREE, fRBEEAELE
HIRRRDESF. BREROERICEDE, AREESHBE(1HE) ORI 5308% 02 V\WERDIEASEREBEHIIBOVLITNHADS 5.

BOBEICRREULEIER (FEEORRBEN B ECERVEEER) FES U,
SEIRBFHA
@I L
Bt SR/ B2 S e i 2 R A cho i (%)
/|\° %£Grade(1/88) ! 94
|\
XV VSR A | Grade 3L1F(0/88)
ERtEISIEER
(EMR100070-0035=) /|\° 2Grade(0/29)
~
B | Grade 331 E(0/29)
%gﬁg N £Grade(30/1,650) 83:5(1-470
; 1#B5E
(EMR100070-001508) | Grade 351E(10/1,650) | 2g2(1-183)
FRES L7 £Grade(12/344) 197 (46.2:567.7)
ERHREIEHS 167
(B9991001388) Grade 3L1_E(1/344) °

*1 | AFIRILIRS90B%F CICHRIRUEWERIC DWW TEST U, o

O RAEE"
e
B

ERHEESEMEHER
(B999100355%)

[ [ [ [
200 300 400 500 600(B)

FEIRBIEL/ BIER RIS 1A B FETRA A, chR{E (§5E)

%©Grade(3/434) 111(83-261)

Grade 31 £(0/434)

%2 BHITREULEE

F(2R—Y 1 HESR) CEDE. REHE o

\ \ \ \
100 200 300 400 500 600(8)

EOBHEER(rAE) ZHEL. CNSBRICBIT D HRIERH

ST,
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5 F‘i%IitﬂﬁiJéé,m%%Bﬂﬁb*‘@5191’17“:1%6*(:(3 TR EFIES SEHEL., FEONTDEEBEDIERIZTo
TLIEE W, BBEMMEBREHMSNDIBEICE. P28l MEBICRUTRIBEERIVEVRIDKRSSE
ODEEJE)JHLE%TTJ‘C<T&_ W
w5 B9991001 B & U'B9991003HERICH 1T B REMEDMMA DERICH T 3
25 NRVFA DRGSR EIEE
S A
L7 _
¥ NCI-CTCAE v4.0 S S O— Ty T
Grade
: CNRYUFFCDREREERT B0 DB ED BT EICHET B,
o 2. BHTEITIERZ R T B, cBIEZR OB G, Grade 2X (&Grade
25 T * FREB R OB M REB DT AEMEICDWNT 3/4DBREVTHINT B,
3 A Ul BRERDBIEEEET D,
% C:Tay~ A
&l
1€
@ Grade 2 CNRYFFOERET B, <1 ~3BTEICEHS .

M o

Gt N

RERD & B ; REHEE
ZEI S HFoEYUUHA
DEFEEEENFOHIER

* FiE B R U R MR BOTREEIC DN T

BRZEXRDD.

- BEERERREL. AREZET 2.
+1.0~2.0mg/kg/HO L RZVOYX

FEFDRIBRENLEVEIZRST D,

-EI?FIZIEE& RTRHDICHTERZENT .

EXHERE. EROXREEERT 5.

fERNGrade 1ARICHELRRIBS. D&

{EBHTARANITRIBRETRILEVAIDIR
S58ZERLICHEBLICE. NRUYTFFDE
57%8BHR7 2,

cBIBRENVEVAEIRS2BEZICED

ROOSNIBFVWNIFELZRDCHE.
Grade 3/4DEBRELTHINT B,

Grade 3N U'Grade 4 I N\NYFFODRSEDIET B, -Grade T FICHELRBES. 2Ia<ED
cBEZARRSED, 1HANTCEIBEE T)bEJﬁ'J@?Q%;

Grade 3: SE DK H
»3: BOEUDOEELEE
EEDHIR : BREEIT D
Grade 4 &£&GZE8EHT
ZRNBEETS T
EYIRBE)

R R O RBRMEEROT AT DONT

BERZXKDD.

+1.0~2.0mg/kg/BOTURZVOVNF

BEDRIBRENLEVEIZERST S,

-EliFIZIE’EE RTBHDICHTERIZENT o

EXHERE. EROREEERT D,

ERRICHET B

cBBRENIVEVAIRS48RBRICLE

D‘nu&)bﬂ%\b\zl&*%ﬂ:@hU)T;iﬁm %ﬁ
felCRBIEE (> TUFI< T o0
MAT7ER, EIJOTUVEENEED
J1/—VBEETTFIVE)ZENT B,

LEEFEHOFHBIC OV CTEESRANEESRET

*1 ) \RUFAHE5%ICRRUCREREDREXICH U TORBINGEE (A > T7UFIX T VIORATZIN, BEJTOTUVEF XIF=D T/ —

IWEBEEDIFILE)DBWHEFEIISNTHEST, WINBHRRELN T,

B UIBRTREX (S DB MR ZENRELZBI991003HEBE TO 7+ F Z T DR S5AHS. Grade 2~4DEEMMEERITHLTIFGrade 1T
[CEET 5% CAEL, Grade 20BEMEMERICHUCEE—HAETRSZBMAL. Grade 3RV4DBBEMEMEERICHLTIF1LNILRELTERSZH

FLELIZ,




F—ZAUiR—bk

EMR 100070-001EEBRICB VT, AFIEDRARBIRNEE CTRVAHlER ZFRIRUES DE%Z CHENTL
S

60iFX B4 FhlEx (Grade 3)

[FIRE | RIS LR
Fi&-BE: \NYFF® 10mg/kg 2 BEMRERTFIRS
SHEE/ BEERE | FhRRAEAE . 1B MBS MRAR. ST, SAEIE. BMERRK. [/ EANE. BREEME. B4R
YIRRAEARE. RMEES)NE =2 —0/VF — 5D¥K. 7V I—IUIKFFIE. BEERMRARAE. 4EARIEEEIE T
iE. RIS, BB
BGEE - ARHEOA (R BHE). (L2B0A. IETHREA(LBOME)

10 1 5 10 15 20 25 30
\ I 2| | | | | | N
Day | DY > T T T T T »|
NRYFA® TG
BERR 1*73@?2'—50)3#
» ® [%. EYIN. [EIREEE. 5%?’&(?’]37C Day 3)
IR - E PR o

(Grade 3.Day 3) Grade 1(CE (Day 9) (Hiksee)

AR (Day 4~0) o
" o MRIEEREIRY (Day 4)
ha-aE o KIEX4S (F5FIES. cHIFEF g 1) 'S RISBAHER) (Day 4)
o CT (MBI, BB, BHATY A5 BRI (Day 4)

BRIRAEE (Day 4~7) o——o
® N>R A1,250mg/BEE (Day 4)
7L 2gEHEX20/H o——e

s (Day 4~7)

= FYAOTAYV500mg/BasE o—o
(Day 6~9)
ST&#H 168/8 (Day 9) @

(HikssT)
_ XFIVFURZVDOVEEE TURZVOVEO
BIBRE (Day 619) .
RILEVA 120mg/8 60me/B
IR e 40mg/Hl
(Day 9~22) (Day 22~30)
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Gt N

(3) B

ONRYFACICKIERNHSON, FELICESEFIBHRESNTVET,
o5, BEE. A HER. BHENHSHNBZTENHIET,

O KRIEEFEOICIBEICIE. BEER., FIEERER. HEVILE VY EFDMAREPESCTEDERIGE
ZEITOTLIEE L

BHROSNIIZEICIE. GradelTIUTNRY F A DARE, 155D L ZRET D EHIC HE
luﬁﬁb'@ﬁﬂi%ﬁf%ﬁ[&@%b\ BB ZIT > TRV (28 R—IHE | ZSHR) o

i<

EBERER
B, SR, X Tk, BltE

2 - IREFTR”
AEEROIIBSICE, BBR(FIS5— L WICpPI5—1). U/S—U%] FIEBERER (ALT, AST, ALP,
7-GTPE), UL EDMRRE PIEHCT SOBERE T >TIE L,

it

FIRIAN
@B L
ERHESEIHEEER (EMR100070-0035088). /851 5514858k (EMR100070-001 5 5R) R UENSIEHER
(EMR100070-002788) TIFERHSNTVE B AN, AFEDRRERNPEE TERVERXNBI991001
ABRCIF 3B, ZNLIADERPRELERICH N T2BIFRHSNTNE T,

FRES £ R
EFRHEIS AR
(B9991001 &(5%)

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

NRYFA+BSCE xR 1 BSC##
(N=36) (N=37)

NAYF#O+BSCE# XER : BSC##
(N=344) (N=345)

£Grade |Grade 3BlE| #£Grade |Grade 3LlE| #£Grade |Grade 3LlE| #£Grade |Grade 3LIE

N 36 16
Bk 26 09%) | (0.3%)
. 16 16
HEREERRN (0.3%) (0.3%) 0 0 0 0
N 26
B o5 0 0 0 0 0
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uoIDeaJ UoISNJUI

B LR E IR B E S MR
(B9991003{E%) (B9991003i#ER) : BAAEEEEH
NRIF AP FIFZIH MR AZF T NRYFA+TFIF=T# MR AZF=J# RS
(N=434) (N=439) (N=33) (N=34) =
£Grade |Grade 3llE| #Grade |Grade 3LlE[( #£Grade |Grade 3lE| #Grade |Grade 3B1E i
------ £
B 20k 24 24 16 &
(0.5%) (0.5%) (0 5%) (0.2%) =
o 161 161
BORBEER (0.2%) (0.2%) 0 0 0 0 0 0
w 141 161
BILIER 02%) | (0.2%) 0 0 0 0 0 0
w 24 161
B 0 0 05%) | (0.2%) 0 0 0 0

FRIBPORDEST . BREMISOERCEDE, GRERSHIEH (1HE) NoREIRS308% 52V IFRDIERABERBHIBOVITNHDSSE, B
WRHAICRIR U BIER (FBI L ORRBEFROEE CERVESER) ZE5T U,

BHIBEREZURELZBI991003HEBRDBR. SBEEDERCHBINZBRN 261(0.5%) [CRHS
NEUiz. Grade 40’5 BEL) DERN'E 161(0.2%) [CRESNE Uz, F/e. B5HRHL THICGrade 5
(BELD) DB D B TERHSNE LI,

iy
i

1t B
1&1%
B BE
=
XE

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

N

SR B

X

@ hEE" =

=

p—— p——— 5

RE5 LRI £Grade (3/344) 43.7(42.0121.1) gl

ER LRSI

(B999100158) Grade 3LLE(1/344) 497 o

*1 | AFIRLILS590B%F CICHIRUCEWERIC DWW TEST U, o 1(‘)0 2(‘)0 30‘0 4(‘)0 5(‘)0 600(8) :H!Z%

%

. B

O R L™ g‘;
SR B PR SEIREEHA. chSE (§EE0)

o plizhe ©Grade(2/434) 97 D(/7118) _

ERHESMEEER =

(895910025188 Grade 3BLE(2/434) 220718 -

*2 | BHICHEUCER (92— | MESR) LR D= ®EH o 1(‘)0 2(‘)0 3(‘)0 4(‘)0 5(‘)0 600(8) ae
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ST, =

-

3=

&

e

B

=

=

BAVENCI
BAVENCIO oram



CE O SHE —

AN

NCEBFIdTRS
SN,

3.
g
N
*
&l
f
A
&

RO &

A o

Gt N

©

X%

HIEEREFIESEEL T BYRLEZT > TLEE L,

B99910015&K U'B9991003
NRYFFDFRSHEEEIEE

NCI-CTCAE v4.0
Grade

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

Grade 2¥ [
#¥IE D Grade 3MirAE

Grade 3DIirAEDBH

Bl BHETEICHT BRIV
EVHETUSNDERICKY.
10mg/BXFZn =823
LRZYDOUXIEESEDEIBHE
BRIVEVEIDESZ128%
HBATUWELETZES

128 EICHz) Grade 2
XIE3DiIrAEL i I DIES

HERICH T B RERHEDERDIEIRICK T D

tIHADIEE

J40—-7vTHEE

BRIRBEEERIMESNDET TR T

<IrAEDTTREME D HRBR S NICIB G 227 IC

+1.0~2.0mg/kg/HOFLRZVOVNIF

BEDRIBRENLEVEIZERST S,

BN RERFIHDIZHINLERIZENT B,
HEICHRUTHESEREPIEDERZK

2,

FORIRET B, O CEAEBEL, \RNUFAYDIRSEBH
ZEEERI D,
CIrAEE B E U B 6. Grade 2X (33D
IrAEELTHIRT 2,
N\RUFFOZIRET B, «Grade T RNICHELES. A <ED

THERDTCEIBRENILEVHIDORSE
ERLISHELUICER. NRUYFFDRS %
BT,

NRUFACDREEDIET B,
+1.0~2.0mg/kg/BOFLR=VOVRF

BEDRIBEENLEVEIZRST 2.

BNRBEREFBHDICHIERIZENT 2.
< BEERBPIEDERZRD D,

«Grade T TFICHELRES. 23<&H

1HANMNICRIBRETRIVEVHIORSE
ERQICHET 2.

NRYFFODRSEDIET B,
+1.0~2.0mg/kg/BOFLUR=VOVR (&

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

BN RERFBHDIZHIERIZENT 2.
BLSEREFIEDRERZRDD.

«Grade T TFICHZELRES., DMialsd

1THANMNICEIBRETRILEVAHIORSE
EHRRISHET 2o

NNV FACDRSZEPIET D,
RBICHUTHESBEREFIEDNDERZK

2,

FEBFEROFHFMCOVTIFERMINEZSRIEE N,

RSB IBRREE 3 e M D B Z R ELIZBI991003HEB CO 7 FF Z T DR SHEEF. Grade 2~4DERICHULTIE, Grade 1LIFCEET

BF CTHREL, Grade 20BRICHUTIFE—AE TR S5ZHRL. Grade 3RV 4DERICHUTIFETUANIVHEL TS ZBRELE LI,
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(4)FF A=, HEEERRS. AR, BEMEIEER

ONRYFACICKIIFBEEREN HSHN FTICESLEFDHRESINTLET,

o fFR2, AST(GOT). ALT(GPT). 7-GTP. EVUILEVED LR ZH SHTHEEERRS. FFX. B(LHEER
HKHE5ONBTENHIET,

o EHAICATFHEERBEZREL. BIRZ T2 ITIT>TLIEE W,

e EENRHONIIZEICE. BLEREFIEX FAFEEFIESEEL T T W,

B EEBEXRISBEICEEERLZECL, BBEE CIFBEREMRZEL. B3 2MZERIERDIENC
&Y. RFEMRIEMERER. IgGAREREMEBER. ZXURIEMREERXR (REMEDEEERICLDBLEBEER
ZZ0)ICHEINFT,

i<

FRERIER

(£, Fr#eERSE. FF)*
LEER (B BE. 28). HESER(BRET. BXx. BIL. DBEIRE. IR BEER (B2, BF
B)E

(BE{ETEREE R )>30)
EH. FERER. B ER. 25BRRE

22fh - IREPRR
FBECBRERDBVEEGDH D). ERNRIHEREZRELTIZSV. FAZ. FIREES. FX.
BIEEBERNRENONDHE(. HREFIE. HESEEPFIESEE L TEE L,

(A2, FFEEERSE. FFR)°
ASTIEN. ALTIENZEDRRIREFMENRDSNE T A2, FFERS. BXPROND5ECEFHEOREA
(DAIVRMERFK. 7))L D—)VHERHRR. BT, BRIMAFREESRE)([CRDODZMRNTDIcd. FFRDA IV AIREA.
BERESFZRELCTIEI,

(EFRMEE(CHEAEE R ) 2930
ALP. 7-GTP. PUJLE VB L BEDEFRREFEARHSNET. BLHESRIEONBIES (CIZEEEE
BB AT <), EBEEEBE ClL. L OB LEEI B ERha - EhsUET.

WDIC-CT. ARSI TIHIBEREER (ERCP) X T HISIEEREST (MRCP)
w BORKATR. SIEIRFTR. ®ikIR%E, BV SR, ERRE. BEEX
WESBERRENRUEECTIRE
= FFAEEDIRR. BEEDREEX IBEBAREERDDIENGIFT,

(REREDBEZTER(IrAE)ICKBE(LHAEENR )
FRTFTTVIIRA VIEEZEICKDIAEQOEDELT, EBILEBEXRNHRESNTVET, 1-GTPPALPIREDAB
ERBEREMNDITESZE2L. BEESRREICCHNEEEDREREZRHD5E. IrAEICLDBIEMEEEXRZER
LTLIZE W, IrAEICKRBEEEIEBER TRENGERME LT REZHDIRVFNBEDRBHLR. FFSHE
BEEDUFAMIEEZRDDIEN L FABEICIFREZRDHDIENBIRT, Ko, BEERDKRERRE
L. BEBRBEOCDSRZMETUY/NIRDZEZRDE T, 1IgG4 VRN IV RUPHE, T BHTAEIREDIE
NELVNETNTVET,



RIRKR™

@ MEE
X)L IVilERZE R REUIZE
BENESE CERUVGrade3DEE

BRI EISEIE R (EMR100070-003588) /N —hBICB WV T AHIEDRER
ROVTHI(3.4%) ICRRHESNZF U,

XL ILABELE Z] B E
EEARSIERR EP T8
(ENR100070-0035t8%) (EMR100070-00158) | (EMR100070-0025(5)
BTN = T S W S R
#£Grade |Grade 3llE| #£Grade |Grade 3lE %Grade Grade 3BlE| #£Grade |Grade 3L
T2, FisEs 86 26 26 161 665 304 161 161
o 20k (9.1%) (2.3%) (6.9%) (3.4%) (4.0%) (1.8%) (2.5%) (2.5%)
4 161 161 34 86 16
ASTIEIN (4.5%) 0 (4% | (4% | (1% | (05% | (2.5%) 0
ALTIE] 3 161 26 161 314 36 16 161
o (3.4%) (1.1%) (6.9%) (3.4%) (1.9%) (0.2%) (2.5%) (2.5%)

161 161 1651 9

7-GTPIEN (1.1%) (1.1%) 0 0 (1.0%) (0.5%) 0 0
mEEULEY 56 161

s 0 0 0 0 (0.3%) (0.1%) 0 0

NSUZPSF—t | 16 161 0 0 4 26 0 0

58 (1.1%) (1.1%) (0.2%) (0.1%)

— 45 46

SRR 0 0 0 0 02% | (02%) 0 0
_ 48 26

FFBRLiEIS 0 0 0 0 055 0T 0 0
26 161

FExLE 0 0 0 0 (0.1%) (0.1%) 0 0
. 161 161

2MFRe 0 0 0 0 0% 00 0 0
< 161 16

R 0 0 0 0 (0.1%) (0.1%) 0 0

" 161

iR B 0 0 0 0 0 0 0
BT 161 161

BCUILEYMmE 0 0 0 0 0% 0% 0 0

BRPREXBR(ICH VT DA )L RIERF R DIERAEIEERH SR N DTz,

B EHEER (EMR100070-001 58R) [CH VT AEIEDRRBIFHRA

BETETRVFETHIN 261(C5BHEN

FUIo
R LR R L
EEHEE MR R EEHEESE MR
(B9991001 :KER) (B9991001:i5k) : BAALEEER
NRYF A +BSCE B8 : BSCR NNRYF 4 +BSCE S8R : BSCE
(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
R 2iF (5.2%) (1.7%) (8.3%)
815 24 261
ASTLE® (2.3%) (0.6%) 0 0 (5.6%) 0 0 0
1361 361 161
ALTSEN (3.8%) (0.9%) 0 0 (2.8%) 0 0 0
LN | 3m09% | 8 0 0 0 0 0 0
" 161 161
semmnms | (00 J0 0 0 0 0 0 0
=, 161 161
i (0.3%) (0.3%) 0 0 0 0 0 0
" 161 161
PR 0 0% 0 0 0 (2.8% 0 0 0
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L OHAEZE
HERE s SIS
R E SRR ERtEEIERS
(B9991003 5 (B99910035%) : DAALBEED
2. N " % =
. X NRYF A+ e NRYUF A+ e
21 FEIF= T8 R ',\f‘_ﬁg-m PEIF= T8 i ﬁ:;;—’g*
57 (N=434) In=eil (N=33) IR
A2, FFSEEE, 8861 436 844 176 136 116 106
X 20k (203%) | (9.9%) | (191%) | (3.9%) | (39.4%) | (333%) | (29.4%) (8 8%)
ALTHIL 57p] 2151 4361 9| 461 26 34 151
3. . (13.1%) | (48%) | (9.8%) | (2.1%) | (12.1%) | (6.1%) | (8.8%) | (2.9%)
i ASTHIL 4951 126 4861 6 541 461 541 26
2 . (11.3%) | (2.8%) | (10.9%) | (1.4%) | (152%) = (12.1%) = (14.7%) | (5.9%)
~N Y=FIWIZISIA 184 114 144) 76 361 341 24 141
= J15— il @1%) | 5% | (32% | (1.6%) | (91%) | (9.1%) | (59%) | (2.9%)
=]
% R 1161 241 1361 161 261
A hpEUILE >N (25%) | (05%) | (3.0%) | (0.2%) 0 ° (5.9%) °
F— 76 5] 261 181 661 461 26 161
G (1.6%) | (1.2%) | (05%) | (0.2%) | (182%) | (12.1%) = (59%) | (2.9%)
s 561 261 361 16
MYA7EF—ELR (1.2%) | (0.5%) | (0.7%) | (0.2%) 0 0 0 0
4,
P BEULEYINE 0% 0 0 9% 0 0 0 0 0
Q . .
A = 261 261 161
st (0.5%) (0.5%) (0.2%) 0 0 0 0 0
N 261
i 0o 0 0 0 0 0 0 0
16 16 161 16
Hies 0.2%) | (0.2%) 0 0 (3.0%) | (3.0%) 0 0
5, FRiRBELR 0% | oo |0 0 0 0 0 0
Eu . 0 . 0
% 40 161 0 0 0 0 0 0 0
(0.2%)
SONOVEVEMES (01_‘252/0) 0 (0132/0) 0 0 0 0 0
. 161 161
FOVE Y REES 0 3% 0 (0.9%) 0 0 0 0 0
151 161
. Bk (0.2%) 0 (0.2%) 0 0 0 0 0
P e 161
- I 0 9% 0 0 0 0 0 0 0
FEELS (013'”/) 0 0 0 0 0 0 0
9f
& 0 0 2 o 0 0 0 0 0
161
) EER 0 0 0 %) 0 0 0 0 0
— R 16
< FasRERs 0 0 0% 0 0 0 0 0
&

HEIRFOE. HRBEIE

FRIPORDES X ERERFOERCE DT, BRERSHBE(1HE) hSRKIES308£ 52V IEROTEASERIEEIEONITNADS 5,
BOVSHBICRRUICEIER (AR CORREMOIESE CETRVESBR) Z&Eet Ui,
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HIBFHEAL. Y1055 29HETCLUS. R
=}
HER FIRBIEY/ BlIER FFA 2. FTHEREREE | FT R FEIRAFHA, chiR{iE (S5E) ‘}5%
it 2Gade/ss) 112 E
N i
LV A | Grade 3BLE(2/88) 137(19-295)
B EEMERR
(EMR100070-0035188) | /€| 2Grade(2/29) 46(36-56)
N . 70
B | Grade 3B E(1/29) () B
5
B £Grade(69/1,650)  le—ip 423
ENEUERER
(EMR100070-00158) | Grade 310t (31/1.650) 62(5-423)
Bz £Grade(1/40) ? BT BT
ES[ESLERN RS
(EMR100070-0025%8) |  Grade 3LLE(1/40) 36 & E
b B
RS LRI £Grade(18/344) 8,6(1332628) EE
ERHESIER SR 1167 (86.1970.9 g8
(B99910015%) Grade 310k (6/344) 2197 (861-270.9) %=
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ERHEBIERR il
(B999100355) Grade 3Bl k(19/434) | 3/ (15-365) ,
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2 X%k

o (L. FFEiEs. BTN

PMEICHUCHERRSPIER G EEPIESBELT. FTRoRERE T B RABEF>T AT

) EE?/Z&Y7 FH&&O“FH;EE@ B9 5 EE 73m|J1’EFFJ§%iEH%0) =8 EZE
k57
C3
s ASTEUL [FALTHEEE LR 3~ 518, i3y

Ve Y EEE LR 1.5~ 3EICEILISS Grede THTICBEI 25 CHETS.

_— O .; n E VN N
ASTEULIFALTH BB LFRDSS#8. XIFHEEVIL NRYFF DR SEDILT S,

EVHEE(E ERD 3EBITIENLIIES

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

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

(EE{LHEREER)
LSS EFIEN ST EEFIE S EREL T, PEEOBEZBR LT BYRLEZT > TS0,
BFARX 7. BENUAEICEETZER 7.3 BEARRIBORERHEE

4.
Q
Grade 2X[33D1HE Grade T MCOETDFTHRET 2,
Grade 4X([3EBEFMEDGrade 3DZES
o BIfFAOLEE LT DRIBRERILEVAIZTLURZY
1% i/?ﬁﬁ;t“;&mg/E*EéEUTitﬂZﬂﬁaﬁl—,{lﬁl‘_;ﬁf NRYFF DR EEDIL TS,
ECERVES
128 ZEBASAEZDGrade 1UTFFERCOELEL
=]
7¥) GradeldNCI-CTCAE(Common Terminology Criteria for Adverse Events) v4.0[C£U0%.
i- (bR ﬁ@/ﬁ\glu_zb‘b\? SVWIET VANV THEINDES FIRFGRTlEHUEE A,
H BEHRUBEEEEXNTEFOINYTAFYO—IVEB. R T4 TSR EINBZTENHIFITH REFTEDN
i’i*ﬁ)hb@“b‘tDD‘IL’.)L\Z(?I‘HJ\BT IRFSNTVEE A
Ffe. BERAE(CH U TIFRRENESILRMATOND I EBHIE T TS MICKIFEER., ISICAFAEE
THEATUTSER W U C [ BAE D I — DIRAG GBS SN TLE T, >
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B9991003&HBRICH VT, A EDERERNMEE CETRVASEMZRIZUCESDREZ CHBNALET,
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Q
(@)
ety
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=

El
hy == :_L\ slapl
705X B FF=EH(Grade 3 JBEREHIRR) ’%
RS | B %ﬁg
BiE-BE: /\“/\“)3’-2!’® 10mg/kg 2 BREMREFIRS. 7#95‘_7“ 5mg 1H2OROE%S =
SIHE/EIEE S, fitxiE. SEIE. SI1E. BEEERE. BFIEEHIE
FEERE  AREA(FBHE)
20 1 127169211230 240 250 260 270 280 20 s oS
Day D adwansandawia % % % % % = Dot cutoff %
WA S ®
/ }’Q\_;;g R 1 (Day 239) X Ll 51 (Day 253)
v
FEYF=T (Day 253~266)
U N
BSWR 3mg 1B2E(TFHEL TS (Day 239) 3mg 182M RSB (Day 267) Ejif g?t:
S &
IR -8R T4 (Grade 3. Day 253) @ <& ?% E:I‘:
= FFE14O048 (Grade 1.Day 260) M
fE BE
=
BlEmE FURZVOYE0  00m -1
HILE A & 75mg—10mg (Day 261~294) S
FERIRR
(Day 254~261)
5
1127169211230 240 250 260 270 280 20 s %
Day H%%% % % % % % % :} D:%Ia cutoff E\
® ALT (gzﬁ_{% 1 0—401U/L)* (u/) JE
° HE(E : O— x _
AST (B#H(E : 0—45IU/L) e 600 g{g
- 200 il
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 IR
168 228 348 /‘3‘_%8 (Grade 1) G2 1) 432 3458 0 }%
r T —5 T T T T T T A
30 1 137189 211 239 253 257 260 267 281 (Day) 13
s
BE
o ALP (BE(E : 30—110IU/L)* o o/ =
o GGT (B8 : 0-601U/L)* (Grade 4) 1600 =
1,149
(Grade 3) 1200
788.4
o s, iy
[E] , 767.0 _
462 M (132 (Grade 3) oy - 400 2l
450 4207 068 (Grade 2) 304.2 e e 5]
192 168 (Gradan) &8 (Grade 1) (Grade2) 1752, 868 -0 t‘éé
I 5 T 45 T 5 T 4 T 5 T T T T T T b
20 1 127 169 211 239 253 257 260 267 281 (Day) 65
=
® HSEVLE/ME (BH(E : 0—-1.17mg/dL)* (mg/dL)
~4.0
3.16(Grade 2)
3.0
S
1o . Con 1.35(Grade 1) 20 =
076 0.70 —— W 1.0 T}
Y59 076 o i%
B AE
20 1 127169 211 239 253 257 260 267 281 (Day) %

HAEFINRIRUICBAN DR COEEBERLTVET.
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MIREICHRSE SN ABIEOERRBRAEE CELRWVBLMEEER ZRIBUCER OZEZE ZHBNMLET,
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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GEEE L) %1
iR RS IBE R ICS MO U Y /SRR, 1 ICCD3 B HEROEEES <R, CD8BN s
MR CDABMMIE HBRL, PPE VR TH 1. IgGARR B R TH 1. %4
] [;g
EEF SR OEREREY. rAEICEDE(LILEER L. xXE
IrAEICKRBDIBIEMBEERICHUL T, 704 R/NVAEE (XFILURZVO1000mg/H. 3HE) = K
Bﬁ?ﬁ’o E%
FURZYVOY Tmg/kgNARREE. E:l
5
BEREROEN I ERURN 8, 27 0 RERES I L, S 07T/~ LBEITF L A
2000mg/B% 4 FBA. il
HEI é%@?i@{&?%wu&) jl/'\_ / D/%/@ﬁ/ﬁo EE
*
MRCP CHBBHE N SEEE TH B & FHR. 2
B
FURZ VOV ESMeE THIHL. 2. =
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é e EHEETH(TITL. TFL B MEZEDERNHSONIEE. LEFZNSOERNES IS

0 &, BUEISEPHSEE T BESBECHALTLIREE L, B0 BEBELNTIE/BULD

HEOMOBNNHSNBEEFEELTIZEW,

; e BRENTIHSNIBESICIE. GradelCEUTNRY F A DRE, I35t ERTT B EH-IC, HBE
88 LU T BREPIE S EE L. BIBRE NIV E VDR SZEDEBNEET>TIEE
57 (42 R—I[HAE | EBR),

T
¢

3. ,@’

i FIREREEIR®

= w .

1 HEHE MO IR, IRE X S MES

2]

M - RERR®

HEESREPIEEDBHZED L. hFEL LD MZRDIZHGICIE, #Ei5E - FRa(CDNMYY, /a4
AR FZREL. RS - D1V RAEBREDRREZH 21T oCEEV. BEAL. A VDIAFDRBESTE

S B, BRXRCEBCTIREZ(TOTRE W,

A BRSO M- & DI DREMFEBOERIDHIC, 3IBLURFHT3Grade 20 THI. k6RAE -
MEZ S TROBESPHRRIREEZEL T L,
PHRSRIRE (S BEFFALOUR TN S B2 ICISHESINS . ZOBEMICONTIFHILBHEFIES HHRT
DUENHIET,
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it

FRIRT
CLEE o

XL Lk RE
EFRLEF IR

(EMR100070-003515%)

(EMR100070-001 i#5%)

B
BRI
(EMR100070-00

]

Y R
e
o 10 261 1198 861 261
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
BEREEAER 0 0 0 0 ( 01_ f'f%) : 0 0 0
Mt 0 0 0 0 161 0 0 0
(0.1%)

FRE& ERZTE RE& ERTE
E R ESE IR ER EEH RS IEEER
(B9991001 sHER) (B9991001:545%) : BAALBEEH
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 3BlE[( #Grade |Grade 3BE
o 384l 2461 361
ABR-TREE | (0% | (0.6%) ¢ 2 (8.3%) ¢ 2 ¢
3541 361
T (10.2%) 0 0 0 (8.3%) 0 0 0
s 561 2461 141
KR (15%) | (0.6%) 0 0 (2.8%) 0 0 0
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Ot AEE

MREE

ERHREDT

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

MR AZFZJ#
(N=34)

o 2368 | 2761 1965 1161 16 34 1561
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%)
- 6%l 4%
Kt (1.4%) | (0.9%) 0 0 0 0 0 0
_— 261 161
EEREAIR oy | oms 0 0 0 0 0 0
N 161
KIS 0 2% 0 0 0 0 0 0 0
oo 16
[ 0 0 (0.2%) 0 0 0 0 0
BHEELEN 0 0 161 0 0 0 0 0
= (0.2%)
XEMEL, fHRBATE
FIRPRDEE F, BBRERFOERICE DT, ARERSEIKBE(1HB) hS&RIES308%H2VEROMEIAERBEIBEOVLINH DS 5,

POVSHICREUCBIER (AR EORRE/RIES

SECEBRVEESER)EESTUIZ,




FEIRBSHA
L Lt

FEIRBIER/ BN KK EE DO TSI, thR{E (F5E)

X)L )RR
ERHEESEIERER
(EMR100070-0035%)

/|\° 2Grade(10/88) /22259
R Grade 3111£(0/88)
/|\° £Grade(2/29) %(29_86)
g Grade 321 1£(0/29)

iz
B IR R
(EMR100070-001:58)

%£Grade(119/1,650)

27(1-362)
@

Grade 3L E(8/1,650)

47.5(2-461)
+—®

iz
ENSEHEFER
(EMR100070-00252 %)

%£Grade(2/40)

6(2-10)
| ]

Grade 3L1_E(0/40)

PRES_EBZRE
EREESIE R
(B999100155%)

2Grade(38/344)

54.6 (0.7-865.2)
—@

Grade 31 E(2/344)

41'6.5 (247.8-585.2)

*1 | AHRIIRSI0BERF TICHIREL

O AL’

CRIERICDWTEEST LS. o

T T T
100 200 300

T
400

T T
500 600

T T
700 800  900(H)

_—_— N ——

Bk
ERHEES MR
(B9991003558)

%2Grade(12/434)

166(16-427)
\ g

Grade 31 E(8/434)

2%6.5 (16-427)

%2 BIITREUEE

(02— | BESR) (CHRO=. %EE

EOBEBR(rAE) ZHREL. CNSBRICBIT 2 HEEE

ZEHiLIz.

\
100 200

[ \
300 400

\
500 600(8)
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DEICHUTHLSERBFIESEREL. TEEZSE(IC BYRABEZT>TEE L,

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

LEEFEHOFBIC OV TS RN NEESRIES N,

1 ORSEMERIBZF O ILMEDRSICRY . BYIREERBNEN. EELT2TENBIHIEREDRSICFERNMUETT,

#2 1 \RYTFFREER(ICHRUIREREDORER. TRICHU TORBMNGEE (1> TUFIIT)DEWEFEISNTES T RBREHSNTT .
RBVIBRAREN FE B D BHIRARZERNRELUICBIIIN003HBR TO P+ F Z T DIRSHAEF. Grade 2~4DEREEHEDABZRITH U TIFERD
Grade 1L NCOET BF THEL, Grade 20D EREDABZRICHUCIEA—AETRS%ZBH L. Grade 3NV 4DFZEEEDKIZRITHUTIE
TUNIVBEL TR S5 ZBRLEL,



F—ZAUiR—bk

B9991003FERICHE VT AHIEDARBHNETE TERWVKIFRZFIR USRI D

@z HRBAULERT .

50X B KX (Grade 3)
ERE B

& - BE: \RXYFA® 10mg/kg 2BEREFIRS. 7F+2F 27 5mg 1H20R0OKS

BHEE/BEERE %‘Hbﬂfﬂf MUVEEENAHET. BT
BB | SARHEOER (R BH)

-10 1 420 430 440 450 460 470 480 490 500

Day Pl et % % % % 1 1 % ——
NRYFA#® p--—--—- 4 k%2 (Day 422) Data cutoff

et y wsmEe T Day 492) el
TEIFZT =

L N R

RS (Day 427~439)

., KiEX (Grade 3.Day 427) e———e [Ol{E (Day 434)

EREE i Y

Az (Day 428) e——o BBz (Day 434)
P o [EECTIRE : AIBRDFFEIF7EL (Day 428)
== o fEIEHE | {MEIEREAIERDSNT (Day 428)
o TERMLEMNRSRE. £ | BE7%E3RDT (Day 433)

o £ERIRK2LEE. 49 VOV 4mgR 1% 5 (Day 428)

o FRIISERICEREDRRE. ONSZIMRSICENM DS THRELIRIT Y (Day 427)

B ORS=RRS (Day 427) @
ERICHUORSSNEERS
AFIVFURZVOVEEE | 120mg
Day 428~431
B E (Day 428~431)
TILEE 200
BRI o k= VOO (RS, Day 431~484)

50mg 40mg—30mg—20mg— 10mg—5mg—4mg—3mg—2mg—1mg
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(6) A5 WIEE (FFINBRILEEIR S . BIBSHEEIEE . TEFHEERESE)
1) BIREREEERRES

o PIRIRMEAEIE TE. PRIRIATTERE. PRIBASN H5DNBTIENBUET,

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

O EENTDSNIFZEICIE, GradelTRMUTNRY FA DREZIRET T D EHEIC, BEICHUETH
S EHBERFIESEEL., BYBRUEZT O CTLIETV(A8R—IVE 1 ZS8R) .

o HIBRERKETE. N TEFRKETZICLD TRNGRIRIREEREDHS. FIRERRIVEV#T
BACK BIBIU—ERHESHNZTENHZDT. BIBREKETEDNE BIBKRERILEY
DEF) Z T3 CFD > THSBYRLEZT>TIEE

i<

EBERER
ERIRARBERETTENE (FRRAR P ESIE) | I BRIV EVBE D LR ICKZBRERNILE AERADBRIIGHIR.
OFAMRIRERER. Bh1F. FOT. FH. T IRE. AR BR=RE
FRIRBRREREIR ME - Bk RAE T, BR. 1Rk, FE=EF

SSH - REATR
ERIR AR BETUETE (FRIRBRDPESIE)
BEPRIRE | TSHIRMB. Rt TIEE. Eat T4SENFERHONET,
BRIRZEA (TRAD)IBIZ/R T C&[FFENTT,
ERRBRDIIBDI=hINET OO0 TV (Tg) D ERZRHD I E0Z<HIFET,
BRRBE RS | OFAMRIRIREAR. AZIMROE T, REEESDOHEBRERNRHOSNET,
BRRY VF T ST 14— BIRIRIBERE T RHONETD,

ERIABRFEHE(R TAE
ERPRIRE | TSHEME. BB T3EME. BBt THEEN RO SNE T,
BRPEERIRE | OFAMRRIRER. AEIMRE T, REEES. EEIRHSNET,
BRRY VFIST4—  PREIEREDER THRHSNET .
FIREREREE MEE. FIRIROKRICER I DRFEMERKR X E NEAICERAT 2 R EICOREEN
9,

BET TV IIRA YV MEBEC KD P RIFEEERES CIIAPRRRIVA F2 9 —EHE(TPOAD) HBHWLIFHA Y
A 0707 UV (TgAD) B ZERIBENHIE T, Fic. mEFTVIRA Y NEEERSFIICTPOADSD
BVIETEAL D B DB EIFREDSGICHNPRFHEESOREENSVENDIREDHIET 012,



it

uoIDeaJ UoISNJUI

\: D3
FHIRINR
@ FIhEE
XU 5 I ABRIE B
EEHESIERR p ENEHERER =
(EMR100070-00358) (EMR100070-0015%5) | (EMR100070-0025%%) =
vacen | -ho zom i
SGade [Grade3hE| EGrcs !
PRIRM RS 541 161 0 o, 984 261 36 0 =
24f (5.7%) (1.1%) (5.9%) (0.1%) (7.5%)
‘ 46 161 8361 26 161
PRERBREETE | (4 5 (1.1%) 0 0 (5.0%) (0.1%) (2.5%) 0
e 26 1361 3
PRIBREETEE | () 3¢ 0 0 0 (0.8%) 0 (7.5%) 0 s
Bo®E% 241 PN
PRI T 0 0 0 0 (0.1%) 0 0 0
BCREk 26
EARIRS 0 0 0 0 ©1%) 0 0 0
- 26 BT BT
PRI 0 0 0 0 1% 0 0 0 5%
@
s 161
SUEERRIEN 0 0 0 0 (0.1%) 0 0 0 1@ %
i A
= [
R =

R LRI R LRI
EEtREIERSR EEsREIERS
(B9991001 i&ER) (B9991001#E%) : BAA S EBERH N
\AYF A +BSCE %98 : BSCR NYF A +BSCH %I : BSCH i
(N=344) (N=345) EL)) (N=37) K
Grate JGroce 30E| EGrase [cads 30E| Scrace [cade 3] scrace [crooe i
BRI 53] 14 0 0 741 0 0 0 D
24k (15.4%) (0.3%) (19.4%) %
‘ 3641 161 661
PREBEETE | 0t (05%) 0 0 (16.7%) 0 ° °
PR AR 451
TILE VKD (1.2%) 0 0 0 0 0 0 0
N 2151 451
PRRBETEE | . 0 0 0 (11.1%) 0 0 0
o 161
PRI 0.3% 0 0 0 0 0 0 0
BB 34
RIS (0.9%) 0 0 0 0 0 0 0
PERRARIRY 26 l
TILE D (0.6%) 0 0 0 0 0 0 0 -
HEREMTRE | 14 &2
BEETE (0.3%) 0 0 0 0 0 0 0 5
-
=
&
e
BE
&
=

BAVENCIO
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O HAEZL
B B
ERtEED Bl RS AR
(B9991003518) (B9991003:%) : DAALBEEH
NRYFAC+ T oy e — NRYFAC+ W — o —
FEIFTH MR ',\17‘_;;-7?* PEIFTH R ,{1‘:39;—”*
(N=434) (N=439) (N=33) (N=34)
» 14161 4% 765 26 20 26 9%
PIREBEEIRS 20 (325%) | (0.9%) | (17.3%) | (05%) | (60.6%) | 61% | (26.5%)

‘ 10561 11 594 161 1861 851
PARBREEREE TiE (242%) | (02%) | (134%) | (02%) | (54.5%) 0 (23.5%) 0
M FREARRILE 255 . 1461 161 161 0 161 .
o (5.8%) (32%) | (02%) | (3.0%) (2.9%)

i 236 3] 651 4% 261
PARBREERETUEIE (53%) | (0.7%) | (1.4%) 0 (121%) | (6.1%) 0 0

" 851 261
FARBR (1.8%) 0 0 0 6.1%) 0 0 0

R 35 161
HEGEE PRI oo 0 0 0 Ao 0 0 0
. 161 26
vAOF2VEN (0.2%) 0 (0.5%) 0 0 0 0 0
" 161
BREE 0 0 0 0 0 0 0 0
MR AL EY 3]
W 0 0 (0.7%) 0 0 0 0 0

I 161

BRI TE 0 0 00 0 0 0 0 0
KEESE. FHRRASGE
SRR . AREIEOERICEDE ARERE 5D (1 05) b SBEE 53004550 AADNEAAEEEEHEOL TNNDSS,

FOVBSHBICRIRUICEIER (AR ORRBE/LS

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

uoIDeaJ UoISNJUI

&
/|\° 2£Grade(7/88) 135(62:347) %
- N . 347 fi
X)L iR A | Grade 311+ (1/88) . gie
ERFHEEIEE R S
(EMR100070-0035488) /|\° £Grade(0/29) -
~
B | Grade 31 k(0/29)
BYE £Grade(99/1,650) &5 (11-330)
ENEIRR oS
(EMR100070-00158) | Grade 314E(2/1.650) 131 87175) 5
BiE £Grade (3/40) e 42:58)
EREHERR
(EMR100070-002518%) Grade 3L (0/40)
AT BF
FRES_HR7fE £Grade (53/344) 5§7(14.7-438.2) % 1
EEAFEIERS w =
(B999100158) Grade 3LLE(1/344) 1782 e
B A5
*1  AEIRAIZ 5908 F CICHEULENERIC DWW TEST Uz, 0 1(50 260 3(30 48)0 58)0 600(8) QEE Eé
X E
OHAZE"?
A
HER FITGIER/ BlEL ERR RIS EEIS S RIRFHA. D RE (F5E) %
N
B ) £Grade(107/434) — 505589 > =
ERHESIERR =
(B9991003558) Grade 330+ (2/434) «128(59-197) D
—F
*2 | BEICHEUCER (92—  BESR) CEJE . ®EH o 1(‘)0 260 360 4(‘)0 5(‘)0 600(8) al
EOEESR (rAD) BREL. CNSERICBI1T 5 HIBEH
BB
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E%R
e
BE
=
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5 ME(CHUTADMHBEFIEREEEL. FeZSE(C. BIRBENLVEVBREESEDBEYIRNEZITOT
<IETW, BIC, BIBHEARE D NEAEERBENFIFICEHOSNDIHEESIE. A HIRIEPIE S EEL.
BB [BIBRERIVEY(ERODILFYVVE) DFEFTZELITIZ T o>TIIET 0,
2. - . = e N o " s —
18\ B9991001:i{5& K& U’B9991 003 HERICH 1T 2 R ERHED FIKIREEEEZE DEIRICK T D
fg < NRIYFADIRSHREEIBE
5 F
L7 _
<o MEHEIREIZ A MEADEE JAO—F v FiEE
Grade
3 Grade 1X132D  NRUFFCDHRSZRTT Do MBITHU T, MILE VTS IH R OW
o . P — ./~ ~ 48 A N3 A4 E 3 = SHRERE - ~ ™ ‘”‘ﬁ o
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BH. BERNORERFTRIC, ABICORARBENEE CERVEEREIE 1 BUERKBDIEMI N OFIFRSIN
(202410831 HER). FETICESITESIN 1 FIFEDSNFE U,

60mfX Li%/BIfE 1 BUHEER % (Grade 3)

FRE B

Ri%-RE  \RUFF® 10mg/kg 2BEREEFIRS. 7F+2F=78mg/H
SHE/BHERE - SIE. SREMAE RERKRDBIERL)

BEERE | AEHEA (R B, KD IFR)

AERO T+ F ZTHRSHIB.

HbA1c:5.7%.

85

LE. FIR. DB 258 BKERRTBOZRD D,

FEN R EE 72 T 5F KB,

BM7 Y R—U R RPT R (2+) 72385 FERRMT S 77V R—2 AEZH,

M CRTFFR0.38ng/mL., FRHPCPR 2.9ug/HBERRMEA VAUV 73iBREIRIFIFHEEEL TH Y. BIFE 1
BEIRIRCEZHT S NABR &8 D,

HbA1c:8.5%. BEBFINAE : 1182mg/dL. Na: 134mmol/L. K:6.0mmol/L, Cl: 92mmol/L
MRAA[pH:7.157. HCOs™: 11.2mmol/L. BE : -16.3mmol/L]
FR¥E4+. TIGADHUAII M
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FEROT7FF ZTREINRE,
A VAUVICKRBDMEZEXFELIZDE. P YR—IY ARUBIEINE

Na:145mmol/L. K:4.8mmol/L. Cl:109mmol/L
M&AA[pH:7.361. BE :-3.4mmol/L]
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DENGERES (QRSBOILK). REFES] RIREBES VDA DR = (OFhOR=2/T XI(F0E R
—V1)DOREPCK, CK-MB, AST, LDH, CRPD_EF. BIMIKDIBEL IFENFRHSNE T N—R5A VBFDID
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TERVIDEIRIEFEROONFEATUIZ,

O AEx
WRES B B
HERB EEHE S MR B E S ME R R
(B999100358) (B999100358) : HAA L EEEM f’é
N I R=F = T8 L e R : R=F=TH =
PEIFZTE (N=439) FEIFZTE (N=34) =
(N=434) (N=33)
2£Grade |Grade 3Llt| £Grade |Grade 3LlE| £Grade |Grade 3Bk
N 26 26
DR 2 (0.5%) | (0.5%) 0 0 ¢ ¢ ¢ ¢

o 27 21 &

D (0.5%) | (0.5%) 0 0 0 0 0 0 =]
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B BHICREUEER (AR DR REEN B ECERVEESER) EE U,
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* | BHIGREUCER (92— | BESR) (CED= . ®REE 1%)0 22)0 360 480 5(50 600(8)
DEEER (rAE) 2REL. CNSBRICH T 2 REIEHET
(i[O =
fixd
&
)
\7[3;
i3
m
I\
i
JSiE

BAVENCIO

ave U m a b Injection




CE O SHE —

=N

NCEBFIdTRS
SEE A NP

3.
g
N
*
&l
f
A
&

RO &

=l

M o

Gt N

X%

BIR&FFIELEHEL. PczsE(C. BYBLE

B9991001 &5 U'B99910
NRYFFDFRSHEEEIEE

03FBRICHIT B RER

ToTLIEET W
EDIDEHRDIERICHT T S

£5% NCI-CTCAE v4.0

E > Y E
Grade HHEADIEE Jx0—-7 v BB
1DVE (S BE U e R IS FE IR ARV FFOERET D, SERNIEL RADNBRBNEMETH ST
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B9991003FRICH VT, AFEDHARBEHENSE CTRVIDHIRZHIRUICEAIDRBZ THBALE T,

CEOSHE —

80X Lt 1D0EFR (Grade 5)

2.
2 BRE | B
= Z Fi% - FE  \RUFA® 10mg/kg 2BEREIIRS. 7+ F =7 5mg 1820R0OKS
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A o [FIRIREEESL (Day 35)
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FEIR -BIR
#I(Grade 2.Day 37~50) ®
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® AL
Day 50)
5.
&l
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Con bl | | | | | Y|
Day T T T T T »|
ERSYUY /IVINTS 1335 (Day 36) @
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PSATOVI00mEIHIEES Day 33~34) o JUINERE o 200MERE —
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AR (Day 42)
JIVIERTUVIES (Day 36) @
T2V LURNA VRS (Day 42) ©
JOE=RES (Day 43) o
JEFRIIREIM (Day 37) ®
EROILF YA (Day 38~49
BT 200mg 5m A /2 = 1PEY] )
’-';,{'gk{gj S %9V Amg A Day 47~49) e—>
e FURZYO220mg (B5:#%5. Day 49) e

® BNP (E#(E : 0—100pg/mL) (pg/mL) (ug/L)
® CK-MB (B:#(5 : 0.01-4.88ug/L) 172.8 r200

150

100

55 58 4794

—* L 50
108 1-53 163
Lo

6 1 15 29 (Day)
BRIR
REBE
o NOR=/T (L& : 0-0.014ug/L) (ue/L)
4,543 4,537 -5
L4
L3
L2
L1
0.013 0013
[ L 4 -0
6 1 15 2930313233 3536 (Day)
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e | O 0 0 o | o | O | Gow | O
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T (25% 0 0 0 ot 0 0% 0
GsRe 25 0 0 0 g 0 0% 0
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TR (1 1% 0 0 0 O 0 0 0
i 0 0 (3.4% 0 (0% 0 0 0
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(N=344)

FRi8_ERZE
EFF R EMAAEER

(B9991001 H5R)

FER : BSCE#
(N=345)

NRYFAC+BSCH#
(N=36)

EFFH RS IEEER
(B9991001:5) : HAA 2B EEH

FER : BSCE#
(N=37)

FRES L RZIE

364 34 16 261
HEEE 2 (105%) | (0.9%) | (0.3%) 0 (5.6%) 0 0 ¢
= 1—0/5F —
REMERE 44 161
—1-ONF— (1.2%) 0 0 0 (2.8%) 0 0 0
NN\RYF A% +BSCRTRISERN0.8% L 0 LS OBIER
REBE o 0 0 0 0 0 0 0
s B 46 14
KRR (1 .{253%)) 0 0 0 (2.{8§‘J%>) 0 0 0
86 161 161
e 23% | (03% | (0.3%) 0 0 0 0 0
STEMEDHE (03.{95?%) 0 0 0 0 0 0 0
s (03.195'3,/0) 0 0 0 0 0 0 0
BHET (03_‘95'!%) 0 0 0 0 0 0 0
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NRYF A+ s NRUF A+ e
TEIFTH R (',\17;—4;‘9—)73* FEIFZ TR R '(;_\,‘;351)—73* )
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M2 —ONF—
T 108 85 161
AMERR=2-0/1F— | ) 39) 0 (1.8%) 0 (3.0%) 0 0 0
e 86 56
FRME= 2 —0/5F — o 0 o 0 0 0 0 0
FAYER = 1—0/(F — 0 0 (Oz_f'ﬂ%) 0 0 0 0 0
NRYFAATEYF = THTIIRBEN0.8% U ED LA DEIER
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_ 4351 43 26
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@B IhEE
SR B AERSE SRR, IR (FE)
)8 £Grade(11/88) 152122)
|\
X)L )UiiRaRE A | Grade 3L £(0/88)
ERHESEIERR
(EMR100070-003588) )| 2Grade(2/29) 3401-27)
~
B | Grade 3L k(0/29)
B £Grade(122/1,650) 420(1'589)
ENEIEHR
(EMR100070-001558) | Grade 31 (8/1,650) 7.'2.5(1 5-589)
iz £Grade (6/40) 333s-146)
ENEERER

Grade 3Lk (0/40)

FRES L RIFR £Grade(36/344) | 22°5(0.7:609.7)
Bt RASIERER
(B9991001545%) Grade 3L1k(3/344) 1041(0.7-392.7)
[ [ [ [ [ [
*1 ! ARIRAIRSI0BRF CTICHIRUEWERIC D WTEST U, 100 200 300 400 500 600

700(8)
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NRFADIZSHREEIEE
L\
NCI-CTCAE v4.0 ]
MEADEE J10-7yFEE %
Grade
IrAEDTTEEE ZRIET Bt e T - - S TAN o I AED T BEM N B S NI IR S, SBHRICHE
3Grade 2% 13Grade HINET D, SCEEBEL. /\/\/5‘Z°®0)?7\'—‘?ﬁf'aﬁ7&
. ZET D,
5 ali TE- .
3DERFRIIBIR SAER “IrAEC B U 1 18 B, Grade 2% 330 o)
rAEEL TS 2. =
&
=
Grade 2%[% CNRUF A CBARET B, -Grade 1B FICHELLES, DD
: - -1.0~2.0mg/kg/BOFLUR=VOVR & 19BN CEIBRERLE VADESE
#iElDGrade 3DIrAE Iyl 4 -ryuidvlimytmaty ERLICRELE. NN FFEDE 5%
- BRI AR =Y B, HHET 5.
CRECHUTHENRSPEDERER
%, .
=]
E
Grade 3DIrAEDBH I\RUFAODIRSERIET B, -Grade 1M FICHEBLES. 2r<ED =
+1.0~2.0mg/kg/ BOFURZVOVR (& 19BN CRIBRERLEVEIDRSE
BEOFBRENLEVEERST 5, BRLICHET B,
- BRE R TROI-DHAER BT 5.
- BRAREPIEDEEERD B, %
 NRUFACDIRESEDIET B, .Grade 1M FCHELLISS. 2HED ’%
+1.0~2.0mg/kg/BOFURZVOVR (& 19BH I CRIBRERILEVEIDRSSE e
BEDRIBRE L E VB G DEE ERLICHET B, £
B (DB ) #R5T B, 7
- BRRRR RO I-DHEREEN T Do T
RN EFIEOEEERD D,
BBER2 cHTon ISR e ;%
EVBAUNOEBICEY. B o) e R s
10mg/5213%n7&tz%>7 i
—VOYREAZEDEER 7
Eﬂbf/ﬁﬂa)?z%?ém:@’& =
BATUELTHES
128 EICHeGrade 2
RIF3DIrAENIIGET 3188
FERSERDOREIC OV TES I B ESRES -
BIAEELT, REIJOTUVESE. AT0OA I\/\)IDU?JE MR EEDE. DLV Za—UVEEERNEEBINE T, FRAESEEL, BYREEZTD Jggli
TLIET V), FIEWEE LA CHRATOBREERDBSCIE. BERXOTUEMEDEZEZUIYTF - BRAARIEEDBEEZ T > T TN,
*NRYF AR SR CRBL R EDSEEECHL T DI NS DEMRRETSNTHS T, VI NHRBERNTT,
BRSO EMEENRELUZBI991003B TO 7+ F ZJ DB 55EEE. Grade 2~4D@REBEBEDIERICTUTIEGrade 1L
FICEEYT 3% THEL. Grade 2DBREBEDERICHLUTIZF—RETR5EBHL. Grade 3XF4DWEBEDERICHLTIF 1 LAILHBLTE
5EEELELR. =2}
b3
i3
m
I\
i
"
9\
JSiE

BAVENCIO

ave U m a b Injection




CEOSHE —

=N

NCEBFIdTRS
SEE A NP

3.
=R
3
~
=
&l
1€
H
&

RO &

HmE o

M o

Gt N

(10)EE=E

ONRYFACICKIBEENHSHN. FETICEEFBHRESNTVET,
O SMBRE. RIEMBEMBERBREDBRENGSHNBIENHIET,
o EHINRBRAEEREZTV. RBEDIREZTDCHREULTIIEE L,

O EENRHOSNIIBSEICIE. GradelTIHRUTNRY F A DARE, 85 IEZRFNTHEHIC, ME
(U CBREFIESESEL. EURNEZITOTIREV(78R—ILE I ZEHR).

58

ERERER"
SEBES O, BE. (/8. LT, BRE T, 2K, #R. X LFE
SERAEEEEEX | X X2, BiRE. BR. R, ZK. BRE

W - IREFRE

2EBEES FEEOBEMERDED., MRREICSWNWT,. JU7F 2, RREZR(BUN)D EETRENSS
ERIMEN. BEFHICHONDEIRT T . REENWONIIBEICTIE, ELAARE (AL - BHaERRE. CK
RE). MABERE. RRE (RED. B AERE). BIFRE (I N V. ESBERRERE) Xk
LTLIEE W, Flo. MBI U7 F U, RREBR. —RBIRZTEHNICERLTIIEEL,

PRIVEMBE MR R  HE. 72, BEiE. B0 - [RIt. ™R, A= BREDIERFENIG 7 UILF—ERDE(,
FRE A JZRE. AREIEN. FIRRE#IRENZRHONE T, BEZIIEBEIRRICKIITONE TN, REEH%E
PRSI BRAICRGE (REB. BN A, NAGRKRE) ROMRGE (BUN, U7 F ., SBfEE. i
BRI E) ZRFELCTLIEE Ve ZDIEFN ., U/ VERFIIHEA R, BIFIRE (BISBE K. BICT. vGavrF o
ZL). REBEBSRESZERLU T ESWL,



1
l g l i)
%
L % /7]
2315 hy ol e
@ FIhEE
K LR
EEESIERR ENEHERS
(EMR100070-003558) (EMR100070-00158) | (EMR100070-00 §
vacen | -ho zom 2
o 26 o 161 161 1961 26 36| 161
i (2.3%) (3.4%) (3.4%) (1.2%) (0.1%) (7.5%) (2.5%)
86l 161 26
&ER 0 0 0 0 (0.5%) (0.1%) (5.0%) 0
meoLFF=v| 16 66
$#10 (1.1%) 0 0 0 (0.4%) 0 0 0 2
- 46 161 161 161 &
RIEERE 0 0 0 0 (02% | (1% | 5% | (5% g
- 161 161
BEREMER 0 0 (39% (3% 0 0 0 0
SR ERER 0 0 0 0 (g_fl{/o) 0 0 0
mAEmAELEY | 0 0 0 0 0 0 0
ERN I8 ER (EMR100070-002588%) (LB T, A&IEDRREBRDIEE CERWVIETHIN 1 HIITERH SN
FUr,
]
TS RIS LR RIE LR K
HBS EEAASIERR EEARSIERR -
(B9991001 H8) (B9991001H%) : BAARBEEE i
NARYF A +BSCE IR : BSCR NRYFA+BSCH S8R : BSCR %
(N=344) (N=345) (N=36) (N=37) 2
1061 16
HiEE £ (2.9%) 9 0 0 (2.8%) e 9 0 -
moLFF=y| 4l 16 :
110 (1.2%) 0 0 0 (2.8%) 0 0 0 L
ZER o5 0 0 0 0 0 0 0 ﬁ
. 0 ny_
RAEMALE | o 0 0 0 0 0 0 0
PILTSURE (C;gﬂé) 0 0 0 0 0 0 0
N 3
B 0.5% 0 0 0 0 0 0 0 B
N
)
E
4
m
I\
"
P
9\
JSiE

BAVENCIO
avel\tgmglbgecg



Ot AEE

MREE Bk BilfasE
HERE BRI B EI S MEH R
(89991 003&5%) : BFAAZRERH

CE O SHE —

MR AZFZJ#

(N=34)
2.
= = —— 376 8 376 6l 64l 68l
g e 85%) | (1.8%) | (84%) | (1.4%) | (18.2%) (17.6%) (5 9%)
D
e 1661 11 1961
MPIL7F =28 (37%) | (0.2%) | (4.3%) 0 0 0 0 0
245 761 135 4f] 651 651 261
2 BBR 55%) | (1.6%) | (30%) | (0.9%) | (18.2%) 0 (17.6%) | (5.9%)
3 161 34
= Mch RN 0 0 oo 0 0 0 0 0
g S 261 181
s SIREERE 0 0 A I 0 0 0 0
=]
gg ROEER 0 0 (01_12)'5?%) 0 0 0 0 0
g
181 161
RAEHENLE 0 0 oo | oh 0 0 0 0

REMEOE, FRRALE

FRIPORDEST X ERERFOTERCE DT BRERSHBE(1HE) hoRKIES5308£ 52V IEROTEAEERIEENEOVNITNHDS 5,
FOVHICRREUCBIER (FHEDRRERNSECETBRVESTER) 2ES U,

4.
Q
&
A

=l

6.
s
=

Gt N



FEIRIFHA

@B JhEEE
ER FEIRGI%/ Bl BEE IR0 (B (EEE)

18 2Grade(2/88) —128(65-20M)
|\

X)L )UiBRasE A | Grade 3L1£(0/88)

ERHL RIS IEH R

(EMR100070-00358) /|\° £Grade(1/29) X
b . 23
B | Grade 3L1E(1/29) ®

BYE £Grade (20/1.650) | 2 &378)

SEHEEITEEER

(EMR100070-00138) | Grade 3Bt (2/1.650) 78:5(70-87)

B £Grade (3/40) 22(2,70)

ERSHERER

(EMR100070-00258) | Grade 301 (1/40) @

ERHESIERR

(B999100155) Grade 301 £ (0/344)

1  AEIRRIRS90B% EF CICHRIBULEWERIC DWW TESTUIZ. o 1éo zéo 38)0 460 560 6(;0 700(8)
Ot REE"?
SHER FEIRGIER/ FlIEL BIEEFIR0FH. chR (B (85EH)

B e £Grade(2/434) %z..S(ZO 55)

ERH RSN R

(8999100358 Grade 310 £(2/434) | 34(20-55)

*2 D BRIICHEUCER (92—  fESR) ICED=. 288 150 2(‘)0 3(‘)0 460 5(‘)0 600(8)

EOBEBR(rAE) ZHREL. CNSBRICBIT D HIERE

EFHELIC.

BAVENCIO

ave U m a b Injection

SRt —

/

—

5

OHH s 2

EX
=]

&

=
=

258 S i

Rt

N/

}jx

R




CE O SHE —

=N

NCEBFIdTRS
SEE A NP

3.
g
N
*
&l
f
A
&

RO &

M o

Gt N

©

X%

DEICHUTCBREZFESE#EL, TERZSE(C. BIBRENVEVAIDRSEDEYRUEZIT>TLE

[ay A

c

B9991001 B % U'B9991003 5 ERICH T 2 RERHEDE XN UBHEEREE DAERICHT S
NRYFFDFRSHEEIEE

NCI-CTCAE v4.0
Grade

Grade 1

JUF7FZUEN: >E%E
fE_EBR~ 1.5 XE%E(E LR

Grade 2K U3

JUZF_o#Em: >1.5
~=6XEH(E LR

Grade 4

JUL7FZoiEnm: >6x
BB LR

IHADIEE

J40—-7vTHEE

FNNUFFO DR SR B

- BRBEDERRZ T T Do
« B{bZsB0IeHE. Grade 2/3X(FGrade

4DBREVTHINT Do

« \RVFF®%ZGrade T FCEET 2F

g || v

SERHGrade TRATRICHEBLILGE. 23

DU FZVDEZIUVIT EBEHER

ERR

+1.0~2.0mg/kg/HOFLRZVOVNIF

BEDRIBRENLEVAEIZERST D,

- B RBREFHDOIZONERZENT 5.
cBERDOEREEERT .
- BREMEICERZRD D,

THRET D, <EDTAAD T CRIBRERIVEVEIDE
3HTEITBRRT B, S8Z7BRLICHEUCE. Grade 2 TRE
+1.0~2.0mg/kg/BOTURZVOVXIF UIEB SN\ FFCDRE5EHBRT %,

EEDRIBEERILVEVEAIEIRST B, cBLAEBDHIEFES. Grade 4DERELT
- B REL TR DIcHINER EBNT o HWIHT 2o
BEROERZEZED D,

RV FFCDEKEEPRIET D, «Grade 1TUFICHELRBE., 2 B<ED

1AANTCEBRETRILEVAIORSE
ERRICHET B

FEEEZFRHOHMICOVTEZSAIMINEESRIES L,
BEBRDIEHICBIBRERIVEVFIRSTESE DI EIFRHITFTIEE L2,
FURZVOVERETZTEN—RINTITH RTOA R/SILAEE. RBHEORSETSITEHHIET,
BALRETE, KERERHHOMENUOREEEZIT TR,
CNSDBEICL>THRENETIDHEICIE. BMEEZZSEBLTIEETL9,
BT REEX (FEB DO BMEENREUEBI991003 KB TOF I F Z T DR 5HAHIF. Grade 2~4DBR R U BHEEREE DIERICHLTIE
Grade 1L RICEEY 2F THEL. Grade 20DBRMUBHAERSDERICHUTCIFE—AE TR 5%ZBRU. Grade 3X(F4DBR N UBHAEEED
ERICHUTEFTUNILBEL TR S ZBRULE L.




il
B
R

/

—

o

OH 48 P

EX

[&

1

Frib -3 SR RS xS

RERE

B = B R

S

-

BAVENCI
BAVENCIO o



CEOSHE —

=N

NCEBFIdTRS
SEE A NP

3.
=2
3
~
=
]
1
A
E

RO &

HmE o

M o

Gt N

(11) BB R AhRLRRAE

o FET. B, CK(CPK) £F. M RURP=IAJTOEY LRBEDHRZ+7IC1ToT
<FEEL,

e RENBHSNIIBAICE. Grade[CHUTNNY F A DAE, BEDIE#IRNT BEHIC, BE
FEEPE T HEMY G HEANEPIESSESEL. B BNEET > TS (83— I
EIEBR),

58

EBERER™
Bk FHE 2B BRE T A=A U2/ VEER. fiE T, BRE0E LR, BUESE
REIUEhRRARIE - B DIK T, BhPsR. 55 Rk, IMBRRIRSE

S - REFTR
FEDBRERNROSNCHE(CE, MRE(CFHIREZRIEL. MPCKO_ EFDOERZHERLCIES
Vo MPCKD EFICHA T, LDH AST.ALTH LR T BHTENBIERT, Fic, BEERERAEC K, [MPIC
MBUIERED=F T OE VI RMEZHEL. SMBARZHFATOIEN S Ve, BESOFHONEER
TY. HBICLUCEBRE. HEN. RERESFSZRIEU CIZIV, DEREFDDERERD G HOMER. 5|
WAETT,



it

FRIRT
CLEE o

XL Lk RE
EFRLEF IR

(EMR100070-003515%)

IN\—h~A 886l

IN\—hkB 296

(EMR100070-0

B

B SEIE

EAEIHE
(EMR100070-0025#5%)

s
B BUGRMEE | 30 26 16 . 1761 54| o o
&4 (34%) | (23%) | (3.4%) (1.0% | (0.3%)
mpoL7Fum| 36 261 161 . 1461 4% . 0
JREF—CEI | (34%) | (23%) | (3.4%) 0.8%) | (0.2%)
N 35 161
Bk 0 0 0 0 02% | (0.1%) 0 0

FREE _ER#E
BRI S ISR

(B9991001 ER)

NRYFA*+BSCE
(N=344)

R : BSCE
(N=345)

(B9991001#5) : HAAZREEH

FRES L RZIE

B EIS IR

NRYFA+BSCE

AN ®,

(N=36)

FER : BSCE¥

2Grace
HAK - WL RL AR IE 1361 541 0 0 24 1451 0 0
21k (3.8%) (1.5%) (5.6%) (2.8%)
mhoL7F Uik 1161 361 0 0 24 145 0 0
AikFF—viEh (3.2%) (0.9%) (5.6%) (2.8%)
w 261 261
Bk (0.6%) | (0.6%) 0 0 0 0 0 0
OHAEE
E RS IERER E R EI S MAE R ER
(B9991003:E%) (B99910035i5%) : HAA 2 EEEM
NRIFFC+ R g —p—— NRYFH0+ .o = —
(N=434) =
£Grade |Grade 3llk| £Grade |Grade 3Llt| £Grade |Grade 3LlE
w = 761 161 361 141
Bk - BARBIRARAE S48 (1.6% | (02% | (07% | (0.2%) 2 0 ¢ v
MpI L7 FURARFF— 761 141 361 141 0 0 0 0
ea i)l (1.6%) (0.2%) (0.7%) (0.2%)

REMEOE, FRABALE

RERITDES F BRERIFOERICEDIE, BRERSHBEH(1HBE) hOREIR 5308 HDVIERONEFIGEREBEEIBOVINADSS,

BOVESHICRIRUICEIER (AR CORREHIESE CESBRVESER) ZE Ui,

BAVENCIO

avelumab iecton

SRt —

/

-
—

O 2 o

OHH-aR I

5
fIE
]
"

7N

Rt

et

=8

B

|81



CE O SHE —

=N

NCEBFIdTRS
SEE A NP

3.
3
N
*
&l
f
A
&

RO &

=]

M o

ok N

FEIRIFHA

[ J=-bidpy
FEIRMBILR/ BIEL BRI AR AR AR EFEIRAFHA . choR{E (&8E)
) 2Grade(3/88) L5pa1-341)
N .
Aot U A | Grade 31U+ (2/88) 21d.5(82-341)
EHFRHEZEIERER
(EMR100070-0035t88) /|\° £Grade(1/29) 4.4
~
B | Grade 3B E(0/29)
B £Grade(17/1650) | 228423
B EIAEEER
(EMR100070-00158) | Grade 3LUE(5/1,650) 169 (27-423)
Bz £Grade (0/40)
E e G
(EMR100070-0025%.88) Grade 3L (0/40)
¥ LR £Grade (13/344) 83301477252)
EHFRHEZEMAEEER
(89991001 5%) Grade 30k (5/344) | 9Z047212)

|
*1 1 AHIBEIT590B%F CICRBULREIERIC DL TES L. o 100

T T
200 300

T
400

T
500

T
600

T
700

800(H)



1
I!?" il
%
% i
BRRZZEFIETDEMY (FHERARFMREREZSEELUTC, TeOEEZBHLZELUT, BUYBRNEZT>TL
TC\\(_ (/\o
B9991001 (B2 X U'B9991003HERICH [T 2 RERIED IR M U ENAFREREDIEIRICH T 5 F\
NRIUFACDIRSAEEBE il
-
A THDIEE S O—FyTieE
irAED T EEM & R T FRERGENESNBET/ AR FAC CrAED TR D B S NI B A . ZHRICHE
%)Gr:de ?2(3:Grade\ 721*%3’50 %éjgizé‘ﬁb INRUFFDI/REBRE -
3DERFRMBIRR FER HIrAES B 72 L 1= 18 8. Grade 2R 1330 2
IrAEELTHIBY 3. =
Grade 2%(3 c NRUFAOBRET B -Grade 1 TFICHELEES. 2EED
3 : +1.0~2.0mg/kg/BOTURZVOVXIF 1hBMNFCEIE EET)DE/%U@&%E
#iElDGrade 3DIrAE Iyl 4oyttt ERLICHEUE. NN F I DR
- BHIERAR TR DI SR EBI T B, BT 5.
- DEICISUTBRRESME T BEMYE &
BRAESPIEDEEARD 5. =
==

*Grade 1LUTICHELLGE. Ha<ED
ThENMDTEIBRERILEVEIDORSE

NNV FAODERESEPIET D,

Grade 3DIrAEDBH

+1.0~2.0mg/kg/BOFURZVOV
BEEDRIBRENLEVRIZERST D, ERQICHET B,
- HIRBREFBHDICHIERZEENT B, Ejé
BRREEMET HEMIGHREANRE N
PIEDERZRDD, 1%
{Bf;%
Grade 4 c NRUFAODRSEDIET B, -Grade 1M FICHELRES. HRED =t
-1.0~2.0mg/kg/BOFLR-VOV & 1hAN I CREIBRERLEVEIDRSE fig
BEOBIBRERIVEVEIN I thDRE EIRQICHET B, fiE
WHF (BEISHUT) 2R ST B,
- BIRBRTFERDICHIERZEINT B,
-BRRZEEFIE T DEM Y (SR ARE =
PIENERZRHD. =
fh
ElERETEICHT BRIV NNV FHODERSEPIET D, VA
EVHFITLUNDIEHIC S, WYY o T ey R e DA EN i s e E
10mg/EIRlzt%1’l7aEEz.%>7° PIEQEEZKD D,
YV OVXRIIEAEDREIER
Eﬂ'}lﬁE/ﬁH(Dh$7&1 2:8%
HBATUWEETBES
128 Bl E[CH fz ) Grade 2
RIF3DIrAEL T BI5E b
K
LEEFEHOFBICOVTEERINEESRET
B BIERIERRE. EREIERE mf/ﬁuzﬁw—yu/m%m mg/kg% 2~ 4 BRHE S L. BRDBOSNIBE. 2BRIC10%EELITHBLT
<fEEL,
BIERENLEVRIRERICBREAD RO SNDBEICE ANSUF Y —rH2WVIEEEIEREN (7 YF4 Uy 2o0RUY, 970U ARE)
DB AEBRLT RSN, %
INSDBRICHUCTRNZERTIBE, v-7 07UV ABE TR EADERLUCIZET L2, {i;
MERARRMRIE | ARBDRONBBE(ICIF. TeEMDHIRERERERZEEL. BPNICRSZPIELTEEW il
MRICENT, BEENFLESIN TV RVESFERZEENICTL. 18-REZ 100mLL EICRDF, BREZIT>TIZTL J\
SATOEVICRD T RNBRBESD TR - BN BE T 2, R
RBUIBR NN (FEE D BHIfBEZ RN RELZBII1003HB TO P FF Z T DR 5L, Grade 2~4DEHRK U RFE DIER(CHULT ;leg
[&Grade T TMC@ET HF THEL, Grade 2DERR R URHENREFE DERISHUTIIE—AE TR S5Z/EMAL. Grade 3XIF4ADEHKXR OB fIE'_

FHEDAERICHUTIFTLUANIVEEL TRSZBRLE U,
NRUF AR ESHICRBURBEEDOHRICH T 2EMEFEILIINTS ST, WINHREEBIGH T,

BAVENCI
BAVENCIO orram



CE O SHE —

=N

NCEBFIdTRS
SEE A NP

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

RO &

M o

Gt N

(12) EfERHERFIAE

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 IV (85 R—I[xtiE | Z588),

58

13 BT
iREE T2, B4R, WEAIE T, B NHEH, SEES. LREE. ZE5%. EEIROBRNZEE

S - IR EATE
IREKEFEE. BEEEAIJIE . SEEAE T, UEAE T, B MES, [BIGES. B3RS, TRES. k&
EB)CKDIERIER (SRS ). AET—RMNICOHE. IEROBRZE (AN YA LIEV)RENHSNET,

TRORZOA(TOV)HERG S EREIR), 17 F L IVVZEE(AChR) TR R EZEFELE T,

it

FHBEKR

@E X
ERHEZEIME5ER (EMR100070-0035ER) M USBSASHEIHEHER (EMR100070-001 58%) TIFFRHSNT
WEB AN BADRERTERICBSVWTAREDOARBRIBETCEBRVEEHN1HIERDSNTVET
(2019F4H308KR). KRB LRBREZNREUCERHBSMHEGER (B999100158R) Tld, AAlE
DRAREHDEE CERVEEHENERFBDONETEATU,

OHAEE

B E S MR EFFHEI S MR
(B9991003:15R) (B99910033#5R) : HAAZBEEH

NRIYF AP FIFIH# MER: AZFZIJH NRYFFATPFIFIE MR AZFIIH
(N=434) (N=439) (N=33) (N=34)

Grade 3Lk Grade 3l E Grade 3Lk Grade 3Lk
‘Eﬁsﬁ;ﬁﬁﬁ‘w@)‘o o‘o‘o‘o‘o‘o‘

RIBRROES . BRERBOERICE IS BRERSHEBE(1HE) N oRKES308£H VL EROFAEAEERBEIEOVINADS5. F
WRAICRR U BIER (RBICOERERNISE CETRBRVESBR) ZE5T U,

FEIRBFHEA

OFHARE"
BffifaESE T NREVICERHLESEIHERE (B99910035E) TRHOSN/1FIDFRRHIE. ¥1OERS
mo57HETUI,
*BHTRELLEE (92— | MBSR)ICE DT, REBEDEEER (rAD) ERHEL. CNSBRICH T ZHEBM UL



@ 1
gl
%
~, /7]
5O pUY S 7
HRRARSEREESEEL, FaeOEEXHZEUT, BYIRLEZ{T>TLETW
B9991001 8852 U’ B999 1003 HER IC H T 2 RERED EFEMENIEDIEINICK TS
NRIYF AR SR EIBE -
L\
. fh
A THOIEE o M X
irAEQ T e ERIET R - S I CItAEDETREE D R SR A BRI
3Grade 2% 13Grade FORRET D, SCEEBEL. /\/\/?X(@U)&'—ﬁﬁﬁﬁ’&
: e ZHT .
3DERRIIIRN (TR CIrAEE T E U= 18 4. Grade 22 1330 1
rAEEUTHINT o 1%
(=
=
Grade 2%i3  NRUFAVERET B, -Grade 1M FCHELILSE. AHLED
. : +1.0~2.0mg/kg/BOFUR=VOVR(F 19BN CEIBRERLE VADESE
#iElDGrade 3DIrAE Iyl 4 -ryuidvlimytmaty BB LICHELLE. NNUF L DRE R
- DR BRT DR BT 2. BT .
- BBCHUTHENESFIEDES FK
D .
B
E
Grade 3DIrAEDBH N\RUFFODRSEDIET B, -Grade 1M TICHELIZGE, P<LD =
o1 .O~2.0mg/kg/EIO)7°I/I\“:‘/“D‘/213 1THETCRIBEENRILEVRIDKRSE
BEOEBRENIL TV EIFRST S, ERLICHET B,
- OB R TH DR RN T 5.
 ENASFEDERERD S, -
 NRUF AR S EDIT B, .Grade 1M FICHELEEE. ARED ’%
+1.0~2.0mg/kg/BOFURZVOVR (& 1hANICABRETLEVHORSE e
BZEOEBRERLE VER b D5RE ERLICHET B, =
S (BB T) RS T 3. i
- DR B RAT DI IR EENT 2. i
- ENRSPIEDES AR DS,
IS e e I N F DR ERIET S, %
YEFRUNDEBCEY, 10 P e a0 G e o
mg/BXIFZNEBZBTUR H3. i
=VD0YRIEAZEDREHE A
RIVEVAEIDRS%E1 28%8 %=
ATHEETBEE
128 EICHcGrade 2
RE3DIAENEET 8E

Bl TE LSS, W'FIK"E%(LJ:UEFﬁﬁﬁjJFD\fibné%— [l B DCRNREPIES B, TROR= AR, HERRE. 7 eF /LI
BB EORE R (T>TL S ’i%
EENEHSNEAIE. /\‘v\“yﬁr@@w% B 5 M EIRET T BT, BEORECISUT. FOUY T 27 5—CE, BIBERENLTH. SEi) N
FIDIR 5D, MAHLEA. BT 07U B ESIC & ARERIBL T <20

FREHN RSN IEAIC . BEORECHUTEENES - A THREEEONEAET>T T,

BAVENCIO

ave U m a b Injection




(13) Beiké

1.
&
1F
&
=3
[%é OBIRD HBSONBTENBUET
v e EENRHSNIZIESICIHEP N ICHEARIEFIESEL. GradelCHUT/NARY FAODHRE,
RS ERIT B EHIC, B BRIEBET> TR TV (88 R—ITHHLE | #B1R).,
2.
i ~
<o

EREBRER

iHelL. TRIEE. B, ZH. B, E2. BHEKRES. ERUANIVE T, BrTOME. SEESSH

S - REFTR
FEOBEERITERL. BEOBKRIEREZ T2 (CHRRELT. MRIREPEERRBEZZRFTLTIZE L,
WRIRET. U/ B OBMRYD LR, EH EFHNHSNET MRIRET. T2/FLARDZE(LZTR T
HODHIETD. ERDHEHHIETT . MORE (BRE. hEnte. EREMHEREE) DEFIDRD. MK -
EEFRE. MBFIIRE. WREFOREHERTT,

3.
=2
3
~
=
]
1
A
E

RO &

HmE o

M o

Gt N



it

FHIRIK
O@EIREE
XTIV B B

B RS IHEEER BRI EEIHEEER
(EMR100070-003515%) (EMR100070-0013#8%) | (EMR100070-0023#5%)

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

o 161

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

SERE R 0 0 0 0 015 0 0 0

RES FRREEEZNREUVCEREBZEIERER (B9991001HE) Tl A&IEDHERBERNEE CTERL
R ICBHET DHEEBRIFFBHOSNFEATUR,
FELADERHRICENT, AFNEDORREMHDEE CETRVEERRBXNFIICERHSNE LI,

Ot AEE
EfflERE TN REUVCERERSENERER(B9991003: ) TlE. AR ETFFVF ZITOHRAKRSED
ARERHIEE CETBRVRKICEHET 2EEBRIFFBHOSNFEATUI.

FBERROESF BREMIFOERICE DT, BRERSHBEE (1HE) N ORI 5308% 52 VIRROFEASEFBENEOLINH D5, 7
WEHBICRIRUCEIER (AR ORRBHRNSE CERVEEBR) 255t U,

FIREFHA
L LS
B EEEEHR U EN S IR (EMR]00070-001 5ER) TROS N 1 FIOFIESHAIE., IEHESH'S

58HETUI,
*ABIBII 5 90 B & TICHIRUIBIMERIC DL THEET 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 UIBRTREN (S M DBl E R ELEBI991003HEBE TO 7 FF Z T DR SHHEF. Grade 2~4DBIRDIERICH L TIFGrade 1LUFIC
OEI2FTHEL. Grade 2DMKRDIERICHUCIFE—AETRSZHRL. Grade 3XIF4DRKRDIERICHUTIF 1 LNIVEELTHRSZHBRLE

Ufce
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E
7K

F—ALR—bk X

MR ICHRSEINe. FRBIEDRREERENEE CERVRZFRIBUICESIDREZ CHENAUET . 8.

WHDELSERFERIC. AR EDRRBERNEE CERVEERRRDIEFIN 3FIFHRESNFE LI (2022648

2058%”\\)0 /\\
il

hY AU
60X B BEIRANX (Grade 3)
[FEE Bt
& - BE \RUFA® 10mg/kg 2:BERETIRS
SHE - U/ e, U7 F 28N
ABERE S LVIE VIR TSTF Y AT T)RE g
I
&
=
-10 1 10 20 30 40 50 60 70 80 90 100 110
Day =t ! ! ! ! ! ! ! ! ! ! q
NRYFF® t t t X RS0k (Day 36)
BE5RR Day 1 Day 15 Day 29
Eﬁi
k&
=
BEREAxX (Grade 3) (Day 36) @ o o =
BERPTRERIR (BIRER) =
g FRIER Day 48) o——e [ (Day 56) el
AEIR -8R LR 70442 /B4 (Day 49)
#5 (Day 54) @ gkﬁ
FF#8EREE (Day 69) ———e @i (Day 79) g
18
W
© fiiteRPAF15352 (Day 36) g?}
RE-HE o {EILIRE : 12t (Day 36) R
o BERIAE | BERFLEL. BEadenosine deaminase (ADA)#4) (Day 36) fiE
72270E)L500mg (Day 36.37) ee =
EIRUT VY FRUD L4g(Day 36.37) e 2g(Day 50~55) e—ee 1g(Day 56) g
. n
UT7 VY 450mg(Day 37~) @ #HinH o o
. A4V Z=7IR300mg(Day 37~) e ° h
S ESYFSR1.5g(Day 37~) @ . AE
EURFH—)L10mg(Day 37~) @ o
I927h—IL1000mg(Day 37~51) o——o
7VEYU8g(Day 37~41) e—e
LR70+Y > (Day 49~#%542 T HAEE) e—
B
=R ﬁ
= TURZVOVEO %
HILE/E M8 40mg 30mg 25mg 20mg 15mg
BRWR WHIES (Day 76~ 12 54T HE)
%
E
4
[m
)\
R
-
9\
fE

BAVENCIO
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(14) & M/IVRRIEME

o R HEMIMREAMEN HSHNBTENHUET,

o RE M M/)WRAMEN O NBECF, MBRRBEPIELSEREL. GradelCIUTNARY FF D
ARE, ZHSPIEZIRET T D EHIC BUIRUEZITOTLLEE V(N R=IE | Z2BR) 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<

EFLERER
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 (VY NEBREE2EACERIOIR. 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
DOFERFHE. ERSHS. ZNETN17, 83HETLI,

©

X%

MABRARFFIESEEL, PEEOEEZBLZELT. BUBRLBZ{T>TIEE L,
BFAY 7. BERUHEICEHET 338 7.3 BIfFARRIROAEREEE

Grade® ng

Grade 2X[F3DHES Grade 1L PICOHET 2FTHET D,

Grade 4XIFEFEMKED Grade 3DHES

BIfEFHDUNELLTORIBRERIVEVRZTVRZY
OVRET10mg/HBEHELTET12BREUAICH

AVAND ®
ETERVES NRYFACDRSZPIET D,

12BMZBA2AEE Grade 1LIFETOELE
W5

7) GradeldNCI-CTCAE(Common Terminology Criteria for Adverse Events) v4.0[C#U %,
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1. MedDRA PTH'EHIICHEULCEIrAENT IU—DIrAEDTEEMN D MedDRA PTE—HT 2FH
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 BTREM DB B RIEIC(E, AR SDRUBIKE 5% — TR (1278 1E, BYRETA
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,

BAVENCI
BAVENCIO orram



CE O SHE —

=N

NCEBFIdTRS
SEE A NP

BSOS
(v B 2 ok Lo

4.
Q
&
A

M o

Gt N

ERHREIE
ABE T, A5Rep3
NIZBEREEDRRERD

sI{ER

5% (EMR100070-00355%) "
BRSSP RHCE DX ES SN/, BRAESETEHER (EMR100070-0035:88) TRHS
BETEBRVNTNTOBEER EUER) IOV TRUET, FEDERSSN1176)

(EIZIKA31§|J7?EE $)p8541(72.6%) ICRITER* A'ERDSNE LTz, (BRIBYIBRAEER X)L )L HifaR D AGRES)
1 AREMEOERICEIE, ARIRSHLE (1 58) NSRS 30D% 53 VIBROTBASL

BER (B CORRBMOISECETRVNEEBR) EEST LI,

BlfERA—

&8
ZEMHFHEXTRBIEY
BIfFARIRMIER (RRR)

BRIBBERBOVITNADS S, FVEHRAICKRLE

11761

8561(72.64%)

MedDRA B ERIA DR U BAFERIEEAFIRIAN
EIR £ RIS 14855 (EMR100070-003 588)

JX—RA 88 JX—FB 296
Grade 3Lt Grade 3Lt
n(%) n(%) n(%) n(%)
BIERRIRERIE (70.5) 7 (8.0) (79.3) 5(17.2)
MRV INREE 2(2.3) 2(2.3) 2(6.9) 0
CoUvtEESE 203 | 203 | o | o
&1 1(1.1) 0 0 0
PRI 0 0 1(3.4) 0
MR 0 0 1(3.4) 0
DRSS 2(2.3) 0 0 0
s o203 o | o | o
R 5(5.7) 1(1.1) 0 0
| EPRIREEEETE 445 | 1.0 | o o
BRI AT 2(2.3) 0 0 0
IRREE 2(2.3) 0 1(3.4) 0
B 1y I o o
B A 1(1.1) 0 0 0
BT SR 1(1.1) 0 0 0
RIS 1(1.1) 0 0 0
i 0 0 1(3.4) 0
e 20 (22.7) 1(1.1) 5(17.2) 0
S - 9(102) | o | 269 o
=D 9(10.2) 0 1(3.4) 0
O 2(2.3) 0 1(3.4) 0
Bt 2(2.3) 0 1(3.4) 0
e 1(1.1) 0 1(3.4) 0
BRIk 1(1.1) 0 0 0
T 0 0 1(3.4) 0




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 _
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ERH£FESEIEHER (EMR100070-003558)

JX—RA 88 JX—FB 296
Grade 3Lt Grade 3Lt
n(%) n(%) n(%) n(%)
MmepaIL R O— LI 1) 1(1.1) 0
Mmep L7 F =480 1(1.1) 0 0 0
RS 1(1.1) 0 0 0
7- WIS YR TS — PR 1(1.1) 1(1.1) 0 0
M/VREGR 1(1.1) 0 0 0
NSYRFSF—P LR 1(1.1) 1(1.1) 0 0
RSRUREEE 10 (11.4) 0 4(13.8) 0
BMEE | 68 | o | o o
B RS A 0 0 2(6.9) 0
U B 1(1.1) 0 1(3.4) 0
BHUD AME 0 0 1(3.4) 0
(EHIL ™ M 0 0 1(3.4) 0
(EAU™ A 1(1.1) 0 0 0
e DN 1(1.1) 0 0 0
1 EUBRRAS 1(1.1) 0 0 0
HERRRUESHEES 8(9.1) 0 2 (6.9) 0
B A A T o | 13.4) o
AP 1(1.1) 0 1(3.4) 0
DR 1(1.1) 0 0 0
RBEWLE 1(1.1) 0 0 0
R ERSS 1(1.1) 0 0 0
HrEHE 1(1.1) 0 0 0
D 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)
RS 1(1.1) 0 0 0
WEREE 11(12.5) 0 2 (6.9) 0
CosEmmELN | 3364 | o | 13.4) | o
R R 2(2.3) 0 0 0
TR 2(2.3) 0 0 0
M EE A 1(1.1) 0 0 0
RREE TR 1(1.1) 0 0 0
A= 2 — 0/ S F — 1(1.1) 0 0 0




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

BAVENCIO

ave U m a b Injection
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EFHRESFIEEER (B9991003

R

AIEETIF, AGRHBEHFFHHERHCE DEEF S Nc. BRHBESEMEEER (899910035 5k) TRHS NI

YEARICDWVWTCRULETD,

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)
B . 235 (541) | 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

BAVENCIO

ave U m a b Injection



NRYFA+PFIFZIE

CE O SHE —

(N=434)
n (%) )
S HMTSER 10 (2.3) 0
- B 9 (2.1) 0
5R
o I 8 (1.8) 0
o it 7 (1.6) 1(0.2)
BEREZS 7 (1.6) 0
e 7 (1.6) 1(0.2)
£ BRI 6 (1.4) 0
;ﬁg BT 5 (1.2) 0
i STBEIERTS 5(1.2) 0
3 LERE 5(1.2) 2 (0.5)
e 4 (0.9) 0
IRPRIRE 205 (47.2) 74 (17.1)
, | PSTyPsNSVRIIS—eEM | 57131 | 21 (48)
o B 49 (11.3) 7 (1.6)
8 ;;%/\"5#7@’575/#571715—‘& 49 (11.3) 12 (2.8)
ERLHR A 26 (6.0) 5 (1.2)
M ePER R BT L E /0 25 (5.8) 0
U/S—EiEh 19 (4.4) 13 (3.0)
Y=7IWIZIVNT VAT —TEIEN 18 (4.1) 11 (2.5)
mepoU7F =180 16 (3.7) 1 (0.2)
F=T—TEM 15 (3.5) 4 (0.9)
e UL E A8 11 (2.5) 2 (0.5)
Mmepo L7 F ViR — MBI 11 (2.5) 0
I3 mE LR 10 (2.3) 7 (1.6)
= Mmeh 7 JLHURZ 75— B8 9 (2.1) 2 (0.5)
Mmeh IR 5 O— LIS 8 (1.8) 0
) R A 7 (1.6) 0
Mepo U7 F VR A — B0 7 (1.6) 1(0.2)
Z meRk U U U RIg 6 (1.4) 1(0.2)
g ML F RO 6 (1.4) 0
R 5 (1.2) 0
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NRYFA AT EIFZTE
(N=434)

£Grade Grade 31 E
n (%) n (%)

BitE T UD ARIRA T F KBTI N 5 (1.2) 0
EELESIN )
NSVRA7=F—ELER 5 (1.2) 2 (0.5)
mepU > g s 4 (0.9) 1 (0.2)
ELEH ORISR VBMER 4 (0.9) 1(0.2)
SFEPIRA N 4 (0.9) 0
e 217 (50.0) 110 (25.3)
CEmE | 208 47.9) | 106 244)
EmE 5(1.2) 0
WL 5 (1.2) 0
RiPTE 4 (0.9) 3 (0.7)
RERUREEE 138 (31.8) 34 (7.8)
CmmmE | g6 (198) | 7ae
EU M 16 (3.7) 5 (1.2)
R E SN s 14 (3.2) 0
BhUIUEURMAE 13 (3.0) 8 (1.8)
BiK 9 (2.1) 3 (0.7)
ENUD LME 8 (1.8) 3 (0.7)
£ U LM 7 (1.6) 3 (0.7)
Slut 7 (1.6) 3 (0.7)
= PRER A 5(1.2) 2 (0.5)
EE R 4(0.9) 0
BAUD LM 4(0.9) 0
WEREE 140 (32.3) 5 (1.2)
Commms | s6 (1299 | o
P 43 (9.9) 0
FEIEDHETEN 19 (4.4) 2 (0.5)
AR = 2 —0)CF— 10 (2.3) 0
R 8 (1.8) 1(0.2)
= 2—0)F— 8 (1.8) 0
R, 6 (1.4) 0
BAVENCIO
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NRYFA+PFIFZIE

CE O SHE —

(N=434)
n (%) n (%)
HIBREH 6 (1.4) 0
- s 5 (1.2) 0
ENR
o iEmEE 4 (0.9) 0
&% BRERRURSEEES 107 (24.7) 5 (1.2)
B 52 (1200 | 102
T 31 (7.1) 2 (0.5)
%i A 22 (5.1) 0
ﬁg g 7 19 (4.4) 0
i HEER 6 (1.4) 0
g KR 6 (1.4) 0
HAIET 5 (1.2) 0
AR 4(0.9) 0
. P iEE 127 (29.3) 8 (1.8)
0  ewmmsETE 00 | 105 (2420 | 102
g PRI RE T 23 (5.3) 3(07)
BB RS 9 (2.1) 4 (0.9)
FIRER 8 (1.8) 0
=, PERONESHE 60 (13.8) 7 (1.6)
CoEAcEsSRE | 52 (1200 | 708
BERURBES 34 (7.8) 11 (2.5)
BT S 24 (55 | 708
S 5 (1.2) 4 (0.9)
e 12 (2.8) 1(0.2)
; CoRERE | s 0
= DS 29 (6.7) 6 (1.4)
B ey | o
e 4(0.9) 0
MERVU Y RS 30 (6.9) 3(07)
. C mvwErE | 1208 | 102
z i 9 (2.1) 1(0.2)
& PRV 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
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EFHRESFIEEER(B9991001
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AIEET(F. ARPHEFFTMELRCEDTES SN, BREEZEIERER (B9991001:H ) TRHSNT

BERICDOVWCTRULE T,

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
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INRUFAC+BSCE (N=344)

£Grade Grade 3Bl E
n(%) n(%)
KERE 4 (1.2) 0
AEMUERE—1—0/NF— 4 (1.2) 0
SFEIMEDHTL 3 (0.9) 0
R 3 (0.9) 0
MAER UV INRES 22 (6.4) 6 (1.7)
&m0 MG 5018
/AR ANE 10 (2.9) 0
FFIRES. ME R U HithRrES 22 (6.4) 2 (0.6)
om0 906 | 103
HEES 4 (1.2) 0
B 3 (0.9) 0
- O B 8 3 (0.9) 0
& 14 A R 3 (0.9) 0
RPN OB RIE 19 (5.5) 4 (1.2)
L A B 4002 103
FIK 3 (0.9) 0
BRUREBES 13 (3.8) 0
s 309 0
MmERE 10 (2.9) 2 (0.6)
smE | s(1s | 206
REREE 3 (0.9) 0
B 309 0

MedDRA ver 22.1 BBERIADENRUEARER|
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(v B 2 ok Lo

CE O SHE —
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4.
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6.25

EFHFESE D1H5H5R (EMR100070-0035{5%) ' DGR EI=
RUBRKRRLE

R

FRRIREHE

FRRNEE

IN—hA LR FEREZET T 8BV T IUIBRERIESIS8 Al (S B BAR AR 34
(Stage NOEFBIEX LT )UABRBRICHUT 1 54 Y EDIEZEEDBEEN G N DBERD{LF 5
EDRIERITIRBETH RO SNIER)

IN—bB (E2EEEDRWVERR ML LR E 5 2961

MTDINTOEEZ T - I ESZERU.
1. fREFICE2ET SN XL T )UiE TH 5.
a. BEEBILFIRE (REEREEDOREE CEIE) CREBMIRT D CK20(XE/ ST~ 5F> AET/
AE3. Camb. 2R EMDBEYG T A M SF Y DRB)MEHINDCEICLDBEEZUTHNBETH D,
b. B METH DL XILTILHREN . BEMNIIUIRFETHDDH T, FGRBEDBEFNEEE
92, /V\—hBTIF, EREE(M1)NARDOSNBZIHESNEBBBANEICHERLUAZFNERSEO.

C. N—hADIEE [ #HEREF. BB IMEALT VHIZEDEZREL TR EDO— L 2R EDRITEZ (T TH,
FIEEEDEFEERISETLTVD T & SBMEXILT Ul OBERELT. LTFOL
PREEEDBLEBTUIAVR(FTVNDTE : YJORATFZR, topotecan. RE+V)LE
VU IBWEY Y EVIURF Y AIVIRTSSF U VAT SF U AR TSFURIEGEY
AT SFVETMRYROHEA,

d. V= BOBE  HEE. BBV IVBIREICH T DETEEELTOREBEEI TSN TLRVT &S,
I FEEEUCOBERE (BBARNICRHR R ER. IFRRIMERR) (&, 8RN ERH
BOOHARFETICETLTVSBEFHEET 5.

2. 3—hrADBE  ERAROINENDBETH B [ERDOEMN [FHRERMELCERFEANFI4BREUAD
BD). I BERBEN ERADOERTHELEBOFATEBRVREEICOVWTERT
BRAETHRWLI.

IN—NBODIBE 1) BB : &t (BEULIF6HALNIC) RES NBBE/RORILYUVEE/ NS T4
VA (FFPE) 70y 7, MATEREBEERDZVEE. FHIcBERE/RDNHNELR
éo

2)BEIEAL | FFPEDERMMZ T OvI ELUTCAFTERVIBEF. #ic (BRI ICIER
LIe7OvI DR EAFTHE R ATARE25RAFITBIENLEELLN, AT
DB EF. Medical Monitor &L ET1O8ILI EAF I IHEN B D,
3. BBRANEFDECOG PSH0~1TdH 2.
4. Reh' 1 2B EBR BEHTESND.
5. RECIST 11> T ALK EB 1 BB CRAIETRERE (KBREZS D) DERH5 N5,

BTFOWFNHOERECHKET DEGIEERH Ulc.

1. FIPD-1H1E, FPD-LT G ESHFMRESETU Y /NERFURATE (CTLA-4) R ED THIRRBIRSED (&
FIvIRA VN =T =T vhETDHE/ BRI ZRVISEBEREN DD, /V\—MB T3, SAEESERE Medical
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
Elo REMREICH T 2REHREUAF. BHRENRBREOEM M HEDIZNRE THDEHBRINDE
B XIFEMMEHEICREZ NIF T TN D DB EIFFROSNEL,.

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 BESFLUADBMERSE (LT URREZRRL). 122U, REOEKMiESAHmRE.
F=EE ERAREIFER<,
IN—bBDBE 1 BESFLUANDBMERE (XILT Uil ErR<). 122U, KEOREMizRCERBIaE. X
(& LR (&, BERt. F2Ia50. SRR, 3B, XIFMKGrade DRITIER FRRAFEMBL
<IFGrade 1 DHITIARER) IFBR<,

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).




B RREHEMR(BOR) ' [/S—NA  ZEFHHIER. /N—MB:
EZBEREDHHBmB X)L T IVl REZNREUE
[CBWVT. BERIBONBBROTEFHHIEE TH2ZENEK(EF31.8%(95.9%EMXH 1 21.9%, 43.1%) ZRU
fetle e AERBERE DR WVEB LT )L lilaE RS e N R E U BRI RS IER R (EMR100070-003
HER/V—PB) TlE BEMBRI3BEMU LEBHAEZZIFIC16BI TOENHE(F62.5%(95%E XA :

35.4%, 84.8%) &Lz,

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

N—bA{EEEEESY)

IN—hB{EREERE L)

BEHE6n AR
REBIER 8861

SBERIE 13 B 12
REGIEE 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 ]
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aEHAR (Day) @
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RiER UFHEIRS RSsagi | Day | Day | Day | Day | Day | Day | Day | Day | Day | Day
1 8 15122 |29 | 36 | 43 | 57 | 71 | 85
O O ol OO |0

ETET
(S havas

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) ROZOMOBRKIEEDFMIFER(116_—V) (LRI . ZHIDEHEE. ATU—ZT

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,

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

HBV. HCV R U'HIVIRE O
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ECGHRE X O
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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,
| TELRMARECAREDFBIFER(16—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, BEETHTCEWEFRAHMEL TV RREBRS VANV FFeD
RIERS®INBF TRUZNLEICEEEDEENRONZEMERDFRIREURRE IS ISR BIABET o/ BB THTETNRDS
NIRVEEREF, PDE CTREETOEREZEBIFEEL (CT/MRICKIBERIBEDS 1 F#F TIROBIE, LIEE1 2B ECRBUR), BE
BTHZEF. mREOEFERRZINATEICEIHEE UL (BBEIC DOV TOFHEDZ D). EFIRDBHIFE., REDERED/ NNV FFeDR
RIBESHS5FE., NIFREDEBREDETCDOVINHRVNFETHTLIZ.
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i OV B EE3NBDEENEIEENS
@ECOG PSHOXIE 1
@1 VhO— U REERBIMENTRHSN T IHERAILE 140mmHg LA DIRREAIMAE 9OmMmHg LT
OB S BERLEE. ETEEE. ATHEE. LEZERBXRZEITD
4 T EIHEES OPD-L1 BIHEEERICHIBPFSRUOS
g SEREIREFH OPD-L1 HIBEMOBZVEBEEMICHFBPFSRUOS
A 158
OEBELAFHRNULEFRRDER
ERICSHEIL - DRRAT (2018682087 —9 VL D) ICHBN T, NRYF A+ 7 FUF = TBIFPD-L1
it B EMICHS T BPFSRUPD-L1 OREEEHBENLBEERICHFBPFSOVTNICOVTHRAZF
— B CHE RN CABRERERUE L.
% BRI BT BRB@AMPD-L1 R %L E
5. B EEELFHRNOLEFHBOBER
=l
B PD-L1 B EEEM SEHER
7

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
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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
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a NAINHA>  MEERBESO/NA I LY A 2%, SDBE>TRECUICE., BAICTAELZ, Aosb I REERZEV C200ME
AEZREL.
b BECOMEATE : BERFABRLEHTBIQFRIO7FF ZIRARMICAELL)BEICT,. MEZAEL. AELBZEEHICERU.
INfEHAME A1 50mmHg X IFIERHIMEA 100mmHg ZB R T LR UIBE. XEMED ERICKDEEZISNDER
(BB REFESE)DNRBELBEE BESICIBIEMIGERLUCIEREMSKLS, BEZEEL.

¢ MAEFRE. TNTOMBECFRENOMBRERRE : AIU—ZVITHRUETA(T)LDDay 1 TOMAREILZIRECTlE. TXTOREIEE
(MexR—vzR)ZERMBLI,

d FEQMREFIRE ST 2)LDDay 15K UDay 29 COMRELFIRE TIF. FEIEBDH (116 R—IBR)ZEfELI.

e WIRIRE (IUVE/IR)  HIRDAER LM BE DB G, A<D 25mIU/MLOREZR I 2 MEHIRIRE Z8RER SHBRIC20(RIV—ZY
TREROR=2SA VREFDBRERSER) LU, BRERSHEDEERS5 Y/ T)LDDay 1. Day 15K&0
Day 29ICHIRRE (MENIFR) ZRIEUIC. TSIC. 1ETEORARD BN o/cBENIFIFIRO I M N ON BB G,
ENTHRGEZEREUC,

f RIFE(16R—ISR)  FESERABRIRS) (CKVRI VNNTH 2L EDBE. 24BBBRICIDESERMBUI.

g ECGRE  INTORBICHULTRAIU—ZV T HICOBRZ3EERL AT UL, BBRERSHREDE. 85151 7)UDay 1. Day 15K
Day 29D/ \RYF A+ ai N U TR T IICATEUZ SAERSRT. DEBERNEN 29 BB C3EERIEL. 3BMDQTCERBDFE
ek, BEICDMEBRNSHBEROBEBR (5@, FEHEDF L) KEFRENEIWEZEDE) IROSNIBEICF, ZOBR
HWRFUCER T3OER COBRZAEUC. BRNICHESHIMINDSE. 30EHLBERZENTAEL. BIDDER DT
ficEBICIVT7FUFF—ERONORZVZAE U,

h MUGARF v X(FDI O~ RIU—ZV T EOEEBRHEOTEICE. HBHARZEC TAIU— VI BICAVWFRZRWL,

i DEEER BRI NUDLFIRRTFR(BNP), hORZV JUFFUFF—BMB(CK-MB) ZRTU—ZV 78 1. B2RUEITAT)LD
Day 1.Day 1585U(CDay 29(CRAIELIC, BARMICAERSE(CH. DAEROATEZERLUIC, NORZVBEDOBRBMHDOERICE
QIN—EVIAIEZRAV. REBRIGHOBGIBEREZERRUC, EHE. SN\ FARSHIICHITNORZEDHA
ERBRICOVTHRLR,

j BB : I N TOFHERERICE WV THIEL. BB UBEDCTXIFMRIZEHEUI. EZNICERESNBVES. CTRUMRIDOERFIFEFE
ZAWVWTIToIc, BEAIRSHORRSVIXVICEUTIEFEEDA A RS A VIR ->TEELI, SEDBREFHTEYYFI ST«
—/BRFPVDHESNZBEE. BIERSIUMITLE1 28T EICHFHBU. BRNICHERSS (BEDHCZBBNIEBRED
BILERACIBE. PIVAURRAT7I — LB LR UIIBE . NEHROBRE NI BREDETICHS T OMDEIRR UTERDER
HONIBE). XIFCRZEET DRICHBAF vV ERMUIC, RTU—ZV T HICKERNROONBEE. T DRDESSHET
WOFHIZRET 2D T NUANDBEIFHRRNICHBRIGEICRBLIC, BEREGTHHICKBNBEIROFT Mz IU—=207
B, BIERIIVNITNS181AF TIFOBI L, ZDRIFER T COMIIPRHEICLBIERDETHETE T DF CHIICBTEALSE
DFBOBERECHNMDOE T 1 2B EICERUIC, CREUPRICDWVTIF, RICENZERDH THOABRLED4BERICEE. BigsHiz
HHEL. BEZITolc. REHRBEKRD SEBDETHRDOSNICEE. A R<EDIBRICHBE. BEMbZREL. BEDETOEE
E(T21z. BMDFHMIERECIST 1.1 RUREBBEDRECISTIIRRECIST(Nishino 2014)JICEDEEHLIZ,

BAVENCIO

avelumab inecton



MAELFRENU Z DDRKIRE

MBEEERRE

CE O SHE —

MEFRE MEEREERE

(*EELREIRR)
ANEZOEY ALT* FREB. FRAE. FREPII PT. INR FIRTBE R L 4R

pebiinica AST? RARERIEZOMD | prrygaptT E;?;bggé
BImikEs PIVAURZ T 79 —E* FESE I RIVINTN EED

2+D DG E 240
¥ hERIEITER FhUDLA(Na)* RS RESEN

U I NERAERTER AUDLK)*

BARRAEXTEL RE SNk

YFERTRAERIER cES(Gh

IFIEEIRIE Y #hILTI L (Ca)*
WEAILYIL(RII—ZVTEDH)S
meu)LE

BUNNI(FPRER*

IUPFZH

7 )LD —X (BEbF)*

DR

=N

NCEBFIdTRS
SEE A NP
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(v B 2 ok Lo

RO &

GGT

JUAFO0-)b

5. IUPFUFF—F

=l

i3
H CRP

LDH

UN—t

rTUEUR

HBV. HCViR&
ERIRBRBEEEARES : TSH. free T4
ZDHDRE : ACTH

IDERBERR
BNP. hOMR = CK-MBUEBREER YT
Va—)UICRED)

HEIFHAMFESOTREMND 52 (Hy's LawDBEALERB)BE. ASTRUALTOBREICNA. ZIVTZV JUFFUFF—E HBEUILE Y,
BENUOBBEEVILEY r-FIVIZIVNS VR TS (GGT). PTXI(FaPT/INR, ZIVAURR T 79 —EZRET B,

SFEIEAILY D A(mg/dL) =1L D (mg/dL)-0.8 [FILT=>/(g/dL)-4]

ACTH: BIBREFIBNILVEY. ALT: 7SV P /MSYRTTS—T, aPTHSEH OOV E VISR, aPTT SEMHEEBD SOV RS X F 2V BF/E.
AST ! PRANSFVB 7=/ bSVRTI5—E, BNP ! BRIF MDD AFIRRTFR, BUN : MFRERER. CK-MB: JUFFVFF—EMB. CRP: C
RIEIVINTE, GGT : r-TILIZIVNS VR TS5 —E HBV | BRUFFR DA )L R, HCV | CEUFFR DA LA, INR : EBAR%ELE, LDH : FLERRRKER
B#5R. TSH : (RRERRIBRILEY
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1. = £ = 5 £
L EERHESEIEER(B9991001 55%)5 D ERIE
1E W
¢ RUBRRE
D
a—)\ -
h SEREE
HERFT1> O SFFHEIZSO—RIEZEET T RIEBETNHRDOSNTULRL, YIBRTRERBATET X FEB D
MARE FRBEEICNT 52— XEZEERDOHREEEL T, NNYFFOERIN R—T T4 7 (BSC)
DOHABEELBSCEMBEDENUENR UM ZHER U, B|IEAL. IFE®R. MITEBLR, Lk, EE
2. HEZEMAEH R
lc 2 DI RERS AMEST INRYF A+BSCEE
B R ST D 10mg/kg BIRMIES 28M(C1E
i FRE&_ERZERERE 70065 ERIET R
ERHEHANELE CRPRSD . _fbpmesso
 —RCEFEEBIESICStage IV U10BM)  smmans N=700 miEH(
THRIDAIE T RERZEZ1 (CR/PR vs SD) 1:1
- PSFFEREST—RILEE - ERS BRI
3. BEA~6Y A JLENEL. ST T (POl vs FEPIRE)
7% ICHEAT (PD) DERHSNT UL BSCEyhaf
DE - 18/ L (HAAIF 205U L) NZRYIR—F 1T 785
o ,E -ECOG PS ORI 1
El
?3EJ O/ SF FHAZESO—RILFEAZERMPNIIT & ISETHRHSNTVIRL. UIBRTEER BFTEIT X E
f B DRE FREEER (2EEEARUPD-L1 BHEESEER) ZNRE U ASL T, BSCBIREL
([T BDNRNYFAOERZNS R—F 4 T 7 (BSC) DHABED OSIERIIRD N T 4w NEARFE T BT &
FIRERIREE OHEFICHRS NI, UBRAEERBFTEIT X ST 14 D RS L7 (17 L)
@ — LB AR CStage IV (American Joint Committee on Cancer/International Union for Cancer
ControldTNMAFEDE 7 KRICE D<) T BB DBIETTAERE 1
4 O EEBEEAEUT. S LYIE VAV R SF NGB LY IEVAAIR T SF mA~6H A T)UEREL.
Q' SET#IT, RECIST v1.1(CETLPDARHSNTLRW(CR. PRYIFSDZERHEL T WD)
& @ 18 E(HEATIF20m L)
A OV EBINBDEFRNBEFEND
@ECOG PSHOX (1
OB U)/F B RERE. Bikee. FFREZHETD
FEFHHIRE 02 BEEM(ITTER) RUPD-L1 BHERICHIFH0S
Bl REHIRE @PFS, £3)(OR), =xhF TOHIR (TTR). Z=3pHEIR (DR) R UYRE I>hO—)L(DC) BE
5. O EFHENURIEBEFHE DGR
%g HRICETBILIEDPEFEN (2019F 1082187 —9AvhA D) LBV T, 2B EEMH. PD-L1FH* BEERD
= WFNIZBVTH., NRYFFO+BSCE TlE. BSCEELNTHRIBGOSDIEEHFRHS5NF U,
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X1 ROVINNEBICTHBEZEPD-L1BHEEHELR.

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




2EREEHICBIFBOSDKaplan-Meier Hi#R

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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co DEENEESS)? © © ©
ECOG PS o o o
. A9 A > ROE e O O e
Y MEFHRE - MEEERES O O O o
O
B ML REe O Ocd Ocd Ocd
2 BRIFARER O 5 e ®
I ACTH#gE® (3. 5. 794 7IL%) (3. 5. 79 71L%)
TEARIRES (17 / FR)' O O O
0 o o
hOAK= e o (E1~4HATVRY | (BI~35ATLRY | (B1~49ATURY
BENCLERES) | MENCABERES) | BENCAERES)
4.
9 HBVARZE - HCVRES o ERNICAER S ERNICAER S
A HIV#gEh ®
RIGE e EBRNICUERSE BRNICUERSE
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O O
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BHR  FERBORE(BRIEIRIU—ZVIBICOHAE) ZS0.

NAGIWTAVROEE  NA I T A VI MEROFIBEZE ST BEFMOFIEG : PKODIcH DRI, B EDRS)DHIC. 57— E
FESTZRERCUIC# . B CIIER OIBBEAITE S . AEIFRES NSRBI CAE T 2. NNV FFo+BSCEDEEE NRYFHeDRSE
(Mg)eBE T Bfcth. N\RYFF 1 SRIBHLURICHEZRIE Y 3.

MRZHARE . ARRERE MO MRECZRE (LEB) : NERGREZ 122 R—IJITRY, MFE(EZERE (RIER) . AO9U—ZVF | §1
HA2)LDay 1. Day 15(\NVFA+BSCEDEEDH). 5520 17)UDay 1,53 YA J)LDay 1 RUZDH 217U (8:8/)TEDay 11
Eii T 5. CNSORERIBRNICHERIBSICOERT 2. 1 DORFECMFECFZREDLEENCEFERBEENAARESNTLZEEG,
2IEEZATET %,

MABECFRE (FERER)  MRECFREDOFEQRIEE MBLGREZ 122—VIIRT) F. 2IEEORENMRESNTLBNIRTD
FRERIFCEET Do

ERIRBRIEAERE N O ACTHARE < R T4, TSHRUACTHIRE(F. RIU—Z2V T8 301 T)UDay 1 RUZD% 2 A J)L(8BR) Z&D
Day 1(CEEd %, BARNICHERSE. BIDREZRET S (122R—ISHR),

FIRARE (VA / fR)  JEIRD O RE R T RE DB G, 2a<EH25mIU/mLOREDMRIES NI B RIRIRE 268 SRIsH1C 20 (RY
U—Z V7 BAEEEIC 1 @R ONRYFAe+BSCEDEE(S. 19 7)UDay 1 DEHERSEHICT@)EET D, /\\UFAFe+BSCHDEES.
BIIDIIRRE (BN FR) Z/E8RER SHB TR ORGSR T /P LEBONNY F R SFIICEREL. 1ETORRDRHOSNBN, 2/
BXIFIFROABEEDFEDNDIBBICOERT D, BREAZER (IRB)/HEEER (EC) DEFNIFEEDRHICHE> TEMNDIHIRIRE
EEETDTIEN DD, SERSHNCHRREDERZSHET 2. NXUFA+BSCEDEEDH. BIER(LR DTGB ZEIET 5,

RORZ=(cTn) 1 cTNTDRIEDHEESINDD SBREBEBEHEDREE CCINTORAENTERVIZE. cCTnIDRETHRATED, TNTN
DEEICBV T BBBEBECTAIU—ZVIBICAELEY T 12y cTnTXRIECTn) EA—DY T 1V RIET %, RIU—Z2T
E%(C ERNICERDHDBIEDBRNMEBSNIIBEE. FRABEICRVBE DN ANERICTEB LD L IPDEBEDGHEZRN T 12D

BRI CRET NN SENDFHEZIT 3. /n%ﬁHHFﬁEF'(CIE\%AD‘;%DTL%AQDBE ARNICEER DS DIREEOH IR LR D ERHSN
%A(EK\ 64— DIVEICHE > TEHIZIT Do BEARNICHERBEIFEIMREZRET 2 (122X—),

HIVIZE : SEOERNIEFEHICKIROSNEVWEEZERRE. RTU—ZVTICHIVRBEZRET %, HIVERLZEER T 2/ DIZENFIEE
TEELT, BIRENUERSEE. BIIREDERT D,

i RRE RIU—ZVIRROKRSHEETRICOHFERT D, BRNICHERGE. fORR THORET D (WMBRIREZ122R—J(TRT ).

12F BB INTDREF RIU—ZVIRKIOLERZ1DRAE T 2. BRNICHBERES, BIDOLERNREZERET 2. BINDOLER
RECRRNICREDHDMENTICICROSNIEEF. BEBRELTEIRT D,

PSS ST - EMRE2IAIC (3. BOBE. REEB R OB D CTNIFMRIZF v EEND, N—RX 54 VEICRBLICBRAF Y TBERENIROOSNIBE.
:]/u%ﬁ%ﬁEF&EFﬁ’CE%%EFL}’Cb\%?ﬁﬁ[:ﬂfb\ CTXIEMRICKZDEBIIDFHEZITS. 2T U— 2T BSCRERB DEEFE D352 B E ISR
BEPEONBSBE(COVNTIF X=X 51 VEOBEEBDES I ZERET 2NEN DD, N—A 51 VEFICHITB L ROHOSNIBE. TDERD
FEBEHIIC BV CORERB DI ZET S, — L F R AR OB DIEEHliN 5E T (PD)D'BHESNBDE TOINTDERT —IZER T T
DIRITHPRATE (BICR) (CIRE T Do INTDEEICDWVT, EHREHE (B8, IBE8. RUBEDCTIEIMRIZRFvHEEND) [CRBDTIEGMR

DFHIERDIEEERBOERICH NS Y BICRFHIIC K DETHERSNDE TEET B, PDOFEONHE (B EERDBIEHERDHS NI
58) 1 BINOBEGFHIZTS. DROHERS. BREOBENRAERE (RECIST 1.1)ICEIEITI, 7T2FM (CR) RUBBHZR (PR) H'5R8
SNIZHEF. BHNDOEEDICHRACENHERSINTH S 4BEEL B ZZE (I TEEEGZRZEEURINEZRSE0,

X*D‘/fﬂ)bDay 15DFHE (BSCE# D) : BEEEBEN I RRICKVBEERNOHAZRE/ HRAEEDEEN HNITHERT B, BARNICHER
BGld RRZRET Do

HRE/MREE  INTOEREEICOVNT, BRERSHIIBD 28BN SERERKIESDI0BHRET (NN FAe+BSCE) XIFRSHE
T /PSRBT D90 B% E T (BSCE) HAENROHABRAZIRT D, MM BRZRIET 2150, HAEDRSHBIEHIIBELERED
IR RETET D,

SREE (B SIDEENO T BEBRNFIEMREDBECERUCERNRUIEEDHIN A (B @) 22T I NCOHAS/ AR EE
AEGIFRESICECIRT 2. SRR ICHARZESIL. HRARIEENUHARIERACOVWTHEREICHAD L. BYICEET 5,
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MR e PTTX(FaPTT gﬁ%mﬁggﬁllg
BmEREL FIVAURR I 79 —1*
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Drug Information

EEAEINE o M % | /\NUFASE#E200mg
- - - o ¥ % | BAVENCIO® intravenous infusion
MBMESS ENRMERPD-L1 E/70-FIVE |-, 8 & rovotEEres
¥ % | Avelumab (Genetical Recombination)
UL il am ® 5=EEE$=$ EAmERREES | 874291
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MR, BISE, MRS ﬁ’ BAVENCIO GRATIRTA AL VBB 10% (2027%9F)
AE-EMSOLAZCEOERTHE avelumab ieston BEENE | (RAYRTEXEGBEOEMIE 5% 10,8 (2025%108)
BEEREEH 1 RS UHRRAR ARRYIRRERRIE LRI BT B PR AR DR BAME (2025% 10F)
1. ma ] B2EY nE
o , . Grade 2X/3DBE Grade 1 FKEETZET
1.1 KB, BEFICHIRBTEZERBRICEVWT, KALLE KB - TR RET B,
BRICHABHH - BREF OEMOHLET, FADEANE Grade 4 X (&BAHED Grade 3054 | AAOREEFILT 5.
PEHAMSNIERICONWTDHRS TSI L, Ffe, BRFR FRRIRIEEE(E | Grade 3XF40BE Grade 1 U T EIET 5% T
ICHFIL, BEXRBZORKICENERVERIEZ+2EAEL. T B R RET 3,
FRBRZETHISK’RETEIE, ﬁg;ﬁg
1.2 MEMHEESABSbh. REICE>ERAGEEINTVS g
DT, MR (REDN. WIREEE, BZRE) DR RU KX S F LR U D-IE, BREEREEX | KRB EE5HIET B,
BRREOREE., BIRETHCITITE, el BEENRDHSN LEbX FDBEIC kB DA DFE
EBeIEAFOREEZFILEL, BIBRERILEVAOERSSE Grade 2 X3 0BA Grade 1 U FIcEET 2% T
DOBEYIRUBZITS2E,[8.2, 9.1.2, 11.1.1 B8] BRE KET 2,
Grade 4 DIB& FHDRSERIET B,
2. B2 (RODBEICIFBELEWVWT &) Grade 1 DA BEREEFDITHET Do
ARDORSICH UBBEOREEDH 2 BE - Grade 2 DI5& 5 RT3, BEDRE
infusion NEELEHE (Grade T
. reaction ) ICiE REREOFEDORS
ifﬁ;“* BETRSEERT 3.
== — _ Grade 3X 40158 AHIOBS5ERIET D,
_ o _ 184 7)1 (10 mb)shai & Grade 2 X (3058 Grade 1 U FICEET 3% T
B S FARIVY T (EEFERZ) 200 mg K& 2,
b—x¥=h—lb 510 mg - Grade 4 XI3EHED Grade 30IHE | AFIDBR 52T 2,
. U YILR—h 20 5 mg Spsog | EFRAOLEE LTORISRENIL
ANOA KR 6 mg ﬁg*ﬁ‘aj EVAETLR=YOVIRET 10mg/
KT UL 3mg EgifggiT1bEﬁMWkﬁ§
FEIEF v Z—XN\LRY—IRMREZ AW TEES 5, L 123BREE B BHREE%E Grade 150
3.2 WHIDMR TFETEELRWES
ET2 SESTFEIUNA L) ) Gzagﬁti%CéI—CTCAE(Common Terminology Criteria for Adverse Events)
R BE~HEEEROR MR
o f0-56 8. EELEANER
o e . 8.1 AHO THBSEMEAERICELD. BEDRERGICRET 2L %X SN3HAREERY
RBEW | 81 EERIERICT 5H) RN BSONBTEN BB, BEETHICTL, BE

4. MEER ST
OMRBTIBRAEER X LT LR
ORETIRARER IF GBI O B ilfaE
ORBYIFRTRES RIS L RAEIC & 17 3 (LRBER DHETRE

5. MEERIMRICEHET 2R

(IRAYIFRTRER ISERT5 1 0 B s

5.1 REOMERMBIEE(CH T 2BEMERVCREMIFHEILL TV,

(RIATIBRFRER BRER L RIBIC BT B L F AR DIERRE)

5.2 (LPRETRBETHROSNTVWRVWEEZNRET S &,

5.3 REOFMOMBIREICH T 2BWERVRLMEIFHEILL TLRL,

5.4 lRARSHBRICEA AN SN BEDRDRBRESICOWT, 1 7. BRREHE DIEORAZ M U,
FEIDEER L2 Z+MTIBE U T BISEEDRIRETSIE.[17.1.3 28]

6. BERUVAE

CHRIBEIRRAAE X L7 )RS, IREVIBRTRER BREE L RIRICH 1T B2 RER DHERRNE)
BEBRARBTNILY T BEFHEKEZ) & LT 16 10mg/kg (K E) = 2:B8EERT
1R LD T TRIEFET B0

(R TIRRTRRER (3 IR O Bl faE)

FHXRIFLTEDOHBICBWT, BE. BAIIEZNILY T BEFRABDELT 1E
10mg/kg (R E) = 2:BREER T 1 BN LA TRBRET 5.

7. BERUVBEICEET 3FE

CRIATIBRTEER X LT LA, AR IR EE R RIS L RIBIC B T L PR DMEIFRE)

7.1 fhOMBUREZH & OHBICDWT, BMEROCREMEIFHEL L TULVRL,

(FhEESEE)

7.2 ARDOHEERICHKIRT 5 Z & Hd B infusion reaction Z B S & 5 1. AHIZRS
AIICHE 24 S VAl BBERAIZOREZ1T5 2 E.[8.9. 11.1.1358]

7.3 AHBSIC L DEWERNERLLIBEICIE. UTOEEZBRIC, FBEIOKRESEE

BIdT &,
BERRRE O R BRI
BI1EFR 2ED WE
Grade 2 D5& Grade 1 TFICEETZET
HREI 3,
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BRERAR | Grade 3. 4X R B % £ 0 Grade 20 | AFIOREEFIET 3,
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ASTELULZALT AEE(B FBED 3~ | Grade 1 U TICE@T 5T
5%, NIEHALUILE VD EEE LR | (hES 3,
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ST [ASTEUCKRALTAREB ERO5 1 | AROREEHIET 5,
1B, XUSREUILE A EREE LD 3
ERIcEmUga

MROSNIBEICE, BEDRE
RIGICLZEMEROREREEZERL. BYIAENZHZToC L, BEORERIGICLD
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SRTHICEERAEANGESDNZIENHZDT, FEIRERTRLBERETHIC
I5T&,

8.2 MEMMEENGESONZIENHDDT, ARIDERSICHT-> Tld. MEER (B8N,
MRS, ZHE) OB RV X REEOERE, BREZ+MNTOIIE, oo BE
IKIGCTHIERCT, BV —H—F0OREEERMTDIE[1.2, 9.1.2, 11.1.1 58]

*8.3 FfARL. FHEREREE. AF2¢. TE(LIEBBRDHSDONDIENH 2D T, EHRICHFEEE
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8.4 FRIEEIEE. BIBHREEERVO TEAREREENHSDNEIENHZDT. E
HAR I N BEAR EE (TSH. BEBE T3, 8 T4, ACTH. AL F YV —ILZEDHIE)
TS T &, e BBICG U CHBRRESOEBLERT S &.[11.1.5. 11.1.6.
11.1.7 88]]

85 1BERFENHSONZIENBHZDT, 0B, Bl BHZEDERDEBELMAEED
FRIETMERTEZE[11.1.888]

8.6 DEIXRNHSDONDIENHZDT, . CK LR DEREBZOHEREZ+HICTS
TEL[11.1.988]

8.7 Brsk. BMEHBBENHSONZIENHZDT, HAET. HARKE. CK LR, mH
RURBAIATOEY ERZEOHERETHICTSTE[11.1.128 8]

8.8 BEENHSDONDIENHZDT, EHRMICEREREZITV. BEOREZT2IC
HRIZIE[11.1.1188]

8.9 infusion reactionh % 5t 22 &N H 2D T A DX 5 (F EE Dinfusion
reaction I CRERBICTARHEOTE 2 EHETo e ETRABT I L, o,
2@ B U BEDOARAZ SR ICinfusion reactionh$H5bn3ZE&HH2D T, BED
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FEXISERL TWS AR DH ZLZIMEICE, AR OB RN ERIEZ EE12 oYl
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IgG IFRa B Z BT 2 ENMENTH D KFSRHEN SHIEABITT 2 AN $ S,
KAZKRESTHE, RBICHTIRERERNPESN. MERIISFEERNMEMT 26%
nh'$%2.[9.428]
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19. BMRSICETHEEEHARE

—fg& . TRV T GEZFHEHLZ) Avelumab (Genetical Recombination)

SFE#147,000

D F : Cos74Hos98N 169402010544
B C2194H3410N5780670S16
B4 CoosH1543N2690335S6

A HE:ERPDL] ICHT HBEEFHEREZENQG B/ 7O0—FILRETHD, Fra1=—X
INLRY —INEMRICEDEESND450BDOT7 I/ BEENSKRDIEH2K
RO216EO7 I/ BEENSKRIBHE2 A TRBSNIIEYVINVETHS,

21. ABEMH
21.1 EERVAVERHBEZRED L EYICKET 5L,

(RIAYIRRTRER RIS L RIGICH 1T DI FRHR DHEIFERE)
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AREOERBREZBET 2Bl FEIOLRLUEROBWECETZT—5 =R R
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22. 9%
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	0820_BVC_適正使用ガイド_後半_Web.pdf

