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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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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 EfE B g
EFFHEISE IR R SBY1 B4R BR BRI ER o
(EMR100070-003558) (EMR100070-001588) *' (EMR100070-002558) Fib
JS—RA(n=88)./S—FB(n=29) n=1,650 n=40 j
(1) (1) (1) =
20 400 20 ~
0
15 300 15
i3
10 200 10
5 100 5
AT BT
N
00 00 00O 0 0 0 0 BE £
00 00O 0 0 0 0 % *
B5 B5 B5 B5 B85 B5 B5 B5 B5 85 5 BW5 B5 B5 B#B5 =
188 288 388 488 SEELE B8 288 3E8 488 SEENE B8 288 3E8 488 SE8iE B
—hA(N=88)  /S—FB(n=29) K
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: @A EBIHERER(EMR100070-001 5ER) Tl SAEAD & RIHEEN RS NIz, E
B
FECEREREER (CH LY Tinfusion reactionE#2E U —EBDERITIE, AFIRSDO—FHMY (FEE5 %3:
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 =
infusion reactionZEHERRLIEFNRHSI. 2EFIRLIEHIE2.5% SERBLEE 2
0.6% TLIz. v
B
=
gl
=]
s
Be
=
—F
£z
&
7
BE
=

BAVENCI
BAVENCIO o



infusion reaction DYIEIFEIRFIZ (&S DEEI)

FRE8 LR
EFFHRESEIEEER (B9991001588) n=344

CEOSHE —

@)
60
2. 10
~N
c Z 40
S A
L
<o
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
%
e V0 NNYF A DR ST HESNBHE v
Grade &
=
AR F A DR SEEES0%IC CERDEET BETRYRDZ L CREERET 3,
EEL, BEHROSNBVNVES
BEC—BMEORM: R (CHERT B,
BMOPRZESRZL ;8
BEESH,
SIRUTAERH TS, RN | ERCBUTBRER. s
- - — HSRINNE R EDHR<ED SBEEDG)
e SUEI L Grade 11CEEUICERT. 50% - EBEIE KD
ERAC IS DR SEETIRS EERL. Bk HIBSHENE VT VERS S VIEBIE25~
ARG MEATS /A R ENY VAN T Lt R 50mgEsiE (X IEZNEFZEDED)
NSAIDs. FREMEZEFI, 58 HEBHERR STFYVIEBIES0mMgETE
IRAESR) [CIEEPHICKR (XFZNEFEDDHD) % %ﬁ
93 248 HUNDF ‘NSAID. 4 7 F071v600mg(XFZNEE% N
BHEEEET B, DED) Ex
-Meperidine12.5~50mg&sE* =
- DJVFIRTOAR, ERODLFYVVINTBET R }#
FILFRUDA100~500mgassE (L EZNe M
BZDHD) -
BXHNRE
SERDEE S B2F TRYRDZ(F TEEEHRT 3, 4
7
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, CSETER B
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:£@mZ&NT; HIRERBNE, YT VERS S U IERMIE25~ ==
RRUEEZET D, 50mgasE (a2 NEFZEDHD) K
BEERBIAE S5=F U IERIE50mgiE §§
(FZNEFZEDHD) &
CJVFIRFOAR, ERODLFVYINTBEIR i
FILFRFUDLA100~500mgassE (XIFZNE =
BZDHD)
SERDEET 2FETRYRDZF TEEREHRT B,
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 i
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 g
O+ RICEBBBEEEZRL. DRI ARV F FoDER52BRULRL TS, ROBSH (28#%) Tl ﬁuiﬁﬁlcHz&%‘%%#ﬁﬁ’iﬂﬂié\ BBV o
HEREEEA T FOTIVICEET BT EAERUET. BIBRETLEVAEFHNICER LB T RS i
Grade 3¥X(&Grade 4Minfusion reaction(ZX g 2:BH1E : s
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
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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).
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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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.
TR - BHARRE
1% (F5C81), BT -
IPIREREE - 7 - SPO2DIET -
RIS DR
p
- TR - BHATRR M X S P | FREEAE
SHAPRR (5 =B, BIEBCT (HRCT)
S(Eu?é'ﬂ@gﬁ’ﬁégf BTN - PR -
B S DR s & =
Fe8 SPODET - ERPRAREL | DR R
i apeat M, M4, CRP, FFEE, BAL
WEX RS KL-6, SP-A, SP-D, DLST
BIEBCT (HRCT) BEX RS R | | SRS
BIEBCT (HRCT) &R Wgﬂ(ﬂ’:‘*’@]rﬂt) HEmE
/B
64 D) | | KL6(SP-A, SPD) | BD Thv | BEEOD
9 YA XAODAVAFUR FRZ DRI
[55]
@Rk - 15% - DNARE
BB - 152 - DNARE
Za1—EVRAFADNARE
)
EARES RRAMPEEORE SEROTI SHURENERS §- 5  FAMMEEOLE SSHOTIIEH2R AT DLLEI—1 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.

FOVBSHICRBUR

FEIRBSHA
L Lt

FilER

X)) UibRasE
EREESEIER

(EMR100070-0035%)

BER(FBICORRBRNSE CERVESER) ZEE Ui,

FEIRBIER/ BIER RIS AR B IR, chR{E (EEE)

/l\" £Grade(1/88) 1§4
'A\ Grade 311 1£(0/88)

/|\° £Grade(0/29)

E Grade 321 k£(0/29)

iz
B EEIAEE AR

(EMR100070-0015%)

%Grade(30/1.650) 8%.5 (1-470)

Grade 3L1E(10/1.650) 29.5(1-183)

FRES £ E75E
EEHEESEIEH R
(B99910015%)

£Grade(12/344) 140.7 (46.2-567.7)

Grade 31 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

FOOR—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,
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. (Day 4~7) f%
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BHROSNIIZEICIE. GradelTIUTNRY F A DARE, 155D L ZRET D EHIC HE
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(N=36) (N=37)
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T i\j?.ﬂ(- leigm AR SR .(ﬁz_sa;)_?aae
(N=434) (N=33)
A2, FHgsEeE. 885 4361 84| 1761 136 1161 106 361
% 24 (203%) | (9.9%) | (19.1%) | (3.9%) | (39.4%) & (33.3%) | (29.4%) & (8.8%)
AT 576 215 4361 9] 4% 261 3] 11
. (13.1%) | (48%) | (9.8%) | (2.1%) | (12.1%) | (6.1%) | (8.8%) | (2.9%)
ASTHID 4961 126 4851 651 541 41 51 261
8 (11.3%) | (2.8%) | (109%) = (1.4%) | (15.2%) @ (12.1%) | (14.7%) | (5.9%)
P=TWIZIWRS YR 186 116 145 761 341 3] 261 161
S15— 41%) | (5% | (32%) | (1.6%) | (9.1%) | (9.1%) | (59%) | (2.9%)
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MepEVILE A1 (25%) | (05%) | (3.0%) | (0.2%) 0 0 (5.9%) 0
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b . 70
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B 2Grade(1/40) 3
ERSHERE
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I [
100 200

I
300

I
400

I
500

2. FFHEEEE. AP FEIRETH. hR(E (EE)

71(15-442)
@

600(8)

Grade 31 E(19/434)

57(15-365)
—@

*2 | BEIICHEEUCER (90— | fESR) (LR DT ®EH o
EOHSBR(rAE) ZREL. CNSBRICHITDFIRITH

ZEHiUTz.

\ \
100 200

\
300

[
400

\
500

600(H)



©

XHE
HEICHL THIEBFSFER SFRSFIECESL T, FTREsE(C. AIBRENLEVFIDRSZDE
PBRIMEETOTREL)

uoIDeaJ UoISNJUI

B9991001:85&K210FB9991003HERICH T 2 R BEEDEEZICAHT I /N\RYFA DR SHAECIEE E
l|‘_&L
. il
NCI-CTCAE v4.0 TERDIEE JrO0—FvFiEE =
Grade =

 IRYFF DR B, OB 5,

B ERBOEE S, Grade 2X (FGrade

ASTX IZALT: >E#(E SADERELTHILT B
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IR AR = 4 FrE14 01 (Grade 1.Day 260)

BB FURZVOYE0  100m

ILEVE & 75mg—10mg (Day 261~294)

KR

(Day 254~261)




Si
=
o=
0}
®)
)
=
()
Q
(@)
ety
@)
=

El
=]
4
il
&
20 1 127169211230 240 250 260 270 280 290 Doy 294 7S
(@R | | | | | | , |Da e
Day H%%%m(z T T T T T T T P Da%la cutoff BN
® ALT (B#E(E : 0—40IU/L)* (Iu/L)
® AST (B8 : 0-451U/L)* 00
482.0(Grade 3)
400
BT BT
178.8(Grade 2) t\%;ﬁ
70.2(Grade 1) &L . 8r(aG ed ., L 200 Egﬁ
64.2(Grade 1) rade .8(Grade .
66.0(Grade 1 =
28.8 30.0 360 -+ (Grade 1) 58.2(Grade 1) =
. 70.2 3
34.8 42.0 432 348 o
16.8 22.8 390 (Grade 1) (Grade 1) B
ST TS T T% T T T T T T AN
20 1 127169 211 239 253 257 260 267 281 (Day) R
. AN
® ALP (B#£fE : 30—-1101U/L)* 1420 () i
® GGT (B#H{E : 0-60IU/L)* (Grade 4) - 1600 %%
1,149 >
(Grade 3) 1200 =5}
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iS5l (Grade 2, Day 43~50) —— P
® AL
Day 50)
5.
&l
EHE ABz(Day 29~50) @
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- BRBEDERRZ T T Do
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BASRETE. KEFERBOEFRORBEERZITO>TEE N,
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3DERFRMBIRR FER HIrAES B 72 L 1= 18 8. Grade 2R 1330 2
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#iElDGrade 3DIrAE Iyl 4oyttt ERLICHEUE. NN F I DR
- BHIERAR TR DI SR EBI T B, BT 5.
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==
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Grade 3DIrAEDBH

-1.0~2.0mg/kg/BOFLURZVOVXF
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- BRRER T DIAER BT %, 7]
- BRFEEHFIE T BEMY S HRAEIS R
PIEDERZRDD, 1%
{g%
Grade 4 CNRYFACDOREEDIET B, -Grade 1 FICHELIIES, MB<ED =t
-1.0~2.0mg/kg/BOFURZVOVX & 1hANICRIBRERLEVEIDRSE R
BEORBRENLEEIX G DRmE EHRIICHET 3o iE
HIHIE (MEICHU ) ERS S %,
- BRIRERTHOIDALH BT B.
-BRAESFIE T BEMY EHENES =
FIEDERZKDH D, =
7
S LR A I -\ F A DRSS EDIET B, A
EVRAUNOEBICSY. BT v b R e NS i s T
10mg/EIRlzt%1’l7aEEz.%>7° PFIEDERERDD.
—VOVRIZASORIER [
Eﬂ')bf/ﬁﬂd)h‘—-‘ﬂ&n;@’é
BATHELTES
12;B L EICH = WGrade 2
X(F3DIrAED 55T BIHE b
K

LEEFEHOFBICOVTEERINEESRET

BRK  BEREFRE. B5 UEX&’%TJWE/%J’ETI/I\_‘/D/}Q%'C1 mg/kg% 2~ 4BREHE S L. BIRDEBHSNIBE. 2iBRIICT10%ZBRTHRL T
<fEEL,
BIERENLEVRIRERICBREAD RO SNDBEICE ANSUF Y —rH2WVIEEEIEREN (7 YF4 Uy 2o0RUY, 970U ARE)
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INSDBRICHUCTRNZERTIBE, v-7 07UV ABE TR EADERLUCIZET L2,
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FEAICBV T, BREEDFLEEESNTLRWVSGIFERZBBNICITL. 1HRR—REZ 100mLLLEICRDOFE., BREZTOTIREW
SATOEVICRD T RNBRBESD TR - BN BE T 2,
RBUIBR NN (FEE D BHIfBEZ RN RELZBII1003HB TO P FF Z T DR 5L, Grade 2~4DEHRK U RFE DIER(CHULT
[&Grade T TMC@ET HF THEL, Grade 2DERR R URHENREFE DERISHUTIIE—AE TR S5Z/EMAL. Grade 3XIF4ADEHKXR OB
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: e ZHT .
3DERRIIIRN (TR CIrAEE T E U= 18 4. Grade 22 1330 1
rAEEUTHINT o 1%
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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
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B
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- OB R TH DR RN T 5.
 ENASFEDERERD S, -
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mg/BXIFZNEBZBTUR H3. i
=VD0YRIEAZEDREHE A
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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
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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
f&=
=
-10 1 10 20 30 40 50 60 70 80 90 100 110
Cont | | | | | | | | | | |
Day Y I I I I I I | | | | ld
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
TR L7042/t (Day 49)
#5 (Day 54) @ gkﬁ
FF#8EREE (Day 69) ———e @i (Day 79) g
15
L
© 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
5 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 HiRS (Day 76~ 54T ERE)
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(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,
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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 _



CE O SHE —

22 N

NCEBFIdTRS
SN,

HEON
N Bk ), eIy W

4.
Q
&
A

A o

Gt N

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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Q
&
A
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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
2 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)
, | PSTurs/NSYRIIS—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




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

ave Umab Injection “



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)

100



NRYFA AP FIFZTE
(N=434)

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

MedDRA ver 21.0 88BRIADER UEAFERIDEHREEDERBHENEE CETRVESBR. GradeldNCI-CTCAE v4.03(C#US,
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CE O SHE —
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NCEBFIdTRS
SEE A NP

HAON
M FATFELCH D, QLY W
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102

EFHRESFIEEER(B9991001

EER) >

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

BAVENCIO

ave U m a b Injection



CE O SHE —
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SN,

FHSA
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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|

BRELOARBRDSE CEBRNEEER, GradeldNCI-CTCAE v4.03(C#L3.
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6.25

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

R

FRRIREHE

FRRNEE

IN—hA LR FEREZER T 28BS IUIBRERIESIS8 Al (S B BAR AR 34
(Stage NOEFMEX LT )UABRBRICHUT 1 54 VR EDIEZEEDBEEN G N DBERD{LFE 5
TEDRIERITIRBETH RO SNUER)

IN—bB (E2EEEDRWVERR ML )UBREEE 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%(12.5%)

i&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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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) ROZTOMOBRKEEDMIFER (114 =) (LRI ZHITDEHEE. ATU—ZVT

B CORRRRIBRILEV ZIRE LT,

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

BBEERSHIICERUIC, BBRRECRED Ho/LBBE INTOEBICHURREZEERET D2NENHDEL,

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

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

-
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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,
| TERMARECAREDFBIFER(114—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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b HEREE
HERTH 1 QO ETBMEICHT2—REBEELTDN\RYFAETFIF ZITOMHABRESEZR ZF Z JHAIRSEREBE
LCtsmigstUrc, EER(L. JEEMR. WiTHB LR, EFEEREFMEE R
5 SAEOETR (% NRYFFATFFIF =T EA420
& N\ = ] N
24 W B IESE6H) ERIET ANy
gé E4 FREH AN -ECOG PS +PEYF = T5mgR | B2EE0RS
e BROETNEEEME ) =886 SE{ERIL
<o <188k (BAAG2081 L) *19‘/@@ 11
ST AL vs .
EERRESE e 2= =T 844461 .
- BEEBOPD-L1 & Mol e AZF=TJ50mgZz 1810 O%kS
-ECOG PS* 0X[1 (4B 5% 2;8BKE)
3
0%) % O KBEEELTDNRYFFCETHIF ZTOHAREDEDEEZEMZ. AZF Z B S S
5T
= ;: FIRERESE O K BEDEBMIZN N FREZTRBMEDO IV R—3 2 NeE T 5 E TEMiRRE
o @18k E
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
(MAR—IsR)ZRBLI.

d FEQMRELFIRE ST J)LDDay 15K UDay 29 COMRELFIRE TIF. FEIEBDH (114R—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(14R—ISR)  FESERABRIRS) (CKVRI VNNTH 2L EDBE. 24BBBRICEDESERMBLI.

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,
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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 RER AMEST INRYF A+BSCEE
B R ST ED 10mg/kg BIRMIES 28M(C1E
i FRE&_ERZERERE 70065 ERIET R
ERHEHANELE CRPRSD . _fbpmesso
 —RCEFEEBIESICStage IV U 10BM) 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.
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& @ 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
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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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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.

MRZPHARE . RSRERE MO MRECZGE (LEB) : NERGREZ 120R—IJITRY, MEE(EZERE (RIER) . RA9U—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 (FEQRER)  MRECFREOFEQRIEE MBLGREZ 120—YVIIRT) . 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(CEEY %, BARNICHERSE. BIDREZRET S (120R—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 BRARNICHERBEIFEIMREZRET D (120R—),

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

i RRE RIU-—ZVIRROKRSHEETRICOHFERT 2. BRNICHERGE. fIORR THRET D (WMBRREZ120R—J(TRT ).

12F BB INTDREF RIU—ZVIRKIOLERZ1DRAE T 2. BRNICHBERES, BIDOLERNREZERET 2. BINDOLER
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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,
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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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U INERSEXI HUDL(K)*
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IHEERERE | BAILYDA(Ca)
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T=5—T
GGT
JUAFO-—)b
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CRP

LDH
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MTUEUR

HBV. HCV#&#&

HIViRE

ERIRBRESAEARE : TSH. LERET 4

DENAFI—Hh—:

rORZ(cTNTXI&cTnl)*

ZDfDRE : ACTH

s Hy's Law DBRAEBRBTEEMN D DIEE. ASTROALTOBRE(ICTIA. 7L TV, JUTPFUFF—E MEVLEY BERUEREEUILEY,
T-ZIWIZIWSYRTTS—E, PT/INR. ZIVAUTF R T79—LZRAET B,

TCTNTORIENHREINZN . BREREBERBEOBREECCINTOAENTERWVES. CTNIORETCHRATES, ZNZTNOEBEBCBVT. B
BREIRAEU CTRIU—Z VI BICRAELE Y T 12y cTnTXI(EcTn) E@—DHY T 1 ZwhZRIE T 2.

ACTH: BIBRERIENILEY ALT : PSP/ NS VRTIS—E, aPTT SEHEEO MOV R TS AF VB AST: PRINSF VBT
KNSR T15—, BUN: MREZESE. CRP: CRIGEER. cTnl: DEBHRORZ VL, cTnT : DERORZ VT, GGT : y-7IWIZIVNS VR T T
S—1. HBV : BREUFFK DA LA (] : HBsAg. BEUFFR I7HIA). HCV : CERUFFRD A )L Z (Bl : CEUBFRFUA). INR : EEAZHEL, LDH : ZLESBR KSR
Bk, PT: 7OMOVEVERE. HIV  ERNEEAZDA VA PTT B39 NOVRTSRF V. T4 B4 OF >, TSH: BRERIERILEY




7.2E3

1) AER : EREAESIEEER(EMR100070-00358%) (201 7F9H%ER. CTD2.7.6) AGRISEHIER
2) #WEF BHBIEFER (EMR100070-00158%) (201 7F9B#ER. CTD2.7.6) AR EHIE #

3) #WEF : EREIEEER (EMR100070-00258%) (201 7F9FHER. CTD2.7.6) AR EHIE #

4) HAER  BEEFZRIMEER(B99910035#E) (20194 12 H4GE. CTD2.7.6.1) AR HIE R
5) tNER  EREBEZEMEEER(B999100158R) (20214 2 B7&GR) ZAGREFHhER

6) BABKRESZRMR  NAREBEEAARSA VE2R EREAR, 2019

7) BANRGEZSEAIMMES D20 - 8RO FSIEE2RIEFNEZERR - S | ZAIMMES D20 - 6%
DF5|E[E20R] 2018. XFT«vA)LbEa—*1t, 2018

8) BE4HEE  ERRIERERAIKINY Z277 )0 SRR (FERIMERER), 2021

9) BEHEE E%EUT’E?@T%EU?]TE?_J?)IJ EYMRTRES, 2019

10) BAFRBRZR | PREEBRZIAA NS 022013(2021F6828E) . 2022
1) BEHBE  EREFRRRIIXINY Z277)1 BRRPSIE, 2022

12) BARDMWZE R REF TV I RA VNEEEICEIDADBEEDEENA RS BANDIBERMS
94(Suppl): 1-11, 2018

13) MIEHEED | OAMSRERME: 91(Suppl): 1-78, 2015

14) BEH BN REHYE ;%Em'l‘éﬁ%%ﬂlﬁﬁﬁ%%% iR N EAEERS(CRT 2REMTTI (EE
A& K15 H) KUBZHEEROF5 ITECREERK N NEARDZIEGEDTF5I1E (FaL21
fEfE‘ESZET)

15) BAAERRFR i - = HERWOE A 82022-2023 3OEE, 2022

16) BA1B “%%?%?—Thééiﬁéﬂﬁﬁﬁﬂﬁ EIRESR DI IBEICEAT 2RS4~ (2008 FEEEIHR
RS ) S KO OEIR DR - TBERICE T 5714 RS54~/ (2009F UETIR)

17) BEHBE  EERFRRBRIXINY Z277)L RIEMREES, 2009
18) BE&5@dE  EEEMEREERXNY =27 ¥ - NU—EMREE, 2009
19) EEHEE  EREFRRRININY =27 2EES, 2018

20) BEAH®EE  EEEFRARRAININY =270 BEUEBX (REEEEMERX) (FA30F60HME),
2018

21) Brahmer JR et al: J Clin Oncol. 36: 1714-1768, 2018
22) #IRIBR Ty Y —[REHR /LFMEK] (http://www.nanbyou.or.jp/entry/4080)
23) BEHEE  EREIERERERRININT Z277)L BEhRERIE, 2006
24) BERWRF R EEHEIE/SVN—b A —NUBEDEREZENARS (22022 E)IE, 2022
25) Puzanov | et al: J Immunother Cancer. 5: 95, 2017
26) Pk 15 XaE 34: 215-218, 2017

B BN AR LYY —h iRl KEERR MR WIEEtHEE:
BEN ATV Y — IFREEY Y —R BRFERFEE
MRAF A RERZIRCIMARN BRRSREST - D TEBFDEH B EHEZLE
ITHAZEFEMRSFFAE FEHIR BHRZE
BRERZARFEZE MRGEHFHEE B KRERMITE

BAVENCIO

avelumab inecton



Drug Information

EMEER
nEMESS crRHBENPD-L1 E/90—-FILiE

J\NJF 7 560

o M A IROFAPEEEE200mg
- 7 4 |BAVENCIO® intravenous infusion
_ @ z | & [PNIRTGEETERD)
¥ % | Avelumab (Genetical Recombination)
HARERROEES | 874291
ERES 22900AMX00990000
(HRAYIBRTRER X)L LilERE) 2017494
ABER HRAYIRTREX 3B O BiflfafE) 20194128

RIAYIBRTBE R IR IS E BURICH 1T B P RE R D#EFFRUE) 2021528

SEffEENEER | 20176118

PRIVNY T EGFHEIRZ) &E 2 BEBAER 20174118
IO s S ¥ EEHEEER | 2017438
MR, BISE, MRS ﬁ’ BAVENCIO RAYIRTEB X)L L) 104 (20274 9A)
B - EMEOLSEICEDBATHIE avelumab ieston BEENE | (RAYRTEXEGBEOBMIE 551078 (2025%108)
BEEREA A R S1 URRRE RAIRT R R LRI B B R AR BRR) B (2025% 107)
1. = alfER 2ED nE
o N . Grade 2X/30BE Grade 1 U FKEETZET
1.1 KA. BRBICHARGTEZERBRICEVT, HAlty I b P
BREICH BB - BRBEEFHOEMOBET, FAIDOEMANE Grade 4 X 3BRIED Grade 3055 | AAIDREEFLET 5.
tﬂtiu&ﬁén%»ﬁ{ﬁmzoﬁl:\‘co)m%:‘r?%“:é:o e, aRMHS FRIRESEEE | Grade 3X 4 DG Grade 1 U FICEIET 3% T
ICHKIL, BEXRBZORKICENERVERIEZ+2EEL. T BRR HET 3.
RBRZBETHISK’RETSEIE, ﬁggﬁg
1.2 MEERERENBS DN, BLCELEFALRESNTVD =mE
0T MIER (BEIN., FIREE, BRS) OREE R O HEE X o FrlcRBEL L DEIE BRREMEY | AEXEREFLET .
RRBEOEEE, BRZTHICITSE, e, EEDRODHSN = FOBRICEBOHADEN
EBEIEAFOREEZFIEL, BIBRERILEVAOERSSE Grade 2 X3 0BA Grade 1 U FIcEET 25T
DOBEYNHENBZITSIE,[8.2, 9.1.2, 11.1.1 5] BRE HEI 2,
Grade 4D15& FHDRSERIET B,
2. B2 (RDEEICIIBELBWVNT &) Grade 1 D#B& BEREEEDITNET %o
AH DRI UBBEDEIEEDH 5 B HE Grade 2DIB& ‘5B 2, BEDRE
infusion MNRELEE (Grade 110
R reaction T)ITE PHTR DX D DERES
g.fagﬁ;zmk BETRE5EBERT 2.
= — — Grade 3XF4DHE FHDREEHIET B,
__ LT . 18171 (10 mb)oORE Grade 2X£3058 Grade 1 FIEET 2% T
B S FARINY T (EEFERZ) 200 mg RS2,
b—x¥=h—lb 510 mg - Grade 4 XI3EHD Grade 30IBE | FHIDREEFIT 2.
. RUYVILR— K 20 5 mg RN OE CREIEROMEBEELTORIBRERIL
AR 6mg | EAeTL eSOy e ong
KEALF UL 3 mg EE?fﬁ?éFiT]Zﬁﬁumklﬂg
FEIEF v Z—XN\LRY—FIRMRE AV TEES 5, S 125BRIE B2 BRE% DS Grade 111
3.2 BHI DR TETEELGWNES
# SEEE (N1 L) #*) Grade [& NCI-CTCAE (Common Terminology Criteria for Adverse Events)
T
HER FE~REEEHOR Va0l 2.
H 5056 8. EELELNER
o e — 8.1 AHO THBSEFMEAERICLD. BEDRERIGICRRET 2L %2 SN3HAREERY
RBEW | 81 EERIERICNT 5H) FREDBEDNBTENB D, BEETHICIV, RENBHSNIIBAICE. BEDRE

4. MEER ST
OMRATIBRAEER X LT LR
ORBTIRTRER IS EBIE O Bl fasE
ORBYIFRTRES RIS L RAEIC & 1T 3 (LRRBER DHETRE

5. MEER FMRICEIET Z3ER

(RIAYIBRARREX IS 1t O B #fifaE)

5.1 REIDAEMEEEICE T 2EERVLTEMEIFHELZL TWRW,

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

5.2 (b FEETHRBETIRO SN TVWRNWEBFERNRET DT &,

5.3 XA D FMOMBIREICE T 2EMER VL RMEIFHEIZL TLRL,

5.4 BRAREERICEAANSNICBEDRTEREZICDULT, 117 BREREE DIEORNBZRF L.
FEIDBHUER VL LEE+MNTIBR U LT BISEEORIRETSIE.[17.1.3 BR]

6. BiERUHEE

GRAIBRARERR X LT ) LHERSSE. RATIBR RS PR EE ERURICH 17 B LR AR OHIFERE)
BE. RAEZRILY 7 BIEFERZ) & LT, 1E110mg/kg((FE) = 2 BFEHERT
1R ED T TREFNET %0

(HRBYIBRTRE R XS 1 O B HfasE)

FEIYFLTEOHBICEWT, BE. RARRZRILY 7 EEFHEEZ) LT 10
10mg/kg(AE) z 2:BE MR T 1 R LA T TREEFET %0

7. BERUVEEICEET 3R
GRIATIBRTEER X LT VMR, AR IR RE RIS L RIRIC B T LR ER DMISRE)
7.1 OMBUEEH & OHBICDWT, BMEROREME IR L TULRL,
(FhEESE)
7.2 AR DOFRERICHKIRT % Z & H B infusion reaction ZER S B 5 1z, AHI®RS
BIICME RS S VA, BABRAIZSDRE5%1T> T &.[8.9. 11.1.132]
73 FAEESIC L DEWERMIRR U BEICIE. UTOEEZBRIC. RRIOKREEEE
B3I &,
BIERZIRR DA ERAMEE

BI1EFR 2ED WE
Grade 2 D5& Grade 1 TFICEETZET
HRET 3,
Yt
BRERER | Grade 3. 4X A B % 1 0 Grade 20 | AFIOREEFIET 3,

l=)
ASTEUSIBFALT N E#(E ERD 3~ | Grade 1 U TICEIET 2K T
5%, XISHEVILEVNEEBE LRD | 4hET S,
1.5~3FITIBMLIHE
ASTEULIZALTHEREE LRD 5 | AFIOEKRSEF 1T 2,
B XIFHEVILE VA E#EE ERD 3
EBICIEMLISE S

iRz s

RGICLZEMERORERAERL. BYIGENZHZTSC L, BEORERIGICKLD
EIfEANSEDLNZBAICIE. BIBRERLEVAORESEEBT DL, £ic. BEIK
SRTRICEERBEANGSDNZIENHZDT, FRRERTRBERETHIC
T52&,

8.2 BEMMEENHESDONZIENHZDT, AADESICHT->TId MHER (BN,
IR REE, ZHE) OB R UKL X RREOEREE, BRE+MTOITE, el BB
ICIGCTHIERCT, MBEY—H—FE0OREEERMTDIE.[1.2, 9.1.2, 11.1.1 58]

8.3 iIf L. MRS, FANHSDNZIENHZDT, EHRMICHIEEREET.
BEOREETHICEETZIE[11.1.388]

8.4 RIS, BIBHEREERVO TEREREENHSONEIENHDIDT. E
B IC R EE R (TSH. BERE T3, BB T4, ACTH, A ILF YV —ILEDHIE)
EITS &, e BBICHB U CHEBRRESOXRBLERT DI &.[11.1.5. 11.1.6.
11.1.7 8]

85 1RERFENHSDONZIENHZDT, 1B, Bb. IBHZ DR OFKIR P IEED
FRICHERTE2E[11.1.88R]

8.6 DEAKRNHSONZIENHZDT, fiFE. CK L. DEREREOHEEZ+HITITS
ZEL[11.1.988]

8.7 fisk. MEHRMMENHSDONZIENHZDT, HAET. FHARK. CK LR, mH
RURARIATOEY EREOBERZ+HICITSTE[11.1.128R]

88 BEENHSONZIENHZDT, EHNICEREREZITVL. BEOREZ+DIC
BRIDIE[11.1.11 58]

8.9 infusion reactionn % 5t 22 &N H 2D T, AF D& 5 (F EE Dinfusion
reaction ICIEA TRBRICT D BRI EOTELREFHET oI ETHAT DL, £fel
2@ B BEOARF R SEICinfusion reaction B S5HN2ZEHHZDT. BED
REE+DICEERIZIE[7.2. 11.1.1388]

8.10 EfEHENENHSONZIENH DD T, HAET. RERTE, [FIREHE. WTIES
EDBEETDHITITITEL[11.1.1481)

9. RENEREEIZBAEICHIZEIR

9.1 ABHE - BEEZEDHZEE

9.1.1 BEERBEREDEHXIIEENEULRIBREDECEEXEDHEEDNHSEE
REBEDRIEANREAXIIIEETIEZNNH S,

9.1.2 HEMMEEDHZEEXISZOHREEDHZEE
HEEMERENFEEXSERBITDETNIHD.[1.2. 82, 11.1.1 58]

9.4 &IEREERT B E
EIRY 2RI REMEDH DL IMEICIE. AR S P ROSERIZSE—EHB . BUREEE
ZAWSLSICIEETZE[9.55 8]

9.5 i@
R XISEIRL TWDATREM D H BRI ICE, AR OB RENERIEE ER2 & IS
N2GEICOAMERET DI, AFAZAWABRESERBREIERSLTLEWN, EN
1gG1 [FhaEZERY B ENFSNTRED  KAISRAED SIRIEABITI DA REENH D,
KA ZRETDE BRRBICNT2REERIHESN. RMEXNFFLERHIBEMT 28Z
nh'Hs,.[9.4 58]



9.6 2347
ARELOBRERVBARBEOEREZER L. BAOREXFFIEZRFTTIE,
KEDE NFILFNDOBITICET 27 —7IdRWH, ENIGG IFE ML RICHEHE NS
ZEMHSNTWS,

9.7 \NR%E
INBEZRE UTERREBRIFEM L TULVRL,

9.8 H#E
BEOREZTHICRBUGHSEEICRS T DL, —MRICEBEEIMET LTINS,

11. BItER
ROBHEADHSONZBIENHZDOT, BRETHTV. BEDSROSNIIHEICE
REERIET BREBYBLBEZITIIE,
11.1 EXBEIEA
11.1.1 MEMRHRE (2.1%)
[1.2.82.9.1.2328]
11.1.2 E%(0.6%)
11.1.3 FFA£ (BREAR). FFEEERE (12.7%). FF%(0.4%)
FFAR£. AST. ALT. r-GTP, EVILEVED ERZ/HSHFEEEEE. FALNGSDNET
ENH %, [8.358]
11.1.4 XEE%(1.7%) . EEDTH (2.5%)
g T BEE, MEZDERDBHSNIISZRICIIRESERERFFIET DL,
11.1.5 FRERIEEEREE (19.6%)
FURBRIEREIE TE (16.3%) . FURRIEAEFTERE (5.1%) . FUIRAR 2 (1.6%) F DR IRBRHE
BEEENHSDNDIENHS,[8.42H]
11.1.6 BIBHAERE
BIBHEET 2 (1.5%) FDRIBEERENHSDNDIENH S, [8.4 2]
11.1.7 TEEEERSE
TEAFZ(0.2%) . TEAEEETE GRERR) FOTEAREREIHSONEIEN
$»%.[8.4 2]
11.1.8 1 BUKERRH (0.3%)
ERBIET NPV R—2DRCEDBZND BB, 1 RERFBEHFEONISHEICIE. KA
S5%FRIELTI YRV VEAIER 5T 2 E0BYIRINEBETS2 L. [8.55 8]
11.1.9 DA% (0.2%) [8.6 28]
11.1.70 #igRE
FEMEZ2—0O/F—(2.8%). FF> - /\L—ERE GRERIR) EOMREEELH 50
nadzENH s,
11.1.11 BEE0.7%)
SUBEE(0.8%). RAEHEEMEE X (0.2%)E0BEENHSONZEHHS,[8.8

[8.758]

11.1.13 infusion reaction (22.9%)

TFT745Fy— Fih BE WIRRESEHNHSHNSIENH . infusion reaction
DNROSNIBEICIE. REDZREZRIETDEOHEYRUBEEZITS>ELBIC, FERHDE]
EIBETEEOREETDICERTZ2E.[7.2. 8.98K]

11.1.14 EEFHEHEE (0.1%)
EEMHBENEICELDV)—EDIHBRICERALHIEITTZIENH DD T, HIRIREE
DOBEICHERT DL [8.1088]

11.1.15 B (BEEAER)
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(16.2%). 5%
15

W, BEE, SEi
LN
Wk, BHE

RSB, RERZA.
SIHE. BBERE.
fofiE, EMEAM &
B BRRHIM, B4
AL, RPERE

MEGE | A0E(24.7%) B, FHL
15, 5 8 P R
ot B, B

14. BRELOER
14.1 FHFRBOEER

14.1.1 BRICKLPERETV. MRLORE

14.1.2 #RBELVCHREBREREZERTS L,
14.1.3 RAID QK ESBZEHE THREMD, BE 250mLOERBEERERICHRMNLTHR

I35,

ZERDIIHAICIIERLBNIE,

14.1.4 83 fcRWKSIE, BNCEEREMU, BURBLRWT L,
14.1.5 KAGREFEAZETRWcH, FRE, RPNCERI DL, FREIICERA
TIRFIBHAICIE 25CUTT4REBNIE2~8 CT24KAMUAICKRSETTY

B, FRREBERFUBEICIE, RS/

FREOERITEET DL,

— g

CZEim

[CRT &, Efew NATILHRRD
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0
IRMEE TR ORI, IR, | SESBR
BRE ST, IR
BiglEE | THI(31.4%). B | OMER @k, 8 | DRAETE, S
0(15.8%). CIPY | . CIRRPOE. S 1L | REERAY S, BEPHMm,
2. Bt TR, LIEEE, 5 | AFIDIE, 1LYA
5. BRSERILE | BBk, TSR @
BTG | BUEBERR. B
LHBE | (244%). B | RIEIETE, 1> 7 | EE REER. 57
B ENE. FB | LTOFRER. B | BE
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PSR 0 AR ER R BRSBTS | o AR R R BR BT L
JVEVHED TR, BRI
FIUUED

O MIIBEFRXECSRILEE L,
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14.1.6 HFRBEEBS TRV &,

14.2 RRIRERFOER

14.2.1 AIEDREF LRV &,

14.2.2 KA, 0.2umDA >S4V 74 )L —mBLTRET DL,

15. ZDftiDER
15.1 BRERERICED1ER
EAADERARICE VT, REICKH T DIAEOEENREIN TN,

19. BMRHSICETREEEHMR

—M& . TRIVYT GEIEF R Z) Avelumab (Genetical Recombination)

SFE#147,000

D F I Cos74Hos98N 169402010544
B C2194H3410N5780670S16
B4 CoosH1543N2690335S6

A HE:ERPDL] ICHT HEEFHEREZENQG B/ 7O0—FILRETHD, Fr1=—X
INLRY —INEMRICEDEESND 450 B D7 I/ BEENSKRDIEH2K
RO216E0O7 I/ BEAENSKRIBHE2 A TERBSNIIEYVINVETH S,

21, ARBEY
211 EERVRAVEBHBEZRED L. BYIICE/BI B L,

(RIATIFRTRER ISEEB 1 D E MR, IRAVIRRTREG RIS L RBICH T DL RAR DHERRIE)

21.2 ERTOBRBREAIBH TROSN TS e 5, HIERTER, —EROE RS
T—INEBEINDETOMIF. REFENRICERREREZRET S Clc LD, KA
ERABREOERBREBET LB, FADZLUERVENEICETZT -5 2R H
ICINE L. RAIDBEFRICHELGRBEEZHECDIE,

22. 9%
10mL: TS ZIL(HZRINATIL)
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