BREERAEETA NFA4 v
TRV T GBIFHEAZ)
(74 : /3 F AR FEEE 200 mg)

~ A VA R~

k2 9411 H (ff542 AYED
B4 EE
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1. RUBIC

ERBOFI: - BEMEOMROT-DITIE, BT CES ISVl ERERRR
WEND, EHIS, EEOHSEHFOEBIC LY, FUREIES 2 E OB RETRIE
ARFEERDRBENRDIPT, INOOEERFEICLELRBEICRET LI LN
BEEOMRBE L 2o ThY, BRFMBEER & WEDEATTE 2016 (F 28568 2 HM
BUE) ITBWTY, EFMNERSENEAORSILHEELZRSZ L LERTND

PR e E R, EEAeM REEE T T 74 /1/7)\%1? OIEHE M & H bi)‘
RBEAZENRDD, oD, FHIERUESEICET 2 HERNHSEMI L ETO
., HREELKOBELBIZTDIIEN wif#éhég’h‘ﬂd“rb THEATHE L BIZ,
BIEMMBB LRI SER SN E & D 2 LN TR —EOBH 27 TERBBET
FEHTHIENEETHD,

Ltbof EHARSTA T, MREBLINETCELR TV HIERESE

- B RMIZE-SE . DUT OESRM OB 2 A & #iaE T S8 oM-?E?ﬁtEfﬂr\

3"517‘5&0\‘&’3’%%?%%3’}‘

¥, KA FT AT, BOLITBUEAB KM EFRERE SN, NEtEEAR
AEHIEEYS, —SEAEA A AKBERABESRUTAREMEN B ARLERERO
Whodb EERLE,

W E R HERE AR F A G 200 mg (—i%4 0 T T (BT
Z))

HRLRDWETDHR - frﬁié*@lls’%"{‘tf;x T IV RENRE

WL RABERCHAE @ ATV (BETHERZ) LT 1 E 10
mgkg () % 2 ARIRFKRTI ﬂff"iuJ:fJ*HffEfﬁ T35,

Mk AR K R AL AT 7w S




2. AROKE. (EREF

PR F A EHERE 200mg (— k4 - T EEBETHBE), DT TA&R#)) &
WHL) bk, AnZu— 4B L7zt M programmed cell death ligand 1 (BAF
IPD-L1)] &9 ,) ioxtd ok FlgGl € /7 7 a—FAiETH B,

PD-L1 {%, AEMIZBWTHFIRRARSICRRL TBY, EEELZY 38k (T
MR, B MBERUTF2IAFT—T Hila) FIHHT D CD279 (BT IPD-1) &
5,) KRV CD80 (B7-1) &#A L., REINEEZAIHBITILELLNTVD (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 &, fix OEEMIKICLER L TWB I L (Int
Immunol 2007; 19: 813-24) %3 #E XN TRBY . PD-LI & PD-1 &4 L= R#E, N
HMERFURSF R T AL OXBREREIETIBRFO—2L LTEZLN TS,
T, ANTAMIBREICEBWT, PD-L1 BB L TV 5H I & (Cancer Immunol Res
2013; 1: 54-63 B T8 Clin Cancer Res 2013; 19: 5351-60) ER38E T 5,

AFL PD-L1 OHNESAEIEIZHSS L. PD-L1 & PD-1 £ DA ZIEF L THANESS
Rk T HROMEESEEL M-I LSy, BEOHMBMENRTEEX
LARTWD,

FAOVERBF IS BENORERIGICEAEERAEN S bbh, BEXITEE
WCERFREM N H 5, AHlORETRUESRICE., BEOBEE -HICITV., BE
MRS LN EAITE, BRELULERIOS UM 2 MR & R 2 o R & i
L CHEARENZE 270, M ORERIST L AEHERREDI 25810, B
BB BN ROBSEOBYZREZT HOLENRSH D,



3. ERBERLE
RIGYIBRARE A A /L 7 IV ARHERE O R BIFHITEM Z2 1T o = ERBKRBROKEE T 7,

[ 4 %hitE])
E BRSO RS (EMR100070-003 3%%)

BRI 2 H T ABBUIRTRERZ ANV AHIRERED I L X— b A TP
EROHDHEE 8 H (AAXAEE 3 HEEL). 73— b B TIXMLEFIEENRVEBH
20 & G & LT, A& 10 mekg % 2 BIEIMIFES CHIBERE LS, 79— b A OEEH
HBTHHENE L, 31.8% (95.9%ZMEIXM™ : 21.9~43.1%, 2016 FE 3 H 3 BF—
Bh ey bAT) Thol, BE, FINIHEL-BERYRIL 206 TH-, 23—
B OPNWEEMIER Th D EHE OhBBITFERS 1L 62.5% (95%EFEX : 354~
84.8%. 2016 12A30HFT—% b v hA7) ThHolz,

“1 :RECISTH A FI4 2 LIS ES<MsrEC LD CR XL PR,
0 AT EM A A5 L RER AR X TEY . K 0.025 75 M3 EARETIZ
B D4 E EOFEAKLE0.0045 % 74 L3IV B EARA W 0.0205 2 AVT, 95.9%EIEN 2R

H¥aszeant,
3 AHRMERAT R BRI O ) b A GIRELE 13 B LBlE ST 16 BORER,

F1 AHESH (EMR100070-003 BER)

R"—=FA /-t B

B (%) HR (%)
FERER (CR) 8 (9.1) 3 (18.8)
H5r3Esh (PR) 20 (22.7) 7 (43.8)
&k (SD) 9 (10.2) 2 (12.5)
#47 (PD) 32 (36.4) 3 (18.8)
P AR 19 (21.6) 1 (6.3)




{#efE]
E R ESE T /A3 (EMR100070-003 357
HEHSIT S~ A8688 5] (97.7%). 73— | B 28129 #fl (96.6%) (ZRH L, &
WEORPPENREETERVEFRESII b A62/88 5 (70.5%), -3— B 23/29
B (79.3%) WBH LN, WTFRHrOA— N TEREN %LU LOBERIL TR &
BOTH-T,

£2 WThho— FNCRBEBRRN 5% EORBIER (EMR100070-003 BABR)

MEMRSER itk (%)

LAE R— kA NR—+B
(MedDRA/J ver.19.0/19.1) 88 29

4 Grade Grade3-4 Grade5 42 Grade Grade3-4 CradeS5

Lt 62 (705} 7 (8.0) 0 23 {79.3) 5 (17.2) 0
B

Fi#) 9 (10.2) 0 0 2 (69) 0 0
By {10.2) 0 0 1 3.4) 0 0
~f% + BEEF R L USRI

#oy 21 (23.9) 0 0 8 (27.6) 0 0
b Wa ki 7 (8.0) 0 0 0 0 0
FFIERE R

ALT #8/m 3 (34) 1 (1.1 0 2 (6.9) 1 (34) 0
%, Pl L UREOIHE

FEANSEE S B0G 13 (14.8) 0 0 4 (13.8) 1 (3.4) 0
fEi s L DR

RERIRGR 6 (6.8) 0 0 0 0 0

§ R— A HYI 0 0 0 3 (10.3) 0 0
PR 0 0 0 2 (6.9 0 0

5 SR N T 0 0 0 2 (6.9) 0 0
SN KU TR

3595 8 (9.1) 0 0 0 0 0

% 9 $EIE 5 (5.7) 0 0 2 (6.9) 0 0
W IR 5 (5.7) 0 0 1 (34) 0 0

¥, S— b ARUS—F BIZBWTERER, BEMEMER 16 (11%) BT
. BTREREREE 8 (9.1%) KR 24 (6.9%). K%k - EEOTH LA (1.1%) BV
0 15, FEIRHRMRARRETE S 4] (5.7%) ROt O M. | BUBERS 1 #1 (1.1%) Bt o ¥, /%
g5 - SESUHBNEE 361 (3.4%) ROV B (3.4%). MREEE (X¥T 2 - NU—EERE
FE) 1161 (12.5%) RO 261 (6.9%). BEEF 261 (2.3%) RU1H1 (3.4%), WO
infusion reaction 19 %] (21.6%) RUN5 6 (172%) RRVH O, T, BIBRERE.
O R RO - BERITED LARP -T2, ABERRSRILEEER (BRR%R
HEREREE2ED) #80EHERETRT,



4. WRIZHONT

AR OB ERFED 2 BELDH - HEL, ARORSICL Y ERRBHERZREZL
PRSI A D L RS E R D, UTOO~@DF RTEMLTRERICKE W THER
THERETHD,

@ BRIZTHONT

@-1TFiE®D (1) ~ (5) OWVThMIIHRET IR THLH I &,

(1) AR ENEET 5P A DIEHIEFIRS  (EOEITRAS A S ROE SR
B, HUARAS AR SORET. HURAABIERBE R L) (BFxE 7 A 1 Bk
550 436 fiE)

(2) SFERSEEREE CERK 31 F 45 | DB : 86 iR

(3) FOEAFRMENIEE S D HAABFEPERBE (B A DHREHIEERBE. BAG Bl
el ARbE. AN ASTOENEERIR 2 &)

(4) SALFFREE LTS L, SHRIESMLERIRZIOR | ULSORIESHES R 2R
2 DR LR DB E T > TV AR (TRK294ET7 H | BRFA @ 2531 5E3%)

(5) WEMAEEANL S S EMEOEREEEIBH AT TV AER (AL 29 4 7
A1 H A 1287 Mia%)

@ -2 R REEMENERS O FHRE R OREAH BRSS9 2 503k & iR & B EAD
(FROWTINICH S HEMR) 25, MEBHEHORFHET 2RROREE L L
TEBEATWD I E,

o ERIRFHUSE 2 EOPMHHEZE T LizRiZ 5§ FEUL OB ARIEOERKRIHE 2
ToTWaI e, 96, 2 L L. BAEDNEE T L L BIREEFEOTHE
ZiToTWHI &,

o [REIRIFEBSE 2EOMMIHMEEET ULBIC SELLEOKRRY ﬁ&@%%ﬁwm
RBREAFLTWA I L,

@ BADERHFREROEHHIZOWVWT
EELMERERCHE T EEFLRRE S L, BECENCOHRED, AP -
o ik TMﬁﬁwmﬂﬁowmqhﬂT7%w&w\éPgﬁm%Lbr%Am

WEERE, ERFECHITON A EHAESTWEZ L,

® BHERORIIZOWT
@-1 BIEBRR ORI ERIC BT 5 BH:

RN BRSO EEARITEAMRRE LB, 24 BREZIHRERO T, YR X
IEERERICRBWT, BRLUABERIEC TAREREC CTEOREROERIZY
BRRBEOFKERY OIPICEON, BEHICHIEAELERNSEZESTVnD I L,



@2 EFREE L 37 EESNISICRT 2B

BALFRICHE D 2 S Mk OB e A 2 EFREEFEVRER =% ) >
EEDREROR S ) —=0 FRITORIBE & H@E I TE 57 — LERIKEHI 2 HE
BENTWAHZ &, 2B, BEEEHICHOWT, BABRE L ZOREILTHICEmENn
TnAH I L,

@-3 BHER OBK-CRISIZB L T

SUVER (REERERERIIMA . WSS, KIBR - EEO TH, NoBEE (W
Pipsaeka . BUEHRAERDE . TEAHIERDE) . 1 BRRME, Ok, SR - BUEH
FAMRAE . MRRRREE (¥ T 0 - NU—EREEE S T), BEE. infusion reaction, MR,
HZs - B, EIEMMENRES) 1T L, MR SULEEEFEEOHMtE L4
AN L (BIERORESICEL THEERUTHES2 ST 6N &HILL
ALY, EHLITENRABRTELEHNESTHD L,



5. BEHMLRDBE

[ B0 B3 5 40

O (EHEFRERED 220 & DML EIREIED & B R SIRREE R A A4 AN B 1 5
WTARID AR RERTND,

©® THRIKEYTIAFIIHTHERAMOBEROERFEZOVTE, FAOFHE
PEESLEN TH LY, FROEGAR LR OV,
o MOFEEEER AL RS SN BE

[tk BT 5 3]
O FTRIEMYTIEFLSOVTHERANDEENERE IR TNEI Ehb, BE5%
Hhflnwlt,
+ AFORSNS LBSIEOBEED H 5 B

@ HEFEFHOEMCBVTTRICKYT2BHIT oV TL, FHOREIHRIhA

VWS, IOOTETERIRE S RWVESIRY . MERAMEHEHE TSI LA BR T

Do

o BEMNEBOSIIBENH DBE

o MEESRE THMEE LB 5 BE R OTEIE O BRI R RPN R
LD RSB A LN DBE

o BEESRBOAM, NIRRT L ITHEEOE B RERBOBTERE
D& BBH

+  ECOG Performance Status 3-4 “V @Y

%1 ECOG @ Performance Status (PS)

Score fics
0 | < BEEARGEDTE S, BAMERICRAEEESNERITLE,

AN L OIEINIEIR SN 528, BITRRET, BIEELCE > TOERIITI TN TE D,
i WU, WERHER

2 |BFRETASOZOMEY O HE TS TEREESAERETE RV, B O S0% Ay FATIR I,
3 MLALBESOFOREVOI L LHTERY, B 50%U ARy FABFTRIT,
4 | R<@irAy, BHOEFOHMY 0l e TEAV, BRIy FIMRTTRIY.




6. BEKBELTERTIRENE

WA OB I Z, BLERERES BT ZERSICE I E AR O R UEIE
EHO-DICLHERERE FoCBRLTHOERT I L

BEEBMRI D . B UL FORRICEIMERDEREZ-FaHH L, FEL
BTheESTHI L,

EREHER O =R Y A MZOWT

®

@

€y

BEMBRBAN S LPNDE I ERHHDT, AFOBEIZH > Tk, 91
fiEdk (BEDh, PR, WS ORRRONEE X fREOFEE, BE
Ao, F. KBS UTHEE CT. MiFv—I—S0OREL%E
M52 &,

RS, IFEEE, FR1EH LA ERHDIOT, BHIIICTEER
# (AST, ALT, y-GTP, U AL ZORE) 217, BEOREZ 2
BETHZ L,

B pRelEs, BITBERERVCTERRERENSHODNDIZENHD
DT, EWEGTPISIERERTE (TSH. WFlE T3. #RE T4, ACTH, M=
FS—NVEOME) 2{THIT &,

LMHEE,. RUEHENEBREEORMESHLODLNIZEBHBOT, E
W R EER A 21TV, BBEORERHDICBET 2 L,

| BIBERF UBUE 1 BERMG 2 EL) Rbbbh, ERFEES 7 F—v X
BB ENHBOT, N, Bl BHEEOFEROFBEBRLMPBEBED LA
+REETHI L, | IBREREDN =S CIRSEERIEL A2
WAOREEOFORNEEITI &,

TFT 4T x—KIG, BB, HE, TRRES % E T Infusion reaction 23
Hbhbna I eRHBNT, AFORSIXEED Infusion reaction (2 2. THEA
BHo A5 1iS D TE AWM T o= L THtsT A Z &, ¥/, 2EH KO
AR 50 Infusion reaction B HPNB Z L HDHDOT, BEOWREEL L
ST A2 L, 7233, Infusion reaction AFRD LA ITIL, EE 40
BEITH>EELIC, ERAEETS E CREORELHHIBETD L,
AROTEEIZL Y, BEORERICIZEET 2 L E X bR~ REBARK
ERHObhEZLH5, BENBDLAGEIE, BELAERITE
U7 BPRY AR i & BRR A OB &# U GRS BRI AT, 8K
DHEFIRC L BRERRELNZHEICE, AAOKRE TP, RO
BHEESNVECRORESEFERETH L. B, BRERLVELYORE
L0 EHEROKENRD GNRWEBEITIE, BIERERNVE DS ORE
mERIOBMLEBE TSI &,

BEETH, TCAMALERIARBLTHLEERARRRIT LA ZEAH LT
W, AFORE/RTHIZSAEROERICTFICERET LI L,



AFIOBEERRICB VT, BEMEND | FET 6 AR T, TR, 1218

T & HBE O Al
WEITIZ L,

=

z11-

TWiZ L EBEIC, FRIREGPIIEYNCHROM

10



REFERHETA R4V
7TNwT (BEFEBEZ)
(B384 : 3 F A KT 200 mg)

~ T A ~

SFTcHE12H (Ff542 A%ED
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1. DI

E SO - BEMOMFEOLHITE, BT CESCESWEETERMERNR
HHEND, S5, BEORFHEMOERICLY, FHREER L EOEHFHRETIRE
ABFEEBRRRRBENDIF T, CRODEESEHICLERBEICRET LN
BEOBEL - Tk, BRAMBIEE LUFEOEASE 2016 (CFRE2846 A 2 HE
WUE) 2BV TH, BHMERMSEOEHOEBIEHEEFMIZ L ERTWS,
P eI RIS BN, BEEERRE RN T u 7 v A VR BEEOEIES E B 5z
REBZENHD, O, HFOERUCEZENICET 2IEEX+2ERT 2 ETo
B, YHEELORELZE<ZITDIENUFANIBEIH L THEHTD & &b,
BIERI AR U B A i & & A 2 L ST RER — B O B4 2 37 T IR E <
EHTDIEPEETH S,

LEMRoT, AHA RS Tk, BREEBEPINETIIELATVAREFES
M - BRI RIS S E | UTOESEMORE L EHA#ET 2B 6 L ERE,
ZEz2HROREFHEELRT,

RE, AHA FIA 03, MSATEIE AR RKMAERBRAESEN, NEEEEAR
ABKIEEYS, — A EEA R AERNBES R U FEAN B RRRBESRO
Wi LR L 7=,

AL IR BIEEES, - ST A ST 200 mg (—i%% - ToULw T (BHETEM
Z))

AR ERDBENIANE - MBI RE TR O HINSE

HELRARERCAR : 73 v F =7 LRIV T, @%F. RARKERT A<
Gl{nF#ax) L LT, 10310 mgkg ((KE) % 2 BREMET
1 RERE LA i) TRl RR T 5,

R MR ¥EHE: ANV T 7= BRASH

(%)
A 5458 Il mg, FEESmg (b TXUF=7) OPREIHR. HERUH
i

ASVRE TN « ARIRTIBRTR B SRR EE 1 oD R A AR
BAEROAE  BF,. RACRTXRF=7L L TIHESmg# 1 B2EROKET 5,
RE, BEOWEC I VEEMBT IR, IR 10mg 1 B 2HEE THE




2. FEOKK, EREF

PSR F A SRR 200mg (ARG 0 T 7 (UETEE ). BT TERAD &
VAA,) 1R AN TG T 7y —v BRI S LA £ b programmed cell death ligand
I (BLF IPD-L1; &Vv3,) Wxtd D MllIgGl €/ 7 n—FTAHETHD,

PD-L1 13, @MW THER RS ER L TERY, EBHEELED 23Rk (T
MHE, B MR F 2 4% T —T M) HIHEETS CD279 (BT PD-11 &0
5.) RV CD80 (B7-1) &#6 L, RESELZAICHBETILEEZLNTVS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 13, i~ OMEMARIZLERLTHSHZ & (Int
Immunol 2007; 19: 813-24) LAAME XN TEY ., PD-L1 & PD-1 47 L7-#REX. ML
MRS PUF A RAYR T MR L OBRRELERET ST O—~2 L LTEILR TV,
7o BHIIEAIC BT, PD-LI MBHE L TWA I LS8 HE SN TS (Cancer Res
2006; 66(7): 3381-3)

A#)6t PD-L1 QAR EIRIZFES L, PD-L1 & PD-1 £ DS ZHE L TRAPUFS
RO T SO EEELINMIs 2 ESc k., BHORELNH T EE2
LT3,

AFOVEFEFIZ LS GREORERIGIZE 2RBIEAE RS bbh, BEUIET
CELTEMENS D, ARNOREPROREKITL, BEOBRRETMTTH, BE
AERD b THATIE, BB LRI Ul EMp 20l & RR B OEM & E
LTl 21TV, BEORERIGIC LDRIERAMREDIh S HAITE. 8T
BRERNE RO GFEOBYIRAEETT 5 LEBSH D,



3. BRERRR

HRIBBIBRAEE SUTMETE M O B IR O 7K

T,

[ 5hi]

EpE R F MRS (B9991003 3U5k)

{LEFRIERED 72,

ANEH 61 H&2E

/TxRF=T1 wni,)

"57\7
WD

AR EITo72E f;ﬁ%%ﬁiﬁf/)&ﬁé x

ISR B X RS O BT B 5 0 886 B (B

M a=FoSY U I@BE (UT T R=F=7) L

5.) TOEDERCESEARE &N, EEFEMIEB I PD-LI B BE OIS
5, ) RUEAEWMN (BLTF OS] &wd, ) T
Hv . BIPEHEIEH & LT PD-L1 ORBLMHRWVEBREF CHIT D PFS KU 08 36k

WA TR A: FEWIH] (BT TPFS)

FEni,

PRI OER QOIBEFE6H20RT—F Iy A7) |

b\

KB/ T % F =T EEILPD-

L1 BB HEE LU PD-Ll OFB £ BV ERF IR 5 PFS OWIFLIZ 20T H

A =F =T HE

21l R LR LT,

5t L CEEEHS
*] AL 10 mg/ke & 2 IMEIBING CAFRHEL 7.

EMICEFBREES R LT,
THRIF =TI A S mg FHGARLE LT,

i

* . A=F=7, 6EME I AL LT, SOmg & 1 B 1 E 4 SRS Uik, 2 BRHAET
%Mk AR E SRk,
3 MARBICP IR T 2 - AT T I AT 4 v 2 RGO [R5+ OptiView PD-LI
(SP263) | %A\ S ML R L 0 Ml S, BEERERMC TSI D PD-LT R RE L 12 fiE
HINAAS 15 o DEIE DS 1% LOEAT PD-LI 4 &l S it
1 HHERM (89991003 HRK)
PD-L1 54 5 5 SRFEEH
z:aafuir ﬂg:xa A== TR z:ﬁliz:fe F A=
=7 (290%) =7 B (444451)
(270451) (a420)
PFS™ | hauff (H) 13.8 7.2 13.8 8.4
[95%CI] [11.1,NE] (5.7,9.7] [11.1,NE] 6.9, 11.1]
AN R 0.61 0.69
[95%C1] [0.47,0.79] [0.56, 0.84]
A lpfE™ <0.0001 0.0001
08 hgfE (B) NE NE NE NE
[95%ClI] [21.3,NE] [21.0, NE] [NE, NE] [21.0, NE)
AP R 0.82 0.78
[95%ClI] [0.53, 1.28] [0.55, 1.08]
J lplE™ 0.1911 0.0679
Cl: {(EHXE. NE: HERA, *1 : M RHUEICE IS *2: ECOG performance

status (0.

1) RO (RE., 4 - ll53—o o]

Cox it — FEF 2 B OBH log-rank HETE

F DD

Hus) kD mM




P
bt
<1

AR/ TR F=TRE

FHRE
w .

3 S
: A= F = T
0.1
00 . . .
a a 3 6 ) 10 12 14 16 18 20 n 24
4R AT U S O (H)
At risk ¥
K/ THFT g o s 134 120 %6 33 32 RY) 1 > 1 9
A=F =S 200 210 174 119 85 49 35 16 13 5 0
Q-
3
il

=

£ oo AE T * T =T

1
2 T
o1 =TSR
(m--; . ; o . . L - . SN -
0 3 4 6 s 10 12 i+ 16 18 20 22 2
HE(EA BT S OM (1)
At risk %X
AT E S F S D ¥ 3 2 193 X 03 5T 42 24 5 i u

A=FT o4y @ X 1 otk oW & 3 )

e
'3
-

BE1 PFS OHEAFTEED Kaplan-Meier #i#it (89991003 3BR)
(EE : pD-L1 (RAEAEEE. TH : 2RFMREH)



(PD-L1 R BRI OF 55%)

EREE SRR (B9991003 RRR) (CHAANONBEOT—FCEDE,
PD-L1 BEHBHUIEEOCART 2T = H MR VL EMOBRIIUTOERBY TH
o7,

HIEIZOWT, WP PD-LI BREBOH v MATZHTL I v A TEUERUSR
WORMEBICRA=F =T ERBUIAR/ 7 X o F = 7RI IIT 5 PRSOERIRNR
BH bR, PD-LI BRENPH NI EERDESKEVEANRD OGN,

2E. PD-LIORRBIZLOT, AFOREETa 7 7 A MR TH T2,

# 2 B9991003 REIZI1T 5 PD-L1 BIEFH D PFS

PFS$
PD-L1 #% R Btk FHAE [95%CI] AAsih' A . v
TR 0 o 1
(1 H) [95%CI] SRR 0 p
AR T HFRF= 132 16.1 [9.7, NE]
<1% L 0.89 [0.609. 1.308]
AR=F T 120 1.1 [6.9.17.3] 0.2406
R/ TR F=F 270 13.8 (1.1, NE] i
Z1% ) . 0.61 [0.475,6.790]
A=F= 290 7.2 157,971
AR/ 7 HF =T 293 16.1 11.1,NE]
<5% 0.73 [0.566, 0.943]
A=F =T 27 0.8 [7.1, 12.6] 0.6238
KE/ T HF =T 109 12.5 [8.4, NE] ’
=5% 0.63 [0.432,0.913]
AmFmT 139 5.7 [44,94])
R/ T XL F=T 363 14.7 [11.1, NE]
<o TF ? 0.73 [0.581,0.909]
A=mF =T 359 9.1 [7.1,12.5] 0.1569
@/ TXvF=S 39 13.8 [5.6,NE} i '
2 10% 0.48 [0.260, 0.886]
R=F =7 51 42 [2.8,69]

C1: Z8KI8. NE : #ERF, *1 : ECOG performance status (0, 1) RUUE CRE, H7) 4 - FHa—nm y
A ZDMOHER) FIEWE & LEMCxILFiAY— FEF 4«2 OB SRE. @PD-LIBIRRELV
PP LR EPD-LIBHRIR EORTAEH Z HEEE LCoxlbfnY— FE7n

1o

. ‘ - R wg ‘ . ‘ . .
fié . N A/ TXF =T lﬁ or :\‘_‘ ARE T HF= 7?#
e R - B
e . Tl BTPEN ) Ei ot AN b e
di : « . R Y ame s e e e ﬁ;: iy . -
fF 4 #F
B 0 . e ey B2 o
o, AT =T hE # o: A=F =T
LX) 1e¢
0 2 4 6 8§ 10 12 14 16 18 20 22 24 0 2 4 6 8 10 12 14 {6 18 20 22 24
At risk#( BB LU T A SOOI UD) Atsisk¥% sEHRIFT M ooHH ()
A THRFT 270 227 205154 120 76 53 32 23 13 3 0t D) AP/ TXRF=T 132 105 90 72 54 40 31 18 14 6 2 O
AzF=7 290 210 174 119 85 49 35 16 13 5 O A=F=¥ 120 97 18 61 50 .35 25 10 5 2 1 O

B2 B9991003 REIZISIT S5 PD-L1 BBBRFD PFS @ Kaplan-Meier Bifi
(M : PD-L1 B> 1%0BEKH. A : PD-LI BER<1%O/EHRE)



(F4nit]
FERSIEFE B IERER (B9991003 #%5%)
HFERERIE, KB/ 7T XF =7 432/434 ] (99.5%), R =F =B 436/439 #i
(99.3%) IZFBDH LA, RPRELORRBERLBTETERVWVEEEFSR @HER) k. £
TN 414/434 5 (95.4%) R TX423/439 ) (96.4%) 2B LN, WPhhoik 55
TREEN 10%LL LOAHERIITRO LB ThHotz,

#£3 WThrOBETHRBARE 10%2 LOBER
(B9991003 3 B) (F-tEMHraHRsEE)

Btk (%)
MEMNXKSE KK T ——— —————
(MedDRA v21.0/J v21.0) HRUT XL T=TH AT =T H
434 (7 439 f
4 Grade Grade3-4 Grade5 42 CQrade Grade3-4 Grade$
EHER 414(95.4) 241(555) 5(1.2) 423(964) 242(55.1) 1(0.2)
P ABRESS
T 235(54.1)  22(5.1) 0 196 (44.6) 11 (2.5) 0
LR 107(24.7)  3(0.D 0 148(33.7)  5(1.1) 0
RHAD 96(22.1) © 8(1.8) 0 100 (22.8) 4(0.9) 0
L 42(9.7 1(0.2) 0 68 (15.5)  7(L.8) 0
HEILF R 24 (5.5) 0 0 74 (16.9) 0 0
T - RHEES LGRS ORE
197 156 (359) 13 (3.0) 0 159(362) 16 (3.6) 0
AL 62(14.3)  1(0.2) 0 16 (3.6) 0 0
&I 41 (9.4) 5(1.2) 0 54(12.3) 8(1.8) 0
LD S IE 58(13.4) 5(1.2) 0 60 (13.7)  4(0.9) 0
FROLER. Bahds L RIS
BB PR 116(26.7)  2(0.5) 0 12(2.7)
P S 53(122)  6(1.4) 0 24 (5.5) 1(0.2) 0
B & U TRk E
Tk - RIERF DI ALMGEE 144(33.2)  25(5.8) 0 148 (33.7)  19(4.3) 0
I 54 (12.4)  2(0.5) 0 42(9.6)  2(0.5) 0
Z I AT 53(12.2) 0 0 19 (4.3) 0 0
FEARE
(R 49(11.3)  T(L.6) 0 17 (3.9) 1(0.2) 0
ALT {3 57(13.1) 21(4.8) 0 43(98) 92D 0
AST #9m 49(11.3)  12(28) 0 48(109) 6(1.4) 0
AR b 7(1.6) 0 0 61(13.9) 22(5.0) 0
g g 1(0.2) 0 0 44 (10.0) 25(5.7) 0
ik e
FE 208 (47.9) 106 (24.4) 0 142 (32.3) 67(15.3) 0
¥ ¥ kRS
FeBMGR 86(19.8)  7(1.6) 0 115¢26.2) 4 (0.9) 0
FRETRIRE
W R 56(129) © 0 0 141 (32.1) 0 0
RS L UR S ARhEY
o 52(120)  1(0.2) 0 24 (5.5) 0 0



% (%)
R/ T X F T EE AnF =T
434 8 439 {8
£ Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade5

BEMALSE K EB
(MedDRA v21.0/1 v21.0)

A ATER
HRIR AR R T 105(242)  1(0.2) 0 59(134) 1(0.2) 0
BE., PHERBLURERGHE
AL S I 5201200 7(1.6) 0 0 0 0
HHEES L OV /SR E
% 9(2.1) 1(0.2) 0 73(16.6) 22(5.0) 0
v R b 1 12(2.8) 1(0.2) 0 78(17.8) 24(5.5) 0
S eh Rk 6(1.4) 1(0.2) 0 79(18.0) 34(7.7) 0

¥, AHN T XLF = VRSBV CRIEMERRE 6 61 (1.4%) . MR 26 (0.5%)
FEERErE S 88 ) (203%). KM% - EEOTH 31 H (7.1%), FIRIREAERIE 122 4
(28.1%) . BIEHEREREE o M1 (2.1%) . FEEAHEGERE 2 41 (0.5%). 1 BIBERF 2 4
(0.5%) . MER26 (0.5%) . FEREE (F7 2 - NL—EEFELET) 1861 (4.1%).
TRHEEE S B (1.2%) . ESEMESAE | ] (0.2%) K UF infusion reaction 112 # (25.8%)
BEH BT, E7-. HK - BBUGRAE R UMK - $ERIIRD O Rhof, K
RIVERASR BRI AR HESR (MRREERELED) 2ADHRERERETRT,



4. BRIZONT

ARBEM L L THEARBRE (2FIE) A onTWaIimnh,. HERESLY
BEICEMTEAMBRTHOILENDH D, TOLT, AROBRSHEDREELD
Wr - BFEL, AFOBRESICL Y AELMEREL2RBELBICHIST S Z e PLELT
W, UTOO~@NT R TEHB-THRIZBWTERT & TH D,

@O BERiIT-oOWT

D-1 FEro (1) ~ B5) OWTFRMLICEYTIMETHDZ L.

(1) BEAHKESEET 5 RABTEES I ARRE EOER RS A BIOE L 2R
e, HulkAS ARSI R, HURMN AR &) (BFisiE 7 A L I
£ 436 Mgk

(2) HrERkhEmby (ERE31E4 A 1 AR @ 86 HER)

(3) HMAMRAEREETIAABIROEERIE (B ABTOESREEMBL. 2 A BRI
W k. A BTOEEHEERBR E)

(4) PIALFHIBEARE L, SRS SREERHOR | I RIESH AR DR
B2 OMREEICFEARIEEITo TV AR CE2947A | AREE : 2531 fifR)

(5) PUEMENESAN S E BN OB EIEFE LB EFT> TV HIER (TR 29 # 7
A1 B85 1287 filigk)

@ -2 WL O{b S B ORIE R M O MU -2 72 ik L R A OEN (T
ROWTRMCHEY T HEM) 2. HEBRBOAFICET 2RORES & LTE

HahTwnwhzt,

ﬁ

o [EEIRIIGEH 2 EOMNWEHELIE T L%kIC 5 ELL EORARKEORKIHEL
FHoTWnaZ L, 596, 2 L L., RAEMRIEE L LEBEBEZEOWHE
FITHoTNH I &,

o [ERitIrREE 2 EOPETHERET LRI 4EU L OWRBHZEOBRIHMEL 1T
STEY, 55, 2 EL T, BHREOSAESRELY SLRABRROBERIME %
fToTnBI &,

® BREROEXSEREFBROEHIZONT
EHS ST ET IEEENER Sh, BELEMSOHRED, HFYE -
LANEHRENFROTERCEMS AT DRI, FFFRBBELLEED
HEE., BEREMTORAEHIBE->TVWDH I &,



@ BHEROISIZOWT
@1 B RSHER O AR BT 5 B

MR R R o B A BV 2336 U780 . 24 BERIBIRIABIOO T, MM X
ISR T\ T L R L BMERLICIE U T AR BUL U CT SO BIER @RI
BEARREOBENY APIZBLN, BHITHSTERERNIE-THE I E,

@2 ERUEEEIC L5 HESANICHT BN

HABHIHED 2 EMR R MM A OBEE A1 2 BERUEHENMMER =4 ) » 7
EEOIEROAT V== VTV ERE L ERESLF TE DT — AERRFHIIE
WENTWNAZ &, 2B, BHEEFHICOVWT, PABRFLEFOKRICHFITAMSH
TWH T &, '

-3 BEROBZIT-OHRICBELT

BIVEA (RVEMERPRESRI A, ATHEREREE ., KGR - EEO TR, Pkl (F
I AEREE . BISHHRREREE . FRMARERIE) . 1 AR, R, B - B
R . MEREE (X5 2 - NU—EERESTe) . BHEE, infusion reaction, FER,
ARigs - BENEZe, EREMEES) CH LT, YHERUDEMEREEOBMLE 2R
S AEM & HEE L FEFOZERHSCB L THEERUORE4ZT ORI M
A E). HBIDHEG AR NTE HERAESTVWD I L,
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5. REXNMLR5BE

[ &4 % 4]

O ALHEFEEREO VIR IR IR TR EE RO BHIAERF LBV TAARI L T X v
%«7kwmm&$wﬁw&ﬁménrméo

@ TR T 2REICHT AR OB SR UERFEIC2CTE, EROFEN
SENTELY, ARIOEGHRERBIV,
o B HEEhERIE
o KRR BEAIRSY
o OTEREOFIENR R EN TV AR B OFEHEEER & OFRRS

[Zeaithic B89 5 Y]

() TEx&ﬁ76$z~ovfd&#@&@w#u&ﬁnfwé Ehb, 5%
T2 &,
o ARRORSICKH LIBBUEOBETERO H 5 B

@ REAOFE ST TRICSESE T 2BFH OV TE, ARORGEHERS L2
VNS, ROERTERREA 2V A IIRY | HRCAREHAT S L EFETE
o
- WEHENWRBOAH LERENH 5 BH
o HEERE RIS TRIEK & 30 B B R ONEEIE D BRI IO AR

LORNJIEMEALR B BN D BH

. HDRIEEBOSH. XS L IRERE0 A DR ERBOEEE
DHLBE

»  ECOG Performance Status 3-4 “*V O 8#

GE1) ECOG o Performance Status (PS)

Score E R

0 [ WIRIARIEHTE D, HFMEEICREEBEIHRARLITALD,

SUEEIT B LVERNIRIB E D5, BT T, BIEXCE - TOEERITI LD TESD.
] EOFOE, ERHER

RO ESOFOE DO L LITERL, AP 50%LL L4y KA TR I,

BN R ko

A AV, BADOEOEY O FIAL TEAY, BRIy FRT R I,
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6. WERZBELTERETEWH

® B CBEIzM A, WERTEEEDRILT 2RSS E AN ORERTEE
BEHOT- DI LERIEREHCER LT LERT LI L.

HERE s e D . B UL F ORERICE MR ORI RSB L, REE
BThLESTDHIE,

FREMERO <R A MIDONT

)

®

MEMSHRER D LD ZEBRHHOT, FROKGHIL> Tk, YIH
FEk (BYrh., ROLREE, W) ORBRUWE X MREORES. RE
AT I b, . KBS TWEH CT. @i~ —b—FOREEE
M52 &

RS, FHERERE. IFRPH LIS 2 LM H DT, EHIRICITRRER
# (AST. ALT. y-GTP. YU A EOME) 24TV, BEORELE I

BETDHZ L,

R AR S . RIS ER UV TERBEMELO LRSI Z LD D
O, EHEIC A WEEIERE (TSH, 8k T3, #ERE T4, ACTH. @i =
F—NVEORE) 21T2T L.

LMRHE., ROTHENSRASEORBERSLDLNIZENHLDT, &
BRI EEERE 21TV BEOREBEE T+ 5IBET LI L,

| BEERRE (BUE 1 BERFE A ET) B bbb, EREEY FT Y F—R
EZZENHBOT, BB, Bl EHEOEROBRLMBEMD LT
3BT AL, | REREREDN-HSICERSEPEL, A VXY
KOS EOMYPREEITH T &,

FFT 4T HR R, S, EAE, IR NS 4 & infusion reaction 23
S5PNAZLRHHIDOT, ABOBSITERE? infusion reaction 12 X TEE
BRSO T ABBE T - LTl TA 2 L, F, 2HELRG
AN 58512 infusion reaction N HbNB - L 6HDHDT, BEOWEEL+
SCEIgRE S o L, 7035, infusion reaction Z3ER® LNTIIBAITIE, BEIRL
BAETH L b, ERSAE TS E TEEOREEX T NIBETH L,
AEFOBEIZLY . BEOGERIGICERT A LEZ L LR HE2 RRERK
ERILDLNAEZ LEHHDH, BHEMNBDLALEEICE, BRLULALERIIR
U7 B ik & BB OB Lol U CEY A BB 21TV, B E
DR FURZ L ABERANEPNABEICE., FRIOWREX PR, RUE|
BEERLECRAORESELZR T L, B, BIBEEEAVE DRSS
T LY EEHOMERRD LNRWERIZE, BERERVEUADRE
IR OBEMLEEST DT &,

AR TH, BREE-LLEIPARBLTHLBHERARBRT LI ENHD
W AHRDEERTRICLAWERORBRICHSREETH L,
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@ AAOBERRABICBNT, BEAEYHTHG 1B VAT BRI, Thilk
. 12 BIEICAEPEORM 1T T I LE2FF I, KRIRS PILEMRIC
MROWMREITI L,
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BREEREETA 714
TV T BREEFHEBR L)
(BR7E4 : 73U F A KRBT 200 mg)
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1. iXC®IZ

EBRG DA E - BEMOMEROTZDITIE, ﬁﬁx%%mﬁdwfﬁmmﬁmﬁﬁ
HEND, SHIC, FEEORFEHMOEBIC LY. HEERRR Y OB HTHEME
m%ﬁ%%%ﬁm%éné¢f\:n&m@%%%zuﬁ%&%%u Rit4 2 = LA
MBS L - TRV, BREVHEE & EDRA SR 2016 CERL284E6 H 2 HE
W) BT H, EHNERSSOEROEEEEZRLZ L3 TWD,

SHeERBFERSE, BEBUERAPREN T o 7 7 A VBBRETFOEEMR EH LM
BAEDZENHD, O, HOERELEICHET AHFRA-DERTHSETO
B, MBEEROBELMZTIIEBHFINIBFIIH L TERTLE E LI
ENVER S B U BRI AR IE & & B 2 L AT — R OB & i 7= 3 R R T
ERTHENREETH D,

Limiio T, KHA KT A Tit, BRBEBPLINETIEHONA TV IEFES
iy - BEEAORMICESE, UTOEENOBHERMERZHEET B AL O LB T,
Z A HRUHEEHTETRT,

i, KA RF A 00E, MIZIiTEEAERES EREHRAQTHM. ANARNEAR
ABHEEEYES, —RdMEA QD AEEARES RS EAN B ARBRER TS
DWHOH LER LT,

MBRERABERE SR F A ERET 200 mg (—AR4 - T 7 QBB
Z))
E@ﬁ&%mm&:mmw@xﬁﬁﬁ%r&%waam SRR R O HERRTE
RELRAABRUAE BF . RARKR 7~ (MEFHKEZ) LT, 1 @E 10
mg/kg (FE) # 25EMMEET | BHEILL 2T THIEET S,
8% IR O B H . ANINAL G T 7w HEREH:




2. FRIOR. 1ERIBFF

PR F A EHEME200mg (—AR% TV T (AR Z) . LUF TARL &
ViAL) . AT S AT — BRUE 0 BE%R L7 & b programmed cell death ligand
1 (LLF IPD-L1) &V 9,) 45k MGG &/ 7 a—F AHETHD,

PD-L1 [3., AERAICEO THERTHREIZRR L TRY ., BHEELEY 235k (T
HiNa, B AR UFF = 4% 5 —T i) BIZRBET 5 CD279 (AF TPD-1) &w»
5,) BUX CD8O (B7-1) &AL, MEREFAHETILEL6NA TS (Am
NY Acad Sci 2011; 1217: 45-59), PD-L1 %, 4 OESHHEICHREBEL TS & (Int
Immunol 2007; 19: 813-24) &AM E IR TE Y, PD-L1 & PD-1 &40 L-#RBEL,
MR ASHURAS A T AL ORBE A EMT 2T —2 L LTEALNTND,
Fo, RELEEMICBWT, PD-LI REBRLTWDZ LEFRESINTVS (Clin
Cancer Res. 2008 Aug 1:14(15):4800-8) ,

AFNE PD-L1 OMASAFIRITHES L, PD-L1 & PD-1 & OFEE R HE U THRATRS
Biy7e T MMOMIAGEGEH LT A Z LB XY, EEOMBEANRT I EEX
BRTVB,

AFNOVERBFIC RS OBEDORBERMIC L ZEHERE S bbb, EEXIEC
CEL RN S D, AAOREPRCRE&ICE, BEOBRE 2TV, RE
D LA, R LIS U EM ey ik & R e o [ER &l
L Tl ENZEZEITV., BEORERUSC L 2BIEANEDAZHEICE, MT
BE RN R OB EEOFEGRNEET ) LERH D,



3. ERARRBK
RIGEIBR AR R IR L ORI 34 AL FRIE S O RIE O BRI M 21T o 72
R RARIR D H R T,

[ 5]
R E 5 1 FERER (B9991001 3RER)
75 F SRR E S D — WAl F R (@~6 YA Z V) 1D THRBETT SR b T
Ly, RIGYIBRRAE R RIS LA 700 ) (W ANBE BHE2EL) %L LT,
A& & Best Supportive Care (BAF TBSC) &v9,) OHFFIRE: (LUF TAA/BSC) &
Vv 9,) 1 & BSCHBURIEO H MR L RESRET & hd, FIRToRFR (20194
00H21 BF—4H v A7), FEFMED & &/ PD-L1 oRBBEMb2V2BH
(LT s L)) RUPD-LIBH T BEICE T 24FHME (BT 108 &
VNI, IDDOWT . AHI/BSC X BSC IS L CREBHAMIC T B ER 2R LT,
*1 : AL 10 mgske & 2 BETEVEINN C AR L 7.
*2 AL TRTEIS L 0 . ROVTRAA R EA & PD-LL B & BT LT,
- WBHIBR 25%LL LIC I @ A0 LD,
o R IRNG U SISO TI A A5 1% SR BERIRNO 25% L LI RERES b D,
o BRI L SIS AN O A 1% O RIEHID 100%IC B BBD LILD,

F£1 HIHEFE (B9991001 RE)

SBEYRM PD-L1 i s 45
AH/BSC BSC #%1/BSC BSC
(n=350) (n=350) (n=189) (n=169)
os g (H) 214 143 NE 17.1

[95%C1] [189,26.1] 1129,17.9] [20.3, NE] [13.5,23.7
A — E 0.69 0.56

[95%C1] {0.56, 0.86] {0.40,0.79]

A p 0.0005 0.0003

BSC : Best Supportive Care, Cl : {3, NE : fEEFRA, *: —RIAFFEORBEBEIVE 2
BYX SRR, HE) ROPEIEE (bh, 2 L) 12 L3 log-rank RIE
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HPHRED
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a1

00

Arrisk
4T S BSCHE
BSCBE

1.0
0.9
08
07
0.6
05
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0.2
01

0.0

Atrisk¥
5~ BSCHE

BSCHY

189

169

[8)

185

163

{65

132

239

23

136

113

\ ‘hk’“"m
) \*%
. P AH/BSCRE
- Y
BSCH#E
16 12 1 16 18 20 2 2% 26 288 H 32 M 3
EELHBY b 0lE (8)
226 196 167 145 122 8 65 51 3% 6 15 11 5 3
186 153 125 105 B3 68 55 41 33 8 12 09 2 i
R
‘M%hhw'—ﬁ
L H""’“‘x A4~/ BSCHE
R e bis Y
o [ U T U P -y
|
BSCHE |
10 12 14 16 18 20 2 24 26 2B 30 32 MU 3
LT 050K (H)
1% 114 % 1 0 4H ¥ R ¥ B 8 8 4 2
89 P 53¢ 45 37 6 23 23 12 b3 6 2 1

1 OSOHMAGTEED Kaplan-Meier fi#it (B9991001 3AW)
(b : £8#54FE, TH : PD-L1 BEEEHRE)



[Zett]
IR AL HUHEER (B9991001 iER)

HEHFERII, AH/BSCHE337/344 9 (98.0%). BSCHE268/345 6 (77.7%) 1Z3B¥H 5
N, BRFLEOPRBFEETETERVCAHESES (BER) . £hEh 266/344 fil
(77.3%) BTOF 4345 B (1.2%) (Z@H LNz, W oR 5 TRERED 5% E
ORHERIZ TRD EBY Thotz,

#2 WThHOBETRERN 5% EOBWER (B9991001 BRRR) (Z2HEMITY #45R)

M (%)
SRR A LTI A A A /BSC BE BSC
{MedDRA v22.1/1 v22.1) 344 {4 345 {7
4 Grade  Grade3-4  Grade S 4 Grade Grade3-4  Grade$

2R 266(77.3) 56 (16.3) 1 (0.3) 4(1.2) 0 0
i - REHBEIEE LU S ORI

I i 34(99) 0 0 0 0 0

wH 33 (9.6) 1(0.3) 0 0 0 ]

G 24 (7.0) 0 0 0 0 0

Fh I 23(6.7) 0 0 0 0 0
FE s L OB FaaRe s

I 5 47137 1(0.3) 0 0 0 0

5 25(1.3) 1(0.3) 0 0 0 0

BRI 18(5.2) 0 0 0 0 0
H gREE

PR 35(10.2) ] 0 0 0 0

ML 24 (7.0) 1(0.3) 0 0 0 0
il PR s L U A akrE

Bt 23 (6.7) 1(0.3) 0 0 0 0
oY IS

LR IR B RE IR T 36 (10.5) 1(0.3) 0 0 0 0

IR BS  TTEE 21 (6.1) 0 0 i) 0 0
BE, PESLIUBLESHE

FEANAE 5 S 35 (10.2) 3(0.9) 0 0 0 0

7eds, ARI/BSC EHII W THVEMEMZEE 12460 (3.5%). L 3 H (0.9%). ATHHE
FEg 184 (5.2%). KIBR - EEOTHSH (1.5%) . PIRIREEEERER 4881 (14.0%) .
BIEREERITE 40 (1.2%), PREEEE (X7 - AU —EEEELZED) 66 (1.7%), B
Fed 761 (2.0%). WK - BEHRIAEE 2 51 (0.6%) XU infusion reaction 69 fil (20.1%)
MBS LN, £, TEEBERE. (R, DR, EERHSENERUME -
BERRZIIBO e d o7, ABERRBERGIEEES (RAREEAEEEY)
EADEMERERT,



4. RERRIZHOWT

ARBEME LTHARMAE (2H8E) PRELNTHAZ E0h, YEHESE
WU EBECEAMMBRTHHILERHD, ZOLT, XRORENFULREEELD
W - SEL, AROREICE Y BEEACBERLRB U BRI S 2 LB MERT
B, UTFToOO~@DF X Thifil- I ERicBOWTERT 2 & TH 5,

O BRIZHOWT

@1 TFTED (1) ~ (5) OVTIMNIERTHIMBRTHDHZ L,

() EESHRENEET 5 H1A BFESISRES EEN RS A SRR R
Be, HukAs A SSRGS RIS, U A A BIERET R &)

(2) FEHgRERmLT

(3) EEAFRANERIEE T B 05 A BHGEPLFIE (B A BHRESHEERIT., BABRE
st Fisbe, B ABFGEEHEERNE AR L)

(4) FRALPFEEZRE L, SORIEECEFER A | T/ RIS i ik 29t
£ 2 ORRERCRDIEHET - T D HERR

(5) FLEMAEFAN T ERME DML 2 BHEIT> TV D HER

@ -2 R LB O{LFHR R OBERRBEIE OS5 70 kndlk & BB A RO RAT
(FROWTRNTHES T HIEM) 25, HLBEROARAZET S IEROREE S L
TEREINRTWDH I &,

. EER RIS 2 EOVHIBHE R E T LIZRIT 5 B EDORABROBEKIME &
FoTAr e, 95, 2 FEL L. RAESIRES E & Ul BRI S0 THE
F{IT-oTWNWBI L,

o [REISRFFESE 2EOTPIIHMEZIE T L7 %I 4 ELU LOWRBHFOBRKRIHE
EToTk0, 55, 2 LR, RE LEEOBARYRIEE LR ABED
BAERVHEL T - TV D 2 &,

@ BNOERSWHEBOKBIZOVT
ERSERERICUTT 5 GEEIRE S, WREXNSOWBED . A -

LGP ROTHR CIEMGICH T 5 R, AEFRHBRL LIBHEO

BERBERECIATON B g T L,



® BIEHORIGIZOWT
@-1 BERRBRRONSEEIc BT 284

AR RSOEERBERNRE U, 24 HEZRERHO T, JRZERX
I R R 3T, BE L BHERICIE U T ARSI AU CT E0HER OB L
BhHABREOEENYARIZE LR, Bzl dinETndZ &,

@2 ERUEEE I L 2 A HFEENCET 5 2

RAZIICHS D 2 A R Rk R R 2 A T 5 BEFREFERAERE =42 ) 7
EFEDFEROR Y Y —= o VEFVERE LR L H TE 55— AERMEHINE
BENTWAZ L, 2k, BEERICOWT, BABREFLZORIRIC-HMIEMEN
TWH I ¢,

@-3 BHERORB-OXRIZBL T

FIVEA (EVEMRREBICING , FPesfels. KiB%k - EEO TH, NowkE (R
IR AERIE | BINAAERIE . TEAMERUE) . 1 AINRR. DR, Bk - BBU5
EhERAE . FERREE (X5 2 - N —EEREZF L), BHIE . infusion reaction, FER.
MRz - REMEZe. EREAFEEIUES) 1ML T, YUEKEHR ILEREREEOEMELH
T HEMEEEL GEEROZEPHNCEL THRERUXEBEZIT ORI EHES
HZE), BHHICHEYROUENRTE DEHIBESTWH L,



5. BEXNRLLLBE

[ BT A $E]

O 7' FFRAE G AL EREC TERBEITRERED b TuWiew, BIRIEREA
EARBEEBERECBOTARRIOENERRIN TS,

@ THERICEYTHIEF NI HRAOR G ROEAFTIEZ OV TE, RAOHER
FELINTHLT, FHOTEEHHRE LBV,
s TI5F RS RIEFERIENDIETREO I WEBE
. f?%f@ﬂ@aﬂmﬁk%ﬁ&ﬁkﬁﬁﬁﬁ S LB
B RBFR:
o OFEMIEER LR LTRSS A BE

{Eaeiic 4 5 3]
@O FHRIZEMTIBZFICOVWTHAMOBRLEPERLINATWVWAZ D, 5%
Tl &,
o AROMSICH UVBRBGEDBEEOH 5 BE

@ BFEWHOFMIZE T TRIZEYT 28 FIZ 20T, AR oREIIHER AR
VWS, MO IEFERIRER WS AICIRY | MEICAREER IS I LA BB TE
A
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