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1. IIT®IC

=SS DA E - LAVEDOMER DT DIZIE, IRM SCESR IS o E e 23R
HILD, EBIT, IHAEOREHEATOMEHRC L0 | FUREIRE 22 & OS50 72 58 1 %
FREIRMDEKR EN DT, 2 b OERZ BIZNERBF IR T 2 2 & BB O
MR & 725 T Y RRIEMBGE R & SO FEARTTEE 2016 CERK 28 - 6 H 2 H @EIRE)
IZBWTH, FiESRGEOFHORGELHEEZ XD Z L LS Tnd,

BORMEFRE T SR T, KB ER RN 1 7 7 A L BBEFOESR G & 5 2N B
BRHZENDD, DI, AR OLEMEIZET A EWRS 0T 5 E TOR,
VHERMOBELZ R 2T 2 2 LRI N BEICH L THERT 2 & &b, g
FADFEBL U 72 BIC LB 3t % & D 2 & ASATREZR — 18 OO B % Jiii 72 3~ PR A BE <
THZENEHETHD,

L7eiRo T, RATA RT A4 Tk, BAFEBRESS 2N E TIZE LN TV A EFIFH -
FHAR R HS & | LUT O B 38 O il 70 1 & HEME 3~ 2 8RB /R TR B 2
TR O EFEE T,

I ARHA BT A A%, JSIATEUE NE K EFRIESHR O, AstEEEAN B AR
BRIR IS 72 . —MAkFE N A AR IR N BHE 2 K Ot E A B AT RSB 72
WD b EMER LTz,

KL 7 AERT T a NS GBS TR Z)

R LR BHENEIHE  TRIEOIBRARE 22 AHSE ¥

MG ERDMEROHE : 7 Lo Z EEBER O AT Z T 0 L OPFHIZE T, @,
FRNIZIXT 2 Vo b~ (s z) & LC, 3 EMMRET,
1 [E 1,500 mg % 60 43 MLl BT CadidsiE+ 5, 3 MMM T
DR R L EH%, T ol <7 (BETF#HIEZ) L LT, 1
[B] 1,500 mg % 4 JERIFIE T 60 43 HILL L2 TR+ 5. 7=
721, (KHE 30kg L FOHE O 1 [AIF 58X 20mg/ke ((KHE) &
T 5,

SN TR I A S N il Sk s =T

(%)

T B AR OBRE OISR, R R O =

ZhRE SN R - HE R

ER O E @E ., RAIIZF A2 e & LTI E 1,000 mg/m? % 30 435> T A

FHEL, 1 EEG A 3R L, 4 BEIXKRET S, haela—2x

ELTHEA#IKT, ok, BEORBICLVEERET D,




VAT T F U ORREITE., HIEKOHE

IIRE A : A
R RO B RIS, &7 2 5 R & ODFFIEIE & LT, LR RIRT 5.

[ VAT T7F L LT 25mg/m? ((REMHFE) % 60 23/ T
L. @1 E&E% 2 #EG L, 3EBIXMART S, e 1 7—nrd L

THREZ#HY T,
¥, 1EORGEITEF OIREIC LV EERET S,

BRIRFRERIZ 61T 2 A AN D L - JHET T3, BRIREGR DIH P5~) S



2. AFIORHK, 1ERBEF

T alv T (BiEHE ) (LLF, TARH ) 1E, E b programmed cell death
ligand 1 (PD-L1) (Zk}F 50/ v~ U Glx (IgGlw) 77 7 ADe MNMIE )/ /=
—TAHUETH S,

CD274 (PD-L1) &, AEEAICE W CTHURIE RAIMSFICRBLL TB 0, &L LY
VORER (T, BHIl@KL OV 27 /0% 7 —T M) 2238325 CD279 (PD-1) K&
TN CD8O (B7-1) &t L S 2 AU % & 3 2 531 T % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , F£7=, PD-L1 %, Fix OEEAIEIC %
BLTWAHZ & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 737 S 41T
Y., PD-L1 & PD-1 41 L 7RI, TSI AN LR AR 72 T Ml & OB 8% %
[T D FO—2 L LTEZ LN TV D,

AFNE, PD-L1 OIS EIRIZHES L, PD-L1 & PD-1 DfEG & HETSH Z L&ICK
0 BAPURRRRE) 7 T MR O MRS F G 2 #9R L S OB 2 sl 52 & 52 6
nTnb,

AN IES BEEOSRESURIC X B RIEM %2 S 5 bi, BRI
BD AR b B0 ARG R OB 51T, BE OB 14047, R
W BIVF SO, R L 7o BRI U 7= S 7 Stk & AR A RO & e L C il
Y)W A T\ B D RIESIRIC X B BITER 85 b B 5810 1E, RIRBIER v
B LA OB E O 7 LT A AT D BN B B,



3. BEPRRRE
1B UIERASRE 72 NHIE 3 O AR IR 21T - 72 72 B R akBR O pliil 2 37,

(A20tt]

[ BRI [R5 AR (TOPAZ-1 #A6#R)
{BEIERIERE O 7o\ R YIBRASRE 72 fHIE 8 5™ (WHO/ECOG Performance Status 0 X |

1) 6855 (AFKI& XLy B2 RBIE+ AT TF o [RFIPEREE 341 6], 7T 2R
LT LT F SRR AT T T [HREE 344 511) (BAN 78 51 [AAIGFIRE 37
B, KT 41 1] 2 5T0) RIS, AHl FAUFEUVIEBER AT T F ok
OFREG LT2356 O WE R OVZ 2P 2 et L7
PRAET O R, FEHMEEE CH 2 24N (BLF, ToS)) (PRl [95%(E4H
XD (424 fED A~ b)) d3, AAIGFHEET 12.8 [11.1~14.0] W H, XHEET 115
[10.1~12.5] A TH Y | AFIGEHRFIRIEIOS LGHARICA B R ER 2R LT
(NP — R [95%EHEX ] ¢ 0.80 [0.66~0.97], p=0.021 [J&%5I] log-rank FiE, A E/K
# (W) 0.03], 202148 A 11 BT —X v hA47),
1 RO TORIREIE. 6 7 ABERE LI%ICHER LI-BRESSR L S, $12, ik
TR TR B R A T DO B B I, 6T 6 0 AR Z KB L= %IC % L
TERENRRGRLE I,

*2:3 @lME 1 A7 e LT, RA 1,500 mg X7 ZBAREZE 1 HEIWZ, FAv X U ERE
1,000 mg/m? & A7 7 F 2 25 mg/m? #4551, 8 HEIZHRK 8 V1 7 b5, AAI 1,500 mg X

1377 AR & BT 4 BRI E Lz,

OSHR{E(R) [95%Cl]

ol ~ FHEIERE 12.8[11.1~14.0]
0.8 - XIREF 11.5[10.1~12.5]
£ o7 INY—REE(95%CI) 0.80[0.66~0.97]
£ 06
7 0.5
8l 047
A 034
= 0.2
0.1
0.0 ] ] T T T T I I I I |
0 3 6 9 12 15 18 21 24 27
BROERBIMTHSDHARME)
at risk#¥
AR 341 309 268 208 135 79 49 24 9 1
pupicted 344 317 261 183 125 65 29 10 4 0

K1 OS ® Kaplan-Meier Hif



[Z4=tt]

[EBE 4L RSB IIAE R (TOPAZ-1

AR)

B EFEGIIARFOAHE336/33801 (99.4%) K Ut HEHE338/342151] (98.8%) 1Z#d Bl
oo WT ORI E OREREAFRAGE TS RWEEREL (FIEH) X, Zhth
315/338%1 (93.2%) K Tr310/342451 (90.6%) 258D i, D 5 BLILI-H] (Grade 5) 1,
ZhZEn2/3380%1 (0.6%) KUNM/34201 (0.3%) THotz, WTNNOFKGEECTRILEN
5% EORWERIZI TRO LB Th o7,

#£1 WDTRPOBREFH CTHREARES%IULOBIER (REMMITHSRER) (TOPAZ-1388)

RERIRIE | EARGE B (%)
(MedDRA/J ver 24.0) AAIGEHEE (338 f5) KTEREE (342 1)
4 Grade | Grade 3/4 Grade 5 4 Grade | Grade 3/4 Grade 5

2EIER 315932) | 211624) | 2(0.6) | 3100906) | 221(64.6) | 1(0.3)
MR LY o REE

2 1. 134 (39.6) | 64 (18.9) 0 123 (36.0) | 64 (18.7) 0

BRI 99(29.3) | 65(19.2) 0 98 (28.7) | 69 (20.2) 0

/N 35(104) | 12(3.6) 0 10(117) | 18(53) 0

{1 BRI 19 (5.6) 7(2.1) 0 15 (4.4) 2 (0.6) 0
PR TS

FLBR AR RE AR T | 22(65) 0 0 8(2.3) o | o
REHR L OVREREE

LrRB0E 13127 | 206 0 55(16.1) | 2(0.6) 0

&~ 7 % o v AJE 24 (7.1) 5(1.5) 0 15 (4.4) 1(0.3) 0
R EEE

PRE R4 | 20059 0 0 16 (4.7) o | o
HIlEE

Tl 118(34.9) | 3(0.9 0 103 (30.1) | 3(0.9 0

Mgt 37(109) | 3(0.9 0 44 (12.9) 5(1.5) 0

{5 il 34 (10.1) 0 0 33 (9.6) 0 0

T 29 (8.6) 1(0.3) 0 25 (1.3) 2 (0.6) 0

RIaES 17 (5.0) 0 0 15 (4.4) 0 0
g R KO THlfkEE

oz 24 (7.1) 0 0 23 (6.7) 0 0

[TESs 24 (7.1) 1(0.3) 0 14 (4.1) 0 0

= 2 e 23 (6.8) 0 0 16 (4.7) 0 0
—% - RHFEER X O SEHALOIREE

s 74219 | 927 0 7421.6) | 8(23) 0

B 5E 37(10.9) | 4(1.2) 0 37(10.8) 7 (2.0) 0

FEB 22 (6.5) 1(0.3) 0 16 (4.7) 1(0.3) 0
R

i ER R 89(26.3) | 70(20.7) 0 104 (30.4) | 87 (25.4) 0

1/ N> 64(18.9) | 27(8.0) 0 71(20.8) | 26 (7.6) 0

4 i Bk HB 34(10.) | 141 0 45(13.2) | 20(5.8) 0

TI=UTIRTUA | 17(5.0) 4(1.2) 0 18 (5.3) 1(0.3) 0

7 =7 —EHmn

M2 L7 F = Han 8 (2.4) 0 0 26 (7.6) 1(0.3) 0

¥, AFGFRFEHC ISV T, MEMEMZE 4 61 (1.2%) . BEO TR 16 (0.3%). AF

P RERE

A% - WALPEARAE 2 21 61 (6.2%) . HURIRBEREIR TIE 23 61 (6.8%) . HIIRMR



FERETCHESE 7 61 (2.1%) . HIBHERERESE 4 ] (1.2%) . 1 ZUBESRIS 1 61 (0.3%) . infusion
reaction 3 i (0.9%), #fRFEE (X7 « NU—JEMHEEZEST) 16 (0.3%). FER 2
(0.6%) DED O, Flo, KIFK, BbadE (REMEBRE) . K - SO EhRiE
DA, BAEM M E, T HRARERERE S BN, B O RS REEWEL HERE
L& 7L, BERESS . SePE el MRS E M ORIFER S 1338 0 b o 7=, REIEH

FEBURDULBE S S 2 & OB R 2R T,



4. HEERIZDOWT

I Y 27 EPEHE (RMP) (ZHED & | A0 = 38 5 22 1k BE LTS B~ oD 1 o (Al
W Dk Toh o> T, AANOE G e BEZZW - F5E L, AF O G2 L 0 HE
7RRIER 2Bl L 12BICH IS 35 2 E B3 Eiie = LLF OO~@ D3 =T & i 7= 3 h
RIZBWTHERAT2RETH D,

© MEFIZTOWNT

O-1 T2 (1) ~ (5) OWTNNTELT ik THH Z &,

() EAFERENTRET 5 2 ASHFEEEILARRE S (GGE RS A2 RoEHE LSRR
Hidak A AR HEMLSRRT ., HilEkoAs AU 7R &)

(2) FrErERERPE

(3) HBTENFIRIN TG E T 2 M ABEEEERE (D3 A FEER EwbT, 23 A
W 19EBE, 3 A IR HEE R P e &)

(4) IRALRIE R 2 3 U, SRR LR 1, A RIES LA E 2
UTAN KRB LA FRERIE 3 ORisR FEHEICLR D i & 1T > TV B filisk

(5) PUEMEREE AL T & BN O fi g% FHE AR B i & 1T - TV B fitiek

-2 NS Db 7R e OVRIE R R BURE D 52 +57 7o ik & ikBr & FeoEfl (P&
DWTIDNZFEY T HEAN) 23, YZEROARFNCET 2RO T & L ChlE S
nNTnsHZ L,

#*

- ERIRFFEUSE 2 FOYIMINHE ZE T L7212 5 FLLEO D IRIFE DERIRNHE %

ToTWbZ &, 956, 2 HIT, DAEYREE & LIBIRIES > OWHME 21T

STWAHZ &,

- ERNRFFEUSE 2 FOYEPHEZE T L7212 4 FLL EORKEHRE AL TW5D

2L, 9B 3AELL IR, MEIERE D)AWL A B Lo DS AR DERIRIHE 217 - T

WoHZ &,

© BRHNDOERMLEREBEDMERITONT

PSR I FICHE T 2 BT E O AR S, RN O OERED, A0 - &
EYEEIFAINE RO E L OEME ST 2 Wit AEFLLRBAE LG A 0mE
(WS, ERHODIATON A IEHINE S TNDHZ L,

@ BIERA~DXIIZ2AVNT
@-1 R iEHIC B3 5 EH:

W MERE B O BEZRBIER S LB, 24 FRBIR2RIAHIO T, Yi%hiak X
VEEE R 2B T 8 HL L2 BIERNICIG U CARBREELL OY CT £ O FIVEH ORI 24
FRRAORERN Y AHIZEO I, B HICKHES ATREZR K 23 > T b Z &



@2 ERREEEIC L5 EEERRICET 5 EH

IR DRI 0 % BP0 2 I DR % 5 IERIE S S RIER T =4 U v 7
EEWITIROA Y U — = 7 BTV ERE LG E 5T & 5T — LERHR 25
ENTND T &, b, EREIC ST, BARHE &2 OREIC SIS T
W5,

@-3 BIfEA oBEroxt it L T

RIVEH (VB MR B, AFREREREE - AT - B bPEIRAE 28, NrmwikEs (R IR
e, R HERERE S, TEAEHREREE) . BiEE (REME ). infusion reaction, K
W% « EEED T, 1 BUBEIRIA ., g% - BRSO RMIRAE . O de, EAER M 0E, BBk,
S VE ML/ OB E | %, B O B IR | piRRE S (57 v N U—EEREA T Te) |
(RO IR OIS B A BRIV DE , THLRE 2L, WEde, ARIFERES . B K5 12xf
LT Meshiak X3 M R B O BE P M 2 45 3 2 [ Al & s U (BIEH O Wroxt i
B L TSR OB EZIT ONARMCH D 2 L), BB 2L E ) T 5 IR
MNEESTWND L,



5. BEXRLERDHABE

[B2EICBI3 5 FE]

O ALFFERE D I MBI RE 2 IE R B 1SRV T L ARAL 7 Ay 7 B U g
KO AT T F e OUFHEGOFIMNERRIILTN S,

@ TRUZREY T 2 A OG- J OME I TTEIZ DU T, AR O A RIPED L ST
59, AFOEEXZ LR B0,
o OTAROAEDNMED RS TO W OHUEMEIES A & OO &5
o IlRRARBDRR L

[ZaEC BT % ]

O TRICERE T LIERFTICOVWTIAROEENED L SN TND Z Enn, &5 E21T
bprnz &,

. ARFN DRI U HOE O BEAE R D & % B3

@ BFEAIOFHMMIZB W T TFRRICEE S T D EBEF IOV TE, AA oK GITHESE S 2 n
D3, MOIRFEERIIL D e WESIZIRY | HEICAHZEH T2 2L 2BETE 2,
. fid P e i (ﬁ&%ﬁ%ﬂ@*%@@) DH 5 BETZORFERO S 5 BFH
. ik S ok 2 A A C LR A 3R D 2 FRE B OV YL Bt 2% 455 0D i\ RRAEPEZEA B 203 A2
By AWy E
. H OB E B OGO OB 7245 U < IE3EM 0 B O E B OO
oD BHE
. WHO Performance Status 2-4 0 D H &

(£ WHO ¢ Performance Status (PS)

Grade

0 F o {MEAREHTE 5, EREOMEMEZLE LT, FIFATL [ U B HEEI KRR ATZ 2,

1 I’E{Z!SEW:‘@!(LL\iﬁiﬁﬂi%‘lﬁ&éﬂéﬁi\ MTHIBET, BAEEOMLEIIITO LN TE D, ERELHER TS
— N0 LRUSHERFEH T 2B8ELEEND,

2 JFfTTan HOoOHFOEDY OZ LIXETHHREEN, BRI TE20, BHO S0%LL EiZ<y RO Gl 29,

3 BR &7 H % @Ef@izb@@ LLOTEAR, BHFO50% EE2 Xy Rk Tl 24,

Fol BT RV, BOOHDEDLY DI LIFFE-TERY, BRIy FFFTRIT,

10




6. BEICEBL TEETREEE

O WA SCEEIOINZ, RGN TE A DR 2 BB 2 S & ARHI oo R Je vl A
A= DI G E I LTI A2 &

@ JRIRBHIGIC SN G B T F OFIRICEDER OEtE a2 453 L, [[iE a5
ThbHEE5T52 L,

@ FREWERDO~ 2T A MTOWT

MV PERE R (BRI 2 5 te) BN bbb Z &R 50T, PIHER
(BB, PR IRISEE, BZmk, FEEVE) ORERE & O XM Ar o Fhn sy, #1153
AT o 2 &, Eo, REITS U THERCT, il ~ — 7 — SOk % Fi
ToZ L&,

infusion reaction3® HH4 5 Z ERH Y | 28] H LI O ARHIF 5-KFZ 1 infusion
reaction?3 & H DI D Z LD D DT, RAIEGRHZ X EEE OREEZ 5712
#Blz29 % Z &, infusion reaction3 73 6D H V= A XU R MLE 21T 5 & & HIT,
JERNBEIET 5 £ CTREOREBZ +2ICERT5 2 &,

FOR IR RERE . R EERERE T L O T AR E N H OO Z EnHH D
T AKI e 5B bART M O G- W R R X E 09I N W s RE R AT (TSH., 0#HfET3
WERET4, ACTH, I =2 VT —VEDRIE) 1TV, BEOREE +0 108
By L2 b, £, REIDEU THGHMREZEDOER L EET L L,

AHNOEHAZ LY | ORISR T D LB 2 DDA IR B
WHHLOND LN, BELTIITATV, BENEOONEEITI,
FEOGRPERIIC L DRIEM ORHEZ EE L, WURENRBIE1T Z &, i
DRIEPISIE & DRIEM A EBEDN 561213, AR OFRGOMEE, k30T
BEERNVE CHIOBRGFEE BT DL,

PG T 1% BOR OB Ak L T LREWERNEERT 22 L3570,
AR OPEH T RIS O RIER ORI 3R T D,

AST (GOT) . ALT (GPT) . y-GTP, B U LB V%D EF £ 5 FFFkneksE
RFge. RALPERRE RN D SN b Z L3N 5 DT, AFIBEG-BRAART M O 51
L EBIR I IR ReiR A 21TV, BREOREAE T2z 5 2 &,
PRAME RVBEPEE 2%, REREBREDOBRENH LN D Z ENHDHDT, KA
P& 55-BR bR & O G- HIR TP 38 RIS B RE R A 21TV B ORREZ 431
BlETHZ L,

1R RIG S & 5oL, BERFMES 7 R—Y RAZELZ ERHDHDT, M
B, Bl NS SRR OFBRLMAEE D LA EET 5 2 & 1BEIRIA
MDEEONTHEITIE, ARV VB RE T 2F OO G %2175 2 &

ZEE®

@ TOPAZ-13RBRICEBW T, BERES24BMIZ6E ., F I8 A D
FHI 21T > TN Z & 2B FIC, AFIBEEFILTEIC BB TR OMEEREAT

11
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1. IXTHIZ

=SS DA E - LAVEDOMER DT DIZIE, IRM SCESR IS o E e 23R
HILD, EBIT, IHAEOREHEATOMEHRC L0 | FUREIRE 22 & OS50 72 58 1 %
FREIRMDEKR EN DT, 2 b OERZ BIZNERBF IR T 2 2 & BB O
B L 72 o Th 0 RFMBGEE & D AT #2016 CERL 28 41 6 A 2 H Fl#EERE)
IZBWTH, FiESRGEOFHORGELHEEZ XD Z L LS Tnd,

BORMEFRE T SR T, KB ER RN 1 7 7 A L BBEFOESR G & 5 2N B
BRHZENDD, DI, AR OLEMEIZET A EWRS 0T 5 E TOR,
VHERMOBELZ R 2T 2 2 LRI N BEICH L THERT 2 & &b, g
FADFEBL U 72 BIC LB 3t % & D 2 & ASATREZR — 18 OO B % Jiii 72 3~ PR A BE <
THZENEHETHD,

L7eiRo T, RATA RT A4 Tk, BAFEBRESS 2N E TIZE LN TV A EFIFH -
FHAR R HS & | LUT O B 38 O il 70 1 & HEME 3~ 2 8RB /R TR B 2
TR O EFEE T,

I AKHA BT A A%, JSIATEE NBE S S R AR AP, AR tEENEN A
BRIR IS s . —MALFE N A AR IR NEHE 2 K OVARSHERTE N B A IS ABHIEIS 72
WD b EMER LTz,

WL R BERN T a v~ T (B G TR L)

R ERDMRETDR AT - RO =S

RHEERDAEROHE « VAR T T F 2 RO X4 L RBUBMEIESAl & O 0F Iz W,
W RNICIET 2 v <7 GBIs TR ) & LT, 1 [E 1120
mg % 3 WHEFE T, 60 23FILL E T CAMEHET D, TO%D
HEERIFIRICB T, T a2 b~T GEE T L) LT, 1
6] 1500 mg % 4 FAEHEIFE T 60 43 HILL 2T TRGREFET 5, 72
72U, RHE 30kg UL FOY6 . MEFRRIEIZEBT 5 1 BlEG &1L,
20 mglkg (KH) &35,

Bl R % ¥ E T A IR ABMASH




2. AADKHE, 1ERER

T al w7 (Bin s z) (BUF, TAAID (X, B b programmed cell death ligand
1 (PD-L1) Zx3 26 a7V > Glx (IgGlx) 7277 Ape Mt/ 7 a—FL
nkchH s,

CD274 (PD-L1) 1%, AEAENIZE W CHREE RSB L Tl IHHEbLZY
VRER (TR, BHiIRKL OV 2 7 0% 7 —T i) ZI2HBL3 25 CD279 (PD-1) K&
N CD8O0 (B7-1) & L, g 2 AITHIE 2% &£ & 2 53T % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), F 7=, PD-L1 |%, i~ OEEHINLIC HFEBL
LTW5Z & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) 25 S TH
V. PD-L1 & PD-1 ZJ7 L7ofR#8I%. MRS HUR AR A 72 T M Hs & O B8 % %[0
BT AWFEDO—DE LTEZLNTNS,

AFNL, PD-L1 OIS EI(Z#5S L, PD-L1 & PD-1 OFiAZHET S Z LIk
0 DSATURERFRAY 72 T A O MRS EE M 2 B U IS O 2 P32 & 52 5
nTns,

AFNDVE R I b FE DGR PIRNT L DEWER N H b o, EEIILLTIC
ELOWREMED B D, ARIOFG- PR OB E#£IE, BEOBIRL oAtV ), BENRE
D BTG EITIE, BB L2 HRITG U= B MR ik & R 2 FF O PRl & i L T
Y7 EERIR W ATV R E O RO K 2 RBITE 2N B 2 B8 1213, B RV ARV
T AN OBGHEOEYV L E 21T O MER D D,



3. ERREE

[ 2hE]
[E B [F 2B MAHRER  (DUO-E #RBR)

(LFRAERE D 72T AT - B OFE A BE 718 il (DA + 473 7 +{b%
JERIE"S BE 239 B, @ASH| AL B 238 il OFLSREEIE" BE 241 i) (HAA 88 4l

[Znznd26 B, @30 #l, @32 fil]) #x5ic, ERROK VO &QDHE MK OE 4L
P fE L7z,

FHEFEMIEE & SNz RECIST verl.1 (243 < JRBRFH Y FERTHE T K D MR HE A A7
W (BUF. TPFS)) (hfiEl [95%fEHaXM] (LT, ICL) ) ofERIE. RKFI+ 4T3
U 7 HLFRERE T 151, RAIHLPRERET 102, (LFRIEHET9.6 WATHY . K
Fl+ 747 28U 7+ A2 ORI LR IR E SRR U ORI A B 7
JERZ 7 LT (DL FRIERICR T 284+ 4 7 )Y 7 HEPRER O — R

[95%CI1] : 0.55 [0.43~0.69], p<<0.0001 [J&5!] log-rank fRE], A E/AKE ([F{H]) 0.025,
NPT T D AR HLFPIERE O Y — R [95%CI] @ 0.71 [0.57~0.89]. p
=0.003 [J&ghll log-rank #7E . AEANKE (W) 0.025, 20234 H 12 A7 —% 1> b4
76

*1 : FRTUEATE OMBIRIE & U CTHUBHIEEAI 2 R 5 S W 2356 1%, PUBIEREEA O B it 5 1
MO E TOMMA 12 0 AL EOBEN G L T,
# UFOWTINIIEEE T 5 BENRGR L S,
> International Federation of Gynecology and Obstetrics (LT, [FIGOJ) 3% (2009 EhR) MHAD
BED L, PWUIERBEIC RECIST ver. 1.1 (&S < WIEFTRERZE SR L/ BE
> FIGO 7% (2009 4EhR) VIO EFE (FIF T LMK OFRAAREOH BT D)
> FE TR LD RIGT 2 WTREEMRVER O BE
3 HEFULTOEEY & Eank,

5 bkt R MERRI L
1.2
AE|+A4Z %Y 7 %Bgc/ggguxl ;20 i?gj * AHI 1,500 mg 2 Q4W CTHEHARMN X5
HLFHRIERE Q3W CHRALE S e #4730 7300 mg % BID #& 0 #5-
CBDCA/PTX 12 L Dff | <
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Q3W : 3 ARG, Q4W : 4 @RI, BID: 1 H 2[E, t1:CBDCAAUCS Xit 6 mg + min/mL
FHY & O PTX 175 mg/m? % Q3W THHIRNE 5. T2 : CBDCA/PTX # 5:12 & 2 W@IHUE S IG 23
RE L HA%ICIE. OCBDCA R UQ@PTX #ZNENOY AT TF U RU@/ 7 U 2% &
(772 GET) T e XA KMIcEFTREE Shi-, T3 &kke6EFRS
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1oL Tholz,

723, PD-L1 ORBLFIZL T, KAIOZEMET 0T 7 A4 VITFRETH - 72,

* - ORI G G SOEANFED B 2 RIEH AR K O\ QMIFERE S 3R B Gy B SUS 2538 8 B 11 % TG
B S 2S FE T D O w2 . ISR RO mEE TR L T 100 22 C72fE (%)
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i 0.8 + )

T Median PFS (months) (95%CI)
b (L5 R 9.5 (7.9 - 9.9
£ RAIHEFRERE 113 0.7 - 15.4)
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0-0 T ] T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T
01 2 3 45 6 7 8 9 10111213 141516 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32
T UL B D ORI ()
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(5.0) (3.8) (4.2)
BBl R 12 0 0 3 0 0 10 0 0
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ek, ARFN+A T8 T HETFRIERICRB O T, AF E OREBIRNGE T 7200
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EALPENRAE 25 1 6 (0.4%) . HURBRBSEEIK TOE 34 61 (14.5%) ., HURIRE TCHEESE 18 f1
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T ARHN B G- B i K OV G- H I E IS N 20 W B RE AR A (TSH, 055 T3,
WFEfE T4, ACTH, MH 2V F Y — VEOHIE) #2170, BEHEOWREE 43108l
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THZENHEETHD,

L7eRoT, RIA RT A TiE, BB ZNE TITBE LN TV EFIFH] -
BHFR RIS & | LUT O 3K 5 0 St 7068 2 HEE T~ 2 8L O B e gipk . B %
FROEEFHERT,

¥, RITA RTA 0%, MSEATBOE NS R R AR, AatERE AN B AR
BRI 2y . — AR N B ARERRIN R E 2. — B ERTE N B AR B2 OREE IE
EHHIEEEAN A ARRBEFEOW IO b SR LTz,

KB LR BERL T al v T (BT Z)

R L RAWRENINE « BRI AINRT - T MBI TE

HELRAMEROHE: 7oA w5, LRKIF—h, XV FITF RN RS
FeEOPFHIZBWNT, @, RAIZIET 2 v v~7 (Bis T
ML z) & LT, 118 1500mg % 4 @AM CHRNC 2 BlE T, &
O 1T 2 [l E T, 60 23 EILL E T CaEET 5, Tk, 7
22T (B z) & LT 118 1500mg % 4 B8 E
T10 B E T, 60 ML E T CTRIEFET 5, 7272 L, (KT 30kg
UTFOHED | a5 20mgkeg ((KE) 295,

B YE g 7 ¥ F T A NI ERABASH




2. AKIDOKHK, 1ERKRF

T ans w7 (Ela iR z) (LT TAHD) X, & b programmed cell death ligand
1 (PD-L1) iZxt¥2%% a7V v Glx (IgGlk) ¥ 7277 ADe Mt/ 7 a—F
R Ths,

CD274 (PD-L1) &, AEENIZE W THIRESMEICHEBL L TV, EHEbLZY
VoRER (THME, BAIIE OV T2 7 0% 7 —T fifl) %3425 CD279 (PD-1) K&
N CD80 (B7-1) &AL, s 2 AlcHli#El+ 5 & & 2 5405 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), F 7=, PD-L1 1%, FEx OIEEHHIELIC B
LTW5AZ & (NatMed 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 3 SN TH
V. PD-L1 & PD-1 &4 L7-#REKIE, NI HUR AR RAY 72 T Ml ) b OB S % [A]
BET AT O~ L LTEZLN TV,

AFNZ, PD-L1 OFIfEsEIZF5ES L, PD-L1 & PD-1 OFiAZET 2 2 L% X
0 BABHURFRER 72 T M O MG ETE M2 858 L, R OHEM A k25526
nTn5,

AFN ORI 5D < B DS SUGIZ K 2 BIER SR & & i, B TSI
ELARMEN D D, AANOEEG PR ORGHICIE, BHEOBREEZ T2 TV, BE DR
0 BT H AT, FEBL LT RIS U7 B R0 Jnak & R & RO Bl & i L Tl
EN728E R ATV M O SRS X D AIER D BEDIL D HE1TIE, BB R AV
E AIOERESF O L ALE 21T 5 MED D D,



3. ERIREGR

HFEIZ I 1T DUTAT « WA BhIREIE O K FRIRE I Z G-I 21T o 7o = 72 R ARG O Bifg & =~
R
[ 2]

] B 3[R 25 AR (MATTERHORN #R5#)

BRIRIHHI I ~IVA O o E T EE B #E A SR EEE" (WHO/ECOG
Performance Status 0 1% 1) 948 5 (KA|+FLOT [ARAIGEHEE 474 1] 2, IR+
FLOT [xfRERE 474 1] ") (HAN 86 5l [AAIOFHRE 40 1], <THEHE 46 ] 2 51p) %
XG, TRTRHBRIE & L CARAIE FLOT ZOFABEE L, &L & U COARAl &
FLOT & OOFRPEHZ5] & i & A& BB G U 72BROA K V2 etk 2 et Lz,

RN (2024 212 A 20 BT —& 1w bA7) OfEE, EEFHMIHEE Ch 5 KA
AU MEFMBOTIE (95%EHEXM) (385 tFoA <> b)) 1, AFIPFHEET NE?

(40.7~NE) 1 A, XfH#ET 32.8 (27.9~NE) W H ThHh-o7= (¥ — Rk [95%(FHHX

] :0.71 [0.58~0.86] ™. p<0.001 [JE%H log-rank ¥ /&, A E/KUE () 0.0239]) *5,

*1 : ARIERFATONE )L & 72 D American Joint Committee on Cancer (55 8 i) @ I ~IVA HiD B& 23404
ARSI,

2 itk - FRIIKAS— V0RO EBY LS,

3 HEERRE (LUF. [FIER)

*4 o A EKYETTIG LT 97.61%(EEX 1T [0.56, 0.89]

*5: RIKEHEE B O — 2> Th 2IREFERISERZER (pCR) RO FEMYT (UM RIZH VT BFS @

AT BATDIT) OBICIET S A7 TSR MG 78 B S < Tt R



AN

<WEi o522 — >

el Fif iz
B
FLOT ffF #5141 b B 5 11

AFH|+FLOT FLOTT' (% 1,15 B B)| #% % & | FLOT™ (3 1, 15 B KA 1,500 mg % Q4W
(A1 I BE) o pE AT A AP H) & oBtA TARA | T1094 2 v F THR

1,500 mg (351 HE) 1,500mg (1 HH) [NEET?

Z QAW T2 H AL % QAW T2HA v

F CHRIRNZ 52 FCHIRNR 572
7Z % R +FLOT FLOT" (8 1,15 AH)| & 4 ¥ | FLOT™ (BB 1, 15 8 [F7&FR%Z Q4W T 10
(kP BEE) EOBRHTT IR T B) LoFHTT TR (A 7V F THEIRNE

(F51HH)%Z QAW T AEE1HH) 2 QW |52

2 YA 7 VE TN T2 A7 VETH

Peh.12 RPN 5 T2

Q4W : 4 1 IR

T1:48MZ1H A 270ELT, Q7AFR YT (1 KRO15 BB 2,600mg/m?) . @& Y F— k)
FU A (81 KOS5 AHEIZ200mg/m? (HATIE, LARKY F—k 100mg/m?)), @A FHV 775 (F
1 BROV15 HHEIZ8Smg/m?Y), @ KRELZ¥tE/L (1 K015 HHIZ 50mg/m?)
T2 ¢ RIS B IR IE AR PO BRI T U B R LIS OFRE © FLOT O 5.4 1k L7256, 1RRE
£ () EMOHEHICESE AR LT 7 v RE2EM TR CE 22 L LT,

T3 WROFRROBREEBITEF 12 A 7 VETE L,



0.9 4 .ﬁgn-.
0.8 - p
AHNOF AR
i 0.7
41 0.6
N
:/ 0.5 4
M a4l
A
0.3 -
ﬁ |
El o 024
/El\
0.1 -
0.0 -

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
MEEAEF S OHIR (B)
Atrisk3

REIWEAEE 474 436 404 381 351 334 320 307 283 234 187 107 88 33 20 2 1

0
KIERRE 474 429 392 360 329 302 278 264 249 202 160 89 65 26 21 2 1 0

1 R O BE A R kA AEHE 0 Kaplan-Meier #fif# (MATTERHORN {55%)

HRAFENT (2024 12 H 20 BT —& 1w bA7) OfER, EERRIRGHIE B OO
LOTHhH LA O IE (95%FHXE) G21 hoA <X ) &, KADFHEET
NE (NE~NE), ®fB#ET 472 (45.1~NE) 7 A ThH-o7= (V— Kb [95%FEX M ] :
0.78 [0.62~0.97]),

0.9

08 e AT B

0.7 i
06 jr_“‘*wh_mq
05 . :

0.4

o> 3 1 1
ﬁ
=
i
i

0.3

0.2

0.1

0.0

0 3 6 9 12 15 18 21 2.4 27 30 33 36 39 42 45 48 51
. AEA B2 5O (H)
At risk#t

AHDFFEE 474 404 438 422 403 389 376 367 351 338 293 205 143 80 38 8 2

0
KHIREE 474 457 439 414 395 374 354 337 323 309 262 197 128 72 33 11 2 0

2 BN O 2 E TR © Kaplan-Meier Hhif2 (MATTERHORN &5%)



(Jifa RSP B D A 20k

[R5 M AERAER (MATTERHORN #5R) (CHLA AN LIZEBED 5 B B
\ZRBRINIRIT AT o T2 A MEDRERIZLL FO L B ThoTo, BARFEHITA L OIB O
NI T, S IREE & bl U CARBIOFHRET EFS L O OS M IER T A A 235588 H 7z
Mol

F 1 EEAEIEHIRIO EFS O PRI R ITTH£M., 2024 £ 12 H20 A5 —4 v b4

7)
AR M AR [95%(R KR ] NP — R

FAER TR Eieeiia E (%) (W1 1) L95%f{= HE X []]

A0 FRE 37 11 (29.7) — [27.20, —]

A% SRR 310 (0.0) 5220 a9, =) 7 [032.181]
B # Kig;ﬂjﬁ igz gz 8;3 3998 E3_9 ;98_’]_] 0.97 [0.61,1.56]
W e aw i 0 e e T O 057,099
vam R wOal e e e O (D605

—  HEEARHE, ¥ : FEBRI Cox FL N — RET L

1.04 = 1.0 =
4 0.9 . M 0.9 . 5
% osd . ﬂi/ﬁ'lf#% P Mooy AR B
~074 e o ~07 o "'\\- /"_'
v 061 / - ~ 06 e LR
Foosy ' Foo0s ey e
S ESHE
A 044 A 04
1 034 7 031
o024 T
oo oo
0O e gyl 0.0 et gty iy
0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 03 6 9 121518 21 24 27 30 33 36 39 42 45 48
. (R 2B OWIR (H) MR 2y T 70 B O ()
Atrisk¥ Atrisk®
AR 37 33 32 30 28 26 24 24 24 22 18 10 9 3 2 0 AR 109 101 93 88 8 77 73 T2 M 55 3 20 l6 4 2 0 0
025 24 21 21 21 21 19 17 16 12 9 4 3 0 0 0 s 108 96 87 84 77 75 74 70 65 0 36 20 16 8 5 1 0
104 ~ 1.04
0.9 \~-,.._ e 09 i
1 o8 . AU RE 1 o8 AR IR
0T \"--..\ / ~ 077 i - _/...-
v o6 4 06
-
koos Ve, e Loos
£ o4 A 04
03 1 03 Vi
# oo # 02 R
Pas N v AR
=0y =01
0.04 Ay —r——— 001 - , . —_ ; .
0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51 0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45 48 51
o IR 2 20 & DI (1) . IV 2 W6 2 B DI (F)
tris Atrisk
AFIGEABE 287 264 243 230 213 203 196 186 170 136 113 64 51 22 14 1 0 0 Ampemre 41 38 36 33 30 28 27 25 24 21 1912 12 4 2 1 1 0
*HERRE 298 272 252 226 210 190 174 166 158 133 110 62 43 18 16 1 1 0 SHHARE 42 36 31 28 20151010 9 6 5 3 3 0 0 0 0 0

3 EEERIE IR 0O EFS O TS O Kaplan-Meier fif (ITT $£., 2024 4£ 12 4 20 H
T—HHy A7) (R TAH, A EXK: OUB#, 2T : I, A FX: VA #)



2 ERIRIEEARIO OS O RN AR (ITT M. 2024 4F 12 H20 HF—& > b4

7)
A% zfql{gg?;ﬁ Z 1(7) 823 = [[3;.’2()?]—] — = -l
D D T
s 2&1‘{22;;% izg 1?2 gégi 47.2_1 E4_508_ ]—] 0.76 1057, 100]
A e Gon e T 08 s

—  HEERRE. * : FEEAI Cox Hufi Y — FET L

10 K RREE L0y e R
0.9 1 /£ 091 N y
08 o 2~ 081 7 o
. S ) S
/j}_ 07 Ra —en-ae - 0.7 $§“1#ﬁg¥ -w
. 1) {F £ g g -
£ AR x o =
7 05 w03
i
Hooa A 044
Pas = |
03 031
0.2 0.2
0.1 0.17
0.0 . . 1 e R 0.0+ . . -
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 0 3 6 9 1215182124 27 30 33 36 39 42 45 48 51
- TR OW () — e 5 ORI (1)
AFIBEAEE 37 35 34 32 30 29 28 28 28 27 22 19 13 10 3 0 AANGEAEE 109 107 100 94 93 90 87 84 82 77 63 40 25 13 3 1 0 0
xHBEE 25 24 23 23 23 23 22 .21 20 18 15 7 7 5 0 0 *HABEE 108 105 100 95 95 91 88 87 83 81 65 46 26 14 7 4 1 0

1.04 -

ol e AR

081 e

o7 / -‘-‘"h—- .....

0.6+ " —
] xtERRE
0.5+ o

0.47
0.37
0.21
0.17
0.0+

DB

0 3 6 9 121518 2124 27 30 3336 39 42 45 48 51

AT 225 OWIH (H)
AtriskE

AFIGEARE 287 282 267 260 246 237 228 224 211 205 183127 90 47 28 6 1 0
GHERE 298 287 277262 248 234 220 205 198 189 167 132 88 48 26 7 1 0

X 4
— &7y NAT)

o R Sl diil -
_ ¥

0871 L

0.77

0.67

051 ;(‘]‘BE/Ei au ——
0.41
031
027
0.17
0.0*

op o b HE

e SRRSO (1)

AFAEIGHATE 41 40 37 36 34 33 33 31 302925191510 4 1 1 0
HEEE 42 40 38 33 2802523 23212015127 5 0 0 0 0

g RSB 0> OS o FEfRHTIE O Kaplan-Meier Bif (ITT 4, 2024 4512 H 20 HT
(e B DA, A B IB#, A2 FK : I, AT : VA #)



[Z41%]
[E| PR [R) 26 IAERASR  (MATTERHORN 35R)

B EFGUIAFIOFARE 471/475 151 (99.2%) I Ot HRFE 463/469 il (98.7%) 12788 &
ice AFPFHERZIB DT, W ORI L ORREBRNEE CE WA ESF
513 453/475 1] (95.4%) [ZFRH B, D D BRI (Grade5) 1%, 6/475 B (1.3%)
T o Tz, KEFAFECTRIEL L 2W T ORBRE R & ORREBEBENSEE TER2WE
EELG (BBES%LLE) XTEROLEBY ThoTz,

#£3 FEPFHABRTRE LV TNLOIERFERE L ORRERREETE RVWEFESER (BHE 5%
b)) (&t gEN) (MATTERHORN B

AFRBIIII | AT ﬁﬁu{gﬁi(&s 1)
(MedDRA/J ver. 27.1) ~
£ Grade Grade 3-4 Grade 5

WD OIREREE 3 & ORI FBERIEE 453 (95.4) 283 (59.6) 6 (1.3)
TERWRFERS:
MEE LY o3 REE

T HR BRI E 144 (30.3) 97 (20.4)

21 72 (15.2) 8 (1.7)

1/ N iE 26 (5.5) 1(0.2) 0
P 0 I PR

FOPR IR REAR TE 31 (6.5) 1(0.2) 0
Rt L OegEE

RARIBOE 103 (21.7) 8(1.7) 0
IR RS

R = 2 —a T — 95 (20.0) 1(0.2) 0

R N 70 (14.7) 0 0

Ktk =2 —m 5 — 69 (14.5) 7(1.5) 0

PERE 35 (7.4) 2(0.4) 0

2R =2 —a N F— 24 (5.1) 4 (0.8) 0
MR, RN K OMERRRE S

£ H i 28 (5.9) 0 0
BB E

T 258 (54.3) 25 (5.3) 0

VTN 215 (45.3) 11 (2.3) 0

At 100 (21.1) 6(1.3) 0

A4 58 (12.2) 3(0.6) 0

(EZ7 34 (72) 0 0

-8 31 (6.5) 2 (0.4) 0
5 X O TRk

Jit EAE 136 (28.6) 0 0

W% 47 (9.9) 3(0.6) 0

Z O FEE 41 (8.6) 0 0

B R W) 26 (5.5) 0 0

—% - BHEER L UG ORKE



B% (%)
AFIGEAEE (475 1)

REBIRDME | AR
(MedDRA/J ver. 27.1)

4 Grade Grade 3-4 Grade 5

I 57 113 (23.8) 9(1.9) 0

I 74 (15.6) 12 (2.5) 0

FEEL 47 (9.9) 3(0.6) 0

KN JESE 26 (5.5) 2(0.4) 0
R R AR AT

IR ER SR 116 (24.4) 92 (19.4) 0

H i R FR ) 43 (9.1) 25(5.3) 0

i/ IR 30 (6.3) 2(0.4) 0

RE D 25(5.3) 1(0.2) 0
BE, FEBLONEAJHE

EAITLE D RS 33 (6.9) 5(1.1) 0

728, LTS E RS 2 5 R E B BUR I O LR R 2 =3 AFIGFHREZ IV T,
AF & KBRS E T X Ao W IEVEERR B 14 61 (2.9%) . K& 6 1 (1.3%) . =
FEDTH 3 B (0.6%) . THILEZEFL 1 6 (0.2%) . FRARBEEEIS FIE 31 11 (6.5%) .
HURIREERE TCHESE 21 1 (4.4%) . RIRFERERES 6 Bl (1.3%) . T EEAREEREREE 3 4

(0.6%) . 1 ZUBERRIA 4 5] (0.8%) . NTHERERETS - AFZ% 38 f51] (8.0%) . EFEs (ME
PERFSEE) 361 (0.6%) . ik 1B (0.2%) | Dfide 16 (0.2%) | S 2 6l (0.4%) .
HEEORJEREE 1 6] (0.2%) . MRREE (F7 2 - SU—EREEEZET) 6 6 (1.3%) |
infusion reaction 8 il (1.7%) 23eRd HiT-, F7-. B{LIENEE S, BERUTRARIE, E)E
A TI0E, SeE e AR E . N2 FEEME L TR ERIBAME , BERESE M OVIRZFERES 13378
OB T,

10



4. FERIZTHONT

FEAE Y A 7 PG (RMP) (ZHD & | A 0D B2 38 5 22 e MERE BTGB~ oD 1 ) (A
WMo D Mgk Tl T, AANOE G 70 BEZZWr - FrE L, AR O EIZ L HIE
TREWER Z 3B LT2BRCIS 35 2 E 3 gi/e 7= LLF OO~Q@ DT~ T & 7= 3 H
FRIZBWTHHT & TH D,

@ MERIZTOVT

O-1 T2 (1) ~ (5) OWPTNNITHEYST HHRTHDHZ L,

(1) BAFBRENEET 22 AR AR B E TR AS A RSB R
Be. Hudskns ARSI SRS, IS ARSI RE e &)

(2) FrEHREIRPL

(3) HENFIA SR IEE T D03 A HaE b (A3 AR SR T, 23 ARSI
W 1bE. S AR HERE P &)

(4) ARACFEREE A U, S RIS LR IE 2R 1 S RIS LRkt 2
AT AN RRESA LR E2 IR 3 ORtiaR FHEIAR D JmH & 1T > TV D fitiak

(5)  PUEMEREES AL E BN O gk FEHEZAR 2 M 21T > T D Mk

<

@©-2  HREOALSHRIE S ORIE A FEBLIRE O %I 443 7050k & R 2 Fr o R (TR O
WY T D ERD) 25, YR BOARANCE T 2IBROFEAE & L TRES L
TnbZ L,

*

o [ERifREHESE 2 EOWBIIHEZAE T L2141 5 0L EO N ATRIEDERIRIHE %
IToTWBHZ L, 9B, 24D T, DAEDRES T LEEBRBESSONHE %
{THoTWBHZ L,

o [ERTRFFEUSE 2 FEOMHNHE ZE T L&, ML ONASEYRIEZ G 5
FELLEDWLEA R FOBEREAT> TS 2 &,

o [ERIGREFEUEE 2 FOYMIHEAE T L7212 4 UL EOIKEERZH LT\ 5D
Z L, 9b, 3ELLEIE. THILESE O 0 AR & e L 2 T O B IRHE &
1IToTCWNWAHZ &,

@ BtNOEXEMEREHEROEHIZONT

IR T BRI 2 BT A E S, BRGNS OFHRE D Aok - &L
PSS T A E RO R OERNE 6T 2 idett, AHFRNRAE LIGE0oWmE
ETS, FERHLIATON D EHNES>TNDH I L,

11




® BIER~DORHIZOWT
@-1 fErRAHlz B3 5 B

VMR RS O EE R BIEA S A LB, 24 RERHRIRHIO T, Ma%iia X
TEHERERR 2B T L L2 RIERNITE U CAREE B L O CT % ORIVEH O#FRI 2
LRREORANE APICHE LI, EHOICHSARERARI N ES> TN Z L,

@2 EREHHICLDAEERMNISICHET 2 EH

S AR 0 B R 22 s % O RE 2 A D IR IE T BRIE T =2 U > 7
EEWIETROA Y V== 7 ZATOEIRE LFlE A TE 5 F — LEFR A 235
HENTNDZ &, e, BHEHICOWT, BABHE L ZOFFEICHIEmEn T
W Z Lk,

@-3 BWERA OZHOoxHISICEE L T

RIER (VB MM, FRERERETE - A - S LPENBAE 28, WS (FOR IR
PR, BIEHERERE . TEEHERERET) . BT (RMEMERSE) . infusion reaction, K
W% « EEED T, 1 BUBEIRIA . fiok - BB RUVIEAE . O Je, EEAERL M0, BEEEE
G MR NI E L i % . TR O B R R R (87 v e N U—IERERE A B Tl |
(bFFREOF IR OSE B AFRBR ISV DE , TR 2L, WS, ARIFERES . A K55 1Zxf
LT, Mazhiisd 3mSR O B M 2 45 3 2 =R & Eifs U (RIVEH 02 W0t i
B L THREL DX EEZZ T ONDFZMECH D 2 L), HBIZEY /L) T X 5 KH|
MEESTNDHZ L,

12



5. REMRLRDBE
(A2 BE3 % FH]
O BERFEH I ~VAOREMM O BRES (RiEHEA MRS T RGHAR L 2V
) kT D, RKFE, AT LARKY S XV TTTFUR
UG Fe&Ft/L (FLOT) & OPFHIE G- & DHT - i fiihistis kO D% oA
AR5 & D R B IE DA IVED R ST %,

@  TFREIZRZY T D AAN OB G K OMEH FEIZOW T, AARIOFRIERHESL S TR
59 ARFOFTEG L 725700,
o OTAHNIDOHRNEI RS TWARWMt O BTEMEES A & O 0F 5

@ [EREHL RS IR (MATTERHORNGRER) (28T, BFEF DAL O T BOEM
IZBW T, S IRRE & el U CARAIPETRE CEFS e ROSAMER: 3 B A1 3785 & /e
MoT=Z LD, BEEFHN TAN RIBOEBEICB W TIX, AHEE LSO IRE
DI L+ R 5 2 L,

[ 4EIc B9 % o]

O TRICEY T LEFIZOVTIARAOEGENEERE SN TNDHZ e D, BT
bz b,
o ARFIDORSZ I LIBEUE ORI D & 5 B

@ TRFEATOFAMIZ IV T RIS T 2 BE IOV TR, AHIOFRGITHERE S 1700

D3, AOTEFERPUL D IR WIGEICIRY | HEICARZEHN T2 2 L 2ZETE 5,

o [MEMEMEE (B MEE 2 5te) Ob 5 BE LT OMERO H 5 B

o g A TR RS 258 6 2 (A R OV B it 98 55 00 il 2 RAEVE AL 23 A2
b BE

o HOAERBOGO SUTIEMER 72 L < IXFFMEO B O R B OBEEE D
Ry ey

*  ECOG Performance Status 2-4 0 ¢ H#

GED ECOG & Performance Status (PS)

Grade

0 < HER EHTE S, FEFAETL R U B EAENHIRZ <ITX 5,

1 PRSI LWEBNIHIBR S 528, BMTRIRE T, BAREESCEE - TOEEIIITI 2R TE S,
Bl : EOERFE, FHIEE

2 BATRRECH Y OF OB O Z L1 3§ X CHEEEBEET TE R, BFD 50%LL g~y RO TIB T,

RONTZBOHDEN OZ L LATERN, BEO 50%L EE~Xy R CilZd,

4 ELEF 20, BOHFOEY OZ L3l TER, BRIy RKFTEId,
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6. REIEL THEEINEHEH
@O IRASCEFIIN A BGEIRTEIEA DS RIS D BB IT 5D & A O Rtk M OV I

@

®

H DT DIZ B @A I B L T35 2 &,

RPN B BE ULE OFIRITAIMER a2+ o U, [FEZ2 5
ThoEGTLZ L,

FRBEWEHDO~R Y A MZHOWNT

MM R (iR 2 5de) R bbhd ZEnH 20T, FIHER
(EGIAL, PRORIREE, ngmik, REENGE) ORI X i o sk, #8152
AT Tk, Flo, KBNS U T CT, MijE~— 0 —FOMmE %5
g oz &,

infusion reaction 23 & 535 Z &3 Y (2 [B] H LA O AR 52 5 infusion
reaction 23 HOILDH T & DH DT, AREIBEGRHIZIZERIEF OREEZ 5
(212295 = L, infusionreaction 23588 LN TG A ITHE U R LEEITH L L b
(2, FERAEIE T D E TREDOREL H3ICEET 52 &,

RURIREERERE . FIE e E M N T RAEEREN O b Z ERH 5D
T ARHN G- B A K OVe - B H 30 BRI IS N A WA B RERR A (TSHL., 7R T3,
WA T4, ACTH, L2 vF Y —VEOHRIE) 2170, HBEOREL +5512 8
BTHZ L, o, MBS U THBGBRESFEOEMEBETHZ &,
AFNORHAZ LY | WEORIERISIZER T 5 & B 2 5Dk 7o BN
NHLbLNDZEND D, BEETSITITV., BENRD NG EITIE,
EDRPERISIZ X DBEWER O3Bl ZE L, WmYIRERNZHE21To 2 &,
DHPEFIENT K D RWER DN G0 55 50121, ARANOF G- ORI, ik 3%
HRERNVE L RORGEEZZETHZ L,

BeHA& T, BB OB HRBE L T bRIERN BT Z ERH D720,
AENOBEAE TRIZHRIEH ORI 3ITEET 5,

AST (GOT). ALT (GPT). y-GTP, BV /LB %D E5H %0 5 IFaemSE . T
K. WHEMEIE RN S S d Z L3t D DT, AFIE 5B bGET M O G-
HIXEMC SRR A 21TV, BEORBE+SICBIET L2 &,

PRAME RVBEPERE 2%, REREBREOBEREELHLDLNDHZ LR HDHD T, KAl
¢ 5-BRAART M O G- W H e WA IS B EERE 21TV BF OREZ 4512
BT L L,

| BUBEIRIFE N B S bodu, FERBMEYS b TV R—Y RACEDLZ 03 HHDOT, 1
B, O, EHEEOFEROFBRC MO EAICHmEET 2 2 &, 1 AR
TRNEEON TG AT, A A Y U HI 2 8 59 2 F O R E 21T ) 2 &,

-0}

I
iy

Any

¢
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