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1. Ui

EESOH M - EEMOREOZDIZE., B XESESOERIEREBRXK
DD, E6, TEORZEHFOERIZ LY, FIRERER 2 OB HTHRE
FIFERLANERENLGP T, Zhb0ERMFEICAERAFRICRMET L Z &5
IO - - TRy, BEVEGES L SEOEARGE 2016 (FrE 285F6 B2 H
BIEINE) BV ThH, EHMEELSOERORBEIEELNL Z L 3T
5o
ERE AR ERELT, BEERAST AN T e 7 s A AVPBEFEOEEL EH LM
RAHZZIENDD, TORD, HMEUESECETAERP+OEHT 2 ETO
fl. MEEELORELZBLZIIZ EANBANSBEEITH LTERTAE LY
2. BERNSFEE U E G NE & D D AR - E OB T R
BMTHERTZEREETHA,

Lo T, AHA R4 T, HRBRLPZINETIIELN TV IESHESE
B B RIS ESE DToOEREMNOKERERAHET b ERE
%, B2 HFRUBESREL T, ‘

B, AKHA BT A i, MSITEGE AR R EREISR SN, AStEEAR
AEEREE TS, —AAEHEA B ARBERENB ESE G- aHEA B RIS O
FoH EFERR LT,

XRERAERD A 2T 0 U EREENE 120 mg, A 27 4 2V EFREE 500 mg
(—#2% - Falsin=7 (BlaFEkz))
R LD - GIRAEE A AT I
HELLAAERVER - BE . AT 230w (BEFHE#RZ) 2 LT, 118 1500
mg % 4 EFARKIRT 60 SR LT THEBERET S, LR
H30kg UTOBED 1 BRS BIZ 20 mgkg (FH) L35,
Bk Bk B XA TANTERIHBEASHT

(B#H)

ML AU AwT (BETHIEZ) OPESOIHE, AERUVHE

FhAe UL ENF - CIERASER 2 TR aE

FlERCHE  F a2 27 (B i) LoffflicksonT, @E, EACIE R
AU A=T (BEaTHEEZ) & LT, 300mg % 60 ML EA T THELR
WEIET S, REL, BRE30kg UTOHREO 1| [HFGEIL dmgkg (F
) LT5, ‘



2. AFORH. ERBEF

A7 4 YR 120mg RUBSHERES00mg (—4 : Tarer (&
fm-T#¥ ), LUF TAHRAD 1E. B b programmed cell death ligand 1 (PD-L1) {Z%33 %
FEs 7Y 2 Glx (IgGlk) 727 FA0r blE ) 7 a—FAHETHD,

CD274 (PD-L1) . AFEAEBNTHFRFMRECRHE L TEY, EH LY
VARER (T HBIE. BHAA U Fa 745 7T ) SICEBRT 5 CD279 (PD-1) K
T CD8O (B7-1) &AL, ABISEZACHBE T LEZELLN TS (Anmu Rev
Immunol 2008; 26: 677-704, Blood 2010; 116: 1291-8), %7z, PD-L1 ik, f4« OEEME
IZHLRFLTB L (NatMed 2002; 8: 793-800, T Imimunol 2003; 170: 1257-66) 1S#RE
ENTED, PD-L1 & PD-1 27 L8R, EHEHRSIES RN THR»HOK
B L E T AREO DL LTELZLRTVD,

AFNT, PD-L1 OBAMEEICAES L. PD-L1 & PD-1 OFS#BEETAI EHIC X
V. AATUSSE RN THROMIRESEE 2 E L, EEOBEEsmETs 2315
NTHa,

AR OVERBEFIC S GBE ORI L BENEMS 2 S b bh, EEXIF T
ELHAREMENH D, AROBEETFRUHERZIZE, BFEOBREL 50TV, BEMNR
B BB A, IR U FRICIE U2 M7 S0Ek & R -0 R L 0 LUl
G EBBEEITV, BE ORERISI L SBHERAREDN ST, BIBRERL
T LAORGEOENZEET 5 LEVH D,



3. ERFERVE
Nk ASHE 22 AR o AGRBH O FHI 21T » = 2B ERBROKE TR,

[ 2t ]

[EIRE RS O AU (HIMALAYA 5R)

Y SR EREO /2 Child-Pugh 53 A OUIRTERZITHMIRGEEE™ (ECOG
Performance Status 0 343 1) 171 fil (A#Fi+ L * U A~ (B (BLT,
[hr AU a7 ) " [ABIGEERE 393 8], AFIEMBED [AHIHEMEE 389 F],
7= [RHHREE 380 H11) (AASA 108 5] [AFIGHFEE 34 #, AHIBLMEE 45 4, s
FARE 29 ] w&Tr) BABIT, AFEL LAY AT EHARE LA RUARA R
M S L7 BaoR otk UESEL e Lz,

FEFAGEE & S 24FEHE (CUF, [0S)) (FHRE [95%EEEKR]) (836 FD
A~ B k. RBIGEREET 164 [142~19.6] A, AFIEMEET 166 [14.1~19.1]
B, HEBEET 138 [123~16.1] 7 A TH Y, AREGFHBEIIERIS LHEE A
HEREEZRLE (A — P [95%EEEM] : 0.78 [0.66~0.92]. p=0.0035 LB
log-rank B 7E. A EAKME (FEAD 0.0398]), £/, BFBEMEZOWT, ~F—FLOH
BAYEI S LB K O LR FRNCRE Lnd L —Y 0 THSH 1.08 T
DD L e AFIEIMEEO R BRI A IES M HER S (A — Lk [95.67%
{E1EE ] ; 0.86 [0.73~1.02]) Q021 FERH 27T AT —F v b4 7),

1 BEGE (BANT Y 2 — LR, T UAEEEERHE, < & v REERE. IR
i/ FFIIRAE F 3R A, MOATRIRIES) OMIE L R 2 BFIRA Sh,
*2  ASH 1,500 mg RUA R LAY A7 300 mg & 1 B, # 0% 4 BAROMEEET T, FA4 1,500 mg

% 4 AR THARPH L
3 0 A 1,500 mg & 4 ARHR CHERAERS L,
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Es AL F A M AERER (HIMALAYA #UER)

A EFEBIIAFIGE DR 378/388 7] (97.4%) . AFIEMEE 345/388 ] (88.9%) KU
BREE 357/374 %) (95.5%) TS LN, WThLOEREL ORBREREGTETE R
WAEES (BIER) 13, F1LFh 294388 #11 (75.8%). 202/388 Al (52.1%) RIR
317/374 ] (84.8%) 1ZFR® b, FDH HLETH (Grades) &, £ Eh 9/388
(2.3%) . O FIRU3/374 6] {(0.8%) Tholo, WITRDLOEGEETHRIEN 5%LL 1

DEMEAHRTEROLBY Thotz,
= 1 WS TRERENS%I EOHER (ﬁé&ﬁ%ﬁﬁﬁﬁ@) (HIMALAVARE)

RERIRDE / L (%)
HEAGE
{MedDRA/] ver 23.1) AFIGEREE (388 #) AfiEmEE (388 61 HEEE (374 1)
a2 Grade | Grade & Grade | Grade 5 Grade | Grade
Grade 3/4 5 Grade 3/4 5 Grade 3/4 3
EFHER 294 95 9(2.3) | 202 50 0 317 138 | 3(0.8)
(75.8) | (243) (52.1) | (2.9 (84.8) | (36.9)
P AR
R e Al T HEE 31 1(0.3) 0 8(2.1) 0 0 2(0.5) 0 0
(8.0)
T P 42 0 0 15 0 0 g 2.1 0 0
(10.8) (3.9
R LUsEEE
BHGEGE 21 1(0.3) 0 10 1(0.3) 0 45 2(0.5) 0
(5.9 (2.6) {12.0)
ok L
Tl 64 13 0 23 5(1.3) 0 145 15 0
(165 | 3.4 (5.9 (388) | (4.0)
L 20 0 0 13 0 0 36 0 0
(5.2) (3.4) {9.6)
Mg 0| 2005 0 7(1.%) 0 0 19 1(0.3) 0
(2.6) (5.1)
R 4 (1.0 0 0 4(1.0) 0 0 21 3(0.8) 0
(5.6)
O 4(1.0) 0 0 2(0.5) [ 1{0.3) 0 27 1(0.3) 0
(7.2)
He RS E & U TR R
Z HFE 66 0 0 28 ¢ 0 21 1(0.3) 0
(17.0) (1.2) (5.6)
5 76 | 6(1.5) 0 29 1(0.3) 0 47 | 4(L.D 0
(19.6) (1.5) {12.6)
e 1(0.3) 0 0 3 (0.8) 0 0 48 0 0
(12.8)
F2 . RERRMEA | 2(05) 0 0 0 0 0 164 33 0
EAREMETE (43.9) | (&.8)
- - B IEED L USSR ok .
o 30 | 6(L5) 0 235 0 0 55 5(1.3) 0
{1.7) {6.4) (14.7)
48 J15i 11 2{(0.5) 0 14 1(0.3) 0 27 9(2.4) 0
(2.8) (3.6) (7.2)
L R
AT 3(0.8) | 1(0.3) 0 2(0.5) | 1(0.3) 0 56 20 0
(15.0) | {5.3)
IR, Waghds L OMERRREE
EREE 1 (0.3) ] 0 1(0.3) 0 0 19 0 0
5.1




BERRSE / Bl (%)
B AR
(MedDRA/JT ver 23.1) AFOFEE (8 | ARBUmp Gssd) | waas (374 1)
s - R R T e
FE=LT IR 18 [4(1.0) 0 22 | 5(1.3) 0 2(2.1) | 3(0.8) 0
AT BN 4.6 (5.7}
7 I 7N 21 10 0 7(1.8) | 2(0.5) 0 4(1.D) | 1(0.3) 0
(5.4} {2.6)
T ANGE BT I/ 22 9(2.3} O 25 9 (2.3} 0 10 6(1.6) 0
LI AT 25— | (5.7) (6.4) 2.7
n
U B RN 73 i7 0 12 | 8@ | 0 10 | 8¢2.D) 0
{6.4) {443 (3.1) {2.1)
gL T(1.8) | 1(0.3) 4] 2{0.5) | 1{0.3) (] 27 2¢0.5) 0
(7.2)
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THI13H (3.4%), FFEFEREE - AT - B{EAEHE R 57 F (14.7%) . FIRAREREIERT
FE 43 6] (11.1%) . HURBREERETUHESE 39 4] (10.1%). RIEH#EREE 64 (15%). TE
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EEOREEE 1 #] (03%)., HRES (F7 0 - AL—EEREED) 56 (1.3%).
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HURIRMEAEREE . RIBHERERVTERBREEE L DN LD D
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ERbhLDONBZ LSS, HEEFTHICITH, EESREDLAERI

i, BEORERISICLZEERCRALZEE L, EORENZEEZITS 2
&, BEORERIGIC L ABHEANREDLN DHEIIX. RO G ORE,
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RIS HIEMEL, RAHEEREOBEENLLDNDIZERHDOT, K
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1BUBERRIR A S bbb, BRAEEY T F—Y AL EL2EMBHBOT, O
B, L, BHSoERORRLOED R+ SEET A Z L. 1BER
BARELNEAIZE, A VA VAL RETAEDOEYLLELIT) Z

11



&,

@ HIMALAYA BERiZ3BWT, BERWEG 48 HBIT 8 HME, FhIEET 12 8E12
BHEDFEMEIT - Tz Z L 2&EL, ARRSFIIEHNICEBERE THROME
BEITH Z &,

12



BiHs 2

REERHEETA KTV
Fapp e (BiETHBEZ)
(BRFe4 : A 27 4 U ABEBE 120 mg, 4 27 4 VP AR 500 mg)

~ REXE R~

| SF44E12 B
BEAESEE



2RV

T U

AREIORHE, ERBF

B PR AR

HERIZ DT
Bt L7 B BE
BECBELTHEETR&EFH

A i e

P2
P4
P5
P8
P10
P11



1. BLwI

ERBOBEDM - BRMORIROTDIZIT, FHXESICE-SO M2 A 2Ry
BB, &bz, IEOREEIOEARIC L V| FIRERR R ¥ OETORFHM AR
FERIVERSNIFT, Inb0EESYELBEABEICRETS 2 L AEEO
HME L - TEY BFAMEGER & WEO R 2016 (K 28 45 6 A 2 HEEIKRIE)
BN TEL, SFMERLSDERORBEHEELRLZE EENTVD,

FEERRFEERRL, EREECRAN T T 7 A VPR EOEERS L bR
RBHEZERDD, ZORD, HPHERUESEICET 5 HHEA+ 98T 2 TO/,
U ERROEELR ST LI LRI NSBFICH L TERT S L L b, BlfE
FRASRE LB SEARRIE S & B & B AETHER —E OB A i 7 3 AR T A
FTHENEETHB,

LR oT, AFA RIA 0T, BREMES 2 E TIB LR TV B ERERH -
P RMIC K-S E | DT OERLOBE 2 H R HEET 2B LN ERER, E2
FRUBHESEEL T,

1235, ARHA BT A ok, MSIITEE A B IE S AR . NS B A
BRI ES . — Ry EIE A B AR AR E 2 R U— it BliE A B AR RIS 0
BAOL EER L,

WL I BT A LT U AIEEE 120me, A 27 4 U HETEERHE 500 mg
(%4 F a2l 07 (BIEFRBEL))

R ERDMENIDE (BRI BE

HBLRAHERVEE : YA P E UERBER GV AT 75 - OFHIZBWT, &%,
BRAIET 23027 (BlFHARL) & LT3 BRFRRT,
1 [ 1,500 mg % 60 43ELL B TERHET S, 3 BREBET
DEVELESSE, FTar w7 (BEFEBRZ) 2 LT, 1
[E 1,500 mg % 4 BRI T 60 s3I B2 TAaEET 2. &
L. KE30kg LTFOBEOD 1 FHRESBIX 20mgke ((FE) &
T5.

B B SR ¥ TR MSERIERESH

(%)

T E e CEEBEOMEITDER, RERUHE

FHEEXITEE « BB

HERUVHE  BE. RAIZEY AL Z Y L LT 1E 1,000 mgm? & 30 50 CTEE

BriEL, B EEES L 3 EEEREL, 4 EBRARETS. Thir 1l a—X

FLTEREEREYET, ks, BEORBILIVEEHET S,




VAT ZF L OREENITER, BELUAE

BEE ST RN ¢ RRIESRE

BERURE  IBEECE. YA F EUHBE L OffHEE L LT IEESERT S,
1 VAT 5F L LT 25mg/m? (BRI % 60 737 TRigist
L, #@1E&EEs 2 @EREL, 3EBIRNETS, Zha1o—-1EL

TEREEZADET,
7k, HHEOBRSEZBEOPEIC LV ETRHET S,

EERRRGRIc B A SR O Mk - FRIT 13, BRG] IR Ps~) &R



2. FHIORE. ERBF

A LT 4 Y RERRE 120 mg R UREHEHE 500 mg (—BRE - T o< (B
ol %) . LAT. [AH) ) i, B b programmed cell death ligand 1 (PD-L1) =%t
THEEST Y Gk (gGlx) #7277 RO MNUTE/) Za—FAETH D,

CD274 (PD-L1) &, £FRIIBWTHERSHINEIZBRL T, EHLeY
oRER (T #fR, BHIRAR YT Fa2 7437 T #ilR) FicEE$ 5 CD279 (PD-1) K&
(' CDRO(B7-1) & & L. AEGEERICKHEIT S £ B X 51TV 5 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8) , 7. PD-LI v 4 OREEIIC b %
BMLTWAZ & (NatMed 2002; 8: 793-800, I Immunol 2003; 170: 1257-66) AS#E S T
¥0. PD-L1 & PD-1 40 L=BRBIE, BEMAESHURE AT THE L ORBE A
B HHFED— oL LTEZ AT, '

AFliZ, PD-L1 OFIIRSMEEIZAES L. PD-LL & PD-1 OFEFHETDI I EHICL
D BAFUREERAN THREOMIRESEEZIBM L, MEOBELNETEELL
T35,

FENDERBFCE I OBENRERIC LAHRIERER L Lbh, BRI LI
EDFREMENSHD, AROEEPRUESRIZE, BEOREL ATV, REHFR
HHRTEEIT, BB L AFRIDT U FMR L mi & R AR OEA Ll L O
Gl BRI 1TV, BEORERGIZ L 5BIERASRDA D HEITI, BIBRESRL
EROBEGEOEVLLBEIT O LEND D,



3. BRERERAR
TR G B AN e 22 BB O A GRER R 247 1= TR RRAEB OE 277,

[ zhtE]

[ RIS A5 (TOPAZ-1 #ER)

(bSO 70 W TR TIER A RE 2 B E R BE T (WHO/ECOG Performance Status 0 3 JX
1) 68541 (ARH & A AV I EUEEEE S RTTF L [REPHHEE 41 ], 77 1ER
EHNE AT 5T [MEREE 344 F1) (HAN 78 6 [EFIGFHEE 37
fil, HBRRE 41 B 2 &) BRI, AR, FLAUFECEBERRVRTTF &
EHE#E LB 0 IMER R E RET LI

MO E, TEMEEE THA22EFHM (LIF, 108 (RRfE [95%(EH
KD (424 DA< b)) 1F, AAPEHBET 12.8 [11.1~14.0] A8, MET 115
[10.1~12.5] #ATH Y, AREABLSEEICS LASTFMIIAERERET L
(NH— FE [95%EHER] : 0.80 [0.66~0.97], p=0.021 [}Z5! logrank ¥E. HEK
# (WD) 0.03]. 2021 4E8 A 11 8F -2y bA 7).,

| RIEIRSITE S, 6 A ABARELERICER LBESTRE Shi, £, ik
SR IR MBI MO S E S T DB AL, B TH 6 Y EEL BB L BUFARL
FBERAR L Shi,

#2 .3 EEE 1 FA AL LT, KA 1,500mg XXFFEAEE 1 RHIC, FAVH EERE
1000 mgm? & AT I F 2 mym? 28 1L 8 ABIZRA S 2 AR EH, A5 150 mg X
7T A EIR T 4 BRI T S L

OSHRE(R) [95%CI]

ol - AEIGHHE 12.8[11.1~14.0]
0.6 - - YJEEEY 11.5[10.1~12.5]
S INH—REE(95%CH  0.80{0.66~-0.97]
£ 064
05
£ 0.4
. 037
0,2 . Sy
0.1 "%@—z—l%
0.0~ T I T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27 30
#BYEAZIMTHSOERI(E)
at riskéy
FEGEE 3¢ 308 268 208 135 79 49 24 9 1
SIEHEE 344 317 261 183 125 65 25 10 4 0

E1 OS® Kaplan-Meier i



[Zeit]

[EESHLE B IIHRER (TOPAZ-138R)

AEFERIIARFOIFRE336/338%] (99.4%) B USTRERE338/34245] (98.8%) IZ@RH 6
ro WTRHOBRBRELE ORRBEFEATETERVVEESESR (BIER) . thEh
315/33805 (93.2%) R UR310/34280 (90.6%) IZFBH LAV, £® 5 HLIFETH| (Grade 5) 11,
FNFR2338% (0.6%) RTF1342( (03%) THoto, WTFRALOR G TRIEEN
5% LA EORIERILITERD LBY ThoT.

#z1 WihhORSECERREENSWUL LOIHER (E2ERT AR TorazZ-1EE)

BE RS 1 AR A% (%)
(MedDRA/S ver 24.0) AFIGEREE (338 B WHHEEE (342 )
4 Grade Grade 3/4 CGrade 5 4 Grade Grade 3/4 Grade 5
ZRHEM 315(93.2) | 211(62.4) 2 (0.6) 0006 | 221(64.6) 1(0.3)
i _ 134 (39.6) | 64 (18.9) 0 123 (36.0) | 64{187) 0
P ERE A AE 99(29.3) | 65(19.2) ] 9% (28.7) | 69(20.2) 0
iR E 35(10.4) 12 {3.6) ] 40 (i1.7) 18 (53} 0
F i B iE 19(5.6) 7(2.1) 0 15 (4.4) 206} . 0
P iR R : R S : RN
BRI AR T | 2265 | o 1 o 8 (2.3) 6 | 0
fREie L USRS - R
AERGR 43 (12.7) 2(0.6) ¢ 55 (16.1) 2 (0.6) 0
v 730 AUE 24 (7.1) 5(1.3) 0 15 (4.4) 1(0.3) 0
REAEE _ _ : ; et o
el R4 | 2059 | o | g 16 (4.7) 0o | 0
e, e T —— , e
B 118 (34.9) 3 (0.9) 0 103 (30.1) 3(0.9) 0
[k 37 (30.9) 3 (0.9) 0 44(12.9) 5(1.5) 0
{E% 34 (10.1) 0 ] 33 (9.6) ] 0
T 2% (8.6) 1(0.3) 0 25(7.3) 2 (0.6) 0
mhsEes 17 (5.0} 0 0 15 (4.4) ] 0
EEBLUETHERESE o - ' - e
B 24 (7.1} { 0 23(6.7) 0 0
BREAE 24(7.1) 1{0.3) 0 14 {4.1) 0 0
T 9 23 (6.8) 0 0 16 {(4.7) 0 0
—fi% - EHEEER LU S ORE o
I 74 (21.9) 9{2.7) 0 74 {21.6) 8(2.3) 0
A 37(10.9) 4(12) 0 37 (10.8) 7(2.0) 0
FER 22(6.5) 1 (0.3) 0 16 (4.7) 1{0.3) 0
A S
i P ER G 89(26.3) | 70207 0 104(304) | 87(254) 0
i iR e 64 (18.9) 27 (8.0) 0 71 (20.8) 26 (7.6} G
B i BR S 34 (10.1) 14 (4.1) 0 45 (13.2) 20 (5.8) ]
TV T I NTA 17 (5.0) 4(1.2) 0 18 (5.3) 1(0.3) 6
7= F—F M
ffF 2 v F = e §(2.4) 0 0 26 (7.6) 1{0.3) 0

ek, AFBFREICBC T, BEEMEE 46 (12%), BEOCTH1# (03%).

At

HREERETE - FF2% - BEMERRE R 21 B (6.2%) . BIIRBEREIR THE 23 1 (6.8%). FRIR



WERETIHESE 701 (2.1%) . BIIEHSREREE 4 1 (1.2%). 1 BUREIRIS 1 Il (0.3%). infusion
reaction 3 51 (0.9%). #REE (XFF v N L —EEBEXET) 1 (03%) . ERX2H
(0.6%) MW B, T, KEK, BEE FEEERE), B - MBUHRARE,
DG de . BEIEASHEE /A, FTEMBAEIES, MKk, BEE OGS, BBV PERBE,
WL Tl BERES R UMt i MR M SRR IR S b e o e, FEERRE

R E SR A ORI RE T,



4. BERIZOWT
EES Y R 7 EHHE RMP) 2% RFOEELT SMEREE~OE I 5H)
BHAIMERTH- T, AROEEN/BETLBEL2ZH - HEL, AHOREIZL Y EE
f&m‘i‘f’ﬁ)ﬁ’éz’%ﬁfﬁtt RICHRT A 2 L BRERZD, UToO~Q0F R CEfi- 11
RIZBWTERTARETHS,

@ mgEizoWT

@-1 FED (1) ~ (5) DWFRMNCEYTAI/BTHL L,

() BEFBXKENRBET D VAREEBINBRS ELHEARS ADREEI M.,
Hi g5 A RSB L AR . HIIRAS A BRI A &)

(2) F5TEWBEERDT

(3) FEMBEMENEET 2 HALIEERR (BABRIERIEERE. SABREE
BB, A BEEEEEIREE e K

(4) SRALFRIEELRE L. SRR L ARESIR | XIS BB b SR E s
ZfDﬁm REMEIAR S FHET > T Dl

(5) MEMREBERL S EEMAE OB EEHR D BINET > TV 2R

©-2 JEEHE DAL R ik R U {’Eﬁﬁ%ﬁﬁ#ﬂbﬂf TAGr TR b B A F OB (T
OVTRMPIEES T HEM) 25, SEBEROLRICHETOEROEEE L LTERES
NTHDHI &,

F*

- ERANIRRTEARE 2 FOWBBMERIET LRI 5 FL EOBRABBEORIKTHE %
IToTWBHI &, b, 2L T, PAEDREEY L LEBREREEOWELTT
STWAHT &,

- [EERSRFFIRGE 2 FOMMFEZET LRI 4 FUEOBERKREBREZEE L THA
&, OB, 3FER LT, BEEONARYRELTOAARBOBERIMEERZIT>T
WaH Ik,

@ BREACEELBEREFROEKEICOWT

ERDIFRE ST A EAENRE Sh, BESECOFREBO. Bt &
EHEERFNFEROERR VEMS O 5 HHRRIM FEER0BE LB E08E
£, ERECHIITONABHINE-TWEZ &,

@ BUER~OHIGIZ2WT
@-1 mEHICBET B

BEMRMEBREOEERRERESBAE UREIZ, 24 BFRESZHEAHOT. HBigEEEX
R IZ BT, B L ABHERIZIE U CARE B R U CT S ORIFERE OB
BELREOKRERSY ATIZHEON, EHIIRISARERERINETWEZ &,



®-2 ERREEEIC L AFEESHSCET2ES

WABFICHD B EMM SR LUEEEE T S EREFENAERE=2 Y 7
BEDEEROAL Y —=r VEITOERE LR E A TE 55— AEFEHINE
BENTWS Dk, ok, BEEHICOVWT, BABRF EFOFEECHFIATmENRT
WA &,

®-3 BEWER 0B BRIz LT

BIER (RVEM:RE S, IFRAERE - T4 - af(bHEaE &, AoBEE (FHRIREE
R BIRMMAERESE | FERfRMEEEIEE) | BIEE. infusion reaction, KIBAK « B O THI,
| BUSEERIE . AR - RRECTIBIAREE . DA, BUERFMOE, BEIEAR. SR MRS
PEEREE . A, BEEOREREE, WMREE (X7 - AL EREL D), LT
VRO B O BT PR E . (EERIL, BERE) ok LT, SR UDEREE
PR O R F T S ER LS L RIEAOZECoIRICE L THRERUSEE X
FERAEMcHA L), BELICETDROENRTEIERNIBTNDLHI L, '



5. BENBRLLLBE

[FE BT D HFE]

© ALFREEOLOIBBUBRTRELMERERE CRBWT, KA, 747 U IERE
RO AT IF LOREEOFIENTEN TS,

@ TRIEEATIRAOBERTCERGEC2WTL, RAOADENEY SR TE
7. AROREHE L ARG,
o OTHEANOEDMEDTR SN TWRWIMOIREMEERA L o B&kS
« EHISEE

[ZeMiclET 5HE]

O FTRIZESETIBABFLE SDOLWTHAFOREPREZE SNTWAZ 0D, BEE£TT
bz b,
. FA DR VIRBEHEOBEROH 5 BH

@ HEFOFBICE W T TRICEZETHEFICT OV, AFoR IRz 20
B, ORISR VWGBSR | EEICAREEAT LI L2EETES,
«  MEMMES RHEHEBHBEEZEDR) OHLBRENIFOEEREDCHIBE
e MEEHEBRE CHEEZ RO L BER OB RS OB REEE LS L

bho s
. B OB RBOEH XITBMRYE L QB O B 2REKRBOBREED
boHBE

. WHO Performance Status 2-4 &V @B #

1Y WHO @) Performance Status (PS)

Grade

0 Foh{HMARENTE S, ERECEMAZLTLST, BHA AL B EEEFHR2TAS,

1 BHERITI LR ENIRIR S 545, BITRIRET, $RERPA0RIT 9 L8 T o, BFRELEATHhIZY
LR CEC{ BB ERNTEDEE LA END,

2 BETET, BOOEOEDLOO I RIEETAHEEN, R TELY, B 50%E B3~y FATEHTT,

BRenHNOEOERIOIELHTERY, HPO 0% &<y FPRFTRITT,

4 Fof ity BODEOELIOIERE 7 TER, BRIy FlTtRT,

10




6. BEIZRLTHEET %Y
DO WATES N L, SNEIRFEES SRULT 2 EEME DS & AR Fe M R UNE IF4E
HoO- oo nELBRE+DICHBE L THrEERTHIZ &,

@ BEBGICESI B, BE IR OFRICAPHEROERMEZ +0HH L, REEF
ThrbEETHZ &,

@ EREWERHO= 2T Ay MI20T
» FBMEMRE GURBAIEAZ D) BHobhD I LaHD0T, PIHUER
(BT, FERINEE, wt, %A% OMRBLUHEBXEREREOCFERE, BHE
BASIATO 2 &, E, REISCTERCT, I~ -7 —S0REE Xk
THZE,

s infusion reaction/3&H» LB Z LA D | 206 H PABE O AR 5-KFIZ b infusion
reactionZi B B Z L3 H DO T, AR SRHIIEREZR OREL 501
#2245 = L., infusion reaction2338 8 B E S TLE W B E1T 2 & & BT,
ERNEET S E TREOREL T ICHERTHZ &

o HURIREEREFEE . BRI ER U TERBEEE N H LML EEHDHD
T, AH| B 5B ARET R O 5 AR X E A I N i e A (TSH., FHET3.
WEEET4, ACTH, Mt zLsFy/ — B ORIE) 21T, BEORELZ 208
YL e, ¥, BEORCTERRESOEROEET L Z &,

o KEOEEIZLY ., BEOCRERGICERNT S LEZ LN DR RREEPRE
MHLbNAZERH5, BEETIZITV. BRERRD OB,
EEoRERGIC I ABHERORRAEE L, WURENZNE1TO 2 L, BE
DEHERIGIC L HEHERN DN DA, BElOREOARIE, ik X 1E]
BRERNELRIOREEEZEETL L,

o HEHTER. EEBMNLEAABRBL T LEERARETAEILEHEND,
AFN OB HIE THRICHBRVERORBBIC A 2ICEET S,

+  AST (GOT) . ALT (GPT) . v-GTP, v U/ ED FH &S FHEREREE,
BF48. RE(LMERES R A S LD - EMHADT, REARSIHAR A U 581
M EB ISR T 21T, BEORELZ+HSICBET S Z &,

o FAVERIEMNRE, REABASEOBEENRHLPDPNB I EXAHIOT, KA
B B BRLERT R O S S ERIMIC B EERE ATV, B OREL 41T
BETAT L,

o NBUERBR L LI, ERBEES P TV R—VRAICELIENHAOT, O
%\%ﬁ‘@%%@ﬁ%@%ﬁ%@%ﬁ@iﬁm+%&%¢5;&1@%%%
BRPLNEBSIE, A A Y AUAE R ETZEOHEYRMEEITI 2 L.

@ TOPAZ-1ERBRICIWT, #5241 IXeEE,. FALURESHEICADMED
S AT - Tz 2 &2 BEID, ARESHIIESNICEBRRE THROMBEIT

11
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REEREETA FTA

FanAN=T (BEFERZ)
(B4 A 27 4 U EREE 120mg, A 27 4 P KEETE 500 mg)

~FE /Il R ~

YRk 3 08 A (ffn44 12 AUGET)
A EE



B&

A o

T HIZ

KREOFE, (ERHF

R R RYAR

T AN
BEXMBLIDBE
WEICB L THEE T &SI

P2
P4
Ps
P12
P14
P17



1. LI

EIROFME - ZRMEOBE O D IZIE, B TESEIESWDEERMERNKRD
HILH, I 62, ITFEORFHFOESRIZL Y, FUKERERL S E OB ITHRFRS
FEELPARINZT T, 2NOOERLAPEICHNERBFICRET 2 Z E23EBO
ML - TED BRMEGES L BEOREA S 2016 (FHK 28 4 6 A 2 ARMEIE)
KBWTH, EHMNEESHFOEROEEHERZNL Z L LI THD,

FHEABTEERRIZ, BEEACKEE T o 7 7 A VBBEFOEEM LA L M
BB ERHD, 20D HIMER VLSBT A RS -5EHET D £ TOM,
WHERSOREA BRI L0 ENIBEIIHLTERTS L LI BIE
BARE LB LER SN E & DI L BETRE L — O B4R S ERER T
THILEBEETHD,

Lo, BFA FFA4-Tid, BRERESCINETIZELA TV IEZEFH -
B RMICE-S3E | U FoREROEBRERHET BN OLERENR, X
FRUBEFEHERT,

2B, AHTA RIA AL, BAATBOE AR ERES R A, ANHEMEANRE
BERERHER, —AALEEA RRBRARES, FEFENBEHEA A AMEF SR U
~—f B A B AR EFFES OB IO b & ER L.

HWERELHERD A7 4 VERHE 120mg, A 37 4 VAR EE SO mg (—
4 Faasnes GEEFERD))
% F A MELIIHE: DIRAREE e BPFETT 0 36/ MR I B 1T A RTANL P ST ik
% OHEFTERIE
DIBRHE Ao HETT - FR O/ NIRRT
WR LR HAERUHE: QAR BEFTEITO I/ N iEIC BT S REA I EREHRRIER
DHEFEFRE)
WE, RAIET a7 (BiaF8E82) £ L7, 18 10 mgkg
(E) # 2 BEREET60 2B LT CaEEEET D, L, &
HEZ 12 v AMETETD,
(UIBSNBEZR LT - B3 00 IR/ AR Ae )
FL 2 Y Lw7 (EEFHRIEL) RUCBERFESERERE: Stho
FEMEEA L OFRIZBWT, B8, AT a0+ 7 (8
=¥z 2 LT, 18] 1500 mg % 3 EFBEE T4, 60 4L
EMTTRESRET D, FO%, T a7 @i &
LT, 1 E 1500 mg % 4 MM T 60 53 L TamakEd
D, 7L, (RE30kg LT OEHE® 1 BI#RESEIT 20 mgkg (BEH)
ETD,




W B R ¥ E TR NTERIEASH

(&%)

LAY Av7 (BEFERZ) OFEXIIHDR, AERTCHE

HEE B R YIRRREEARETT - B O R/ IN AR RS

FERTCRE : Fal ey (#EFHEL) RUHSRIUEEEES Y &L hobTEM:
BEEH L OMHRIZEWT, B, AT R LAY AT (R FHERZ)
ELT, 1L T5me % 3 EMRIRET 4 [, 60 2B LA TEMERET 5,
FOW%, T RAMOEREZZET T, M AU A7 GEGTHEZ) L LT 75mg
% 1[E 60 SRIEL LT TABRET S,

EERRABRIC B DA FAIOHE - AL 13, BRG] OHE Ps~) BR



2. ARIORHE, TERBE

A T 4 P EEEE 120 mg RO AT 500mg (R FaiseT (B
GEFEMEL) . LLF T4A#)) 1X. & F programmed cell death ligand 1 (PD-LD) Z3F%
s 7Y Gl (IgGlx) #7275 A0 Mt/ 7n—-FAH5ETED,

CD274 (PD-L1) ik, S&EABWTHRETHRSICREAL T, HFEbLZY
VoRER (THINE, BHIBR O F 27457 —THIK) $I23H 35 CD279 (PD-1) &
U CD80(B7-1) &AL . RFESEEAIZHB TS & F 2 61 Ty % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), &7z, PD-L1 1%, #« OEFMRIRIZL B
LCWaA 2 & (Nat Med 2002; 8: 793-800. J Immunol 2003; 170: 1257-66) Hi#R4E S Td
b, PD-L1 & PD-1 4 LR, REEARIE PSS R T A8 0 & XS & [
BT HMFO—2E LTELILNRTNA,

AFL, PD-LI OMJAASESEIZES L. PD-L]1 & PD-1 OF&E#MHETIZLEIC L
Y. RAEERAL THROMRREEERE R HME L EEOMMEINT 5 525
nTna,

AHNOVEABFICE-S BEDRERGC L DEWERS RS b b, EEXIIETIC
ELTHEND S D, AFROREPRUEERIL, BEOBREL MoV, AESR
HOREHEIE, BR U FRIN U EMMNR MR L B8R EF OEMLEE L TE
LIRERIB T ATV BEORERIGIZ L DRERANELh BB, BIBEESRNY
T CAIDRGEOEDGRBET OLRPH D,



3. EEERAH

IR ARE 22 BT O I/ N INE 1T BT S TR0 L RO B E . OHMERERIE K&
TR A BE A2 HE 1T - 38 0 I/ NINELITRE o0 AGREFL ZGE Al 2 17 - = R Ao BR PR A B O RAE 2
T,

[ Fahi]

O FEEHLFEBMARS (PACIFIC 35)
Wi by 2 FA 7 A0 BEMEE RO RIBALEFNRRER TR BET R

B o h - R BANETOIE/ N EAE (WHO Performance Status ¢ X
1 T3 B (REEE 476 ), T EARRE237H) (BAAN N2 # [RAEE 246, 77
TAREE 40 Bl A E51e) AU, (BFEHMEAVEERT % 42 ALIRIZAEA] 10 mgke £
IRT TR 2BG L, 2 BEFRTREIE L & 2 oM R e R
StL7, FEHEEE TH DM OpFEC L A AT (LT, TPFSI) (hiefE

[95%{E RG] OfsRIL, AHEET 168 (13.0~18.1) BA., 77 ERHETS6 (46
~78) AHTHY ., AFNLIT Z7 BRI LHAFRICEERERE.2 R LI (A — Fi
0.5210.42~0.65], p<0.0001 /@51 log-rank #EI. 2017 2 H 13 BF—F W v b A7),

3.6

Medan PFS (35% CY
2.4 ES 16.8{130,18.1)
0.1 Fruf 588, 7.8)
% e FRO55CH  0.524{0.47, 0.85)
i@ 9.7 -
L oo |
E .54
:ﬁ: 7.4
&y
g .3 R
i
] ELL G e
Dol
Q.8
T i ¥ 7 El T
H 1z 15 15 5 LT ] 27 29
BEADTHLOEHA]
Number of patients at risk
Month 44 3 g o] 12 15 18 21 24 27 30
AE 478 377 301 264 158 85 44 21 4 + 0
Al 4 237 183 108 &7 52 28 15 4 3 9 Q

1 oolEi kB PFS OO Kaplan-Meier BifR

2, LI oOFEIEHEE TH A EEFHM (BLF, TOoS)) (hRE [95%EE
XD @ 1| [EHHOPBEN 299 8o A <2 k) OERE, AFEE T NE" (34.7~NE)
B A, FIERET28.7 (229~NE) #ATHY, AFNELT 7 2RI LEEENIZEH
ERIEERT LY (OvF— RH0.68 [0.53~0.87], p=0.00251 [J&5] log-rank #iE. AE
ARHE (R 0.00274]. 20183 H 22 AF—#H v bAT),

. R (WU, R



Median OS (95% CI)
4 NE {34.7, NE)
TSk 287 (22.9, NE)
SHF— FH (O5%O1)  0.68 (0.53, 0.87)

.8

0.8 b

b B2 b e

0.6

8.5 4 ‘“V‘“d

L e D e

0.4 9
03
032
e 3.
(U
----- Fyebes
a r T v v v T T
0 5 ] g 12 15 18 Fa] 24 27 30 33 38 M 42 45
Number of palients at risk =L B SR SG M)
A5 476 484 431 415 385 384 343 318 274 210 115 57 23 2 9 0
FoER 237 220 1838 178 170 155 1414 130 7 78 42 21 g 3 b 0

2 OS OFREITRO Kaplan-Meier #i3

AANBEER 126 GRPERF. 7 REE406) © PFS (PRE [95%F1E
KR AR TNE [109~NE] Z A, 7 RETT2 [20~186] ZA {(~F—
FE 049 [95%E#EKRT : 0.26~0.89], 201742 A 13 RF—# A » bA7), OS (F
SufE [95%IEIEECET]) X, AFIBET NE [NE~NE] A B, 77 ¥/ RETNE [NE~NE]
B TH-T (A F— R 096 [95%EMEIXH : 0.48~1.92], 201843 H 22 Q7 —4F

By AT
hedion PFS (95% Cil !
S NE (109, KE;)
o% FIed 1220, 188)
- FRSE%CH 049 (0.26, 089
og
Hoo; ioey
e i
£ LY
i B
b o1 (33
{d (o
T3
Wedan O (95% O |
a2 31 —t kY HE (NE. NE} H
P— 0% - THeH HE (RE, NE}
T i - FH R0 0.86 10 48, 14921
¢ - 4
o k] € ¢ T i35 1 o] i rig ¥ [0 3 3 H 12 i3 8 Pl Pl & w0 31
Number of patients a nsk A AL RS R Nurber of patients at risk B s s
b 72 55 5t a7 X Fd 1% w 3 2 ¢ % Fr a1 =3 § 8 & 5% & 2 on 1 0 b
Frer & =% 2 i = g [ ¥ 0¥ M 00x 0® ¥ ® »F A 5 9 5 0 &

M3 HAABELEMICBU ZPFSRUOSOFP Fﬁﬁzﬁﬁwxaplan-wiezerﬁﬁ
(£E : pFs, EE : 08)




(PD-L1 IR OH R R 2ME)

EIRRE

[ON7qe A eARL

LRI M ARRER (PACIFIC 3U5)
TPD-Ll 38 L EEMuS 558G (LT,
L —EOBREFEOT—FIHE-3E, PD-L1 BB
LTI TFDEBY ThaTo,

'PD-L1 H#HFE))

WHAAN BN TUEE DS B EEHERIZE
B D ERPE

RIS 21T - T A R

B LT, PES BRUPOS OWEFENIZEB VLTS PD-L1 RELEBREVIFE S TR

ST AARFBO Y — Fihd k& RaffiAaBRdohi (K 4),
317 5 0OS @ Kaplan-Meier fhffi

A5 1945 & OV PD-L1 BB 1% Eo BEEEIC
5 @&HU _Gg;)of\:o
0¥, PD-L1 OFRBMBIC L LT, RROEEM T a7 v A VIR TH- T2,

FORG B

PDALY TC 225% ety :
PO-LY TC 15-425% e |
POALT TC 49% }————»——e
POLT Uninown Frommsehpmsn—y

T T
8.1 oa 8.8 8.t

4 PACIFIC ﬁ&h}ab‘é PD-L1 XERIEMTOPFS R OS D7 F LA oy

A7

2IMATE 5 0%)

ATISST TN}

HETTAR)

S90S 4%)

BUNTLS £%]

Aok TR R

Faat HR (953461

AETRINGE AN Q02{042 055

314 {T) 5%} a1 23.08%)
BT3P E) 0.42(030.050)
Q048 1IN

ALSE{BS 0%

SEBEEL %) 059042 023

PD-L1 FEHEFE

A~ TRBERY ()
; = Fotn HR {933 Gl
EXtE-Xe R 1E3ATE(I5 2%)  TIGRAT(359%) Q6DDA3 08T
POALT TG 25% - IFTIGEITH 2W4A(323H) GASAY 0T
POLY TC A 235% | AFPTIILON) 2T ERY) 0E0(035 1.0%
POLITC <% o — 44D 45 B0 1958 {32 3%) 13560.79.2 34}
PO-L1 Unnown [P TITA(314%)  SRER(ST 1) 0ER(DAL0EH
¥ T T
8.3 .G L R

(ZH : PFS, HE : O8)

%ﬁ!

. Ht{*}::*c\) 1307823

Hadan 05 (05% Y ;
NE {208 NE}
NE (27 3, NE}

T i A < a2 e oz
Nazmier of patients of nsk et
=g T VST R VR 23
6 47 45 14

53

PSR 13

X 5

A ¥ a5

20
"

an

x (3 2. i
7 3 a o i3
# k] 1 1 o

b

Mzdwn OS {953 Ch

NE {NE, NE)

251 (17 T NE}
531038, 0.77)

*
ITR
#v4 o FH {95500

Numbar of patients i fisk

TE 0z

Favad oM

s
S
...........
»14."'”."\-
oy
b o e e et
o 3 1 1 %
EH AT i
B Rt A S T VR Y N S P - I T
L R S w at w17 om : o

PACIFIC RERIZBIT % PD-L1 BERFFITD 08 @ Kaplan-Meier B

(K : PD-L1 FRMB<1%DAFEM, AN : PD-L1 BEEZ1%OBRELEM)




@ FER&LRFBIARS (POSEIDON HER)

{EFERBEREO L VR TELRET - BROFENMREESRET (WHO/ECOG
Performance Status 0 303 1) 675 81 (RF2+ b L 2 U A=7 (BEFHEHBZ) (EUF,

TRLAY AT ]) 2+ AemAIR & LS DRAIGHRRE 338 411, HeRH% &
Foflippiysts Wk [RPHBREE 337000 (A A 49 B [AHKIGHRRE 21 41, XfREE28 4] %
Gir) BABIZ, BH, b LAY AT RUASKAE S TCTEEYERRS LIS
BAOFBER VL2 ERT U,

0S (FRIE [95%EHIXE]) (536 thd A b)) OFERIE. AFIHBET 140 (117
~16.1) # H, BT ILT (10.5~13.1) ZATH D, ARPHEIFSREEIIX LHE
FRICHEREE LR L (¥ R [95%IBHHIX ] 1 0.77 [0.650~0.916 , p=0.00304

&5

*1

*2

*3

log-rank M7, A E/KHE (A 0.007971, 2021 E3 E R AF—F#h v bA 7).,

CEE 0k BTHY, LREERTEESE WUTF, [EGFR)) BETRREE ORHMEY /0

F4—F (BT, (41K BEsETEgoRERWRE SN, 220, BY LRIENBEEMT
BUE T Kirsten 5 > PEE YA LV RABEETRER S (KRAS) G+ EFRBHEOBREIT EGFRE
EFERRUALKBEBETFEREOBRESER L2V LBFESNL.

AR 1500mg BFR v AV A7 7Smg 280, 3, 6, SEBIZS 1BEESL, TOET 12HE
DK 1500 mg & 4 BB THRE L, £ B I6HEEBIIM LAY A= T5mg % 1 0L
L7z,

DIEBE LA AE LT, DT VIR (TAT7 I CEERT) (108, 15 BEIZ 100mg/m?

AiE) +HRTIFF (E1BBICAUCS XL 6 &itl), @Y a4 (B, 8 ABIC
1,000 mg/m? 4% 1,250 mgim? ¥ E) + 9 R7IF 0 (B BB TSmymd 28E)Y BHLIEN
ARTTF o (BT RBICAUCS Xt 6 284) MW LEHEOR), UIGAPLdE N (B
1 BEIZ 500 mpm? & 85) +o27FF 0 (B HBEIZTS mpmd 2588) FLA3AARTSF
Fu (HB1IHBICAUCS X2 6 28 GERELREDR) OnTFhhd 441 788 LTk,
SRECR., LEIHENESRAEESLII 2 A 7 AL TENT L L, @A RLFEN+HEH
S RITFEINET L TORVETIE. A b dt P (S00mgm?) HEEE CGRAITA
TECIL 4 FARIMBEE S . BT 3 B R 4 ERMERS) BT LR,

14+
oS®EE (B)Y L 9sn ]
e~ ¥ 140 113.7~16.1]
117 [105~13.1])
- 0.77 (0.650~D.916}
; [
#
By
g
&
2=
i . -
(] s & G L ¥ E 1A n T r2 k3l K13 e i fl Eal el
al riskiz SRARN L SOBEY (B)
R, EEs

Pl Y LT T BEUMFERT S
h

i3
338 2398 256 2t 183 15% 137 120 08 95 88 &l a1 20 g ¢

BELaEReE fRine

337 285 236 204 60 13 11 vl 7z &7 57 38 21 i3 4 0

B 6 OS ® Kaplan-Meier iR

g



[ZZ2fE]

O HEEREFFMAERE (PACIFIC #ER)

HEBEBITAFIEE 460/475 #1] (96.8%) KU 72 REE 222234 B (94.9%) 2580 5
Lz, WTERAORBRE L oRRERATETELRVWETES BEHEH) 1. 20Fh
322/475 B (67.8%) RUT 1257234 5] (53.4%) [T H L. F0 2 HHETH (Grade 5)
. FRFENR A58 (1.5%) BUV3234 6] (13%) Th-ole, WTRAOFETHERE
7 5%l EOBHERIITROLBY Thot,

#1 WTNAOHTRERR 5% LOBHER (RSMBITTSER) (PACIFIC RE)

BwEMNKRSE /ORAE BB (%)
(MedDRA/T ver 19.1) ARANEE (475 48) 7T REE (234 )
4 Grade  Grade 3/4 Grade 5 £ Grade Grade3/4  Grade 5

2EER 322 (67.8)  56(11.8) 7(1.5) 125(53.4) 10(4.3) 3(1.3)
AT

R R TO HEAE 30(6.3) 0 0 3(1.3) 0 0

BRI T E _ 50(10.5) 1(0.2) 0 1{0.4) 0 0
HBREE

T 46 (9.7 2(0.4) 0 19(8.1) 2(0.9) 0

EEN 26 (5.5) 0 0 14 (6.0) 0
----- B - Sl kU S B OWREE

48 E 28 (5.9) 3 (0.6) 0 15 (6.4) 0 0

i 62{13.1) 1(0.2) 0 26 (11.1) 0 0
RBBIUREES

A BRI 27(5.7) 0 0 7(3.0) 104 0
PRI AR, HeElds K UM

BERR 25 (5.3) 0 0 4{(1.7) 0 0

g N 28 (5.9) 3(0.6) 0 8(3.4) 0 0

il e 43 (9.1) 6(1.3) 4(0.8) 8(3.4) 2(0.9) 2(0.9)
BB XU TRmE

X0 33(6.9) 0 0 5(2.1) 0 0

% 37 (7.8) 1(0.2) 0 13 (5.6) 0 0

7e¥s, BHPECI BT, MEMHERE (MBS E T ST) 66l (13.9%) . AR
AR THE 50 91 (10.5%) | SR RFEBE TUMESE 33 11 (6.9%) | AFBRAERE 20 41 (4.2%) |
infusion reaction8 1 (1.7%) . K& 26 (04%) . BEEOTE 26 (04%) . BEE
(M 25 1/ (02%) . 1 BERRF 1 F (02%) | FIBEERE 16 (0.2%)
MES LT, E. B4 BEUGEEE, L., EEMEE, TEERERE.
Bl e K UMM i/ R IR M SR BEIR 13D B AL o o, RBIMER BRI S
BESLEIEREY ST,

@ EREELEENHARE (POSEIDON #HE)
HEFESIIAFIGERYE 321330 ] (97.3%) MTUKIERETE 320/333 B (96.1%) (Z58H 5
N, BBIEL OHEBEATETCERVEESTS @IER) . £hFh 306330 4

9



(92.7%) BTF298/333 1] (89.5%) KR LI, 05 BLEEH (Grades) 13, ZhF
117330 7)) (3.3%) BRUVE/333 41 (24%) Thoto. WTIhhOFETREREEN 10%LLLE
DEMERIETROEBY Th 1,

£2 WThhORTRESEN W% EOBER (ZotEEirg®E) (POSEIDON HED)

BERASIR 1 EAE HlE (%)
(MedDRA/T ver 23.1) AHOEABE30 #) HEALE(333 &)
4 Grade  Grade 3/4 Grade 5 4 Grade Grade 3/4 Grade 5

SEER 306927 IT1(51.8)  11(3.3)  298(R9.5) 148(444) B8(24)
Mg kY RS

g 144 (43.6)  57(17.3) 0 145 (43.5) 68 (20.4) ]

S SRR 96 (29.1)  53(16.1) 0 75(22.5)  40¢12.0) 0

s N S, 53(16.1)  18(5.5) 0 53(15.9)  17(5.1) 0

B il B e 42 (12.7) 9(2.7) 0 36 (10.8) 12 (3.6} 0
P4y S

RSB RRR TE 35 (10.6) 0 0 3 (0.5) 0 0
Rt L UREME

AHRIR 69 (20.9) 5(1.5) 0 70 (21.0) 4(1.3) 0
BEEE

L 124(37.6) 4(1.2) 0 115(34.5)  5(1.5) 0

AR 47(14.2) 4(1.2) 0 40 (12.0) 4(1.2) 0

T 46 (13.9) 5(1.5) 0 35(10.5) 4(1.2) 0

{E# 27 (8.2) 0 0 49 (14.7) 2¢0.6) 0
B & U TRk S

B 52(15.8} 4(1.2) 0 10 (3.0 0 0
—f - SHIEER LU GO E

mH 65(19.7) 5(1.5) 0 62 (18.6) 7¢2.1)

= iE 41{12.4) 8 (2.4) 0 26 (7.8) 5(1.5) 0
FER

TI=LF I RS AT 34(103) 4(1.2) 0 41 (12.3) 7.0 0

=T —EEM

fF op BRI 3501066 24(7.3) ) STy 25(1.%) 0

Feds. AFIMFHEBELBOT, AR U P LAY AT LOFRBEERTE TE 2V
EHERER 154 (4.5%) . KEBK 161 (4.8%) . BEOTHI 2 (0.6%) . HLESR
L1 (0.3%) . FURAREEREIR TAE 34 A1 (10.3%) . HURARERRE /UHESE 21 B (6.4%)
BB REREE 6 ] (1.8%) . TEMAHEAERSE 5# (1.5%) | 1 BEEREFE 16 (0.3%)
HFEERERESE « AT48 « sE{L AR 22 48 B (14.5%) . BlEE (MEMEERSE) 2 (0.6%) |
e - BESUBEMIRAE 2 7] (0.6%) | (DFZ 16 (0.3%) . SesE i/ N TEEETE 1
# (0.3%) . infusion reaction 11 %] (3.3%) . FEEMEAFPEREUVEE 1 B (03%) , EE
DEEEE 15 (03%) . HREE (F¥5 « S EREEX ST 16 03%) . K4
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2161 (03%) . BT B (21%) WERB O, Fi, EREFENER UL
BB o, ARIERMRRRRIIEEER 2 S DRI R LT,
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4, HERRIC DT
EHRY R 7 EMEE (RMP) (CE-0F | KEIOERRLLMERES~0 /1 HH)
73%2.6}5’@%&'6&0 T, ARNORENEY 2 BELZH - FEL. XROKREICLYEE
PEWERZRBELABICHET A2 2 LR ERED UToO~@03 T a1
E%i:kb\’cﬁﬂh“éﬁi‘é Thd,

@O HERITHNT

@-1 FED (1) ~ (5) OVFAMTHRLT MR THDZ &,

(1) EABBRESEET 575 A DIEERILSRIRE (B8 IRA A BRI A5
B, HUIECAS A SSRRESEILAURIE . M ABRRRR A2 &)

Q) R |

() EERFEAESEET A A BEOEEEE (DA DECREE TR, BADTGES
W, DA DRSS &)

(@) AARACFRRE 2 L SO SRR | A B L R R
£ 2 ORI FR DR 2T - T B i

(5) BUEMEEERILS TEINE O MR IR BB IR AT - T A e

@2 O ERSTRERE 2 B A B R ORIERRER OIS 45705
M RBR AR OEM (TROWTROIZRYE T HEM) 25, BEBEROARRICET S
BREOBRTEE LTEBESshL TSI L,

K

o ERGRTRGHE 2 FOOMFHERIE T L-%IZ 5 £ EORAIRROBKIE %
FoTwaAIE, 9%, 240 FT, BAEYWEEY T L-BEREEZOWEL
FoTWnBT L, '

o [ERIRIFEE® 2 SOYIBHELE T LoRIC 4 FLUEORKEREAL TS
k. Obh. 3FY LR, FEORARDRES S DIFRESRFORKIHEZ1T o
TWAZ &,

@ BNOEELEREFROERIZONT

EXLERERIAETIELENRE S, HECENCOFRED. At &
SHERLAEROTEHL CEMS I T LR, §5FR8RE LB EORSE
. HRBERNNITORIEEN BT DI L,

12




@ REA~ORIRIZ 2N T
@1 gk iAllicrE+ A E

RV B (A 2 &) SOEELRHEMPRAE LBEIZ, 24 BRHESH#E
BHl O T, MR UTEEER I RBWT, B UZEERICE U TAREFERET CT
SORIWER ORI L E e REOFRAYE B PIZE S, B IS e R 235 -
ThA L,

@2 EFEREEIZL A AEFRICET 2 E M
PABEICEDLAEMM MBS T 0EFRESEENMEHE=2 ) 7

EEDEEROAZ V== FETOERE LIFHRAY L TE 25— AEFREH

BENTWE &, 25, BEEHIZOWT, BPABRE L FOFRICH RS T

DT &,

@-3 BItER OREresiic A L T

EUER (REMmES GEBERIRRE ST i, e - iT4 - 38 kiR
B, ATWEE (FREEERE, gIBSERE. TRAERERT) . BEE. infusion
reaction, FKAEHS - EE O FHE, 1 BIFERIE. AR - BUUENARE, (OASZE, BIENEN
IE. BEBELS, gt MR EEBDR, M, EEOKEEE, mRES (¥7 -
N —JEERE A 5T . ALFREMRAREOBEWEHF FEREVME, HILEFIL, BERAE)
2R LT, SRR OULAMEREEOEMEA A I LIEM & EE L (RHER DS
FIMZBAL TRHRERUEAZTONLAR&ICHLZ ) HBITHETRAENTED
(EHAEE - TnD Z &,
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5. BENBELDBE
[HabEizBEd 5 $]
O TROBFIZIRWTARAOBEMESOFIESRIEI LTV
o BAERAEFEOIREBEMEFAGHRFIEORITHBEEITHE %%ﬂ@#otﬂ
B REE 72 RATEIT O IR B TE (Stagelll) (2% L THEERREN T A BE

@ FROBEIBNTHAL | LAY Av 7 ROEEEA % & G0 FEEER &
OHRBEORBIITRER TS,

o ALHBHERED R\ EGFR 15 TE RIBER U ALK & BET RO YR
FREIT - BRI

@ FRICHGT B BE ST 5 AR OB ER OER FIEIC OV T, AFIOA B

%Méhf%6¢\ﬁﬁ®&%ﬁ%&&6&wa

o BEREE ST IRIGEL A R B E O TR O i O EIROR R A2 R THEIT O
He/NRBETE B T B AR OB S

o EERH R EDRAMLE AR RREOR ITHRBETSED bR YR
io FFTEAT O AR B 1T D AK OB

o FENRBIAGE BE I B IRAIIE L LTOARORE

o @TAHIOEGMENFREN TRV MOFEMBER & OFRES

@ AXIERLRBEIEKE (PACIFIC RE) 1CBWT, 2fER T 7 R REICR

LCEEEIEE & &7 PFS LU 0OS DEBMIRIESh TWD, 72770, R
HARETERTEH A H00, PD-LI BEHFZLVEDENRR L Z LATRB I
BREEMGLNTND Z 0 (PTRR), YIRAREL RETETT O/ NBIEEIZ
Bl 5 RBALFHRHBREROBERRECB W TAAM B E5T 2881d. PD-
Ll BEHELER LI LT, REAVFOHMET L EBREE LY, PD-L1 HELE
R 1% THD L EPHEENZBRFLB UL, A0SO LEEEIEEITH
Wi 5z &,
2%, PD-Ll ¥BREBBTHEOORAOBWE TN £ OptiView PD-
LISP26))TH S, LLTOXEE£EE|Z, PD-L] IHC 22C3 pharDx [# 3] X
I3 PD-L1IHC 28-8 pharmDx [ # =2} {2 X Y PD-L1 BHELZHER L, FAOKREDH]
BERMTHIELTES,

pray
e Marianne J Ratcliffe et al. : Clin Cancer Res 2017, 3: 3585-81

«  Antonio Marchetti et al. : J Thorac Oncol 2017; 12: 1654-63
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*  Ming Sound Tsao et al. : J Thorac Oncol 2018; 13: 1302-11
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[Ze2tiz B4 5 HIE]

O TRITHETLIBRFIL DV THARIOREVER L ENTHDH 2 b, RE &7
DI &,
o RAOES T LIEBEOCKEROH 5 EE

@ YIRANEE s BFTETT O BN (238 1T D ARTEH L F R R R OHERRE R
BT, TRICEETIRFIHT AHRAORGICOVTIL, ARAIOEEMEITL
ANTELT, REOF/EHE L LR,

o ARG ERAREIC & D Grade 2 PLEOBIE MRS (M RINELS & &
i) OFAIEDHLNBE
«  WHO Performance Status 2-4 £V (O B E

@ BIRABEAETT - BROEMNABREIZ BT, TERICEY T AREIC W T 2 4RE)
OFEIZ DV ARIOEEHERELENTE LT . RA DR EFRR L2,
»  WHO Performance Status 2-4 &V OHE

@ HBERTOTHHICHVT FRICHY T 2B THL, ARORESEHE SRz
R, MORBBRRR S 2VEAICRY | EMEKARRERTS L AEETED,
o BEMER (HRMA R ST Db BE LT OBEREOH D BE
(LRI BT 5 TIE] OITHS LAVEAITRS)
. ENERE TRIE R A D EE R ORI S 0 I SR A 4
LiaBE ((ZaMcET 5 FE] OIS LAVEEIRS)
o | HEREEBROSB LB U ITERED H O REKBROMEED
bhoBE

Y5 WHO o Performance. Status (PS)

Grade

I AEA B L WIS IR S A 5 4%, BITRET, BfERCANIITI &3 T 5, AT Y
L—RKo AU HER<BEHTELIRELEEND,

FTFRET, BoOROEb O TSRS, BRI TER Y, BP0 0% B~y FATRTT,

3 BReEN-HSDaOEhbhon & UhvTEiy, HP0 50%E Ed Sy KT Tl I,

4 FoaL{@itien, BROFOELYO I ERE-LLTELY, BEIISy FilFTRIT,
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©® & e

BEICELTBE T EH

AU ITN A BUSIRE R PR T 5 BRI E S X FF O RO EE
MO icnE L FREHSICEE L THhLERTHZ &,

VEREBRERIZ N S, BE X F OFEEICADMEROERME L +oH L, REXE
Trbihid oIk,

IR A~ BE 72 BETHETT O JB/ ) HIBR B HE 12 33 o A RGOV F B R IE R O MR
IR WTIL, PD-LI BREBLMEFR L L TR OB GAEERHAE T EAEE L
WS, PD-L1 IR FRMER T E WA, AKOME A O G 2 3 HE L7
ETEGTHILE,

FAREERO R T AL RIDNT

FIEME R (BEHERBAE2EL) ZH5ND L BH 50T, FHERE
(BAIFL. FROURIR S, ik, BELE) OMmRLEUIEE X BREOCEES, BE
PSS b, £ LBEIZSUTCHE CT. Mi~—b —FOBRELE
M52 &,

infusionreaction 73 B A Z £ H Y 2 [H 8 LIBEOAEE S5EFIZ Y infusion
reaction 233 BN D Z ENHADT, AFESEFIZIIERBEOREL 5
IZ#lER-+ 5 7 &, infusionreaction PEEH LN EBES LB AMELRITO L EL
W2, fERAENET A E THREOWREX o IcER T 52 L,

R gkaE sy, RIERRERE X U T EREEEE N Hobh b2 8H 50
T, AH R SRR AT B O 5 BT R 9 2 ERIR IS N S IR HERR A (TSH. 58 T3,
HEE T4, ACTH, M =5 —ASoflE) 2470, BFOREL2 o108l
g2tapo b, £, LEDSLTHEBRESOERELEETLHZ &,
AROBEI L0 BECRERGICERT 5 & &2 bh b s REBORE
DBh b ERHDL, BEEHSIZITY, BERRDLIZHEEIZE, A
EORERGICEIRERORBAEE L, BURERBNETY Z &, BE
ORI L 2RIWER B EDLN 258120, Aoz G oREE, ik xR
MREFRALVEVEIOBRSEEZERTHI L,

BEETE, S0ARNEEARS L T LRERBREHET A 2BHL72D,
AH| O SR TRICLEWER ORI+ 2ITHEET S,

AST (GOT). ALT (GPT). v-GTP, B U A 5D LR &M IFHEREE, IT
@, HEMRE XL LD Z EREH DO T, RANR 5B MR U4 514
FUIESICEEERE ST, BEOWREE+SICEETAZ L,
RAEREEBR, ABAEREOFRERHODLNLZLBEHHOT, BAl|
B FEGE R RS ME P I EMICEESERAE LTV, BEORREL 5
WET 2 L,

1 BRI B DdoiL, BERBEMS R T U R—Y RAICELZZERHDLDT, O
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B, B, BEHSoEROBRCMEEO LRIISEETH I L 1 BIBER
BHRRLNBESICE, A VRV CRRERGTIEOFEINRLERITI Z L.
G ABIOERRRIZB VT, PACIFIC RELCII# G MAN G 12 7 AL 8 Bz,
POSEIDON Bk T G Hsad 5 12 BRI 6 M., T O®RIL 8 BEFITHBMEDH
fizfT-> Tz Z & & BB, AR SR IEHNCEGRE THDROEREIT
Z &, R, GIBRAREA BT O NIRRT DARBA L FE R RRIE R
OFEFFFHEICH T O AROBREHMIZ 2 VR ETETDHZ L.
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HEFERMEETA FF A
Fanr e (BiEFHEEZ)
(R34 A I 74 PREHE 120mg, 4 7 1 P REHE 500 mg)

~ 75 e Pt ~

SF2FE8H (44 12 AET)
B A A



ZR7

e

[T HIZ

AHNOFFE, (ERBT

b R A

) ARG
BE g e D BE
BEZBLTEE T ~&3E

P2
P3
P5
P7
P9
P10



1. ZL®IZ

=SSO - RRMEOREO DI, R CESIZESWETERERLRD
Hig, EHiC, FEGCHREEFOESRC LY . FIREER 2 EOEFNLEIRERE
FEFELWARINZET, TN LOEREMFRIZLERBFIZRLT L Z L 0WED
HEEL 2> TR BEVMENER L WFEOFEAFLH 2016 CERE 28 F 6 A 2 HMREHRE)
BWTYH, EFNEELSEOFERORBLHE®EZRDL & & ERTWS,

THERS T ERL L, EHEERRPREN T e 7 7 A VBEEOERES L H L
Bin b s, oD FMERUESEICET 2HERA+2ERET 5 £ TOH.
UHERLOBEHEHAMCSET A I EPRFANRBZEZICH L THERATS & &b, BlfE
ASREE U BN ERrind b 5 2 L RAIEA e — E OB &l T E R E T A
THZLENEETHD,

Lo T, KA FTA4 0Tk, BREBSLINETIZRLATY DESFEYY -
BRI RN RS UTOERLORELRFEHEHEET 28BSO BNELRE, X
R OCEERHRATT.

RES. ATA RT A ik, MSIITEE A ESES B AR AN, N4 RE A AR
BEENER S, — M EEA B ABERARIES, HEHEREINEAH AFEESR D
R EEA AARERGEESOW IO L ER L.

WEENRDERN A I 7 4 VAT 120mg, A 7 g Y AEHTE S0 mg (—
W S a s vw 7 Bs TR )

HELRDHEIDE | RN A

HERLLARERVREE  ASRMEREER RO bRy FEOfRIZREWT, 3%, A
T 2= (BEFHELZ) & LT, 1E 1500mg % 3 H#
RIMRET 4 B, 60 Ll EDT CRBEFET2, 0%, T2
e GBI A) & LT, 1E 1500mg & 4 R T 60
AYBALA A CAEIEEET S, 2L, RE O kg AT DHED |
% 58t 20 mg/kg (RE) &35,

B3R R OEH . TANT YRS

(BE)
VAT I F U OPMREXEYR., REERUCAR
BRI AL« N A
AEECRAR Y A7 IF L LT 0~90 mgm? (REREE) 210 1EEREL, b4l
EL3BEMRET S, Thil2—At L, BEERYIET,

HNGRT ZF L OBREXHEDER, AERUCHE
BRE SN R ¢ I AR




FERUHE @, RAREALRTIF L LT, 1B | E 300~400 mg/m® (FEE
) #HE5 L, PR b 4BRARETS. Zhrx 1l r—-nbL, k5%
Mo, Ak, BE5EIT. FE, SR, ERICLYIETHERT D,

= bRy ROBRESTHER, RERCAR

ShEE XX Eh S ¢ /R RE

BiERUHEE = bRV FELT, 1 BE60~100mgm? (RFER) % 5 B EELAER
EL. IEERETS, ZhEl 72— L, B5EEVIET,
k., BERIZEA, ERICL Y EEERTS.

BEAERBRICRIT DR EAIORIE - BRIZ 13, ERRMAE OB P5~) &1



2. AR ORE, EREF

A 27 4 VAT 120mg RORLERETRE S00mg (—M4 - Fann~7 (|
fmF$A¥z) . BLF IA#D) X, E b programmed cell death ligand 1 (PD-L1) (Z%}3 5%
B ra7 )2 Gik (IgGlw) Y77 Fxoe MlE ) Za—-FAilETHD,
CD274 (PD-L1) k. NI THEEFHESEIZBE L TED, FELLLY
VoNER (T HIRR, BHRERE VR F = 2457 —T #ild) SIHET 2 CD279 (PD-1) &
U CD80(B7-1) & F5E L EiiE A+ 5 &£ & %2 5 TS (Annu Rev Immunol
2008; 26: 677-704. Blood2010;116:1291-8), F 7=, PD-L1 X, 4 OEGEHIRIC G RE
LTCW5AZ e (Nat Med 2002; 8: 793-800. JImmunol 2003; 170: 1257-66) 23 S TH
9. PD-L1 & PD-1 %4 L7=8RR L, RN HRE R T Hifa) b DR EESE & [0
BTAITFO 2+ LTEZLR TV,

AHL. PD-L1 OFRAMERIZHES L, PD-L1 & PD-1 OFAAHETHZ LEIZL
D AT RS THIROMIEEEMEEH L EEOHEMAMETHEEZDL
NTWB,

AFIOERBFICESCBECRERGCIZLARERERH Lbh, BEXIIELTIC
ELAREER B D, AAOBR SRR URERICIT, BEOBSEL+HSICITV, BESR
HHENTIBEITIL, BE L ERICL U FMA e ik & BB AR ERD LB L TE
BB AT SBEORERISIZ L ARIEM B S b 558 1L, BB
ERIORGHEOBENBRAEEITHILERD D,



3. BEERRLAE
FE R/ SRR M it DK BRI S % 1T - T AR R R OBE 2R T

[ ahtE]
FE PR [R5 111 FE3XER  (CASPIAN 35R)
{ SR IERE O 72 R N B A (WHO/ECOG Performance Status 0 XU 1)
537 ) (A & AERFEWIER] (WARTZF U IVATITF )+ bRTR)
[AFGAE 268 8], BERNEHEER (WARTSF LI ATIF ) +x
A I DerHREES269 #111) (BARA 34 51 DRFIGFFEE 18 1, XTHEEE 16 BU)) & &1r)
Egic, AH. BERMEBENEEER (WARTIF oI AT TF ) RO bR
REHABS LESEOFER LM AR L,
PR OBR, TEMBEE THH2LFMM G, T08)) (i [95%1I558
KR (336 fFdA X b)Y i, AFIGHABET 13.0 (11.5~14.8) LA, SBEET 103
(93~112) A TH Y AR GRS LR AR EERERZ T L2 (N
F— FH 1 0.73 [0.591~0.909], p=0.0047 /83! log-rank HRE, A E/KHE (FE{A)) 0.0178].
WI9FEI/ANAT—FH > A7),

* I 30 kg 872D American Joint Committee on Cancer (35 7K o IV HII@EHE I 5
BOMHAHAE L ITEE BHEAAREVI DL VIBE TR BRMBAEHETE R
HTRNICAE 0 & BV TA~4 OBER#EA AN bR,

#2 : A 1500 mg BUANKT T F 0 (AUCS5~6) RIFATTHF o (15~80 mgm*) DWTFhisg
FHA v 1 BRI, Ehizz FAt R (80~100 mgim®) 2%F 47401, 2, 38HIZ3IH
FfSiR TR 4 ¥4 7 k5%, RE 1500 mg & 4 AKBIRTERS L.

3. HARTFF o (AUC 5~6) RIERTIFFr {75~80 mg/m?) OWTFhid &+ A4 74001 H
Biz, 6 FRYF (80~100 mgm?) /Y7401, 2, 3 BBIZ3 AEERETRK 6 ¥

A 7 NVEE LT,
i 1. OSH A iE (B )105% Cl]
M““w — ARHRE  130H15~148
ug &\\\ - FHE 1037 83~11.2
os b NP FH[S5%CY 073 [0 591~ 908}
&
4.
LAY
bl
-
45
G
03
g2
01
G * T
I 3 & € 12 15 & 2t 24
at riskdk - L
EHE 268 2e8 24 iizd 186 57 5 5 0
HHEAEE 269 242 209 163 82 a4 17 1 [

51 OS O EIEHTES O Kaplan-Meier Hi#R (CASPIAN )
5



[Zz2tE]

FE R [F S 1 AR5 (CASPIAN ER)
HEFBIIARAIGAEE 2600265 6] (98.1%) K UXHHRRE 258/266 41 (97.0%) 52D b

i, REIGFHEICEWT, AF L ORNEBREITETCERVWEESES RIER) 12X

156/265 ] (58.9%) (Z@RH LI, £D I HIETH (Grade5) 1, 1265 # (04%) TH

S, KEGFRBETRIBRLE %A LORIERIITEROLEBY Thot,

# 1 FEGABCRAER 5% EOBER (AR HRMEH) (CASPIAN HR)

) Tk (%)
SRR | B AU ARE (265 1)
(MedDRA/J ver. 21.1}
£ Grade Grade 3-4 Grade 5
2RIER 156 (38.9) 40 (15.1} 1(04)
R LY o SREE o
1 21 (7.9) 2(0.8) 0
PR E 21 (7.9) 9(3.4) 0
PISHEREE N . TR
B R R U RE 21(7.9)
R AR IR T 23 (8.7) 0
B L U RRE D o
BRORR 21(7.9) 0 0
B RE e
F##ij 14 (5.3) 2(0.8) 0
s 32 (12.1) 0
—fF - RIBEER XU S O%REE _ -
B/ 20 (7.5) 1{0.4) 0
T 16 (6.0) 0

Foks, AMGEERHCBWT, FEMEER T E (2.6%) . RIBE 161 (04%) . BE
OTH 2 B (0.8%) . FFHSAEREE 14 4] (5.3%) . HURAMESEK T 23 41 (8.7%) . B
VRS AR TUEAE 25 7] (9.4%) | RIBHEEERE 2 ) (0.8%) . 1 AUFEIRYE 2 41 (0.8%) .
infusion reaction 3 @ {1.1%) . BHFWELFRERECAE 2 4] (0.8%) BB LI, £k,
EEE (MRS | Rt - AURUMBARE. OB, EEMESE, FEAKER
BRI R OV s MR SRR IXRE D DAt Ae o T ARKRIE A BERIULES
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