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AEHEIHKERERDL DD ENHHD T,
AN $e G- B AR ET M OVse G- B BT 1 3 WO L I RE ik
TEITV, BEOREL H3ICBIETDH 2 &,
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EfEHEET A R A v
Tal\ =T (BEFHEEZ)
BR7E4 1 A I 7 4 UV EBEHE120mg, 1 3 7 4 P ARHEHE 500 mg)

~ T m e g ~
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1. IZFC®IC P2
2. AANOFE. (FRET P3
3. BRI P4
4, JEEklZOWT P8
5. H&EGXREMLDEHE P10
6. WHIZEEL THETNEFHH P11



1. IZILBHIT

L DA N « L EVEDTEARDT-DI21F, T SCEEITH S W E 2 A3k
HHND, S5, FEORFEMOENRIC LV | FUREEKL 2 & O 281
FFERLPAREINLT T, ZHHDOERNZEICHERBEEICRET S 2 &N
MEXDFEE & 70> TR Y | RIFMEGER & QOO IEAT #2016 (FRk 284-6 A 2 H
MIEE) 12 W Th, BEHER NSO HORBELHEELZ XS Z L L ST
%o

PRV ESR L, REERSCL SN T 1 7 7 A VRBEE D EIRS & B 5 iz
BIpDbZENbD, 20D, AR OZEMEICET 2 E RN H0E-T 5 E T
W, YZERGOBELMSZIT D ERMHBSNDIBEFICH L THERTL LY
2, BIERIASSEHL LTZBRIC B2t & D 2 & DNATRE 72— DB % Jiti 7o 3= e i
BTHEMATAZENEETH D,

L7z o T, AHA RTA4 Tk, BBEMSCINE TIZG LR TV D EFHKSE
1y« BRI IS & | DUF OESR G O feili 72 2 HEE T 2 8l D L B e
T, B2 R OEEFEERT,

I, RHA RTA 0%, MAATEOE NESR G ERER O, ASHMEANR
AR 2 —FE N B ARBRRANRES L Ok A B A= O W
HDH EAERR LT,

XG LT HEES - A T 4 VSRR 120 mg, A X7« 2V ATREERE 500 mg
(—f%4 : T a2 <7 (Bl z))

KB E R BREIHR © BIBRASRE 72 TR R

RSB L RAREROAE B RACIET 2 L~ 7 GBEE L Z) & LT, 118 1500
mg % 4 I RIFE T 60 /ML LT CREEHET D, 7272 L, K
H30kg LLFOEAO 1 B G-81% 20 mgkg ((KHE) &35,

Hl3E MR 5% ¥ FH 7 A T ER RS

(2%E)

RN AU AT GBI L) OBEEUIZNE, FEROHE

BRE ST DA - UIBRASRE 72 IR e

MELOHE : T a2 =7 (Blafz) SOz T, @E, Az
AV AT (BaH#LZ) & LT, 300mg % 60 53 LL BT CHAlA] A
TS 2, 72720, RE30kg L FO5E D 1 Bl G- &1 4 mgkg (K
#H) 75,



2. AF DK, 1ERBERF

A X7 4 2V RTEFE 120 mg X OVFE AR EHE 500 mg (— %4 - T a w7 ('
i z) . LAF TARAI) 1X. B K programmed cell death ligand 1 (PD-L1) Zxf9 %
w7 ) v Gl (IgGlk) Y727 7 A0k MUt/ 7 u—FLHiikTd D,

CD274 (PD-L1) 1%, ZEENIZEW THRRSMREICHE L TR Y | EHfkL2Y
VORER (THIME, BHIRE O F 27 0% 7 —THila) FICHEBLT 5 CD279 (PD-1) &
O CD8O (B7-1) A L. MEISELAICHIET 5 E X H TS (Annu Rev
Immunol 2008; 26: 677-704, Blood 2010; 116: 1291-8), £7-. PD-L1 1%, ff & @5
ICHFEBLL TV D Z & (Nat Med 2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 73 #45
ENTEY, PD-L1 & PD-1 &/ L7=RRIKIE. BRSO S HURAR A 72 T M) 5 DX
A A AT AR D —Ho L LTEZ DN TN,

AFNZ. PD-L1 OMIfEAEICHS A L. PD-L1 & PD-1 OfEAZESTH Z L &IC L
0 DNAPURRRRN e T MR O EETEME 2 B0 U, BSOS A2 T2 525
nTW5b,

ARFNOVERBE 2D < E O RS X 2RISR S b oh, BESUIELTIC
EDLWREMD D 5, AANORGH KR OEEGRIZIT, BEOBIEL TITATV, BE DR
O HIVIZEEITIE, FEH LIRS U B PR 2 et & BB 2 FF D BEfT & L i
SN2 8RR Z2 ATV P DERISIC K D RIER 2 B 2 56 1213, BIRRE AL
TR OEGAEDWEY) R ALE 21T 5 MEDR D D,



3. BB
YIBRRNRE 7 FF MR O A GBI Z GTAG 2 1T - 72 3= 72 B AR 5RO il & 7~ 37,

[ 5hE]

[EFR I RS 1 AERNER  (HIMALAYA #R)

EEALFHEIE O 720 Child-Pugh 773 A OYIBRAREZ2 F M 85" (ECOG
Performance Status 0 {% 1) 1,171 5] (CK&FI+ FL AU A~7 (B f#z) (BLTF,
TR AU L~T)) 2 DRAIGHEE 393 fi], AFIEMEBE L [AH B 389 Fil],
T 7 x=7 [RIRHE389 fi]) (HAN 108 B [AFIGFHEE 34 6, AHKIHEAMEE 45 61, %t
FREE 29 B]] ZEdp) ZXRIRIC, KA FL A ) A~ T 20 E LT-5ha R OAHS %
BMP: 5 L7236 O A M M OV a2 /Gt LT,

FEGHMIHE & S (LU, ToS)) (Sl [95%E X)) (836 D
AR B) R, KFIGERRET 164 [142~19.6] H A . AFIHEMEET 16.6 [14.1~19.1]
A XIREET 13.8 [123~16.1] WA TH V. ARAIGHHEE LSRRI LHERHFIC

BIRERZ 7R L. (A — R [95%(E /X : 0.78 [0.66~0.92], p=0.0035 [J=%I]
log-rank # €. AEAKAE (W) 0.0398]), F7-. RFIEMEHZOWNT, NP— FEDf
BKMEIZHRHE LI E XM O _ERNSFEFNCHE LT IELE~—T T D 1.08 % FE
ST Z LD ARFEMEEO R RERI R 2 IELMER R I e (N — REE [95.67%
EFEXM] £ 0.86 [0.73~1.02]) Q021 4E8 H 271 BT —4h v v47),

] RPEE (R ) —ATEASGE, T OAMBEIRE, ~ A 7 aREEERGE, PRI
W /ITBIIRAL SRR 1. AR IRSE) ORI & 72 2 B XA ST,
*2 0 ARAI1,500 mg KOV LAY A=7 300mg & 18], ZD% 4 BEOBNEZZE0 T, A%H 1,500 mg

% 4 F I RIME CTRBRIN R 5-
*3 . KA 1,500 mg % 4 @ F IR CEARNEE S L=,



1
os#=fE (A} [95% CI
0.9 4 — +F/i M 16.4 [14.2-19.6]
MW 138 [12.3~16.1]
0.8 4 A= (95% CI) 0.78 [0.66-0.92]
2 0.7 4
% 056 -
[
0.5 4
&
» 04
=
0.3
0.2
0.1 4
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 48
FESBIGH >R (B)
At riskik

AFTFI 393 365 333 308 285 262 235 217 197 190 176 168 158 150 119 98 75 55 32 19 11 1 0 0O
FTITE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5§ 1 0 0O

1 -
osHiskft (H) [95% Cl]
0.9 - — AF|HmEE 166 [14.1~19.1]
— MfEE 13.8 [12.3~16.1]
081 A=Kt (95.67% CI) 086 [0.73~1.02]
20.7—
E 06 4
=
05
&
& 0.4
03
0.2 A
0.1 4
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 44 4
EERETHS>OHRE (B)
At riskZ

FHHAhE 389 368 327 285 266 241 230 214 199 183 169 160 153 133 107 87 61 39 27 20 16 6 2 O
A{8RRE 389 356 319 283 255 231 211 183 170 155 142 131 121 106 79 62 44 32 21 12 5 1 0 O

X1 OS ® Kaplan-Meier Hifg



[Zpt]

[EFR I RS 1 AERNER (HIMALAYA #8R)
B EFLITARAIG R 378/388 5l (97.4%) . AFHIHAMHE 345/388 il (88.9%) MK UNxf
HRFE 357/374 1511 (95.5%) 23RO HITZ, WTFNDIEEREK & DR EEURNGE TE 72
WHEEHRES (BRWER) 1. 221 294/388 151 (75.8%) . 202/388 il (52.1%) KX
317/374 B (84.8%) ZRB® HAL, €D 9 BLILTH| (Grade 5) X, T L4 9/388 Hl
(2.3%) . 0 BIR T 3/374 6] (0.8%) Tdh-ol=, WTNDEERETHIIRN 5%LL L
DOEIWERITTFTERD EBY ThHoTe,

£ 1 WTh»OoRGH TREENS%ULOBIER (Z&MAxISERM) (HIMALAYARER)
FRERIRHE / B (%)
FEARGE
(MedDRA/J ver 23.1) AFIOFRRE (388 #1) AF AL (388 fi) SHHERE (374 B1)
4 Grade | Grade 2 Grade | Grade 2 Grade | Grade
Grade 3/4 5 Grade 3/4 5 Grade 3/4 5
A EIVER 294 95 9(2.3) | 202 50 0 317 138 | 3(0.8)
(75.8) | (24.5) (52.1) | (12.9) (84.8) | (36.9)
A
PR IR B RE TCAESE 31 1(0.3) 0 8(2.1) 0 0 2(0.5) 0 0
(8.0)
FOPR IR REA T E 42 0 0 15 0 0 8(2.1) 0 0
(10.8) (3.9)
R L O S
EEX T BIES 21 1(0.3) 0 10 1(0.3) 0 45 2(0.5) 0
(5.4) (2.6) (12.0)
B IBIEE
T 64 13 0 23 5(1.3) 0 145 15 0
(16.5) | (3.4) (5.9) (38.8) | (4.0)
F 20 0 0 13 0 0 36 0 0
(5.2) (3.4) 9.6)
i i 10 2 (0.5) 0 7(1.8) 0 0 19 1(0.3) 0
(2.6) (5.1)
(G 4 (1.0) 0 0 4 (1.0 0 0 21 3(0.8) 0
(5.6)
Ok 4(1.0) 0 0 2(0.5) | 1(0.3) 0 27 1(0.3) 0
(7.2)
G E KOV Rk E
7 5 FESE 66 0 0 28 0 0 21 1(0.3) 0
(17.0) (7.2) (5.6)
%95 76 6 (1.5) 0 29 1(0.3) 0 47 4 (1.1) 0
(19.6) (7.5) (12.6)
[FES A 1(0.3) 0 0 3(0.8) 0 0 48 0 0
(12.8)
T RERBEEAR | 2(0.5) 0 0 0 0 0 164 33 0
BIEERE 43.9) | (83)
—% - EHEEES OGN OREE
% 30 6 (1.5) 0 25 0 0 55 5(1.3) 0
(1.7) (6.4) (14.7)
S IE 11 2 (0.5) 0 14 1(0.3) 0 27 9(2.4) 0
(2.8) (3.6) (7.2)
1A PR
& I 3(0.8) | 1(0.3) 0 2(0.5) | 1(0.3) 0 56 20 0
(15.0) | (5.3)
MER R, MERES K OViEhRF
FEEE 1(0.3) 0 0 1(0.3) 0 0 19 0 0
(5.1)




B BIRHE / B (%)
FEARGE
(MedDRA/J ver 23.1) AFIGEEE 388 ) | AKIHEMEE (388%1) | xHHEEE (374 £
R AR AR A

TI=T )N 18 4 (1.0 0 22 5(1.3) 0 8(2.1) | 3(0.8) 0

AT =T — TN (4.6) (5.7)

7 25— 21 10 0 7(1.8) | 2(0.5) 0 4(1.1) | 1(0.3) 0
G4 | (6

TANRSELUERT I ) 22 9 (2.3) 0 25 9(2.3) 0 10 6 (1.6) 0

oo RT7=T5—FH | 5.7) (6.4) 2.7

m

U —-PHE N 25 17 0 12 8(2.1) 0 10 8(2.1) 0
64 | 4.4 (3.1) 2.7)

IRERA 7(1.8) | 1(0.3) 0 2(0.5) | 1(0.3) 0 27 2(0.5) 0

(7.2)

7B AFIGFHEHCB VT, FEMEMRE 8 6] (2.1%). KIGE 86 (2.1%). EED
THI13 1] (3.4%) . NFHERERESE - A& - A LMENRE 2 57 6] (14.7%) . AR IEREIR T
iE 43 B (11.1%) . HURBRBERETTHESE 39 #1 (10.1%) . RIEHEREREE 6 1 (1.5%). T
RBERERETE 2 B (0.5%) . BFFERE (MEMER R 361 (0.8%). ik - B EARIE 4
fl (1.0%) . infusion reaction 8 5] (2.1%) . ‘Ll 2% 2 il (0.5%) . ELIE % HESIIE 2 61 (0.5%) .
EEORZERE 1 6] (03%), ffkkEE (F72 « SU—JEREEEZET) 5 F (1.3%).
ek 4 B (1.0%) 2338 Haviz, 1 BBERIA . FEEVELF P ERIBAE, IMde. THILE 2R L.
BRI Ko OV M ifn /IR A PSR BRI 1 58D B Ze o T2,

T, AFIEMEEZRB T, BN BB (1.5%). K26 (0.5%), EEDT
FISB (1.3%) . AFREREREE « T4 « BEALMEARAE 255461 (13.9%) . FUIRAREEBEIR TIE 156
(3.9%) . FUIRIRHERE TCHESRE 12451 (3.1%) | Bl RERm E 4451 (1.0%) . 1AL IR % 1451 (0.3%)
infusion reaction 551 (1.3%) . ‘L:HZ& 1B (0.3%) . FEAEFHIEIELH] (0.3%) . BEE DKL E
B E141(0.3%), FPRRETE (X7 v« NU—JEEREE ET) 141 (0.3%) . FER15] (0.3%)
DBRO BT, BEE (MEEBRE) . Mk - BRUHRMEE, TEAERREE, FE
PEAFH BRI E . B2, THARAE 2R AL, IR K& OV M i/ RIS MESRBER 13380 B 4L
2o T,

AEWERFBRIUI B E RS 2 5 OEFE R 2 T,



4. FERIZOWNT

PSS Y A 7 EEEHE (RMP) (1THE-D& | A 0D 15 38 it 22 A M BG AYE B~ oD i ) ARl
D Dk T o T, RANOFE G WY 72 BH 2 2W - FrE L, AAIOFTEGICT LY BHEE
7REIER ZRBL L 72BRICx T 5 Z E DB 72728 LLF OO ~Q@ D3 T Z i 7= 7 Jiti
FRICBWTHEHATIRETH D,

O mEFITHOWVT

D-1 Tred (1) ~ (5) OVWTINITEEY T DX THDHZ &,

(1) EAFBRENEET 203 Ve EERL SRS (BRE T IR DS A S HE L R .
BN A2 EEHL RpRT . HlEAs AR HRIRRE e &)

(2) FrEHHREIRIE

(3) #EMNIRAENIEE T 2 0 AREEERE (BARREEE R, 23 A
W IIEBE. D3 AR EEHEE B /e &)

(4) A KA IIEE 2 5E L SRS Lk ek 1 USRI b L e k) 2
Dl FHEIZ LR D i 24T > T Dk

(5) PUEEMERE AL BN OBt sk FYE AR D i HH 21T > TV D Jitiak

-2 JHHE R Db 755 K ONRIVE - BN Ot IS+ 43 72 sk & R & Fr oAl (F
ROWTIDITEZ YT HER) A, Y2 BB OARFICET 51RO ETH & L CEE
ENTWBHZ L,

#*

[ Bifi 60 2P EUAS 1% 2 FEDHIHIIHE 2E T L7212 5 ELL E OB A IRE O IERHE %
fToTWBHZ L&, 9b, 2 L EIT, DARYEEEZ T L UEHRIESZOWHE
EIToTWNDH T &,
P Bt AP EUAS 1% 2 SEOFIIIRHE 21E T L7212 4 UL EOERRBREZ A LT D
ZE, b, 3 FELLRIE, R O 0 A SRYRREE & G e TR SR O R RBHE &
THoTWVWAZ L,

@ BENOEKMFHREHDOKHIZOWNT

I EHRE BUCEE T 2 FEE DR E S, BEEBEN O OERED ., BRI - &
YRS PRE RO E B OERZE ST 2 @i, AEFFGNBE LI2GEomE
¥, FERESDIATON LRGN ESTWNWD Z Lk,

® BHWER~DRIHIZOUVNT
@-1 M AHIC R 2 B

VR MEGRE R D B R BIER S I8 4 L-BRIZ, 24 BERESIRIAHIO T, Mi%hiaR X
TOEEE R (C 3BT, BB L 2 BIECS U CABREHE L O CT & O FIVER OB 2
TRRAEORERNY B IS, B HICKIGATEEREHIRTE > TND Z &,



@-2 ERMEFE L DAEERMNCICET2EMS

DA 2 B 7 ik K OB RE 2 A 9 D IR FE NEIEH =2V v 7
EHEOIERDOAT V—= T E2ITOERE & HREZ LA TE 57 — ARG
s TWbZ L, k. BHEKEICOWT, DABRE L ZFOFBEICHFSICEAmENT
WhHZ L,

@-3 BHER ORI ICBI LT

RIER (FEMEME R, HHSREREE - JTR - MR 2 N WS (R EE
[, RIEHERERE T, T ERAEEERESE) . B fEE | infusion reaction, KM - HLEED T F,
1 BUOBE R . Ak - BRSUHRLARAE, (O de. EMEMEESE, A, et i Miisid
PEERBE . Mk, HEEOREHEE, shkEE (7 2 - NU—JEEHE G ) | b7
EOFARE OB L R ERBE . THIBE L. BERSE) 1Tk LT, Yk X b=
PRI O HFRIMEZ T 5 A & s U (REH OZB-oRISIZEE L CTRER U EE %
ToNLEMEITHD 2 L), EHITEYRAE N TE RGN ESTND Z &,



5. REMBRLLRDBE
(A2 L B9 % F 1]

@

)

B AL SERIEE O 72\ Child-Pugh 4338 A OUIBRARRE 72 T BB 12 B W TARHA
E RNV AU LA=T L OO BE R ORAIHEIMER 5 OGN R I TV 5,

TRLCEZ Y T 5 BT D ARKI OB G- K O IEIZ OV TR AFIOAF LD

ELLTE LT, AFIOEGRHR LB,

o DOTABIOAHNEN RS TV OFTENEEEA & O ff k5

o RPETEE (R ) —NENRE, T VAL, v A 7w R EE
%5, IFEhIREEAR S/ TR L 28R L . B RRIES) WG & 72 5 IFHl R
R

AFN O G Tz > Tix, AFE F LAY A=T EDOPFREEICHOWTIZY T 7 =
= TNTHRT D EEERRRGE S LTV D — T, AFIHEMBE GOV TRy T 7 ==
TN T DIELMEDO BRI ENTND Z &% HIMALAYA kB Rkis & 45 1B
fig L7z B¢, BEORELEE L, HIE - HEZERT OIULERH D,

(ZzefEicBd % HH]

@

TRUCEY T HREFIZOVWTEIAR OGN E SN TNWDH I G, BE AT
DipnZ &,
o ARHNDRIT KR LIBBUE DAL D & 5 B

TREATOFHMIICB W T FRRICEY T 5 BEIZ O WL, AFlOFG TR S

WS, OTEFERIUE DS 2 WG AICRY | EEICAREZER T L 2B E T

%

o [HEMEMZEE (REHRIRE 2 &) Ob 5 EEXTZEORERDO H 5 BE

o MaEE AR A CHE R 2580 D B K ORGP 2 % O il 2 S MEZE L 28 22
Hivd B

o HORERERBOAUITEBIEN2F L IXHERMED B B REBOBEEED
b5 BE

e ECOG Performance Status 2-4 "V D H

(1)

ECOG @ Performance Status (PS)

Grade

0

F o MR STRETE 2, FWATE [F U B HAERLHIRZR <ATA D,

1

PRI LUETNIHIBR S D23, BMTHTHE T, BIEERMAIEITATH 2 LR TE D,
Bl BEWF R,

2

BATARETT, HODOHOE DY OZ L IFLTHEEEMN, EEEFTEn, B O 50%LL B3~y KACil 29,

[EHONTZHDOHEDOEDLY D L ULMTERY, BPO 50%LL EE Xy RpR1 il 27,

FoKBFR, BODHFDEDLY D LiTE 572 TERY, BRIy R+ Tl =4,

10




6. BEICELTHEETREXEIE

O WA SCESITN A, RERGEEE DRI 2 ERHE IS & ARA| O R K OV A
T D72 DI ERIERE T EE L T BT 5 2 &,

@ IBEBMIZHESL D . BE XIF OFRICHEIMER ettt 2 +o3A L. REE25
TorbE5T5Z L,

@ FREWEADO~X T AL MZHOWNWT

VR MEAR B ORI R 2 &) BN Dbhd Z E0nH DD T, FIHIE
W (BGIdv, PRURIREE, mguk, FEEAEE) O O XE A O Eha s, #l
BE+mdTo 2 &, Fio, BEIDE U TWECT, Mi~— 7 —%0RE%
FhiT bz L,

infusion reaction73& H 3L 5 Z &3 d 0 | 2[8] H BB OARHKI % 582§ infusion
reaction3 & H LD Z &3 H DT, AAIEGRHZITEREIEE OREAL +5)
(#5395 Z &, infusion reaction23FR DAL A IXE YR LB Z1T O & &b
(2, JERAEET D THREOIREE IR T L L,

R RERE S RIBHEREELR O TREREREN LN DLZ LB D
DT, AREBEGBRAGRT R OB G-I I E RIS N It RER A (TSH, i
HET3, WEAET4, ACTH, Il = LT —VEORIE) 21T\, BEORES
T8RS AL, Fo, KBS U THBREFOFEE L EBET 52
&

AROEGIZED | WEORESUSITER T 5 &5 2 5D Ek% 2B
BRHOONLZLRbD, BEE ToIATV, RENBO NS EIC
3 WEORIERISIC L DRIEH ORI L EE L, BEURENZE 2175 2
&o WEDRIEISIT & DRIEH RO D 5621, KA DOFE DIREE,
PR IFRIE RE R NVE R ORGEHFELZBRTDHZ L,

TR T, BORE S8 ARl L T ORIERN BT 2 2 b b
O, ARIOFEGHE T RIS BIER ORI H0ICEET D,

AST (GOT) . ALT (GPT) . y-GTP, B U L E %D L5 Z1E 5 IFHERER
=R, BAEERERN D D Z ENH DD T, AEIFEGBMERT R
BRI EMPIC R A ATV, BEFEOREE +2ICBIEZT5 2
&

JRAE AR, REREBREOBEENHOLDLDNAZERHDHDT, K
8 5-BRAG T K O 53R o e R ISR RE MR A 21TV, R OMREEE |
TICBETHZ L,

VRUBEPRIG N 8 Do, BERIFEMH S b TV R—=Y RICEHLZENHDHDOT, H
B, Bl WEMSE OFER ORBLLCMAEED EFIC+HaEET 5 2 &, VISR
REEDNTGAICIE, A VA B E BT 5 FOME R ALEEITH 2

11



&o

HIMALAYA BRIV T, GGG 48 BMIX 8 g, ZUIREIL 12 BEICH
IMEDFHL 21T > T2 Z L 2B B, AAER G FIXEHMICEBRAE TR OM
BEITHIZ &,

12



i 2

EfEHEET A R A v
Tan <7 (BEFHEEZ)
BR7E4 1 A I 7 4 UV EBEHE120mg, 1 3 7 4 P ARHEHE 500 mg)

~ REEFE ~
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JEA B



B &

1. IZFC®IC P2
2. AANOFE. (FRET P4
3. BRI P5
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1. IXC®IZ

RS DA N « ZAMEOMEGR DT OITIE, IR SCEFITEE D W@ B2 ] 255k 6
bID, SHIT, IFEORFEHNOEANT L0 | FUREIE 2 & OFFH 72 FrlillE A
FFEFEMPKRSINLH T, 26 DERGZ FICHERBE (RIT 5 2 &L B
M & 72 o TR Y R BOE S & UE o B AT $E 2016 (AL 28 4F 6 H 2 H BREIRE)
IZBWThH, FHMEELEOHEAORE(EHEEEZXS Z L EhTWna,

BrE BT ER G, EEERPE a7 v 7 7 A VDBEAF ORI & B 6 i
RHZENDD, DD, AMERZEMIIET HEWMA+0&ERT 5 £ TOR,
YHEEGLORELRZIT L2 NI SN EE I LUTEHT L & L bic, BUE
FNFEBL LT BRIC Bt s & & D 2 & DN ARE 7R — /& D B 4 i 7= 3 EE RS B CRE A
THLIENHEETH D,

L7ziio> T, KA FTA4 Tk, BB ZNE TITHE LN TV S EFHESR -
BRI EES & . LUT O ESK S O il 72 0 A HEME T D8R b B Bk & %
RO EFHERT,

B, KA BT A %3, WSATEIE NEE G EREIR O, ARAMEANRA
BRIR RIS P . —MRAERTEE N B ARERIR NRHE & M OVt FE N B AR ARRES M B 2 o
Whob EERR LT,

MR EMRDEI « A X7 4 PV RIEFHE 120 mg, A X 7 4 > ¥ RTEFHE 500 mg
(—f%4 : T a2 <7 (Bl z))

KB E R DREUIE - TR BIBR R RE /2 R IE e

RHEERDMEROHE : 7L 2 EAREBER O AT 7 F ORI W T, #H,
FRANICIET 2 v v~ 7 GEIGFHf %) & LT, 3 BEMERT,
1 [8] 1,500 mg % 60 43 MILL s CEEET 5, 3 BREMET
DY IR LSS, Tal v~ Biarfiz) LT, 1
[E] 1,500 mg % 4 3 R T 60 43 LL BT TR EHET 2, 72
72 L., RE 30kg LL FOEGE D 1 B 551X 20mg/kg ((KH#H) &
T 5,

Bl R E ¥ E T AT ERAMASH

(%)

T B B OB IR, BRI &

R SU3SN R - MRIE S

FER O & ., BRAIZIE A2 e & LTI E 1,000 mg/m?® % 30 437> i

FE L, B 1RGS2 3EERE L, 4 B IKRET D, ZhEela—X

ELTHEGZB IS, 7ok, BEOREICEVEEHET 5,




VAT T T U OREEITER,. HIEROHE

DI EES E SRR

FER O & IGERIZI, 7 Ay ¥ BV & OO FRIE S LT TEEZ®RIRT 5,
{5 A7 T F & LT 25mgm? (KR % 60 530 CRifsE

L, B1E&G%2BEKL, 3B IXKETS, Zhad17—1rE L

TGz IRY,
¥, NEOREFEITEFEOWREIC K EERET D,

i KRR BT 2 KA o Yk - FHET 13, BREAGE) OIE P5~) W

0 )

!



2. AFIORE, ERIBEF

A X7 4 VR 120 mg & ONRLETEEHE 500 mg (— %4 - T a2 b= T (E
nf#Hz) . LA, AAl ) 1%, & F programmed cell death ligand 1 (PD-L1) (&%t
THHEI 7Y Gl (IgGlk) V77 7 ADe Mt ) 7 a—F LA TH 5,
CD274 (PD-L1) %, AERNICH W THURERMIEIZHBELL T Y, &L Y
VoRER (TR, BMIRL N T = 7 0% 7 —T M) 5084 % CD279 (PD-1) K&
UNCD80 (B7-1) & e L, & & ACHIHT 5 & & 2 54Ty % (Annu Rev Immuno
2008; 26: 677-704, Blood 2010; 116: 1291-8) , F7=. PD-L1 (%, flix OEEMIEIC %
HFHLTW2Z L& (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 723 & 41T
F0 ., PD-L1 & PD-1 #41 L7-#RB& 13, SIS GUR R A0 72 T M & OB 8% %
RS 2HFDO—2 L LTEZLN TN,

AHL, PD-L1 OAIfRAMERICHES L, PD-L1 & PD-1 OfEA & HET 2 2 L %iC k&
D BAGURREEAY 72 T AR O MBI ETE PR 2 00 L, S O & i35 & B2 6
NTW5,

ARHN ORISR 2 2 < B D RIERISIC £ 5 BIEA S48 % b b, BESUIIELIC
BLAREMEDNR D D AROEE PR OBEHRITIT, BEHEOBEL HHITTH, REFR
D BTG EITIE FEBL L 72 F RIS U7 B MR 22505k & B8R & BBl & s L Col
B BRI 24TV IR OSEROGIZ X D EIWER 3 8t 2 581213, BB B ARV
T A OBEFEOWYIRILE 2T 5 LEDRH D,



3. BB
TR R ANRE 22 T O AR IR 3T 24T - 72 T A2 B AR iR BR O Rl i &2 97,

[ 5hE]

[E B LR MAHFER  (TOPAZ-1 3UER)

(LR O 72 W B YIBR AR RE 22 IHE#E B 5™ (WHO/ECOG Performance Status 0 X |
1) 6854 (AFIL 7 LB higE+ 2 A7 5F 0 [AFIGEREE 341 1], 75 &R
ET LB R+ AT T F o D HEEE 344 511]) (RN 78 Bl [AHIOFHHE 37
B, PRERE 41 ] 2 5Te) ZXRIC, KAl FLAVFEUEBER N AT T F o %
OFREE Lo 58 OB M R OV a2 Gt L72"%

FRRIEENT OFE R, FEIMEEE Th 2 24EFM (BLT, T0S)) (i [95%(F4#
X)) (424 DA < ) 1X, AFPFHBET 12.8 [11.1~14.0] B H ., <tHHEET 11.5
[10.1~12.5] #HATH Y . AAIGFHBIR B LTS PRIICA BRRIER 2R LT
(NP — R [95%(E 18X ] : 0.80 [0.66~0.97], p=0.021 [J&%! log-rank i E. A E K
$e (WD 0.03], 202148 H11 BT —X b > b4 7)),

1 IR T O I-EA T, 6 7 HBAERGE LI %ICER L BEN R E Shi-, £, ik
L0 U BN O IE M T O T8 1, T 6 0 A A RE L% ICHER L
THREDRRZRE SN,

3 3EME | A7 E LT, AF 1,500 mg iTFT7EREE 1 BHIC, FAU X EUHERE
1,000 mg/m2 & > A7 T F 2 25 mg/m? &% 1, 8 HBITHRK 8 H A 7 A5, A#I 1,500 mg X
117 T R & BT 4 BRI TR S LT,

OSHR{E(R) [95%Cl]

ol - AR 12.8[11.1~14.0]
0.8 - XIEREY 11.5[10.1~12.5]
£ 574 INF—REE(95%CI)  0.80[0.66~0.97]
£ 06
{7 0.5
gu 0.4
~ 037
B 024
0.1
0.0+ T T T T T T T T T ]
0 3 6 9 12 15 18 21 24 27 30
BIEAZIFITHSDERE(B)
at risk#%
AEVGHEEE 341 309 268 208 135 79 49 24 9 1
pagiictics 344 317 261 183 125 65 29 10 4 0

X1 OS ?® Kaplan-Meier B



[Ze 2]

[E BRI RSB IIFEFER  (TOPAZ-155%)

A EFLIIAAIOEE336/338651] (99.4%) K OKTHEHE338/342051] (98.8%) IZ7BH Hi
oo WTNDDOIRBRIK L ORREBEARN B E CE WV EERS (FER) X, ThEh
315/338%1 (93.2%) K U310/34201] (90.6%) (Z#BD B, £ D 9 BLIELH (Grade5) 1,
ZNEIN2/338%1 (0.6%) KUN/34261 (0.3%) THolz, WINNOFGEETHRIREN

5% EORIWERIZTTRO LB ThoTz,

Rl DTN LOREH TREARNS%ULORIER (REMMITHRER) (TOPAZ-1FAER)

AEBIRIE | BEARFE BilE (%)
(MedDRA/J ver 24.0) AFIGEHEE (338 #1) xTHEHE (342 f1))
4= Grade | Grade 3/4 Grade 5 4 Grade Grade 3/4 Grade 5

RIEM 315(93.2) | 211(62.4) 2 (0.6) 310 (90.6) | 221 (64.6) 1(0.3)
Mg LY v SREE

i 134 (39.6) | 64 (18.9) 0 123 (36.0) | 64 (18.7) 0

U PR E 99(29.3) | 65(19.2) 0 98 (28.7) | 69(20.2) 0

i/ N E 35(10.4) 12 (3.6) 0 40 (11.7) 18 (5.3) 0

P Bk E 19 (5.6) 7(2.1) 0 15 (4.4) 2 (0.6) 0
N 3 i B

FOR IR AR T E 22 (6.5) 0 0 8(2.3) 0 0
AR L Ok E

BARIE 43 (12.7) 2 (0.6) 0 55(16.1) 2(0.6) 0

K~ 7 %7 AE 24 (7.1) 5(1.5) 0 15 (4.4) 1(0.3) 0
PR REE

A4S 20 (5.9) 0 0 16 (4.7) 0 0
B IR

L 118 (34.9) 3(0.9) 0 103 (30.1) 3(0.9) 0

Mg - 37 (10.9) 3(0.9) 0 44 (12.9) 5(1.5) 0

(B4 34 (10.1) 0 0 33 (9.6) 0 0

N 29 (8.6) 1(0.3) 0 25 (7.3) 2(0.6) 0

A% 17 (5.0) 0 0 15 (4.4) 0 0
B KOV AR ARRE

B 24 (7.1) 0 0 23 (6.7) 0 0

Jii B 24 (7.1) 1(0.3) 0 14 (4.1) 0 0

O FEIE 23 (6.8) 0 0 16 (4.7) 0 0
—i% - EFEER LU S ORE

57 74 (21.9) 9 (2.7) 0 74 (21.6) 8(2.3) 0

) E 37 (10.9) 4(1.2) 0 37 (10.8) 7 (2.0) 0

FEEN 22 (6.5) 1(0.3) 0 16 (4.7) 1(0.3) 0
BRI A

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

RN 64 (18.9) 27 (8.0) 0 71 (20.8) 26 (7.6) 0

I 1 BRE 34 (10.1) 14 (4.1) 0 45 (13.2) 20 (5.8) 0

TI7=vT ) TR 17 (5.0) 4(12) 0 18 (5.3) 1(0.3) 0

7 =7 —E8hn

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

ek, AFIGERBEHCI VT, FIEMEMRE 4 61 (1.2%), HEO TR 1 H1 (0.3%), T
P2 - BAEPERRE 2% 21 6] (6.2%) . HUIRBREEREIR TIE 23 641 (6.8%) . HHRR

PEREFR &




BERETUHESE 7 51 (2.1%) . BIIEFEAERREE 4 1 (1.2%). 1 BUBEIRIE 1 4511 (0.3%) . infusion
reaction 3 ] (0.9%). FEEFEE (T « NL—JEEREAZST) 14 (0.3%). S 2 4
(0.6%) BF@BO LT, £z, KiK., BREE (WEMERE) . R - BT RAE .
O 2%, BEAERL M E . T EEASEERERREE . MO, FE O R REE | REEMALT TP ERIBE
TEALAE 22 L. B M OVGo e M i/ IS D PR SR BRI 1338 0 B iv7e v o 72, AREIWER S EL

WL XB SRR 2 B R R LT,



4. FERIZOWNT
PSS Y A 7 EHEEE (RMP) (23D & | ARHKI O 3K G 22 BV ERETE B~ B ) (4
75%67}& X Thho T, RAIOFEGE WY BHZZW - FrE L, RAIOFTEGIC LD EHEE
SREWER 2Bl LT BRICRHS T2 2 E BN ERT-D  LLFOO~@ DT % 72 7 i
RIZBWTHEHT 2RETH D,

@ HEFITOWVT

O-1 FTEeo (1) ~ (5) OWTNNICHEY T HMX THDHZ &,

(1) BAEFBREDTET 20 V2 REOEENL RS (BRE A RS A2 RaE LSRG
I A3 A2 B EEIL AR T, HUIEDS ARSI BT AR &)

(2) FrEMRERPL

(3) EBENFIRAFNFEE T 2 05 i BREEEHPE (D3 ARSI EWPL. 7S A2
W IIEBE, 8 s HERE R R )

@) IR b FRIEEZRE L, ARIES L FRIEZ R | XIS RIER bR B2 R
2 Oftiak SEHEITLR D B H 21T > TV D fiak

(5) PrEEMEREEE AL & BRI OfEa% FAEIZFR 2 | 21T - TV D Jifiak

-2 NHIEFE DAL ORIER R B OS50 72 ik & B 2 FFo =Rl (T#R
DWTINCEZE T HERM) 2, YR OARANCRET 21RO ETE & L ThE S
NTNW5AZ L,
#*

- ERIGRFESE 2 FEOMMIHEZE T L72R&IC 5 UL EONR ATRR O EERHE %2
THoTWVWDHZ &, 96, 28D EIF, BAEYREEZ L LBRESESOHE 217
STWNWHZ &,

- ERRETEUS% 2 FOMMIPHEZE T L7-1&I1C 4 FLLEOBKRREREZH L T\ 5
ol b, 3MEDL T, NEERE DD AL S T S ATRIE D EEIRIHE 21T > T
WnHZ kb,

@ BRENOEEHEFEREREOEHIZOWNT

EEMEREFRICIEE T 2 TE PR E S, REEEENS OFRE D, ﬁxﬁi @7
VSRR O FE R ONERE ST 5 iRt A EFFRNRAE L GE oW
HEH. FERHSHIATONDIEHINE S TNDH T &,

® BHWER~DRIHIZOUVNT
@-1 fEgkAkHIZBE 4 5 B4

F‘ﬁ’f’fﬁﬂﬁr BEOEBEZRBEWEMANIA LIBRIC, 24 REHZEEHIO T, Yikiisk X
[T XS T 4 b S 1AM %’uéfﬂw:”lffﬁﬁﬁ (Zhis U CABREHE KON CT 20 IEH ORI &
E?‘ﬂs@@rﬁ%%‘%#é HHIZE G, B BICRISATRE AR 3 - T D Z &y



@-2 ERMEFE L DAEERMNCICET2EMS

DN AR 2 B 2 ik B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOIERDOAT V—= T E2ITOERE & HREZ LA TE 57 — ARG
s TWbZ L, k. BHEKEICOWT, DABRE L ZFOFBEICHFSICEAmENT
WhHZ L,

@-3 BHER ORI ICBI LT

RIWER (FEMEMRE, IFHSREREE - ITR - MR 2k, N WS (R EE
[, RIEHERERE T, T ERAEEERESE) . B fEE | infusion reaction, KM - HLEED T F,
1 BUOBE R . Ak - BRRSUHRLARIAE, (O de. EMEMEESE, Rl St i M
PESEBES . M, B DRSS, MREE (X7 - Nv—ERERL S ). bFFE
EOFHRE OB L R ERBME . THIBE AL, BERSE) 1Tk LT, Yk X b=
PRI O HFRIMEZ T 5 A & s U (REH OZB-oRISIZEE L CTRER U EE %
ToNLEMEITHD 2 L), EHITEYRAE N TE RGN ESTND Z &,



5. BEXB LR HRE

[G2hiEicBE 3 % S5 1H]

O ALFREIEREO 22 REYIBRARE R ILEE BE IR W T RAL 7 Ay ¥ vk
KRV ATZF o L OffFRBEGOEIENRENTND,

@ TRLCEEY T D AREFN O J OMEH I OW T, RAIOF IS S TE
BT ARANDOEGXG L 72 B0,
o OTAKIDOAHINEN RSN TV ML OHFUEMEIREH] & OfF %5
o IR L

[“Zz 4l BE 3 % FH]

O TRICEYTLIEEFICOWVWTUIARFOERGENERE SN TNWD Z b, &5 E21T
DN by
. ARFN DRIk LIsBUE DBEERE D & 5 B

@ WBRATOFHHIZIB W TTFREICEZ S T 2 BEIZOWTE, AR O GITHELRE S vpn
P, MOIEFERIRE D RN EICIRY | HEICAF ZER T L 2BETE D,

. R MENGZE . (BRI 2 & de) Do 5 EE XTZ OBIERO & 5 54
o G A CRHVE S 2580 D BB K OV 98 55 D il (S JAEME AL 23 2

s EBE
. H R B OE I XITE MR e 3 L <IEEFEMEO A SRR BOBERED
% MAE

. WHO Performance Status 2-4 Y o 3

1) WHO @ Performance Status (PS)

Grade

0 F o MR GBI TE 5, SREOMH AL L9, FFaTE [ U R AL HIRZ <ATZ 5,

1 PRSI LUEBNERIR S D23, BATARE T, BARNECAEITAT O J LN TE %, SREA T E s
VR0 LRCKHEREDTE2BELEEND,

2 BATARE T, ANOHEOELY OZ LITA&THREEN, EEIXTE 0, HEFO 50%LL FIZ~Xy RAATIE T,

RONTCEIZOHDEDY DI L LMTERY, HPD S0%AEES Y R TilRId,

4 FoLKETRY, BODHEDOEDLY DI LITE-72L TERY, BRIy RO+ TEI7,

10




6. BEICELTHEETREXEIE

O WA CES TN, JERTEEE BIREET 2 B RHE |2 IS & ARRK| O e K O 1E
RO DI B ERE I HME L TR+ 52 L,

@ IBEBMBIZHESL D, BE UTF OFBEICA IR a2+ L, FE 525
TG THZ L,

@ FREWEADO~X T AL MZHOWNWT

VB MEE R (TR 2 & te) 3 Hbd Z ENH 5D T, WIHER
CEEIAU, WROR RS Ik, FEENE) ORI O XA 0 s . Bl
PHSICATO 2k, Fo. MBS UTHECT, Iy~ — 7 —%DOME % i
TAHZ L,

infusion reaction3®& v s Z LR H Y | 28] B LR O AAFFE 5-FEIZ 5 infusion
reaction23 & H D Z L3 H DT, REIE GRFITITERIBH ORIEEZ 71
BE9 5 2 L, infusion reaction 23388 LA E Y R LB 21T D & L b,
JERNEE T 2 F TREORELZ +0ICHERT L2 L,

FORIREERER S | RIS E R O T RAMEREN H DN 2 ERH LD
T AHIEG-BRARRT K O G- 30 T E IR I N 3 s B RERR AL (TSH, JFRIET 3,
BT, ACTH, i =5 =V EDORE) 21TV, BE OREZ +471C 8]
KL 8, Fl, LEISUTHGREFOEmROBET D &,

AFNIOBH I X0 | WEORIEICTER T 2 &3 2 bk~ 7R BN e
BHOLLNDZ ENRDHD, BlELEHmITITV, BENFEO bNTGEITIE.
JED RN L HEWER O%BLZBE L, @URENZW 21T 2 &, BE
DEFERISZ L D EWERAR DN 255121, AR OG- OKREE, H ik ULEI
ERERNVE CHIORGELZERT D L,

FGAET % BORRK OB AR L TbREWERN I T2 Z L0 H 5720,
AFN DA T RIS G BWEH ORI H3ITHEET D,

AST (GOT) . ALT (GPT) . y-GTP, B UL E V5D 7 % ££ 5 FFFRERE
9. MALPERRAE RN S Hboivd Z &3 D DT, AFNEG-BREHT MK O 58
T EMEIC S RER A 21TV, B OREZ +0I28Ig8T 5 Z &,

RAVETREMER R, REREBEREOEREENLODND Z ENH LD T, KA
PG BRAGET K O G- T E BRI B RE A 21TV A DR E 531
BT L,

VRBERIN DS & B odv, FERWMET F TV R=V ACELZERHDLDT, H
e, ELD, MRS DORER O FEE M E O BRI H5EET 5 2 &, VRBERIN
WEEDNIZGEIZE, A A VH 2B 53 5 F OB RLEZITH Z &,

M E O

Ho|

@ TOPAZ-1ZERIZI T, B EERMED & 24 13638 /5. F LRI I8 E s B 2D
P T o TV Z & BB, ARG TILEHIRIC SR TR OMER AT

11
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B AHEET A RFA v
TanrNeT7 (B FH#LZ)
(BRFE4 : A S 7 4 VP HEHE 120 mg, A X7 4 Y HEERE 500 mg)
~FE/INHE At 9 ~

ER 3 048 A (ffn44 12 AHKET)
BEEBE



Bk

AN e

X LI

ARHN DR, 1ERBET
i PR RS AR
izl oW T

ESEED O B ASY ey

BEICER L CTRET & HIHA

P2
P4
P5
P12
P14
P17



1. XL

SR DF NN « ZARMEDFEMR O T2 D121, IRA SCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSRZ 2T 1 7 7 A VSBEF DESE & B 5 i
B BB D, 20D AR NZEMICBET 2 IERDH0EET 5 £ TOM.,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES I E T LR TV D ESIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

BB ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, — A EETE N A ARRIRNBHE S FEdREFTEEE A B ARE 22 &k O
—MRFEETEN B AR ER 2D/ LR LT,

KR ETRDERE A 27 4 U ETEHE 120 mg, A 2T 4 2V EE 500 mg (—
AL . Fan w7 (GBETHELZ))

KB E T BIREUIHR : BIBRARE 72 AT HEA T D FE/ NIRRT |2 33 1 D ARTR L e R ik
% OHERPRIE
GIBRAGE /2 AT « T8 DI/ Nl e e

NG ERDMELROHE: CIBRAREZ RFTHELT O 6/ NRIRIE 23 1 2 RIGHI LS U R 154
DMEFHRE)
W ANCET 2 v <7 (BE i Z) & LT, 118 10 mg/kg
(fkHE) % 2 BT 60 oMLl E T CTREEFRET 5, 72720, &
H#EIX 12 T AME TET %,
(GIBRAHE AR ETT « PR8I/ IR Az )
LAY AT GBIE LX) KO EERPUEMIERA] 2 & oo
PUBMERREA] & OO HIZIB W T, @, AIZIET 2 v <7 (B
GFH#z) & LT, 181500 mg & 3 @AM T 4[5, 60 45 LL
ENT TS 5, TO%, T aobw T (B THEEZ) &
LT, 1[F 1500 mg % 4 BEEFMRET 60 43 LL BT CRifEsiET
5o 72120, KHE 30kg UL FOGAE O 1 B 5 &1T 20 mg/kg (KH)
LT 5,




B IR R E T AN T ERIRASH

(2%E)

LAY A~T GEETBRZ) OZRESUIZNE, FHEROHE

SRE TSN IR - GIBRAREZeEST « T8 DI/ N A e

MEROHE : T a v~ T GBI B Z) & O ESROUEIEIEEA] 2 & Tefh O HiEME
TSR & OPFRICERW T, BH. A LAY A~ (BE7H#Z)
& LT, 18 75mg % 3 EFMIFET 4 [\, 60 43 LA B2 TREEES 5,
ZO%. T HMOMBEZET T, hL A Y A~ T (BEfaFHH2) & LT 75mg
Z 1[0 60 43I LA B2 CATEET 5,

HRARGBRIZ B 1 D 4 AN D ]TE - BT T3, BRIRRGRT) OIH P5~) &M



2. AARN DR, {EREF

A X7 4 YV RIEFE 120 mg K ORISR FRE 500mg (—ix4s © 7 20~ (&
i z) . LAF TARAI) 1X. B b programmed cell death ligand 1 (PD-L1) Zxf9 %
a7 U Gle (IgGlx) 727 7 A0e NUE ) 7 a—FLVHERTH D,

CD274 (PD-L1) 1. AEKANICE W THURERMEFIZHBLL TV | EHkLzY
VRER (THEME, BR@L VT = 7 0% 7 —T i) Fi2%84 % CD279 (PD-1) &
U CD80 (B7-1) & ftiey L $0fZ IR E 2 AUCHIE T 5 & & 2 57TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), F£7-. PD-L1 I, T& 4 OEEMALIC & FEH,
LTCTWAZ & (NatMed?2002; 8: 793-800. J Immunol 2003; 170: 1257-66) MG S TE
V. PD-L1 & PD-1 41 L7-#RB&I%, MEEEHIAL S HURR 2RO 72 T MIRa 2> & 00 BB % - (]
WS LEFEDO—o L LTEZLNATND,

AFNE, PD-L1 OMESEIRICHES L, PD-L1 & PD-1 OGS & ET 5 2 L%k
0. DABURRFEN 72 T MR OIS BRI 2 88 U, BB OME2 I+ 5 525
nTW5b,

AR VIR 35 < B DS IIC & B BIEFI S8 & b, Bl U1
B WA & . AFIORGH R ORI RICIT, BEOBBE THIATO, B 5
0 AT AT, R LT FRICTS U PR 7Rk & RCBR % R DTN & s L
GVRSERIRBIT 21T\, MBI DRIERISIC L B BIEA A SN BB aICIE, BN R
IO GEOWE RALE 1T 5 LEDR BB,



3. ERPRARE

YIBRARE 722 R ETHES T O 5/ NI I |2 B8 1 D ARTB R L it SR 1R 1% DO HERFIR 1 &
OYIBRANEE 22 AT « FFIE D FE/INHIAE ifiig D A GRIRF IS FEAT 21T - 72 3= 72 b R 3R oD [l &
NG R

[ 2]

O [EEEERIFMFERER (PACIFIC 35R)
D bl 2 YA 7 D EAERA W T ARG L B S R 115 | DR B T 3R

D B IVZe o T UIBRARBE 72 R PT A T O FE/ N e it 235 (WHO Performance Status 0
1) 713 B ORAIRE 476 B, 772 REE 237 61) (AARN 112 6] [ARAFIEE 72 51, 75
BAREE 40 B]] ZETe) ARG, ALFRUBRIER T 42 H ELNICAA] 10 mg/kg £
X7 TR OEE A L, 2 HFEFRCHREEE LT & 2 OFMER R 25 R
At L7, EEFEEE Th 5 IeEIl L 5 mEEAF M (BLF, TPFS)) (FhefE

[95%(EHEX M) DOfEFRIT, AABET 16.8 (13.0~18.1) WA, 77 vHREETS5.6 (4.6
~78) WA THY , KFNIT 7 BRIK LFGHFICHEERIEREZ 7R L (AF— Rk
0.52[0.42~0.65], p<0.0001 [J& 5] log-rank fRE]. 2017 2 A 13 HTF —X B~ b4 7),

wibdy Median PFS (95% Cl)
0.9 ES 16.8(13.0, 18.1)
0.9 IS4k 56(4.6,7.8)
5 NF— FH(95%Cl)  0.52(0.42, 0.65)
m 0.74
E 0.64
4 o054
# 0.44
Q
0.34
= . e TS
&4 R e s e D
0.14
0.04 i
T . - ' . . -
1 3 i= 15 18 3 § -~ | =7 30
BEARGHISOMM(B)
Number of patients at risk
Month 0 3 6 9 12 15 18 21 24 27 30
*ﬁ‘] 476 377 301 264 159 86 44 21 4 1 0
TSR 237 163 106 87 52 28 15 4 3 0 0

1 HIHEIZ L D PFS OHEEHTRED Kaplan-Meier HifR

F. b OOEEFMEH THhHEAEAFHE (LT, T0S)) (PRl [95%(5#H
XM @ 1[E B OFEEN (299 ED A1 X ) OfEFI%. AHFIFET NE® (34.7~NE)
A, TTRAEET28.7 (229~NE) A THY, AFNLT 7 BARICK LIEFRICH
BRER AR LT (N — K 0.68 [0.53~0.87], p=0.00251 [J&%!] log-rank B/ E. A5
AK¥E ([ 0.00274], 20184FE3 H22 HTF—4 1w M4 7)),

* HEEARRE (DUF. [FER)



14 Median OS (95% Cl)
KH| NE (34.7, NE)
0.9 1 TS5tk 28.7 (22.9, NE)
S, NH— Kt (95%Cl) 0.68 (0.53, 0.87)
0.8 - M
£ 071
[
# o6
a S unoe,,
0.5 - Poa
) q"n.'d
R LI W SN T T S A DY R R D |
0.4
0.3
0.2 4
— %Al
0.1
----- 75tk
0 . r - - - . - . . . . . - - .
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number of patients at risk 4 2 B (h S0 #AR(B)
A5 476 464 431 415 385 364 343 319 274 210 15 57 23 2 0 0
J5tHR 237 220 198 178 170 155 141 130 17 78 2 21 9 3 1 0

X 2 OS D EIEITE D Kaplan-Meier B

AANBEEM 112 6] CRAIRE 72 61, 77 BREE40 1) O PFS (HFRfifl [95%(5H4
X)) IIAKIEETNE [109~NE] B H, 7Z7BAREETT72 [2.0~18.6] B H (~HF—
R 0.49 [95%EHEX M : 0.26~0.89], 2017 4£2 H 13 BF—% v b4 7). 0S (F
P [95%EFEX M ]) 1X. AAIRETNE [NE~NE] # A, 77 &R TNE [NE~NE]
WA THoTz (NF—RE0.96 [95% (XM - 0.48~1.92], 2018 4E3 A 22 HF —#

Iy hAT),
1 Median PFS (95% Cl)
AFH NE (10.9, NE)
0.9 PR 4 7.2 (2.0, 1856)
h N — FH (95%Cl) 0.49 (0.26, 0.89)
08 :'
H
% 07 i 4
] i #
£ o0s ]
p 5
1" e
5 05 05
“ o4 04
03 03
0.2 02 Median OS (95% Cl)
p— p— H NE (NE, NE)
otq| g 01 s 54K NE (NE, NE)
AL NH—FH (95%C1)  0.96 (0.48, 1.92)
0 0
0 3 6 9 12 15 18 21 2 2 Y 0 3 8 9 12 15 8 20 24 27 30 3B B P 4
Number of patients at risk EEAR D o0 MR (B) Number of patients at risk B DT S0 MR (B)
#H 72 59 51 47 A 27 19 10 3 0 0 £ 2 1N 68 67 63 63 61 58 57 49 2 21 N 0 0
7544 40 2 21 17 14 9 6 1 1 0 0 774K 40 338 % M M R 3N 0 27 23 5 9 5 (]

X3 BARABELEFICZEBIT 5 PFSKU0OSO FEAEHTR: DO Kaplan-Meier HfR
(EMX : PFS, £ : 0S)



(PD-L1 FEBLIRBLAN DA M e OV 4 E)

VNN

R4

[FZE MAHRER (PACIFIC iER) ([ZHA AN DT BE D 5 b HGHHE I BV

T PD-L1 238 U7 @A ) 281E (LUF, TPD-L1 38ELER]) (2T 215 Hm T
BT OERE DT — XIS & PD-L1 BB IRB AT 21T > T- A 90 &
OLZEMORERITZLLTO LB Th o7,
HEHMEIZEI LT, PFS XY OS DWW T HULUZEBWTH PD-L1 FBHEENMIWNEE T 78R
BT 2 ARFIBEDO N — RN KR E L RDEAARD B/ (K 4), PD-L1 FHLEHE
D3 1%A & OY PD-L1 ZE BN 1%L, EoBFEMIZIS 1T 5 0S @ Kaplan-Meier HifR 1T
K 5DEED ThHoT,
728, PD-L1 ODFEBRIZEI ST, KFOLZEMET 07 7 A VTR CTH -T2,

A BRI (%)
A I5tR
2%E }—’—4 214/476(45.0%) 157/237(66.2%)
PD-L1 TC 225% —————— 48/115(41.7%)  31/44(70.5%)
PD-L1 TC 1<-<25% ——— 38/97(37.1%)  28/47(59.6%)
PD-L1 TC <1% —_——— 49/90(54.4%) 40/58 (69.0%)
PD-L1 Unknown i 81/174(466%) 58/88(65.9%)
T T r v T
0.2 0.4 0.¢ 0.8 1.0

HR (95% Cl)

0.52(0.42,0.85)

0.41(0.26,0.85)

0.49(0.30,0.80)

0.73(0.48,1.11)

0.59(0.42,0.83)

AR BRI (%)
* ItR
2E%EH R = 183/476(38.4%) 116/237(48.9%)
PD-L1 TC 225% ——i 37/115(32.2%) 23144 (52.3%)
PD-L1 TC 15-<25% — 33/97(34.0%) 22/47 (48.8%)
PD-L1 TC<1% . — 41/90(45.6%)  19/58(32.8%)
PD-L1 Unknown e T2174(41.4%) 52/88(59.1%)
T T T T
0.5 10 1.5 2.0

Xl 4 PACIFIC BRBRIZIIT D PD-L1 HBEURHUHITD PFS KR OS D7+ VR FFua v b
(Z£% : PFS. £ : 0S)

f
2

—

154

it

0

A
TR

Median OS (95% CI)
NE (20.8, NE)

NE (27.3, NE)
/\— FH (95%Cl)  1.36 (0.79, 2.34)

........
......

0 3
Number of patients at risk

41

90
58

88
56

Itk

84
47

9

81
45

12 15

72
44

65
43

X 5
(X

18 21 24 27 30 33 36
EEDBTH S0 MMEA)

56 50 45 35 20 T 3

40 36 35 21 1" 8 3

38

1

2 4

1 0

HR (95% CI)

0.68(0.53,0.87)

0.46(0.27,0.78)

0.60(0.35,1.03)

1.36(0.79,2.34)

0.62(0.43,0.89)

Median OS (95% Cl)
Bl NE (NE, NE)
08 B T5tK 29.1 (17.7, NE)
h \H— FH (95%Cl) 053 (0.36, 0.77)
08 “
-
£ 07
..........
0s N
A‘l.u
X -
04
03
0.2
— %
01
——- TS5
0
0 3 6 9 12 15 18 21 2 27 30 33 % 39 42 45
Number of patients at risk EEDDAD SO MWMH)
:5<1) 212 208 193 187 178 17 165 156 134 105 62 34 12 1 0 0
IS5k 91 81 75 67 64 58 52 46 41 29 17 7 5 2 0 0

PACIFIC RERIZI1T 5 PD-L1 HEBLRELSITD OS @ Kaplan-Meier Bhf
: PD-L1 BHER<1%DOBELE., FX : PD-L1 EHER=1%DBELEH)




@ HEEIEFRFEMAERE (POSEIDON )

b 2E VL O 72 W) BR R RE e AT - FF 58 0 FE /A B it T (WHO/ECOG
Performance Status 0 X{X 1) 6755l (AAI?+ FL AU A7 (BaM#z) (LA,

[V A Y A=7)) 2+ Aafhlz a el s URAIOFEE 338 #il], Aaidfls 5
TSR B o PR 337 6] (BAN 49 B [RAFIOFFRE 21 B, FFREE 28 5] %
Gie) BRI, AF. P A Y A~T ROASHE E ST LFREE DR S LT3
B DOHEINER N2V G LTz,

OS (HHAff [95% (5 HEK ] ]) (536 EDA X k) OFERIL, AFIOEHEET 14.0 (11.7
~16.1) # A, XHERET 117 (10.5~13.1) B A TH 0, AREIOFHEE SRS LR
FHNCHRBRIER 2R LTe (N — R [95%(E#EX[#] : 0.77 [0.650~0.916], p=0.00304

=R

*1

*2

*3 .

log-rank & . A E/KYE (W) 0.00797]. 2021 3 A 12 AT —X v b A7),

CRE30kg B TH Y, ERHR =R/ IK (LU, TEGFR)) BinFEREMN NSRSV Vi

X —¥ (LLF. T4LK)) REEIEFREEOBRENHER L Sz, 7272 L. R LRI/ N s
B T Kirsten 7 v NHIEY A L 2T ARED 7 (KRAS) &in 128 B D B35 1% EGFR &
AR N ALK BB T EROMEBEZFER L2V EDRTEINT,

DA 1500 mg KOVR LAY AT 75mg #5850, 3, 6, OEBICK 1L L, 20K 12HH

MHAA] 1500 mg % 4 @B CHRE Lz, £/, B16HBIC LAY A~7 75mg % 1 [R5
L7,

SHEMZE 1A 7 LE LT, OZ7 ) FF®L (TA7 2 8ER) (551, 8, 15 A BIZ 100 mg/m?
ERE) +ANVRTTF (B HBICAUCS T 6 2#5), @FAavFEey (1, 8 HHEIC
1,000 mg/m? X 1% 1,250 mg/m? 2% 5) +> A7 7F > (1 BRI 75 mgm? Z#5) B LIEh
NRTZFv (B 1RABICAUCS Xt 6 #H%5) RV LEEEDOR), I@<A MLXtE R (5
1 HHIZ 500 mg/m? % §¢5) +2 A7 ZF > (1 HBIZTS mgm? 28#5) HLIIILVRTZ
Fr (1 HBIZAUCS Xk 6 ##5) GERYLEREDOHR) OWTNdE 4 A 75 LTz,
RIRBECIE, REEHMESNZHASOIC 2 P 7 VETEMATE Lz, @A FLFERF+H
S HRIFIP GAITIRB DT L TR WEBE L, XA FLd B R (500 mg/m?) MERFEE (RFIOFA
BECIT 4 RIRRE R G SPHREECIT 3 R 0T 4 RS S (IS8T LTz,

08+

06

op 2 Jf H W

024

00+

OS$k(E (B) [ 95%Cl ]
FHE+ L XAYLRT

+ BENAHRLEEN 140 [11.7~16.1]

; 11.7 [10.5~13.1]

NHF—Fi (95% Cl) 0.77 (0.650~0.916)

at risk®

T T T T T T T T T T T T T T T T T
o 3 6 o 12 1s 13 n 24 27 30 Eel 36 30 o & L)

SEAEG, L DEM (B)

FE+ L XY LT+ BERAGRLEEER

338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0

BERAFRLEFESRE

337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0

Xl 6 OS ? Kaplan-Meier Fh#g
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(24 1]

O [FERILFEFMFEFER (PACIFIC 35R)

BEREGIIARAIRE 460/475 B (96.8%) M ONT T & AEE 222/234 5] (94.9%) 1258 &
iz WP OIERIEE ORREBENGE TERWAEEFR EIEH) X, 2hth
322/475 B (67.8%) KON 125/234 fil (53.4%) (23D B, =D 9 BT A (Grade 5)
I, FNER 747561 (1.5%) KOR3/234 6] (1.3%) Tholc, WTIDORETHRELE
D 5% EORIWERIZTRDO LB Thot,

#£ 1 DTHOAORETREED 5% EOBIVER (REMMNTXIRER) (PACIFIC RER)

FEBIRIIE | FEATE BB (%)
(MedDRA/J ver 19.1) AAIEE (475 B) 77 R REE (234 )
4 Grade  Grade 3/4 Grade 5 4> Grade Grade 3/4  Grade 5

REIEH 322(67.8) 56 (11.8) 7(1.5) 125(53.4) 10 (4.3) 3(1.3)
PN 70 WA B

FLR BB RE TCHESE 30 (6.3) 0 0 3(1.3) 0 0

LR BR B BER e 50 (105)  1(0.2) 0 1(0.4) 0 0
Bk E

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

GV 26 (5.5) 0 0 14 (6.0) 0 0
— - RHEES L OGO OIREE

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

57 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
(VPR Jie s

BARGR 27 (5.7) 0 0 7 (3.0) 1(0.4) 0
N, RIS L OMthmrEE

Ik 25 (5.3) 0 0 4(1.7) 0 0

I8 ] 28 (5.9) 3(0.6) 0 8 (3.4) 0 0

il s 43 (9.1) 6 (1.3) 4(0.8) 8 (3.4) 2(0.9) 2(0.9)
B ¥ & OBz T AAMk IR E

Z 5 FENE 33 (6.9) 0 0 5(2.1) 0 0

W95 37 (7.8) 1(0.2) 0 13 (5.6) 0 0

B, ARV T, HBEVERE S (R Rifilgsk 2 &2e) 66 1 (13.9%) . HUIk
JREEREIR T 4E 50 51 (10.5%) | FRARESRE TUHEENE 33 51 (6.9%) | AFEERERRSE 20 1] (4.2%) |
infusion reaction8 1] (1.7%) . K2 2 5 (0.4%) . TEEO FHI2 6] (0.4%) . BREE

(FVEPER %) 161 (0.2%) . 1 BUBERIE 1 61 (0.2%) . REIEHSREREE 1 61 (0.2%)
MO BT, FTo, Bk - BISTRARE, Ok, BEMEE, TRAEKERE,
BERBEAE K OV M L/ IR PR SRR 13380 B V72 o 7=, ARIVE R S8 BLIR I X B
REEUEIRERE T,

@ [EPSILFEFMFERE (POSEIDON #E)
HEFEZIIAFIGERE 321/330 1] (97.3%) S OSFBREE 320/333 41 (96.1%) 12588 5
iz, IRBIE L OREBRPEE TCE WA EFS EIER) X, £ Z1 306/330 fi

9



(92.7%) JTr298/333 f5il (89.5%) IZ@BD HAL, £ D 9 BLILTH (Grade5) 1%, EhE
AU 117330 Bl (3.3%) KLY 8/333 5l (2.4%) T o7, WTINDOEETIHELEN 10%LL =
DEWERIZTTRDO LBV TH -T2,

£2 VIO OBETREEN 10% EOBWER (R&MMITHRER) (POSEIDON RER)

FERIRIHE | FEAGE Bi% (%)
(MedDRA/J ver 23.1) AHN0F F#£ (330 14il) Sk FRRE(333 1)
4= Grade  Grade 3/4 Grade 5 4 Grade Grade3/4  Grade 5

2RIEA 306(92.7) 171(51.8) 11(3.3)  298(89.5) 148 (44.4) 8(24)
MiRF LY 3R kEE

21 144 (43.6) 57 (17.3) 0 145 (435) 68 (20.4) 0

I BRI i 96 (29.1) 53 (16.1) 0 75(22.5) 40 (12.0) 0

1 B SE 53(16.1) 18 (5.5) 0 53(15.9) 17 (5.1) 0

P L Bk E 42 (12.7) 9(2.7) 0 36 (10.8) 12 (3.6) 0
Moy Wk

FOPR IR REAR T 35 (10.6) 0 0 3(0.9) 0 0
Rt L Ok mE

RARIBOE 69 (20.9) 5 (1.5) 0 70 (21.0) 4(1.2) 0
Bk E

GV 124 (37.6) 4(12) 0 115(34.5)  5(L5) 0

A 47 (14.2) 4(1.2) 0 40 (12.0) 4(12) 0

T 46 (13.9) 5 (1.5) 0 35 (10.5) 4(12) 0

(LA 27 (8.2) 0 0 49 (14.7) 2 (0.6) 0
Be g ds K OV TRk

b 52 (15.8) 4(1.2) 0 10 (3.0) 0 0
—f - REFEER X O S OREER

9% 57 65 (19.7) 5 (1.5) 0 62 (18.6) 7(2.1) 0

0 i 41 (12.4) 8 (2.4) 0 26 (7.8) 5 (1.5) 0
BRI A

TT7=rT /) hT AT 34(103) 4(1.2) 0 41 (12.3) 7(2.1) 0

= 7 —BHm

B H Bk 35(10.6) 24 (7.3) 0 57 (17.1)  25(7.5) 0

2B, AFIPFHEHCBWT, AFDUL R L AU A~ 7 & OREEBRNEE TE RV
EVERTZR R 15 5] (4.5%) . KAZZ 16 B (4.8%) . HEED FHI2 6 (0.6%) . THLEZ
FL 1% (0.3%) . HURIRHERE(S TE 34 1 (10.3%) . HUIRAREEAETTHEE 21 61 (6.4%) |
RIBHEREFEE 6 5] (1.8%) . TFHEARBRREMETE 561 (1.5%) . 1 ZUBERIA 141 (0.3%) .
FFRERERE S « FF4% - LR 2% 48 1] (14.5%) | BhEE (MEMEB &%) 2 41 (0.6%) |
e - MR RLARIE 2 61 (0.6%) . DA 161 (0.3%) . Skl MRS B 1
i (0.3%) . infusion reaction 11 {5 (3.3%) . ZFEEWELAFHFERBUDE 161 (0.3%) | HHEE
DR JEREE 1F (0.3%) . #fkEE (F7 0 - NU—JEEREZET) 161 (0.3%) . 4
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214 (0.3%) . BER 70 (2.1%) RO STz, Fi-. FEIEMEE K OBEER TR
DO o Tz, AREIWEAZSSERDUIE B SE S 42 & D E R R 2 R~
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4. FEFIZOWVT

S U 2 7 EEEHE (RMP) (ZHED & | AHI O BEFE 22 MR BIE B~ 1 14T
W DR T > T, AFNOFG- DN EU 2 EE 22N - FrE L, AFOTRGIZI D EHE
IREWER 238 BL U T2 BRI T2 2 L A 272 LT DO ~@ D~ T Z i 72 7 it
FRICBWTHEATHXETH D,

D Mgz oW T

DO-1 TR (1) ~ (5) OWTINIEELT Lt ThDHZ &,

(1) EATHEREDEET 22 ARFEEIL RS GIEN IS A2 FE gL AR
Bt, B AR EERL SR PE . HUBS AU 72 &)

(2) FrEREBERPT

(3) HSENFRINFNIRE T 5D AZHEEEERPE (DS ASHEIE R E b, 23 A2
W 199, 23 AR IS HEE R B 72 &)

(4) ARALTFIRIEEZFRE L, ARG L RIEZER 1 SUISORIES L PR IE2 %
BE 2 ORiR% AR D R 21T > T 2 ek

(5) PUEEMEREE AL & BN OREFEFEEIAR D H A2 1T > TV D Jitix

-2 s DAL SRR % & o H3 A SRR 15 K OVBIE F 38 BLEE O ef I+ 40 72 0
ik & RRBR A R OERD (FROWT IS T AER) 23, Y2BEROAFNCEET 5
BEOBRMTEE L TRHRESINTWSZ &,

7

o [EHithEFFEEE 2 EOPIHIHME ZME T L7212 5 4ELL ED D ATRIED BEARIHE %
{THoTWBZ &, 9, 28D R, NARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMPIHEAE T L72RIZ 4 FELL ELOBRKRRZ A L TS
Z&o ob 3L, DD AVERMIRE A S T PR SR S O BRIRIHE 24T -
TWnsZ &,

@ BN DOEFEMIEHRE BOKHNIZONT

K G A BRI 2 BT R E S v, BUEKAE D OFRE D, Ao - %
PSR TRE RO G E R OERE ST 2 @I, AFFGNRBAE LG E oW
EW, ERHEONIATONDEHIRESTNWDE Z &,
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® EHWEH A~ DN T
@1 s Az BE 3 2 Bk

VEL At F (R il ¢ &2 &) S B RBIEM NI LI-BRIC, 24 B2k
RO T, Mazhiak IEEE KI8T, BB L ZEWERIZIS U CABRREE KT CT
LORIWER OB LB RAORERY A IS S, B HIZKHG rTEE 22 A 233 -
TnWbH ZE,

©@-2 EFEMEFHIC L DA EESIHGCICET 5 E

DA D D EMI ik OB 2 AT 2 BFIEEEDPRERE=%Y 7/
EEDHEROA T ) —= 2 T ETOERE L IE#ME LA TE D F— LERIKH D
HENTWDZ &, BB, BIIAHICOWT, BDABRE L ZOFFEICHYEmEN TN
HZ L,

@-3 BIER OZWroxt B LT

RIVER (RVEMERZR R (R Rl 2 & de) (2R, ATHEREFE T - T2% - ML IEAR
TR, NoyWbEE (FURIRFEREIREE . BITERREREE . T HRAMAEIEE) | B, infusion
reaction, KRG « EEO TR, | BBERIE, sk - MEAUHEARE, Ok, BEEMRES
KE. RS, SoPEMEML MO PR BES , Mdk, B D RJEIEE, mifkiEE (F7 2 -
NU—EBREZ B Te) . AP RIEIF R OFE LT PRV E, THILEZR AL, BERSE)
(ZxE LT Migtiax U BB O B 2 A9 5 RAN &R U (RITEA 02l
HISICEA L CTIHREXR OB EZZ T ONLF&MHCH L L), EHITEURLENTE D
KERFESTND T L,
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5. EXRLLRDHBE
(AR B3 % FIH]
O TROBHEIZBWTARAO MBSO MENRGES LTV D
o HAERFE B TIRIEI LU BRETE D% IR BT 23 3R @%hﬁﬁot@
BRAKE 72 R FTHEST O FE/ NN ifE (Stagelll) (2% L CHEERRIEDMT DN S B

@ TROBEICBONTHAL LA U L~ 7 ROEEBFH % G ot o HE MRS &
DTG DHAIERRENTND,

o ALTFIRIERED 720N EGFR BAG T A REM M O ALK &8s FREIEDO YR EE
TRMEAT - I8 DI/

@ TFRLICEZ YT 2 BT D ARA DB 5 K O IR W TR AFIOAFRhMED

MESLSN TR LT, AADOHREGHR LB,

o A&RA 2 G LRIGRIE A BRI IE ORI O 72 WEIRARE 72 R AT O
Fe N e R B 59 2 AR D Fe B

o ASRA 2 G LRI BIRIE DR IR EEIT 2358 0 b 2B ER e
73 SR PTEEAT O I/ i A X D AR OG-

o /DRI A (X D TR R IE & L CORF O

o @TAADEINENR RS TWIRWMOFUEMEIEE | & O fF 5

@ AFNIEFEILFESE MRS (PACIFIC 382) ([2B\\ T, 2AREMN T 7 v REHTx

L CEEIMEER & &72 PFS KT 0S OEBIMEAIES L TW5, 7272 L, R
W7 FENTAE R Cldd 5 b O D, PD-L1 FEBLRIZ L 0 AR R % 2 LaVRIE S
HRERDEHEONTWNDZ ENnG (P7TER), YIBRAEEZ RFTHEST O I/ N At 12
BT DIRIERCFE R B ES OHERFHRIEIC B W TARAIZ 53 256 121%. PD-
L1 BEBRGHER LT LT, GAIGOHWr 2252 L% E LV, PD-L1 FEELR
B 1% T D Z & DHER S NTEE TR W T, KF O LD LB 2 [EEH (1T
Wr42s2 &,
2%, PD-L1 BELRZMER T 272D ORAOZW T~ & F OptiView PD-
L1(SP263) T %75, LA FDILHRSE 425 |Z, PD-L1 IHC 22C3 pharmDx [ 4 =1 ] X
I% PD-L1IHC 28-8 pharmDx [ % =] (2L ¥ PD-L1 3HR %2 el L, AF| O 5O w]
BERPTLZEHTE S,

SCHREE)
e Marianne J Ratcliffe et al. : Clin Cancer Res 2017; 3: 3585-91

e Antonio Marchetti et al. : ] 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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(Z22fEicBd % HH]

@

@

®

@

TRUICHEU T HEREEICOWVWTIIARK OB GRS E SN TWH I Enn, 52T
birunz &
o REIDOFITTR UIRBUE OBEEIRED & 5 B

BIBRAHE 72 R FTHETT D FE/ INRBIIE 12 35 1T D ARTRRI L 2 U BRI L O HERREEIC

BWT, TREICZE T 2 EE KT AR OERLGIZHOW TR, ARAIOZ D HESL

ENTELT, FAORGHR LRGN,

o RIBAUL BN BEIEIC X 0 Grade 2 LA EORVEMERTE B (ARl 2 5
Te) DIBINTRD b B

*  WHO Performance Status 2-4 =V @B

BIBRAREZ2 AT « B3 OFIE/INIIRIRE IV T, TRolZee S 3 2 B ITx 3 5 AH|
DO GIZ DN TUL AR OZ MR HELIN TR LT  AFOREXGR L5780,
e WHO Performance Status 2-4 “*V o B E

IBIRATOFMIZ BV T TR S T 5 BEIC OV TIE, ARIOEGITHER S L0

DS, ADOIRFIBIIE DN R WIGEIZIRY | HEICAHIZHEHT 2 L 2ZETE D,

o [HVEMEMIZAE URSRRIGIRE 2 &T) Ob DEE UIZ OBERO® 5 BH
([T 5 FH] @OITEY L WgGAIR5)

o TG CRIE R 23R 2 B S QUYL it 28 % 0 it |2 A28 (s 7
L ERE ([REICET2HFH] QITY LA WEAICIRD)

o HOMEEBOAD SUTEMER 7 L < IXFRMED B g% B OB ERED
B oRE

5D WHO 0 Performance Status (PS)

Grade
0 F oo MR IEBCE 5, BRIKOFERELE ST, RBhigis [ U R EAEESHIRR AT 5,
1 PRI LVEBNEHIR S 523, BTRRE T, BIEECAIIIITO) 2N TE D, BRELFERTILZS
L— RO CEUHERIEHTE2BELEEND,
2 HBATHEET, B OFOEDLY OZ LIXETHREED, fEEIXTE 20, BHO 50%LL Eid~Xy RA4ATi|m 7,
3 RONTZHDOEDOEHLY O L LnTERY, HHFOD 50%LL LAy KR Cil 27,
4 FoLE@TRV, BOOHOEOLYDOZ LidE -7 TE R, BRIy RO Tilh 27,

16




IS

BEICELTERETREFH

A SCGEE TN 2 ROEMRGEEE M IRAET D BB IZ D & K O Ret M OVl I
DT DIZLE R ERE I L ThBERT 52 &,

TR YEN D | JBE LT OFIRICE DI EL Va2 + o3 L, REZ 5
ThoHEETH L,

YIBR AR RE 72 R THEST O FE/ NN 1 38 1T 2 ARTE AL i SRR 114 D HERF R TE
2B W TIL, PD-L1 BER LR L7z ECARBIOR 5 AR 2 W45 2 EnNZEE L
W23, PD-L1 FEBLER DR T & WA ISR, ARAFI O FH 003 75 2 88 BT L7z
ETRETDH L,

FEREWER O~ T A MMZDOWNT

W PEIGE B O iiilER 2 &) BN bbb Z E03H 5D T, HIHER
(EO0F, MR IR, ok, FEEVEE) ORI OMER X AR o s, #Bls2
ZHoIcATo 2 b, Fim. MBS U THRE CT, MiE~—»h —%0kmiz %
fid 52 &,
infusion reaction 23% HiL 5 Z 3 H 0 | 2 [ H LA O AFIFE 5-FF 2§ infusion
reaction 3% LD Z ENHDH DT, AEIBGRHIZITERIEE OREEZ+5
(815245 Z L. infusionreaction 3FR® LAV AT YR ALE AT O & & b
2, JEREIE T 5 E CTHEDREEZ +DICHERT D 2 &,
R IRAR e | R RERE R OV T IRAIERE N H S b b Z ERHDH D
T ARHIE G- Bl haa K OB G- #1 [ R E BT N o0 e e i A (TSH., 7R T3,
WElfE T4, ACTH, M aLF Y —VEDRIE) 2470, BEOREE 51281
BIHZ b, T, MEIEUTHEBRESZEOELEET 52 L,
AFNOEHIZ XV | BEORPE ISR T 5 & 3B 2 51Dk~ 7 B e
WHLOLNDZENbD, BEEL STV, BENROLALGEITIE, #
FEDORIER N X DRIER ORELAZZE L, MEe#nZmiaiT> 2 & mE
DEIERISZ L HREWER RGO 256121, ARIOEHORIE, H ik T E]
ERERNE CHOBRGEEZESTDH L,
BeHA&TH, BOEM S5 D ARGE L COLRIERANRET D 2 ERnH 5720,
AR OREHETHIZHRIER OB 3 ITIEET D,
AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH &M 5 IFRhEREE . T
K, WALMEIRE RN O i d Z EX3 D 5 DT, ARFIHG-BAERT & O 51
FIEHRC TR A 21TV, B OWREBE H0ICBI5RZT 52 L,
PRABE HEMER R, REREBREDOBREENH HONDL ZLBHLDT, A
P 5-BRAART R OG- IR I E I B R A 21TV, BEOREEZ 471
Bl oz &,
1 BUBEIRIB N B D bodu, FERFMES N7V R—V AZEDLZ ERHHDOT, O

o
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&

(Y

RIMEEDNT BT, A A ) CHI A G 5 E O I ALE 24T
® AWK DR EBR :Jbb\f PACIFIC B ClI B 5-BRLA2 5 12 7 AT 8 I,
POSEIDON Gk Tl 5-BAta7 & 12 BT 6 Mg, £ D&% 8 I A EMEDRE
fliZAT > T2 Z & 2B, ARG ITEFNCEGMHR A TR OMR LT O
Z L, Teds, YIBRAHE RFTHETT O B/ INHIBIATIE 1 35 1T 2RI O R 151
DHEFFRIEIC T A ARKNOE ML 12 VA ETETHZ L,

. B, ﬂﬁﬂi%ODVJﬁOD%Efﬁ%m*)ﬂﬁO)Lﬂ THAEET ST L, 1 AR
To

(‘{
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B AHEET A RFA v
Taln =T (B FH#Z)
(BRFE4 : A S 7 4 VP HEHE 120 mg, A X7 4 Y HEERE 500 mg)
~ 7N R B ~

TS24 8 A (Ff44 12 AHKET)
JEAE S EE



Bk

R

XL HIT

ARHN DR, 1ERBET
i PR RS AR
il ANE
Wehxt G L 72 D B

BEICER L CTRET & HIHA

P2
P3
P5
P7
P9
P10



1. iXU®IiC

SR DF NN « ZARMEDFEMR O T2 D121, IRA SCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FFEHRSDPARBENDLH T, 20 DOEEKNZ BICHLER BT TR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOMHHORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSRZ 2T 1 7 7 A VSBEF DESE & B 5 i
B BB D, 20D AR NZEMICBET 2 IERDH0EET 5 £ TOM.,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t % & D 2 & DA he /e — 8 O B i 7= 3 S BE
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES I E T LR TV D ESIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

BB ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, — A EETE N A ARRIRNBHE S FEdREFTEEE A B ARE 22 &k O
—MRFEETEN B AR ER 2D/ LR LT,

KR ETRDEIRE A 27 4 UV ETEHIE 120 mg, A 2 T 4 2V EE 500 mg (—
W4 Fan T (BEHIERZ))

R LT DR R IS A A

REERDMERORE . ASRPUBEMEEA L O hR Y ROz T, @HE., A
[T 2\ w7 (BiaHx) & LT, 118 1500mg % 3
MRS 4 8], 60 /RILL Bz CTHEEET 5, FD%, T2
Vw7 GEG B Z) L LT, 1R 1500 mg % 4 #FERIE T 60
SrRCL BT CERIEEET 5, 72720, KE30 kg L FOHAD 1
[F 5/l 20 mgkg ((KE) L35,

B R E ¥ EH T AT ERIHASH

(2%E)

VAT TF U OREITE., HEROHE

PIGER A ESHIE SN ol T

FERORE :: VA7 T7F L LT 70~90 mgm? (KEmEAE) 210 1E%EL, D7l
EH3HEMKEST D, Zhid 17—t L, HHEEBYIKT,

BRI T F o DORIRE IR, HiEA O HE
HRE ST N AL - B/ N e




RERORE @E, RAZIEIAVRTZ7F L LT, 1 H 1 [A 300~400 mg/m? (K
) &G L, Dl tb 4lERETD, Zhael 7—ni L, &5%
MEVIRT, i, BEEIT, T, KE ERICE VEEEET 2,

T hARY ROZREUTE, HiELEOHE

SRE ST « it/ IS e

RAELROHAE : = bRV FELT, 1 BHE60~100 mg/m? (KEmEFE) % 5 F MG A&
WL, 3HEMAREST S, Zhvxk 1 7—nb L, BHEEREDIET,
B, BEEITER, ERICEVEEEET S,

FRRTRERIZ 31T DA o ik - MET 13, BRG] OHE P5~) 2



2. AARN DR, {EREF

A X7 ¢ 2V R EHE 120 mg X ONE AR EE 500mg (— 4 - T 2 v ev T (B
%), LR TARRAI) X, B b programmed cell death ligand 1 (PD-L1) Zxf9 %
a7 U Gle (IgGlx) 727 7 A0e NUE ) 7 a—FLVHERTH D,

CD274 (PD-L1) 1. AEKANICE W THURERMEFIZHBLL TV | EHkLzY
VRER (THEME, BR@L VT = 7 0% 7 —T i) Fi2%84 % CD279 (PD-1) &
U CD80 (B7-1) &ty L SIS E 2 AUCHIE T 5 & & 2 57TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), F£7-. PD-L1 I, T& 4 OEEMALIC & FEH,
LTCWAZ & (NatMed?2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 23#4E S0 TH
V. PD-L1 & PD-1 41 L7-#RB&I%, MEEEHIAL S HURR 2RO 72 T MIRa 2> & 00 BB % - (]
WS LEFEDO—o L LTEZLNATND,

AFNE, PD-L1 OIS EIRICHES L, PD-L1 & PD-1 OfEG & ET 5 2 L%k
0. DABURRFEN 72 T MR OIS BRI 2 88 U, BB OME2 I+ 5 525
TV D,

AR VIR 35 < B DS IIC & B BIEFI S8 & b, Bl U1
B WA & . AFIORGH R ORI RICIT, BEOBBE THIATO, B 5
0 AT AT, R LT FRICTS U G FA 7Rk & RRB % R DTN & ks L
GVRSERIRBIT 21T\, MBI DRIERISIC L B BIEA A SN BB aICIE, BN R
IO GEOWE RALE 1T 5 LEDR BB,



3. ERPRARE
T TR [N e it oD A GRIRE I BT 21T - 72 72 B IR R BR O i &2 T,

[ 2]
[EBRIL[R)ES 1 AR (CASPIAN #ER)

AV SEPRVEIE D 7o R N A ity 38 (WHO/ECOG Performance Status 0 313 1)
537 B (R & HARPUEMIREA (W NVR T TF o UIT AT TF ) += hRY R)
[AAIGEARE2268 Bl ], A@RPUEMIREGA] (WVRTTF oI AT TF ) +=
MR R Dt FREES269 511]) (A AN 34 il [AHIGFHIEE 18 i, HEEE 16 B11]) 2 5ds)
BRI, A, ASRPUEMEES] (WVRTITF oI AT TF ) FOT bR
¥ REGFRE G LTc S a ORI 22 %2 et Lz,

HAEAT OFE R, EEFHMEE R Th 5 24FHE (LT, ToS)) (9l [95%(54E
X)) (336 DA X R) I, AFIGHHEET 13.0 (11.5~14.8) HH ., XHEET 103
(9.3~11.2) 7 A TH v | AFIGF BRI EREIS LFEHPRICE BERER 2R LTz (0
F— R :0.73 [0.591~0.909], p=0.0047 [J& 5| log-rank & . A E/KHE (MifH]) 0.0178].
2019F3 A 11 BT —# By A7),

*1

*2 .

*3

: /R 30 kg #7>>@American Joint Committee on Cancer (55 7 hit) @ IV HIXIZ@AFFHIC 7= 5

BOMFEESAH 53 L < IFIESREE AKX VD LT L0 A FTRE A U AR AR A TR
FEICIE Y & 5720 T3~4 OEENMAHEAN STz,

AH) 1500 mg e PRANVARTZF 2 (AUC 5~6) XIZT AT TF > (75~80 mg/m?) DOWT g
EZEYHA 7O 1 HEIZ, EHIZ= MR K (80~100 mgm?) Z&{HA 27D 1, 2, 3 HEIZ3HE
IR TR 4 A 7 V5% AH 1500 mg % 4 BHIHRECTHRE LT,

HINKTZF > (AUC 5~6) XIIT AT Z7F 2 (75~80 mg/m?) OWTInksH A4 7LD 1H
HIZ., SHIZ= FART R (80~100 mg/m?) & A 7vd 1, 2, 3 HEIZ 3 BERMRCTRK 6 ¥
A7 NHE Lz,

1 OSHR{E (A)[95% Cl]

e — KEGHAE 130 [(115~148]
09 N Sgie] 103 [ 9.3~11.2
. SR [ ]
08 L, N — R [95%CI) 0.73 [0.591~0.909]
£ o7
p
# o6
4
a 05
0.3
0.2
0.1
0
0 3 6 9 12 15 18 21 24
at risk3% BRSO WRIA)
AH|GEFAEE 268 244 214 177 116 57 25 5 0
* B 269 242 209 153 82 4 17 1 0

1 0S O HfEfiEHTI O Kaplan-Meier iHif (CASPIAN &%5%)

5



(24 1]
[EI BRI 26 1T AHEER  (CASPIAN 3RER)

B EFLIIARAIGHEE 260/265 5] (98.1%) K USHHREFE 258/266 5] (97.0%) 127D 5
iz, AFIPFRMBECBNT, AH L ORRERPGE TER2WAEFREL REIER) 1%
156/265 151 (58.9%) (2B B, D H BLILLH] (Grades) X, 1/265 fil (0.4%) TH
STz, ARAGHARETRIEN 5% U LORERIZTTERDO LB Tho T2,

&1 KA CRIAED 5% EORIER (REMMATHREN) (CASPIAN RER)

B (%)
AANOFHRE (265 fi)

ERE RS | RATE
(MedDRA/J ver. 21.1)

4= Grade Grade 3-4 Grade 5

ERIEM 156 (58.9) 40 (15.1) 1(0.4)
MR LY o REE

E=giil 21 (7.9) 2(0.8)

b BRI iE 21 (7.9) 9 (3.4)
W W

FR A e U E 21 (7.9)

FR I R AR T E 23 (8.7)
Rt L OGS

AR 21 (7.9) 0 0
Bl

T 14 (5.3) 2(0.8)

LD 32 (12.1) 0 0
—f% - B EFER L OB G OREE

/) 20 (7.5) 1(0.4)

I 57 16 (6.0) 0

¥, AFIPFAFEC IV T, HEMEMZEER 76 (2.6%) . KIGK 1B (04%) . BHE
O FHI2 6] (0.8%) | AFHEREREE 14 5] (5.3%) . FLIRAMEREIR FE 23 5] (8.7%) | H
RIRBEBRETTHENE 25 1] (9.4%) . RIEHERERET 2 6 (0.8%) . 1 7AUHEIRYP 2 151 (0.8%) .
infusion reaction 3 5l (1.1%) . FEEMEAFHRERIBAME 2 5l (0.8%) 23D LTz, Fiz,
bR (BVEMEBRE) | iR - BBUHRIARIE, Omisk, BEEMEE, TR
E BB S OV P L D PSRBT R DAV Do 7o, ANEIE A BUR I 1 B
HELEZEDEINERE =T,



4. FEFRIZOUVWT

S U 2 7 EEEHE (RMP) (ZHED & | AHI O BEFE 22 MR BIE B~ 1 14T
W DHHiaR Tl o T, AR OEEN U 72 EE Z2W - FeE L, AFIOHEGIC LY BHEE
7REWER Z 3B LT BRITXIS T 5 2 & BB R 7o D LU DO~@ DT T A&l 72 i
RIZBW AT 5 X&ETH D,

D HEFIZONT

D-1 Fi2d (1) ~ (5) OWTNTHEY T D THDHZ &,

(1) EATHEREDEET 22 ARFEEIL RS GIEN IS A2 FE gL AR
B, HidekAs A HOEEENL AR, Mg A AR RERE e &)

(2) FrERRETRRPL

() BRI FNEET DB ABFEIER L (03 AR BT, 23 AR
W 1IEBE, DS AR R EEHE R 22 &)

(4) I RACFHREEZBE U, SRER L ARIERRE 1| USRI LA IR
BE 2 OREER FEAEITLR D i 21T > T B fitiak

(5) HUEMEIEAINLG EEINE O R sk K YER D IR H %17 - T D ik

O-2  fififeg DALFHRIE K OBIE I FE B O RIS 53 72 50k & #EBR & RO ERT (TR O
WIS T D ERM) 2, MBI OARANCET HIEROBMLE L L CRE S
TnnHZ L,

*

o [EHithEFFEEE 2 EOPIHIHME ZME T L7212 5 4ELL ED D ATRIED BEARIHE %
{THoTWBZ &, 9, 28D R, NARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMPIHEAE T L72RIZ 4 FELL ELOBRKRRZ A L TS
Z&o ob 3L, DD AVERMIRE A S T PR SR S O BRIRIHE 24T -
TWnsZ &,

© PBEADERLFEREBEDOEHIZOWNT

RIS I A B FE T D BMEA NI E S, BERZE O om0, A - %
IR I OB P ORISR 5 E iRt AFFRNELE LB E OWE
. FRESDITT DN D IEHINE > TN D Z &,




® BIER~DOXRIZONT
@-1 FERREHICE T 5B

FEVELPE I KR S5 0 BB AR IR I AS R84 L7 IRIC, 24 ISR O T, Yakhiak X
(TE R IR T, FEH L2 BHERICE U CABRE B O CT S ORIER OSBRI
FARA OFE R Y A RIS O, B BISHIS AR AR EH N - T D Z &,

@-2 EHRUEEHIC L 5HEFENBICET 5 EH

N AT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
flHENTVWDZ &, B, BRI HOWT, BNABRE L ZOFRICHSEMEN TV
5L,

@-3 BHER OB IcB LT

AIER (REVERGRE Ol 2 & de) (A, AFHRRERE T « T4k - ALPERR
B, NoURETE (FARIREERERE | BIBHEEERE S . T RMAHKAERET) | LT infusion
reaction, KA « BEEO TR, 1 RBERI, Hige - BUSUTEAMEE, Ok, B
G, BEIESS, SRR RIS PSR BEN . Bdde, EEORUEREE ., hREE (T -
NU—EEZE ) . ALFRIEOF IR O R P BRI IE, THILAE 2R AL, ERSE)
(% LT, Y ST BRE R B OB L 2 A9 5 AT &g L (RIVER o2 Hr<e
SIS L THRER O EELZIT ONLDXMFCHH 2 L) EDICHEIRLENTE D
KHIRFESTND Z &,



5. B#Extp L s BE

(G2 B3 % 9]

O AFPIERED 72 B NI BF 2B W TRF, BeRPUErEEREAl (U
NRTZF IV AT TF V) RO bRy REOGFRBGOHIEN RS
TW5,

@ FRICHENT B EE KT AR OB R OB RIC SN CIE, ARSI
DT SN THBT, AFOBERG L7257,
o DTARADHIEIRT STV MO FEPEIBEA & Db 5

[tz BE 3 %3]

O TRICEYTIHIEFICOVTIEHAROERGNED L EN TS Z D, B %17
brpnz &
o ARFIDEATT R LIABUE DBEERED & 5 B

@ WIEHIOFC 3B\ FRICHS T BEICOD T, AAOR GRS L
A5, HOEHBIREA 72 IR | MBI AR T 5 2 & 2 BHTE B,
o TR (HEBRIIEA & A1) 05 BEUTE OBERED b 5 B
o WERERRE CRIER AR B B B R R S ORI JIEE A 3 %

oY (+¥5¢ 1
o ACKERBOA U UTIENMER 223 L ITFFMEO B SRR BOBEERED
% MAE

e WHO Performance Status 3-4 1V 0 HB¥

GED WHO ¢ Performance Status (PS)

Grade

0 Fo{MBEREBTE 5, SFEOMMNEZLE L3 FIaTL [ U HEAENHIRZR <1722,

1 PRI LUETNIHIBR S D23, BTTTREC, BAEESBIEIIT O Z N TE D, SR IE s
V— RO LRUSHERFED TS 2BELEEND,

2 HATARE T, B OFDEDY O Z LT TREELN, FEEIFTE 2R, D 50%LL B~y FACil 29,

ROENTZHSOHEDEDLYDZ L LNTERY, HFO 50%L &2y R+ Tl 24,

4 FoLKET R, BODHDOEDLYDZ LITE-7L TERY, BRIy RO+ Tl I7




6. HEICERL THETNEFH

O WA CEFIIN A, SEREER DRI D RS T HED & ARHI O RpME K OV EAE
DT DIZLE R ERE I L ThBERT 52 &,

@ 1REBRLAIZIENI D BE UL OFIEICHINER OfERMEZ ot L, [E x4
ThobETLHZ &,

@ ERBEHO~RT AL MIDONT

MM B (BB IRR 2 B ) b obihvd Z E03H 5 DT, FIHER
(EEDFu, PRURIRIEE, ngmk, FEEVGE) OB OMIHES X M o FEhEsE, Bl42
EHoATO 2k, Fe. HEIDS U TIE CT, My~ —» —FOMmA % 5%
s 5 &,

infusion reaction 23 & H I H Z L3 & 0 | 2 [A1 H LI ARH|# 5-FFZ 4 infusion
reaction 23% LD Z EDNHDHDOT, AFFEGRAIITHEEIRE OREELZ+5
\Z#BI%29 % Z &, infusionreaction 23589 LN A XU R LEEZITHO L &b
2, JERDEE T 5 E CTREDREL HICRET 52 L.

FOR IR RERRE | R REE S R N T RAEEEESZE N H b5 2 EndH 5D
T ARA BB AR M O G-I I 30E IR IS N 0 Tk re iR A (TSH., 7R T3,
Wl T4, ACTH, 1L 2V F Y — VS OHIE) 21TV, BFOREEE +4312 8
By HZ L, ¥, LECSUTHGRESEOEM L ERT L&,
AFNOEGIZ XY | WEORERISTER T 5 & 3& 2 B D Ek % R IE
NHLONDZ ENbDb, BEELTHIITY, BEPRDOONTHEITIE, @
FEDRIE N K DEWEH ORBLABE L, @mURENRZm 41T 2 & WE
DHPE N L D BWER DRG0 555 121E. AFIOG- ORI, ik U3AE
ERERNE CHOBRGEEZEST D L,

BT, BOAM N OE I ARE L CHORIERR BT A2 Z XD 5720,
KRN OE G T RIS RIER ORI 712 EET D,

AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH 205 IFehEREE . T
R, BACHEIRE R H HDILDH Z LM DO T, AFIFGBLGRT & OG- H1H
FIEHRCHTR R A 21TV, B ORELZ H0ICBI5RZT 5 2 L,

PRAMGE VA MR 2. RERABREDOEFEENHLOLND Z ENBH DD T, KA
B 5 BRAART K O 5 HART TP X E BRI OB RE A 21T\, FRE ORBE 2 451
BET DL,

1 BUBEIRIG D o Do, BERFIMES R TV R—=V RCELZ ERHLHOT, O
B, D, WEMFOIER O BB CMAEED LRI H01ET 52 &, 1 ABER
WG ONT ST, A R VREIZ RS 5EOBURAEZITH Z L,

@ CASPIAN RERICBW T, EEBLES 12 BEIX 6 B, £ 0%I1T 8 MmIlcashiE
D 24T > TV = Z & 2B EI1C, ARG T ILEHICEERE TR OMER

10
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