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1. IXLHic

IS DOF N - BEVEOHER DT DIZIT, B SCEFICE SV B A A R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ FICHLER BT IR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MR E)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BOFVE RS E SR ST, SRS 2 T 1 7 7 A ADRBEE D ES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT 5 & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7 oT, KRHA RTA4 Tl BARBEESINE TR LTV D ESEIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 B0 b B e ik B 2
F RO EFREE T,

I, RKHA BT A %3 MAIATBAE NEI L EREISH OHE, NS EEFEARAE
BRI IR s . —MAERTE N B ARERIR NRHE 2 e OVt [ E N B ARl o 1 ) o
b EER LT,

KGR ERDERN  TTY ) A~T (BaFH#Z)

RELRDMREUIRR « YIBRABE 722 AT I

HELRHMEROHE « Breetki@
TV IV A=T (BIAFHBEZ) OMIEEGEIL 60 7350 THR
EE L, PR G OREMER BAF CThE, 2 BB LEOKRE
I 30 20 [# & THEE T & 2,

BIBRASHE 7o 1T A e g
ANV AT (BaEBEZ) EOPFRICENT, BE., A
X7 7V XA~ GEEFH#Z) & LC11a1200mg % 3 M
[EIRR C AR EE T 5,

B3k R B ¥ F ARSIt

(%)
NNV AT (BB Z) O UIZIR, BELOHE
BNRESUTANR - YIBRASRE 7 AT A
MELOHE : 77y ) XA~7 (BiaFiz) EOPFHHICENT, @5, RAIZIEN
N A=7 (Binffz) & LTI1E15mgke IKHE) Z s E RN
W2, &EMRT3HEFEU EET 5,



2. AR OFH, 1EREF

TV AT (Bia L) (BUF, TARF) vy ,) 1E, KIED Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7 Gl (IgGl) 7275 A0k MEE /) 7 u—F AR TH 5,

CD274 (PD-L1) 1%, AEENIZEW THUFEIR RIS ICEI L TRV | & ELZY
VRER (T MR, B MR N F 2 T 4% 7 —T fifn) ZI2HEL+ 5 CD279 (LLF, [PD-
1] £Wvo,) KUCD80 (B7-1) &ffH L, REISELZAICHIET LI EEX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fix DfE
EAEIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 732 XA
TH V., PD-L1 & PD-1 #40 L7ofRB& 1%, MRS HURRFELAY 7 T AR N © OB R
RS AFDO—D2 L LTEZLNL TN,

AFNX, PD-L1 OMAASMEIRICHRS S L. PD-L1 & PD-1 L DA ZILET 5 Z L5
U DAFURFEER 2 T M0 oM EFTEME 2 H R U, 5 OHEM LI+ 2 &5 %
LTV D,

ZID DHIEN G | AANTHENERRG T 28 7 R IniEKIZ 2 0155 6 O L WIRF S,
A B 2 5 & U7 R IRARBR 2 320 L . A2, 2t R OB M R S 7z,

AFNDVE P EE D BB DSGRERIRIC X D RIEEDRN & bbi, BT
(CEDATREMED B D, AFIDBG- M ORERIZIT, BEFOBRE 51T BEN
P BT AT, FEBL L2 FRITIE U 7S MR 22 Nk & B8R 2 R RN &g L T
WY BERRE W 2 ATV B OSRE RIS X D RIER 25D 2 5 a 1213, B RE AR
IV CHIDBGE O RLEZAT O BB D D,



3. ERPRARE
YIBRANBE 72 BT MR D A GRIRFIZ A &2 1T - 72 F 72 B R 5Bk O il &2 7~ 37,

[ 2]

] BRI R 27 11 ARERER  (IMbravel150 #5R)

EEALFHIERE D 72\ Child-Pugh 7758 A OYIBRARE 7 FFMfa s 1501 1 (A AN
61 il & &ie) 2t BRIT, AFIRONRAL X7 (B z) CLTF, [ <7
V9 ,) OOFHEE RAIGEAEE. 336 ) OFEIMER DL EMNEEZY 77 =7 hiL
et (UUF, (Vo 7==7] £nWo,) (VT T7==TF, 1656 &9 55 11
FRER A I L 722,

FERHMEHEE O—>Th 2 24EFHE (LUT. T0S] & 9,) OFRIfEIT O E, ITT
ERNZEBNT, RAIGFHBETY 77 = =T L I L CTHERIEEDRD HiL (HNF—
R [95%5#EX[#] : 0.58 [0.42,0.79]. P=0.0006 [J&5!] log-rank ], MHIA E K UE
0.0033) . HRAE [95%ERIXH] IIAADFHEE ChoviERE (HEERE], VI 7 x2=
THET 13.2 [104, HEEAREE] WA THH-7- Q0194FE8 H29 BF—X v h47, K
D, &9 — >0 LAl H CT& 25 RECIST ver.1.1 (2553 < ST AR H &2 X 2 M
e A LEHARE (LR, TPFS) &\ 9,) 1IToWTh, FMITOFEE. ITT £z T
ARPFABETY 77 = =T LR L THERERARD biv (N — R [95%5#
X : 0.59 [0.47, 0.76], P<0.0001 [J&% log-rank HE 1. MHIAEAKLE 0.002), Hi
il [95%ZHE XM ] 1ZAFIOFHARET 6.8 [5.7,83] WH., VT 7 =2=THT43 [4.0,5.6]
HHATH-T= Q0I9FESH29 HTF—Xhy vA47, X2),

1 BRI (REIT & ) — VEAFRE, T O A BRI, ~ A 7 v EEE ek, iR
W/ RFEIIRI LS JER RS, HOHARIRESE) OIS & 72 5 B IR Sz,

*2 o ARFIBEARETIIAA 1,200 mg RO <7 15 mg/kg & 3 WE L ICHRAZRE, V57 =
ZTHTIEY T 7 2=7400mg & 1 H 2 BRRO&E LT,

1.0 | #adrbugy,

\\m - KA G B
/

0.8 ‘1“\ E. bl\“"u
4o 0.6 / I
@ VI37 =T
b 0.4
0.2
0

EEA3TGT»o0HE (A)
Atisk% 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

REIFIAEEE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VI7xZDR 165 157 143 132 127 118 105 94 8 60 45 33 24 16 7 3 1

X1 OS ® Kaplan-Meier %t (IMbravel50 #5%) ITT £H)



1.0 { ey

%
08 ’Xﬂ
@ B T A HAY
—:: 0.6 \“\; /
‘,T: }—ﬂ\\j—‘_ - % B | -

& VST2=T B S

Atrisk ¥ 0 | 2 y 1 f 8 9 10 1 b }
FEIHARE 336 a2 20 2 a2 201 169 137 120 74 50 A M1
VP22 DRE 166 148 109 s 80 57 1 4 27 15 ) | 2 |

2 PFS @ Kaplan-Meier Eifg (IMbravel50 388 (ITT ££MH)

HARNBEEMICKIT S 0S O il [95%15 #8 X [ ] 13X AKOF I REC i fioRzE (H
EARGE], VYT 72 =T7RET 149 HEEARRE] WA NP — RN [95%E/XMH] : 1.71
[0.50,5.84] Th o7z (KH3), £7=. BARNBEZEEMIZIIT S PFS OHRfE [95%EHH
DX IEAAI G IR T iRz (6.4, HERBEIVH .Y 77 = =TT 7.7[4.2,12.7]
A =R [95%E8EXM] : 0.85 [0.39,1.86] TH-o7= (K4),

1.0 {+—
\—-\777:7—7%3

FEIGAE

0.8

0.6

EFEE

0.4

0.2

0
FERET I 508 ()
0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17

Atrisk 3
AEIFFEEEE 35 35 35 3 33 30 30 29 26 2 17 9 8 5 3 1 1
VIJxZ 8 26 23 22 2 22 20 20 20 18 14 11 7 5 4 1

3 BAANEMIZEITS 0OS @ Kaplan-Meier Bt (IMbravel50 35%) (ITT £H)

1.0 {+—+—

08 ( RA A

: 0.6 ]L
N o >
= | B 5
£ VITRmT B l
02
0
Atsisk$l L2 i 6 7 s 2 1
FHRIHER o 5 29 29 28 2 22 7 15
VIFe= T8 o 21 20 16 1

4 BAANEHIZEIT D PFS @ Kaplan-Meier fi#R (IMbravel50 38 (ITT £H)



(224 14]

[E PR L FBIAHRER  (IMbrave 1 505K05%)

B EFGITAAIO IR 323/329 5] (98.2%) . ¥ 7 7 = =7 Jf 154/156 f4] (98.7%) I
R B, BB (AAIGFARECIIAR TSNV A~ T VT T 2=THTIEY T 7
==7) & ORRFERPEETE RWAFRERIIAFIONEE 276/329 1] (83.9%). ¥ 7
7 = =7 147/156 5l (94.2%) \ZRRD HAVTo, FEBLHED 5%LL EDOARA] & ORI FEIRN
BETERVHEEHRZIIR1DOLEBY Th-o T,

£1 FKREBESUULOAF L OFRRBEEGEETERVWEEES
(IMbravel50 35%) (REMEMATHRERM)

B BIRHE (SOC: System Organ Class) AFIOFHEE (329 )
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) Bl (%) BilE (%)
A& DRRBRPEETERVWEHERS 252 (76.6) 90 (27.4) 4(1.2)
FR AR A 107 (32.5) 41 (12.5) 0
AST H3/0 45 (13.7) 14 (4.3) 0
ALT #4 34(10.3) 7(2.1) 0
A Y L e B 27(8.2) 2(0.6) 0
/R 23 (7.0) 7(2.1) 0
—i% - RHEER L OB SEALOREE 91 (27.7) 6 (1.8) 0
I 57 49 (14.9) 5(1.5) 0
FEEN 27(8.2) 1(0.3) 0
B IBkEE 83 (25.2) 12 (3.6) 1(0.3)
THi 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
KB KOV TR & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
bz 29 (8.8) 0 0
AR L OvseahEE 58 (17.6) 6(1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
PG WA 35 (10.6) 1(0.3) 0
FERIREERE AR TE 25(7.6) 0 0
B, PR L OWLE A HHE 33 (10.0) 7(2.1) 0
HEAIZLE S RS 32(9.7) 6(1.8) 0
BB L OUREKREE 33 (10.0) 6(1.8) 0
Gl 27(8.2) 4(1.2) 0
1M pEE 21 (6.4) 8 (2.4) 0
& I E 17 (5.2) 7(2.1) 0

7k, AFIPEHBEC RO CRIE MR 3 61 (0.9%) ., FFHEREREE 87 B (26.4%). K
fs% - EEDOTHIS B (1.5%) . BER 761 (2.1%) . HRIERERES 39 41 (11.9%) . A&l
EHEREREE 1 61 (0.3%) . FEEAFEEEREE 1 1 (0.3%) . #RkEE (X7 - N —JEfE
B2 4 de) 161 (0.3%). infusionreaction 32 31 (9.7%) . BAEREREE (RAME MEMER
RE) 261 (0.6%) . FEEDRFEREE 2 61 (0.6%). WIMIEE 161 (0.3%). & HERNK
Do FEENEGTHERIBUE 21 1] (6.4%) M ONEYRIE 20 1] (6.1%) 3FRD BT, £7o,
1 BUBEPRIS . BEREAREEIE, Mot - BAMRZE, Mgk - BEBUTRRIE, Ok, MERERIE
ERE, SoEPEf/ OB E IXR8 0 Do 7o, AAEFSRIVRIUIEER S (K



BREERT 2E5T) 2E0EERE R,

AARNBEEMZIB T 26 FFLIIAFOHRED 35/35 il (100%) . xtHERED 23/23
Bl (100%) (2788 Hiv, 1REREE & ORIRBEBRNERE TE WA FFRITAAIGHEED
31/35 Bl (88.6%) . *THARED 22/23 Bl (95.7%) 1ZFBH Hiviz, AFIPFAEEZI T,
BUEMN 5%LL EOARK & ORREGENREETERWEFRFGUILR 2D LB Thoiz,

#2 AARABEEFICBWTREARN S%IULOFRF L OREBHRBIEETERVWEEES
(IMbravel50 338%) (ZEVEMEHT I REM)

SRERIRIYEE (SOC: System Organ Class) AZIOFHEE (35 )

HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bk (%) i (%) Bk (%)
AFH & DRRERPEE TERVWEREFRFS 28 (80.0) 8 (22.9) 1(2.9)
—i% - BHEER OGO REE 10 (28.6) 1(2.9) 0
[T 5(14.3) 0 0
FEEN 5(14.3) 0 0
W7 2(5.7) 1(2.9) 0
RS, M & UHRES 8(22.2) 0 0
FHEfEE 6 (17.1) 0 0
R AR AR 6 (17.1) 3(8.6) 0
AST #1 2(5.7) 2(5.7) 0
KR ¥ KOV TRk RS 6 (17.1) 0 0
O FEIE 3(8.6) 0 0
R INIRZ SN 3(8.6) 0 0
Rt L O EREE 6 (17.1) 2(5.7) 0
K77 2 e 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBkEE 5(14.3) 2(5.7) 0
T 2(5.7) 0 0
Por W 5 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
BE, R L OYLE A GHE 3(8.6) 0 0
AT D BOS 3(8.6) 0 0
M pEE 2(5.7) 2(5.7) 0
& IfLE 2(5.7) 2(5.7) 0




4. FEFRIZDOUVWT

AFN OG- Y 72 BEEZZW - FrE L, AFOFKGIZX Y EERRIERAZ BRI L
BRIZKHIGNT D Z EMER72H  LLFTOO~@D T XTI sk iz W THEHAT S
RETH 5,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTNNLICHEY T HMX THH &,

(1) EAFHEREDFEE T 205 ViR PE S G BT RS A 2R EEHL R L
HIIEEAS A RS BB AR T, Mtk )s A 2Rl 7 &)

(2) FEEHERERDE

(3) HBENFIRAFNFEE T 208 AP (D AR RESEE E P, 25 AR
W wEbE. S AR R &)

(4) ARALFRIEEZHE L, SOREE L FIRIEZIEE 1. SR L FRIEZ B 2

AT RN LR 3 Ofak FEEICAR D B 21T > TV D fitiax
(5) PrEEMEREREAIL T EBINR Ok EUEITAR B R 21T > TV B itk

O-2 T Db FEE K ORIWE I FEBUR ORI 443 72 Fnask & kR 2 FF o =R (F
KOWTNMNTEZ LT HEA) 25, SE2RBORANCET 2EROELE & L TRE
ENTNDHZ E,

*

AN ETEUS% 2 FFOWIANHE & T L7212 5 FELLEDO B AIBE DS RIHE %
{ToTWAHZ &, 96, 2L EIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWVWBHZ &,

ERHfFIUS% 2 FEOWAHEZE T LT21412 4 ELL EOERREREZ A L T\ 5
Z L, OB, 3HLLER. BRSO D3 A SRS & G e IFNEIR T O IR HE 217
STNDHZ E,

© BEADERRBFEHREEROEHIZONT

I T A B ST D MR D E S L, BUREEN L O D A2t - %
IR OB P ONERSE IR 5 iRt AFFRMNELE LB OWE
. FRESNITAT DN DIEHINE > TN D Z &,




@ BIEH~DOFIRITONT
@-1 MRk 5B s

M EMEMR BRSO EEZRRWEA N AE LIZBRIC, 24 FFRIZERHIO T, Y i%htia 3 ix
IV T, B L ZEIERICIS U CABEEBE R N CT O REIWER ORI 2432
TR DOFREFR Y BRI O, B HITRHS ATREREH 23 > T\ D 2 &,

@-2 BERUEFHEIC L 2FEFEELAMSICETLEH

MABIFRICEED 2 MR R L OB e 2 AT 2 EREEEDNEER =4V 7
EEDTHEROA T ) —= 2 T ETOERE L IE#ME LA TE D F— LERIKH D
iE SN TND L, 2B, BigEHICOWT, BABRE EZOFRICHTITEmMmENT
WnHZ &,

@-3 BIFERDZUTLRINIZE LT

BIVER (MEMEMZRE, ITHReRE - ITR - PR K. KGR - EEE O TR,
2. 1V BUBEIRIE ., Wb (FURERERE S, BB REiEE . T HRABREMREE) . it
e (72« NU—EREL TT) . EIEMEE, MK - BERK - FHEK, infusion
reaction, 7% « MRUTRIARE, BREREMEE (RIS MEMERRE) . BEEOREEE,
O, MERERSEMRE, oMl OB E, MR L, OIS - ORI - O
& R =7 ALFIEEH RO g mrE (G e . EEWELF P ERBAME) . BT
FAEDE AR OYUIESE) (Txt LT, Yakhtiax T BEE R O M2 A4 5 [EhAf &
HEL (REHOZK-oRIGICE L THER OB E T oNOFMHFICH L L), H
HIZH U 72 /L& 78 T E DARHINE S TnD Z by



5. B#ExtpL s BE

(B2 B3 % 9]

O EHLFHEIERED 220 Child-Pugh 4358 A OYIFRAHE 72 Il B E 123 TARA
KRN X7 L OB G OB RSN TN D,

@ TFRLICEEY T D RFICKT D ARF O G K OMEHIFIEIZ DWW T, ARFIOF N
N SN TELT ., AHIOELGERGE LB,
o DTHAAIDOAEZMED R S TOVZRUMEOFTEMIREA] & OHF %5
o JRPTEIE (R ) —/WIENRE, 7 VA RBERRIE, ~ A 7 v G E R
. ITEIREEAR R/ ITENIR L AR TS . U BIRIES) OWEIG & 72 5 T AT
FARE

(2t BE4 2 5]

O TRICEZY T 2EEIZOVWTIIAFIORG N ESR L SN TNWDL Z b, 51T
DI L,
o KA LSBUE DB D & 2 B3

@ WBFEATOFHHIZIB N T FRICIEY T 2 BHIC OV T, AHlORGITHER S 20

DS, MOIRFEIIE D R WIGEITRY | HEREICARHZFENTL2 2L 2ZETE 5,

o HHEMEMKEDOGHUTZ OBED & 2 B3

o MaES R A CRVE R 258 0 2 B K ONEBIME O KU S Al I <0 g M it 9% 55
DI RIEPEZAL D - L D B

o HOEREDOD D EEUTIEMERE L IXFFEMED B Q=B OB RO
o DB

»  ECOG Performance Status 3-4 "V 0 ##&

(ED ECOG @ Performance Status (PS)

Score

0 =< e <TEBY T X 5. FMRT L R U B HAEAHIRZR <ATZX 5,

1 PRI LR TN EHIBR S D 23, AMTITRE T, BAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF R, K

2 | BATAHECER OO O = LTS CAREEMERETE L, ABO S0%LERA Y ATl T,

3 RONTZHSOHEOEIY OZ L L TEXR, HEO 50%LL EE Xy RoR1Ci 27,

4 LTV, BOOHOMRY OZ L3a TERY, BRIy R TEId,

10



6. HEICERL THETNEFH

O WMISCEFEITZ ., SERTEEE DRI 5 EBHFITEED & ARH DRk K OV
MAOTDIZ LB EWME B L TS5 Z &,

@ RERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE25
ThbokbETHZ L,

@ ERFWEHDO~HXT AL MZOWNT

MEMEMEEDR D LoD Z N DHDT, RFDOEGIZHT > TiX, BKIE
AR (PR RIS, ik, JEEVE) OMEFE R OISR X A O =%, Bla 145
W7D 2 &, Fio, LEIG U THE CT. i~ — 7 —%DR&% FEiiT 2
Z&,

AFN O 5L EE O infusion reaction (2 2 CEEAMFIZ 72D TE 5 Y
fifi AT > 72 L CRRAAE L. A G T L OAKRFFGHE T RITASA Z 3 A 2
ET D%, BEOKREBL+2ITBILET 52 L, 723, infusionreaction ZFEHL L
AR, R TOBELOERNZERICEET S TREZ 08575 2
Lo

HReEREE . IR, LMEIBE XD H O D Z ENH LD T, AAIOE 55
IERT L O G- I e W IFBERE R & (AST. ALT, y-GTP, Al-P, U /L
EUEORE) FEMTH I &, i, YIBRRREZR AT O%G . ITHEReRE
ENFEBL LT RO ARHN ORI - op 1k FEE I O IE & ITNTRRE L T D (R
fCEZR),

FURIRERERE S | BIEREEIEFE R O T BAEEEE N H DN LZ N HDH D
T, AANIOF5BIGRT & OG- MM IE WIS N W RE R A (TSH., 5ERfE
T3. iE#f T4, ACTH, M=y —VEORE) 2EmT 5L,
AHNOFEEIZ LY | WEORIEFINTERRE T 5 & & 2 BN DHER 2 R EESTE
DHLOLNDZENHD, BRENRBOOLNTGEITIL, BELEFERIIS L
B 72 5%k & BRER 2 FF D[R Al &g U Cl bl 2R g N2l 247V Il o
FOSIT & 2 BWER A g o 2 355 121E, AFIORIE TR 1L K OEIE R AR
NECROBRGEEZBET L2 L, 2B, BIBEKERVEOREICLYEIFE
MOUEEDTRD HIVRNGA T, B BB RV - LIS S i o8
HLEET D,

B TR, BORAM N OH I ARGE L COHORIERNEBLT A2 Z B3 570,
AFNOEEHETZRIZSRIER ORI 2B T D,

1 AUBERR I (BIE 1 AUBEIR I 2 5 de) b bbi, BERWEES 7Y R—T &
ICEDZENHLHDT, g, FEl, WEEEOFEROFHLCMBEE O EF7- 2+
SERETAHZ &, RN EONZSE TR G2 HIEL, 4R H
OG- EDOWEYLEZITH Z &,

11



@ IMbravel50 RER T G-BI4G0 5 54 1 £ CTix 6 WG, ZH LT 9 W EFE T
HRIMEDOFMZAT > T2 Z & 2 2FI1C, AFAERGHIXEMICEERAE TR D
ERZ1TH 2 &)
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