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EESOFNE - EEEORBROTHITE., B XESFKESOWEERFERBRD
bhd, EHI, BEOREEFOESIE LY, EERSR & OFEFHZ2 R ERRE
FEERLAEREINIPT, I b OBEEKERICLERBEICRET S 2 L ERED
BELR-oTRY BEMEEE & O EA TS 2016 (ERK 28 € 6 A 2 BRMZERE)
EWTH, EFHNERMEOFERAORBHEELZRIZ L ENTWS,

HRERBFEER, ERERPESE T e 7 7 A AVRREOERRLHLNCR
RAHBZELBHD, ZOkD, EHERCESEETIERS+SERT 5 TORM,
WHRERLOBELZBZITA I LEHFINIBHEIILTERTS L L biC, BIUE
APER L ERCHERRIEE & 52 ERTRE—EOEFE M TEREE CER
THLEBEETHD,

L7e®oT, BHA FT A Tll, BRERPINETCEELNTWIESZHEFR) -
BFEHORMICESE, UTOERGLORBEREREZHET 2BANLBERENR, BX
FRUBEFEETRT,

BB, RIA RT A 00 MIITEIEABRRS ERESROEE. AREEBEABRE
BRERFES, —REAEAN A RERNRESR C—REREA B A FEEE OB A0
b EERE LTz,

HBERBERR: TV MY JAREE 1200mg (—B4 : TFY I R<T G&E |
¥ %))

HBERAWENIHR - BIBRA AR AT ARARSE

NELRARERUAR « "RV <7 (BETFHEHRZ) LOFRIZRWT, BH. BAK
17 7YY X<7 (RiEFHHEZ) LU T1E 1200 mg % 60 53
T 3 BRI T ARRET 5, Ak, AIEBS OBFERR
Fehnid, 2B B UBERORSRERIX 30 SM L CAfTE s,
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ShEE IR - BIBRAR ﬁefxﬂﬁmﬂaﬁ

RERCAER : 77V ) X<7 EETHER) LoftAicRwWT, 8%, BAKE~S

Ny w7 (BEFA#Z) L LT1EI1Smgke (BE) 2 A085RN

TS5, HE5FREI3ABLEE TS,
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FEy b Y 7 AREE 1200mg (—4 : TFY U XvT (BETEBEL). HUT.
[ARF ) &V 5 ,)1E. KB D Genentech, Inc.iT & ¥ BIH &7z programmed cell death ligand
1 (BUF. [PDLL 2W5,) Wi a@Er a7 )Y 6l (g6l) $77 520 M
£ Iu—FAGETHB, '
© CD274 (PD-L1) ., EARNIBWTHRETHREICREEHE L TEY, B kLY
VSR (T HBES, BB UM F = 4% 5 —T #ila) SITR®T 5 cD279 (LT, [PD-
1] W) ,) R CD80 (B7-1) LHEAL, AEEEEAICHETSEEZ26N0THD
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), ¥ 7=, PD-L1 }¥, #4x D&
BRI B RHALTND T &(&mmhmmdhmmﬂm%ﬂ56ﬁ%%)#ﬂkéﬁ~
TH Y, PD-L1 & PD-1 24 L 7R BSIE, Eﬁﬁmmﬁﬁ%ﬁm&Tﬁmmemaﬁ%
FEMET AEO— L LTELZLRATNS,

F#ik. PD-L1 OHIIBAEEIC #Ablmilamn&méA%mifé EEIT
B/ #bﬁﬁﬁﬁ%&T%ﬁ@ﬂﬁ@gﬁﬁ%ﬁﬁLrﬁ%@%ﬁ%ﬂﬁ?ék%x
BILTWA, .

ZhbOMRN L, ARILBEESIC T S RIBRBICR YV BE b0 LS,
AR RS a4 b LR 2 2 L, ik, Z e R OB AMNHER S hit,

iﬂ@ﬁ%%ﬁh%d<ﬁﬁ@ﬁfﬁmkiéﬂﬁﬁ%m%abh B IS
KE BTN S B, ARIORERRCRERIIL. MEOEEE T, BEN
b BT B AL, BB LR ERICS U M0 /2 b B R R OER L s LT
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[Fshik]

EEELLFEE O /858 (IMbravels0 35

EHWERER O 2\ Child-Pugh 458 A OUIRTRRER FFHEIREBE 1501 &l (BERA
61 FlBET) ZHEBIT, FRIRUVRAV w7 (BEFHEEL) GLTF., IRV X<
En),) oftRRE (FRIGHHE., 336 Fl) OFPHRNEEMEY T 7 =T b
B BT, (V97=27] £0),) (Y5 7==078, 16508) & 5% M4
REREFEM L2,

FEFMEE O—>TH L4 (BT, Tos) ab\o ) ORERET O R, ITT
EMICBWT, ZRGRARTY 7727 HEAR LU TEEREESRBD bIL (NTF—
R [95%EHEEAE] : 0.58 [0.42,0.79], P=0.0006 [FEHI log-rank fR7E], FRIA EAME
0.0033), HR{E [95%EERM] riAFEAMchRfRE HERE]l, VI 7==
TR 13.2 [104, #EERE] VA Thotr (019F 8 A 29 BF—F v 247, K
), b5 —oDOFXEFMMIER Th 5 RECIST ver.1.1 12 -3 < JRSrFHBEERRIE I & B4
WEAFIR (T, TPFS) 21 5,) oW Th, MEFOHKE, ITT £EICBENT
FRGRABTY 7 7 2= THLUBRLTHEBRREESRD O (A= i [95%(E18
KR : 0.59 [0.47, 0.76], P<0.0001 [BH logrank #RE], MRIARAUE 0.002), Hi
B [95%EHEEE] IZEAEBHET 68 [5.7,83]1 WA, YT 7= T 43 [4.0,5.6]

HATHoTe QI19FERA2BF—%Hy rhAd7, K2),
1 RERE BENT Y/ —ABARE, 7 OAREARE, <~ 7 o RERE. B“F@Jﬂlﬁg*éﬁ

&/ B EEASRIE, RHRRIES) OFEb L 258 8RRt Shic.
*2 « AFIGERRCIIAA] 1,200 mg RO X=7 15 mp/kg & 3 BIZ L KBRERS, V7 7=
=THTRYZ7==740mg & 1 A2 BREORELE,
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AANBEFEZFICIIT 5 05 O RAE [95%FHRK ] 13K 61 AR T P ek (i
RG] ¥5 7= =TT 149 RERIE] HA, ~¥— it OS%EMER] : 171
[0.50,5.84] Toote (B3). £, RAABEERICEIT S PES OPRAE [95%(EH
R AR R T iR (6.4, HERREIN B, Y T 7 == 7 BT 7.7[4.2,127]
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[Z2ik]
EpRAEFEUERE (IMbravel 507ER)
- AEERIIARIOIRM 323320 ] (98.2%) . Y77 = =7 B 154/156 Bl (98.7%) I
EH b, BRE (FHHRAR IRV AT VI T == HTRY 77
==7) L ORRBERAEECERVFEERITAFGERAE 276329 7 (83.9%), ¥ 7
7= = 7B 147156 ] (94.2%) IZERD b, BRI SHELEDOAHK] & ORRBEHRS
BETERVWAESFEREIR1OLBY Thol,

#1 FBEERS%ULEOFRLOREMERTE T RAVWEEER
(IMbravel50 B8 (22T HEEED

BEBIRSE (SOC: System Organ Class) FHIOFA#E (329 F)
EASE (PT: Preferred Term) £ Grade Grade 3-4  Grade 3
(MedDRA ver.22.0) Blg (%) Bl (%) Bl (%)
AH & ORRBERTETERVERTEER 252 (76.6) 90 (27.4) 4(1.2)
| BRERE 107 (32.5) 41 (12.5) 0
AST 837 45 (13.7) 14 (4.3) 0
ALT 380 34 (10.3) 7(2.1) 0
AU L I ‘ 27(8.2) 2(0.6). 0
MRS 23 (71.0) 7(2.1) 0
—i% - 2ERER L UB S ORE 91 (27.7) 6(1.8) 0
it 49 (14,9) 5(1.5) 0
-FEEL . 27(8.2) 1(0.3) 0
BEREE 83 (25.2) 12 (3.6) 1(0.3)
TH 34 (10.3) 1¢0.3) 0
B 19 (5.8) 0 0
Bl X U TAARREE , 32 (24.9) 2(0.6) 0
TIOEE 43 (13.1) 0 0
BiF 29(8.8) 0 0
KRB L UEEEE - 58 (17.6) 6 (18 0
AR ) 29 (8.8) 1(0.3) 0
NS 35 (10.6) 1(0.3) 0 .
PR REE AR IE TR 25(7.6) 0 0
i PEBIUVLESHE 33 (10.0) 7(2.1) 0
EAME RIS , 32 (9.7) 6(1.8) 0
BB IUVRERE 33 (10.0) 6(1.8) 0
BERR 27(8.2) C O 4(12) 0
B E 21 (6.4) §(2.4) 0
B iLE 17(5.2) 7(2.1) 0

RS, AFGERBIC RV CRIEMERES 3 7 (0.9%). FHERERS 87 #1 (264%), KIE
ge - WMEEDTHIS B (15%). B 75 (2.1%). FIRBUEREIEE 30 61 (11.9%) . BIEHAE
BEE 14 (03%). TEAMRERE 14 (03%)., HEEE (¥7  SV—ERRERS
te) 16 (0.3%), infusion reaction 32 # (9.7%). FHAEEE (RNEHHEMEBLSE) 26

(0.6%), EEORBEES 26 (0.6%), HiitE#h 1 4] (03%). FHERED - FBEELT
FRERIBAME 21 B (6.4%) RUVERYYE 20 4. (6.1%) RO bhik, Tk, VTFERRK, B
FEFREEE. Mk - BEREZR. FR2% - TROUTRUARE, DfFe. MIRERMEGERRE. REHER/ME

B BRI DI b o fe, AAEELRRIRILIBEESFS (REREERE 2ET)
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ERUDRHERETRT, N

EIZIKA:%-‘%%@L:&H6%&'&%&@2&%%?%@ 3535 ] (100%). XtEBED 23/23
-l (100%) RD bR, FREEOREBERTETERVWASERIIFRGRA#ED |
31735 B (88.6%), RFBEED 22/23 Fl (95.7%) X bhic., FRGEHABICRVT, &
BN 5%LL EOFF L OFRRBERBEE CERVWEEERIR 20EBY ThoTs,

®2 AABEMEIC RN TR %D ORE E OERBESTECE RE RS
(IMbravel50 BB (REMAITBHEE)

BERIRAIE (SOC: System Organ Class) . FHIGEHRE (355
AR (PT Preforred Term) 4 Grade Grade 3-4 Grade 5
| (MedDRA ver22.0) B (%) B (%) Bl (%)
FH e ORRBENTETERVEREES 28 (30.0) . 8229 1(2.9)
— - SHEER J:IFE}EJ?*B{_L@&% 10 (28.6) 1(2.9) - 0
BEE 5(14.3) 0 0
T ' 5(14.3) 0 0
B 2(5.7) 1(2.9) 0
. RE L AR - 8 (22.2) 0 0
REEE 6 (17.1) 0 0
FRERAR R i 6 (17.1) " 3(8.6) 0 .
AST #530 ) 2(57) 2(5.7) 0
EES I UETREEE ' . 6(7.1) ' 0 0
I ERE 3(3.6) 0 0
B ISR - 3(8.6) 0 0
RPBIUEEEE 1. ~6Qa1y - 2(57) 0
E7AT 2 e 3(8.6) - 0 0
REHGR 2(5.7) 0 0
HpREE . ‘ ‘ 5(143) —2(57) 0
1 F& , 2(5.7) 0 0
MaEE - ' 3(8.6) - 0 0+
PRBERETE - 3(8.6) 0 0
EE. PERICLABSEE ' e 3(88) 0 0
EAREIRE ' - 3(8.8) 0 0
mEREE ' 2(5.7) - 2(5.7) 0
[RiRaE ' . o 2(5D o 2(57y 0
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AR ORGP ET2BELRH - FEL. FAAOREIC LY BELREIER %%ﬁ L
BECXIE T 5 2 ERMERED. UATOO~QD TR T 2N TRRICBWTERTS
_RETH D,

® HEERizoWT

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

() EEBBREREET S5 ABREEILARIEES GBI IR A BREEILARE,
Hilge A3 A S BREHEHL AR, I A A BRI &)

Q) HEHEARRIR

() FEFRAEREET S NALREER (RABREESIEERE, 23 ADR0EH
BT, NABTOEEEHIER A L)

(4) AFR(CFREEZRE L. A RCERENE | XI5 e g 2 Ok e
AR B R 21T TV B s

(5) MEEEFAL S FRINEOBRERECIR S BHET> TV A ER

D2 PR OCERER CRHERRRFORIGIC o572 L BREHOER (T
ROWTIMNITHEYTAEM 2, LSRR OFFICET 2 IRROBEE L LTRE
EhTWBI &,

%

EENRFIRAHE 2 EORHFEZET LRIz 5 L Lo B ABROBERIHES:
fToTWaAZ L, 5B, 2HEL T, BAEDEFEEEL LEBREEFOMES
ToTWBIE,

EMATIRER 2 EOMBTHEEZET Lizic 4 EUEDOEREREFFL TS
Z&, Hh. 3EL IR, FFHREORAEMRELSUITIEREORENEZTT
STWnAZ &,

@ EACEEDMFREFEOEKRIZOWT

ERRSRERIC AT T2 EEENRE S h, BMERA% 6 OERED . HihE - &
SMEFHHFROTER CEMSI 6T 5 HER, AEFSNRE L EA0ORE
B EREONTITON D BEABL TV E,
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BB B O EEREIERANRA L IBIc, 24 BREDRER O T, MEER T
EERERICBV T, BELZEERICS U CABRESER O CT SORWER OERICHLE
RRECHRSY BPIELN, EbICHETRREHIE-ThB T b,

@2 EREEHIC XS FEERASICHT B

BABE I D A EMNRMRROCRELE T IEREEENBER =) 7
EEDEEROAS Y —= v FETVERE L BREILF TE 5 F— AERGEHBE
BEhTWnWaZ L, ok, BT, BABRE LEZOFERICFZASMENT
WAk, :

@-3 BIfERORBITCHRISIEL T ’ |

BIER (RIEMATRR, FrlteiE. xRk - EEOTH. Bk, | BERRK, Ny
WEE (RRIBEEREE. IBHERE, TEEEERE) .. mEERE (¥72 - S
—fEERE R Er) . EEMESE, BT - BB, infusionreaction, A - ARECHABRAEIE,
BT (RATMEERRS) ., EEORBEE, LHR, MREAREGRRE, Al
A, AR/ MRORDESREER, EFRIEAROMIRESE (GFHRED, BEE
FHREAE) . (CSEREGRARORBRES) 1oL T, YR I EBE A o
B RE T 2 ERM L EE L EHEROREPHINCE L THERUVXEZZTOND
FHFChHHZ L), ELICEDRAENTE SEHNE->TWEZ L,
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5. BeEnRLrBE
(F4hEIC RS 5 HIE])
O 2H{LFFERO 2 Child-Pugh 43748 A OBIBRARE 22 FFHIRREAE BV TAA

Rwﬁﬂyfvfk@ﬁ%&#@ﬁ%ﬁﬁ%éhfwéu

@ TﬂL&éTé%%hﬁ?é$ﬂ@ﬁ%&0ﬁﬁﬁ%kowfH:$ﬂ®ﬁ%ﬁm
RELENTELT, AFOBEHERLALRN,
®T¢m®ﬁﬁﬁﬁ%énrw&wmm#ﬁﬁﬁ%ﬂkoﬁﬁ&%
R (BRI F / —VEARE, T UFRBEARE, A4 7 o lEER
. e RER RS/ TFERCFERRKE. BERES) O & 72 2 T
BRE
[%24tEic i 5 5E]
O TRREYTIAFZOVWTHRAFOBRENREZ L I TWEIEhb, BEET
T PRIk,

AFI DR LIBESE DBEERED & 5 BE

@ BEIOFEMIZBNTTFRICEY T3 BE 2V TI, ARoRSEHE IR
A, LORBEBRIRERRWEAIZRY . BEREIARZERTI L 2EETED,

MEMERRRBROSHIIEOBREDCH 2 BE

M EGRE CRER R D 5 BAE R UTEEME OB SR Bt A 5
DT RERE LR A LN 5 BE
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hHoHBHE
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¥£1) BCOG 03 Performance $tatus (PS)
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6. BERBLTEETREEE

C>%Hx%%kMi\%Eﬁﬁ%ﬁmﬁﬁf6§H%L§d%$ﬂ®%ﬁ&@ﬁmﬁ
Aol hERERertoER L ThbERT2Z L,

@ ARSI D, %%Rﬁ%@%ﬁkﬁ@ﬁﬁufﬁﬁé+ﬁm%b H@&%
ThbHBRETBHZ &,

@ ERBUERO=RT A M2 T

PR HEBER B AS S b bILB = & B B DT AR DRI b o TiL. BHE
W O(RER . B, REE) ORREVIEE X BREOCEES. BEr+S

qfTH Lk, Eie Jé&kﬁsb‘c}i@ﬁﬁ CT. mﬁv—w—%mﬁﬁ%%ﬁw‘é

&,
AH| D53 EE D infusion reaction bu.{i*x'(‘i!z%'% [Edhas A DA Sy ’C x5

AE R ETHAL, B EFRUCAFEER T RIZ A FNTA 20

ET5%. BEOREL-SICBRTH 2L, 2B, infusionreaction ZFHHL
TeHmEITi, éf@?ﬂt{ﬁktﬁﬁlﬁtﬁﬁ*ékﬁlﬁ“ﬂ‘éif BEETOBETDZ
&

JFEEER L LR Z LB H B 0T, 2H OREEBIR RSB P
TR ATHAERE (AST, ALT, y-GTP, AlP, ¥V AVEVEDORE) %Ki
THIE, 2B, YIRTEELRITMRIREDES, FEREERRR U LBORE
DFREE - PIEERIMOMEE & XBICREL TS (BRAXEER),

Rk IS, BB ER U TEARERERS DbNE L BH3 0
T, AH O GBI E RSB RITEMBIC N o WEERE (TSH. 5k

'm;ﬁ%nLAMH\m¢:W§f—w%DME)&%ﬁ#a:kc

ARIOREIC LY, BEORERIGICEET 3 L E X bh i REASHE
RHLbh5I ERHD, BENRDLAESSITIT, BRLABRICECE
BP0 & IRR A OB & U CEERERBE R TV, BEDRE
B & B BEIERBEDNZBAIE, AROERE IR, ROBBEER
NEVRIDRESEERTHIZ L, B, BEREFRALE ORI LY BHE
ROGWERRD b RVEEITIE, @%&ETw%/uﬂmﬁﬁﬂ%ﬂwﬁm
SEZERT B,

RERTR. %iﬁﬁﬁm%#mﬁrféJEJL'C#’Z:EWﬁFﬁ#%ﬁTé EBRHBID,

FRORERTRICLEWEAOBRIC DI EET 3,
1BREND Db, ERBMEF V7V R RCFR L BHBEOT, [
B, B, BHRSOEROBR-CHIFHED LR HFERTH L, | BEER
rmﬁbnt%ALﬁE$%¢mL A AV CEA ORGSO LEE
Toz e,
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