XEEHEET A T~
7TV X=7 (BETHEBLZ)
(BR584 : 7Y MY 7 HIEFHE 1200 mg)
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1. XC®IC

RS DR « BRVEDHEM DO T=DIIE, TRAF SCES S E S o E 7 23k
HIDH, I BT, ITHEOREREMOMESIZ L0 | FUKEIR e & OFH 7 5Bl E i
FREEMEM VAR IO T, 2O DOEEL 2 BICHER B RIS 5 2 & RO
B & 7o o TR Y FRIFMBGEE & RO AT #2016 CFEK 28 4F 6 H 2 A B E)
WBWTH, FHERLEOHEHORELHELZXL Z & LS Tnd,

BrFEE RS E SR AL SR ERR R e 7 0 7 7 A VDSEEEDERR L & B 5 2R
LI ENRDD, ZOd, AMER L EMEICET D EHRA ST 5 TOM.
MELEIG O BEEZ R 2T 5 2 ERWRFEENLBFITR L THEHT % & &b, mIE
FARBL L 7= BRI B e whiin g & D 2 & DNATRE 72— E O B 2 il 7= 3 RSB 6
THZENEETHD,

L7eDo T, RIA BT A 2 Tlik, BHEBREL N E TIZH LN TV D EFHETHY -
BHER RN EED & 0 DU O IR 5 O i 72 H & HEE T 2 BLA 0 D LB Ei | 5 %
F R OB FR A R,

B, RITA BT A %, MSIATBUE NE R SR G RE . A rEEE N B AR
BN et EEN A ARBRKNEHES KO - rtETE N B A2 O W10
B AR LT,

WG ETRDERN Ty MY S SRENE 1200 mg (%4 7T YU X~T (GEiE
THIH %))

KL R DR IAE - BIBRASRE 7o MR

WNEERDAEROAE : XAV X7 (BETHZ) EOfFRICRBWT, @, A
X7 7Y U X~ Bk z) & LTI [E 1200 mg & 60 4
2 C 3 EMMIE TR T 5, 7S, PN O AR B
A Coiud, 2B HPAEO 5 REIE 30 43 i) £ CHMECTE 2,

¥ F MR A

pie
3

Hx

2l

(%)

NN AT (EaHEZ) OMEEXITRE, HiEROHE

BhEE SN AL« UIBRAHE 72 AT e

REROHE: 77 ) A~7 (GBfariix) & OfFRICEN T, @E, mRAIZIES
Ny X< (ElaTfiaz) & UT1E 15mgke RE) % AiEErIRN
FES 5, BHRRE3 BRI LE T2,

W
I



2. AA|ORK, ERERF
T MY T EERE 1200 mg (k% TV A~ T (Eis TR . DU,
[AALL &9 ) 1E, KE D Genentech, Inc.lZ & 0 AIH 24172 programmed cell death ligand
1 (LAF, TPD-L1} &V 9,) IZxF 507 v7 ) Gl (IgGl) 77 7 A0E M
T/ 7 a—F AR TH D,

CD274 (PD-L1) &, AEANICIHW THRRMIEICHE L T | ELzY
PSER (T AIRE, B MBI R OV F = 70 % 7 —T flifa) %288+ 5 cD279 (LR, [PD-
1] &no,) KO CD80 (B7-1) &AL, SZEINEZAICHET D LELONTND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£ 7=, PD-L1 (%, fix DO
SIS B I L CT\b 2 & (Cancer Immunol Immunother 2007; 56: 739-45) NG S
T#Y ., PD-L1 & PD-1 4 L7ofRB& 1L, SESGMIN 23 DURRS JLAD 7 T Ml s B 0 55
ZEEET AT O—2 L LTEZLNTND,

AFNL, PD-L1 OMISMERIZHES L, PD-L1 & PD-1 L OFEEEET 2 2 L%
XU BN ABHURF A 722 T M O AMNEEEEVE 2358 U g O 2 1+ 2 £ & 2
HILTWD,

IO OREN D | ARG T 28 72 I RIRIC R 0V 1E2 o L Hff S,
JH A BT 2 )R & U 7= B IREABR 2 52 L A b, ZatE R OB D L S 4Lz,

AFNOVE IS B DSOS IZ X 2 RITERSE2 & b oiu, BHE I
(B D AREVED B Do AR DE G P OB GRITIT, BAOBIGEZ 04TV, BEN
RO HITZEAITIE, FBL LT BRUTIS U 7o MR 20 ek & meBR A Fr DA & i L C
72BN W A ATV I EE DGR UG K 2 BIEH 23 5D 2 56 101X, &I B R
IV RO GE DY E 21T O BB D D,



3. ERPRAGR
BIBEARE 72 AR O 7K R I Bl 21T - 72 B/ BE R B D il 2 7~ 37,

[ 2]
[EIBRIL[E S 11 AREER (IMbravel50 3X5R)

BEALFHEIEIED 72\ Child-Pugh 5338 A OUIERAHE 72 IF AR 51501 B (HAN
61 il & &te) R ARIR AN X7 GEETFHELZ) (LT, TRy X<
LWV ,) OPFHEL RAIGHARE, 336 #) OFIMER L EME Y 77 2 =T h L
Beth (AT, (Vo9 7=2=7] Enwo,) (VYT 7= 1651 L #5511
AR A S L7272,

FEFHIEE O—2>Th 5 RAEFMM (LLT, T0S] Lvy9,) OHENT O#ES, ITT
ERNZBNT, AP CY 7 7 = =T Wi L THRERIEESED Hiv (O —
Rt [95%(5HEX ] : 0.58 [0.42,0.79], P=0.0006 [J&@5!] log-rank &1, il 47 /K e
0.0033), WA [95%(SMEXE] 1IAAIGHHRECh R idE HEERR], VI 7=
TRET 132 [104, HEEARGE] WA THHT- (201948 H 29 HF—H4 v b4 7,
D, b9 ~DOOFEMEH TH D RECIST ver. 1.1 (233 < MZEEAGFE RS E 12 KL 5
WA (AT, TPFS) W9 ,) 120\ Th, EMHrofEE, 1ITT £ T
ARNPEFHBETY 7 7 == TR L i U CHERIEREDEO b (O — Rk [95%(54
XM :0.59 [0.47, 0.76]. P<0.0001 [J&% log-rank &1, MifEIA EAKUE 0.002) . H ik
18 [95%SHEIX ] 13AKIGFARET 6.8 [5.7,83] WH, VT 7 ==T7HET 4.3 [4.0,5.6]
WIHTHot= 201948 H29 AF—4h v b4 7, [¥2),

1 RPRE (REMT 8 ) — VNIRRT UARBEARE, ~ o 2 v BRERE, ITIIRER
W IFBIR L 2R i, BRATRIRS) OTHIG & 70 % B IR S,

#2 o ARFIGERABETIIAA] 1,200 mg KOV AT X~ 7 15 mg/kg % 3 B T L ICEFIRNES, YT 7=
SUBETIEY I 7 =7 400mg & 1 B2 EREOHEE Lz,

10 (e,
Nt AR
0.8 H"‘\\ T - ’_/-/
._‘_ " -, " "
4o o e T —
E ST7==78
e 0.4 »
0.2
0
siEAg A co8mm (8)
Atrisk 8 0 12 3 4 5 5§ 7 8 9 1 1 12 13 14 15 16 17
RHIGARE 336 320 320 312 302 288 275 235 222 165 118 87 64 40 20 11 3
woJ=—8F 165 157 143 132 127 118 105 o4 86 60 45 i3 24 18 7 3 1

K 1 OS ® Kaplan-Meier Bi#R (IMbravel50 38 (ITT 4£[)
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2 PFS @ Kaplan-Meier #if (IMbrave150 3B (ITT £H)

AAR NBE LI T D 0S8 O [95% (518 X M ] 1EAKI OF Lyl [HE
ERGE], V7 7= =TT 149 [HEERRE] A, ~F— Fib [95%EfEXM] @ 1.71
[0.50,5.84] Th o7z (K 3), £7=, HARNBEHELHNTISIT S PFS OHRAE [95%(E %
X EARFIGF R TR ERE 64, HEEATRIVH. Y 77 = =7 R T 7.7[4.2,12.7]
A ~Y— Rk [95%(EHEX ] : 0.85 [0.39,1.86] TH-o7- (K4).,
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ERlFER
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apgpo b L A A 4 T % 3 & X dn At dE W g 3% 5 G
FRIFWE 33 3 3% 2 i3 30 3o » % 0 17 9 3 3 i I I
WIrOR N B 1 O} opr ow o oW ow 1B N 4 1

B3 BAAERIZEITS 0S D Kaplan-Meier Bt (IMbravel50 35) (ITT £H)

03 R A M

.//

$o=
-~
-
USTa=d B

Atk BY
FRnmE
Pl it

M4 HARANERICRITS PFS @ Kaplan-Meier Hi## (IMbravel50 38) (ITT 4£H)




[Z24xtk]

[E BRILF B NAHER  (IMbravel 50345%)

A EFGIIARAIAEE 323/329 1] (98.2%) . VT 7 = =7 154/156 B (98.7%) |
P B, BB (RAIFREECHEARI IRV AT V772 =THTEY 77
= =7) L OREBERENGE TE RWAEFLRIIARAGHEE 276/329 il (83.9%). VT
7 = =7 147/156 B (94.2%) (ZFB HivT, FBLEEN 5%LL EOARA]E O R EEIFR A
BETERVWHEREZIIL I DEBY ThoT-,

#£1 BBEBRS%UALOFH L OREBRBFETERVEEER
(IMbravel50 38R) (2T REM)

FRERIKRSIFE (SOC: System Organ Class) AFIOFREE (329 $51)
JAEE  (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bl (%) % (%) B (%)
A & O FEEENEE TEXRNEFERS 252 (76.6) 90 (27.4) 4(1.2)
i R AR R 107 (32.5) 41 (12.5) 0
AST HEm 45 (13.7) 14 (4.3) 0
ALT B4 34 (10.3) 7(2.1) 0
e Y v e N 27 (8.2) 2(0.6) 0
/R A 23 (7.0) 7(2.1) 0
— % - 2HEER KOS OIREE 91 (27.7) 6(1.8) 0
T 49 (14.9) 5(1.5) 0
FEEN 27(8.2) 1(0.3) 0
Bl 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
ER 19(5.8) 0 0
KR X OB T RS 82 (24.9) 2(0.6) 0
Z ) FENE 43 (13.1) 0 0
bz 29 (8.8) 0 0
s L OREREE 58 (17.6) 6(1.8) 0
AR 29 (8.8) 1(0.3) 0
N o WA 35 (10.6) 1(0.3) 0
FOR IR B RE AR T E 25(7.6) 0 0
BE, PEB X OWEAOHE 33 (10.0) 7(2.1) 0
TS BUS 32(9.7) 6(1.8) 0
BB IOREESE 33 (10.0) 6(1.8) 0
AR 27(8.2) 4(1.2) 0
MAEREE 21 (6.4) 8(2.4) 0
e 17 (5.2) 7(2.1) 0

72k, AFIPERBEIZI W TRIEMENEE 3 61 (0.9%) ., NFEERERTE 87 1] (26.4%). K%
K WEOTHS B (1.5%), BERTH (2.1%), FUIRIEBEREREE 39 61 (11.9%) ., BIEHEE
B 1] (0.3%) . FREMCHEEREREE 1| 6] (0.3%), MfEREE (X7 - NL—EERFSEE2 S
F¢) 1 5 (0.3%). infusion reaction 32 il (9.7%). TEHEREMREE (FRANATEIEMER28%) 2 4
(0.6%) ., EEORLRERE 2 6 (0.6%). EimELEm 1 6] (0.3%)., HHERRED - FEEELT
HHERIME 21 1] (6.4%) S OVEGYIE 20 f51] (6.1%) MR8 Biiz, E7-, 1 RERE, &
FEAMETIIE, MdZE - BERRIE . AHJC - BRBORIMRAE , O, MEREAMEMRE, LRkl Mk
B PSRBT 3R 80 DAL D o 7o, AR HERHRGRBUNDUI B FS (R T 2 51)



TR R A R,

AARNBEEMIC I T 26 FEFGUIARAIHRED 3535 61 (100%) . xHHERED 23/23
B (100%) (27RO B, 1REEE & ORIEPIRNEE T E WA FFRITAAOHEED
31/35 5 (88.6%) . XTHE#ED 22/23 il (95.7%) (ZFD LTz, AFIDFHERIZB VT, ¥
BN 5%LL EORHAE ORBEEBD T E TEROVEFEFZIIER 2D LB Tholz,

#2 BAENBEEMICBVTREARN 5%ULOEF L OREERAIEETERVWEEES
(IMbravel50 3RER) (Z2MEMRATHEER)

ZREBIRSEE (SOC: System Organ Class) AFNGEHEE (35 )
FEARGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver:22.0) ZEAD) % (%) % (%)
AHIE OREBRNEE TERVWEHEEHRS 28 (80.0) 8(22.9) 1(2.9)
— % - EHEER L OGN OREE 10 (28.6) 1(2.9) 0
EE 5(14.3) 0 0
FEEL 5(14.3) 0 0
7 2(5.7) 1(2.9) 0
EIRaE. MWEE & UHRIES 8(22.2) 0 0
R RS 6(17.1) 0 0
i R AR AT 6 (17.1) 3 (8.6) 0
AST B4 2(5.7) 2(5.7) 0
FEJE 5 X OV T Rk 6 (17.1) 0 0
% 9 FEIE 3(8.6) 0 0
RNz INA 2 3(8.6) 0 0
KRB L OREES 6 (17.1) 2(5.7) 0
K7 V7 R e 3(8.6) 0 0
RARGE 2(5.7) 0 0
B IS 5(14.3) 2(5.7) 0
T 2(5.7) 0 0
PN o DA 3(8.6) 0 0
FORIRBERE X T RE 3(8.6) 0 0
BE, TER X OWESHHE 3(8.6) 0 0
TS RS 3(8.6) 0 0
MAEFREE 2(5.7) 2(5.7) 0
e I JE 2(5.7) 2(5.7) 0




4. FERRIZHOWT

AANOB G2 70 BE 22 - FrE L, AFlORGIC L0 EEZEWEHZRBL LT
BRHZRHET D Z ERMER D LT OO~@D T X T &z 3 ik iZis W Tl HT 5
REThD,

O HEFRIZOWT

@-1 Fi2o (1) ~ (5) OVWTINICHEET L THDH Z &,

(1) EAEFBREDIRET D5 A ZEEEEIL R PR (BB TR A LSRR,
HiUB A3 A a2 B e . HiEls AU 2R 7 &)

(2) FFEFEBEPPL

(3) FENFULEIE DG E T D S A FEERbE (08 AU SRR e, 73 AR
Wb F9mBE, 3 A2 RS HEE R 7 &)

(4) SRAbLFIRIERZRRE L, AORIEG L RIEZRE 1. SRS L R 2R 2

AT KNI FIRIEL R 3 OJiiak FEUE AR DR 21T - TV 2 fitiak
(5) PUEMEEES AL 7 i BN O fi s FEUE AR B I 21T - T B ik

O-2 ks O Lk K O RIVEF R BLURE O %G 2 3 72 ik & R & Feolshili (F
KONWTAMNTHEYTHEM) 2, iR ORI ET D IRROEME & L ChliE
ERTND L,

#

RN RS % 2 FOHMIFHEAZE T L1212IZ 5 FLL L2 AR ORSIRHE %
ToTCWVWHZE, 96, 2F RIT, DASEMIREL & LRSS ONHE %2
TTO Tb\}:) — &o

RS 2 FEOPHIHEZ(E T L12#4IC 4 FELUL EDOER R ZH LT\ 5D
Z ol OBy 3ELLRIE. FFIEE O A SRR E & G T N S D B R IHE 24T
STWDHI L,

@ BEHNOERMLEREEDEHIZOVT
A FRICHE R 2 LA SRR S, SRR D OFWED, A4 - &
VSR PR OE B OERIS 6T 5 iRt AEER8BE LG G omE
kR, ENELLIATONDEHINESTWNDHZ &,




@ BUEH~D3IGITHONT
@-1 MR B3 2 B

MR VERR B4 O R A BIE I 28 % 42 L= BRIT, 24 AR HIRHI O T M ekl i 1%
HHERI R 12T, B L7 BIERNICIE U CTABEE B OY CT ZE 0 EIEFH O § 51 |2 w3
TR OFRER DN BRI Hiv, BB ITKHG ATRE AR IRH 3 > T\ o Z &,

@-2 EREFHRIZLI2AFFSIGICET IEH

AT H PR 2 AR K O e & A7 2 BRI EH D EERE =2V v 7
EHEDIERDOAZ Y == T EITWEIRE L FM A LA TE 5 F— LEEES 235
SN TNDZ L, 2B, BREFIZONT, BARE EZOFRICHSIAmEhT
WhHZ

@-3 BHER ORBErCXIRICE LT

RIVER (TEVEVERGZC ., IFREREIEE - 4R - BE(LPENRAE 28, K2k - ED TR, I
K. BUBEIRIE, Wb (FURIIERERE S | B HRREPREE . T ERAIERBRETE) | Pk
fEE (X7 - NU—JEEREZ GTe) . EIEMEAE, MK - $iK - THEZK. infusion
reaction, fiJ - MRAUFHRALAIE . BHEREREE RS BB RYE) . B O EREE,
O, MEKREBIEMERE, WM, Vi MO SRR, DBER - DFERIT
b2 R =7 AL R O g metE (IR ERD | FEEEAT R ERIRAE) |
{EFFEDF R ORGWESE) (25 LT, Mikhia UL RS O M2 A9 5 =
Bl & i U (RITER OBt S ICB L THRER OB EZ T oL KMHFICHH T L),
SIS 72 L E AT E HIRHIE S T D Z &,



5. B#ExXR LI BE

(50 BE+ 5 FoH]

O BHAEFHRIERED 72U Child-Pugh 7358 A OUIBRAEE 7 IR B 123 TAM
KORAY X7 & O REGOFEIMER RSN TN D,

@ TFRLICEES T D BEICKT D AR O G K O G EIZ W TUE, ARFIOATZPER
ML SN TELT ., AROBREXNG LB,
o OTAHIDADIEN R STV IR O FUENERDEH] & OfF A5
o JRATEIE (RN X ) —VENERE, 7 VAR, ~ A 7 v R
5, FEhAIRIEAR IR/ PR SRR e | ORI DG & 72 2 Il i
iy

(22 B3 % 9]

O TRUCHEETL2BFIZOVWTIEIARORENERE SN TVWDL Z b, K217
oY ARG
o KFNORAITKRE UBEBUE ORBEEED & 5 B

@ ERATOFHIIZI W T TR S T 5 BEIZ OV TIE, AFI O HGIIHEE S 1720

D, L OIEFORIIE A 2 WNIGE IR Y | HEICAKZ MRS 22 L2 BETE D,

o WEMEMPEEDOE T ZDRIEDH 5 EE

o G A OV E R 2R D R K ONE BN O U B il I <0l G it ¢ 5
DI GIENELZA LS 2 D D A

o HOMEREBROD D EE TN L  IXFHIED A S ik B oD
oYy

e ECOG Performance Status 3-4 &V g

(EV ECOG @ Performance Status (PS)

Score

0 2B JEBTE D, FEPATL [ LA FEEDHIRE <ATA 2.

1 PIEEIICE LOEENIRIR S 2%, BRITATRE T, BIEEE > TOMEEIIITH 2L TE 5,
Bl BOEE, EHEE

2 STRIRE CH O H DEID O Z L33 X CTHEEZZEEIT TE 22, HHO 50%LL B3~y R cil 25,

3 RONTEBEROHFDOEY D E LM TERY, BAHD 50% L4y K2 BT CiiZd,

4 2LET RV, HOOFOREY OZ L3R TERY, BRIy RKOELTiId,

10



6. MEITBRL TEETN&HE

@O IR SCESIIN A, BUEIROE £ BIRAET 2 B 12253 & ARFI O Rt KONl B
O DI B ERE T T8 L Chr LT 52 L,

@ BRI D B LT OFRICEIER et 2 o3 L. FEZ25
TobEETHZ &,

@ ERRWEHO~3Y AL MZOWT

L]

WEMEMZEERR D oD ZENB DD T, KFOHEGIZHT--> T, BHEE
R (PR IR, Wk, A OMER KL OME X it oI, Bl5ix 1+
IZATH 2k, Fio, REIDS UTHE CT, i~ — 7 —FOm& 4% Ehiid 25
ek,

AFNO¥e 51T HE D infusion reaction (i 2 CERAREC 475D Tx 5 U
i 24T > 72 L CRARE L. AR G-H K OKRFNE GA& TR IT A 2t A &l
BT 5%, BEOIRELZH0IC8E39T 5 2 L, 7238, infusionreaction Z FEL L
FHAITIE, R TOMEROIERNERIZNET 2 £ CREL +IBIET L2
L.

FFRgBERE S, 2, LA AR S Hbhd Z RS 50T, AAIO 5B
BERIT R OV - ] Hp e IR AP RERR &S (AST. ALT, y-GTP, Al-P, UL
EUEOWE) BERT D &, Aol UIBRRRRZRIFMIIE OSE . R
FENRFEEL LT BROARFN ORI « o 1 FEAE I OFENE & 13N E L Tnd (I
MHESM),

FOPR IR P RE R | RIB M RE RS 5 K OY F IR RERE E 3 D bbb Z LR H 5 D
T, ARANO P G- BathRT R O G- B I 3oE I N s wkgReRR A (TSH., b7
T3, EHE T4, ACTH, i =2 /vF > —VEORIE) % FEhid 5 2 &,
ARNOLHIZ LY | WEORIEINCER T 5 L& 2 b Ekx e R B0
DHOLbLNDZENDDH, BREDRDLNIGAIZIE, HEBEL-FERIIL U
REFAY 70 5% & RRSR A RO AT & U C bl 282 W 217 il o e
B K 2 RWER A3 g0 2 55113, ARFIORFE T I, K ORIE BCE AR
WEVHIORESEERT D2 L, B, BIBRERNVE YOGV EIE
F OUEEDGRD HALVRWIEEITIE, BIEBE R VTE DSOS Bkl Al o B i
HEET D,

B 5T AR S5 ARGE L T LRIERNRIRT 2 Z L0355,
KA OEEHETHEIC HRWENORBUA3ITEET D,

1 BUREPRI OBIE 1 BUREIR D &2 5 ) b Hbdv, FERWIES b7 v R— X
IZELZENRHLOT, A, Bl IEILEOREROFE B MBEHE D A1+
DEET DI L, T RBERENEDN AT G EFIE L, 4R H
R OREHEOBU 2 NE 21T H 2 L,

11



@ IMbravel50 FRERILIG-BHMEA D 54 B F T 6 BB, FALARRIT 9 BB <
BIMEDORHM 21T > T\ e Z & #5810, KA I EICEGMRAE TR0
WEITHI>Z L,
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