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1. [ LI
IS DN - BEMEOHER DT DIZ1T, BT SIESFITE SV o B A A R
BND, 6T, IEOREREMOMESRIZ L0 | FUKEIRS 72 & OHH 72 3 1E A%
FPEHRLDAREIND T T, 2O OERMNZ EIZHNERBFIRMLT 5 2 L BBED
PR & 72 o TR Y RRIFMBGE S & YR O B T8 2016 CEAL 28 4 6 A 2 H MERIRE)
IZBWTH, FHERGLEOEHOREE(LHELZXS Z & L3 Tnd,

BORVE AR ESR ST, KEEASCL 2T 0 7 7 A AVDBBEEOEIRSL & D IR
RHZENDD, DD, HER LSBT HIERSHERET 5 £ TORM,
MHEIRMOREZMLZIT 5 2 EnHIFF SN EBFIC LTERT S & & bic, mIfE
RMFEBL L 7B B3t & D 2 & DA hE /e — 8 O B 2 7= 3 3 BE ¢ A
THZENEETHD,

L7 oT, KHA T4 Tl BARBEES I E TR LTV D ESEIREN -
BRI EED & | DUT O EIK S O el 70 8 2 HEE S 2 8L b MBI 8k B 2
FROEEFREEZRT,

I, RHA BT A %3 MAZATBAE NEIR M ERESH OHE, NS EEEARAE
BRI IR s . — AR N B ARERIR NRHE 2 e OVt [ E N B ARl o 1 1) 0
b EER LT,

KGR DHERN T N SR 1200mg (—#4 0 7TV Y XAv T (B
FHEHL R )

R ERDMETIE  BIBRARE 72 Mg

HEEROMEROHE : XNV X7 (Bl HH#LZ) L OPFHIZRN T, BHE. AL
377V ) XA~7 (Eia ) & LT1[E 1200 mg & 60 43
2T T 3 MR CREFET 2, 2, YIRS OXAEEN R
I ChIUL, 2 BIH LD GRERIL 30 /7 [H £ THMETE 5,

g Ik 8 - PO A

(%)

NNV AT (B Z) OREXIIZE, AEL AR

ZhRe SIS R - GIBRANEE 2 1T HE e Jee

MEROHE :: 77V ) XA~7 (Bialfiz) Lotz T, @, A
Ny R<7 (GEfaf#Haz) & LT1E 15mgke (KE) Z siEskm
W25, BERET3EBU LS5,



2. AANIOFHE, ERET
TR b T EHEEE 1200 mg (—#%4 : TT YY) XA~T GEm R Z) . LR,
[AF ) &9 ) 1 KE D Genentech, Inc.iZ &V AI# S 4172 programmed cell death ligand
1 (LLF. TPD-L1) & 9,) x4 26Esr a7 Gl (1gGl) 727 7 A0k Mt
E)7u—FAHUETH D,

CD274 (PD-L1) &, EENIZEW THUFEIR RIS IZEI L TRV | & ELY
8ER (T MR, B MR N F = T v 7 —T fifn) %2 EL+4 5 CD279 (LLF, [PD-
1] & 5,) KUCD80 (B7-1) &ifia L. EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24) , F£7=. PD-L1 (%, Fix DOff
EEAIEIZ B L T\vd Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S A
TV, PD-L1 & PD-1 Z4 L7 i8I, JEGHIL S HFURSR A7 T Mifd & OB
BT DO —D2E L TEZLNL TN,

AFNX, PD-L1 OARASMEIRICHS S L. PD-L1 & PD-1 L OFEAZILET 5 Z L5
0 DATURFEERR 2 T Mifa oM EETEME 2 R U, 5 OHEM LI+ 2 &5 %
HITVD,

ZID DHEN G | ARANTHENEREG T 28 7 R IniE I 2 0155 b O L IR S,
A B 2 x5 & U7 R IR AR 2 20 L . A 20, 2t R OB M R S 7z,

ARANDVE RS BB DO WRERIRC L D RIEREDR S bbi, BHEXIIELT
(CED AR B D, AFIDOBEG- R ORERIZIT, BEOBRE 71T BEN
R BTG AT, FEBL LIZFRITIE U 7S MR 22 Nk & B8R 2 R D ERD &g L T
WY EERIRE W 2 ATV B DS RISIT X D RITER 2N 5D 2 %A 12id. B BRE AR
IV CHIDBGE O RLE ZAT O MER D D,



3. BRIRRE
GIBRASBE /2 TR 0D 7RI IS R A 2 1T > 7o T2 20 B AR RAER 0D il 2 7R 9

[ 2]
ERIE[R)S I AHAER  (IMbravel50 #X5R)

EEALFHIERE D 72\ Child-Pugh 7758 A OYIBRARE 7 FFMIf s BE 1501 1 (A AN
61 il & Eie) ZxtBRIT, AFIKONRAL X7 (B z) CLTF, RV <=7
V9 ,) OFFHEE RAIGEAEE. 336 ) OFEIMER DL EZ Y 77 =7 hiL
et (LLF, (Yo7 7x2=7) Lwo,) (YT 7==7FE 165%]) & Lid 5% I
ARER A T2 L7272,

FERHEEE O—>Th 5 24EEHE (LUT. T0S] & 9,) OFRIfEITORE R, ITT
HLHIZBWT, KEIPFHBECY 77 = =7 L IR L THERIEENRD bt (N —
Rt [95%E#EX[#] : 0.58 [0.42,0.79], P=0.0006 [J&%!] log-rank #E ], MiHlA &K HE
0.0033) . HAE [95%ERIXH] (IAAOFHEE ChdiERE (HEERE], VI 7 2=
TRET 132 [104, #EEAREE] WA THH-7= 2019F8 A29 BT —X b v hA 7,
D, b9 —>DOLHFMTEH CT&H 25 RECIST ver.1.1 (2553 < ST AR H] & 12 L 2
e A LEHARE (LR, TPFS) &\ 9H.) IOV Th, FMIFOFEE. ITT £z T
ARPFRABETY 77 = =T L IR L THERIERARD b (N — R [95%5#
X : 0.59 [0.47, 0.76], P<0.0001 [J&% log-rank FE 1. WA EAKAE 0.002), Hik
il [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 ==THET43 [4.0,5.6]
HHTH-T= Q0I9FESH2 BT —4Hhy vA7, X2),

*] R (R & ) —VENIRIE, T DA RBEIRE, ~ A 7 n iR E s, FFIRERR
W AP A R, BT S) OEIG & 72 5 B XA Sz,

*2 o ARFIOERARETIIAA 1,200 mg F Y X< 7 15 mglkg & 3 B Z L ICHIRNE S, YT 7 =
=TIV T 72=27400mg % 1 H 2B OFEE LT,

1.0 "“—‘\._\\\_—\R
e A AR
0.8 TN T
\—\_1\—‘\—-——‘_.. 2 o : s N Lttt et & -

i 0.6 / MRRET
g‘i IS T =T
b 0.4

0.2

0

EEA3TGT»o0HE (A)
Atrisk ¥ 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
KRIFAEE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
V3T7=oO® 165 157 143 132 127 118 105 94 8 60 45 33 24 16 7 3 1

1 OS @ Kaplan-Meier {if (IMbravel50 #5%) (ITT £



REI AT

HERNIEAEENE

VT =T B

Atrisk ¥ 0 1 2 ] 1 5 f 8 9 10 1 12 13 1
FEIHARF 36 270 243 232 201 169 137 120 (L] 50 16 34 1
VIO 165 18 109 84 80 57 1 3 27 15 9 | ] 1

2 PFS @ Kaplan-Meier it (IMbravel50 7X5%) (ITT %)

HARNBEEMICKIT S 0S O Rl [95%(5 #8 X [ ] 13X AKOF I REC i fioRsE [
EARGE], VT 7 =TT 149 HEEARE] WA NP — R [95%E/XM] : 1.71
[0.50,5.84] ThH o7z (KH3), £7=. BARNEBEZEMIZIIT S PFS O Rl [95%EHH
DX IEAAI G AR C iRz (6.4, HERBIVH .Y T 7 = =TT 7.7[4.2,12.7]
A =R [95%EFE XM ] : 0.85 [0.39,1.86] Th o7z (X4),

1.0+ 1
= ] L\777:7—7%“5

FEIGAE

0.8

0.6

EFEE

0.4

0.2

0
EEZEF TS 08™ (5)
Atrisk % 0 1 2 3 4 ] 6 7 8 9 10 11 12 13 14 15 16 17
AEIFFEEEE 35 35 35 34 33 30 30 29 26 2 17 9 8 5 3 1 1
VIU2ZOB 260 23 22 2 22 20 20 20 18 14 11 7 5 4 1

3 HAAEHIZEIT S 0S O Kaplan-Meier Hi#; (IMbravel50 i52) (ITT 4£[H])

1.0 {+—+—"7

REI G AR

o

S
Iz B

=

ﬁj

'S

SRS

[

Atrisk$t 0 1 2 3 i 5 [ 7 8 ) 10 1 12 13 11 15
AEGHYE 5 3 o200 29 8 % 2 1715 10 | 4 2 | 1 |
V=08 2% ) 0 16 16 10 ] 9 5 3 2 2

4  HARANEMICEIT S PFS © Kaplan-Meier ififi (IMbravel50 345%) (ITT 4£[])




[ 414]

[E BRI RSB IFERSR (IMbrave 1 507805%)

BEFGIIAAIOI R 323/329 5l (98.2%) . VT 7 = =7 154/156 i (98.7%) I
R B, FREREE (AAIGFARE CIIARI TSNV X~ T VT T2 =THTIIY 77
= =7) L ORRERENDGE TERWAFHERIIARANOHEE 276/329 1] (83.9%). ¥ 7
7 = =7 147/156 5l (94.2%) (ZRRD HAVTo, FEBLEDN 5%LL EOARA] & DR FEIRN
BETERVHEEFRZIR1DOLBY Tho T,

F1 FBIRN 5% LEOKRA E OREBEBNATETERVAEES
(IMbravel50 35k) (e PEMFAT < S4E M)

IRERIRSYEE (SOC: System Organ Class) AAIGFHEE (329 1)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) B (%) B% (%)
AH & OREBIFENEE TE WS ERR 252 (76.6) 90 (27.4) 4(12)
ER AR A 107 (32.5) 41 (12.5) 0
AST #/0 45 (13.7) 14 (4.3) 0
ALT /0 34 (10.3) 7(2.1) 0
fm ey L e B 27(8.2) 2(0.6) 0
iR 23 (7.0) 7(2.1) 0
—i% - REEER L O SENLORRE 91 (27.7) 6 (1.8) 0
T 49 (14.9) 5(1.5) 0
FEEL 27(8.2) 1(0.3) 0
B IBkEE 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
G B KOV TR RRbE & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
W5 29 (8.8) 0 0
AR L OvseskEE 58 (17.6) 6(1.8) 0
RARIEOE 29 (8.8) 1(0.3) 0
Mo inbEE 35 (10.6) 1(0.3) 0
FRIREERE AR TE 25(7.6) 0 0
55, R L OWEADHE 33 (10.0) 7(2.1) 0
HEAIZLE S RS 32(9.7) 6(1.8) 0
B LR RS 33 (10.0) 6 (1.8) 0
EHAR 27(8.2) 4(1.2) 0
i 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

B AAIDFHBRC IS W CRBEMERIZ S 3 61 (0.9%) . FFHERERETE 87 B (26.4%) . K%
K HEOTH S H (1.5%) . R TH] (2.1%) . HARIREERERE 39 61 (11.9%) . FIEHRE
PR 1B (0.3%), THEEABERERE 1 61 (0.3%), #fREE (F7 2 - NU—EERSEL S
7p) 1 % (0.3%). infusion reaction 32 %] (9.7%). BHERERESE (JRAEHVEMERKE) 2 H#i
(0.6%) . BEEDOREREE 2 6] (0.6%). Wi 1 6] (0.3%), 4FFERED - FEE:AT
FHERIBAME 21 61 (6.4%) K OVEYIE 20 B (6.1%) 2388 Haviz, £z, 1 BUERM, &=
FERRIERE, % - BRI, Ahoe - ARECTIRIE ., O R, MERE RAEMGERE, oM MK
B PEEREER 338 B L o Te, AR EFRIEBURDUIBIE SR (RRAREMERE 2 5T)



EETDEHFBRETT,

AARNBEEMZI T 26 FFLIIAFOARED 35/35 il (100%) . xtHEFED 23/23
Bl (100%) (2788 B, 1REHE & ORREAMRNGE TE WA FEFEGIIAAIGHIHED
31/35 5l (88.6%) . XFHEHEED 22/23 il (95.7%) ZFBD HiLTe, AFIPHHAEEHZIBWT, %
BN 5%LL EORAKE OREEBRNEE TERWAEEFZIIR 2D LBV Tholz,

#2 AARABFEMICBOTRERN 5% EORAIE OREBENEE CERNWEERR
(IMbravel50 55%) (2R 4L M)

IRERIRSYEE (SOC: System Organ Class) AFIOEFHEE (35 1)

FAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) % (%) Fk (%) B (%)
AH & OREBENTE T WS HERR 28 (80.0) 8(22.9) 1(2.9)
—i% - RHEER L O S ENLOIREE 10 (28.6) 1(2.9) 0
s 2R 5(14.3) 0 0
FEEL 5(14.3) 0 0
i 2(5.7) 1(2.9) 0
MEIREE. MISRE & VHERES 8(22.2) 0 0
FHEfEE 6 (17.1) 0 0
AR AR A 6 (17.1) 3(8.6) 0
AST #40 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
R L OB E 6 (17.1) 2(5.7) 0
&7 V7 v fE 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBkEE 5(14.3) 2(5.7) 0
THi 2(5.7) 0 0
Por W 3(8.6) 0 0
RO IR RE AR T E 3(8.6) 0 0
BE, R L OYLE A GHE 3(8.6) 0 0
HENITHE D RS 3(8.6) 0 0
Mg EE 2(5.7) 2(5.7) 0
& I 2(5.7) 2(5.7) 0




4. JEFRIZDOWT

AHN OGP 72 BE Z22W - FrE L, AR OB GIZL Y EELRRIERZRE LT
BRI T B Z M 7o  LLFOO~Q@ DT X T &z T hEaIcB W THFEHT 5
REXTHhHD,

O MEg%iz oW T

O-1 TR (1) ~ (5) OWTNNITEYT Dk THDH Z &,

() JEAEFTBREDSEET 503 RIS RRES (ERE RS A SRR B SRR,
HUE A A RS FBEE L ST, HUBS ARSI 7R &)

(2) FrERERERIPT

(3) HENFRENFDEE T D03 USRS (D3 ARSI EWIbT, 3 A2
W 1IEBE, 23 AR HEE R /e &)

(4) ANHRACFEIEEZ R E L, SR RIEINE 1 XIS IEINE 2 Ofitisk FEvE
(AR D E1T > T D fitiak

(5) DU A AL & BN O i gk FEI AR B Ji H 21T 2 T B Jiliak

-2 FFARNR O (LR R ORINE IR BINE D XHIEIC 453 75 il & 1688 & RO R (T
ROVTIEH T HERN) 4, SUBHHOAACET 2 ROBEEH & L CRE
SRTVBHT .

#

EEEFFEUSE 2 FEONHEZE T L721RIZ 5 FELLEDO D ATRE DB IRIHE 2
{ToTWAHZ &, 96, 2480 X, BAREWREZ T & LBRRIBERE T ONHE %
IToTCWVWHZ L,

R EFEUS% 2 SFOUIIHE 2T L72&RIC 4 L EOBRRREREH/ LT\ 5D
Z L, OB, 3HLLEER. BRSSO D3 A SRS & G T IR 5 O IR HE 217
STWBHZ L,

@ BN OEIE S FWAE BLOARHNZ DT

M REPUCEE T 2 EE PR E S, JIEREN O OFRERD, AR - &2
VARG O E B NER S0 2 et AEFFRNRAE LGS OWE
W, ERNESLNIATONDEHINES>TWD Z &,




® FIWEFA~OGIRIZ DN T
@-1 M RHN B 2 2k

VR PER R R O EFE AR BIVE A 283848 L 72 BRI, 24 WERRIESHRIRTHI 0O 1, 24 %Mt 3
MR BV T, BB LZAHERITIE U CABEE B R OF CT & O EIEF ORI 242
TRRAL OFERAY B IR S AL, B BTG ATREZR AR 23 > T D Z &,

@-2 BEFAEFHIC & B0 EFRIEIC T 5 2

M IR 5 B 7 FIE B O RE 2 T D ERERE NREE T =2 ) > 7
EEDEEROAL V== VBTV ERE &R E A T 5 F — AERH
flHENTWD Z &, 2B, BAEHIZOWT, BABRE L ZOFERICHIICTEAMENT
W5HZ L,

@-3 BIEHORZEr-CHSIZE LT

AIVER (FEMERR A, APRRRERRTE . R - HEEO W, g, 1 RUBERP, P4y
kT (HURIREERERSTE . BIRPERERET . TRRAMEREERS) . MiftEE (F7 - N1

—IEERE 2 ) . BAERGHE ) IE, MK - BEMZE | infusion reaction, 4% « AHAL T AbARIE |
el (REMEMEBRSE) . EEOKERSE, L%, MIRERMEGER, Ei
PRI, Sz M MR PR SR EESR . AL FIRIEDFRRE O ik z e (dF ek FEWE
A ERIVDE) . ALFERIEDE R O EYWESF) 1Tk LT, M i%htiax X Zir B ERER O
ML AT D ER & U (BHEHOZE-OXSICE L THRER SR EZZ T 6 b
FHETHDZ L), EHITHUIRLEN TE DIEHNESTNDZ &,



5. RGxGR LR DESE

(G2 PRI B3 2 950H]

O EHLFHEIERED 720N Child-Pugh 7358 A OYIBRARREZ2 FFHIIRE BE 123V TAA
KON X~ 7 L ORFREGOHEIERRINTND,

@ TFRLICEY T D ERFICKT HARF O G K OMEHFIEIZ OV T, ARFIOA N
N SN TELT ., AHIOELERG LB 720,
o DTHAAIDOAEZMED R S TWVZRUMEOFTEMIREA] & OHF %5
o JRPTRIE (BB ) —WIENRE, 7 U RBERRIE, ~ A 7 v KGR R
%, ITEIREEAR R/ T BN L 2R TS . U BIRIES) OWEIG & 72 5 T A
FARE

(2B 4 2 5]

O TRICEZY T LEEIZOVWTIIAFIOTRG N EZR L SN TNWD Z b, 54217
DI L,
o KA LSBUE DB D & 2 B3

@ HRATOFHIICIB W T FREICZ S T 5 BH T OV T, AFOREITHERER IR

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

o HEMERREDOSIUITOBED H 5 B

o JuEBEiGR A CHE R 2780 5 B K OVEEIE OO B BRIMTE IS 058 Gt fiti ¢ 55
DRI IRIEVEZAL DN - B D B

HOREREDOD D EEUTEMERE L IXFFEMED B Qg kB OB RO
o¥aysecy

»  ECOG Performance Status 3-4 =V 0

GED ECOG ¢ Performance Status (PS)

Score

0 =< [ TEBN T x5, FMRl L R U B HAEEAHIIRZR <ATZ 5,

1 PIRROICI LR TNERIBR S D23, AMTATRE T, BEAEECHE > TOMERIIIT O J LN TE 5,
Bl BEWF A,

2 | BATAHECER OO O = LTS CAREEAMERETE L, ABO S0%LERA Y ATl ST,

3 RONTZHSOHEOEIY OZ L UL TEXR, HEO 50%LL EE Xy RR1Cil =7,

4 ELET RV, BOOHORY OZ LiFEL TERN, BRIy KR Tl Id,

10



6. BHICEEL TRHET & FH

O WISCEFITMZ, SERTEEE DRI 5 BRI EED & AR DRk K OV
RAOTDIZ LB R EWME B L T T2 &,

@ RIERLRIZEN D, BE X XZ OFIRICH IR a2+ o0 L, REE245
ThbokETLHZ L,

@ ERFWEHDO~HXT AL MZOWT

WEMEER S 5D Z ENHDDOT, AFOEEIZHT--> L, BEE
B (R IR, ik, FEEVE) OfERE R ORI X fid o e, Blgs 5
[ZAT5 2k, Fio, BEIR U THES CT, MiF~— —%DiE a2 £l d 2
&,

AFNOP 5L EE D infusion reaction (2 2 CTEAMFIZ 72D TE 5 Y
i %17 > 72 ECBsA L, ARFIE G R OARFIE G/ T %I Z A &
ET 5%, BEOREEZ 02853795 2 &, 7¢F5. infusionreaction % F8EHL L
AT, 2 TOMBEROERNER2ICHET L TEEE H0BET5 2
E

FFEEREREE N B S Db Z L3 D DT, AFI O HBIRART R O 51 11X
EHRCITRERER A (AST. ALT. y-GTP. Al-P, B U L E U ZDHIE) % FHhi
THI L, B, UIBRARREZR AR DA, FFEEERE SR B L 72 B O ARHA
DRI « IR A I OFEIE & I THNCERE LT\ D (IR SIES),
FORIRFERERE | RIRHSRERE E R OV F IR EEREN H Db D Z ENH D D
T, ARANOFG-BRAART & OB G-I I E SN IS RERR A (TSH., 16
T3, M T4, ACTH, M =29 — VR OflE) 2 3EEd 252 &,
AFNOBHIZ LY | BEORERISIZER T 5 &5 2 b b kA 7B E
DHOLOLNDZ ENRDHD, BENBDOLNIZHEICIE, BERLEFELIIL U
BLFR 72 05k & FRBR & RO R Rl & 8 U Cl Ul 2R BRI W 2 1 T\ IR o ik
FOGIZ X2 EWER DB b 2358121, ABIOWRIEUTH 1L, R OEIE RE R
NECHOBRGEEZBET D2 L, 2B, BIFEREARVEOREICLYEIFE
R OUEDGRD AR WNGA T, BB BB RV LIS O g il o
HLEET D,

BG4 T, BEM 5D ARE L COLRIERANRET D Z R 5720,
AR OG- THIZHRWEM ORI 2 ITEET D,

1 BUBERIGE R & o, BERFES 7V R—V RZELZENRHDHDOT, O
. Bl WS OFER DR BLLMAEED LIS HaEET 5 2 &, 1 KR
WREON T HEIZIT G EZ I L, A >R Y RF O B2 oY) 72 L %
152 &,

11



@ IMbravel50 FRERITIREBIAA)ND 54 8 £ TlT 6 MERIME. ZH LI 9 BRI T
HIMEDFHl 21T > T2 Z & 252, AFIEGHITERMICEBRE TR
R E1T O 2 &,
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