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1. IIC®IZ

S DOF N - ZEMEOHEROTZDITIE, A SCEFEICED Wl 226 23R
b, S DI, IEORAEROMESRIC L0 | PURESR A2 & OF9 208 HLE R
JPESEMPARENDH T, 2D DEEKGZ BN ERBFIRMET 25 2 L AMED
AR L 725 TRV R MBOEE & S B S $1 2016 (k% 28 42 6 H 2 H HEERE)
IZBWTH, EFMERLEOFAORBELHEEZXD Z L L& TnD,
BORIEABTESR G, EEERSCR 2T 1 7 7 A VBBEF O ESK T & B 5 ic R
BHZENDD, DD, AR ONZEMEIZET HERDHERT 5 £ TORM,
UHEERLOREZRZIT D 2 ENHIFINIBHICH L THERT 2 L &bz, BE
DB LB 23t e % & D 2 L A ATRE 72— O B % jii 7o 3 R R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TILHE LN TV DEFIETFH) -
BHR RN EE-S & | LUT D ESE S O feiii 72 5 A HEtE 3 2 8LA 0 b B Bk B2

F RO EFREERT,

I, KA KT A 0%, MSIATEUE NESE G ERE IR O, AAHEANR
AEGRIESE 2 — A EAN B RBRANBIES, —BEEVEAN B AR RS, —i%
FERVENBARY i o O AR N B AR MR « DAF2OWM DO b EAE
% L7,

KGR DERRS T TV ) A~ T GRIG R Z)

MR LRDMETHE « PR XUTERRIEOEIZME NK/T fila Y o VjE - S

MNEERDMEROHE : 2hredim
TV AX~T (BIEHHEELZ) OFEIEEGRIT 60 530:F TR
THrE L, PR G- OZEMEN BIFChiv, 2 B HUBEOE S
REf)IE 30 70 fH & CHIME T & 5,

R SUTEETAYEOEIZME NK/T M U o oS - Sl
WHE, AT 7YV X~7 GBI %) & LT 15 1,200
mg % 3 ERIFE CRMEEET 2, @E, 12 %00 Eo/NRICiE T
TV X< (G z) & LTI1E 15mgkg (IKE) (B
K 1,200 mg) % 3 ¥ MHIERE TREEET 5,

B3k IR 5E ¥ F - PAMREEM S




2. AFOKK, 1ERBERF

TV AT (BIEEHEBZ) (LIT, TRAL &v)H,) 1%, KIE D Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7 )Gl (IgGl) 7277 A0 MEE/ 7 a—FLHiRThH o,

CD274 (PD-L1) 1%, AEANIZBWTHRZMREICHI L TR | &R LY
2RER (T AR, B Ml L O = 1% 7 —T fifld) 225884 % CD279 (LLF, [PD-
1] &9 ,) KUCD80 (B7-1) &AL, ®REISELZAICHIET L B2 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7=, PD-L1 %, Flix Dff
EREIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 X4
THEY., PD-L1 & PD-1 241 U728 EE 1, BB PURRR A 72 T M © O BrEESE:
T D FD—o L LTEZLHLNTVD,

AFNZ. PD-L1 OHIRSMEIICKS A L. PD-L1 & PD-1 & OfEGEILET S Z L2
LV DATURFRA 7 T MIfa OB EETEE A2 B0 U, JEE O A I 325 £ & %
5 TW5,

TS OEEN S | ARFNTENEEGZXT 2 F RIE RIS b o L HIfF S,
HiISME NK/T Mifa Y ol - SRR A kb5 & LT BRI 2 6k L, Aohie, &k
K OB B STz,

ARFN DA BRI $5 BIE DI RUSIT X B RIERI S0 & & b, B TSI
EH AR B Do AROBE P ROBRERICIT, BHEOBEE HHITTO, B8R
W &V AICIE, BB LRI U 72 P A il & B RO TR & G L C il
YR EERIRBWT 24T\ B DRI UEIT & B BIE A b 5810 1%, BIREE R
T A OB GO B EAT ) LB D D,



3. BEREE
BRI ST M O EiAME NK/T HfR U o Sl « B KGRI 3EM 21T - 7= E 2B R
AR ORAE & T,

[H2hE]

[E N5 T AHERRRER  (ATTACK 35R)

12 s LA B O F3E ST EAME O EAME NK/T fifim Y o Sl « S B 14 5 &2 %5102,
AFNDFINE K O 2V 2 atd 2 5 TR 2 520t L=, 18 Ll Lo B I IARH
1,200mg % 3 B CLTF. TQ3W] &5 ,) T, 122l E 18 w0 BE IIEA
#l 15 mg/kg (5K 1,200 mg) % Q3W THEIRNF 5 L7,

ARBBER SN 14 B0 S B, FRHEIZL Y RX—R T A VEEOWE FTBEIRZL &
D &I oTe 1 Bl EFRS 13 BlE BT Rg L Lz, FEFHMEHE Th
% Lugano JEHEIZ IS < I EIT K D 28203 [95% (5 X [H]] (%) 1%, 53.8 [25.1,80.8]
(713 f5) TH-T=,

*1 o FAME NK/T S YD o 8l - SALCHT 5 1 LY A VUL EOIRIERENRSH Y . 2>, SMILE ik (5
FHAZ U AR PLFF— R AHFRAT 7 IR LT ARG EF =B ROT FFE L FOHE)
12 & BIBRIE D B D UL L 7R DR WIBE SRR E ST, BB, ODO~BD NN
WU 7=8A0T, SMILE BEICHIG & 72 B 720 &l S vz« WECOG Performance Status 2.
@70 BELL b, OFLAFURINC S50 S MU ALERIEIC L 0 | Soieie b UCl 1 2L Eoodfii % 243
EFHAREE. QKRR Y o/ 3EREL 500/mm® Al @ik mHaBHEYR H 5. O mrEZ k., O
TS U < 13aHE B 5 DRI RENRAS 1 UL R s, D&ERERHER 50%A00. Ut
@®SMILE JEIELISN D 3 A SRR I )T L CARIRHE TH 5,



[z 4]
W ITAHEG IR SR (ATTACKEER)

HEREGT 14/14 1 (100%) . AH & ORI FEIENEE TE WA EFRGT 11/14 4
(78.6%) IZRO LIz, AFIEDREREEPEE CTCETRWEAERRZIIR1DLEBY T

»HoT,

F1 FHLOHRBENREETCERVWEEESR
(ATTACK RRER) (LML %)

SRERIKRS¥E (SOC: System Organ Class) HEE (14 71)

HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.1) B (%) BilE (%) BE (%)
AL ORRBEFEREECERVWERESRR 11 (78.6%) 7 (50.0%) 0
&R AR A 10 (71.4%) 5 (35.7%) 0
Ui HRER B 5 (35.7%) 3 (21.4%) 0
AST #4 4 (28.6%) 0 0
SRk~ e %% 4 (28.6%) 3 (21.4%) 0
ALT #4)0 2 (14.3%) 1 (7.1%) 0
i R 2 (14.3%) 0 0
7 L7 F = HEhn 2 (14.3%) 0 0
=TI B N TaTA L HN 1(7.1%) 0 0
U R 1(7.1%) 1 (7.1%) 0
REEAD 1(7.1%) 0 0
—i% - RHEER OGO REE 8 (57.1%) 2 (14.3%) 0
FHEN 8 (57.1%) 2 (14.3%) 0
TR 1(7.1%) 0 0
KRG ¥ KOV ALk RE S 5(35.7%) 0 0
B 3 (21.4%) 0 0
SUERREE %% 1(7.1%) 0 0
% 9 FENE 1(7.1%) 0 0
TR RS 2% 1(7.1%) 0 0
Rtk KOsk E 3 (21.4%) 2 (14.3%) 0
K7 A7 2 e 2 (14.3%) 0 0
KAV v AiffE 1(7.1%) 1(7.1%) 0
K7~ U U A fE 1(7.1%) 1(7.1%) 0
A e 2 (14.3%) 0 0
g 1(7.1%) 0 0
Om% 1(7.1%) 0 0
JHE B E R B 2 (14.3%) 2 (14.3%) 0
SR MEIF R 2 (14.3%) 2 (14.3%) 0
B R B £ UGB FRRE 2 (14.3%) 1 (7.1%) 0
NSRS 1(7.1%) 1 (7.1%) 0
MR 1(7.1%) 0 0
MER LY v CRpEE 2 (14.3%) 2 (14.3%) 0
#rifn. 2 (14.3%) 2 (14.3%) 0
JEYIE R X OV A BiE 1(7.1%) 0 0
e 1(7.1%) 0 0
e, MaERds K OVERRRE 1(7.1%) 1 (7.1%) 0
RUE SRS 1(7.1%) 1(7.1%) 0
BE, hEB L OWE A OHE 1 (7.1%) 0 0
HEAIZLE S RS 1(7.1%) 0 0
PGy 1(7.1%) 0 0




#8 B BIK¥E (SOC: System Organ Class) i (14 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.1) B (%) BilE (%) BiEx (%)
BB RERE R 2 1(7.1%) 0 0
B, EiR LOSEMARAOHAY (ks 1 (7.1%) 0 0
LORY —T&ETe)
S M 1(7.1%) 0 0

7B, AANBEFNZ B THHERERE S - TR - fELMENBAE 2% 5 61 (35.7%) . R H#nE
fE2E 1 51 (7.1%) . infusion reaction 1§31 (7.1%) 2358 bz, F7o. MEMMER,
Kk - EF‘ODTT— BEde. 1 AUBEIRIS, AUIRIRBERERE S, T RAMReREE . Mk - B
Hﬁ”‘ - Hib 'JFEFH'%[‘E.:. (X7 v - NU—JEEREEET), BEIEMEE, EEOKE

e EXH% RS MEEERE) . ik - B0 l’“"ﬁﬁ@b D, MERERIE
fﬁﬁi\ {ﬁ[ﬁl@%\\lﬁl\ G M L AR E e OV SR « DRI 0 Z AN — T IR
D BRI o T, REWERFEBLIRDLII R EFS (FIR *ﬁﬁfﬁi Ete) HE TR
RETRT,



4. FEFRIZOWVWT

AHN OG- @O 7 BE 22 - FE L, AR OB G2 Y EEREERZ BB LT
BRIZKHNT 2 Z ENMERTED, LFOO~QD TN T &z sl W THERT 5
REXTHhHD,

) FEERIZ DWW T

O-1 o (1) ~ (5) OWTINITHEY T L THDH Z &,

(1) BAEFBREDTET 20 A2 FEOEEERLIRBLSE  (BREI W23 A2 a5 L SR BT
HE 23 A RSB BERL SR e, M S AU IRIRRE, NS ALSIRIE, AN A A
AR &)

(2) FrEMRERPL

(3) #EM IR ENIRE T 20N AREEEERE (B AR TR, 23 A
W IIIEBE. DS AR HEE R 7 &)

@) IR b FRIEEZRE L, SRIES L FRIEZEEL 1, SORIEE L RIEZRE 2

ST KRE G LIRS HRE 3 ORiak BT R D M 21T > TV 5 fitigk

(5) PUEMEMEEEAILL ST & BN R O st FUEIZAR D Jm H 21T > TV D ik

®4Jw%HszT%M@Uyv%i-%ﬂwﬂbﬁﬁﬁﬂﬂﬁ@ﬁﬁﬁﬁﬁﬁﬁﬁﬁ?*+”ﬁ&u
ik & RRER A R OERT (TEROWTIUNIIE L T HIERN) 25, Y2 OAFNCET 5
BROBMTHEE L THEISILTWD Z L,

7

[ Fife RS % 2 EOWMIFHEZE T L7oIC 5 FEL OB AIRIEOIEKRIHE
ZIToTWH T e, 9b, 24D X, NAEYEEAR L LR O
EEITIR>TWNDZ &,

PR EUS% 2 FOMMHEZE T L7o#%IC 4 FU LOBKRRRZ A L Tn
HZE, 9B, 34EL RIE, AR O 03 A SR EE & S T R PR IR
WHEZIT->TW5H 2 &,

FERfife A% 2 EOMMBHEZE T LB 5 L Eo/NR MK OVNE A
A Et/ NIRRT 5 2 &,

) BEN DEREMFREBEDOEH]IZONT
@ﬁ&%ﬁmﬁ’ﬁ$féﬁﬁﬁﬁmﬁéﬂ\@%ﬁ%ﬂ%@%%%ﬂxﬁ@ﬁ-ﬂ
Bt aLEUfﬁi&O)*ﬁiﬂlk()[:Eﬁ%% AT D IRt AHEFRNRE LIS G OWmE

¥, FRESCHIATON DRI E T Z L,



® BIER~DOXIRIZONT
@-1 MRk Al B9 5 B

PRCPER PR R O E RS 20 BV A 2SR A L 72 BRI, 24 BERIRSIRIRHI OO T, Mt %
PRI RN T, FEB L BIERICIE U TR B O CT S5 D BIEF O S AN 43
IRRAEORBRENYS BRICEON, B SIS TRER I S T D 2 &,

@2 ERUEHHIT L 5 A EEEHICI BT 5 B

B AR B BRI A AL RS AT 5 R R BB E = 5 ) > 7
REWIERDO A Y —= 2 7 RATVEIRE LR S T 5T — AR 28
I TWDZ &, 2B, BIREHIZOWT, WABRE L ZFOFERICHHIZEmINT
W5nHZ &,

@-3 BEHEADOZErx B LT

RIWER (FEMEMEE, SRR - TR - BEMEIRE R, RIBZK - EHEO NF, P
KoV BBEIRIE . Norubbass (HRIRARRERE | RIIB HRERa . T EE A HRREREE) | MMk -
BifEe - TR, MR (X7 v « AU—JEEEA2GT) . BIEMEIE, BEEDK
JEREE, BHREREE RMEMEMERRSE) . Mk - BEOmaAE, Ok, mEkER
SEWHE, infusion reaction, ¥SMLPEE ML, Sl M/ MOBAE, DIEK « DT - O
Z IR T ) AR LT, Y T R B OB ME A A 9 A R &EE L

AHER OZBOXHSICE L THRER X EELZ T ONLOKMICH D2 &), HHITH
BN ALIED T E DR TnD 2 L,



5. BEXB LR HRE
(HZIEIZ B3 % FIH]
O FTROWTIIZHE YT 2BREICBWO TAFIOBEMBEEOHEIMENRTREN TV,
o 1 LI AL EONRAIEMFRIEIC L DRI 2 AT 5 B3 XUTEG M O ghsh ik
NK/T #Hfa U o Xl - SRS
e SMILE¥iE (TXxH ALY AV bhbFxFt—h AFA77I K, L-7TA
NIZXFT—BRO= FARYR) OWRFERERSH 5, X SMILE LD & 72
SRAdAY:E

@ TRICHEETLEECHOWTIL, AAOFAENHL SN TE LT, AF OG-t
RLRDBR,
o ALFRIERIBIROEE
o MOTUEMEA L O Sh o BAE

(Ze eIz B3 % FIH]

O TRICEST2EEICOVTUIARFORG NG E SN THWDZ Enb, BEEIT
DNz &
o ARFNDOEIIZXT LIBBUEOBEERE O & 5 BE

@ HRATOFMICIB W T TRRICE Y T 2 EF IOV T, AFOEGIIHERE I L0

D3, A OTRFEEPE DN WIGEIZIRY | HEICAKIZHEH T2 L 2ZETE D,

o HEMMREDOE I IT T OBEDH 5 B

o MBI AR A CRIE R &R 2 B K ONE B D KU R IfiE e <o iYL it 7% %
DI RIEMEZAC I B 5 B

o HOREREDO D D EEUIEMRAE L < IXHIEM%ED B Ok B OB RO
o 5B

e ECOG Performance Status 3-4 "V @ ¥

(ED ECOG @ Performance Status (PS)

Score
0 < MR IRBTE D, &R U HFAEEDHIRZR <ITZ D,
1 AR LUOTEENEHIR S 228, BTRHEC, BIEESCHE - TOMEHEITITH 2 LT %,
Bl BOWEE, FHIEE
2 HBATHBETH Y OFDEID O Z L Z T X THREEPEEIZTE 2V, HH O 50%LL Fid~y FATil 27,
3 RONTZHODOHEDOEIY OZ L LTERY, HFO 50%LL &2~y K1 Tl 23,
4 2<L@F RV, BOOEORIY O Ligel TERV, BRIy KPR+ TiiId,




6. BMEICERL THEETREEFH

O  USHHSCEZEIOIN %, WEIRGEEE DR 5 GRS 1T -5 & ARHF D Frit M OV 1Efil
HOT= DI B EFRE B L TR T 2 &,

@ JBREBIAICHES D . BE XX OF RIS fERMEE oA L, FE 25
ThoEETHZ L,

@ FEREBEWERHO~RT AL MMIZDOWT

MEMEREBN D 5o d Z ENRHDHD T, KFIDOEGIZH = > Tk, BEIE
AR (RRUL IR, iZWk, FENEE) OfER L O X e ds O FEhESE, Blggs+5r
W79 2 &, Fo, MBS UTHE CT, MG~ — b —FDOMRELZFEET 5
ek,

AFN OG- ILEE D infusion reaction |Zfif x TEARC 072D T 5
i 24T o 72 L THlA L, AFIE G- R OARANE G T RITAA 21 &l
ET 5%, BEOWREZ5IC8237 5 Z &, 7235, infusionreaction Z3EHL L
AR, 2 TOBEROERNZERICEET 52 TREZ 08575 2
ko

JFHSRERR S . BT, B(LMENRER DS HoND 2 ENH DD T, AKFDOEHH
LERT L O G- I M e W IFEERE R & (AST. ALT. y-GTP, Al-P, £V /L
EUEORE) 2 FEMTDH L,

FUR IR BB . BB B E X OV T R ERNH N D2 ERHHD
T, ARFIOE 55 RT R OB G- I E I N et 4 (TSH., 78
T3, 8 T4, ACTH, I 2TV —VEORIE) #EET 52 &,
AHNOBHIZ LY | BEORERISITERT D LB 2 LD Hkx REROTE
DHLONDLZERHDH, BFEPBDOLNTZLEITIE, AR LEEFELIIL U
LR 720 ek & Bk 2 Re O R Rl &l U CE bl e B2 21TV 1\ O
FOSMZ £ 2 RWER BN 25551213, AFIORFESIH IR, & ORI EE A
NERIOBRGEEZBET L2 L, 2B, BIBRERNVEOREIZLYEIE
FOBGERFRD B WA T, BIE BE A /VE SO s il o8 hn
HLEET D,

B A& T % BORAM O AR\ L COLEWERANRE T Z 0B D720,
AHN OB GHETZRIZHEWEHORBU2ITEET D,

1 BUBEPRIS  (BE 1 BHEIRI 2 3 de) b bbb, BERWMES 7 v F—3 X
WCEDZENRHDLDOT, A, El, MEEEOER OB MbEE O EAC+
DEETDHZ &, 1V BBERE N SEDON TG E IS EIE L, AR UH
FlOF5EDOEY) R EEZITO 2 &,

@ AHNOEEFERBRICIBW T, &GRS 48 M £ Tk 6 BB, T LT 12
T IR THIED TN 24T > TV - 2 & 2B E 12 AFIFE G- J 3 E B A s
T CHHROMEREZITO T &,
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