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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 72 TRV R MBOE R & B B S $1 2016 (% 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
BRHZENDDH, DD, AR ONZEMEIZET HERDHERET D E TOM,
UHERLOREZ B ZIT D 2 ENWIHFINBHICH L THERT 2 L &b, BIE
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

Tl OB FHE RT,

BB, RTA KT A A%, MNIATBOE N EIK GG RSB O, AAMEAR
REERIES S5, —BAEEE A B AREERNAE S, —FEETE AN B R iR Es, —%
FEEEN BAR Y v SRS R O EE N B AN « BAFEOWM IO b L 1E
% L7,

KB L R BEEY TV A~T GBI %)

RBERDHEIPE « FFRESUTHEERMEOHiZME NK/T #j U o Xl - &5

R ERHMEROHE : 2hhedtis
TV AX~T (BIEHEELZ) OPEIEEGRHIT 60 530F TR
TFRE L, FIEE G- O ZEMEN BAFChiu, 2 B HEBEO&R S
IEI 30 0 & CRME T 5,

PR3 T HEBYE D EAME NK/T HIflR ) oo Sl - SR
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,

B3E 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—FLHiRTH 5,

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

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), 7=, PD-L1 %, FlEix Dff
EREIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 X4
THEY. PD-L1 & PD-1 240 LRI, BB PURRR A 72 T A © O BUEELE
T D FD—o L LTEZLHLNTVD,

AFNZ. PD-L1 OHIRSMEICHSA L. PD-L1 & PD-1 & OfEGEIET S Z L5
LV DATURFRRA 7 T MR O MBS ETEE A2 B0 U, JEE O & Jif 325 & & %
5 TW5,

TS OEEN S | ARFNTENMEEGZXT 2 7 RIEERRIC e 0E5 b o E IS,
HigME NK/T M U o Sl - SR 2 5b g & U7 BRI A FEh L, Aahitk, etk
K OB B STz,

AFN OV D < B ORE RIS X DRIEER & b b, BEUIFELTIC
ELARMEND D, AFOEGH R OBRE%IZIT, BEOBIZEL 7TV, B DG
D B G AT, FH LT F LU U RPN 22 ik & R 2 RO R Al & di L Cl
B2 EERRZ I ATV IR OREROSIZ K D EIER S b 2 5681218, BIRRE RV
RO GHEDWY)IRALE 24T 9 R D D,



3. BEREE
BRI ST M O EiAME NK/T JifR U o Sl « B KGRI 3EM 21T - 72 E 2B R
AR ORAE & T,

[H2hE]

[E N5 T AHERRRER  (ATTACK 35R)

12 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 (K 1,200 mg) % Q3W THEIRNF 5L 7=,

ARRBRIZBER SN 14 B0 5 B, FRHEEIZE Y R—R T A VFEORE FHER L H
D &I oTe 1 Bl EFRS 13 Bl BT eg L Lz, TEFHMEHE Th
% Lugano JE¥EIZ IS < OB K D 28203 [95% (5 X [H]] (%) 1%, 53.8 [25.1,80.8]
(713 f5) TH-T=,

*1 o FAME NK/T S D 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 FEY FOHE)
12 & BIRRIE D B D UL L 72 B AR WVIBE SRR E ST, BB, ODO~BD NN
WU 7=A0T, SMILE BEICHIG & 72 B 720 &l S vz« WECOG Performance Status 2.
@70 BELL b, OFLAFURINC S0 S M LERRIEIC L 0 | Sokpeik b UCHl 1 12, Eosfim % 243
LRI, @AM Y >/ <EREK 500/mm? A, ©E MEBAIAIEER H 5. OF ML L, O
FEARBIES L < VRiae 4 B9 5 LM RIEIRA 1 DLl 3RS Hhs, &R 50%AR0, Xt
@®SMILE JEIELISN D 3 A SRR I )T L CARIHE TH 5,



[z 4]
W ITAHEG IR SR (ATTACKEER)

HEREGT 14/14 1 (100%) . AH & ORI FEIEREE TE WA EFRGIT 11/14 4
(78.6%) IZFRO LIz, AFIE DREREEPEE CTCETRWVWEAERRZIIR1DLEBY T

»HoT,

F1 FHLOHRBEENREETCERVWEEESR
(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 (%) B% (%)
AFH & ODREBEENEE TERWEFERS 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
FEEL 8 (57.1%) 2 (14.3%) 0
T R 1 (7.1%) 0 0
FRGH KOV TRk b 5 (35.7%) 0 0
15 3 (21.4%) 0 0
SUERREE %% 1(7.1%) 0 0
% 9 FENE 1(7.1%) 0 0
HERERR B S 2% 1(7.1%) 0 0
Rt L O%EREE 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 b U U AlinfE 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
JHEREE R B 2 (14.3%) 2 (14.3%) 0
SR MEIF R 2 (14.3%) 2 (14.3%) 0
B RS SR ES & OV ARk 55 2 (14.3%) 1 (7.1%) 0
RS 1 (7.1%) 1(7.1%) 0
MR T 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
S 1(7.1%) 0 0
e, MaERds K OVElRRE 1(7.1%) 1 (7.1%) 0
RUE SRS 1 (7.1%) 1(7.1%) 0
BE, PHEB X OWLESIHE 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) BiEE (%) 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, AANIBEGFNZ B THHERERE S - TR - fELMENBAE 2% 5 61 (35.7%) . R H#nE
e 1 51 (7.1%) . infusion reaction 1 3] (7.1%) 2358&® Hiviz, Fio. MEMMER,
Kk - @“@Tf FEge, 1 UBEIRIA . HORARPERERRE S . T H(ARRREMRE . MK - 3
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 VMBS « DFEIRITRE D Z AN — T IR
D BRI o T, REWERFEBLIRDLII R EFS (FIR *ﬁﬁfﬁi Ete) HE TR
Rz d,



4. FEFRIZOWVWT

AR OG- @O 7 BE 22 - FrE L, AFIOR G2 Y EEREERZBEL LT
BRIZKHNT D Z EBMERTED, LFOO~QD T T &z sl B W THEHT 5
REXTHhHD,

) FEERIZ DWW T

O-1 D (1) ~ (5) OWTNNITHEY T L THDH Z &,

(1) BAEFBREDTEET 20 A2 FEOEEERLSIRBTSE  (BREI W23 A2 a5 L SR BT
HR A3 A RSB L SR e . MBS AV, /NS ABLEURRE, /NS A
e L)

(2) FrEMRERPL

(3) HBENFIRAFNFEE T 208 A2 BREEEHPE (D3 A RHGEEEHR NPT, 23 A
W IIBE. DS A REEEHEME R PE 72 &)

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

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

(5) PUEMEMEEEAILL ST B BN R O st FUEIZAR D Jm H &2 1T > TV D ik

©-2 HisME NK/T #ifg ) > S - %ﬁéﬁlﬁ%ﬁ?ﬁ&@‘@wﬁﬁﬁ%Véfﬁﬁ%?@iﬂ\“ 25y m
L B A OB (FROWTNAICES T HEM) 23, MBI ORANET 5
EROFHEA L LTRBSR TV 2 &,

#

e RS % 2 EOWMIFHEZE T L7o&IC 5 FELL OB AIRIEOKRIHE
ZIToTWHZ e, 9b, 24D X, NAEYEEAR L UTREEEF O
EEITIR>TWNDZ &,

PRS2 FOMMHEZE T L7o#%IC 4 FU LOBKRRRZ A L Tv
HZ Lk, 9B, 34EL RIE, AR O 03 A SR EE & S T R R IR
WHEZIT->TW5H 2 &,

EE Rt A% 2 FEOMMBHEZE T LI 5 LI Eo/NR iR K OVNE A
A Et/NERERRRBR A T5 2 &,

) BEN OERRBIFREHOEHIZONT

%”%ﬁmﬁ’%iﬁéﬁﬁﬁﬁmﬁéﬂ\%ﬁﬁ%ﬂ%@%ﬁ%ﬂ\ﬁ@ﬁ-f
Bt aLEﬁfﬁi&O)fﬁiiZk()[iEﬁ%% A D IRt AEFRNRE LSS OWmE
¥, FRESCHIATON DRI E T Z L,



® BIER~DOXIRIZONT
@-1 MRk Al B9 5 Bk

PRCPER P R DO EBS 20 BV 2SR A L 72 BRI, 24 BERIRSIRIRHI OO | M3l %
PRI RN T, FEB L BIEAICIE U TR B O CT S5 D BIE 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 OB S AT 5 R R BB E = 5 ) > 7
REWIERDO A Y —= 2 7 RATVEIRE LR S T 5T — AR 28
fEENTWVWDZ &, BB, BIHIERHNICOWT, BDAERE EZFOFEICHS5IZJEME T
WHZ &,

@-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, MRIEE (X7 v « AU—JEEEA2ET) . BIEMEIE, BEEDK
JEREE, BHREREE RMEMEMERRSE) . Mk - BEOmaAE, Ok, mEkER
SEWHE, infusion reaction, ¥SMLPEE ML, Sl M/ MOBAE, DIEK « DT - O
H IR T ) AR LT, Y T R R OB ME A A 9 A R &EE L

(BIEHR OZEr-LRICZRE L THRER OB AT ONLE&MFICH L2 L) BEHICH
BN LIED T E DKM T D 2 L,



5. BEXB LR HRAE
(HZIEIZ B3 % FIH]
O FTROWTIIZHEYT 2EREICBWOTAFIOBEMEBEEOEMENREN TV,
o 1 LI AL EONRAIEYFRIEIC L DIRFIE 2 AT 5 B3 XUTEG M O ghsh ik
NK/T MR U > S - &R ERE
e SMILEWiE (TFHAXY Y AV LFE—h, AKRAT77 IR, L-7T A
NIZXFT—BRO= FARYR) OWRFERERSH 5. X SMILE LD & 72
SRAdAY:E

@ TRICKETHEEITHONTIEL, KAOFEZENHESL SN TR ST, AFIOB G5t
RLRDBR,
o ALFRIERIBIROEE
o MOTUEMEA L O Sh o BAE

(Ze eIz B3 % FIH]

O TRICEYST2EEICOVTUIARFORG NG E SN TS Z Enb, BEE(T
DNz &
o ARFNDOEIIZXT LIBBUE OBEERE D & 5 BE

@ WBHEATOFHHIZI W T FRRICIE Y T 2 BE IOV TIE, AFOFGIHERS e

D3, MOTEERFUL D 72 WIGEICRY | HEICARZHENT 22 2B TE 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
boHEE

e ECOG Performance Status 3-4 "V @ B

(ED ECOG @ Performance Status (PS)

Score
0 < MR IEBTE D, BiiE R U HFAEEDHIRZR <FTZ 5,
1 PHARRIIZI LU NEBNEHIBR S 223, BMTRRE T, BRAIEHESCHEE - TOMEHEITITI 2 LR TE 2,
Bl BOWEE, FHIEE
2 HBATHBETH Y OFDOEID O Z LI T X THREEPEEIZTE 2V, HH O 50%LL Fid~y RATil 27,
3 RONTZHDOHEOEIY OZ & LTERY, HFHO 50%LL &2~y KTl 24,
4 2<LEF v, BOOEORIY O Lige TEhRV, BRIy KPR+ TCiId,




6. BMEICERL THEETREEFH

O  USHSCEEION %, MEIRGEEE DR 5 GRS 1T -3 & ARHF O Fri M OV 1E i
HOT= DI B EFRE B L TR T 2 &,

@ JBREBIAICEN D BE XX OFRICAEME R fEBRMEE oA L, FE 25
ThoEETHZ L,

@ FEREBEWERHO~RT AL MMIZDOWT

MEMERR BN D 5D ZENH D DT, KRG I2HT= - Tk, BRE
(R IR, ik, FEENVE) OREFR K OWER X SRR o Eitids, Blgs+5
AT 2k, Fio, BB U THES CT, MG~ —h —%0R&z Eiid 5
&,

ARANOPEE T EE O infusion reaction (2 2 CTEEAANFIC 72kt dD T& 4 U
i %47 o 7 L CRAE L, AFIE G- B ORI G54 THIZ A Z v A vzl
ET 5%, BEOREEZ+H0I28%2T 52 L, 70, infusionreaction % F8EL L
AT, 2 TOMBEROIERPERCBET L TREE2 0BT 5 2
L,

freReEREE . fF2e, BLMEIRE RN S BN D Z ENH DT, AFIOELR
IERT L OG- I M e W IFEERE R & (AST. ALT. y-GTP, Al-P, £V /L
EUEORE) 2FEmTHZ L,

FOR IR RE R . IS RERE = R O T RIAEERRE N H S bbb Z R DD
Ty AFI O 5B ET K O G- P X E RIS N WS RERR A (TSH., b2
T3, 8 T4, ACTH, M =25 —/VEORIE) 2%+ 252 &,
AFNOEHIZ XY | BEORPE ISR T 5 L& 2 5Dk~ 7 B e
BHOLONDZ ENbD, BENEDOLNZHEAICIE, BELLEERIIS U
B 70 ik & RRBR A RO BEAT & EE L Culi bl e s R W 21T\ I8 E oG
BOSIZ & B EWER N EEDN 2551213, AFIOWRIEUIF 1L, KO- RE R
WEVRIOBRGEEZBETLHZ L, ok, BIBREFRLVEOEGIZXEEHE
HOUEDNRD AR WGA IR, BB B AV 2 LSO s il # o0
LEET D,

PG TH, BEBA S ARB L TOrSRIERNRRERT L Z 08570,
AFNOEEHET %I HRIER ORBBUZ 2 ITHEET 5,

1 BOBEPRI (BUE 1 BUBEIRIS &2 & de) 23 Db, BERFMES b7 v F—v A
WCEHZENHDHOT, 0¥, B, EHEOEROFEELCMPEEDO EA1C+
SERETHZ L, 1 BERENEDN ARG 2L, R Hl
F O 55 DWY /@& E1TH 2 &,

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

10



