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Y=Y (THRERERD) , Y=Y (BRTEAREREIBR)
4=y Fy b Y 7 RESHE 1200 ng (—RE TTY | 43—V Sy hY 7 EREREE 1200 g (—R4& 7T

VX7 GRETFHEHEZ). DT TAAL EVH,)
IX. ¥E®D Genentech, Inc. IZ X VAN
programmed cell death ligand 1 ‘(D\"F\ TPD-L1]
EWVO KT BRES v T Y. GL(ELT, [gGL)
LWVWH ) VT FADE MEE S/ 7 u—F bk

| ch 5,
CD274 (PD-L1) i, AEENIZE W THRERHMA |

ELIZRBELTEY., B LY 88k (TR,
BHIRAR N F 2 S4% 5 —T HilE) ZiCHKHBT5
D279 (BAF. TPD-1] &\ 5,) KUrCD8O (B7-1)
LiEA L. AERELAICHETAEELLNT
W5 (Immunity 2007; 27: 111-22, Int Immunol
2007; 19: 813-24), ¥7-. PD-L1ix, fEx DIES
MBCZLEHRL VDI L (Cancer Immunol
Immunother 2007; 56: 739-45) BS#HEINTEY.
PD-L1 & PD-1 &4 L7=RIRIT. MBS AN LR
B T ffa b OBRE & [BhEE3 5 FF D —D
LLTEILNTNS,
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cp279 (BAF. TPD-1]) XUt (D8O (B7-1) LHEH
L. B EEZACHBETILEZDONTVD
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MR b ORBEE R ERT WFO—o L LTHE
2 b TWVD, -




5 ~— D

O EFEERFMARRER (0AK 3BR)
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ETIL, I FTRBEE L LEEEICI .,
ZIEHEGRR FAEEAI XL ALK FREEA &8
T AHPBMIEERIC L D RERER D 5 BEN
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o ARFIOFEIXEE D infusion reaction iZfi X
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7o L CRtA L. AFIHEE DR OEFRERK
THREAS LA VERETHE, BE
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1. [ZC¥iz 4 . :

ERR OB - REMORROTDITIL, T TESCE SO BERERANRD
BB, &bIT, IEEORERMOEHI LY | FHEESRR & OHH 72 FRIERS
FERRIERSNDHT, 2hbOERS ¥ EICHERBFITRET 5 2 L RERO
WEEL 2o TRV BEHEEE L S OREATE 2016 (Tt 28 5 6 5 2 A BB
ERVTH, EHMERREOEAOREEEZEB 2L L ShTV5,

FHREFSFEERRL. BEERCEER 71 7 7 4 VRBEOERS L H LM E
RBZERDB, ZOED, APHHERVZLEICET 2BRN+SERT 5 ETOM,
UHERROBELRZTE 2 LA SNABEICT LTERTA L & bIc BIfE
AARR LB BB E & 52 L RTRRR—E OB 3 E R E
THEZLREETH B, o

L7eoT, BKHA RTA Tk, BREBSCINETRRELNTWAESZEZY . ¢
B RHICESE, UTOEESOREERERET 2BAP L UEREE, £
FROEETEETT,

BB, AHAA WIA i, WSfTBE N ERES ERSER A, AEEEARA
BRARIEEYS, —REEEA B ABRARES, BEFEFEBEABFHBELRRE O
— RN B AR A DB A Db L ER L, -

B RBEERR : TRy MY 7 AREE 200mg (—B4% : 77V U X< GBIE
L FE#Z)) o

WL RBMENEINE : YEREL NI

RBERBFERVCAER : IVRTTF U RO bRV REOHBIZBWNT, BE. RAIC
B7 7YYV X<7 (BEFE#RX) & LT1E 1200 mg % 60 4y
BT C 3 BEERTARRET 2. 28, YERSOREERE
FCHE 218 B BEOBRSREIL 30 SME TEMTE 3,

B R R OEE PARSEKAH -

(%)

HANRTTF L OPMREXGIHR, AERVHEE

DIREXIRDER ¢ M/ INERE .

RERCHE : 88, RARKIBIILNVRTTF L LT, 1 B 1E300~400mg/m? (5%

) ZREL, PR b 4 BEKREST 2, che 17—kl #

EERYET, 28, BEEIT, FH, KA, ERIC X VETERT 3,

= MRV FORBEXIISE. AEROHE
SIBESUIIZNE ¢ Fh/INERaE



RAERCHE: = I~_7J<°°/F‘k LT, 1 BE 60~100 mg/m* (FREHR) %5 B s R
R L, 3 BERETS, che 17— l, B#EZRVET,
k. WEEBIRA, ERICX VEEEET D,

BRERRBRIC BT A A A O M - FIEX 3. HRERE OE (P5~) 2R



2. AH DK, ERBF
T2 M) 7 EERE 1200mg (—R4L : TFY Y X< (ﬁ{a%%ﬁ?ﬁz) BT T4
Al &V 5.) 1%, KED Genentech, Inc.IZ X ¥ Al#L X 717z programmed cell death ligand 1
(BLF, TPD-L11 & 3,) It T5m&E 2 ur ) v Gl (LT, rIgGlJ i, ) vl
JTADE MEE/ 7 u—FVHRETH B,
 CD274 (PDLD) 1. AHMICREWTHERTHRSICRALTHY . EfbLzY
VNER (T HIRE, B HRER N2 7 0% 7 —T MIkE) 1238425 CD279 (BLF. PD-
1] £5,) RUCD80 (B7-1) LFAL. SEEErAICHETSLEX TS
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), ¥ 7=, PD-L1 it, Ex OfE
AR B FE LT3 Z & (Cancer Inmunol Immunother 2007; 56: 739-45) 2384 S h,
- THY., PD-L1 & PD-1 2/ L7, [EEAIR S HRER: TRk S OXREs
ZEEETAEFO—D2 L LTEZLBNLTWA, .
A#)i%, PD-L1 ORASMEBIZHES L. PD-L1 & PD-1 L DS EAET S - L &2
XV, BAFRERGR THROMIEEREZER L, BEOHMENET 5 L2
B TW3,
INoDMAEND, ARNIEHEEICT 25 RIBERICRVESL LD &ﬁﬁﬁ?éh
MNEREEE EXR L LIZBRRREEHE L., A, ZEERUEAESHER S
770

AR ORI ES < BEDRERGIC L 2BHERSERS bbb, BEXIEL
CEDTHEMR D 5. AAOREFRURERITL, BEOREEL T, BER
B BNIFAITIE, T L ERITE U HFH /R 0 & R B BN LB LT
B RENBIEATV, BEORERISIC L BIERNEDN S HA T, BIBRER
NEHIOBREE DT INEET 5 BEXRD B,



3. BRERRE . -
e R NS (O TR BAI 247 - T 72 BEERBRR OB 27 T,

[B2hiE]
O EHRALE [/MARR (Mpowerl33 FAER)

(LEERERE O 72\ EREL NS 51403 ] (AAA 42 Flzats) %xdr%t z, &
#1200mg. INVRTIFTFUROT NRY FOBRRE (AR, 201 5) OFHER
Vet E 7R INVRTTF U RO bRV ROFRAERE (77 B R, 202 4)

LBy A% 1/IMARRERZ R L 722

PRI ORKR, £RFERICBNT, $§'Ji¥f7°7?ﬂ‘§$&bb$)’kzbf£gn¥fﬂﬁiﬁﬁ
ThHLEFHB AT, [0S] £15,) OEEREESRBD BN (NF—Fik [95%
(EREX ] : 0.701 [0.541,0.909], P=0.0069 [/&5! log-rank ¥ 7E ], & B/KLEMR] 0.0193)
EPHM‘E [95%{%9@!:%'3] IEAKIBET 12.3 [10.8,159] W A, 77 &R T 103 [9.3,11.3].

*] : HEREI O EUEIX Veterans Administration Lung Study Group (V. ALG) staging system for SCLC {25\
THWS R, Eo. REBE/MNEMASEICXT 2 RIAHLERH #EE (CRT) BRTL. 2o

ELEOALEREE, REHRIRIE XL CRT 225 6 0 A ML EE6R U7 RICERIL MBRATE & I

hERBLRLANLRI,

*2 : A 1200mg (X377 ER) ROIAVRT T F 2 AUCS EEFA7AD1 BRI, = bRV
100 mg/m? B &4 Z A0 1, 2. 3 A B2 3 BRIRET 4 ¥4 2 Vi ER, A# 1200mg (LT

Z&R) & 3BHEMBETHRS L.
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| - ! ] i I T 1 1

atrisk® 0 3 6 9 12 15 18 21

AFIEE 201 182 159 121 74 33 5 1
FSRBE 202 186 160 114 59 21 3

M1 0S®D Kaplah-Meier, Bi#R (IMpowerl33 REY) (£REHEM)




[Z&]
O HEE&FRSE [/IHERR (Mpowerl33 3RER)

BEESIIAFIBED 198/198 6] (100.0%). 75 RBED 189/196 i (96.4%) 158
Do, BREL ORRERBPBEE TERVESESRITAHIRE 188/198 #1 (94.9%) .
77 AR 181/196 B (92.3%) IR bz, BN 5%LL_EDERK| & DR EEMR
PEETERVEEFREIR1DLBY ThoTlz, |

#£1 BRERSUIULOFH L ORRBRRTECE AVEEESR
(IMpower133 HER) (RE&MMITXISE)

BRERIRSYHE (SOC: System Organ Class) AHEE (198 4)
FEAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) BI% (%) BE (%) Bi% (%)
AR E ORRBENEB TE R \éﬁf—%% 128 (64.6) 51(25.8) 1(0.5)
BBEE . 37(18.7).- 5(2.5) 0
B 18 (9.1) 0 0
Tl 12 (6.1) 4(2.0) 0
EF 12 (6.1) 1(0.5) 0
MEB L RY v RREE ' 26 (13.1) 14(7.1) 0
21 17 (8.6) 52.5) 0
BRI E 13 (6.6) 11(5.6) -0
—f EFBEERIUCRERMORE o [ 242D) s [ m2 @) |
gy 24 (12.1) 2(1.0) 0
N WREE , ' 23 (11.6) 0 0
R RIE T - 18(91) ‘ 0 0
R RE TLE e 10 (5.1) ) 0
REB L UEERE v , 22 (11.1) - "1(0.5) 0
BEBRE 22 (11.1) 1(0.5) 0
BES L CETARES 22 (11.1) 0 0
RE S 12 (6.1) 0 0
BLESE . 11 (5.6) 0 0
FEARBRE ' » - 16 (8:1) . -9(45) 0
/MRS 11 (5.6) 2(L.0) 0
HPEREEL . B 10 (5.1) - 8(4.0) 0
EE. FEBIUVLBAHE 10 5.1) 4(2.0) 0
BN BS 10 (5.1) 4(2.0) 0

iR, ARBECH O CRIEMMGRE 3 (1.5%), IFHEEREE S 6 (2.5%). KBk -
BEEOTRI6H] (3.0%). BL 1B (0.5%), FRBMAREE 2651 (13.1%), #HHEEE
(X7 v - RU—EEHEEZET) 94§J (4.5%) . infusionreaction 11 % (5.6%). FhiZk »
BRBCHRAARAE 1 61 (0.5%) ., BHREREE (REETREMERE) 346 (1.5%). EEDOK
JEREE 6 # (3.0%) &Uﬁ}qﬂﬁzﬁ/) FEEFPERBAE 24 B (12.1%) B5BH BN
Teo FEio, | BUFERYR, BIBMAERES, TRAREES, EEFEE, Bk - BEEL,
D, MR LR U5t /MRS 3R 1358 b e o 7o, ABIFERRE
REUIBHEESR (BRREERFLZED) 2EUERRETT,



4, ﬁﬁﬂ‘k—’)b\f

AR OBRENENZBE LD - BE L. AROBREIC LV EEREWERERA L
i bt kﬁzgﬁtb.uT®®~®®¢«T%ﬁt?m BV THEAT S
_RETHB, ‘

@ HRITOVT

@1 FED (1) ~ (5) OVWTHNTEYETIHRTHD Z &,

u)Fi%@kﬁmhﬁ#%#&*&@%mﬁﬁh%CﬁLﬁkﬁh SRE LR AERE.

' ‘mﬁmA%§@%Mﬁr&;ﬂ&mhﬁﬁfﬁ&k)ﬁ%ML$7ﬂlaﬁﬁ4%
Hia%)

@)%E%%fh($m3ﬁﬁmﬁlﬁﬁﬁ 86 #Ez%) -

Q) EEFRMENIBET I BABEERERRE (BAZ ﬁ%ﬁi#ﬁ#ﬁiﬁy“&m BADROERE
WhwRE. BABEREEEERER E)

(4) ANFALBREELRE L. SSRERBRENE | IISSRILERENE 2 ORI
AR BB ET > COBHER (PR 20457 A 1 RRRA : 2531 FEsR) | |

(5) MEMEEANS S EMEOER %ﬁhﬁé@&%ﬁofwém (FEK 29 € 7
A 1 AEEA : 1287 HERY)

©-2 FiE 0345%7?1%&0%‘”@%%5.5%0)?15'5 Gk L BB e R OER (TRO

VRTINS T B ER) 5, YESEAOREICET 2IBROREE L LTRESH
TWaZ L,

£

RS FF A %2$®Eﬁﬁ%%V7Lt” 5 £ EONRABROBRKRIHE R
fToTW3Z eo9%‘2ﬁutm\ﬂh%%&&%i&bt%%@%%wﬁ@%
ToTWBHZ &,

ERRFREE 2 FOMPMFMELZET LeRIC 4 FULOBKRERZAL VD
Z &, Hby 3EMER. FEONAERREL S ORISR FEOBRFHEZ1T -
TnWHZ &,

@ BRNOEXRSEREBEOEHIZOVT
EEAERETHRICEFTTIELENEES . %%ﬁ%#ewﬁﬁ%n Bk - &
LSWEILIEROER R CEMS T 2 ERIEE, FEFRBRE LB ORE
3, SERECHIITONEHHRINES TS L,



@ BHER~ORIHIZONT

@-1 HERRAEHIIEET 5 B , = .
FEAEMRESOERZEIERASRE LRI, 24 BEZEREH O T, MR Xk

EHEMRI BT, BHR LB U TARERR K CT S 0BHER OBRIIC L E

IRREORERNY B PICB LN, BEHICHETREREH I BTV T L, |

Q-2 ERREFLEICLOIAEERANNICHET IEH

PABRITED 5 EPMAMBR CREEE T 5 EREEE SEERTE=4 ) L 7
EEDRERORY Y — =V 7 ETOERE L BRE A TE 55— AERAEH 5%
BENTVDZ L, 2B, BHEHICOVNT, BAARE L ZORRCHHCARSRT
waz e, -

©-3 BIfEAOBELRISICE LT

BIVER (RIEMRRE. FPSEREE, KBk - BEOTH. Bk, | BEERE. M5
WHEE (FRIBHERS, BIEMERES. TROREES) . #REE (¥7 - SL
—IERBELZET) . EEFEE. MM - BEIEZ. infusion reaction, £H7% « BREUAFRARIE.,
BHERE (RATHELEAS) . BEEOKEEE. Lk, BOMAL. S5
IINRIBA SRR , (LR OF AR O MR (SR ERIRD . RV FERIRAE) )
R LT, YR LT E RSB OB L H T 5 RN L L BIFEA OB
R THRERORERZI bR H B 2 L), BEHICENRLERTE S
REINESTNBEZ L,



5. BRENBLRDEE

[B2hiEIcBE§ 2 FH]

D LEEEREORVERE/MIBEBRE LBV TAR, IVRTFFVRU= bR
R EDOHRBREDESENTEINTNS,

@ Tﬁm%%#a%%K%#5Kﬁ@&#&@ﬁ%ﬁ&homfﬁ@&ﬂ@ﬁ%ﬁﬁ
TSN TELT, AFOBREXNLH LD, .
o DOTAERIOBEDENRTEN TV RWMOFEEEER & OfRRE

(2B 2 FE] , ‘

D FTRICHEYTIHRFICOVTRAFOBRERERL SN TWDS b, BEZ2TT
bz,
o EROESCR LIBREBIEOBEEDH 5 BE

® BEMOEICBVTTFRICEY T 23 BEC SOV T, AFOREFHERS AR
K. MOBEBRERZVEAICRY . BECAREERTLZL2BEBTE D,
. BERMRBOAHXITITOREEDD D BE |
. M%E@ﬁﬁfﬁg%%%w5%%&@%@@@&%@%@%%@%@%%%
. OFCREMELRSROND BE
. HDAEEBROD S BE IR L IIERED B DAERBORERD

boBE -

e ECOG Performance Status 3-4 &0 0 BF

" (&) BECOG @ Performarice Status (PS)

Score

.0 SBEACENTES, BREMCALABEEBHRRITZXS,
1 BRI LWEDRBIR I 2R, STRET, BEERE- TOERITI LB TES,
) B BVESE, FBIEE
BITFETHAOEOED O LT R CTHEEMEERTERY, BHO 50%ELEF~y FATBIT,

-3 RO ESOFOEY D L LvTEiy, BFED 50%U L2y FMBEFTBIT,
2BV, BHOEDED OZ LiZe TERY, B2y FIRFTRIT,




6 BECHLTHET S8R -
O FHXESIML, WERERE R RYT 5 BHEICE S SRR OB R HIER
DI LB R E+CER LT bERT A L,

@ 7

BRBMAICIL D, BEXIIEORRICADERERIEZ 2R L. AEESE

ThbRETHZ L,
@ ERBHERDORXIV AV MZONT

R B RS b s = L 2R 50T, ARIOBREIL STk, Bk

R (PRREEEE. W, RRE) ORBROMH X BREOERS. BEr+s

W7o 2 &, £, MERZSCTHE CT, ME~—IT—%0REL2ERKT S
Z &,

AFIOBEIXEED infusion reaction (Zfi 2 CREBBC SRR DTE 5%
EZ2IT-o7= L TRt L. AR ER R ORFIREKL T HBIZ AL 2L 2B
BT %, BEOREBETSICEBETAZ L, 728, infusionreaction ZFIH L
=8BEIiE. 27T 0)1%5({9%&0{“ KRR EL2ZEET 2 ETHRELZ TLOBETDIZ
&, :
FAEREEE R H b d Z LR H DD T, FH @E%Eﬁﬁéﬁ'ﬁmﬁﬁfbﬂ%ﬁqﬂm
R ATHERERZE (AST. ALT. y-GTP. AlP, P UAELVEDHIE) 25
TARI L,

- FRIRIEEERRE ., BIBHaE EZ’(UTE!M%BEF%%% HobhdZLhBbd0

T, AFIOR S BEER OB SR T I A WEAERE (TSH, 8
T3, #BE T4, ACTH, MFaVFY —AE0HE) 2EETIZ L,

AFIOBREICLY @ﬁ@ﬁfﬁﬁﬁt@#éa%zenaﬁﬁ@r$%r%
BHOLNDZLRHD, RENRODONEZHR/IIT, BRLEFRIIS UL
%mm@ﬂ%eﬁﬁ%ﬁo:mE@#brﬁ@&ﬁ% SHR ATV, BEE DS
RS & 2 BUER B DN 3 B AT, FFIOKE TP, ROBIRRES
NEVHDRESEERT BT L, 28, BIBRENVEY OREIC LD BIE

- BOBERRD BNRVEAITIL, BB REH VT v LS OB A OB

bEETS, |

BERTH, SRR b EI ARB L T LbRERRRERT 22 83b B D

FHEOBERTHICLEWER ORI+ EET 5,

1 FUERB N D bbb, BRFMES N7V F—YRAEERZ L AHEDT, 1O
B, B, BHEOERORELOEED FRICSEETE oL, 1 BER
BRELNHAITIIREZFIEL, 4 VR VHEAOREEOBERILE R

S

T5Z¢&,

10



@ IMpoweri33 RERTIIREEE D 48 BE T3 6 BREEMR. THIIEX 9 BRIFR
THEEOFEZIT - TV Z & 2B, AFIRSPILTEHRCERRE TR
DERBZITO &,
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- EREERHETA YA
7T XvT (BFiEERZ)
(74 : Tk b Y 7 A 1200 mg)

~FE/ IR Rt~

T3 04 (SF5EE 8 AKET)
A B




B

LI |

. ARIOR, EREF

- BRER AR

. HEERIZOWT
BEXRBLROBE

BB LTEETNEHH

N L A W N -

P2
P4
P5

P14
P16
P18



1. IXL®IiT .
EERLOEDE - REMDOHEFEDT-DITIL, FATESICESWEERERIRD
bb, &BIT, EEORELMOESIZ LY | HAEERRR & OEFHARERIERL
FEERNERBINSTC, CROOERR L EICLERBE ICRET 5 2 L ARED
BEL 2o TEY ERFMBCEE bREDEASE 2016 (ER 284 6 A 2 AEHRE)
RWTH, EFMNEERMZEOFEROREILEEZRNE L LS TW3,
FHREABFEERRT, RBEARREM T 7 7 A VEBREOERS LA LM
BRBIeBH5, 20, AMERVREEICET2ERB+2EHET 5 £ TOM.
WHERROBEZRZIT B L AHFENIBETH LU TERTS L L bIT, BIE
FANBR LB ERRGE L 52 L RNHRA—ENES 2T EREECER
TR LREETHSB, | -
Lo T, BAA KI4 Tk, BREERLINE TIELN TV B EREEA -
BRI LS &, ELTDIE%&(D%E&@% RHETAEASDULERES, £
HTRUCEREFERETT,
BB, KHA KA Ui, STFTBE A EK R E RS A s &E&@&AE$
BRIEEYS, —REEEA B ABRENRES, 8SEEEFTEEEA B ARNES
—fRAL R A A AR EROBADD LR L, |

MNBLERHERS: TV M) 7 REFHE 1200mg (—RE : 77V X~T (&

’ EFHERZ))

| HRERIBEUIHR « TIBRTRRREAT - BREOH/NRIAE ,

5L R B RER AR : 1B%7?{£5EZ’61§@%$J:BZF 2R < IR EEETT - BR O/
HARBE BE DA
HARTTF o, 77 ) FRENRUAAY X T (BETFASR
Z) EOFFRIZBVWT, BE, RAKIRT 7YY X~=T (BETF
HA#Z) & LT 1IE 1200 mg & 60 ) T 3 BRI CalEE
Y5, 2B, NEREOREERBECHL. 2 EEUBEO
R ERFEIE 30 & ﬁif@ﬁf%é

k?ﬁ%%ﬁ%@@%*%&Eﬁ@ﬁ%®#m%@%%%%®%

B

EE. RACETFY UV Xv7 (@ETEHRZ) & LT 1E 1200
mg % 60 4372 T 3 BRIME CARFFET 5. 2B, FIERRED
DEERRGFTHNZ, 2 BB UBEOREGRHIX 30 M ETE
HETE B,

B E R OE E PARRESSHT




- (B33
HNVRT T F L OBEXIIHR,. BERVHE
ZhEE I3 %hR « FE/ KRR .
AEROHE : B%. RARIIIAVRTTF e LT, 1 B 1EH 300~400mg/m* (k3R
) ZREL, PR EH4BBAKRET S, k17—l ®
E&2BVIRT, B, RERIL, £, KA, ERICLVEEERT .

R Y BERENVOPHRENIIDR. AERVHE

- ZhERSUIRD R - FE/NHRRE R

Hi(f)&oﬁﬁi BE. RACIIARAZ )XV ELT1H 1|E|210mg/m2 (EREH)
% 3 BT CRIFFREL. 2K b 31 ﬁ%%#é hElr—
neLT, REEZRVIET,

MRV ReT EEFERZ) OBEXIHE. AERUCRE

EE TSR - BRI < SIRREEREST - BR O/ NEKRE

FERORE : hOMEREES & OBAICBNT, BE, RACE NV X< (&
h?ﬁmz)kbfl@ﬁm@g(%ﬁ)%ﬁﬁ%%W&%¢5 B5
PR 3 BRILLE & T3,

BEPRRBRICR ) 5 BEAOMIE - MET 13, BRI ©FE (Ps~) SR



2. FRIOFK, /ERBAF

TV M) 7 REEE 1200mg (—RA 7TV ) A= (BEFHRER). UT MK
Al LW5,) ix. KE®D Genentech, Inc.iZ X ¥ A £ 417 programmed cell death ligand 1

(BLIF. TPD-L1) &V 5,) IKRTAHEI 2T Y Gl ULTF, MgGll £vwdH,) 37
7 FADE MEE/ 7 a—FAGETH 5,

CD274 (PD-L1) i, AWV THERBFHARSICRELTBY ., EikLrY
VSER (T HRES, BARE N F 2 7 4% 5 —T Mile) FI2HH|T 5 CD279 (BLF., [PD-
1] 25,) KUCD80 (BT-1) LMA L. BEREZAICHET5LE2bN TS
“(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), ifi‘ PD-L1 {1, #Ex DfE
BEMIRIZ B RE L TWVWS = & (Cancer Immunol Immunother 2007; 56: 739-45) 73884 &,
TEY, PD-L1 & PD-1 A LRI, MRS TUEASRA R T MR, b DWERE
ZEBETABFEO—D L LTELLNL TS,

AFix, PD-L1 OFFSMEMKICHEE L, PD-L1 & PD-1 L OFESEEETHZ %I
XV BAHFSENS THROMIREEEEZER L, EEOHEEZMEIT2 54
BT3B, | g |

INDDOEAEND, AFTEMEEICR T 25 RIBREICR VB b0 LHF I,
FERRRTERE R E LEZERRBREERE L, 820, BEeROERENHER
ni. ' ~

FENDEFFICES S BEDRERISIC L BHERSR S 5bh, EEXIEE
WCEALFEEERSH 5, AR DOREFRUEERIZIE, BEOBEZFLIITV, 28R
 BHLNEHAITIE. BB UAERITS U EFM A L SRR R L B LT

W72 ERRZE 21TV, BEORERC L 2EWERRERLN2BEITT, BIRERER
NEVEIDR EEOBIN BRI 5 LER B D, | -



3. ERERRE :
TR TRBER ST - R O IE/ NS DA SRS M 24T o 7o F /R ERRRBR D R &
R, | |

[F%hiE])
OEER&LFRF MR (OAK RER)

75 FJ 8K B ST L RRIER O b B YIRT R EST - BR O/ EE
1,225/ (AFIBE 613 B, B2 & XL ABE 612 F) ZRIC, FH & M F X1 (DOCY
DEMER LM T i 5 S MAERBRZ =M L. 44 1,200 mg/body Xix K& &
X &/ 75 mg/m? % 3 BREIFER TRBFE L

BN T v ¥ 2ME STz 850 61 (AAN 64 HlaEie) UDéﬁ%‘%Eﬂki&\T ZIE%U
BT R B L B UCEAFEHR (UT. fos) &1 ),) OFBRRERNH
B, (N i [95%ERERM] : 0.73 [0.62,0.871. P=0.0003 [fBA! log-rank *ﬁﬁ]) .
Ul [95%(EAEKM] 1IARIEET 13.8 [118,15.7] BB, FEFFEABETIS (86,
112] AATH-7= (K1),

¥ FEAREETEAR GUT. [EGFRI 25, ) BEFERBMERSLY v BT —¥ (B
T, ALK 205, ) RARBEFBECBRE T, 7T RALSLERECNL, ThE
11 EGFR [AB/EFXIE ALK FE/ER 2 A1 5 BRI & 5 0REN b 5 BEREAAN D

iz,
104 R s rand T oS
e o s TR
1 F S+ 5enk (G 1LY
18- FTEIURTI 13 A8 157
v —k Ehassd FRETRA avsinag e

074

40 0

B ol

. "-b ‘ D b

H 044
KR m”“‘"‘%kw«r
e
~ : r ‘L“'-‘H_lla
0.1 4 . B A
00 -+ ﬂ’f'fr“ |
- T T T [ { ] T H ¥

il 3 K E U 15 ig ot o4 ZTH
- XE 4548 o 208 243 218 122 157 T4 pec] i
FEeE L 325 G LR 135 151 123 I ] 13

K1 OS ® Kaplan-Meier fi#i (OAK BRER) (éﬁ%ﬁ@)



@ERERSE I HEFER (IMpowerl50 3UER)

LB 2R TE_ LR & 1 < IR AR/ 14T - B R O S MBI B 1, 202
B (BARANBHEZEL) EXRIT. FF 1,200mg & MOFEMEER (WAVRTTF
Yy Y B (AR, 402601 RIZANRTTFU+7 ) FFEA+RAVK
<7 (EETFMRERZ) [BE., 400481 LoHEREOEDHUEROREMESL, HALE
BEINRT FTF U +R7 Y ZREA+SANV T (BETFHEBZ) [CFE.400 F11)
L HBT B BB E £/ L7, PR ORKSR, EGFR BETFERBMT ALK
REBCETFHEORE (1574) £2K< 1,056 (AEAN6THE2ET) OITT-WTE£H
IZRWT, AFIGHRAEE (B# 359 f) TxIRE (CE33740) &L CEEFMAER
ThH50S DHEERERPRBD bIL (N — N [95%E#EX ] : 0.780 [0.636,0.956],
P=0.0164, & E/KMERH 0.0184 BRI logrank BE]) . FRAE [95%EREXE] 13AH]
DFR# B #T 192 [17.0,23.8] W A, MREE C BT 14.7[133,169] VA TH -7 (2018
E1HARBT—FhybA7, K2), 2B, RNEHAE (A # 349 6) &2V Tid,
*EREE (CEE337H) ITxtT 5 0S DEBRERIIRD bhiahoTs,

*1: EGFR BETRERBUEXT ALK BERETHIEOBRE T, £hTh EGFR EFERAXIE ALK
R £ H T 5 ABEEEAIC X BIARER S 2 BEMAA AN N,

¥2: WNETTF L 6mg - min/mL AREE, 27 Y F X EML200mg/m?, RAVRT (BIETFHE
#z) 1% 15mgkg % 3 BRIEBTRELE,

1.0 Pl (B AllogrankiEE) 00168
Q9= i (osu{EFEIR )
0. Bor 1470 A {123, 169!
- FRSYZTT + 80P 19208 (17.0, 22.4]
0.7- NAF—REL (a5 M) 0.780(0.636, 0.9%5)
48 0.6+ :
% Q.57
# 041 ey
U7 picsiszes e,
039 c.HANFFISTF FSTON -
P,}‘i'}',l'?fi"t;'b
n.2=
BSP
01 wemrme FERUIZTT v B0F
. + ‘
0.0+ T T{Eﬂ]’) T T T T T (— T T T T
0 3 6 9 12 15 18 21 24 27 20 338
XH+BCPEE 358 323 296 264 235 167 119 5 24

g
BOPEE 337 308 268 233 - 198 12% &7 56 23 &

K2 OS ® Kaplan-Meier Hifit (IMpower150 3BR) (ITT-WT %Bj)



7. BAABEEFICHT B ITEWT £F0 08 OHR{E [05%EMRA] 124
BEREE B BT 19.8 [14.1242] A, xTBRE C B cHERRE [13.2, #HERE] VA,
NP— K [95%EHEKR] ¢ 1.311 [0.498,3.446] Tho7z (K3),

107 I Piif { B Allog-rank$ 52} 0.5623
0.9 Y g (oniE AR )
) kS BCP ME (13.2, NE}
08+ s FRIVLTT « BOP 1980 A 0141, 242
0.7 AF—RH (05 {EREM) 1311{C498, 3.446)
40 06 — —
e 05 R T
. ; Lot s
#H 044 B AALXTF ' i
0.34 CrHLRISFL %
P aioUsEa .
0.2 -t
BOP : ' -
0.1+ T FFIUXTF +BOP
: =t
0.0 T T T T T T (gl T T T
4] 3 B ] 12 15 18 21 24 27 308
*Hl+BCPIE 32 29 28 24 22 18 . 13 8 5
BCPIE 14 14 14 13. 1 7 ] 5 4 1

M3 BAABEERICEITS 080 Kaplan-Meier i (IMpower150 %)
(ITT-WT £H)



(PD-L1EBIRAB DB R N E2H)

OHEBERLFRIFMAERER (OAKRER) | _,fﬂ:sn)\h BTz BED > ’6 [EF SR A
TPD-LIZHH L ESHIRE VEEREAEMER 5 254 (LT, IPD-LI%E
R L1D,) KETHEENBLLE—BOBREDT — ¥ ICES%, PD-LIBRES
BICR R 21T o I AR VEEEORERIZILUTO L BY ThoTx,

BV T, PDLIORRRROEHEORERIT, RIOLBY Thotz,
2%, PD-LIOREBFRIIC L 65, FAOREWTn T 7 A VIZREKRTH > T,

# 1 BEABREIZEIT 5 PD-L1 ORELRNB OAShE
(OAKRBR, 2006 7A TR —F Ao hAT)

PD-L1 &1 BRER Bk HRfE [95%CI] Of\*f“— N REERD
’ (7 A) - [95%C1] p &
_‘ TCOH2ICO g: i ;gg lzzg Egg ﬁg 0.78 [0.61, 1.01] 0sss
TC 1/2/31;& IC 1/2/3 | sz fc ;;; . 13; E;2861;803)] 0.74 [0.58, 0.93] '
TC0/1 232 IC 0/1 123': o%: ;Zg 13; Ezlzozolﬁgj 0.79 [0.64, 0.96] oair0
TC 2/3 XIXIC2/3 fffc gz - igz E?;é%] 0.67 [0.49, 0.92] '
TC 0/1/2 7> IC 0/1/2 1232%0 g:z 132 E;OGZI :_‘g] 0.83 [0.69, 1.00] oot
2 > :
- TC3XIXIC3 g:f; 25 22; 3765111\”2]] 0.43 [0.27,0.69]

DOC : FEZF¥E/N, *:PD-L1 FE (IC0. IC1, IC2, IC3), BIEEDCL YA VE (1, 2) RUYEGR (EJZJ:
B, ERTLEEE) ZREINRTF L L72ERI Cox EIE

@ TC ; EWEAMICHT B PD-L1 £33 L EBMIES 5 554
IC : BRI RIT 5 PD-L1 2RE L -EEREAENES £ 284
OAK 3Bk, IMpowerl50 RBRCTHER L TCO~3, ICO~3 IXTRBR

PD-LIER DS RENE PD;Ijiﬁﬁ
PD-LIDBHERIEDFTRD bz TCO
X3, REREICERRL . PD-LIC L 2 B RS SIEEMRO 1% RRICRD b

TC | ZefassEE T BifR72< . PD-LIC L A BRI SEBEMRO1%E E5%RKICED b b TC1

i BefassARZ BRfR 2 < | PD-LUC K 2 BHERIS S BRI D5%LL E50%RMR IR0 bild TC2

SufadsE Iz BfR 2 <. PD-LUC & 5 BRSO EERRD0%E EItZH bits TC3
PD-LIDBHERIGARED Bz ~ ' 1Co
Xi3, RERECEERL, PD-LIC X2 BHERGNEEREAERMIRD 1 %ARICED bhb

IC [ fEsaEIcf2<, PD-LIKK X BBHERGEBE S A D1%EL E5%KR camd bivs IC1
iéaﬁgmg@ 7z <. PD-L1IC K 2B RID 2 BRI B MO %I E10%KRmICHED bivd IC2

55 I BRER

k72< . PD-LUC X ABHERGSIEEEEAEHIROI0%L ECEH LR S ' IC3



SRR T BB RIZ 351 % PD-L1 OEBREBI OAZMET SR 2 R UK 4~5 O
LRYTHY. BELREORETIE. TCO 730 ICO B (BEMEEICHIT 5 PD-L1 &
%3 L BB OEEREREMIN ) ARV TRD 1%KH) KBV T,

R A LB L B L BEOSROKE SHVNSVERNERD b, R, AR

RUPD-LI OBREICL BT, AAOZLMT 0T 7 A VA TH T,

%2 MESRERCESEGRECST S PD-LL OFEBVRIAI OF B

(OAK Bk, 2016478 7 E?—&wy A7)

0S8
PD-L1 &1 BRER Ik thofE [95%CI] NP R REMERD
(W R) [95%CI] pfE
R ERE
AT 140 14.0 {10.1, 15.9] ;
TCO2>ICO DOC 150 11.2 [8.6,13.5] 075 [0.57, 1.00] 0.8364
. AT 171 17.6 [14.2,20.4] )
TC 123 XiZIC 17213 DOC 162 11.3 [9.3,13.0] . 0.72 [0.55,0.95]
_ AT 221 14.1 [11.7,16.3]
TC 0/1 > IC 0/1 DOC o 113 [89, 13.5] 0.79 [0.62, 1.00] ot
A3 89 18.7 [15.5, NE] . '
TC2/3 X% 1C2/3 DOC 99 11.3 [8.8,13.0] 061 (042, 0.88]
A 262 14.2 [12.1,16.1]
TC 0/1/2 3»2 IC 0/1/2 DOC 265 119 [0.8, 13.9] 0.83 [0.67, 1.93] 00017
A 49 22.5 [18.0, NE] '
TC3 XL 1C3 DOC 47 8.7 [4.7,11.3] 0.35 [021,061]
RYELRE
A 40 7.6 [4.4,12.9]
TCO A2 1IC0O . DOC 49 71 160, 8.6] 0.82 [0.51, 1.32]
TC 1/2/3 X¥ IC 1/2/3 AR 70 9.9 [7.6,15.5] 0'71 [0.48, 1.06] e
DOC 60 8.7 [6.2,10.9] ' T
A 69 . 7.8 [6.7,11.2]
TC 0/1 72 IC 0/1 DOC 7 73 [63.8.6] 0.76 [0.52,1.11] 19295
. AIE - 40 10.4 [7.6,17.5] )
TC2/3 X1k 1C23 DOC 37 9.7 [5.6,17.2] 0.76 [0.45, 1.29]
o ‘ AT 86 7.8 [6.9, 10.6]
TC 0/1/2 H>2 IC 0/1/2 DOC 91 75 [63,8.7] 0.79 [0.57, 1.11] 04502
A 23 17.5 [7.9,23.3] )
TC3 XiXIC3 DOC 18 0.57 [0.27,1.20]

DOC': FEZXE/N, *: BRI Cox BIF

EFHE

11.6 [5.6,16.5]

10
e
08
74
0
NE
0t 9
03
hES
U]- [
[

FESFLI

FTFNATT

o MR Eag-randESE) 00385

T 1 |55 EVEEND

FESFEL T IAR 8.9
TEAIZTIRmBGrL

=t s BT 0 0z(0se ey

| Fal 1?2
t—’-E’?F-E'.'Lg 1o

B4 RELFEBELHICBITS 0SSO

AT
L]

e Y q 12 18
43 T4 61 a3 36
93 67 el oR 24

°o

T

12 o 24 o7h
15 ]

17 ? b

Kaplan-Meier #i#f (OAK #ER)



7l

™
A=
bs
“iZaA
—~1eLiggy

=il
f’g .

2 ] 33 24
[iaace o T S EE

K5 B¥EEEREERIcIT 3 PD-LL SERIEITO 0S O Kaplan-Meier Hi#f (OAK 3RE)
(R : TC 1/2/3 XX IC 123 DBFLE. AR : TC 0 5> IC 0 DBAE L)

QERABIHRE (MpowerlSORE) IHBAN bNIBED 5 b, PD-LIFHE
CHETSRBRABON—HOBEDT —FICEIE | PD-LIREREFHNTHRRANC
FEHT 217 o LB R VR ORI T O L B Y Thote,

BHEMEIZ OV T, PD-LIORERERMOEIHEORERIT, R3O LBY Tho'z,
728, PD-LIOBBRRRICE 6T, FHOEZEET o7 7 A VIFRETH o,

£3 EFHEEREICEIT 3 PD-L1 0RBRAFOFLIE (08, ITT-WT £H)
: (IMpower150 328k, 2018481 A 22 A5 —# Iy b A7) o

' 0S A
PD-L1 &V BEH G FfE [95%CI] ANP— REE ZEERO
(#mR) » [95%CI] P1E
TCO 2 ICO ](3:§ ig; ;Zi Eg; fgg 0.82 [0.62, 1.08]
. BB 192 225 [18.2,26.1] ' 0.7283
TC 1/2/3 X?i IC 1/2/3 og 165 loa [11.2: no] 07 [0.58, 1.04]
- L
e A
T -
TC3 XIXIC3 g:'i z; 2155'.20 [[ﬁg’NN;] 0.70 [0.43, 1.13]

* 1 FERERI Cox EIR

10

MR



[Z&i]
@EHI%‘S LR AR (OAK A5 o ‘
BEFSIRAIBED 573609 B (04.1%), L F FEABD 555/578 B (96.0%) 1
B B, GBI L DR REGAEE TE 2VEEERITAFIEE 390/609 1 (64.0%), F
T & I VEE 496/578 B (85.8%) 1ZERY bz, HIEN s%LU EORRBERPEET
XRVEEERIIR4DOLBY ThoTz,

R4 FEERS%ULOERBKATETEIRVEEES (QAKRR) (REBMATAREN)

BRE R4y (SOC: System Organ Class) AHEE (609 51)
HAEE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) B (%) BER (%) iE: (%)
ARBERBE T RVLEERER 390 (64.0) 90 (14.8) 0
—i% - 2FBEEL I RS OKRE 202 (33.2) 15 (2.5) 0
g 87 (14.3) 8(1.3) 0
B 51(8.4) 2(0.3) 0
EL 49 (8.0) 0 0
SREE 136 (22.3) 6(1.0) 0
i 53 (8.7) 2(0.3) 0
TR 47 (1.7) 3 (0.5) 0
EEBIUETHEBRESE 119 (19.5) 8(1.3) 0
%% 42(6.9) 2(0.3) 0
% 5 FERE 38 (6.2) 2(0.3) 0
KRR L UREEE 86 (14.1) 9(1.5) 0
BHRBIE 52 (8.5) 0 0

7B, AFIBHCIV CRIEMERER R 10 41 (1.6%), AFHREREE 43 61 (7.1%) . KEEZ -
BEOTRASH (0.8%). w'wa#ﬁzmm (02%) . FORBHSEEREE 27 51 (44%). BIF
HEREREE 1 01 (0.2%). TRAAHEBERRE 1 51 (0.2%), MiEkH (XT3« NL—ERR
sEpate) 116 (1.8%). M - ’%Hﬁx 5% (0.8%). infusion reaction 8 ] (1.3%). #
7 - HRSUEMARIE 2 B (0.3%) . BEEREE (REEHEMEELSE) 541 (0.8%) &UE
EOREEE 9 (1.5%) B’BH LI, i, Bk, BOiEEM, EREGEE. L
546 R Ot M/ MR HEERBER 133D b vz o fo, AEIERRBRALZEESER
 (BERBREEREEZEL) 2RDEFHERETT,

QEEELRSMAERER (Mpowerl 50 3ER)
BHEERIIAFIGERE B B 386/393 1 (98.2%) | XfFRE € ﬁ@ 390/394 %1 (99.0%)
B B, TR L ORREBEATEE TR RVEEERILAAG AR B B 370393 5
(94.1%) . XTEREE C B 377/394 Bl (95.7%) \ZFB® biviz, FFIPFAHREE BEIC ZRVT
AF L ORRBERABETERVWEEERIT 286/393 f (72.8%) IR HIv, HER
5% EOEREK E ORBEEENREETERVWEEERIRSOLBY ThoTz,
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#£5 REEN 5% LKA L ORRBRNTETE RVAEES

(IMpower150 FAR) (REMEMATHHEM)

BERIXRSEE (SOC: System Organ Class) - BE (3934
EAFE (PT: Preferred Term) £ Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) BlEx (%) B (%) BiER (%)
AE L OHRBGEREETCEXRVEEEES 286 (72.8) 104 (26.5) 5(1.3)
BBEEE 141 (35.9) 25 (6.4) 1(0.3)
FTH 65 (16.5) 10 (2.5) 0
N 53(13.5) 820 - - 0
&5 28 (7.1) S0 0
B 26 (6.6) 3(0.8) 0
nm% 21 (5.3) 2(0.5) . 0
R A RBEER LR ERMORE: 141 (35:9) 0 [ T4 (3.6) 0 i s
B 64 (16.3) . 7(1.8) 0
BAE 38(9.7) 4(1,0) 0
EEBIUETHEREER 129 (32.8) - 10(2.5) 0 -
%5 50 (12.7) 5(1.3) 0
% 5 EE 35(8.9) 1(0.3) 0
| BiEE 20 (5.1) 0 0
BRARRE 73 (18.6) - 26.(6.6) “ 0
ALT g/ 205.1) - 5(1.3) 0
REB L ORERE 70 (17.8) 13(3.3) 0
BARBOR 41 (10.4) 6(1.5) 0
HEERBLUEGEBEE 69(17.6) 6 (1.5) 0
%ﬁ?“ 41 (10.4) 3 (0.8) 0
34(8.7) 8(2.0)
P%}w EE .56 (14.2) 4(1.0) 0
RN s 39 (9.9) 1(0.3) 0

7235 AKIGHERE B BT CRIEMERER 13 41 (3.3%) . Hﬂ%"”

KIBJ - EEDOTH 18 6 (4.6%) . BES 3 61 (0.8%) .

R BRI RE

FEE 32 4 (8.1%) «
EE60 4] (15.3%).

BIEMEAEREE 2 ] (0.5%), TRAHEEREE 3 6 (0.8%). *EF@EISEE (FFv « NL—fE
{%ﬁ%%ab) 20 1 (5.1%) | B - Mﬁﬁ% 1 %1 (0.3%) . infusion reaction 13 % (3.3%) .
T RAEEHEEBERS 114 28%)., E
OJJS‘ZJ*E‘IF‘i 10 1 (2.5%) &U%%éﬁqﬂﬁzﬁ&r 11 B 2.8%) BBRH o, £
oo 1 BUERS, BEGENE. OHR. B NR OSEEH L MO EEEER T
B LN hoTz, ZIKE'H’E)ﬁ%E%«U(ﬁ&iBQ@i% (BERREEREE 28T 2E0EH

9% - HEBURRARIE 1 B (0.3%) . Bidee

F%%FT

AARNBEEFI 51 5 A EESTARGURE B B0 3636 51 (100%).

X FREE C B

D 2424 1 (100%) ITBH b, BBRE L ORRBRNEE CERWAEERIIAAG

FAZE B B 36/36 51 (100%) . FFREE C BED 24/24 5] (100%) |

(R bz, AFIGERRE

B BIZBWTAHK L OREEBNEETERVAEESRIT 3536 B (972%) IZRH 5

12



oo FEEN 10%L EOAF L ORRBBRNETECTERVWETERIIR 6 DLRBY T
BT, '
%6 BAABBERICROTREER 0% EOKA L OREERATETE RVEEER

‘ (IMpower150 30BR) (ZLMEARITHSRER)

S RIR43¥R (SOC: System Organ Class) BEE (36 #1)
HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) Bigk (%) B (%) BiE (%)
AFE ORBERPBETERVREEFR 3597.2) 16 (44.4) 1(2.8)
BEGES ' 20 (55.6) 3(8.3) 0
R ~ 9(25.0) 0 0
B v 9(25.0) - 2(5.6) 0
aom% 6 (16.7) 1(2.8) 0
g A v 4 (11.1) 0 0
EEBLUOETHEBEE ~20(55.6) 2(5.6) 0
b5 11 (30.6) 2(5.6) 0
—iR - 2HEEL X CRGHALORE 18 (50.0) 0 -0
B 14 (38.9) -0 0
HE ' 7(19.4) 0 0
BRRRE 11 (30.6) 6 (16.7) 0 .
TR i 5 (13.9) 5(13.9) 0
AST 8/ ' 4 (11.1) 0 0
ALT #8m 4(11.1) 0 0
KRB LIUOEEEE 10 (27.8) 5(13.9) 0
BHBHE . 9 (25.0) 3(8.3) 0
HNRWEE 8(22.2) 0 )
KRR EEIR T 5(13.9) 0 0
PRI RETTESE . 4(11.1) 0 0
mER LY V1 REE 7(19.4) 3(8.3) 0
REMEAF PR E 4(1L1) 3(8.3) - 0
21 4(11.1) 2(5.6) 0
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4, FERIZOWT |

- AERREEOH D BECERTHAIC Wi AR Lﬂiﬁﬁiﬁﬁﬁ (&HIFEE)
REELNTWVWEZ &b, YERE (é%ﬁﬁ) FEYICERTE AHRTHHINE
Rbd, £DLET, ERMHY A7 EEFHE RMP) TESE, ARIDOERLLZEMEER
EE~OHSIERISE H 2R TH > T, FRAOTRELHINRBELZZH - FEL., &F
DEEIT Qt'oﬁa%fmlwﬁ%%%@%bu% xS 5 Z 2:731&4%2:71&) UTFoO~@0
FTARTCERm TR b\fﬁﬁﬁ<ré~%1&>6

D MERRITOWT _

D1 TED (1) ~ 5) PVTHMTHELTEHERTHE L,

(1) EEZBRENEET 508 ABFEEZNAFRRES @EEFRIASEREEILRR.

- HbE A S R LR ﬂﬁiﬁbwaﬁﬁr T L) (/\%nmﬁﬂa 1 HEFR 1436

HEER)

(2) BEMER: (ERK3144 A 1 HERE : 86 HEER)

() FRFEMESEET3NADREERD: (SABRESIEERN. NADRENE
BIAEbE. A SEREEE R L)

(4) SRALBREELZRE L, SSRBRENE 1 IS RLRRIEME 2 OfEREE
RO EHEZIT> TV 2R (FR294E 7 A 1 BRRR © 2531 HERR)

- (5) FEMEEALGEEMEOHERERIEIBEHEET> QWO AR (B 29 £ 7

B 1 BERR : 1287 HEsR)

D2 FEOLBRERVBHERREREORIGIC 2 MmE L BB e EM (FED
WENNICERYE T 2 EM) 2, YRR OAAICETARROBEE L LTEEIN
TVBIL, ‘ o
=

EMAFERER 2 EOMPMHELZET LRIT S ﬁuJ:UD#/uZA%@ﬁGHEHV%
fToTWaZ &, 56, 24U, BARYEEZEL LEBREEZOWES:
ToTWBZ L,

EMfifrREHE 2 EOMBHELET LK 4 FLUEOBKERREA LTINS

Z&. Ob. 3ELULR FEONAEYMRELECHRSBRFOBRIHEZIT> |

TWAZ &,

- @ RADERMEREROCEHITONT | .

EXLEHRERRETLEEENRBEIN, HESENOOFRED, A &
EHERZHBEROETERVEMEICT 2 FRRE. AEFLRNRBELLBEORE
2%, ERESHITITONBEHRE-TVWDEZ L,
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@ BUER~DRBITONT

@1 HERAHICET 2B ~ |
RN REOEEREIER SR LB, 24 BEIDERKHIO T, YRER XX
EERRICEO T, B LEEWERICE U TAREER Y CT £0BIER DI L E
RREOHKRSY BPICELN, BEbICHSTERRERHIE-TVB T L, |

@2 ERUBHCLIEEFRANDICETIES

NASRICED AEMNROBRREOKELZETHEREEENBIERE=4) 7
BEOTEREDORY ) ==V FETVERE L IEREZ LA TE 2F— 2AERERINE _
BEnTHWAI L, 2B, BEERICOWVWT, BABRE L ZOFECHSICAMINT
WwaZ e, :

@-3 BlifEROBHRRIBICE LT ,

BIVER (MEMEREAR, IFHaeRE, KBk - BEEO TR, BA, | 2ERRE. AL
WREE (FRBMSEREE, BIRREES, TEERERS) ., HEEE (¥7v - v
—FEERR ST . BEMELE. RY - BEIEZ, infusion reaction, #57¢ - BKERIARIE.
BHEEE (RMTHEEEAS) . EEOKEES, OFk, BFhEAD, SEED
BRI A SRR, (LSRR PR O MIRESHE (F PERBD | BT PERBAE) %)
ot LC, SRR UL E R O E M 2 AT A ER & L EUER ORI
HICE L CTHRERUXEL ST oI EMHCH A L), EDICHEIRMENRTES
EEINBESTWA I &,
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5. BEHRLLDEE
[EEhtEICBE§ 5 E=E]
O FHEOBEAREIITROBEICBVTAHEMMERNREN TS,
« TIFTRAREDARRERL AT UK EERIB B/ VHXIIFEROHE
IR RE (EGFREEFERNII ALK BABETFREORECIZENE
ﬂmmmR%n//#f—tmaﬁxmAu<%m//%T—ﬁmiﬁwﬁ%ﬁ
bHETHEE) ‘

® AFOMOHR Eﬁ%ﬁ&@ﬁﬁ&@ﬁ?@@%%h wfﬁﬂE#TéhTw
5, .

. ﬁwﬁf??y\ﬂ&v5#tw&@&ﬂv%vf(ﬁﬁ%ﬁ@i)k@ﬁ%

E%:m%ﬁﬁﬁwﬁmﬁﬁtﬁﬁ%%<ﬂﬁmﬁkﬁﬁ-ﬁ%@#»%@%
ﬁ(tﬁbymﬁkﬁﬁ%%%xmaxﬁ%ﬁﬁ%%ﬁw%%m%<)%%

@ TRITEHY T 5/ RS RE TR T 2 AF OB E R OB A FEIC VT, &

FOBEMERFLENTE LT, FEORERFR L 2L, ’

o FRBEICHT AR OEMEE R MLORESIEES & O HRE

o (CRRERO DD BEICRT BAR L MOFEMEEER L OfRRS

o LERERORVRTELRBEEE ﬂ?éﬁﬁ@iﬁ&%&@@@f {
EH L OB RS

. m;ﬁ&ﬁ@&w#5$hﬁr$%;ﬁﬁéﬁﬁwﬁm&5&0®fxﬂ@
BEMEIR SN TORV MO FIEMEIEREH & O RS

@ FANIERSEFASIERE OAKRER) 1B\ T, 2EEFHICHNT ey FEL
BEZR LTEEMSRIES T3, 27 L, RELREDBE I, TC0%DICO
B (EFARRICRIT BPD-L1 2 %5 L ERMIA R IR R EAERS S5 55
EVTILB %K) 2BV T, R Z AL B L BEOSRED KX S 23/
SVERBFEH BN TS Z &#BIM%%&ﬁwkéﬁ$t&r®$% BT
ISPD-LIERE bR L7 ETHRAOREAE 0N E2 55 Z L B8EE LW, PD-
u%ﬁ%ﬁnmwmw?&éc&ﬁ%%éht%%n%mfw\iﬁu%eﬁﬁ
BRELEET S, |
2B, RATR) AT (BEFHEERZ) Oav =3 2HE (BR7E4A : PDLI
[HC22C3 pharmDx [#=1] ) IZ X YPD-LIKEE (& : RATn) A7 (BEF
F¥ez) D3RI R CIIEEEBRICS T 2PD-L1&RE L B A
SwéﬁAmﬁfﬂEéhé)%%mbtﬁ$kﬁrwﬁ%1%of\$ﬂ@w
36 (IR7E4 : ~2 ¥ FOptiView PD-L1 (SP142)) 1€ & 5 BHRENSEEERHAIIEL, L
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TOLHELBEZICARNOBREDRET LRI TE 5,

%)
- Gadgeel S et al. Ann Oncol 2017; 28(suppl 5): Abstr 12960

[Z4atEicfEd 2 FH] :

@ FTRICZYUTIBRFICOVTRAFORENERE ShTWVAZ &me BEEZ1T
PN &,
. xﬂwmﬁkﬁbﬁﬂrwﬁﬁﬁmhéﬁﬁ

C)¢ﬁ%®@ﬁﬂ%wt?ﬂuméﬁéﬁﬁ_om1m Kﬁ@&%iﬁ%én&m

. MOEBERBRENRWVESIBY, EEICARZERTHZLEBRTE S,

o RIEMREBROEHFIIZOBREDHZEE 4

. %%Eﬁﬁﬁfﬁﬁﬁéwbéﬁﬁﬁvﬁﬁi@ﬁ%ﬁ%ﬁ*?ﬁﬁ MR
DI REREL N2 DB B

K Eaﬁfﬁ%wb&%ﬁxm@ﬁmﬁb<mﬁ%ﬁwﬁaﬁ&%%w%&@@'
HHEBEE

* ECOG Performance Status 3-4 ED pEH

@2 BCOG ? Performance Status (PS)

Score

0 2 MERLEBTES, BFAEALAFERIHRRITRS.

1 PRI LOEBIIRIIR SN 585, HITTEET, BIERRVES TORERITI Z L8 TE S,

Bl BORE, FEEE

HITTRECHSDEDEY DI L X T STARESMEERTERV, BHO 0% LRy FATERIT,
3 BohicASOFOEY DI E LHTERY, BFD S0%LEERy FIRFTRIT,

2B, BHOEOEY DI LFRL TERY, B2y FARFTBIT,
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6. RETBELTHETIEEE |
O BAXEZEITNL, BERTEENRET IBHNEESEFAOBIER EIES

AODITHEBEREREZTSICEEL TrLERTHZ L,

. @ WRIEBRICHEN D, BEXIZORECADHREREEZ HLFBAL, RERSE

THbBRETBI L, ) ,

® {LBREREE T 5 URTRERET - BRON/MIKMNEBRE TV CEEHRR
L IZBF D PDLI #REL-EEEELEESEAEMIES 50 358 bREEL
T ECHRBIOBRERIB LY TEZ ENEE LWVR, ZRORERTERWVWERIT
I, ARIOEROBESZEUICHET Lz ETRETHZ &,
C>I&@¢ﬁ@vz/%/kgowf ,

o HEMWERRSLLNAIENHEDT, zti%l DEEIZHT- - Tik, BBHEE
W (FRRNEE, R, HEE) OBBEUHET X BREOCOERSE, 8I8E2 145
WIT5 2k, F, BBEISCTHE CT, MiE~—br—S0RELEHETS
Z ¢,

o AFOTEIIEE®D infusion reaction 2z CBRARKIZTHLMNIEOTE 31
BEATo 7= ECHIIE L. ARG PR ORHFIZ S TRILAAL FAYA V23
ET 5%, BEORELHICEET S L, 723, infusionreaction ZHE L
AL, ETOBERERSERCEET 5 E CRELHHBET S S
Lo : ' '

o HEEEERLLDLNDZLRHBDT, FFOREFBRETR R EHE TIX
ERRNCHTHBERZE (AST. ALT. y-GTP. Al-P, BV ALV ZEDRIE) &£
THIE,

o FRIRHREREE. RIS EF"E&U‘F&M EEENSOLNEZLBHED
T, FHOHREFRBIIL CREFRTITERNICALWEEERE (TSH, HRE
T3, ¥ERE T4, ACTH, M aAF Y —LVEDRE) 2EHETIZ L,

o FFOHBFIZLD, @W@ﬁﬁﬁﬁ:t@#ée%iahéﬁﬁ&r%¢r%
BHobnNdI bbb, BRENBODOLNEZHBEICR., BRLEBRIIE L
%F‘ﬁﬂ’ﬂ&%ﬂ%&%&ﬁ%%%otﬁfﬁ&@}%LT:@@J&%EUVwf%mﬂ BEORE
RIS X 2BMERB RN 5 BAIIE. AROREIPIE, RUBIBRE R
NEVRIOBREEEZEZERETEZ L, 2B, BIBEEFRAVELVOREIZIVBIE
RAOWENRD bNRWHEIZIE, BIBREFRNAE v A OLEMmEIR BN
bLEET S,

o BERTH. KBM» OB ARBLTHLEWERRRETE L2510

 ARIOREETRICHLEWER ORBRITHFITERT 5.

o 1EBERFAD LD, BREES M TV R—VRCESZERHBOT, A

B, Bl BEHEOEROBRSOEES ERICHL2EERT AL, 1 BER
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FREDNERAIIIREERIEL, A VR Y VEHOREEOE LB L
T8, ; ‘

® OAK RERTIHZ 5B D 36 WE T, Mpowerl50 R TIHIR SN D 48 BE

it 6 BRIEE. FRUBIIVFhoRRY 9 BRBR CESEOFMEZITo TV
o L EBEIL, ARBEETIIESNICERRE CHROBREITIZ L,
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