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1. ZU®HIC

SRS DOF M « LMD DT DITIE, A STESICIE SV i 2 2K
HHND, S 5T, IEORERTOMEAIC LY | FUREIRL e & OHHE 7o B e
AT ERLNARINIHT T, ZNHDERLZEICHERBE RS S 2 L3
MIBXDOFRE & 7> TRV | RIFMBOEE &SRO AT #2016 (CFRk 284 6 A 2 A4
BIRE) IZBWTH, HEHMERLEOBERORELHELZND Z L L ST,

BORMERM A ER L, EKEERSCL R T 1 7 7 A VBREBEFOESR G &5 0
B2 BB D, 20D, AR OLZEMECET 2 EEN+SE-ET 5 ETO
M, UHERLOBEEZBRZT 2 ENMHFSNIBFICH L THEATL & &b,
BIER DR LRI B & & D 2 L A AHEZ R — E O B % jii 7= 3 E R HE RS ©
AT ENEETHD,

L7eBoT, RAA RT7A4 0Tk, BARBBERESLINAETIZHELR TV D EFHEY
1)« BHERRHICEE S & | DUTF O BEIE S O i 728 2 HEtE T 5 80 & LB R B
BRI R OEEFHE T,

BRI, KA BT A 0, MSATEOE N E KRR AR, AmrEEE AR
ARERANES 72, — MR EAN B ARERR AR E S & OBt RE N B AR RS2
O HOH EER LT,

RGe L I HERRE, - NN F A STEETE 200 mg (%4 ToUL~ T (B RH
Z))

HEERDMENIDE  RIBUIBRARRE AR _ERE I Z 31T DL 15 ORERRRTE

HELRARMEROHE - BE . RAIZIZ T~ v~7 GBEEEz) LT 1H 10
mg/kg (KE) % 2BREIFEME T 1B B2 TR EET 5,

fl kR G ¥ EH AN F T 7 —~< RS




2. AFIOFE. (T

NN F A STHEE200mg (— %4 - ToUL~ T (Bl z) . IF O TARA &
W) FE. AT AL FT 7=~ RS H3BEYE L7 & b programmed cell death ligand
1 (BLF TPD-L1J) &W9H,) iZxtd 5 MU IgGl £/ 7 r—FTAHETH S,

PD-L1 /&, EEAIZEW THRIRRAIEEICEE L TR, &L L7z Y 88k (T
Aifd, B M N F 2 0% 7 —T M) SB35 CD279 (LLF [PD-1) &
9.) KO CD80 (B7-1) &fEA L., MEISEZAICHIETLEEZEZ 6N TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1 1%, fix OEFMHRICHFHIEI L TWDH Z & (Int
Immunol 2007; 19: 813-24) 85 SN TH Y, PD-L1 & PD-1 2/ L2 #8855
AR HURRF A 72 T MR O OB EZ BT 2T DO —2 & LTEX LTV D,
Fio. R ERFEIZB W T, PD-L1 BB L TWD 2 EERHE SN TS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8) ,

AF1Z PD-L1 OHIPASMEIIZ KA L. PD-L1 & PD-1 & OfEA AT L TR AFUR
B T MROMIREEFEE 2T 2 2 S5k 0, RO ZMmEI+ 5 &5 2
bNTn5,

AN OAE IR D BB DGRIERIGIZ X 2 EWERSE R H Hoil, HEIET
B AR B B, AR OB G RO SR, BEOBEE AT, B
MERD BAVTZIFEITIE, BB L FRITE U MR 22 ek & B8R & Fr O R &
L CHGIR BRI ATV MBI DRI LB BUERA DR SH I,
BB AN LR OB GO )R IE 2T O LER D B,
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3. FEIR RS
HRIBYIBRARBE 72 R S RO 38 1T DAL PR IE S OMERFIRIE O AGRRF I 217 - 7=
TR ORE Y =T,

[ %hE]
[ BR AL R 27 1 AHRRER  (B9991001 #AER)
7T F K E G — AL ERE (4~6 YA 7 V) ICTHREEITHRD BTV
VN, IRTEUIBRNRE 2R R B RO R 700 B (AARNEE 73 Hlaate) x5 s LT,
A & Best Supportive Care (LLF [BSCJ &5 ,) OPFFEE (LLF TARA|/BSC) &
WD) T BSC HUMBRIE O 2 K OV B ER T S ivTe, RN ORER (2019 4F
10A 21 B7 =%y A7), FEFEEA & S/ PD-L1 OFILAZ bWl
(AT T2EE) Lvo,) KOPD-LI G2 B IR 2 248 (BLF Tos) &
W) 12D, AKI/BSC BEIX BSC BEICx L CREHFIIICHE B RILR 2/~ LT,
*1 0 AAFNE 10 mg/kg % 2 B B0 CAaiEE L,
¥ SR LRI L 0 L ROV A T84 & PD-LT B & flE Lz,
o JEBHELO 25%LL EIC Y8R B,
o JEEICETE LSO EIA DN 1% IR O 25%LL FICY @R Hhvb,
o TR L2 B IR OB DY 1%0> D5 E LD 100%IC a8 bis,

=1 ARG (B9991001 5U5%)

R PD-L1 Bt B 4L
AF%l/BSC BSC AF%l/BSC BSC
(n=350) (n=350) (n=189) (n=169)
0S gl (B) 21.4 14.3 NE 17.1
[95%CI] [18.9,26.1] [12.9,17.9] [20.3, NE] [13.5,23.7]
NP— R I 0.69 0.56
[95%CI] [0.56, 0.86] [0.40, 0.79]
Al p fE” 0.0005 0.0003

BSC : Best Supportive Care, CI : {§#HX[E. NE : #i &A1, *:

ZEN AT 225, %) KOS (HY . 72 L) 12X D@5 log-rank FiiE

—URALFEREO R B AR B2
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At risk#
A7/ BSCHE

BSCH

AHI,BSCHE

BSCHE

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38

HEREID AT 2 b OHIH (F)

350 342 318 294 259 226 19 167 145 122 8 65 51 39 26 15 11 5

350 335 304 270 228 186 153 125 105 83 68 55 41 33 18 12 9 2

AHI,BSCHE

BSCHE

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36

IEMEZEN D AT 06 oW (7))

189 185 177 165 146 129 114 95 81 70 49 38 32 26 18 9 8 4

169 165 152 132 113 89 76 67 54 45 37 30 23 21 12 8 6 2

X1 OS DOHEfENTH D Kaplan-Meier Hi#E (B9991001 745%)
(R 2EFERE, FX : PD-L1 B EFEE)



[ BRAL R 27 1 AHRRER  (B9991001 #AER)

HEFERLIL, AKI/BSCHE337/344 61 (98.0%) . BSC #268/345 %1 (77.7%) (258D 5
. TBBIE L ORRBEREZ S ETERVWAFHES RIEM) 1X. £h i 266/344 f
(77.3%) KT 4/345 fl (1.2%) (ZRRD HTc, WT N OFE G TIHBLRN 5%LL E
DEWERIZTTRDO LBV TH -T2,

F2 VDTN ORETHEBIED 5% EORITER (B9991001 #5R) (22 & MEMRHT 6 RAE)
Bl (%)

SRERIR I/ FEAGE AFHI/BSC & BSC ¥
(MedDRA v22.1/7 v22.1) 344 {31 345 {3
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

ARIVER 266 (77.3) 56 (16.3) 1(0.3) 4(12) 0 0
—% - REFRER X OB SELOREE

ST IE 34(9.9) 0 0 0 0 0

957 33 (9.6) 1(0.3) 0 0 0 0

qE A 24 (7.0) 0 0 0 0 0

FEEN 23(6.7) 0 0 0 0 0
FERG ¥ X UL Pk

2 5 PESE 47 (13.7) 1(0.3) 0 0 0 0

5 25(7.3) 1(0.3) 0 0 0 0

B & g 18 (5.2) 0 0 0 0 0
B ks

T 35(10.2) 0 0 0 0 0

B 24 (7.0) 1(0.3) 0 0 0 0
B R L O SRk

RAf 23 (6.7) 1(0.3) 0 0 0 0
N5 IA R

FIR BB RE A T 36 (10.5) 1(0.3) 0 0 0 0

FOIR IR RE TUESE 21 (6.1) 0 0 0 0 0
5, R K OMLE A GHE

HEANCEE D RS 35(10.2) 3(0.9) 0 0 0 0

728, AHKI/BSC RV CRVEMERE AR 1261 (3.5%) . W2 361 (0.9%). FFHkfE
b 1841 (5.2%) . KGR « HEO FHISH] (1.5%) . HRIREREREE 4861 (14.0%) .
BIBHEREREE 40 (1.2%) ., MREpEE (X7 - AU—EREREZET) 661 (1.7%), &
B 7451 (2.0%) . Ahdk - BEEUTALARSE 2 61 (0.6%) M TN infusion reaction 69 5l (20.1%)
WO BTz, Fo, TEARHEAERE ., [RPERP, DS, FRER e & Ok -
BEE R ITRR D DL o Tz, ARRIEARBURIUIBIE RS (BRARMRAEMEE T 2~ 5 T)
EEUEIFERE =T,



4. fEFXIZHOUWT
iﬁ%ﬁ:fk L CHEARGERAE (2FRE) PEoh s 2 eEnn, YEHh %
(2 2N C & D ik T%ézgﬂ%é O LT, AR ORGP EYREE 2
LJ? . ﬁ%m L. AR OFEGIZ X0 EERFBIERZ BB LIRS T 5 2 & NN ERT-
N D\T@@N@O)‘?‘/\T%{ﬁﬁtﬁ‘ﬁmﬁx IZBWTHERT & Th D,

O MEERIizoOWT

O-1 FFEd (1) ~ (5) OWTINIEYET LM THLHZ &,

(1) JEAFZBRENIEET 203 AROEEEIL SR BE S (A E A 25 A RS HE L AU
BE. Husds A2 REHENLSR P, s V2P 7R )

(2) FrErERERPL

(3) AENFIRAFENFRET 2 08 AR EEERPE (D AR ES R ERPE. 25 A s
BEh IIRBE. S ARSI HERERPE 7 &)

(4) ARACFIEEZRE L, SRACFEREMR 1 AT FREEINT 2 Ofiar e
AR D 21T - TV D iR

(5) DUEMEREZAIAL )7 & BANE Ok B EITAR D Jm 21T - T 2 fiak

@ -2 JRIEE b B DAL 225 185 S ORIE T 38 BLRF D S SIS 47 7 ek & e BR & RO R Rl
(FROWTINITHEE T HER) 23, LR ORANCET 2mROBEE L L
TREINTNDZ L,

*

o [EREFFESE 2 FEOWUMIHHE Z& T L7212 S FLLEDO N AUIBR DO RIRHE 2
1ToTWAZ L, 95, 2 FLL EiT, BDAKYEELS T & LIZRKELE S OHE
BT TWA I &,

o [ERTRFFEUGE 2 FEOMIBHE A E T LI2%IC 4 L EOWIR IR F O RERIHE
ZIT-oTERY, 95, 2 FUEIZ, IREE EBUEO N VSR 2 & 00 AR IR D
FRRIHE 21T > T D Z &,

© PBENOBEIEGERE BROMERHIZDOWNT

S LS SRS ISR A B E N E S, SRS O mE 0. Ak
VSIS W OE R ONERSE T D iEdiRdt, AEFRNRE LSS
WEEBENBLDIITONDEHINE S TN D Z &,




@ EHWEHOXHGRIZ DT
-1 FIFE T8 BURS oD et LAl |2 B9~ 2 A

VB MM B O EERBIWEH S84 LT2BRIC, 24 BRI RIRHIO T, ik X
IEEE S VT FEEL L7 RITERNSIE U CABRE B O CT 5 0 BIE M Q#5424
HAMRADRERD Y H PGS, EBISIS T RER AR 8-> TnDd Z L,

@2 ERGEFH I L A EFEEIC BT 5

N ARSI B I R AR O e R B B IERAEFE B RIER T =4 U >
EEDIEROA Y ) —=2 7 EATOEIRE L A4 T & 55 — AR 2%
HEENTWADZ &, B, BEERHIZOWT, DABRE L FOFKEICHDIZEmMS
TVBI L,

@-3 BITEH OZ W B LT

BIVER (REMEMZEEICIZ, TS, KIBK - HEO TH, NomwESs (F
WIS AR, RIBAREERE S . TRMAMAERET) . 1 BUNIRMA. OBk, Ak - BT
RRIE, MRRPEE (7 2 - NU—EEREAZ B ). BT, infusion reaction, FEZ,
g - BERESS . EEIEADMESESE) 1Tk UL Y EkERR ST B E R B 0 B A A
T HEMEEE L (FREAOZW-OXSICE L TSR OSSR EZ 2 b &S H
HZ L), EHICHEURAENTE HEHNESTNDEZ L,



5. ERG L b B

(G BE§ 2 F1H]

O 77 FF B EE Lo —RALFERIEIC TRBETARD ST, RIRTIERAR
REZ2 IR LR B ICB W CARIOFEN RS TV D

@ RSN T 2 BB ST AR OB G J O ITHEIZOW TR, AFIOFRMED
MESLSNTELY, AAOHRLGHR LRG0,
o T IFTRAE G RAEFRIEDIGRIED LV B
o T IFTRAIE G RAEFRIER ICREEIT SRR 0 b B
o FiomiBhiRA
o fLOTUEMEGR & O L TR S B

(&4t B4 % 9]

O FTRICHEYTL2EFICOVWTUEIARIORG N KD LS TWDL Z b, K5%
1Tz &,
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ TBERTOFHIIZIB N T FRICE Y T 2 BF IOV T, KAl GITHE I Lk
WS ML OTRBERIRE DN 22 WIGEICIRY | [HEICAFZEHT 22 L 2&E T
%
 MHHE @Wr$®AﬁXi%@@%é$%

o S E AR CRE R 2 58 B B K ONE B D e i iti ik 2 R0 e 1 it 2%
FEDOMIZRIEMEZE LN B D B

o HOARERBEOEOF TR ZRHE L VLI B O E o BT
DdH 5 BE

*  ECOG Performance Status 2-4 "V o @3

(1 ECOG @ Performance Status (PS)

Score T

0 |&<MERIEBITE 5, Rl [ U R AEENFIRZR ATZ 5,

PR E LUEBNIHIR S 228, BATAIRE T, BAEEEE > TOEEITIT O LN TE D,
Bl SR EEEE

BONTZESOEDEY OZ L LTER, HREO 50%LL &2~y R T4,

LT RV, BoOHOEY OZ Lidea TERY, BRIy R+ TidId,

HBATRBETH D OHOEID O Z L33 X CTRFEZAMERIZITE 220, HH D 50%LL X~y R4 Tilh 29,




6. BHICEEL CTHHETREFHHE

I SCES TN 2, SE MR TEEH DR 5 ERME I HE D & ARH O Rtk J OVl 1
RO DIV E R ERE B L T OEHT 52 L,

TRWEBAABIC N b BE T Z OFEICHIMNER a2+ L, RE%
BTroETHZLE,

EREIMERO~RT A MZOWT

@

@

MEMEMEERH 5D Z B DHD T, REIOEGIZHT > Tk, #IH]
SR (EGIAL, PEULIRIEE, k) Ok OO X i o £ i, Bl
AT 2k, Fe, HEIDS UTIE CT, i~ —F —%0R& % E
g5z &,

A2, IS, TR 6bND 2 EnH 50T, BT EER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) Z1TV ., EEDREZ 157512
BT L,

FOR IR RE PR 5 . BB AR
DT, EHRINZN W
FY = NVEORIE) 2175 2 L,

AMEEES, RAEHEEEREOERENLDHODLNDLIZERHLDT, &
HIFIZ SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpRI (BIE 1 BUFEIRS &2 & de) Db bbiv, HERFES 7V =2 &
CEDLZENHLOT, A, Bl MRS OGER ORI MBEHE DO L5712
THERTHZ L, 1 BEREN RO GEICIF &G E2HIEL, AR Y
A O 5EOFEU) LB ZITH 2 &,

T 74 T7F UG, RN, IR, RN S 25T infusion reaction 73
LD EnHDHDT, AFOFKEIZEE D infusion reaction (21 . TE A
WREZ 0 7e kb D CTE DU 21T o 7= L CRAtAT 22 &, F£7-, 2 [BIE UMD
AKI G-KFIZ infusion reaction 23 HONHZ L b dHH DT, BHFOIKEEZ T
DCBIET D5 Z L, 728, infusion reaction 23FR & LAV AL, @Y AL
BAEITH & L bIZ, ERNEIET 5 F TREDKREZ I8l 52 &,
AFNOEGIZE Y BEORERINCERT 2 LB 2 b DL R B
BRHOLLNDZEnNH D, BENRO ONTGAEITIL, BB LEEFELRITN
U 7o BEH Y 70 Fnak & #8BR A R DR Al & i U CE bl 28Rz W 247 s
DI SO X D EWEM RN D56 1TIE, AFIORE T ik, K OEI
BRERNVECRIORGEZZRTHZ L, 2B, MIBKREFRVESDOERSE
(2 &V EWEROBEENTE D B2 WA, BIERERVE LS O%E
MHIF OB EET D Z &,

BEATH%, BOAB» LD AREB L T LEWEARREL T2 Z B3 H 57
D, AHNOEGHE T RIS EWERORBBUC 2R T 5 2 L,

EfEEN O TRAEAKERENLLDNDZ LR D
i#s (TSH. W T3, W#HfE T4, ACTH, =/
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@ AFNOEEHABRICEB T, BEIEAZIDHF200 12 D AMIX 8B Z L. T L%
X, 12 BRI Z S ICEEOFMAZIT o T\ 2 & 2B EIC, AFIESRITESR
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