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1 6

B AHEET A RFA v
TalnNv<T7 (Bl FH#EZ)
(BRFE4 : A S 7 4 VP HEHE 120 mg, A X7 4 Y HEERE 500 mg)
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1. iXU®IC

e DF NN « ZZRMEDFERMRE O T2 D121, IRA SCEZ ISV 2l E 2 23R
BND, 6T, IEOREREFOMESRIZ L0 FUKEIRS 72 & OHF 72 J R 1E A%
FERMDPEARBENDLHF T, 20 DOEEKNZ FICHLER BT IR 5 2 & PR
PR & 72 o TR Y RRIFMBGE S & YR O BT EE 2016 (CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHMERNEOMHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, RBEERASRZ 2T 1 7 7 A VDSBEF D ESR & B 5 i
B RHD, 2O AR NZEMICBET 2 IERNH0EET 5 £ TOM.,
MHEIMOBEZMLSZIT 5 2 EnHIfF SN BT I LTERT S & &bz, mIfE
RMFEBL L 7RIS B 23t % & D 2 & DA fE /e — 8 O B i 7= 3 e BE CfE
THZENEETHD,

L7ei3o T, RAA KT A 0 TlE, BARBEES I E T LTV D ESIREN -
R RN EED & | DUT O E IS O it 70 8 2 HEE S 2 B0 b B e ik B 2
F RO EFREE T,

BB ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, — A EETE N A ARBRIRNBHE S, FEdREFTEEE A B ARfE 22 &k O
—MRFEETEN B AR ER 2 DO/ 0 b LR LT,

KR ETRDEIRE A 27 4 U ETEHE 120 mg, A 2 T 4 >V EE 500 mg (—
Wk F a7 (EEHIERZ))

R LT DR R IS A A

REERDMERORE . ASRPUEMEEA L O RS ROz, @HE., kA
[T 2w 7 (BiaHx) & LT, 118 1500mg % 3
MRS 4 [al, 60 /RILL Bz CTHEEHET 5, FD%, T2
Vw7 GEG B Z) & LT, 1R 1500 mg % 4 RIS T 60
SrRCL BT CERIEEIET 5, 72720, KE30 kg L FOHAD 1
[F e 5/l 20 mgkg ((KE) L35,

Bl R E ¥ EH T AT ERAHASH

(2%E)

VAT TF U OREITE., HEROHE

PIGER A ESHIE SN ol

RERORE :: VAT T7F L LT 70~90 mgm? (KEmEAE) 210 1E&%EL, D7l
EH3HEMKEST D, hid 17—t L, HEEBYIKT,

HIVIRT T F o DORRE IR, HIEA O HE
HRE ST N AL - Bifiv N e




RERORE @, RAZIEIAVRTZ7F LT, 1 H 1 [E 300~400 mg/m? (K
) &G L, Dl tb 4lRETD, Zhael 7—ni L, &5%
MEVIRT, Zpds, BEEIT, T, KA ERICE VEEEET 2,

T hARY ROZREUTE, HiELEOHE

SRE ST « Wi/ N e

RAELOHAE : = bR FELT, 1 BHE60~100 mg/m? (KEmEFE) % 5 B MG &
WL, 3HEMAREST D, Zhxk 1 7—nb L, BHEEREDIRT,
k. BEEITER, ERICE Y EEEET S,

FRRTRERIZ 31T 25 FA o ik - MET 13, BRG] OHE P5~) 2



2. AERN DR, 1EREF

A X7 ¢ 2V RIEEHE 120 mg X ONE AR EE 500mg (— 4 - T 2 v ev T (E
R z), LR TARAI) X, B b programmed cell death ligand 1 (PD-L1) Zxf9 %
s m7 ) v Gle (IgGlx) Y77 720k Mt/ 7 a—F bk Th s,

CD274 (PD-L1) 1. AEANICE W THRRERMEFIZIHBLL T | EHkLzY
VRER (THEME, BREL VT = 7 0% 7 —T i) FI2%84 % CD279 (PD-1) &
U CD80 (B7-1) &ty L SIS E 2 AUCHIE T 5 & & 2 57TV % (Annu Rev Immunol
2008; 26: 677-704, Blood2010; 116:1291-8), F£7-. PD-L1 I, &4 OEEHALIC & FEH,
LTCWAZ & (NatMed?2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 23R4S S TH
V. PD-L1 & PD-1 41 L7-#RB&I%, MEEEHIAL S HURR 2RO 72 T MR 2> & 00 BB % - (]
WS LEFEDO—o L LTEZLNATND,

AFNL, PD-L1 O/ EIRICHES L, PD-L1 & PD-1 OfEG &2 ET 5 2 L%k
D BABURRFEN 72 T MR O MG EIRE 2 R U, BB OME2 I+ 5 525
TV D,

AR VSR 35 < B D SIS IC & B BIEFI S8 & b, Bl UL I
B WA & . AFIOR G H R ORI RICIT, BEOBBE AT, B 5
0 AT AT, R LT FRICTS U PR 7Rk & RRBR % R DTN & ks L
GVRSERIRBIT 21T\, B DRIERISIC K 5 BIEA A SN B B a 1L, BN R
U HIDB GEOWE RALE 1T 5 LEDR BB,



3. ERPRARE
T FETRL [N B8 0D A SRR L 3AM 24T o 7= = 72 B PR SRR D il & 3,

[ 2]
[EIBRIL[R) S 1 FRFER  (CASPIAN #ER)

AV SEPRVEIE D 7o R N A ity 38 (WHO/ECOG Performance Status 0 313 1)
537 B (R & B RPUEMIREA] (W NVR T TF o I AT TF ) + = hRYR)
[AAIGEARE2268 Bl ], A&RPUEMIREA] (WVRTTF oI AT TF ) +=
MR R Dt FREES269 511]) (A AN 34 il [AHIGEHIEE 18 i, HEEE 16 B11]) 2 5ds)
BRI, A, ASRPUEMEES] (WVRTITF oI AT TF ) FOT bR
¥ REGFRE S LTc G a ORI OV 2k &2 et Lz,

HAEAT OFE R, EEFHMEE R Th 5 2AFHE (LT, T0S)) (Y9l [95% 54
X)) (336 DA X R) I, AFIGHHEET 13.0 (11.5~14.8) HH . XHEET 103
(9.3~11.2) 7 A TH v  AFIGF BRI RIS LFEHPRIICE BERER 2R LTz (N
F— R :0.73 [0.591~0.909], p=0.0047 [J& 5| log-rank & . A E/KHE (Mifd]) 0.0178].
2019F3 A 11 BT =By A7),

*1

*2 .

*3

R E 30 kg B> >@DAmerican Joint Committee on Cancer (55 7 i) o IV M X X@AFEICHT- 51
BONGHEE A B D8 L < 13, FEEEA R E WD LI XY THE iR 2R R MG 58 CH— R
FFNICINE D & 5720 T3~4 OBREPMAAN ST,

AH) 1500 mg e PRANVARTZF 2 (AUC 5~6) X AT TF > (75~80 mg/m?) DOWT g
EY AL 7O 1 HEIZ, EHIZ= MR K (80~100 mgm?) Z&HA 7D 1, 2, 3 HEIZ3HE
MR TR 4 A 7 V5% AH 1500 mg % 4 BHIHRECTHRE LT,

HINKTZF > (AUC 5~6) XIIT AT Z7F 2 (75~80 mg/m?) OWT Ikt A4 7LD 1H
HIZ, SHIZ= FART R (80~100 mg/m?) %A 7d 1, 2, 3 HEIZ 3 BERMRTRK 6 ¥
A7 NHE Lz,

1 OSHR{E (A)[95% Cl]

e — KHEIGAE 130[115~14.8)
09 N o R 103 [ 9.3~11.2)
. SRt [ ]
08 4 = K [95%CI] 0.73 [0.591~0.909]
£ o7
3
# o6
#l
8 o5
0.4
0.3
0.2
0.1
0
0 3 6 9 12 15 18 21 24
at risk# BB SO WRCT)
AFIfEFIEE 268 244 214 177 116 57 25 5 0
HEREE 269 242 209 153 82 m 17 1 0

1 0OS O fEfiEMTI: O Kaplan-Meier #if (CASPIAN R5%)

5



(224 14]
[EI BRI 26 T AHEBR  (CASPIAN 3RER)

B EFRIIARAIDHEE 260/265 5] (98.1%) K USHHREFE 258/266 5] (97.0%) 127D 5
iz, AFIPFRMBECBNT, AF L ORREABRPGE TER2WAEFRES REIER) 1%
156/265 151 (58.9%) (2B B, D H BLILLH] (Grades) X, 1/265 fil (0.4%) TH
STz, ARAGHARETRIEN 5% U LORERIZTTERDO LEBY Tho T2,

&1 FAIGARE CRIAED 5% EORIER (REMMATHREN) (CASPIAN RER)

B (%)
AANOFHRE (265 fi)

ERE RS | RATE
(MedDRA/J ver. 21.1)

4= Grade Grade 3-4 Grade 5

ERIEM 156 (58.9) 40 (15.1) 1(0.4)
MR LY o RlEE

E=giil 21 (7.9) 2(0.8)

I BRI iE 21 (7.9) 9 (3.4)
W W

FR A e TR 21 (7.9)

FR I R AR T E 23 (8.7)
Rt L OGS

AR 21 (7.9) 0 0
Bl

T 14 (5.3) 2(0.8)

LD 32 (12.1) 0 0
—f% - B EFER L OB G OREE

/) 20 (7.5) 1(0.4)

957 16 (6.0) 0

¥, AFIPFAFECIWT, HEMEMZEER 76 (2.6%) . KIGK LA (0.4%) . BHE
O FHI2 61 (0.8%) . AFHEREREE 14 5] (5.3%) . FLIRAMEREIR FE 23 5] (8.7%) | H
RIRBERETTHENE 25 1] (9.4%) . RIEHERERET 2 6 (0.8%) . 1 AUHEIRYP 2 451 (0.8%) .
infusion reaction 3 5l (1.1%) . FEEMEAFHRERIBAME 2 il (0.8%) 23FD LTz, Fiz,
bR (EMERRE) | HiR - BBUHRIARIE, Omisk, BEEMEE, T RAHRERE
E BB S OV P L R D PSRBT R DAV Do o, ANEIE A BUR I 1 B
HELEZEDEINERE =T,



4. FEFRIZOUVWT

S U R 7 EEETE (RMP) (ZHED & | AHI D BEFE 22 MR BRIE B~ 1 1 4]
Wb HHiEk Tl > T, AR OEEN#EE) 72 EE Z2W - FrE L, AFIOHEGIC L HEE
7REWER ZFBL LT BRITXIST 5 2 & BB R 7o D LU DO~@DF T A&l 72 i
RIZBWTHEHT & TH D,

D HEFIZHONT

D-1 Fi2d (1) ~ (5) OWTNITHEY T D THDH I &,

(1) BEATHEREDEET 22 ABFEEIL RS GBS AR gL AR
B, HidskAs A HOEEENL AR, Mg A AR RRRE e &)

(2) FrERSRETRPL

(3) BRI FIEET 5B ABFEIEFE (03 AR BT, 23 AR
W 1IEBE, DS AR R EEHE R 72 &)

(4) IR LFIRIEEARE L, AR ERIENE 1 USSR EEINE 2 Okt
WZLR D M 21T - T 2 filiak

(5) HUEMEIEAINLG EEINE O R sk KER D R H %217 - T D ik

O-2  fififeg DALHRIE K OBIME I FE B O RIS 53 72 50k & #BR & RO ERT (TR O
WFNZREE T D ERN) 23, HE2REORANCET HIEROEEE L L TREI N
TnnHZ L,

*

o [EHithEFFEEE 2 EOPIHINHME ZME T L7212 5 4ELL ED D ATRIED BEARIHE %
{THoTWBZ &, 9bh, 2L R, PARMIRELS T & LIz BRBEEZOHHE 2
{ToTWVWBHZ &,

o [ERIRFFIGER 2 FOMPIHEAE T L72RIZ 4 FELLEORKRRZ A L TS
Z&, ob 3ELLRIE, DD AERYIRE A S T PR SR S O BRIRIHE 21T -
TWnsZ &,

© PBEADOERRIFEREEDOEHIZOVNT

RIS I A B F T D BMEA NI E S, BERSE O OfFmE 0 A - %
IR OB P ONERISE IR 5 iR it AFFRNELE LB E OIS
. FRESNITAT DN D IEFINE > TN D Z &,




® BUWERA~OIIRIZ2ONT
®-1 fEgeahlicBEd 25 B4

PR 5 O A AR IME I AVRAE LT BRI, 24 BERTRBIRIRHIO T, 4 RkMiR 3
ILESE R I\ T R L2 BIHERICIE U CABEEL R O CT % O RIEH ORI
ERRAEOR RIS Y AFIE O, EHITRISATREZRARI N > Tnd Z &,

@-2 EHRUEFHICL A EFENBICET 5 EH

N AT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
flENTNDZ &, BB, BIAEHICHOWT, BABRE L ZOFKRICHSEMEN TV
B,

@-3 BHER OB R LT

AITER (REVERGR R CRcsrmilese 2 & de) 1A, IFHeERE S . Poruskasds (I
IRMRFERERRE | B PERERE T . T ERABERERETE) . B IE, infusionreaction, KIFZ « B
FEDOTH, 1 BUEIRIN, Fhdk - BORUHBRAE, WOk, EIEMMEIE, BRI, otk
NI PSRBT . AL SR OF IR O FE B A h BRI ESS) (256 LT ki X
(T RRESAEBI O M2 A3 D EEAD & B U (RITEH OB W-OXS B L THRE LD
XEEZTONDEMECHD Z &) BHHITHEE) R E N TE HRH 23S T 2 L,



5. B#Extp L s BE

(G2 PRI B3 % 9]

O ALFPIERED 72 B NI BF 2B W TRA, BeRPUErEEREAl (U
NRTTF IV AT TFT V) kO bRy REDOUFRBGOHFIEN RSN
TW5,

@ FRICHEYT B RE I B ARI OB R OB T RIC SN CIE, ARSI
DT SN THBT, AFOBERG LR BR,
o DTAADHERT STV OO FUEPEIBEA & Db 5

[tz BE 3 % 3]

O TRICEYTIHIEEFICOWVTIEHAROERGNED L EN TS Z D, B %217
brpnz &
o ARFIDEATT R LIBBUE DBEERED & 5 B

@ WIEHIOFC B\ FRICHS T BEICOD T, AAOR SRS L
A5, HOTEHORIREA 72 BRI IR | MBI AR T 5 2 & 2 BHTE B,
o TR (REBRIIEZ & A1) 05 BEUTE OBERED b5 B
o WERERRE CIIELR &R B IR O R S ORI JIEE A 3 %

oY (+¥5¢ )
o ACKERBOA U UTIENMER 223 L ITFIRMEO B SRR BOBEERED
oo HAE

e WHO Performance Status 3-4 1V DB ¥

GED WHO ¢ Performance Status (PS)

Grade

0 Fo{MEREBTE 5, SFEOMMNEZLE L3 FIaTL [ U HEAENHIRZ <172 2,

1 PIARRIICI LUETNIRIBR S D23, BTTTREC, BAEESBIEIIT O Z LN TE D, SR IE s
V— RO LRUESHERFEH TS 2BELEEND,

2 HATARE T, B OFDEDY O Z LT TREELN, FERIFTE 2, D 50%LL B~y ATl I,

ROENTZHSOHEDEDLYDZ L LNTERY, HFO S50% &2y R+ Tl I4,

4 FoLKET R, BODHDOEDLYDZ LITE-7L TERY, BRIy RO+ Tl 4




6. HEICERL THETNEFH

O WA CEFIIN A, SEREER DRI D B RS IS & ARHI O RpM K OV EAE
DT DIZLE R ERE B L T RT 52 &,

@ 1REBRLAIZIENL D BE UL OFIEICHINER OfERMEZ ot L, FE x2S
ThobETLHZ &,

@ ERBEHO~RT AL MIDONT

MR R (O RRIIRR 2 &) BN obivd Z ENH 20T, FIHER
(EO0A, MR AIEE, nguk, FEEAEE) ORER I O X B o s, #Bls2
oAt o 2 &, e, IS UTHE CT, mig~— 0 —%DMmA% %
fid 52 &,

infusion reaction 23% HiL 5 Z EARH 0 | 2 [ H LA O AFI$E 5-FF 2 H infusion
reaction 3% LD Z ENDHDH DT, AEIBGRHIZITERIEE OREEZ+5
(815245 Z L, infusionreaction 3FR® LAV AU ALE AT L b
2, JEREIE T 5 £ CTHEDREEZ +2ICHERT D 2 &,

R IRAR R | R RERE S K OV T IRAIERE N H S b s Z R DH D
T ARHIE G- Bl haa K OB G- #1 [ R e B N 20w e i A (TSH., i0#RE T3,
W T4, ACTH, Il 2T — VEORIE) 21TV, BEOREZ +512 8
BIHZ b, T, MEIEUTHEBRESEOELEET 52 L,
AFNOEHIZ XY | BE ORISR T 5 &35 2 5Dk~ 7 B e
WHLONDLZERDHDH, BEE+H0ITV., BENPRO ONHAITE, @
FEDORIER N X DRIER ORELAZZE L, MUe#nZmiaiT> 2 & mE
DEIERISIZ L HREWER RGO 256121, ARIOEHORIE, H ik X TE]
ERERNE CHOBRGEEZESTDH L,

BeHA&TH, BOEM S5 ARGE L COLRIERANRET D Z BB 5720,
AR OBEHETHIZHRIER OB 3 ITEET D,

AST (GOT). ALT (GPT). y-GTP, B U L v 20 bR 20 5 i REREEN &
Hbhid T &N DHDT, RFIEG AR & OB GBI I3 E S PR RE R
HEEITV, BEOREL SIS T L &,

PRABE R EMEBR, REREBREOBEREENR O OLDONDL Z EBH LD T, KA
P2 5B AATRT M O 5- BRI T 12 E W00 IS B e A 21TV RE OMRRER 31T
Bl oz &,

1 BUBEIRIB N B Dbt FERFMES N7V R—V RAZEDLZ ERHHDOT, O
B, D, NRM-EOERORBBCMBEED LA H0EET 52 L, 1 BER
RREEDONT G, A R VREIZ RS 5EOBURAEZITH Z L,

@ CASPIAN RERICBWT, EBBS 12 BEIX 6 B, +0%1T 8 MmIcashiE
D 24T > TV = Z & B EFI1C, ARG T ILEHICEERE TR OMER

10
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