B HEET A FTA v
Tannnv<T7 (B FH#EZ)
(BRFE4 : A S 7 4 VP HEHE 120 mg, A 27 4 Y HEERE 500 mg)
~ 7N R B ~

T2 8 A (Ff44 12 AHKET)
JEAE FEE
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1. IXU®IiC

e DF NN « ZZRMEDFEMRE O T2 D121, IRA SCEZ ISV 2l E 2 23R
BND, 6T, IEOREREFOMESRIZ L0 | FUKEIRS 72 & ORI 72 3 1E A%
FFERMDPARBENDLHF T, 20 DOEEKNZ FICLER BT TR 5 2 L PR
R & 72 o TR Y RIFMBGEE & YR O B T8 2016 (CEAL 28 4F 6 A 2 H MR E)
IZBWTYH, EHMERNEOHERAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, RBEERASRZ 2T 1 7 7 A VDSBEF DRSS & B 5 i
B BB D, 200D AR NZEMICBET 2 IERN+0EET 5 £ TOM.,
MHEIMOBEZMLSZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RMFEBL L 7B B3t & D 2 & A hE /e — 8 O B i 7= 3 S BE A
THZENEETHD,

L7ei3o T, RAA KT A Tk, BARBEES N E T LR TV D ESIREN -
BRI EED & | DUT O RIS O it 70 8 2 HEE S 2 8L b MBI 8k B 2
F RO EFREEZ T,

B ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, —AFEENE N A ARBRIRNBHE S FEdREFTEEE A B ARlE 22 &k O
—MRFEETEN B AR ZR 2 D106 LR LT,

KGR DEIS, A 2T 4 VT 120 mg, A X T« 2V IHRERE 500 mg (—
Wk Fa w7 (BEHEIERZ))

KGR L7 DR ¢ R N A AR

REERDMERORE . ASRPUEMEEA L O Ry Rz, @HE., A
T 2\ w7 (BiaHx) & LT, 115 1500mg % 3
MRIBE T 4 B, 60 RILL LT CERMEET 2, T0%, T=2b
V=T (Bl z) & LT, 1081500 mg % 4 3 [T 60
SYTEILL T CAEMEIET 2, 7275 L. IKE 30 kg LFOHBED 1
[F e 5/l 20 mgkg ((KE) L35,

Bl R E ¥ EH T AT ERIHASH

(%)

VAT T F U OREITE., HIER O E

DIGER A ESHIE SN ol T

HEROHE : VA7 T7F L LT 70~90 mg/m? (KEHFE) %1 H 1 REEL, DL
EH3HEMKEST S, hid 17—t L, HEEBYIKT,

BV T T F o DORRE XTI R, HIEA O HE
ZHRE ST 2N AL - Bifiv N e




RERORE @, KA VAT Z7F LT, 1 B 1 [E 300~400 mg/m? (K
) &G L, Dl tb 4lRETD, Zhael 7—nri L, &5%
MEVIRT, i, BEET, T, KA ERICE VEEEET S,

T hARY ROZREIZN R, FELOHAE

SHRE SIS « it/ N el

RERORHE :: = AR RFELT, 1 HE60~100 mg/m? ((REHFE) % 5 HIEHEG SR
AL, 3EMERET S, 2z 17— b L, BHEERYIET,
7k, BHEEITEER, ERICE Y EEEET 5,

FRRTRERIZ 31T 22 FA o ik - MET 13, BRAGE OHE P5~) 2



2. AERNOKE, 1ERBEF

A X7 ¢ 2V R EHE 120 mg X ONEAGEEE 500mg (— 4 - T 2 v ev T (B
R z), LR TAAI) X, B b programmed cell death ligand 1 (PD-L1) Zxf9 %
7 m7 ) v Glx (IgGlx) 77 720k M€/ 7 a—F bk Th s,
CD274 (PD-L1) 1. AEKANICE W THRRERMEFIZIHBLL TV | EHkLcY
VRER (THERE, BREL VT = 7% 7 —T fifld) Fi%84 % CD279 (PD-1) &
U CD80 (B7-1) &t 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, T& 4 OEEMIALIC & FEH,
LTCWAZ & (NatMed?2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 23#4E S TH
V. PD-L1 & PD-1 41 L7-#RB&I%, MEEEHIAL S HURRE SR 72 T MIRE 2> & 00 BB % - (]
BT LEFEDO—o L LTEZLNTND,

AFNL, PD-L1 OIS EIRICHES L, PD-L1 & PD-1 OGS &2 ET 5 2 L%k
D BSABURRFERN 72 T Ml O MG IR E 2 R U, BB OME 2+ 5 525
TV 5D,

ARANOVE I IES < BE DR RIS L DRIERS RN & b, BEE LTI
BLOAREMEDN B D, AAN OG- H R OREZIIEL, BFOBILE L 012470 BEDTR
D O EITIL, BB LT FRITIE U7 B 72 ek & R BR & FF O fh & L Cil
Gl BRI W 21T\ B ORIE SIS K B EWER N EDN 25581213, RIRRE RV
F RO LD YR AE 2T O BN D D,



3. ERPRARE
THE IR [N e it oD A GRS I BT 21T - 72 B 72 B IR R BR O i & T,

[ 2]
[EIBRIL[R) S 1 AR (CASPIAN #5R)

AV SEPRVEIE D 7o R Nl A ity 238 (WHO/ECOG Performance Status 0 313 1)
537 B (R & QAR PUEMIREA (D NVRTTF o UITV AT TF ) += hRT R)
[AFIGEARE2268 ], A&RPUEMIREA] (WVRTTF oI AT TF ) +=
MR R Dt FREES269 511]) (A AN 34 il [AHIGFHIEE 18 i, HEEE 16 11]) 2 5ds)
ZXBRIC, A, ASRPUEMEES] (WAVRTITF oI AT TF ) FOx bR
¥ REGFRE S LTc S a OR MR V22 & et Lz,

HERT OFE R, FEFHMEEE Th D 2AFHM (LLTF, T0S) (FHRfE [95%(51HH
X[H]) (336 DA~ b)) 1%, AREIGHHEET 13.0 (11.5~14.8) # A, *HEEET 103
(9.3~11.2) 7 A TH Y  AFIGF BRI ERRIS LFEHFRICE BERERE 2R LTz (0
HF— R :0.73 [0.591~0.909], p=0.0047 [J& 5| log-rank &, A E/KHE (MifH]) 0.0178],
2019F3 A 11 BT =By A7),

*1

*2 .

*3 .

: T 30 kg #75>>@American Joint Committee on Cancer (55 7 hit) @ IV I X IZ@AFFHIZ 7= 5

BONFEE A B 58 L < 1S, FEE &R R E WD LI XY THE AT 2R R G R 58 T — R
FFNICINE D & 5720 T3~4 OBREPMAAN ST,

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

HINKTZF > (AUC 5~6) XIIT AT Z7F 2 (75~80 mg/m?) OWT Ikt A4 7LD 1H
HIZ, S6IZ= FART R (80~100 mg/m?) & A 7vd 1, 2, 3 HEIZ 3 BERMRCTRK 6 ¥
A7 NHE Lz,

4 OSH#&fE (B)[95% CI]

\‘"n—\L_ — KEIGA# 13.0 [11.5~14.8]
08 N ] 10.3[ 9.3~11.2
S SR [ 1
08 “+ NH— FLHE [95%CI] 0.73 [0.591~0.909]
2 o7
’+
# o6
4l
g 05
0.2
0.1
0
0 3 6 9 12 15 18 21 24
at risk# BB SO WRICE)
AFIGEREE 268 244 214 177 116 57 25 5 0
B 269 242 209 153 82 44 17 1 0

1 0S O HfEfiEMTI: O Kaplan-Meier #if (CASPIAN A5%)

5



(24 14]
[EI BRI 26 1T AHEBR  (CASPIAN 3RER)

B EFLIIARAIDHEE 260/265 5] (98.1%) K USHHREFE 258/266 5] (97.0%) 127D 5
iz, ARPFABIZIBNT, KH L ORRBEFENGE TER2WAERS (RIEH) 1%
156/265 151 (58.9%) (2B B, £ D H BLILLH] (Grades) X, 1/265 fi (0.4%) TH
STz, AAIGHARECREEN 5% U LORIERIZTFERO LB ThoTz,

&1 FEIGARECREAED 5% EORIER (REMMATHREN) (CASPIAN RER)

B (%)
A OFHE (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 R ER A i 21 (7.9) 9 (3.4)
W W

FR N e U E 21 (7.9)

FR I R AR T iE 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

¥, AFIPFAFECISW T, HEMEMZEER 76 (2.6%) . KIGK LA (04%) . BHE
O FHI2 61 (0.8%) . AFHEREREE 14 5] (5.3%) . FLIRAMEREIR FIE 23 5] (8.7%) | H
RIRBERETTHENE 25 1] (9.4%) . RIEHERERET 2 6 (0.8%) . 1 AUHEIRYP 2 151 (0.8%) .
infusion reaction 3 5l (1.1%) . FEEMEAFHRERIBAME 2 ] (0.8%) 23FD LTz, Eiz,
B (REMEBRE) | R - BUSUHRARE, DR, EIEREE, T RAKERE
E BB S OV P L D PSRBT 1R B AV Do o, ANEIE FASE BUR I 1 B
HELEZEDEINERE =T,



4. FEFRIZOUVT

S U R 7 EBETE (RMP) (ZHED & | AHI O BEFE 22 MR BIE B~ i 1 14T
Wb DHHEEE Tl > T, AR OEEN#EE) 72 EE Z2W - FeE L, AFIOHEGIC L BHEE
7REWER Z 3B LT BRICXIS T 5 2 & BB R 7o D LU DO~@DF T A& 72 i
RIZBWTHEHT 5 R&ETH D,

D HERRIZOWT

@-1 Fi2o (1) ~ (5) OWTNIHENT Dl THHZ &,

(1) FEATHEREDIEET 22 ARFEEIL RS GIEN IS AR gL AR
B, HidskAs A HOEEENL AR, Mg A A B RERE e &)

(2) FrERSRETRPL

(3) BRI ENEET 2B ABFELERGE (23 AVIFEIEE ERPT. 03 AR
W 1IEBE, B AR EEHE R 722 &)

(4) I RACFPREEZE U, SRER L ARIERRE 1| USRI L AR
BE 2 OREsR FEAEIZLR D i HH 21T > T B fitiak

(5) HUEMEREAINL G EEINE Ol sk KYEIR D I H 21T - T D ik

O-2  fififes DAL K ORI E R FE B O RIS 53 72 50k & #EBR & RO ERT (TR O
WIS T D ERM) 2 USRI OARANCET HIEROBMLE L L CRE S
TnnZ L,

*

o [EHithFFEEE 2 EOPIHAIHME ZME T L7212 5 4ELL EDO D ATRIED BERIHE %
[THoTWBZ &, 9b, 2L RIT. NARMIRELS T & LI BREEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMHIHEAE T L72RIZ 4 FELLEOBRKRRZ A L T
Z&, ob 3L, MO AFRYIRE A S LRSI S O BRIRIHE 21T -
TWnsZ &,

© BERNOERREREHOMEHIZONT

RIS I A B FE T D RMEA NI E S, BERGE O OfFmE 0, A2 - %
AR OB P ONERISE IR 5 iR it A FFRNELE LG E OWE
. FRESNITAT DN D IEFINE > TN D Z L,




® BIER~DOXRIZONT
@-1 FERREHICE T 5B

FEVELPE I R S 0 BB e BRI AS 364 L7 BRIC, 24 ISRIRSIRIRHI O F |, Yakhtiak X
(TE MR T, R L2 BHERICE U CABRE B O CT S ORIER OSBRI
FARA OFE R Y A RIS SO, B BICHIS AR R EH N - T D 2 &,

@-2 EFRUEFHIC L A EFENBICET 5 EH

NIRRT B I R AR O e R B B IE R E B RIER T =4 U >
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4 T & 55 — AR 2%
flENTWDZ &, B, BRI HOWT, BNABRE L ZOFRICHSEMEN TV
B,

@-3 BHER OB LT

AIER (RYEPERGR R Ol 2 & de) (A, AFHRERE T « T2k - ALPERR
AR, NI (RURBAPERERRE | BIRBRAERE S . T (A PERERETE) | IR, infusion
reaction, KA « BEEO TR, 1 RBER, Hisk - BUSUTHRAEE, Ok, BEAEMEE)
SE. BERESS, SRR MRS PSR BEN . Bdde, B DORJEREE ., RRiEE (T -
NU—EE 2 ETe) . ALFRIEDF IR O R H BRI IE, THILAE 2R AL, ERSE)
(% LT, Y ST BRE R B OB P 2 A9 5 AT &g L (RIVER o2 Hr<e
SIS L THREROXEEZZIT ONDXFCHH 2 L) EDICHEIRLENTE D
KHIRFESTND Z &,



5. Bt sBE

(G2 B3 % 950H]

O ALFPIERED 72 B N R B F 2B W TRF, BeRTuErEERAl (
NRTFZF IV AT TF V) RO bRy REDOOFRBEGOHFIEN RS
TW5,

@ FRICHENT B RE KT AR OB R OB T RIC SN CIE, ARSI
P SN THBT, AFOBERG L7257,
o DTARADHIERT STV O FUEPEIBEA & Db 5

[tz BE 3 % F1H]

O TRIZEYTIHIEEFICOWVTIEIAROERGNEDE ENTWD Z D, B %217
brpnz &
o ARFIDEATT R UIRBUE DBEERED & 5 B

@ WIEHIOFC 3BT FRICHKS T 5 BEICOD T, AAOR GRS L
A5, HOEHBIREA 72 IR | MBI AR T 5 2 & 2 BHTX B,
o RVERERGAE (RO & A1) O B IBE LT DB b 7 B
o WERER R CIIELR &R B B B O R S ORI JIEE A L3 %

BY (+¥5¢ )
o ACRERBOA U UTIENMER 23 L ITFIRMEO B SRR BOBEERED
% 8AE

e WHO Performance Status 3-4 " DB F

(ED WHO ¢ Performance Status (PS)

Grade

0 Fo MBI TE 5, SREOMHA LI LT, FIaT L F U H AR IR <ATZ 2,

1 PRI LUETNIHIBR S D23, BTTTREC, BIEESBIEIIT O Z N TE D, SR IE s
V— RO LRUSHERFEH TS BELEEND,

2 HATAIRE T, B OFDEDY O Z LT TREELN, /BRI TE2R, D 50%LL B~y FATil I,

ROENTZHSOHEDEDLYDZ L LNTERY, HFO 50% &2y R+ Tl 24,

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




6. BEICERL THETNEFH

O WA CEFIDN A, ERGEER DRI D B RS & AR O RpM: K OV EAE
DT DIZ LB R ERE B L ThBERT 52 &,

@ 1REBALEIZIEN D BE UL OFIEICHINER OfERRMEZ ot L, [E x4
ThoETHZ &,

@ ERBEHO~RT AL MIDONT

MR R (RO RRIIRR 2 &) BN obiud 2 ENH DT, FIHER
(EO0A, MR IAIEE, nguk, FEEAEE) ORER I OMOER X B o s, #Blsg
EHoICATO 2 b, Fim. MBS U THE CT, MiE~—»h —%0Hmi s %
fid 52 &,

infusion reaction 23% 515 Z E A3 H 0 | 2 [ H LA O AFI$E 5-FF 2 H infusion
reaction 3% LD Z ENHDH DT, AEIBGRHIZITERIEE OKREEZ+5
\ZHBlE24 5 Z L. infusionreaction 3FR® LIV AT YR ALE T & & b
(2, JEREIE T 5 T CTHEDREEZ +DICHERT D 2 &,

R IRAR e | RIS RERE = X OV T IRAEIERE N H S b s Z R DH D
T ARHIE G- Bl haa K OB G- #1 [ R E BT N2 i e i A (TSH., i0#HfE T3,
WElfE T4, ACTH, Mo LvF Y —VEDRIE) 2470, BEOREE 51281
BIH b, T, MEIEUTHEBRESZEOELEET 52 L,
AFNOEHIZ XY | BEORPE IR T 5 £ & 2 5Dk~ 7 B e
DHLONDLZERHDH, BEE+DITV., BENRRO ONHAITE, @
FEORIERINC X DRIER OB A ZE L, MUe#nZmiaiT> 2 & mE
DEIERISIZ L HREWER RO 256121, AFIOEHORIE, H ik XL E]
ERERNE CHORGEEZESTDH L,

BeHA&TH, BEM BB ARGE L COLRIERANRET D 2 ER8H 5720,
AR OREHETH#IZHRIER OB 3 ITEET D,

AST (GOT). ALT (GPT). y-GTP, v U /LB ED EH 205 AFenEREE . T
K. WALMEIRE RN S Hboivs Z XD 5 DT, ARFIH GBI AR & O 511
FIEHRNCHTRE R A 21TV, B OWRELZ +0ICBI5RZT 5 2 L,

PRABE REMEBR, REREBREOBEREENR O LDONDL Z EBH LD T, KA
P2 5B AART M O 5- IR T 1T E W0 IS B e A 21TV RE OMRRER 431
Bl oz &,

1 BUBEIRIB N b D bodu, FERFMES 8TV R—V AZEDLZ ERHHDOT, O
B, D, NEMEOERORBBCMBEED LA H0EET 52 &, 1 BER
RREEONT G, A R VARG T 5EOBURAEZITH Z L,

@ CASPIAN BRI BW T, EEBBS 12 BEIX 6 B, £ 0%I1T 8 MmIlcazhiE
D 24T > TV Z & 2B EFI1C, AFNRE T ILEHICEERE TR OMER

10
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