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Pt PD-1 HURFLEEMEIRIE AN AR D i HHEE T A BT A4 DR EITH
IR EFEIHO—EPLIEIZ DOV T

i PD-1 HUAHEMEERI TH 5 (=R~ (B Fifiz) K (kR4 - 72—
AR A ERE 20mg, [F] 100mg, [F] 120mg 2 OMF] 240mg) | MO [RAT 1) X~7 GE{x -k
Z) BH (RFE4 - A Mv—F S ERE 100mg) | (2 DWW TIE, THL PD-1 HURHTEEME IR A
(2R D il FHEE T A R A4 v DOREL ﬁ?ﬂi$@LOWTJCH&%E@HI4HH
FPRIESE 0214 55 4 5, LUT THL PD-1 HFURPUEMEIEEAIRE B0 L\ ) ,) ITB W,
RIEEH EOBHRWICRLZHEFRHEABE ML TWDH EZATT,
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P PD-1 FURHTEM IS S A B FHEEM OO 112 (12) 2, Lo 212 (12) Iz 5,
1 A7 V=R AR ERE 20mg, 7 100mg, [A] 120mg K TN[F] 240mg
(12) AR
ANHUA % JFFE AR BRI ORI W D 358 1T ., R OO FTH & 32 B A A0 22 o0 47 S L 2
LT A Z &,
1) WICETHMRDO OB, Z4T560 (THEREMET ] D TEREEA) £T
D HHEMET D HOEFHE)
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FOHEHER IRBE. S A EOEHEHEE R e &)
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2) WIZHBITLEMOESED S L, KUANCET HEROBEE L L TRESNT
WOHEPEET L0 (TEMELET ) T TEER ) &5
7 ERIGEFFEUGE 2 FOWHIFHE ZE T L 721212 5 LU E O D AUTEHRE O BRI
BEEIT->TNDHIE, 9B, 2L I, DAKYIREE B L L ERESY:
DWHEZIT->TWND Z L,
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RIS DOF M « ZEMEOMROT-OIZIE, I SCEFEIZHES W@ IE R RO 51
b, BT, ITFEORFEE T OHESRC . TUREIRSL 72 & O 22 FrR A E I 7 = 38 50

RINDHPT, ZNOOEENZEITLERBFITRMET 5 2 L NRBOBRE L 72> T
BY ., REMBGE & ORAT #2016 (K 28 4 6 H 2 ARMESAE) 2B\ TH, #
FHEIRGEOMEHOREHELZRD Z L3 TnD

FOHE AP RN, REEASCR RN 1 7 7 A LV DBEFO RS & DM e 5
ZLenbD, Zokd, AR OZEWIET DIERNH0EET D5 E TOM, HiLEK
DO BEEZRS 25 2 EBWIRFSN D BEICH LTS & & bic, BITERBRREBLL
BBt IG 2 & D 2 E N ATRER — T E DB A 7o T IEREE TN 2 Z L NEETH
Do

L7eo T, KHA RTA4 Tl BBEESLZNE TIZE LN TV D EFIER - By
LN D & | LUN BRI S 0 S 7o i F 2 HEE 3~ 2 BLA 0 DB e BfE . B 2 07 RO
BHREEZTRT,

I, RAA RTA 0%, MSIATEIE NEIR M R S . AR A AR
ISP, — AR B ARER R AR E S K Ot EE N A AR SR OW 10 b L E
Al L7z,

KL IR BRI AT YRR EE 20mg, AT YR AEEE 100mg, A7 U —R
RIEFRE 120 mg, A7 P — AR s EHE 240 mg (—ix% - =R~ T
(BfE T %) )
REERDRREIDR « R
B LRAMERORE @, MACIE=RL~T GEEFH#z) & LT, 118 240mg % 2
HFMR X 1 [\ 480 mg % 4 B IFRE CREEET 5.
B ik FE BRI TR
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2 AHFORE. 1EREF
7 — R S EE 20 mg., [RLASEEE 100 mg, [R] A EHE 120 mg K ONF] AR F#HE 240 mg
(=4 =R ~7 (BIaFH#z)  BUF. TRAL SWvo, ) 13 NEPEEG TERAS
HEAZ VLY 7 A (BT VARV~ Y —X 2747 (BMS) 1) 3% L7t bk PD-
1 (Programmed cell death-1) (2%t %t R 19G4£/ 7 n—F AHETH 5,

PD-1 1%, #EMAL L2 D 8Bk (T Alld, B Ak OV F = T 0% 7 —T fifld) K OVE#ER
AR HEBLT 5 CD28 7 7 X U — (T MR OIGHE(L 2 #iBAIZ 1E & AICHIET 290 18 |
BT 5% /IR TH 5, PD-1 ZHUFERMIGICHEELT 5 PD-1 Y 7> K (PD-L1 ¥ PD-L2)
EREA UL U SERICHIRINE S 7T BARE LT U R EROIEME LR EE 2 BICHRET L TV B,
PD-1 VU v NIFHURIRMIALISMNC b N DRk~ 2RISR EL L Tl v | B RANEERE
2SR U7 JESHERR (35 1T 2 PD-L1 DFEEL & it 0 AAF I & DRIIC A DFRBIRIR D & 5
ZEMHAE SN TS (Cancer 2010; 116: 1757-66) , F7-. EMERAAEES CIIMMBRE T
AR FEAET DA v X —T7 o~ (IFN-y) (255 TPD-L1 ORBENFHFEI N, 5L
T EIGHERRIC 31T D PD-L1 D FEHL & it O A7 & ORITIEDOFBERRD & 5 & Ot b
&% (SciTransl Med 2012; 28: 127-37) , & 512, PD-L1 #5818 B S B2 AL, HUR
FrJir) CD8 Mt T Hie o Al (5 515 M 2 655 S & 5 2%, it PD-L1 /& T PD-1 & PD-L1 &

DG EET D &2 OMEGEEEREE T L2 EBRINTNDS, FDOZ b PD-
1PD-1 U 77 > F#&IE, 23 AR AN GU AR SR 72 T a2~ D D KBRS A [alikE - 2 B8y 0D —
LLTEZLR TV,

AHANL, BB OKE R 5 PD-1 Ofifast ik (PD-1 Y > FFEE) [2/#& L. PD-
1EPD-L VA REDHEZEMET D Z LI2E 0 DATURRFRAZ: T MR OTEMEAL & O
ARG 2 MM S IR VE 2 B 5 2 & TR AR PUIRE R A R T 2 L SR S T
W5,

ZAH DR G  ARANTEMEES T DB 7 RIRIRIC R 0 55 b O L HIFF S AL, TR
HEAREBE xR e LR E Ehi L, Aok, etk OBREN S,

ARANDVE B ORI L HRIEHEN O S b, EEXIIFLTIZED
AIREMED & Do AFIOF G KO GHZITIT, BFEOBEL 01T, BEFIRBD LN
i, FBH USRS U H M2k & #5R 2 RO ERAM &g U Ciili bl 2282l
ATV, WEDORIESIGIZ X DEERAR DI D 5EI R AV R OB A
YR UE 24T O MENR D D,
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FENES I AHRER  (NM-K2002 35%)

FRAPREERET  (EEORTE - SRS I LS W THER SN ATRIERIED & 5 B2 13k
GhEHLTz) 56 il A xS AR 240mg % 2 3 [ R C R EE Lo, FEREHEEE Th o1k
LRIERE D B D B (45 Bl]) OFBhH (RECIST H4 K74 > LIKICE S Pl Eic L 5
CR XX PR) 1% 22.2% (95%(5HHX ] : 11.2~37.1%) Th o7z, 7oE. FANIRTE L-BHE
1X5.00CH o7,

Flo ALFEREEO WS (1L F) ORFRIT. 18.2% (95%[EHHIXH : 2.3~51.8%) T
HoT,

1 EEAEBERTH D Z LA RMRE TR S, 2 OMIEEE A CT. FDG-PET. Lk FEBH(LE

RS A S O WG RS L OIS U= MR 72258 (FLIREL. B AR WIRERRE CHRFR) IC
L0 TOREHBREE M L BT B EREASEE SR o 7o RR MM (RN,
PEY L IER ORIEIER <) B, Al (LFEFREREOHEICI DL TRG L S,

#2 0 FROWT NN T 5B,

IS IR i ks ) ey

- MEBHERE (MEA) OZEHT D LMOBERS

S I INOER s NI TR S e )y

- BB L EIER OB AT DR R R

o SRR 55 SRR P 45 AR D M % A S % B

B O EER OR A L, M UIIEEN O R REUR (PSA) 2@ 45 BikEs
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[Z24tE]
ENEE AR (NM-K2002 7L5%)
AEFRIL 53/56 B (94.6%) (TR Hiv, AAIL ORPRARBEETERWAEEFEFLRIT
35/56 il (62.5%) |ZF8® b, FEEMN 5% EORIERIZFTRO LBV Tholz,
2 RIEFEN 5%LL EOBRITEA (NM-K2002 FRER)  (REMENT N REM)

FRERIKR A B (%)

FRGE 56 14

(MedDRA/J ver.22.1) 4 Grade  Grade3-4  Grade 5

2EIEH 35(62.5)  11(19.6) 0
Mg LY R REE

U HR BRI E 3(5.4) 2 (3.6) 0
PR A s

PR BB R TU A E 3(5.4) 0 0

R IR A RE AR TiE 9 (16.1) 0 0
B IBkEE

T 5(8.9) 0 0
AR AR AT

TI=UT ) IR T =T —EHIN 3(5.4) 0 0

TANRGEUEBT I ) NI RAT =T —EHN 4(7.1) 0 0
R E N IS SRON ]

fiifigi e 3(5.4) 0 0
FERE ¥ KOV TRk R

% O PEIE 6 (10.7) 0 0

B 9 (16.1) 0 0

RN SN A 3(5.4) 0 0

7p¥5, HUIRIREEREREEE O 1 (16.1%) | IFHREREES 5 41 (8.9%) . BB ML 3 1] (5.4%) |
BERBCTH AR, < A /3F—3 {3l (5.4%) . T HEREREE 3 (71 (5.4%) . L D R IEE 2 5] (3.6%) .
FfEREE 2 41 (3.6%) . infusion reaction 1 5 (1.8%) . A4 14 (1.8%) KUVKIGZK « /I
fas « BEDO TRILE (1.8%) MR biviz, £z, HEMBEIE, LK. fHik., 1R
. BUENTZ. AT, BEMERRE 78, T ERARRERET . RITBRREREE . M - Silst, ki
RIEARIE, HEBRMEMEE, MERERIEGEE, ML R, SEIBER, DIEREE, JRIFEK
L TS R OMEALITRR O DR o Tz, AEWERFEBLRDUIEE RS (FRR MR A a5 s
wEile) HETEREREZ TR,

3
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Bk - HE]

KRN ORERFEDEEET VARMA LI I 2 L—3 a3 X0 KA 480 mg % 4 3 fHfH
b TR SUTBEAGR O AL - M TR G L IZBROARAF O Mg P IRE S BE Sz, T OR
R AH 480 mg % 4 JEEIHIFE TG L7ZBR O EHARREIZ I8 1T 5 P Mg ik B2 (LU T T Cavgss
VD, ) IE AAI240mg & 2 BFEIE THRE LTZERD Cagss LHBT 2 &Pl (T
) o ETo. AH480mg & 4 BRI TG L7ZBRO EFIREEIC B T 2k m Mg iR (UL
Ty TCmaxss] &9 ) 1&, A 240 mg 7z 2 MR THEE L7ZERD Chraxss & HBEL Tl
xzrdeTFllasnzbon, ARANBEFIZEBOWTARE R I TV L - &

(10 mg/kg % 2 EEEE THREG) TAFIZEG LTZERD Craxs & Hlk L TIRE 273 & Tl
shiz (FFR) . AT, BROBEEICET 27 —2I12E5& 0 KA 3 mgkg (KH) XX
240 mg % 2 EFEERR, A L <134 480 mg % 4 B MR TR G LIEBEOARR ORER & A
IMESNT 2 M & OBIE Z T DR SR SUNE T VP S L, HREBIEI O W TRE DT
biviziiik, Lo Mk - MEOR THMER VL EMEICHMERAZR TRV E FRIS T,

K3 FHOKYER T A —F

. Cmax CmindZB CavgdZB Cmax,ss Cmin,ss Cavg,s
Mt - =
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL)
51.6 272 310 113 62.1 776
3 mg/kg Q2w
(35.2,70.8) | (16.5,40.3) | (21.2,439) | (75.0,171) | (27.1,107) | (42.1,127)
2.7 38.3 437 159 87.8 109
240 mg Q2w
(51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) (415,158) | (62.1,187)
145 29.7 53.0 216 713 109
480 mg Q4W
(102, 207) (15.5,47.4) | (37.0,74.8) (145, 336) (27.5,137) (62.1,187)
193 99.6 116 396 214 275
10 mg/kg Q2W
(146, 222) (86.5,132) (101, 148) (329,525) (184, 303) (236, 377)

HLfE (5%, 95%5) . Q2W : 2 JMIFINE. QAW : 4 FRIMING. Crmax : WIIEHE 54 O fi i MLI% H#EHE . Crninozs -
W54 28 A BIZH T 2 B AERMETIRE, Cagoos : FIEHR 5 28 H H £ TOFHIMIFENIRE, Crmaxss : iE
FARRBIZ T 2 s MG PR EE . Crminss 1 E FIRRBIZIT 2 B ARIMLTE FIRE ., Cavgss 1 EFIRRBIZI T 2 FH 1
TE TR
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4  FERRIZOWT

EHG Y 27 EHEE (RMP) (ZED &, AHIO B3 L2 2 BB ~ D i /iR
W LR T > T, AH ORGP EY)2BE L2 - FrEL, AFoTRGIZE EE
7REWER Z 3B LTRSS T2 2 & BNRERTZD . LFOO~@D 3 T &/ 3
RIZBWTHEHAT 2 RETH D,

O MERIZDOWT
O-1 TiEd (1) ~ (5) OWTIMNITFEY T DHMiEE ThHHIL,
(1) BEAFEREIEET 208 ABHFEEIL RS (F0E RS A LS
JAlE, HUES ARSI R P, HUEk S A R2IEIR T e &)
(2) FrEREEEIRRE
(3) FEAFIRENEAEE T D03 A ROEIET (D3 VRS HERR ERPT. A3 AR
Bt 1IbE. 3 A HEE R 7 &)
(4) SRAEFRIEREAZFRE L, SSREFRENR 1 USRI FRENE 2 Ofigk
FEMEITAR D R 21T - T D fitiak
(5) HUAEMEREEE AL & BN O i 3% L UE 4% 2 21T » T B itk

O-2 JFRAHEOZW KO (2% B ARERIEE S, RIS A A BT A
RZA v SETH 2 Wit 2018.) Z 30 L. L5ARTE M OVEINE I S8 BN O S 2+
Gy TR Gk & AR A RO ERT (TROWTNNIEEYS T 2 ER) 23, YR
DAKNCEET HIREOFLE L LTRBESN TS Z &,

o [ERfEFEEE 2 EOPIHIHEZIE T L2 5 FELL EDO R VTR D EREHE 21T
STWBH I &, 9B, 24N BT, NARMEERZ £ L L-RREEZOWHE 21T -
TWAZ L,

o [EEGRFFEUGH% 2 FEOPMHEZE T L7122 4 FFUL EOERRRBRAF LT\ D 2
Lo OB 3L EIE, R KT D 0 A SRR L 2 & e S ATRTR O BEIRIHE
BT TCWNWDH T &,

@ BEANDEZRMFEREEDOEH]IZONT

PR L I W BT 2 YRR DL E Sy, BUEARZED D OFHRE O ARE - L4
PESESREHIE R O B OERTSE (69 DRt AHFFRNRAE LIZHE O E
B, FRERNATON DRI > TN D Z &,
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@ EBIERA~DRIRIZDONT

@-1 fEsk B3 2B

B MERR R E O R ZRRIER T A L7CBRIT, 24 RSO T, Mi%iak X
BHERIFR BV T, FBLLZRWERICIE U CABRE L Y CT EORIWER ORI MLE
RRAEOFER Y BRI LI, EHICRISATRERIRH NS> TnD Z &,

©@-2 EFRUEEEIC X DAFERISITHE 5 E M

N ARSIRIC D 2 BRI 70 e O e 2 A9 2 IR RIE A DRIERE =2 ) v 7 %
BOTERD AT V) —= 0 T 2fTWEIRIE & a1 TE 2 F — LEBRAHI D <
NTWDHZ L, B, BIHEHICHONT, BDARE LZOFEECHFIAmME TN D
ze,

@-3 BIER 0K B LT

RIVER (HVEMERZREICIN 2 | BESEMEEE, DR, iRk, BIEUmREAEE, KRk
NG EEEO TR, LRBERSA . BUEAT R, IPAR4, ITHRER T 1T, SELPERRAE 2%
FUR IR RERE . T I B RERR S | PhRtieE | BhEE | RIS, MK, EEORFESE,
FR AR FEARAE , infusion reaction, FEFE7c MRS, MERERMEMAE, FilZ, Bk, WE
DOGPERE, I, DS (DS - Rk - OEAMNGES) | AREEERE
RS, BEFLSE) (TkF L CL YRtk XU M A B O B 2 T 2 R & i
L EEROZWCxHGICE L THREL OB Z TN &FICH DL L) | BHHIC
YR ALE S TE DRHI - TS Z Ly
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5 HEMBLRDBE
[ B9 2 FH]
O TROBEIZBWTAFOANER RSN TN D,
o FERAHNABIEITA T A ) (ARERERYS) (TS, Weatyin
SRR ORI A A FEf U7z =T JRIENBER DS AN 7 b R SRS & Rk S,
0, JEBORE « MW THER S D TRIRIED 2V B

@ TRUCEYE T AR O G L OMEH HFIEZOW TR, AREIOFIMERHESL SN TR
59, AFlOEER LB,
o fhoPUEMEIEEA & OO S

[Z MR § 2 9]

O TR T 2BEECOWVTIARKIOEEN LT L SN TND Z b, FHE1T
PN L,
o AKRBNDRGTKE UIBHUE DBEIERED & 2 B

@ BFEAIOFHIEIZ BV T FRICEY T2 BEFICONTL, AAOE G THESE S 700

R OTEFREIRI DN R NG EIZIRY | HEICAKIZEH T2 L 2BETE 2,

o [HEMMREEOEHIIEEDH L EE

o MEBEER A TRV R 2380 L B K ONE B 0 T i it i 28 <0 5k Yu i it 2% 56
DI IIEI AL T DI D B

o HOREREOGH, B L IO B Do R B ORERED
5B

o lESEBAEEE (EMErHBERE L G1e) ObHEE

o FEREORBYLUIBE A AT DR

e ECOG Performance Status 3-4 V7 3%

() ECOG®Performance Status (PS)

Score TE %
0 A MER EBTE 5, BFaiL R CHEAENHIRR <ITX 5,
1 ARRICEL LUVEENIHIIR S D0, BT AlHE T, BRI TOERITITO Z LMW TE D,
B NF S, FBIEE
) BATRRECTH S OE ORI O Z L3¢ X CHREENERIZTE 2V, HHDO50%LL EiZ~<y RALCil
=9,
3 BOHNT-EHADHEDEY DL LNTEXRY, AFO50%EL FaXy R TilI4,
4 2LENT RV, BOOHFORD O LiFael TERY, BECy KRBT TiZd,
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»

FECERLTEETREEH

A SCEEITN 2, WERTEER D3R T 5 G I & ARH D Rtk K OVl =48
ROz DIZEIRE A+ IR L ThOERT 2 &,

TBRBARIZESL G B T T OFIRITHIMER OEEZ + st L, FREE5
Tho5ETHZ L,

FEREWERA DO~ XY A2 MZOWT

MEHEMEER D 5o d Z LN D DT, KFIOFGIZH 7= > Tk, BRRAER
(RER PRI, ik, FEEVE) ORER KO X S & O E RS, #igx -+
1792 &, 7, MBS UTHES CT, G~ — W —FOMmELZERT 52 &,
ARFN OFE 1L EEE O infusion reaction (2 X TERRRFIZ 43 72 k5 O T & 5 i
AT ETHMAT 2 2 &, £72, 2 BIH BABEOAA# 5K infusion reaction 73
bobNDZLEbHDHDT, AAFKE T M OAAF G TRIT AL Z YA
ZRET 2%, BEHEOREZ 00853 5 2 L, 728, infusionreaction % FEHL
L7emailid, EToELOIERPTRICEET 2 £ TREZ 0885
Z&,

HURIRBERERR . T EAREEE R ORIBIREEN O O D Z LN H LD T, K
F DO¥e 5-BRAART M O G-I T E IR N B RERR A (TSH. ERfE T3, i
BE T4, ACTH. ML =aLF Yy —VEORE) ZFET 5L,

AFNOEIZ LY, WEDOHRIEFOSITER T 5 & B 2 b Dk R ECHRE
WHHONDZ N D, BENED LNTHEITIT, BB L FHLRITL UE
FHRY 72 15k & RRR A R DR RN & HE U Cl bl 2 @B W 217V 8 D5 I
SIS K DEWERD BN S 56 2IE AFIORES T 1k ORI BE AV
VRIOBRGFEEEBRT DI L, 2B, BB EENRVE ORIV EIER D%
FRRD LR VEA IR, BIBRE R LVE USSR A OB IS & E
T %,

B TH%, BB OB ARGE L T LEIERDN BB T A2 ZERH D579,
AR OFEHETH#IZHBIER OB A3 ITEET D,

1 BUBEPRI (BIE | BUBEIR G 2 5 ) 2 d b bdv, BERPMES F 7 v F— X
BLHZERHLOT, Hig, EO, EHEOTROBICMAE ED LI+
BT 52 L, 1 ERER LN I REETIE L, 42 ) RGO
HEDHEUREZITH Z &,

BIEATSe. P4, ITHRERE S, TR, BLMEIRERRH LN DL Z LBHLHD
T, EWWIITHERERA 21TV, B OREL 0T8T 5 2 &,

10
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o AFIOERKRABRIZIBWT, 6 I L ICHIMEDOFEIZT> TN Z L aBE
(2. ARG FITELICE R E THROMERZ1T 5 Z &,

11
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SR I IE 1224 55 10 =
A F 34 12 A 24 H

#woE R
| PR T R E

i | mAEEER (R & B
ool K

BTG EEER - AEEERERLFEAEHRE
( & H & B )

~NAaT7we ) XwT (B ) WAOR@EEHAHEET A K
7 A 2 (FERRE) OERIZ SN T

R BOE S & S O AR T EF 2016 (CERL 28 4E 6 H 2 HEZERE) 2B
WL HTMEIE S O H O E(LHEEZ X2 Z LB VIAENTZ 2 & &%
TR E SR A BB e B IR T D T D ISl i HEE T A R
TAVEERTDHZEELTVET,

SR, NAaT e Y X7 (BEFEEZ) BE (REHL 0 ¥4 PLr—F R
T FFE 100mg) (I22W T, FEMAEICx L CHEAT 2BOFEFEHEBTO
EBVREMEHHEEDTA FT/ ELTMVELEDE LEZOT,. ZOMEHIC
Wl TEATA RTAL OV THRESND LY, EENOEFKEEE KL
IRk 92 E &2 BV L 7,


MAQKA
テキスト ボックス
別添２
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XBEERHEETA FT A
RATr) Xv7 (B HHEEEX)
(BR74 : A b —& ST 100 mg)
~F =~

AST34E12 A
B4 FEE

ZRRAN
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=R/

1. 1ZLwic

2. ARHIOReE., ERBEF

3. FRAREGRE

4. JFFZIZHOWNT

5. hHxtGR LD BE

6. HHITEEL THETNEHH

P2
P3
P4
P10
P12
P13
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1. LB

EHADOAINE « ZEVEOHERDTZOITIE, WSEEFITEE W IER KD Hivd,
S HIT, IFEORKFEAMOEANT LV | HUREREL R & OGRS
NHHT, ZNHDERENZEIIVEREE T2 2 L )WEROMEE 7> TRV | REFVEL
TR L UUEDORATTR 2016 (K 28 4 6 A 2 HIERRIRE) 2B\ TH, FmIEERMLED
A OREHEELZXD Z & & STV D,

FHERBSFESE L, EEERSL T 1 7 7 A VDBEFOEREGL E B 0N 5 2
ERDD, ZDDH, AR LRI T D IEWN 05T 5 £ TOM, MiZERELO
BEZMZT L2 PR SN DB L THERT 5 & L b, BWERAREL L IZERIC
VBRI & D 2 & BATREZ —E OB 2 7o T EREEEA TN 5 Z L NEHETH
Do

L7235 T, RHA RTA TR, BARBEES ZNE TITE LN TV D EFITFH) - F
FHIRMNZ IS E | LU DEIES O 72 2 HEtE S D BLN O BB 5 2 J7 O
EHEZRT,

B AIA RTA AL, MSATEIE NEFSL ERSSR AT, AISHETEN B ARRANE
B, —EENEN AARRRRNEHES KOS HEVEN AR NEHEG 20106 & ARk
L7,

R EIRDERS A ML—F EEE 100 mmg (—#4 XA e X~vT (B
TR Z) )
REERDMEXTNE © D AALFIRIER TR L2 UIBRARRE 2 T - RO E iR
RHEERDMEROHE : Lo NF =T A NUEEE ORIV T, B, BRAIZIE,
NAT ) XA~ (Eafaz) & LT, 1\ 200mgZ 3
Il X 1 5] 400 mg# 6 MR T 30 Zr T CadiifiEd
Do
B 5 IR 52 3 & MSDREAHE
(%)
Loew e dmg. R 7 E10mg (4 0 LT =T A UVEEE) ©
PHEEST R, HELR O H &
BHERESIT RN« AL (I U - UIBRANRE AR AT - RO 51K
MIEROHE : a7 n ) X~v7 (Bariiz) EoffHIcs T, @E, A
IZIZL o NR_RF=7 L L TLIHLIE20 mg A% 545, ok, H#
FOWRREIC L 0l ERET 5,
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2. AADOKHK, ERBF

XA M—FEEE 100 mg (—fk4 c XATr Y XAvT (BEHHEEZ) | DT
[RHI) Evvd, ) %, PD-1 (programmed cell death-1) & Z®d VU 4> KCTHDH PD-LL
KOPD-L2 L OfEHEHMET S, & MEIgGs £/ 7 m—F LK TH 5,

PD-1 #RB&IE T AR S BE BRI 2~ & AL 2 72 DIZ 23 AABRE 2RI 9 2 =72 Sy il 48]
AL F T, PD-1 i, EEEEAIRIEEICE W CEMR T MiltoMinRmic 8 sm L, Bk
P2 I % B e AN LB STl R 7 5o RS 2 i35, bbb, PD-1 XU o R &g
ATHZ LI VHIRZERICL D 7P VBEEZAICHIET 2%/ K TH 5, PD-
L1 OIEFHICB T 2RBUI DTN TH DM, Z< OBAHIETIE T MO 20
25 FEBENCHH LTS, BAMIICEKIT S PD-L1 OFEFEIIL, B,
FEL ITARIORE ., DRELE . FE/ANHINGRE 72 &K O 2 RN A TTEARNFTHY . KWV
AR E OMBIMERHE S TWD,

EELD 3 /v DERIRA T1% & PD-L1 FELOMBIMEN S PD-1 & PD-L1 ORI ILIEL D
TR RS B W T EERKE 2 ) Z LRI EINTEY . HiRBARBEOEN L
LTHIff ST\ 5,

AFNZ, PD-1 & PD-L1 X ONPD-L2 Dffi U B> ROfEAZET L Z gk, EE
W NBRBE T O RS OGS ENE T U L S EREIE ML S8, HUEE S & BT E(L
T2 & THIEEREZRET D,

AFN OB 5D DR FOSIC L 2RISR S b b, HEIIELT
CED RN D D, AFROKREG TR OERGRICIE, B8EFOBEEL 71247V, BE
INFRSD BAVIZG AT, B LT HRIIE U MB) 2 ik & B8R & RO ERD & diif
L TGl 2 nlR W 2170 E ORERISIC L2 BIEAA DS HE2i1d, /8IF
BEE RN R OFEE DY) IR AE 21T O MEN D D,
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3. FERKEUE
IS AACFIFRIER I U 7= UIBR R RE 2R T - TR O 1B (8 OAGER R 21T - 723
7RG RBR O 2R,

[ 2hE]
[E B 4 (725 AR ER  (KEYNOTE-775,/E7080-309 #{5#)

7" Z FF 8RN a G ACFEIERE O & 2 VIR R RE AT - RO T E B 827 4
(HARAN 104Gl & Gte) 258, A 200mg 3 AN (LT TQ3W) &9, )
BhLLoNF=720mg 1 A 1 EEGOHMAEE CIT TRA/ Lo F=T]) &
W, ) OEMMWEROZEMEDR, LFEE (RR YL X3RN 7 ) Z2XtEn) &
AL LTSz, EEFMEEE T AAAFWE (LT ToS) 2w, ) RO
HEAGFHRE (LT TPFS) LW, ) L&, RAI/ Vo TF=71F, bk

L CTOS KUNPFS # A EICIER L7 (R 1, K1 KU 2) ,

#£1 B (KEYNOTE-775,/E7080-309 3R ER)

KK/ Ly _"TF =7 R ===
(411 1) (416 1)
R [H ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s*® N — R 0.62
(95% CI) (0.51,0.75) -
P ff*s <0.0001
R [ A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ NP — R 0.56
(95% CI) (0.47, 0.66) -
P fi&"s <0.0001

CI: XM, *1 : AA) 200 mg 2 Q3W, Lo AF=720mg (F&H) 21 H 1 [ATHRS L],
0 REYLET Y 60mg/m? % Q3W, XiF /X7 U ZXx /L 80mgm? =% =2—A (1 2—A28H
) o1, 8 W15 HEIZEE Liz, *3:20204-10 H 26 HT—% B v A7 *4 : @R Cox tt
FINYP— RETF AT L DLFRE (RE A XTI R7 ) 2% L) Lo, *5: Bhln
777 BE. *6 : RECIST WA FT7A > 1.1 BUTHES < ER TS g @
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100 1
90 N \\
80 1 \\\.,
70 i,

H£1ZER (%)
H 01 O
0 O O
/

|

30 1 v, .
20 T ——
I AH200mg Q3W RULYNF=T
1 ——— feemz
O T T T T T T T
0 3 6 9 12 15 18 21 27
at risk#§ R A
FH200mg Q3W KU
LYNF=T 411 383 337 282 198 136 81 40 0
LA 416 373 300 228 138 80 40 11

1 0S @ Kaplan-Meier Bi%# (KEYNOTE-775,”E7080-309 34Bk)

100
90 i — AH200mg Q3W RULYNF =T
80 l ——— (LA
g70] |
B 60 .
£ 50 \
I8 40 - ™y
- — .Y
§ 307 1
20 g
10 ] ‘_'_"1-;_“__._“_'__'_
| b T B
0 I 1 I T 1 I 1 I
0 3 6 9 12 15 18 21 24 27
at risk2% EIREA IR (A]
25%3(\)(;“_8?3\,\/ RU 411 316 202 144 86 56 43 17 6 0
{LZ2EE 416 214 95 42 18 10 4 1 1 0

B 2 PFS @ Kaplan-Meier Bi#t (KEYNOTE-775,"E7080-309 #A5%)
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[Zpt]

[E PR E S M FERER (KEYNOTE-775,”E7080-309

AR
HEFLIIAHF/ Vo _F =T H 405/406 5] (99.8%) | [bRIERE 386/388 51 (99.5%)

RO i, RBRE L ORI EBEBEBEE TE WA ERGIL., T 395406
(97.3%) K 11364/388 4l (93.8%) ZFAD HILTZ, WU DORE CTREVE AR 5%LL Eod

BWERIZTERD LB Th o1,

#2 VWTNLOBETREASIED 5% EORBIER (KEYNOTE-775,/E7080-309 3RE8R) (Lt S4EH)
Ha 4] IN KH .
g;stilmbér?;;njélis) L soc Bige (%)
T F (PT: preferred KA Ly AT =T B et
(MedDRA ver.23.1) 406 14 388 il
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
/IR 395 (973) 314 (773) 6 (15 364 (93.8) 230 (59.3) 9 (23)
MR LY v GREE
=gl 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
P BN E LT Bk i 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
i BRI 20 4.9) 0 0 48 (12.4) 27 (7.0 0
U BRI E 15 (3.7) 2 0.5) 0 26 (6.7) 11 (2.8) 0
AR ERBAE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
iSRS 33 8.1) 4 (1.0 0 22 (5.7) 4 (1.0) 0
PaRA
FHCBR B B RETTHERE 42 (10.3) 4 (1.0 0 1 (0.3) 0 0
FDR IR RE AR T 222 (54.7) 4 (1.0) 0 0 0 0
H b
H& 9 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
g 29 (7.0 0 0 12 (3.1) 0 0
{5 36 (8.9) 0 0 53 13.7) 0 0
T 171 (42.1) 26 (6.4) 0 42 (10.8) 3 (0.8) 0
Nz 34 (8:4) 0 0 10 (2.6) 0 0
G 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
% 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
Mg i 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—i% - EHREER OGN ORE
I 77 i 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
it 113 (27.8) 15 3.7) 0 92 (23.7) 12 (3.1) 0
R D JE 47 (11.6) 6 1.5) 0 35 (9.0) 3 0.8) 0
T 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
R AL
7753::@7;@;; P72 6 163 12 (30) 0 14 (36) 2 (0.5) 0
7 Z—EHmn 22 (5.4) 6 1.5) 0 1 (0.3) 0 0
;\/XX/?:;/_E@%;[K b 62 (15.3) 12 (3.0) 0 12 (3.1) 2 (0.5) 0
_m);:;;a VHVIBATTZ 5 ©7 4 (10 0 5 (1.3) 2 (0.5) 0
L RO v (10.3) 0 0 1 (0.3) 0 0

Hn
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a5 B Bl ok gy o (SOC:

System Organ Class) B (%)

J& AR G5 (PT: Preferred

Term) KH Vo NF =T b PR IERE

(MedDRA ver.23.1) 406 {31 388 {3l

4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

U o —BHIN 36 (8.9) 20 (4.9) 0 2 (0.5) 1 (0.3) 0

U 2 SERER D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0

I BRSO 17 (4.2) 7 .7 0 93 (24.0) 82 (21.1) 0

NN el 2 44 (10.8) 7 .7 0 20 (5.2) 3 (0.8) 0

IRERA 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0

M BRSO 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
RS £ O fRE

RHHIR 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0

FmhYZ Y EY RGE 23 5.7 2 0.5) 0 1 (0.3) 0 0

K~ 72 v 7 AfUiE 39 (9.6) 3 0.7) 0 12 (3.1) 0 0
B #E Rk £ O ARk E

RAER 87 (21.4) 4 (1.0 0 17 (4.4) 0 0

5 PR 54 (13.3) 3 0.7 0 13 (3.4) 0 0

wlis2n 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
FR SRR

R AR A 32 (7.9) 0 0 27 (7.0) 0 0

S 55 (13.5) 1 0.2) 0 14 (3.6) 0 0

K= 2 — a8 F— 9 (2.2) 0 0 22 (5.7) 1 (0.3) 0
B ¥ X ORI R

EHEPR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MRk g, MoERds K OViEhRRE &

H 77 (19.0) 0 0 2 (0.5) 0 0

S 26 (6.4) 0 0 7 (1.8) 0 0
R B X OB Pk

it B 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
g{sﬁi RERAAEASE a0 07y 1 @7 0 3 ©.8) 0 0

9 PR 29 (7.1) 0 0 7 (1.8) 0 0

B 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
I

1 1L 249 (61.3) 149  (36.7) 0 4 (1.0) 2 (0.5) 0

¥, AREL L ANF =T RECB W CRIEMERZEE S B (1.2%) . K% - /MEK - &=
FEDTFHI 50 5] (12.3%) | EEORERES (FEMEREESRARIE, BRI ARE R
ZIALBE, FARRIESE) 4 B (1.0%) . MfkEE (7> « SL—JEFEHSE) 9 f#
(2.2%) . BIEATR « A4 - fTHERERET - T2 - miLPERRAE 2 109 ] (26.8%) . H
WIS BERE E 237 1 (58.4%) . TFHEEMAMEERES 2 6 (05%) . mIBHKERESE 4
(1.0%) . 1 RUBERHS 3 B (0.7%) . BFEERebEE (RMERIEMER R, RERIKERSE)
13 651 (3.2%) . S 461 (1.0%) . fhse - BRSO REARAE 2 5] (0.5%) | FEAEANIE)NE 1
B (0.2%) . BMZ% - BEMESE 161 (0.2%) . SE DK 361 (0.7%) . OBz 161 (0.2%)
& WVinfusion reaction 5 5 (1.2%) 23388 Hivlz, F£7-, BEEZMKREE (G MK
7
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W PESRBE R, AR M, ARIFERE, BERRIERIESE) | M ERE REMRE M OFE L3R
O BRI To, ARWEMFEHRILIEEES RRMAMRRE 2 a3 =3 LESHH
RETT,
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(ML - HE]

AR OREMEYEEET L EFIHA LI 2L —r a2k, KKl 200 mg %
Q3W, 400 mg % 6 @M (LA TQeW] L9, ) X% 10 mg/kg ((KHE) % 2 HEH
FkE (LAF TQ2Wy &\ 5, ) TELH L7ZBEOARF O MiEHRESRF Sz, EOkk
R, AHAI400 mg &2 QBW TG L 72RO AR 0 & FAREIZ I T 2 MG TiRE (LIF

[Cavgss] EVVD, ) 1. AFHI200 mg % Q3W TG L72BD Cagss & HRIT 5 & FHIS
Nz (F#R) ., F7z. AH 400 mg 2 QW TH G L7ZBEOARAK| O EFIRREIZ IS 1T D m
MIEFIRE (LLT [Chaxss) VM9, ) 1E. AH|200mg Z Q3W TH G- L 7ZBRD Craxss &
L TRz T & FRISHZZE OO, BARANBEFICEBODTARERHRE SN TND
AL - ARTHDAHA] 10 mglkg ((KHE) % Q2W TG L72FED Craxss & H#E L CT{EAE
o el (FR) o 610, EHRAMHEES %2 X5 A] 400 mg 2 Q6W T
B 5 L-1Ah s 1 ARRBR (KEYNOTE-555 ftBR) K 0557z EHMEIC 55 < SpdEhhe
RIA=HIF, ¥Ialb—ra il PRILEEMERE T A —2 LFEEILZ (F
) o Mx T, BEOEEIZBIT DBRRBEAEICE S, AR OBRE R & HM T
et L ORI A R DIRE — ST T VMEE S, Al 200mg & Q3W iE 400
mg % Q6W T 5 L7=BROMREE & & AWE T2 e & OBEIZ WD TR S fE R,
ERROME - HEOR TAEIMER ORI 2RIV E PRS-,

K3 FHRORYEERNT A—F

- R Crnax Cavg Chin Crmax,ss Cavg,ss Chin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W'! (58.55?519.7) (27.277-38.1) (17.%32,3-118.3) (91.3?'984.1) (49.?3(,)':1.0) (30.?3(,)?1.4)
400 mg QW1 (12;’2; 4) (32,?6?'3‘,12,7) (10,11(,)-50.8) (14(1;?49) (50.??';1.3) (19.?3?50.9)
ey | (36,1364 NA 4 150 NA A -
10 mg/kg Q2W' (212,2223) (14;1145) (11%,191)21) (421,2?133) (27(23,7282) (19;9200)

+:n=2993, 100[HDY I = L— 3 AZE Y EHEINKBAEIEO T IAE (2.5%4, 97.5%40) . Cmax : FIEIFES-
B OE R MIEFIREE ., Cavg : #EIEEE 1% OFMIEFIE, Crin : MEIEEH% (A 70 2 B5E1) ORARMmE i
E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁiﬂﬁiﬁ(%ﬂlﬁﬁéqzﬁjml{ﬁqj/)%};f\ Chin,ss : Hﬂiﬂﬁ%%clﬁﬁ
2 B AR 7 R B

T : 56 BIORELIE (95%(EHEIXH)

§ 1 41 Bl O EEIE  (95%(ETHIX[H)

NA : %7 L
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4, WEFRIZHOWNWT
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