ZURZN

HEFERHEETA KT
NhT7u ) X<27 (BIEFHEEEZ)
(ks = A 1o ¥ SHEE 20 mg, %A 1 b4 SHHE 100 mg)
~ R ¥ b BORE~

Y2 941 2 H
BT BE



ER/N

1. IL®Iic P2
2. AANIOFHH. (EHEF P3
3. ERIRAE P4
4. FFRIZHOWT P7
5. BHxtGL e b P9
6. HHIZEL THETRXHIH P10



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIEL, I SCEFIZEE S W2 Ee R D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frlil/F A%
FPIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEIRMET 5 2 L REO
R L 72 o TR REITBGEE & S o AR T #2016 (% 28 4 6 A 2 H BRI E)
IZBWThH, EHERLEOHHORBHEEZXS Z LS TWD,

BFORERBE ST, B ERCLZ 2T 0 7 7 A VRBEFOESK AL & B 5 25
B ENRDHDH, ZOD, HIMEROLEMEICET S ERNH0EMT 5 E TORM,
WMELEIG O BE LML ZIT 52 EPWIRE SN D BFICK L THERT 2 & &bz, BIfE
FDFEBL U= BE 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7= 9 A B < fd A
THZENEETHD,

LTeBRoT, KAA RTA 2 TlE, BIFEEC 2L E TILE LTV A EFIREN -
B RIS & | LT ORI O 7o i H 2 HEE T 2880 b B R EE & %
F RO EFHE R~T,

I, ARITA RT A %, MSIATBOE NS RS O . OB AR AR
BRI s . — Mt FE N B ARERIR NBFE 2 R O [FE A B ARIBRE B 72 O W
Db EAERR LT,

KB LI B EIE - A F—F SEHE 20 Mg, A R L—Z SEEHE 100mg (—
s a7 v ) AvT (B z))

RBERDENINE « DS AALFIRIER I U 72 RIRUIBR A GE 722 IR S B RO

MNEERHREROCHE - %, AR, a7 el X~v7 (Ealfaz) LT 1
[5] 200mg % 3 38 [l 1A C 30 43 R T TR ErET 5,

3 IR 58 ¥ F : MSD Bt




2. AANOKK. 1ERBERF

XA ML —F mEERE 20 mg V100 mg (—i4 : XA v U X~ T (GBS
Z). LAF TARAl £v9,) 1%, PD-1 (programmed cell death-1) L ZD U B KTH
% PD-L1 )y O'PD-L2 & Dft A2 EHEET 5.8 MEIgG4E / 7 v —F LR TH b,

PD-1 #R#5 1L T AHAE S B A% 2> Dk 2 72 D12 28 ARBBE SR 3 2 = 72 Sz il 4E
AA w»F T, PD-1 1%, fEFEZRREBICR W CEMER T MilgoMia£mic BB L, 3%
P i % B o AR LB TR R 7o S0 B S il 35, 7B, PD-1 XU H o REfRE
ATHZ LK VHURZRIRCE D v 7 VBsERZAICHIBET 228K Th D, PD-L1
DIEFFICB T 28BUT DTN TH LN L OB AMBTIX T Mldofx 2z 5
I ERENCREBLL TV D, BAMIIEICEIT D PD-L1 OERIBIL, B, P,
A . SREE . FE/INRaTE 72 & DRk x e A TTHARRKE - TH D | RWAELFR
& OB HE STV D,

B DD DERIRI) T & PD-L1 FBLOFHBIMED  PD-1 & PD-L1 O FE XL D
PR B W CEERRE ZHH ) Z AR EINTEBY Hi- 208 ARROER L L
TSN TV 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Olj U > ROFERELEST S Z Llck v, 5
1 NBR B R D B AR =N T U S ER A TE ML & & FUE %0 & ML
52 L THMEEN R AR D,

ARHNONEFIREIFIC IS BIEOSIERISIC & 5 BIERS2 B b bh., B XIS
EH AN D D, AAORSG PROLGHIIT, BEOBRETHIT, RENRE
D BTG AITIE, BB L2 HUIE U B 2 ik & B8R & FE oAl & L Col
GBI AT, BEO ISR X B BIEMAEDN WAL, BRI
AN DR E ORI AT O WERD B,



3. BREREE
M ARG (TR U T2 ARIBUIBR AN RE 72 R b R O KGRI IZ Gt 24T - 7= £ 72
PR FBR O s % 77T,

[H2hE]
B[RS M AHRER (KEYNOTE-045 #5%)
7T FFHH & G AL FIRIERE T 2 D RPTHEFT I TR E O R I bR R
542 f5il (HARN 52 il & Ede) ZXIGC, AHAl 200 mg 3 ¥ [H R G- O H ZhE K OV 4
PEDS, AbLFIRIE (ON7 U Z X', FﬂZﬁﬂF“TZ/I/Xli vmflunlne) 2R %ML LTS
iz, 728, WL TRABEITRRD DN HEIC, RERETZRITERIERD LR
IRWVEDOIRRINCLZE LTV D BE T, /klﬁlul&p@ BRI TR BETTRRO BLD
FCARKNOE G kT2 2 ERAMRE L S, EEFHMEE B X 24T (0S) K&
OSSR (PFS) & S, ARANIMERE L i LT, 0S 2HEICIERE L
(1RO ,
*1: 77 TSR E ST LFERE (—RIBE) RICRBEITERD RS, KO 7 F R E ST
(LEARIEIT L DT - MBI LSRR 12 0 A INICES LB B An b=,
*2 : ARECIE vinflunine IZRABCTH D720, /7 U 2R AL FEZ LD NTRAEER L
72



# 1 KEYNOTE-045 35k D A 2hH: al i
AF 200 mg {55
Q3W
(270 #31)) (272 %))
os' okl [A] 10.3 74
(95%fEHE X [#]) (8.0,11.8) (6.1,8.3)
NP — R 0.73
(95% (5 HE X [#]) (0.59,0.91) —
P fi® 0.002
PFST HffE (A ] 2.1 3.3
(95%f5 #E X i) (2.0,2.2) (2.3,3.5)
ANHP— R 0.98
(95%f 5 #E X 1) (0.81, 1.19) —
P fi® 0.416
P EfETRR O — % 12016 49 AT Al hA T
LR Cox ELB Y — R T K D ALTRE & DL
S.ERle Sy BE
I RECIST H 4 KT A > 1.1 KIS < PN g &
Q3W : 3 E[H ka5
100 7
90
80
70
& 60 7 .
i 50 1 2
ﬁ 40 7 \\\
30 0 MM—«
20 ] —— smoomg oW
10 3 -IWE
0 A 68 10 12 14 16 18 20 22 24
at risk® e A
A#&200mg Q3W 270226194169147131 87 54 27 13 4 0 0
{Le®E 272232171138109 89 55 27 14 3 0 0 O

1 0OS ® Kaplan-Meier #if¢ (KEYNOTE-045

ER)




[Zpt]

[EI B L[R5 AR (KEYNOTE-045 35#)

HEFEGIIARKIRE 248/266 5] (93.2%) K UMb IERE 250/255 41 (98.0%) (2788 B
L. RIERIEZZENLZ T 162/266 5] (60.9%) S UMbk EE 230/255 5] (90.2%) (258
bz, ARAIBETIHERN SN LORHWERIZTTED BV THoT-,

&2 RBED 5% EOBHER (REMMTHREN)

FRERIKS¥E (SOC: System Organ Class) mjfﬁlj;s?

FEAFE (PT: Preferred Term) 2661
(MedDRA ver.19.0) Z Grade Grades 351 -
2EIEH 162 (60.9) 40 (15.0)
N o i E

FOIR IR BRI T E 15 (5.6) 0 (0.0)
HEEE

T 24 (9.0) 3 (1.2

L 29 (10.9) 1 (0.4)
—fR - BHEER L O ESEALOREE

) hE 15 (5.6) 1 (0.4)

s 37 (13.9) 3 (1.1)

FEEL 17 (6.4) 0 (0.0
KRB KOS REE

A 23 (8.6) 0 (0.0)
FeJEF KO T fsk ke

) FEE 52 (19.5) 0 (0.0)

S5 22 (8.3) 1 (0.4)

7ok, AFIRET, BIER & U CRIEMEMZEEIL 10 # (3.8%) . KEK - HED THI

X7 B (2.6%) | PR

(F 72« NU—JEBERES) 131 61 (0.4%)

. ITHERERRE

I 14 51 (5.3%) | FRAREEEERRE 1% 23 1 (8.6%) . EIEFEREFEEIT 1 61 (0.4%) .
BRERERE S (RAIE BB &%) 13161 (0.4%) & TN Infusion reaction 1% 1 4 (0.4%)
RO LT, Fio, BEEOKERE (REREIREERE, 2R, BERES) |
TEARERERE, 1 AREIRS . B, AR - ARBUIRARE . EIEM ESE, OFR. IK
Ko B, S E DA, M RIS SR TR I I K OVRZEEREE 1358
By AWAY/ SN



4. FERIZDOWT

KRS & LTl AR (2FRE) NN TWEZ En, YiHa 4
UNZHETE DHigk CHOIMERH H, T D LT, AKF OGN w7 B85 220 - §F
E L, AKANOBRHIZL Y EERRIERZRB LIRSS T 5 Z &R0 ERT=D, LIF
DO~BDT R T &G THXIZBWTHEAT 2 XEXTH 5,

O mEFITHOWVT

D1 FiEo (1) ~ (B5) OWVWTNNTENT I THDZ L,

(1) BAEFBRENET 20 AV2EEHEN SRS EE R AR L SR P
23 AR EERIL SR IE . MU ARSI 7 &) PRk 29 4 4 A 1 HIREA - 434
i7%)

(2) HrEtERERSRE (CERK 294 6 A 1 HIRS : 85 Jiiak)

(3) HEM IR ENFEET 203 A HOEEEFRE (DA EWRbL. 23 A2
W IEBE, 3 ARSI EEHERE B e &)

(4) ARACFHIEEZHE L, SRR 1 SUISSRAL 2B 2 Ol s 5L 1E
AR DB AIT > T Dliiag (CFRk 28 4- 7 H 1 HIRFAL - %mmg

(5) PUEMEMER AL & EINE O s EEIAR D M A 1T > T\ D litiax (CERk 28 4 7
A 1 BEEA ;1290 fitigk

@-2  REE LR DAL FHRIE S OF 1’?%%\6‘@%%@%5 TGy T ek & REER 2 FF O AT
(FROWFTNNITEEY T HER) 23, YEZHEBOAFICET LIBROBEE L L
TREINTND Z L,

*

o [ERNEFFEISH 2 FEOWIIINHE 28 T L7 2 S A LLE DD ATRIE D EIRNHE 217
STWAHZ L, 96, 2L Eid. DAL Z & LRSS SOWHE 217
TpoTWAZ L,

o [EENFFEUEL 24EOMMIMHE 28 T L7212 4 LU EOWRZFFLF O BEIRAHE %
fToTEY, 25, 24FLL T, R LD N AR 2 3 Te 03 AR DGR
HHEZFT->TWBHZ &

Q@ PBENOEEBEREEDOMEHNICOWNT

EEGERERICEE T 5 TEDEE S, JESENSOEFRE D, A2 - %2
é‘@%%ﬁ%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi 2R DR, AEFEDBAE LGS OWE
RS, BERHESODIITOI D IEHRFE S TWD Z L,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Az BE 4 5 B

VR MR R D BB 7R BIE R 3 9842 LT2BRIC, 24 BEREISIRIAHIO T, Mi%hiak X
VB (23U T, BB L BWERICIE U CABRE B L O CT O RIVER ORI 4
B EDORERNY HHICE G, EHICRHIGS TR AEHI N E > TWnD Z &,

@-2 EERNEEEICL H2AFELRMNHICHET 2 EH,

DAZIRICED 2R L R e BT 2 ERIEEEPEIERE=42V 7
EEOIERDOA Y ) —= T EATOEIRE & FHZ G TE 5 F— AERIRH 2
iESNTWAZ L, 2B, BIHEHIZHOWT, BABE L ZOFECHIITEmMmENT
WhHZ L,

@-3 BIfEA OB B LT

RITER (B EISIN A, KRG - BEO TR, FFHERERE. BHERERE (R
BREMERE) . NowkEE (FEAEEERE ., FURREERS, BITEERS) . 1

BIPEIRIG, 5 E 9 Bk, ik - BERUHRARAE ., Pk, B ORERE (R ERRARE @
BE. ZIBALEE, BERBIES) . Infusion reaction, MM - BEfEJc. FESEAGEESJNE, Lk
BHA(X T NUEEREE) . DK, SRR RSO PESE BT . YRR I, AR
TFERBEE) TP L C, Yakhtiak IR B BB O Ve A2 G I D AT & R L (RIE
R OZWHISICE L TREL OKEEZ T ONI&MECHH L) | BEHITEy R
BN TEDEEINESTNDEZ &,



5. REXIBLLRDBE

[Zz2VEICBE 4 2 F1A]

O TFTRICZYTLIEZIC OV TEIARAORENERE SN TWDL Z &b &5 %21T
braunz &,
o ARAIORIITR LIRBEUE OBEFERED & % B

@ REATOFHEIZIB W T TRRICEE S T 2 BFEIZ OV T, AR OB GITHERE S 7y
D, ADOIRFIBIIE D R WIGEIZIRY | EEICAFZHEHT 52 L 4BETE D,
o MEMEMZEEDOEN X ;@ﬁf@ o5 BHE
o A E R A CHRIE R 258 2 B K ONE B M 0 KU Bt 2 <o R g ME fiti 2%

EOMICRIEVEZEN B DD BE
o HORBEHEROEO, XUHIEMERE L < IFZFERMEO B O i EOREERE D
Ry e

o EZMEHEE GEMmESMIBREZ GTe) Ob 5 EE
+  ECOG Performance Status 3-4 ™ 3

[H2hitEiz B3 % 1]
O 77 FF 8K E G FRIERE B T 5 RATETYE XXM O R B R
FIZBWTARFIOFINEDIRIES LTV D,

EOD B

H

©@ TREICEZY T 2 BB T AR OFREG K OERITIEZ OV TR, AFIOFZIED
WL SN TELT, AFIDERGHIR LB,
o T IFTRAIEETCTFIRIEIC L DIGRIED RV EE,
o RO,
o MOPUENERELA & OB,

D ECOG o Performance Status (PS)

Score TE#

MR LJEBTE 5, AT E R U HEAESHIRZR <ATZ2 5,

[y

PRBCE LUEBNIHIR S 525, BITATRE T, BAESEEE > TOMREITIT O LN TE 5,
Bl BOFE, GFEE

[BOENZEHASOHEDOEY DZ & LNTERY, Ao 50%LL FaNy RO+ il =4,

AlwnN

LT RV, BoOHOEY OZ Lidal TERY, BRIy R+ T Id,

BATAMRECTH D OH OEIY O Z 13T X THEEZDIEEILTE 20, B O 50%LL Eid~<y RAVCil 29,




6. BMEICEL THEETREFE

O IRASCEF TN Z, BLEREES D IRAET 2 ERFE T -D & AR O FeE K& OV E 4
DT OIZ B HE + oI L TR 5 2 &

@ JRWBALAICIENL D B ULE OFIEICH IR a2 +oait L, [E 215
ThoETHZ L,

@ FERBMEAO~HT AL MZONT

MEMERREN D 5D ZENH D DT, KFOFEI2HT= - Tk, WIHE
W CEBEIFL, PRULIREE, k) ORER & OMIER X R o S hi s, Blggs+
FATH Z &, Fio, LEIGE U THWES CT, i~ —7 —FOMmAE % Fhti 3
HZk,

Infusion reaction 23 & 545 Z & 3 & 5, Infusion reaction 23588 H LA
(X, EEARALE AT O & &b, IERDEET 2 £ TREOREL 010 Bl5
THZ L,

FORISHSREREE N B Do b Z L 03 D DT, KA DB 5B/ M O 51 1]
HOFE RIS BRI se A (TSH, 07 T3, EHE T4 S0 E) £ 5
&,

FFHRERERS E N B Db D Z &3 5 DT, AF| O EBIERT &K O G- T
EHIHICATHERERR A (AST. ALT, y-GTP. AI-P, B U LBV EDHEIE) % FEif
THZL,

SE IR AR EOICEBRAR 2 &) SOEERIRBEEND bbb
ZEWHHOT, EMNCIROBRFEOFEEZMERT 52 &, £7o, IROEFEN
RO ONTEHEITIE, BWONICEREEEZZ2 T L) BELRETHZ &,
AFNIOBEHIZ X0 | BEORIERIGICER T % &5 2 5N DEk A ek BN e
NHLOLNDZERDHD, BRENRBOOLNTHAICIE, BELEFRITS U
BEFREY 22 ek & R 2 B O R AT & U Cl bl 2B A TV, B EE Dy
FOSE £ B RIWER D SN 2355101E, AFIORIE T I, K OEIE RE R
NECRIOBRGEEEBET L L, 2B, MBRERLVEOEEIZLYETE
R OYGEERGRD IR WIGAIZIL, B BB R /VE LA O s il o8 n
bERETHZ L,

PR T, oA O ARE L ThORIERNREERT L Z 0570,
AR OEHHETHIZ B REWEHORBUC IR T2 2 &,

1 RUBERS  (BIE 1 BB RIE 2 & de) 23 Hbh, PR, F 7V R—2 2
ICEDHZENBHLOT, OE, L, EHEEOIEROFESCMEE O EFIz+
TEET D Z &, L ABERIAS DN G EICIIR S 2RI L, AR ) Ul
R OGO EY) 2B EZITH Z L,

@ AFNIOEERRBRICIBN T, FEBEND 9%, ZNLIERIIHRERED 1 EMIX
6 Wb & 5-BHME 5 VAL 12 R CHERIMEOF M 217> T2 &
BB, RFIBEGFPIIEMMICEBRE CHROMREIT Y Z &,

10



