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MED L XN TWBEZ EnD ., BEZTOR
W2 oL,
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Y2 941 2 A
BT BE



ER/N

1. IL®Iic P2
2. AANIOFHH. (EHEF P3
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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. BRI
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@ PBENOEEBBEREEDOMEHNICOWT

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,




@ EBUWERA~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 H2AFEELRNHICHET 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 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. BMEIZEL 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



REERHEET A FT A
RhTul w7 (BETFHERZ)
(T4 : %4 h— 4 SIHIE 20mg, %4 hb— 5 SHHHE 100 mg)
~ FE /N AR R ~

ERR2942H (k2 941 2 HKED)
B EE
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3. ERIKAE P4
4, FEFRIZHOWT P10
5. HhHxtGE DB P12
6. BHICERL THE T XX HIHA P14



1. IZC®IT

R DA - LEVEDFERDT-OIZIE, BT SCEFITEE S W E 226 235Kk
bNd, SHIZ, IFEORFEIROMEANT LV | FURERES 72 & OFF R 728 BLE
FREZMDVEKR SN 21T, 2 b OEEM &2 BICHE R BE RS 5 2 L 3RO
P L 720 TR D R BOEE L RO AT 2016 (K 28 4F 6 A 2 H RREIRE)
ICBNWTH, FHMERLFEOHFHORE(HEZNS Z L L s TS,

BOFAE R AL, I ER L 2T e 7 7 A AR DO EIEM & 5T
RLZENDD, ZOI2D, AR O AT 2 EMA+0ERT 5 £ TOR,
YHERMOBE LB ZT L ZENIFSNLBEITH LTHEMNT L & L bI, BE
MADFEE LT BRI E RS2 & D 2 L A ATRE 72— D S 2 i 7 SRR RS T
THZLENEETH D,

LIeRo T KTA RTA4 Tk, BIFEEESC N E TR L TV D EFEZ -
PR RN EES & 0 LUT OB O S 7o ] 2 HEHE 9~ 2 8L b b B 8L B %
RO EHEHETRT,

B RAA KT A 3 MSATEIE NE S dn BRI S A4 HERTE AR R
BRI AR —RAEMTEN AARRRRNAHE =, FREFEERITREIE A A AHiE 72 kO
—AEMEN AR g2 OO b LR LT,

KB LI B EIRE - XA M —ZSEHE 20 g, A FV—F S ERE 100mg (—
Wt R_Rarvnl) A~7 (BiaHEHz))

RGERDMENTE © PD-L1 Bt O UIBRARGE A HETT - FEF8 DFE/INHE R it

MEERDAEROHE - 8. KA, a7 nl) X~v7 (EmfFiz) LT 1
[6] 200mg % 3 ¥ M ERE T 30 42T CTHEFET 5,

i 3E IR 5¢ ¥ & MSD HEa




2. AANOKK, 1ERBERF

XA MV—4 mERE 20 mg X V100 mg (— %4 : NAT e U Xv T (GBS R
Z). AR [RAl &vv9,) 1E. PD-1 (programmed cell death-1) %DV > K TH
% PD-L1 K ONPD-L2 & D& 2 HAZE T 5. & MEIgGA T/ 7 v —T A HUETH 5.

PD-1 FRB& I T Al S8 B S 2> B kA 2 72 D12 28 AVHIIE 23 R -3 2 =5 20 e e 1l 4
AA wF T, PD-1iF, EFERREBICI WD TEER T MiluoMinLmic BBl L, B o%
P I s % B o AN LB ST R 7 0 SO & 95, 370 H, PD-1 XU o REiE
ATHZ LK VHURZRIRCE D v 7P vBEZ AT 228K THh D, PD-LL
DEFMHEMICIB T H2RBUTDLT N THLIN . L ONAMBTIE T OB 28z 5
I EBBENCRBLL TV D, BAMIIICET D PD-L1 OFEFIIL, BHIIE, W,
FEAmAEEE . OB, FE/ IR 72 & Ok x 2V TP HRARRKEFTH D | ARWEFE
& OB HRE STV D,

D A DEFIRE 1% & PD-L1 FEBLOFHBAM:D & PD-1 & PD-L1 O#REE X D
SRR B W CEHEEREE 2D Z EAURBRINTEY | iR BNAIRROE & L
THIfF STV 5,

AANX, PD-1 & PD-L1 K UNPD-L2 Olj U > ROFERELEST S Z Llck v, 5
W INBR B T D B SRR A e T U o S ER 2 TE ML & & FUEIE 0% & S M b9
L2 L TGN R AT D,

ARFNDVEIBE 255D <18 DOREERISIZ X HBWEM %N & biotu, BEXIIFETIC
EOWREMD D 5, AANOREGH KR OEEGRIZIT, BEOBIEL T5IATV, BE DR
D BTG EITIE, FEH LT F RIS U RPN 22 ik & BB 2 FF O PR Al & i L Col
BI72 8RR 22 AT\ B D SIERISIT K D REITER 2 e 2 5 & i id, B RE AL
RO GHEDWY) IR ALE 24T 9 R D D,



3. BRI
PD-L1 Bt D YIBRASRE 22 EA T « F-38 O FE/ N it oD 7K GBI (2 FEA 24T - 7= 3= 72 ARk
BROEE T,

(0]

OE BRIL R 2 MAHER (KEYNOTE-024 #f#)
(LB D 72\ EGFR & {2 B ALK @l &8s 7-f2 M & O PD-L1 B4 (PD-L1
Z IR LTINS 5 2E1E (LR [TPS) L9 ,) =50%) DU RRE/R HE1T -
FE O/ Nt BE (305 1, BAN 40 B2 ETe) Z%f4c, A% 200 mg 3 i [H]
Mk G- OB MR VLMD, 77 FFR-H & 5 O ER ks (LUF Isoc) &
WO, xR E LTRGETSNT, 7ol BEFHE TREEITRR O bNGEIT, &
BT T 2 /R TER D3GR B IR W DR IICEE L T 5 B Tk, RIEILLRE O {4
P CHEBET RO b D £ TRAIOHR G 2/k 92 Z LN AlHe & iz, F
T H I3 A (LU TPFS) &9 ) | RIREHIEE B X247 Ik (LR TS|
L)) IR, AFNTT T T A A ST ERE L i LT, PFS, R TOROS (1
M) A BICHER LT,

* ool R UK e U CRIEIRFE AR ST D PD-LL IHC 22C3 pharmDx [ 4 =2 Wi

N,
#1 AR (KEYNOTE-024 35R)
A 200 mg Q3W 77 I RAEEL
(154 f4i)) fomis
(151 1)
o (A ] 10.3 6.0
(95%Cl) (6.7, NE) (4.2,6.2)
PFS™ NP R 0.50
(95%Cl) (0.37,0.68) —
P "™ <0.001
e [A] NE NE
(95%Cl) (NE, NE) (9.4, NE)
0s™ ANF— R 0.60
(95%Cl) (0.41, 0.89) —
P ™ 0.005

Cl: X, NE: i AR A], *1: RECIST U A KT A > L1RRICHEED < NT g @, *2 -
J& Rl Cox thil N — RET W K 57T F 0K =G bRk L Okulk, *3: J@hlln 7
* . TR DT — & 2016 4E5 H O R > AT

T RE,




a0 —— AW00Mg QIW
80 - TIFFEAES O
£70-
%st 60 -
50
gﬁ 40 ‘,‘
B 30 Y
20 A B Yy .
10 - S
¢ 3 6 g 12 15 18
fHiEas
at riski% eELFHREA]
FAI200mg Q3W 154 104 89 44 22 3 1
TSFFERESOEERE 151 a9 70 18 9 1 0
Hr BT K B PFSO SR FRITEE D Kaplan-Meier figg (PD-L1BgME: (=50%) DHEFEM)
100 -
90 ‘-‘-‘_\f\\.
80 |
70 ] Mgy
o~ ia |
* 60 Wy ey o
‘E‘ﬂ' 50 — i =
%‘ 40
30 |
20 1 —— #momg 3w
10 - ISFFRAESOEYEE
0 3 6 9 12 15 18 21
at risk#x A
AEI200mg Q3W 154 136 121 82 39 11 2 0
JSFFERESUIEEEE 151 123 106 64 34 7 1 0

OSD HEFTIRED Kaplan-Meierfi#g (PD-L1EME (=50%) DBEEM)



@ ERRILFEZE 1T /A% (KEYNOTE-010 #5R)

77 FF8H e G T FRIEE " 2 5 PD-LL BBk (TPS=1%) ? DO YIBRARE /R HEST -

RO IE N mpaftiE s (1,033 6], HARN L FlZETe) ZxRIT, AHK| 2 mgkg 3 ¥

b 5- K O 10 molkg 3 i@ RIBE G- O L OVZerEn, e kK
(BLF DOCI £v9,) #%HRE LTHEN SN, b, BHEEHN CHREMEIT A0

BTG AT KRBT 2R ER DO DR WFEDBRIKRIZLE LTV 5 A T

W BICARE O B CHREBET A O b d £ TARFI OB G2 lig & S vz, B2
FHmIE H X OS X TNPFS & 41, AHIiX DOC &bl LT, 0OS # A EICIER LTz,

*1: EGFR Bin 2 B X IE ALK @l GBI FIEDBE TIX, 77 F T -8R Z ST b FFEIC L D
RIS 2, ZH 24 EGFR MLEMEM T ALK FLEMER 2 A 2 HUEMIERANC & 2 ia W
EATHEREMEAAN DN,

*2 : PD-L1 IHC 22C3 pharmDx [# =] OFEfEFx v M & AW TR S 7z,

#2 AR (KEYNOTE-010 #&5R)
AHA 2 mglkg A 10 mg/kg K& %t L
Q3W Q3W
(344 131) (346 ) (343 #3i))
0S | thfif [A] 10.4 12.7 8.5
(95%Cl) (9.4,11.9) (10.0,17.3) (75,9.8)
ANP— R 0.71 0.61
(95%Cl) (0.58, 0.88) (0.49, 0.75) —
P ™ <0.001 <0.001

Cl: [ZHEXR. *1: @hl Cox thfpi T — RETLIC LD REX XL EDHEE, *2 : =Y

0o r T I RRE

100
90 - \ ——— Zl ? mg/kg Q3W
80 - F#10mg/kg Q3W
70 A —— Fegstel

£ 60

50

§

40 ) i N‘“"II (|l il 11

30 1

20 1 i

101

0 5 10 15 20 25

at risk#y M A]
F#l 2mg/kg Q3W 344 259 115 49 12 0
FE10mg/kg Q3W 346 255 124 56 6 0
RegF+tIL 343 212 79 33 1 0

OS DEAFENTIFD Kaplan-Meier #ifg (PD-L1 Btk (21%) DBRELMR)
6



[Ze 2]

DI BRI [R5 M AH R (KEYNOTE-024 #5%)

HEFEGIIARKIRE 148/154 ] (96.1%) KT SOC #f 145/150 i (96.7%) (258 B,
IR L OREBRENEE CTCERWAEERIT, ThEh 113/154 il (73.4%) KO
135/150 %1 (90.0%) 238 HNT=, WTFNMDORETRELD 5% EORIERIZ TR

LB ThoT,
&3 WTNHLORETRIFEN 5%, FORIER (REMMEITRREM)
B HIRSTHH (SOC: System ik (%)
Organ Class) AHE SOC #f
JLARFE (PT: Preferred Term) 15443 1501
(MedDRA ver.19.0) 4 Grade Grade 3L |k 4 Grade Grade 324 L
2RIEA 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
MK LY R fEE
E=iil 8 (5.2) 3 (1.9) 66 (44.0) 29 (19.3)
BRI E 1 (0.6) 0 8 (5.3) 2 1.3)
Uit A BRI E 1 (0.6) 0 34 (22.7) 20 (13.3)
1/ N R iE 0 0 17 (11.3) 8 (5.3)
PN o WA R
FRR IR RE T SE 11 (7.1) 0 0 0
FOPR IR REA T 12 (7.8) 0 1 (0.7) 0
B IR E
A 6 (3.9) 0 17 (11.3) 0
i 22 (14.3) 6 (3.9) 20 (13.3) 2 1.3)
L 15 9.7) 0 65 (43.3) 3 (2.0)
HN% 4 (2.6) 0 18 (12.0) 2 1.3
g 4 (2.6) 1 (0.6) 30 (20.0) 1 (0.7)
— % - R FEER L OB G OREE
I 79 5 (3.2 1 (0.6) 11 (7.3) 2 (1.3)
95 16 (10.4) 2 (1.3) 43 (28.7) 5 (3.3)
[iy=9=3 1 (0.6) 0 9 (6.0) 0
FEEN 16 (10.4) 0 8 (5.3) 0
HRPR IR A
TI7=vT ) TR 10 (6.5) 0 7 4.7) 0
7 =7 —EH#h
T ARG XUBET 2/ b 8 (5.2) 2 (1.3) 5 (3.3) 0
T AT =T —EE
7 v F =8 3 1.9) 0 15 (10.0) 1 (0.7)
At v ER AR A 0 0 20 (13.3) 6 (4.0)
N e e % 0 0 18 (12.0) 9 (6.0)
I 1 BRE R 1 (0.6) 0 16 (10.7) 3 (2.0)
R L O E
BAREGR 14 (9.1 0 39 (26.0) 4 (2.7)
K~ 72U A UE 1 (0.6) 0 9 (6.0) 0
B R B L O B LRk RE =
EfiRnil 13 (8.4) 0 4 (2.7) 0
PR SRR
R 1 (0.6) 0 15 (10.0) 0
K= 2 — 1 RF— 2 1.3) 0 9 (6.0) 1 0.7)
FER R, MIERds K ONithm R
Jiliig e 8 (5.2) 4 (2.6) 1 (0.7) 1 0.7)
FEIE 6 X OV T ARk b
it B 0 0 12 (8.0 0
B2 R Wz 1 8 (5.2) 0 1 (0.7) 0
% O FEIE 12 (7.8) 0 3 (2.0 0
Ei 11 (7.1) 1 (0.6) 3 (2.0) 0




B AFIRECHEM MR EIL 9 B (5.8%) . KL - HEO THIL 8 6 (5.2%) .
PRRRFETE (7 2« N U—IEGREE) X261 (1.3%) . NFHREREE T 22 41 (14.3%) |
FOR BRI 1 21 1 (13.6%) . T EERHEREFREEIL 141 (0.6%) . 1 ABEIRIEIZ 1 41
(0.6%) . BEEREREE (RMIEMEMEEX%E) 1216 (0.6%) . BEXRIZ1H] (0.6%) .
fh9% « BESUHEIARIE X 1 61 (0.6%) K TN infusion reaction X 5 1 (3.2%) TRH b7z,
Fio., BEOREREE (REHBEIRIERE, 2K, BREES) | BIEEEREE,
EREFMEIRE, MMk - R, S E AR, Lk, i MO PSRBT, i
PEE I OURZEEREZIIFRD Do Tz,

@IEBEIEF /AR (KEYNOTE-010 #5#R)

HEFESRIT 2 mg/kg Q3W F¥ 331/339 141 (97.6%) . 10 mg/kg Q3W #¥ 330/343 15| (96.2%)
S O DOC #f 297/309 f5i] (96.1%) IZ78® H AL, 1R & ORREBMERNGE TEX WA E
=L, FHER 215/339 i (63.4%) . 226/343 4] (65.9%) KX 251/309 4 (81.2%)
RO BTz, WTNNORETRIRN 5% EORITERIZT TRO LBV THoT-,



F4 DTN OBETRERN 5% LOBHER (ZeMMirsRed)

#EBIR ¥ (SOC: System E (%)
Organ Class) 2 mg/kg Q3W ## 10 mg/kg Q3W #¥ DOC #%

FEAGFE (PT: Preferred Term) 33945 343 3094

(MedDRA ver.18.0) 4 Grade Grade3Ll |l 4 Grade Grade3Lll 4 Grade Grade3b\ |

2RIEH 215 (63.4) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
Mgk LY > RbEE

E=gi 10 (29 3 (09 14 (41) 1 (03) 40 (129 5 (16)

B FR BRI 1 (0.3) 0 1 (0.3) 0 44 (14.2) 38 (12.3)
A

R IS RE AR T E 25 (7.4) 0 23 (6.7) 0 1 (03) 0
B

T 24 (711) 2 (0.6) 22 (6.4) 0 56 (18.1) 7 (2.3)

D 37 (109) 1 (03) 31 (9.0) 2 (06) 45 (146) 1 (0.3)

A% 13 (3.8) 0 7 (20) 1 (03) 43 (139 3 (10

Mg - 12 (3.5) 0 13 (38 1 (03) 24 (78 2 (0.6)
—f% - B EFER L OB G OREE

e 3 20 (59 1 (03) 19 (55 2 (06) 35 (11.3) 6 (L9

W5 46 (136) 4 (1.2) 49 (143) 6 (L7) 76 (246) 11 (3.6)

EREIREA 5 (15) 0 4 (12 0 21 (6.8) 0

FEEN 10 (29 1 (03) 14 (41 0 17 (55 1 (0.3)
AR AR AT

A ER B 0 0 2 (0.6) 0 24 (78) 19 (6.1)

1 BRI 0 0 3 (0.9 0 16 (52) 10 (3.2)
R L OvseakhEE

AR 46 (136) 3 (09) 33 (96) 1 (0.3) 49 (159 3 (L0)
B R B L UGB Rk

B EiivR 13 (3.8) 0 19 (55 2 (06) 18 (5.8) 0

7 PR 9 (7 0 10 (2.9 0 29  (9.4) 0
PR E

SN 4 (12 0 7 (20 0 16 (5.2 0

KM= 22— 8 F— 2 (0.6) 0 3 (0.9 0 28 (91) 1 (0.3

BERECTE 3 (0.9 0 3 (0.9) 0 17 (5.5) 0
&R KOV T AR &

B 3 (0.9 0 2 (0.6) 0 101 (32.7) 2  (0.6)

Z 9 P 25 (7.4) 0 32 (9.3) 0 5 (1.6) 1 (0.3)

% 29 (86) 1 (0.3) 44 (128) 1 (0.3) 14 (45) 0

7235, 2 mg/kg Q3W #£ &% OF 10 mg/kg Q3W #E T E ., M MEMZE B 15 61 (4.4%)
ROV 14 5] (4.1%) . KIE2¢ « EED TR S F] (1.5%) K2 6] (0.6%) . FEED/
JE R (R FEREIRARAEERE, ZIALEE, FARIEIESE) 1 141 (0.3%) &1 41 (0.3%)
MR E (X7 2 « NU—JEEREE) 13 2 6] (0.6%) &3 fil (0.9%) . AFHEREREE
1% 23 f51] (6.8%) K Tr 22 4] (6.4%) . HR IR RERR 13 32 151] (9.4%) K& TF 35 #i] (10.2%) .
TEAEREREEL 16 (0.3%) &ON146] (0.3%) . BIFHEREREIX 261 (0.6%) KOVl
Bl (0.3%) . 17AUHERRISIZ 1651 (0.3%) KO2 6 (0.6%) . BEHEREREE (JRANE REME
RS 13 4B (1.2%) KON0 B, JEESRIE 161 (0.3%) M Tr 0 il gk - RERUT bR
JEIL 1] (0.3%) K ON0 ., infusion reaction (% 2 5] (0.6%) &ON6 1 (1.7%) TR
vz, F7o, BEIEMESE, MK - BEEEK, SE MK, DR, M MR
PESEBEI , IR I M OVIRZFERIES 13780 b e o 7z,



4. FEFRIZDOWT

KRB U CERABGERE (2FFRE) 2o Tnbd Z b, Ykl 2 wEy)
ICEfETE DMk THOIMNEND D, TD LT, RANOE G372 BE 2 ZWr - FE
L, AFNOEGIZ L0 EHEZRRBIEHZRBL LIBRICHICT 5 Z E BB, LLTO
O~@DFT _XCEMIETHEICBWTHERT XX TH S,

@ #EHRIZHOWT

®-1 Tﬁ@(nﬁv@)@mfhﬁ_&éfém X CTHDHI L,

(1) BAEFBRENRET 20 V2 EEHEN SRS EE R AR SR P
H 23 ARSI L LR L ﬂﬁﬂzz)w SRR &) CER29 44 H 1 BB 1 434
i)

Q)%E%%ﬁﬁ(iﬁm&mﬂlaﬁﬁ:%mﬂ>

(3) HEMFRAFENFEET 203 A HEEEFFT (DS AR EWRPL, 23 A
W EBE, 3 ARSIELEEHERE B e &)

(4) AHRACFEIEEZHE L, SREFRENRE 1 USSR 2B 2 Ok KL 1E
AR DB AIT> T Dliieg (CFRk 28 4- 7 H 1 HIRFAL - %mﬁ@

(5) PUEMEMER AL B EINE O s EIEIAR DR AT > T\ D liiex (CERk 28 4 7
A 1 BEEA ;1290 fitigk

®-2 i DAL K ORIE I FE BLRF D RIS 53 70 0k & BB 2 FF O EAT (R D
WFHUNITRE N T D ERN) 23, Ui R OAANET IO BELE & L TERESH
TnnHZ L,

*

o [ERNEFFEISH 2 FEOWIIINHE 28 T L7 I S HLLE DD ATRIE D BEIRNHE 217
STWAHZ L, 96, 2L EiF. BAREMEEZ & LRSS FONHE 217
TpoTWAZ L,

o [ERGTFRSE 2FOVMHEZ K T L2 RIZAFELU EOBKRRBREZHE L TW\WDH
Lo 9B, 3AELL IR, il 0 A SRR B & T MR R S OB IRHE 217 > T
WAz L,

Q@ PBENOEEBBEREEDOMEHNICOWT

RIS RE BLCE T T A B DA E S h, BB ENS OFRE D, Aok - 24
S i%ﬁ’]fﬁ%&@f@ﬁ&(}iﬁﬂﬁﬁ X A IEWmIEAL, AEFRDBAE LGS OWMEHE
B, SENESLOIATON D IRHINE S TWD Z &,

10




@ EBUWERA~DOXIRIZOWT

@-1 fEgk Iz BE 4 5 B

IV MERR B D EE AR RIER N A L-BRIC, 24 BRRIZZIRIEHIO T, Mg 3k
EHEER R IS VT, BEEL L ZZBIERICE U CABRE L L O CT O FIEH ORI 03
IREORERNY AL, BHHICRIGATRERAHINE S TnD 2k,

@-2 EFRMEFE L DAEERMNCICET2EMS

DAZIRICHED D MM e ik O 2B T 2 EREFENENER =4V v 7 %
EOTEROAY V—= 2 T EITOEIRE @ %2 356 T& 57— A ERES] D R
SNTWDHZ L, ok, BiREHIZOWT, DARE EZOFBEICHSIZEmEiTn
HZ L,

@-3 BIVERA OZHTCRISIZE LT

BIVER (RVEMERRBCINZ, KIBZK - EEO TR, ITFHERERE, Bk ® (RNE
FEMEBRE) . NS (FTRAEEERE, FRIREERE, BIEEERE), 17
FERIG . 5 E DM, fhidk - BESURMREIE , EJe, B D RS IR (R R Rb AR i |
ZICRLBE, FARIEIESE) . infusion reaction, AX7% - BEMEZc, FIEM MEE, MhfkbEE (%
T2 RNU—EGERESE) | DA, SaE M RIS D PESEBER . TRV L, R ERE
S (TR LTC, YRk UL IT B E R R O B 2 A A ERG & R L (BIER 0%
WrCRHIGIZR L CHRE R OSHE 22T DD &FICH D 2 &) | BHHIZHEY) 22 0LEN T
XL RHINESTND L,

11



5. EXIHB LR DBE

(e EIC B+ 2% F]

O TFRRICEYTIEZFICOVTIEHAROEENERE SN TWDZ b, B 51T
Dlpnz b
o ARHIDITIZHRT LIBBUE OBEER O & 5 BE

@ {RERTOFHMIZB W T FRRICEE Y T 2 BEF IOV T, AFIOBHITHELE S e

D, ADOIRFIBIIE D R WIGEIZIRY | HEICAFZMHEHT 2L 2BETE D,

o MEMMZEEOEI IIMTEOH 5 B

o A E R A CHRIE R 258 2 B K ONE B M 0 KU Bt 2 <0 R g M fiti ¢
LD RIEMEZA LN B D BE

o HORBEHEROEOE, XUHEMERZE L < IFXFERMEO B O i EOREERE D
boBE

o EZIEAEIE G BB IE A5 1) DD B

»  ECOG Performance Status 3-4 "V

2

[(B2h I BE 3 % F 1]
O TROBEIZBOTAFOENERRIESN TN D,
o ALFIERE O EGFR Bin AN, ALK & B s 2tk T PD-L1
Bt (TPS=50%) DUIBRARRE/MEST « R OIE/ N i B
o I TFFRHEGTALTIIERE A AT 5 PD-LL BtE (TPS=1%) OUIRRREZ:
T - FROIE/NERMEERE (FoF. EGFR #in A BB X ALK @é
B FBMEDBRE TIE, FNEFNEGFR F 12 % —PIHEH XiE ALK F
0 —BIERIOGEE L AT 5 BE)
B, TPSIERA7 ) X~7 (Barliz) oo =4 r2WE (54
PD-L1 IHC 22C3 pharmDx ¥ =] ) Z#HWTHIET 5 Z &,

@ TFREICRZNU T 2 BE KT D AR DOBE KO HIEZ OV TIE, AFIOAZPEN
LS TR LY, AAOELGHR LRG0,
o IRFRBN LIRS,
o fhOFUEMEELA & OB,

D ECOG o Performance Status (PS)

Score TE#

0 | <ML IEBTE 5, MLl U HHEAEESHRZ AT D,

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

[y

BATARECH D OF ORI O Z 13T X CTREEZIMEEILTE 22, A0 50%LL Ly R cil =9,

RBoNTZEHSOHEOEY OZ L LHTERY, AFO 0% EE Xy R+ TiaZ 7,

AlwnN

2LET RV, BHOHOEID O LT TERY, BRIy FRFTHEId,

12




@ M2 TA K74 (AN S (23T, ECOG Performance Status 0~1
Y = 75 5% Ll . X3 ECOG Performance Status 2 Y o BE TlE. 4 3 HRHUE
Al (FEZFELVE) OBRFRENHEINTEY, 77 F T RF 0L HHESEEX
WIS N RN T —ARd 5, (WFHRIERA AT 2BFIERT 256, 7
7 FF B OFHRE N 72 < & b5 3 HARPUREAHAI CORER LG T 52 BFIZBD
TIE, AFOEBRE2ZETE 5,

13



6. BMEIZEL THEETREFE

O BASCEFEIIN R REREHEE DR 2 ERFE T D & AR O FFME & OV (E4fE
OO B ERE HICEE L ThBEAT D Z &,

IRIEBRARICIENE D | BE T E OFRIRITA MR EtEz +aa L, FE%E5
ThoEETHZ L,

FREWERO~H T AL MZOWNT

)

®

MEMERREN D 5D Z ENH D DT, KFOFEITH = - Tk, WIHIE
W CEEI L, PR IR, B0kaE) RS OWER X MR o ks, Blggs -+
SATH 2k, Fio, MBS UTHRE CT, MiG~—h —F O % £t 4
HZ ok,

infusion reaction 23% 5 i 5 Z &3 H %, infusion reaction 23588 H T HA I
(X, EERALE AT O & &b, FERDEET 2 £ TREORELZ 510 BlE
THZ L,

FORISHSREREE N B Do b Z L 03 5 DT, KA D B 5B M O 51 1]
HE RIS FOR IR BE A (TSH. 628 T3, E8E T4 SollE) %7 5
&,

FFHERERSE N B Db D Z & 03 5 DT, AF| O EBIAERT &K O G- T
EHICATFRERER A (AST, ALT. y-GTP, AI-P, B U VEVEDORIE) % i
THZL,

SEIBER (R KLY BREERE G L) EFOERERIREERH bbb s
ZENRBLOT, EMIMICIROEE OFELMEZRE T 52 &, o, IROREFN
RO LNTHEITIT, HONCEREEZZZ2 T2 L) BELIEET HZ &,
AFNOBHIZ XY | BEORIERIGICER T 5 &5 2 5N DHEk A 7k BN e
NHLDLNDZENHD, BEPROOLNT-HGAITIE, BB LE-FERIIL U
BEFR A 22 ek & Bk 2 B O BE AT & i U CE bl 2 BRI A TV B EE O
BOSE £ B EIWER D St 2 A 10I1E, AFIORIE T Ik, K OEIRRE &
NELRIOBRGEEEBETLHZ L, oB, BIBRERLVEOEEIZLYEHE
R OYGENGRD IV WIGEIZIL, BIE BB R /VE LSO g0 JilEl o BN
LEETDHZ L,

G TH, BOEMNSE D ARB L T LRIERNREET L Z 08570,
AR OE G THRICHRWERHORBUC IR T HZ &,

1 RUBERRSS  (BIE 1 BB RIE 2 & de) 23 Hbh, PR, F 7V R—2 A
IZEDLZENRBHDLDT, Ae, Fl, WEEEDER OB M E O EA 2+
TEET D Z &, L ABERIAES DN TGS IR S 2RI L, AR )
Hl OB GHEDOEY)7RNEEITO Z &,

AR ORI T, \E5ENS 9B, TALIEIEL, 5B 14/
(33 R GHET Z L IZHE MO 21T > TWe 2 & 2 B350 AFIFG-HITE M

L

TR TR OMWEREZITH Z L,

14



xEFERHEET A FF A4
NRATEY XeT (RAETHBL)
(R4 : ¥4 MVv—F SiE#%E 20 mg, A Mv—&F #7100 mg)
~ B B~

YRR 2 94E2 H (FRR2 941 2 AkET)
B4 EE



ER/N

1 Ui P2
2. AAIOFHE, (EHBST P3
3. BEARHGH P4
4. JEFRIZOWT P11
5. BEXRLRLEE P13
6. LKL THET NEHHE P14



1. IXT®IZ

RIS DOF M « ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEM ORI L0 | FURESR G 72 & OFH0 72 5L E R
FPEIRBDARIND T T, 2O OERMNZ EICHNERBFIRMLT 5 2 L BBEO
ML 0o TR Y BREMBLEE & S0 FARTT# 2016 (CFk 28 426 A 2 A B E)
IZBWTYH, EHNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE AR ERR L, KEERASCL ST 0 7 7 A VBBEEOEIRSL & B D i
RHZENDD, DD, HEROLZEMEICET HERNHERET 5 £ TORM,
VHEIMOREZMLZIT 5 2 EnHIFF SN BT I LTERT S & &bz, mIfE
RN FBL L 7B I B 2t & & D 2 & AN AHE /e — 1 O B i 7= 3 R S BE i A
THZEREETHD,

LTeRoT, KAA RTA Tl BB E TITE LTV D EFIEFR -
BEE RN S-S & | LT ORI O il 70 5 2 HEE T 2 8L b B e Bk &%
TR O EERE R~ T,

I, RIA BT A %, MSIATBAE NEIE G ERE IR OHE, ASEEEANRR
ERAR IR s . —MAERTE N B ARER IR NRHE & R OVARAEE N B AR JER 22O
Db EAER LT,

RG L 7R HERN - ¥ A b —F SEHIE 20mg. A b —Z S EHTE 100mg (—
W4 s a7 vl X~ (iR L))

KR ERDMEIRE « ARG OIRA B 72 BN R A E

MEERDMEROHE @, AR, a7 n ) X~7 GliaF#z) LT, 1
[6] 2mg/kg (AREE) % 3 MR T 30 /02 ) CTRillssiEd %,

3 IR 58 ¥ F : MSD Bt




2. AFIORK. TERBF

XA ML —F mERFE 20 mg V100 mg (—fi%4s : AT U X~v T (GEIE R
Z). LLF [ARAl &vv9,) 1%, PD-1 (programmed cell death-1) & %DV H > K TH
% PD-L1 )y O'PD-L2 & Oft A2 EHERET 5.8 MEIgG4E / 7 v —F LHUERTH 5.

PD-1 F&B& I T Al G B S 2> B 3k 2 72 D12 28 AVHIE 23 R 3 2 =5 20 e e 1l 4
AA wF T, PD-1iF, RISV TEER T MifaoMin L mic BBl L, B o %
PSS % B AT TR R 72 g SR &2 Hli 35, §7ebbH, PD-1 XU T Rk
AT HZ LKV PURZERICL D v 7T IVRZEEAICHIET 2% /K TH 5, PD-LL
DEFHEMICIB T 2RBUTDLT N THLIN . L ONAMBTIE T OB E 28z 5
IECBENCHBLL T D, BAMBRICEIT D PD-L1 OFEEIL, BillerE. P,
FAERaSEE . RNBLE . FE/ NIRRT % Ok 2 RN A TTHRARK T TH Y | RWAEFR L
OHEBEMENRE I TWD,

D A DEFIRE 1% & PD-L1 FEBLOFHEAM:D & PD-1 & PD-L1 O#REE X D
T AR BV CHE 2B E 2 Z EAURBINTEY i BNAIRREOEN L L
THIFfF SN TV 5,

AHNE, PD-1 & PD-L1 X OXPD-L2 OV T ROFEAZET D Z gk v, EE
W NBREE T D B A IS SV T U o SER A TEME L & & HUE S )% & FHEME L
52 & THIEG R 2T D,

AN (TR 165 < B S I 1 BT 5 B o, TS SUSBE L
5 AN B, RO G RO SIS, BB OB T, R
i & U ANT IR FEL L T BT U IR A - R 245 [T & S L Tl
BI85 AW 24T\ IR EE DR RS K D BITER DN s 2 56121, BIRRE RV
L HIOR BEOWG A LE £ 1T 5 LB b B,



3. BRI
RIBYIBRAEE 70 B A Il D 7K GRRF IR 21T - 72 B2 IR RER O & 2 7,

[H2hE]
OENE 1 b fHFER (KEYNOTE-041 #5k)
{EFHIERE DR N FA B Y A~T (B r#Hez) LT M) a~T] Evn)d,)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE 7o ik A fE BT 42 4]
(B NIRRT R 52 37 B) 28, AK 2 mgkg 3 EMMEM (LLF TQ3W) L1 9,)
B G- OB NE R V2R S 17z, 78, HGEEE TR EET AR D= HEIZ,
PRBHETT 2 R JIER D358 8 B IR WE DEFIRIIC R E L T 5 A T, IR [BILARE O E]
GRE CRABEITARD DN D £ TAAIOB G2k 25 2 LN ATRE & &z, 1ERT
fliE B Td 2 EERIRECIST HA R4 v L1RUICES < | Eic X 5 584:78%) (CR)
S5y 2% (PR) ] 13X, 24% (95%[E4HX[H : 12~41) Th o7, 7. FAINIHE
L7ZBfEIE 10% CTd - 7=,

@EsF T ARRER (KEYNOTE-002 #45%)

A BV AT K DIBEEE AT HIRIRUIRAGE e v BAJE BT 2 xRz, A 2
mg/kg Q3W % 5- K OY 10 mg/kg Q3W ¢ 5- DA 3tk Je V2, AbliE (X "y
U.TEVAI R, ANKRTTF RXTVEXFRVNIIANRT T F o7 ) 2%
T, LUF NICC BE) & H,) ZxtfRE L TRET Sz, 7o, EERHG CHEEST
DR LT AIT, TRBHETT 2 /R TIER SR SR W ED R EE LTV 5 A
FCUEL KA LARE O EHGRHAL THAEHEIT5E80 5L D £ TAEDER G- 2k 5 Z &2
AR L ST, FEFHE BT (0S) KUMEHEAFHIME (PFS) & 34,

AFNIAFHRE L i LT, PFS # A EICER L,
#£1 ARMERGE (KEYNOTE-002 #5R)

AF 2 mglkg AF 10 mg/kg e==-37R
Q3w Q3w
(180 1) (181 #1) (179 #1)
OS | fidefE [H] 13.4 14.7 11.0
(95%Cl) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
NP R 0.86 0.74
(95%Cl) (0.67, 1.10) (0.57,0.96) —
P il 0.1173 0.0106
PFS™ | riakfE [] 2.9 2.9 2.7
(95%Cl) (2.8,3.8) (2.8,4.7) (25,2.8)
NP R 0.57 0.50
(95%ClI) (0.45, 0.73) (0.39, 0.64) —
P ™ <0.0001 <0.0001

Cl:ZHEIX[E . *1: RECIST A KT A > 1.1 BT IS < Bk E K ONEE BP9 £ 12 X % 274,
*2 ¢ J@hl Cox [l — RETF /M L (b7 ik L Db, *3: E@hlln 77 v 7 ME

4




100
90 —— 39 2mg/kg QBW
80 - —— F10mg/kg QBW
20 4 fbemeE
& 60 1
E 50 ]
# 40 -
30 ]
20 g
10
D SRR LU UL LRULLLLRLY LR LU WLLLLLAALY WWALLLELEL RARLULLLLL UL ULULLLALLY BULLLL
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# 7R (R
## 2mg/kg @BW 180 131 95 70 61 11 0
FHFI10mg/kg Q3W 181 138 99 79 67 12 0
{E%86E 179 115 80 60 48 9 0
OS ? Kaplan-Meier i
at risk®y A R]
ZF#&| 2mg/kg Q3W 180 153 74 53 26 9 4 2
FE10mg/kg Q3W 181 158 82 55 39 15 5 1
{E86E 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier Hif#



@SB IAEFRER (KEYNOTE-006 #5k)
AV LAY TICLDIRFERED 2N UIA B A T2 EERN 1 LY A ETORT
PIEIE % T D HRIBYIFRA HE 72 M A E BT A P8, ANAl 10 mg/kg Q3W £ 5- J Y
10 mg/kg 2 BERRE (LT TQ2W] &5 ,) HTHOHEIMER NLRMER, A1 BV A~
THaRRRE UTHRE S, el BGEHN CRIGEITRD b GE1, BRABHETT
ZRTIRER TR DI W EDORIKRINICZE LT 2 B Tl RIBILIRE o B4 3T ©
FRIBEITRRRO b D £ TARF OG-kt 5 Z &3 nlRg & vz, FEFHMILE B IX
A (LU T0S) &9 ) ROMEREALGFHIM (LUT TPFS) & 9H,) & &,
AHNIA Y Lh~vT7 LI LT, OS K OVPFS A BIIER LT,

2 HAEMEAMGE (KEYNOTE-006 #fR)

AF 10 mg/kg AF 10 mg/kg AEY b~
Q3W Q2w
(277 151) (279 151)) (278 f31)
OS™ | il [H] NE NE NE
(95%Cl) (NE, NE) (NE, NE) (13, NE)
NP — R 0.69 0.63
(95%Cl) (0.52,0.90) (0.47,0.83) —
P fit™ 0.00358 0.00052
PFS™ | rhieflr [H] 4.1 55 2.8
e (95%Cl) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
NP — R 0.58 0.58
(95%Cl) (0.47,0.72) (0.46,0.72) —
P fi™ <0.00001 <0.00001

Cl: EHXH. NE : HERF, *1: PEMEHREOT — 4% 1 20053 A3 By bAT, *2: )3
Bl Cox HBINY— REF L DA BV A~ 7 L Ol *3: @5 7 F v 7 K, *4: RECIST
A RFA 2 LLRRICEED < PRSL U 7o e K OIS S P =1 & 2 3FAfh . *5 : o fgdriRe o
T—4 (2004 9HA3HI Y A7)



B 50

30 ] ——— awomg/kg Q2w
20 ##10mg/kg QIW
10 1 —— qrunzs

at risk#q M A]

FHI10mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FE0mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEVULRT 278 242 212 188 169 157 117 51 17 O

OS ? Kaplan-Meier i

100 -"T
| T e e A 10mg g QT

80 - 3 1mg /g Q3W

{)-""""'I"'"""I""""'I'""""I"'"""I""""'IIIIIIIIII
0 2 - 6 8 10 12 14

at risk® FREREFNM A

##10mg/kg Q2W 279 231 147 98 49 7 2 0
##10mg/kg Q3W 277 235 133 95 53 7 1 1
1EULTT 278 186 88 42 18 2 0 0

PFS @ Kaplan-Meier Hifg



[Z241E]
OEWNE 1 b fHRAER (KEYNOTE-041 #5%)

HERELIL, 41/42 1 (97. 6%) IZRRD B, IRBRIE L ORBEBERN G E TEWAE
FRIX, 34/42 ] (81.0%) (ZFBH BTz, FEBLHEN 5%LL EORIERIZT TRO LBV T
HoT,

&3 FEBRY 5% EORIER (ZREMMITXIRER)

B BIRS3E (SOC: System Organ Class) PP %)

HAEE (PT: Preferred Term) 2mg/ IZ% 1%3WE¥

(MedDRA ver.18.0)

“2Grades Grades 3 VL I

RIEM 34 (81.0) 8 (19.0)
P IR

FOR IR REIR TR 4 (9.5) 0 (0.0)
H ks

T 3 (7.2) 0 (0.0)
—f% - EEEER L OGN OREE

BB 5 (11.9) 0 (0.0)
ikt R A A

TANRGEUET I ) NT AT 2 T—PHIN 3 (7.1) 0 (0.0)

TR ER SN 3 7.2) 0 (0.0)
FE B KO TRk =

Z 5 P 6 (14.3) 0 (0.0)

BER B IR B 6 (14.3) 0 (0.0

S T 3 (7.1) 0 (0.0)

. VMR E 16 (2.4%) . KB - Ef@?ﬁzm (4.8%) . JFHnek= 3
Bl (7.1%) . TEAHERERE 2 4] (4.8%) . HUIRIMEREREE 6 1] (14.3%) | infusion reaction
16 (2.4%) KOS E SR LH (2.4%) THE ab%amto Fo. MREEE (F7 0 -4
U—EEEES) | ERERERETE URMERIEMEE K% | BIBREE, 1 AERM, EEO
FREREE (FREREISIRAEERE, SZIRLBE, JERIEIESE) | BER. Mk - BRUT RARIE
FIEF MR, IMo% - RIS, Ok, SuEME i OB PESRBERT . FR M i e VR
TEERB TR D bR ho T,

@i/t T AHRER (KEYNOTE-002 #A%ER)

AEFLIE. 2 mg/kg Q3W B 172/178 141 (96.6%) . 10 mg/kg Q3W & 178/179 151 (99.4%)
Je OV ICC B 167/171 5] (97.7%) 258D DAL, 1RBASE & ORBEEARN G E TEWaE
%2% X, FhEFh 121/178 % (68.0%) . 133/179 fi] (74.3%) M O* 138/171 5] (80.7%)

RO BTz, WTNAORETRIRN 5% EORITERIZT FTRO LBV THo7-,



Fz4 WDTNLOBETRIAR) 5% EORER (et EH)

2B BIKS3%E (SOC: System Organ Class)

Bi%x (%)

=5 (pT- 2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE
ﬁj;g; S;E:;rmd Term) e Yo 171151
4=Grades Grades 34 E 4=Grades Grades 32 |k “4Grades Grades 3V

2RIEH 121 (68.0) 20 (11.2) 133 (743) 25 (140) 138 (80.7) 45 (26.3)
KR LY R kEE

E=4iil 5 (28 1 (0.6) 7 B9 0 (00) 35 (205 9 (5.3)

1 BR s i 0 00 0 (0.0) 0 00) o0 (0.0) 14 (82 6 (3.5)

A R ER D AE 1 (06 0 (0.0) 1 (06 0 00 14 (B2 6 (3.5)

(/RIS 2 1y o (0.0) 1 (0.6) 1 (0.6) 16 (94) 4 (2.3)
N WA E

FR B RBAR T 9 1) O (0.0 13 (73) O (0.0 0 (00 o0 (0.0)
H ks

{8 5 (28 0 (0.0) 9 (50 0 00 14 (82 0 (0.0)

TR 15 (84 0 (0.0) 19 (106) 2 (1.1) 14 (82 3 (1.8)

B 8 (45 0 00 16 (89 1 (06) 56 (32.7) 4 (2.3)

- 2 1) 1 (06 10 (56) 1 (06) 26 (152) 4 (2.3)

—f% - EHFEER L OB G OIRRE

) E 6 34 1 (0.6) 8 45 1 (0.6) 10 (8 1 (0.6)

W7 40 (225) 2 (1.2) 52 (291) 1 (0.6) 62 (363) 8 4.7

FE 6 (B4 0 00 11 (61) 0 (0.0) 8 (47 1 (0.6)
RO A

NN T ol 7 0 (o0 o0 (0.0) 1 (06 0 00 13 (76 5 (2.9)
Rt L O ERE

BHEIR 8 45 0 (0.0) 17 (95 2 (1.1) 26 (152) O (0.0)
B #E R E L OSBRI E

BAfR 13 (73) 1 (0.6) 12 (6.7) 1 (0.6) 9 (5.3) 1 (0.6)

PR 9 51 2 (1.1) 7 39 ©O (0.0 10 (8 1 (0.6)
PR R IR E

R = 22— R F— 2 (11 o (0.0) 0 (0 0 0.0 14 B2 2 1.2)

SERLTE 1 (06) 0 (0.0 2 @y o (0.0 11 (64) 0 (0.0)
FERG ¥ X OV Tk E

it B 5 (28 0 (0.0) 1 (06 0 (0.0) 35 (205 1 (0.6)

B g wz p 9 (1) 0 (0.0) 9 (50 0 (0.0) 2 (12 o (0.0)

% D FEIE 37 (208) O (0.0) 42 (285 0 (0.0) 6 (385 0 (0.0)

5 21 (118) 0 (00) 18 (101) © (0.0) 8 (47 o0 (0.0)

BUIR B IR 2 5 (28 1 (06) 10 (56) 1 (0.6) 0 (0 o0 (0.0)

T A BE 10 (6 0 (0.0) 9 (50 0 (0.0) 2 (12 0 (0.0)

7233.2 mg/kg Q3W B¥ )2 1810 mg/kg Q3W REIZ I T E L2 4y, & I it £ 151 (0.6%)
HEO THI LB (0.6%) K6 B (3.4%) . FhiRbEdE (%
T Ve N L—IEERESE) 2 451 (1.1%) Je O 0 i) AFRERE R 13 151 (7.3%) S T* 15 141 (8.4%) |

ROPEREREE (RN MEMERRL) 16 (0.6%) MON16 (0.6%) . FIEAHEREREE 1
B (0.6%) MKON3 65 (1.7%) . FRIERERE 14 61 (7.9%) }& O 15 5] (8.4%) . infusion
reaction 2 5l (1.1%) KO3l (1.7%) . EEOKEREE (RERMBEIREER, 2L
BE, HERMIES) 161 (0.6%) MOV (0.6%) . LR 161 (0.6%) KON0 I, BEIER
BEESS 0 B} OV 1 4511 (0.6%) | NS E H K
RKOBIKO2H] (11%) TRO LI, £z, BIFEE, 1ABERBE, 52 - AUHRE
RS, O ZE . S MR INRBD PSR B . A MR & OVRZFERES 13580 HaLe o

KO 4B (22%)  RIBZK -

TESE 0 BN 1 1 (0.6%) | ARz -

776



@SB IAEFRER (KEYNOTE-006 #5k)

HEFERIT, 10 mg/kg Q3W #¥: 264/277 1511 (95.3%) . 10 mg/kg Q2W #f: 275/278 151 (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B L, TRBEE & ORIRBEMRA G E TE WA EHESE
BUE. FHEH 2021277 B (72.9%) . 221/278 %l (79.5%) K OF 187/256 5] (73.0%) (2
RO BT, WTINORETHILEN 5%, EORIERIZTRO LB THhoTz,

#£5 DFRHAOBETRHREE 5%LL EOBIER (Rt RE)

B (%)

ZEERIRSFH (SOC: System Organ Class)

( M%e(jZIKDaEA(\E’;:lF;rZEerred Term) 10 mgél;%;{?fWﬁ 10 mgél;%{%ZWEaé ZIE(IS%J
o 4=Grades Grades 32 |k 4Grades Grades3LA k= 4=Grades Grades 324 E
EIEH 202 (729) 28 (10.1) 221 (795) 37 (133) 187 (73.0) 51  (19.9)
P WAk
R R B RETTHERE 7 25 0 00y 17 (1) 0 (0.0 6 (23 1 (0.4)
R BB R T iE 21 (76) O (00 25 (90) 1  (0.4) 2 (08 0 (0.0
Wb
JiE % 5 18 0 00y 10 @6 0 (00 15 (59 0 (0.0)
K% 8 29 5 (1.8) 4 (14 4 14 19 (74 16 (6.3)
T 40 (144) 3 (1) 47 (169 7 (25 58 (227) 8 (3.1)
A PN Rz 11 40 0 (0.0) 20 (72 0 (0.0) 1 04 0 (0.0)
CEA 31 (112) 1 (0.4) 28 (101) 0 (0O 22 (86) 1 (0.4)
Mg - 5 (18 0 00 10 (36 1 (04 14 (55 0 (0.0)
— % - EHEER L OB GEALOKRE
) E 31 (112) o (0.0) 32 (115 1 (04 16 (63) 2 (0.8)
W7 53 (191 1 (04) 58 (209 0 (0.0) 39 (152 3 1.2
(HA7 R
TARTGEURT I ) T AT 2T —PHIN 6 22 1 (04 14 (500 0 (0.0 6 (23) 2 (0.8)
R L O REE
BRRHOR 18 (65 0 (00 17 (1) 0 (00 20 (78 O (0.0)
B HE R ES & OV ARk
RAfR 32 (116 1 (0.4) 26 (94) 0 00 13 (51) 2 (0.8)
777 P8 6 22 0 (0.0 19 (68 1 (0.4) 5 20 1 (0.4)
eI $ KO FHLRkREE
% O 39 (141 o© 00) 40 (144 O (00) 65 (254) 1 (0.4)
537 37 (134 o© 00) 41 @47 0 (0.0) 37 (@145 2 (0.8)
I FIEE 31 (112) o (0.0) 25 (900 0 (0.0) 4 16 0 (0.0)

72%5.10 mg/kg Q3W #£ K TN 10 mg/kg Q2W HEIZ 35\ T ZAVE du, RV i £8 4 451 (1.4%)
KON B (0.4%) . KBS « HEO T 10 5] (3.6%) KON 13 il (4.7%) . FhRkpEE
(FT7 v« NU—JEGERS) 26 (0.7%) KO0 H], IFHAREREE 14 5] (5.1%) & U%23
B (8.3%) . BEHEREREE (RMEFEMEEXE) 246 (0.7%) RXO14] (04%) . FE#
AEEREREE 161 (0.4%) KON 141 (0.4%) . FUIRIREREFETE 28 f1 (10.1%) MK U* 33 fi
(11.9%) . EIFEFEE 161 (0.4%) K&OV2 6] (0.7%) . infusion reaction 7 5l (2.5%) K&
OV5 i (1.8%) . 1 AUHESRY 1451 (0.4%) K ONO B, EFED R SRR (B R IRARE
B, ZTUALEE, BRHIESE) 0 I KON 1 451 (0.4%) . BEZ 1 4] (0.4%) KO 1451 (0.4%) .
A - BB RIARIE 1 61 (0.4%) KON 0 i, Mzt - BEREES O Bl O 1 651 (0.4%) |
IZHSE IR 3 6 (1.1%) KON 1 6 (0.4%) TROHONTZ, £72, EIEMEE,
DA, SR PRI R PEERBES R . BRI i N OVRZEEREE IXGR O b v o 7,

10



4, FERFRIZOUVT
KRR E U CHEABERE (2FFHE) T Tnd 2 b, Yikiih 2 Ey)
IZETX DR THOIMNERD D, TD LT, KR OB #EY) 72 B3 2 72W - FrE
L. AFIOFEIZ X0 EHEREWEAZRBBL LRSS T 5 Z E BB R0, LLFO
O~@DFT X TE M THRIZBWTHEHT 2 XETH D,

O MEFRITHOWVT

D1 T (1) ~ B) OVWTIIEYT IR THD Z &,

(1) EATHRENIEET 203 A Fa ISR (BENT RS A2 R HE LS IR L |
HiE 23 A RSB SRR, MUY AU HRIERE 7 &) Rk 29 4 4 A 1 HREA
434 Jiig%)

Q)%E%%ﬁﬁ(ﬁﬁw&mﬂlaﬁﬁ-%m%

(3) FENFIANFNFEET 203 AU FBEFRET (25 AR EEE BT, 3 A2
W19, 23 AR EEHEE R 72 &)

(4) ARALFIRIEE 27 %L,%%m%%&m%1Xi%$m%$&m 2 Dk HE
(AR DR 21T > T Dfiax (A 28 427 A 1 AR - 2540 figk

(5) #ﬁﬁairﬁlﬂﬁﬁfiﬁu%mm RIEITR D M AT > TV Dtk Pk 28 4F 7
H 1 BB 1290 fitigk

O-2  HEMER AR FHRE K ORIVERFEBURE Ot IS 457 70 ik & B8R 4 RO R AT
(FROWTINITEEY T DERM) 2, B2 EROARFICET HIREOEME L LT
FlE SN TnbZ L,

*

o [ERMEFFEUSZ 2 FOMNHE 2/ T L72&I1C 5 FELL L O 0 ATRR DERIRIHE %
IToTWBHZ L, 956, 2 FLEIZ, BDAEWEEY L LR BESES:OHE
PITI o TWBH I &,

o [ERRFFIFR 2 EOMHNHME 214 T L721&I2 5 A LA L o0 B EME G2 IR O il
KR AZA LTV DH T &,

@ BENOERRFEREHOEHNIZOWVNT

3R G A B IE T T 2 B N L E S, RERGEN D OFRE D, Aok - £4
P T R ) TFJ%E(@HE'E%&U\[:E@%? X B IEWmIEAL, AEFERDBAE LGS OWMEHE
B, ERHCOITON A IRENE ST D Z &,

11




@ BHERA~DOFIRITONT

@-1 BIVEMAFERR QX ISR B4 5 2

FIE MRS FE O EE R BIMERAARA LB, 24 BRRPRIAHI O T, Y%tk 3T
EEERIB I T, BB LI ENEIZIG CCTABE B OF CT & O @IEH o #4022
IRRRAEDORERDY AP D AL, EHIH IS ATRERIRHI A > T o Z &,

Q-2 EERFE L 2AFBLMMNICET L EM:

DAZIRICHED D MM e ik O 2 B T 2 BRI FENEWER =4V v 7 %
EOTEROAY V—= 2 7 EITOEIRE @ %Z 356 T& 57— A ERES] D
SNTWNWDHZ L, ok, BiRAEHIZOWT, DARE EZOFBEICHIZEmEiTn
HZ &,

®-3 BIER OZCRISIZE LT

BIER (RVEPERRECIN X, KGR - EEO THI, FFHSRERE, B E (RE
BB RS . WS (TEAHERE. FIRIRMSRERSE, RBITMERS) | 1
RPERIG, 5 E 9 R, Ak - BEBUTRARIE, Bk, BEORERE (B RIEARSE
RE. ZIEALEE, B RHIESE) | infusion reaction, JMZ¢ - BAMESS . FEJEADEESJAE, fRfE
B A(FT 2 NUEBERESE) | DR, BVl OB PESEBE . AR L, AR
FFERPBEE) 1TxF L C, kiR ST R E R B ORI E A A 3 D BEAT & EEE L (RIE
RAOBWROH NI L THHRE RO EEZ T oL & EICH S 2 L) | BEHIHEY) e
BN TE DEHINESTND Z L,

H

12



5. REXIBLLRDBE
[ZzVEICBE 4 2 F1A]
O TRICELT D2EFICOVTEIARROR G ER L SN TN Z enb, FHEIT

branz &,
o KFNDRGITKRE UIEBUE DBEERED & 2 B

@ {BHRATORHIIZ BT REC % Y5 BFIZOWTR, A OFLGIFHERE S L0
B HOIRFBIIL DA R WNIGEICRY | EEICAKIZENTL2 2L 2BETE 2,
. [HHE ﬁ%f*®AﬁXi%E®%é$%
o B AR A CRHVE S 258 60 D A K ONE BN 0D FH BT 2 <0 S G M it ¢
LD RIEMEA LRI B D B
o HOMEREOAD, UTEBMERZE L IXHRMED B C iR B OB EED
»oBE
o REHREAEIE G M MR 2 5 Te) DD A
+  ECOG Performance Status 3-4 "™ o 4
(B 2h I B3 % 9]
O ALFIERE D 72 W EE R O HFRIERE O 6 5 BEIZB W TARFI OB IR S 1
TW5b,
7%, BRAF Bin 1A RZHT HEFITE O TL, BRAF LERNIC L 1R LB
THZ L,
@ TFREICEY T DA OB K OMEHHFIEIZ DWW TE, AR O MEREL ST

59, ARBOEER L2 H 720,
o IR,
o fooPEMIEEA & OGF,

D ECOG o Performance Status (PS)

Score

P—
EFR

0

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

1

PRBCE LUVEBNIHIR S 5235, BATATRE T, BAESEE > TOMREKITIT O LN TE 5,
Bl O GEEE, EEEE

2

BATRRE CH A DH DE Y O Z 13T X CHEEEMEEIZ TE 2, A D 50%LL Eix~<y Kok
T =g,

RBoNTZESOHEOEY OZ L LHTERY, BFO 0% EE Xy Rvi+ T2,

LB RV, BHOOHDEY OZ L TERY, B2y RfFFTlmI4,

13



6. WEIELTHEETREEH

O WASCEZFICIN 2, MERGEER DR 5 GRS 10 -5 & ARHF O Feit M O 1Efil
RO DI LEIMERE T3 ICEM L T+ s 2 L,

@ TBRIEBRIAICHENI G, A T Z DFEIETH IR a2 453 L. FE 4215
ThoEEGET5HZ L,

@ FEREWEHDO~RT AL MTOWNT

BRI RN S S bND Z L NH DD T, KEOEEIZH - > TiE, WIHE
W CEBIdL, PRRIRISEE, MREE) O & OMES X #iie AL o =%, #Bleia 1
SITATH 2 &, Fo, REIDS U CHE CT, MiE~— I —FORA % FEhid
HZk,

infusion reaction 23% 5 i1 5 Z & 3% %, infusion reaction 23588 H VT2 HA
X, GEYRALE AT O & &b, ERAEIET S E TREOREE 0B
THZ L,

FORBHSRERE N & Do D Z E 03 H 5 DT, AAID 5Btk M OB 530
HTE A R IR AR A (TSH. EHE T3, 1ERE T4 HS0WE) 2 FEMT 2
&,

FFREREREE R B B Z LR D DT, AFIOFHBIART K O 51 1%
TEHINCATRERER A (AST, ALT. y-GTP, AI-P, B U VEVEDORIE) % FEhi
T5HZ L,

SE IR (MERKEOILEBRAEX ZET) FOEERIRFEEN S 5D
ZENHLDOT, EHRCIRORE ORFELHET L2 &, £, IROEFER
RO ONTHEITIEL, BWONICEREEEZZ2T 5L BEFELRET L2 &,
AANOEEIZ L0 | BEORESUSITERT 5 &5 2 D HEkx R ECR R
DHOLONDAZ EnbD, BENEOLNTHAEITIE, BB LLEFERIS U
B 70 gtk & 6B A RO R Al & oEE U Cl gl A s BRI AT\ IBE O
FOGIZ £ 2 BWER D B 2358121, AFIOWRIEST I, ORI RE R
NEVHRIOERGEREBET S L, 2B, BIBRKERVEORLIZLYEIE
M OUEDGRD HAIVRNGAE T, BB BB RV - LSO g il o8 0
LEET D L,

B A& T, BOEM 5D ARGE L COLRIERANRET D 2R3 H720,
AHNOBGHETHIZHEWEH OB SICEET 52 L,

1RO PRI (BIE 1 BRI 2 5 T0) bbb, BRFE7 7Y F—v &
IZEDZENRHLOT, Hig, B, EEEDIER OB EO EAIZ+
EETDHZ &, LEBERBN RN =S IITEGEZRIE L, AR
RO 5EOMY) LB 1T Z &,

@ AHOERRBRIZINT, G5B 3 7 HUWN, ZHLIEIL, &5 1
N 6 WM Z S ATHEIMEDRHTI 21T > TW2 Z & 2B, ARG I E
(R OMERZAT D Z &
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XEERHEETA R4
NRAT7n ) X~v7 (BisTHEEEZ)
(RFE4 1 ¥ A hv— 5 S 20mg, A h— ¥ SR 100 mg)
~EHHER XY VoYE~

ER2 941 1A (FRR2 941 2 AHKET)
REFEE



ER/N

XL HIC

AHNOFFE, (FRET

[ IR A

FEFR 122U T
WXL 70 D A
BHIZER L TEET & $HH

o U s wh e

P2
P3
P4
P6
P8
P9



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
AR L 72 o TR REITBGEE & S o ST #2016 (AL 28 42 6 A 2 H BIFEIRE)
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 NE S RS O, OB ANRAR
BRI s . — M AN B ARERIR N E 2 & OB N B AR iR 52 O i ) o
b EERC LT,

KB LI B EIE - A F—F SEHE 20 Mg, A R L—Z SEEHE 100mg (—
Wt s NaTvn ) X~ (GBI Z))

REERDMENTHNR « T TR MED HHA AR O % U Rl

MNEERHREROCHE - %, AR, a7 el X~v7 (Ealfaz) LT 1
[6] 200 mg % 3 A EIEE T 30 232 CREEET 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. ERPRBE

B SUTEAME O B AR U3 2 U VYl O GRREIZ G 21T - 72 T 72 iR

AR 2 7T

(A 2hE]

[EIBRIEIRIH TARRAER (KEYNOTE-087 i)
PR SUSHEIAME O LR 2% v U IR (210 61,
TD 3OO R— M EXRIT, A 200 mg 3 BAFE S OAMEROZ LMD

iz,

- BRI i e R A A T

# (mdR— R

- HFEEMSBHABHEIEE S THY . o7 LYo ~T RRF UL BIEESY

2 TeEE (28— 12)

- B M a1 T 1% (2

RN BT TRV EE (adk— R3)

728, ERETN TR BIET TN
%®%%%K§ELTV5%%T@;&@HM@ G RTAl C EBAES T 38
EEaNT, FEFEEE TH D EME (WET IWG
7% (CR) XUEERsr 2% (PR) OFIE)
IFR1DELEBY Tholz, 2B, FANIHRE SNTREERRIT, WThoars—

ARAN DT G- 2 ki § 5 Z & M ATHE
(CES S FRHEICL DR

criteria (2007)

2D LT

BT 2 R R SR

HAN 10 Bl zEiTe) DL

202, LR~ T RRNF AL BIBEEZZIT -8B

LR T RRINF UK BIEE (—IRIBE
VITRIRAL SR IED— B E L TOT LYo~ RRF AL AENEEITE £

20% T - 7=,
#1 HHERE (KEYNOTE-087 38k

akR— K apR— h2 a7 — K3

(69%1) (8141) (601)
727 %) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
.| T FEH (PR) 35 (50.7) 35 (43.2) 27 (45.0)

B3 s

(%) %Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (43 17 (21.0) 7 (11.7)

PR A HE 3 (43 2 (25) 0

Z5h% (CR+PR) (%) 725 65.4 66.7
(95%(E #EH X [#]) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)

N ONSY AWALA
BOLNDHET




[Zpt]

[EIBR [ AR ER (KEYNOTE-087 #5R)
B EFELRITFEBR KT 202/210 41 (96.2%) (2589 5 v, BIEAIX 144/210 5] (68.6%)
WD bIT-, BERN 5L FORWERIZE 2D LB TH-o 7=,

R 2 FEHRY 5% EORIER (REMMITIREM)

IRERIRSHE (SOC: System Organ Class)

B1%% (%)

FHAGEE (PT: Preferred Term) %itjlﬁoé{;ﬁ&
(MedDRA/ ver.19.0) 4> Grade Grades 324 I
2FIER 144 (68.6) 23 (11.0)
MRE LY S REE

I ER A I 11 (5.2) 5 (2.4)
N Wbl

RO B A REA T i 26 (12.4) 1 (0.5)
HEEE

T 15 (7.1) 2 (1.0)

L 12 (5.7) 0 (0.0)
— % - EFEER X OREEALOIRAE

P 19 (9.0) 1 (0.5)

FEER 22 (10.5) 1 (0.5)
R R IR

I 13 (6.2) 0 (0.0)
R 2R, MERIs K OERmiEE

Nk 12 (5.7) 1 (0.5)
FERGF K OE Pk

JE5 16 (7.6) 0 (0.0)

¥, RVEPEREEIL 6 B (2.9%) . K% -
(X7« NU—EERES) 131 61 (05%)., AFHgREREEIE 8 5l (3.8%). HIRERE&HE
b5 1% 29 f51] (13.8%) | 75 4% « B l#E 1 2 451 (1.0%) . Infusion reaction 1% 17 5] (8.1%) .
SEIMERIT 2 B (1.0%) KOVLMFERIE 16 (05%) TROOLNT-, /2, HEDK
JEbREE (R REREIEIRIE R, ZIPRLEE, JERIESS) . FIRAHREERRE ., BB RERmE,
1 RUHEPRYE . EREREREE (RAIE MR &%) . MR, HEMEIE, MR

HEOTHIL 3 6 (1.4%), (PRepEE

Ge VR RIS PESRBER . LR i M OREFERIE 13588 b 7pin-o T,

- BRI |



4. FERIZDOWT

RS & U T AGERE (SFIFHE) AEohnTnd 2 b, Yikiid 2
UNCER T Dk THHIMLERND D, O LT, KE OGN EY 2R EE 220 - 5
E L, AANOEGIZ X0 BEZBEMRZREL LIBRICRHET 2 2 EB3nEER /=, LU
DO~@DFT X TENWIZTHXIZBWTHHT A RETH D,

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) HpEHERERPE (K 29 4E 6 H 1 HIFA ¢ 85 fifink)

(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 - %mﬁ@

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

®-2 HWERTF Y ‘//\"H%@M?Eﬁf&@‘ﬁlﬁ’ﬁﬂﬂ%%%%%H#@iﬂi N S RA I g
BRaFrOEM (FROWTIVNICHE T D ERM) 2, L2 R ORANI B4 S inE 0
HfEAE L LTRESATHD Z L,

*

o [ERNEFFEISH 2 FEOWIIINHE 28 T L7 2 S A LLE DD ATRIE D BEIRNHE 21T
STWAHZ L, 96, 2L EiF. DAL Z & LRSS FOWHE 217
TpoTWAZ L,

o [EHithIFEUEH 2 EDOPHIHME 28 T L7212 I 44ELL EORRRRERZH L T\ D Z
Lo 9 b, 34EL R, S ARENENEE O )S A SRS &S e R IR iR O WHE &
IToTWVWbHZ &,

Q@ PBENOEEBBEREEDOMEHNICOWT

EEGEREFRICEE T D TEDEE S, BESENSOEFRE D, AN - &
é‘@%%ﬁ%é@%i&@ﬁ@ﬁ&(ﬁiﬁﬂi 2R DR, AEFEDRAE LGS OWE
RS, BERHESODIITOI D IEHRFE S TWD Z L,




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

VR MR R D BB 7R BIEF 3 9842 LT2BRIC, 24 BERESIRIAHIO T, Mi%hiak X
VB R (23T BB L 2 BERCS U CABRREHE L O CT Z O FIVER O BRI
B EDORERNY HHICE G, EHICRHIGS TR AEHI N E > TWnD Z &,

@-2 EERNEEEICL H2AFEELRNHICHET 2 EH,

IS ARSI D B 22 ek e O RE 2§ A IR E A DNEIER T =42 ) v 7
EHEOIERDOAY ) —= T EHATOEIRE & FlZ G TE 5 F— AEFRIKH 23
ESNTNWAZ L, B, BiEHEICHOWT, RABRE EZDOFEICHSITAmENT
WhHZ L,

@-3 BIER DOZMTCRISIZE LT

BIVER (RVEMERIRBICINZ ., KBS - EED TR, IFHERERE, BRERERE (R
EIVEMER RS . Nk (FIRRARERERE, FUIRIRMERERE . RIRMaERE), 1
BIPEIRIG, 5 E 9 WK, Ak - BERUHRARIE, Pk, BEEOREEE (R ERBRARE @
RE. ZIBALEE, BERBIES) . infusion reaction, JX7¢ - MR, FIEMFEESGE, #hRkEE
(X T NUEREREE) . L. SRR RO PEEEBER . IR L, AR
TFERBEE) 1P L C, Yakitiay I B BB O B MVE A G 5 AT & EHE L (RIFE
R OZWHISICE L TREL OKEEZ T ONI&MECHH L) | BEHITEy R
BN TEDEEINESTNDEZ &,

puus) )
o

4,

fes
&= AE

5 &



5. REXIBLLRDBE
[ZzVEICBE 4 2 F1A]
O TRIZEYTIBEFIZOVTEIARFIOERG NG L SN TNDL I b, &5 51T
bz &,
o KRHIDRSTIZHR LIRBEUE OB ERE D & 2 B

@ TRERTOFMICB VT FRRICE Y T 2 BF IOV T, AFIOB G ITHELE S 7z

DS, MOTERGRPUR A 72 VIGAEITRY | HEICAFEZHERT 22 2BETE D,

o MEMMZEEROEI IITEOH 5 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
b o HEE

o EZMEHEE GEMmESMIBREZ GTe) Ob 5 EE

+  ECOG Performance Status 3-4 ™ 3

(G2 Bd 5 $1H]
O  HF&E Mg IR SUTARME O F 5 ST RO H AR Y% U
MNEBEIZBWTAFIOFRMEN RIS TN D,

©@ TREICEZY T 2 BB T AR OFREG K OERITIEZ OV TR, AFIOFZIED
WL SN TELT, AFIDERGHIR LB,
o AEFRIERIGRO B,
o MOPUENERELA & OHFH,

D ECOG o Performance Status (PS)

Score T

0 | <ML IEBTE 5, MLl U HHEAEESHRZ AT D,

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

[y

BATARECH D OF ORI O Z 13T X CTREEZIMEEILTE 22, A0 50%LL Ly R cil =9,

RBoNTZEHSOHEOEY OZ L LHTERY, AFO 0% EE Xy R+ TiaZ 7,

AlwnN

2LET RV, BHOHOEID O LT TERY, BRIy FRFTHEId,




6. BMEIZEL 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 3% H oI5 Z &3 H 5, infusion reaction 2358 L= H AT
(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
EHIHNCHTHERERR A (AST. ALT, y-GTP. AI-P, B U LBV EDHEIE) % FEif
THZL,

SEIER ACERE IR B 2 ET) SOEERIRBEEND S b
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 DI, L ABERES DN TGS IR S 2RI L, AR )
R OGO EY) 2B EZITH Z L,

@ AHNOEERRBRICBWN T, FERRBS 12 2 L ICHEIMEDOF M 21T > Tz 2
L EBSEIT, AFEGHILEHICEBRRE CHROMEREITY Z &,



