OB EFHEET A KT A v
RATEY e GRETFHBZ)
(B4 : %4 bA—X JRFEEDE 100 mg)
~RIERE~

Sf248 A
B AR A
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1. 1Zewic

E¥R G OGRM - BEEOREMROZ DI, B CESFCESWERERERNNI KD
BB, 8B, IHEORPEINOBESRIC LY, BEEIER L & OBl mrE e #
FERSEPAREIN AT C, 2 HOERGFRICKERBRERICRILT L 2 L RRED
BREAL Ao TR Y BFHMEEER b DA S 2016 CER 284 6 B 2 A BRERE)
ERWTYH, EERHEOREROEBEEELRHD Z & L ashTng,

HRE R ERR L, BEEHS e 0 T A VDB OESS E D TR
RBZENBD, ZOED, HFHEECEEMECEHTAFER+OEET S TOM,.
UHAEEROBEE W T D 2 L AEE S B BEES LTHENT S & & bic, BE
AAFE LB B R ih g & D 2 AR — B OB AR ERE T E
THLEREBETH S,

LI oT, AAA FIA4 2T BRERE-CINLE B BT BRI -
B RMICES & DT OERROEMREHAE AT 2880 b NERER, B2
FROEEFBELTT,

RIS, BEHA BT A AR, MATEGE AR ERE SRR SR, K tRiE A B
MEARIEIESES, — IR A AR NRI ES AU EIREFIEEEA B AETS D
WAL EER LT,

K& e AERES A PA— Y ETEEE 100mg (R4 - AT r ) X7 (Eis

FHB )
L SIREANE | 3 AL AR TR L 7e PD-L1 BRI BT R EAT - B
BOEERT AT

HELRAMERCAE |, AN, o7l Xv7 (BETHERZ) LT 1
M1 200 mg % 3 A FERRE 1 [E] 400 mg % 6 # HE R T 30 436
T EERET D,

3E BN TR ¥ F  MSDERASH:




2. FENORE. 1EHBEF

Fof b & EEETE 100mg (—#% 4 a7 r ) A7 EETERL), BT IR
il Ev9,) i5. PD-1 (programmed cell death-1) & # O V H 2 FTH B PD-L1 LT PD-
L2 & O G HFEEMET D, & METgG4E /) 7 a—FARETH D,

PD-1 FREE I T #RNE 50 BT B HEAE & 3 A T 28 VKA SR T4 2 B 722 e
AA wF T, PD-113, EEELRBICEWCESEE TMEoMREmRICHEL, 50%
& BOG % F e AR BEDOLRR R e E S E T 5, Tbh, PD-1 XDV Fa
BFAD I RV FRSERICL SV T VEERAICHET A2 ERTH D, PD-LI
DIEFHBIC BT AEB I DT THLIN, Z<ORAMBRTIETHIBOEGX 2 5
FEERICREBE L WD, BAMIICET S PD-L1 OERBE, BHE,. g, B
KERAEE, ORBGE, SRR PO A A A TCTFRARETCH Y, BunEfFgEL
OREBENRRESI LTINS,

HEORA DRI TH & PD-L1 EBROMEMEN S, PD-1 & PD-L] OFRKIIELEO
BEERHC BV T EEARAHEBZE S 2 2R S TR Y, Bl B A BEOERN - L
THIRShTWD,

AFUE, PD-1 & PD-LI BORPDA2 O U o RO ZAETAZ LiIc L v, fE
M N R O B RIS T U oS8R IR S, FUIEG S0 & BirE e k4
DI ThHEREYREYRET S,

AEIOFHEITIC RS GRE OSBRI X 2EHWERSERH bobh, mENIIIE T
EBDRRERD D, FAAHORERROEREHIE, BFOBEEL LT, BHNR
B OB AT, R L Ie BRI U B PR il & BBk & Fp- R AN &8 HE L
G ERIRET 21T, IBEOGRERISIC K DEHEM BN D BE 1101, BIB R E RN
T BRIORGEOREG)RIE AT 5 DER DD,



3. ERREH
M AACEEHIEGR IR LT PD-L1 BEORIGYIRRAIEZRET - MRORER T LK
PADAGE BT 24T - 1o T R IR RBR O &R T,

[EZhi)
E pRAL RIS IR (KEYNOTE-181 BlBk)

—IRFE L LTI i R IR O b 2 IR IGHIERAR 860 7T - IR O RERE B
B R OYENRERE 628 B (HARAN 152805 &ie) & 5M8IT, AH 200 mg 3 JHMEIR
(LT TQ3wl 9, ) BEOFRFERESED, {b3EE (X7 0 FxtL, F
BEXRANIFAY ST HY) ERBE LTRSS, Ak, BN TEREETH
B ONEAI BT E R TERSRD b WEOBERIICZE L TV A EE
T, W PO EHE M TRAEITARD O L TAF OB E ST 2 08l
RE& Eivtr, FEFMEEE 2L TFHME CIT oS &vws, ) & &h, Efistg s
LCEREENE () PD-L1EE (Cps'=10) £, (i) B¥ LAEEMEY Gi) ITT
EMICBIT2 OSOEFRER 1OLBY THY, WTFhOERICE W THFRICHREX
Ml e HER T S inds o Te,

*:PD-LI 3R U EME (EEMR, v 27 a7y YRV V28R 2REEMIaiT

L. 100 %% Ci-{d,

#1 FETRS L Sh-BHEERITRITS 08 o (KEYNOTE-181 3AE)

o Wl e
N A -~ N e— ﬁ‘
L B (;)"ﬁ [95%C1] ’[g’zycﬁt (%)
(3] (%ﬂ) {i]
jiﬁﬁ?gglng 107 <;§;) 93 [6.6,12.5]
CPS=10 Q 10‘3 0.70 [0.52,0.94] ' 0,00855"
{115 (89.6) 6.7 [5.1,82]
z:%ugggrng 198 (§§2) 8.2 [6.7,10.3]
=R Q 152 0.77 10.63,0.96] *  0.00894"
1B 203 (89.7) 7.1 [6.1,8.2]
AA %“)}Smg 314 (82;';) 71 (62, 8.1]
ITT 83 28'4 0.89 [0.75,1.05] "™ 0.08431"7
{hEEs 314 (90.4) 7.1 [6.3,8.0]

Cl: (EEER. *: Mg (727, Fodh) ROSE (FT EER. BE) ZERET & LG Cox B,
w2 el (FOF, o) ROV (B R, BE) BEME T & L@ logrank IRTE. BEKE (K
)y 0.00853, *3: Ml (F¥TF, Foi) FEMNET L UEEN Cox HIB, . #Hll (77, 2o 25
BET & LR logrank JBUE, AERE (FAD 000766, *5: Ml (727, 2OM) BOWHEY (BT L&
. B FRERETF & L JER maximom weighted log-rank BE7E., B EAHE (1) 0.00772



—. PD-LIBEME (CPS=10) A0l @ oiial 167 6 (BAAN 77 491%

i) -

BWCLToOREGMEENEONLE (R2EUVH D) , B, UEBrERIIEITRE

SNTfRIT R GEE THR < TREBMRITRR T 5.,

#2 HPMEEE (KEYNOTE-181 #B%)
(PD-L1 B (CPS=10) D oREEREBORE | BRI AEHTEEER)

AFE1200 mg =237
Q3W
(85 @) (82 {51))
tdiE (R) 10.3 ‘ 6.7
03 [95%CI1] [7.0,13.5] [4.8,8.6]
A= R 0.64 ~
[95%C1] [0.46, 0.90]

Cl: (BHIRRM, *: EHl Cox i ¥ — FEF A L D L5RIE L D

110 -
1007wy
90 - RS
LN,
. 80 - Ly
;}‘2 I
™ 70 - \L"‘L, \7\
= Voo
2 80 LHL e 7l 200 mg Q3W
4y
% 50 - N e /
b L ’\
2 40 - W R\
S \“ =
30 s ”"q——il
RPN L 1Bl
20 {baRk R - i++l
iy L
10'"“ ] - i T "“”""t
i
0 B S RN S S B S S S R R S S S S
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AH200mg Q3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0
{h SRRk 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

1 OS® Kaplan-Meier Hi# (KEYNOTE-181 5Aih)
(PD-L1 B (CPS=10) H» oMY LEBOBE, RN




[Z2ait]

EE AL EETHRRE (KEYNOTE-181 25k)
PD-L1 B (CPS=210) 2> oRE LREOBRE RO T, TEFRIIAFEE 81/85 4
(05.3%) . {LSIRIERE 78/82 5] (95.1%) WD LI, BRIEE ORERENTE T

RUVWEERSY, FITH 5585 F (64.7%) KU 67/8240 (81.7%) WD b, W

THOORFETREFIGN 5% LORERIXTRO LB Thol,

F#3 WIERPAORTEREESHN 5% EORER (KEYNOTE-181 REY) (St S4aH)
BEHRsE (soc B (%)
System Organ Class) AT {LRIE IR
FEAFE (PT; Preferred Term) 85 {7 82 {3
(MedDRA ver.21.0) 4 Grade Grade3-4  Grades 4= Grade Grade 3-4 Grade 5
2RIER 55 (647) 19 (224 1 {1y & (1) 12 (3% 2 (24
AR LT e e K P T e e - L e e
Geglii} 4 47 2 (24 0 22 (268 7 (8.5) 0
FEEMELT P RIS 0 0 0 8 (9.8) 8 (9.8) 0
FP PRk A 0 0 0 6 (7.3) 5 (6.1) 0
PR IRHERRIE T HE 7 (8.2) ¢ 0 0 0 0
THE 4 (4.7 0 0 13 0 0
B 5 (5.9) 0 9 17 ! (1.2) 0
HHZ 3 (3.5) 0 0 11 0 0
ol AEREER O SERLORE a
Eathd 5 (5.9) 0 c 9 i (1.2) 0
Y 0 (1.8 0 0 16 0 0
BEE 7 (8.2) 0 0 5 0 0
FEEN 5 (5.9) 0 0 0 0
ﬁ%ﬂ"ﬁ?ﬁﬁ:- : LT ; S e L
A R H (1.2) 1 (L.2) 0 17 7 835 0
(SRukzs ¢y o 0 0 2 0 (122) 0
(S ESRNG S SR S o
REBOE 10
BEEABIOHESEMEE
W 0 0 0 8 (9.8) 0 0
R R 0 0 0 6 (7.3 0 0
HRME s o SF— 1 (1.2) 0 0 5 6.1 1 (1.2) 0
R = 2 —a A — 0 0 0 22 (268 | (1.2) 0
[H:"&.-%%\ Eﬁﬂ%ﬁ:ﬁitﬁ%ﬁﬁ%ﬁ%‘%’ L e R B . RS R : L
T 7 (8 0 1 (1.2) 0 0 0
ERER LU FREsEE s - R o o e
TSt 1 (1.2} 0 o 28 (34.D 0 0
e 4 4. 0 G 6 (1.3) 0 0
Bk ey R S 2 X)) 0 0 6 {1.3) 0 0

2. AFELC BV TRIEENES 8 41 (94%) . BEEOHEEE (PRt

6




BfRAE, R RERETRAR RS, ST, SERREEE) 141 (1.2%) | MEEE (F7 -
PN LSRR 2 (2.4%) | FTHYEERSE 9 ] (10.6%) | FRRIISRERSE 7 4 (8.2%) .
| BUBERRIE | ) (1.2%) | $5de - BEEUHRARE 11 (1.2%) B0 infusion reaction 1 1]
(12%) AED LR, ¥ Kk - BIBE - EEO TH, THEEMERES, BIEE
Bl BiREREE (RETHEMERAS) | BER. BEEMHENE, M - #RER, 5
E o g, Lfhde, MBREREFER. BERMERE (G td Mg RN,
MR ., AR, EIERERES) K OEIERR D Lo fo, ARRIWEHZESRIRTL
EEE S (EEMREERE TS 2aDEHERE R,



[ - Fi]

AENORFEMEREEETVERA LY S 2 b— g 42k, AHF 200 mg %
Q3W. 400 mg % 6 BRIKIE (LIT [Q6W] &5, ) Xid 10 mgke (FHE) & 28
Mg (LT TQaw) &3, ) THRE LEROAROLERRERRR SN, €Ok
F. FH 400 mg & Q6W TER G LEOAK OB REBI B 2 ¥ mF iRE CIT

[Cavgssl &3, )t AH 200 mg 7 Q3W TG L2 Cuges SFEEIT A & FHIS
iz (TH#R) o £, AF400mg % Q6W T4 LB AR OERINEBIZIT 255
MIEFIRE (LT ICoasl &9, ) 1, 481 200 mg & Q3W THRE LTBRD Craxgss &
i L CEE AR T E Pl Shimb oo, EAANEECRW TAFENER STV
it - AR THLIFE 10 mpkg (KE) % QW THF LEFRD Cuus & HEE U TEE
ERTEFRIESNTE (THR) , &b, BERRAREAEZNEICEA 400mg & QoW T
BE Ui ERERER (KEYNOTE-55575R) L 0 15 baviz FREIC &5 < Eipdhig 2
GAHIE, VT a b a VTR TR LR ST A — 2 LR (TR),
Mz T, EBEOBEREIZBIT ABERBHECE S AHOEBGE L Aot ik et
& O BT 2RESETABEE SR, A 200 mg & Q3W X 400 mg &
Q6W TG L-ROBEER L Ao EEeN E OBEIC W TRET SR, &
SO R c AEOBTESELE e ligem2ilhv & PRiEhT,

#4 FHORYBRR ST A—F

AR I R SR I eny Gy | G (g
200 nig Q3W* (53.2??9.7) (zv.z;?gs.n (17.13},3'11 8.3) (912??4.1) (49.58??1 0) (30.35(,}'2? 1.4)
400 mg QEW? (125?24) (32.?)??2.7) (10.;?'16 0.8) (142?49) (50.51(,1571 3) (19.?;(,}'50.9)
i (semen | NA G154 A o A
10 mg/kg Q2 WY (21?;,2223) (a 45? 45) (1 li,[ ?21) (421233 3) (27;7382) (19;,9;00)

T:n=2993, 100 DT ab—ia sk VR SRS Eo Il (2.5%4, 97.5%m) . Cua : HIEH
B4 OB REE, Cug : MEREEOESMIFDRE, Cu: YIEHRSE (V1 70 2 B50) ORELF
L{‘Iﬁfg\ Cmnx,ss : Eﬁ’%%ii:}%ﬁé%%[ﬁl{ﬁq‘{%ﬁ, Cnvg.ss: E%’%ﬁﬁicﬁpjéﬁﬁjﬂfﬁrp{%g\ Coramss ﬁ’;’%ﬁﬁg"t:
BT AR EREE

1o 56 OB EINE (95%EHEIEH)

§ 1 41 HOBMMERE (95%ISHEIKHD

NA : fES72 L




4. FEFRIZOWT

FFl O E TR BEE BN - HE L, ARloRSIZ LV EERAER 2SR LL
BTt A 2 EANER D BLTOO~@D T TRk B W TERYT %
~NETHB,

O mFRITONT

D-1 FED (1) ~ (5) OWFNhwEY T AR CchHs L,

(1) BEASERENEET D P ABFEEIURRS ERES R AR R,
HhisE 7 AR ENEME I RURTE . MUY A BRI INTE e &)

(2) FrEiiemiz

(3) KBEFEAERE T T 20 AR (D ABRESEE TR, BADRERE
ks, 2 AR EEEHEE R R &)

(4) FRel SRR R R E L, Ak RIE IR | 3 SRR BN 2 DRk AL
WARD B Z2 T T BhEk

(5) PUESCIEE AL & NS o Migh VIR 2 M HH & 1T - T DR

O-2 Bl O FRE L CRIVER SEERF O NI+ 43 72 i & R A FpoER (T3k
OWFRPITHEY T D E) A, BERRAOAFICET OMEOAEE E LTRES
HWTWHZ &,

e

o ENGEITEEE2EONMRIHESE T LnBIZsFEU Lo B ABROBENHE
FToTWAZ e, 95, 2#ELL ik, BAEMDIEES L L EREESOTHE %
ToTWATZ L,

o EMGHEEEMEOTHITHMELET Litic, HIEEOBAEDEEL S5
EL FOMLBRAR P OEREIT> D T &,

o EHRTEGSUEOOSIMESET LnRIC4AFEL LOBREREA LTS
Tl 9 b MR, (bSO B AR R & Lo LRRR T O BRARIHE &
ToTWNBEI k.,

@ BRAOERBESHEHROERNITOVWT

R SIEEE I HET SEEEARE S b, HEAEN L OFRED, A - &
SRR RIS OB LY RIS D IEREMS, FEFFRBELEL ﬁ;$%€§0>$ﬁ%§
HEH EPELPIIThR A RIS TS D b,




@ BHWER~DxzonT
@-1 FEERAHIIZ B B

R A RS O EE R BWER SR A L7z BRI, 24 BRI RRHI 0 7F | MR S
WHEHER BV, BERULBWERICE U TABREEE T CT SEORIER OFERILE
RBEORKENY BTG b, EDICHISARERERNE- T E T L,

@-2 ERUEEE I X 2 AHFHESEGICHET 5B

AR D D EMN R MR OHREE AT S EREEESEIERT =2 ) 7
REDLEBOAY U —o v S EITVEIRE L e 06 T& D F— LEREHDE
HEhTCWA DL, R, BEERRICOWT, PAMRE L ZOFERIC o EN ST
WaH Ik,

@-3 BI{ER oRMroxtnicB LT

BIVER (MEMEERCI ., KB% - /NBde - HEOTH, IT#ERES - B{LMEE
W, BHAEREE (RAITMIEMR RS, NOREE (MESEEREE, PIRENERE
. BIBHEREREE), | BERR, S8 0IR%E, e - BERRAE, R, EEORK
JEREE (bR REEITRARE, B NIRIRAE R, B, FRRIEE) . infusion
reaction, M4 - B4, BESHEE, MERE (¥7 0 S —EEES) , DK,
FBELRDEES (Gl Moo MEEREE, RS M, JRIFERE, BEKIERES) |
MBS BRERERE, B 1w LT, M L R OB L A5 DR
gL EHERAOBECHISKE L TEERTCIELZT ORI EHCHL T L) |
EH MR LEN T DERIBEsTWE D &,

10



5 #ExBELRIRE

(A5 B A FH]

@ AvEREREA TS PD-L1 M (CPS=10) OARIGUIRR-REEZEST - BROBER
S ERROBECRBWTHA ORI RS T D,
23, CPSiERATn ) A=7 (HEinTHliz) o=t Bl (RS
PD-L1 IHC 22C3 pharmDx [#=}) #RWTCEIET D Z &,

@ TRICEYT 2RI 2 AR 0K ERERTTEC VT, AAOFHERN
B SN TEL T, AROREHE LR LR,
o ALTIEERORORE
o FiRomiBRiE
o ORI & o4

[ B 25 HE]
O TFTRCHEYTIREBIC DV THIFAIOR S PERE ENTNEZ b, HEEIT
i b,
o FAElORESICH LIBWEOMAROH HBE

@ BERTOFMEC BT FRICEE S 3 2 BF I 20T, FAloRGIHEE IR

AS, MOREEERIRIER 2 NWESIZEY | BEICARFERTL 2L E2BETED,

o MEEMRBOSHIIBTEOD D EBE

o AR EH{EMRE TRIER AR D EE R OVE B O BUR R I 2 R g il 4
oM RN BN DB

o HOAERBOSHE UDIBENLRE L EEREEO 8 CRERROBERD
o HRE

o ERBEE GEhSRBEEE L) ObiRE

o REORENIIBETEETAERE

«  ECOG Performance Status 3-4 VD HBE

(1) ECOG & Performance Status (PS)

Seore | FEE

0 | 2<{HER{ERTEs, BHALALEEEERHRLITAD,

PIRESIZIE L W IERRAIR S ho oA, BITM6E €, BIFESPE - TOFRIIT ) 2N TR D,
o EOET, EEEE

ST TENOZOED O LTSRS AERIR TR, P90 50%E ISy FACMIT,

Rt Ao0EOEID O LATERY, Ao 5% Ed <y FIEFERIT,

(| 2

L BTV, BADEDEY Or #i3eL TERY, BRIy FART TR,

11



6. JEZRLUTHERTREHE

@

@

WA BER TR PR T A BRI S & AR O R R O TS

Al e ERE OB LT BERT L2 &,

BRBMIC N D, BETZOFECAPMER RS HoRA L. REEH

Thbiebsdaz b,

EREERO~R VAL Mo T

o HIEMEHEERNDSDRE D ERHE0T, FHIOR G HT - T, YIHE
WO, FRREM, WW%) OWERE U X R Eo RS, dE41
GICATH D &, F, MEEE O CT, MiE~ — b —S0fds £l
LTk,

¢ infusionreaction BH H D T LB B, infusion reaction NFEH LB
WL ESVRALEEITS L L b, ERARET A E CREOWRES oA
TAHZE,

o FRIREEEE. TRABEESLCHBREEERHbLNAZ EBLLD
T, AF OB S EAMGET L O S IR T i E IS R IS EERR S (TSH, i
T3, #EEE T4, ACTH, @A aaF/—VEOHNE) 2Ed 50 &,

o FERCE . mLMEREARH b 2 E RS 0T, FE ORGSR
G P E I S EERTE (AST, ALT, y-GTP, Al-P, VUL E %
DHEE) BEHETHZ &,

o BEHER (IMEARCIIEEREL ST FORERBEENH SIS
ZERHBOT, EHNCIRORFOFELHEE T D2 L, . ROAER
RO OAHERIE, BN ERBEES2 T 5 REEBETL &,

o AFOEREIZ LD BEORERINCERT A L EF 2 BB e A EEOHRE
NhbbhaZ b s, BEEREDOLALESE, BELEZFERIZSLE
R s & R A B0 ERD b B U CE R ERR AT, BE R
RIS L ABHER AL N 2BAIC, AFOMRETTIE, RUBIBARER
WEVRIORGSEEET A28, BB, BIEEEARNE L OEREC LV RIE
RO ENRD bRWESIZE, RIBEE AT - A OREMGA OB
bEET L L,

o HERTH FCAMOOEI EBR L THEREEANRRT A LD D0,
BRIOETEEHR THRICOREERORRI 5 EET 52 &,

o I EUEERAE (BDE 1 BUERFE ST bbbk, HERFEES RV - R
WRAZERDHAHDOT, BB, b, EHEOEROBHRLMBFED B+
SHEETHZE, 1 HERERE N EBAICEEETIEL, A ) il
F O EEOEOIRNEZRITS Z &,

FECERBRERC BT, RE5MEAL o BB THEDEDFTME T Tz

F BB, A SR EMRCEREE CHROMEEITI Z L,
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