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NATRY AT (EETFHERI) BAORBEREET A KT A
v GEMNRERE, EMEAE, THMOSOF VY VYE, RELE
B, BEE~A7uY T4 PREEME (MSI-High) 2F
T 5EMER O - EE. B, S, s, IUE.
FEFELTNCEVEEERTEEE (TMB-Hi gh) 2872
B O—EBHIEITONT :

REPECEE &L WEOEARFE 2016 (ER284E 6 A 2 BHHBRE) 2BV T,
EHMEEROERORBHELZRD Z ENBVRAENEZZ LERT T, &
FHERRFEICNERBEICRET - DICREEREET A FIA U &E
Az LTWVET, ’

~aTrY R (BEFHEBRZ) B (R4 ¥4 bLv—& SHEFE 100mg)
BIE/NERRE, EMRAE, HRAKRDF ) VoNE, RE LB, BEE
A r7aVT54 NAREME MSI-High) 2H8T5EBERVOER - BEiF
5. BRSO AR L CHAT 2 BOBEEHEC oV T, [RaTe
) X7 (BIEFRBEL) BEOREERBEEST A KT 42 (FEB) OFERET
BEEEREET A Fo 1 v GENBlaE, BrRaE, HRHRIF Y 8
JE. REELRE. BEE~L7udrT 74 VAREE MSI1-High) 2F
+ 5 ERE. BHE, EERERCAEE) O—HRECOVT] ($T3E
8 A 25 AfHFHAREI 0825 F5 EEAFBEEEK - AEHEREELEE
SR ESRA)  AEEBICH L THERATABROEEFHIZOWTL, (tarry



X7 (BEFEBRL) BRORBEEREETA FTA v (BEE) O—HRE
IZOWT) (T34 11 A 25 BT ERARES 1126 5 3 BEAFHEER -
AEEEREELEEETEREEN) . FEREICH L THEAT 2BOBEEH
ZOWTiE, AT R ) X7 (EETHERZ) WHOREEREET 7
A2 (FEEE) OERICOVT] (ST34 12 B 24 BT RARER 1224 5
10 BEASBEER - AEHERELRREETERREEM . BHRERUE
EREETERE (TMB-Hi gh) 2T 2EEICN LTEHRTSROE
BFEICOWTIE, (ATRY) X7 (RETHERL) BHIOREHEAEEY
£ RF4Y (BOEBEETERE (TMB-High) 25T 2EE) Off
BRUEEERMEEST A N T4 > (BRIE) O—BRECONT] ($M4E
2 B 25 BAHTIRAEER 0225 5 6 FEAYBEEE - AEEERERMNEE
FHRERM) CLVRLTELZATT, |

i, RhTTYRATT BEFRBL) BECOWT, BEIEECKT 5%
EXIPRE N AEROARO—HEESEBENZI &, (R4 FEEDR
WIS BB RIEET A K T4 Y ORI IZOWT (414483 A 31
B AT EEER) 10 & D B A Ui D L SITE, U A FIA VR, %
NENBED L BV HEVE LE LEZOT, BEENOERSEROERICHT
BEMEBECLET, 2B, REROREERIEET A F T4 ViL, JIRSS
NEBH T, ’
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PREE LB DRl AHEET A N T 4 L OBETER GFIExiRR)

#r _ IH
D (T#EBIEET) BEAN—Y (B HRREE I ER)
g R—Y A SRIEEAVFEED R 1 U SRIER L FEIED | 8 N —T | S SRS | XIS Sedb e Beib s 2

B 2

BHE~A 7 0V T4 FREEE (MS 1-Hi gh) 28T 5EHERUES - EREOREHEAMEES 1 K54 20

ekETHEET CBriE st fisR)

B 15
B C (THEED) H— (BRI EIRR)
14— | SSRIEEALSRRIED IR 1 XIS SRIEE LD | 14 N—D | Sk 1 X idsledb g o
Bkl 2 B
A DB HEE T A KT 4 v OWETERT (FIEsEE)
# ' 5!
H (FHRRERiBED) HY (BRI B%)
20— | R LR AYRERIIHE 20—y | xR LR BERENIISE |
RIGEIRAR B LR M 0 B ARG IR RS X I EEA 1 0 B s
AR 1T 35 1) B ST BB Ik .
| Xt R RERVCAR
Xt L2 B R OHE HOFEEER L ORICB VT, B, BAK
<ARIGEIRR T BE X EE R 0 B A > X, RaTrY X7 ERFERZ) S LT 1E

200 mg % 3 WRIMREXIZ 1 E 400 ng z 6 BREIRER

HOPUBEIEEA & OHFRICBW T BE. AR




I, RAT ) X7 (BEFEEZ) LLT 1HE

200 mg % 3 BRI 1 E 400 mg % 6 ARG

T 30 DN CRBHIET 5,
<EMARIE T BB >

WBE. A, AT e ) X+ BEFE#EZ)
E LT, 19200 mg % 3 ABEREXIL1E 400 mg
% 6 BERIMET 30 ol CAlRET 5, BE
X 12 W ABETLT A,

T 30 DN CEBERHET S,

43— | 3. ERIRERAE 43— |3, ERPRERE \
FRIGEIBRT BB TR O B MR R OV B Al B 1 FRIEEIBRANBE X I8 M 0 B A B D AKER BRI BT
BT I EMBIEIE O AR EME %17 - 1= 728 BT o e ERBRABROREERT,
REABROEE =T,

g ~— QHEBEILFFE MAEEER (KEYNOTE-564 3RER) GBI

BRI T B ST R 0OBR Y R 7 BEV
PR MR R R M EE R 994 B (AARA 59 Bl&EE
ie) HXIHIT, RIS & L CTAH)] 200 mg Q3W
BEOEDERIEZEEN, 77 REmELE LT
REtEh, TEFMEEEBERAERR LT
DFS] &V 9,) L &h, BERT TR HBL
TDFS ¥ BBIZEE L (E3RUVEDS),

k¥ PAFO (i) Xk Gi) oBESEREAN DT,
(1) #i%k DIREAREBEFRBITIC LY TROVFH
ITEEY TS5 BFE (Grade % Fuhrman ©%8)




- pT2, Grade 4 XIIPUEHEEILEFES . NO 2>D MO

- p13/4. Grade 99", NO %D MO

- pT B34, Grade f3o¢, N1 A>D MO

(ii) Ml no evidence of disease (M1 NED) 'CEI?)

D, FREFOERGBE S HIC, BHERITRRX

BRI | ELA OV TR0 A TR R

AR ThoBHE

# 3 H2ERE (KEYNOTE-564 3A5%)

(G W)

(X B%)

5 DFS @ Kaplan-Meier iR (KEYNOTE-564 3XEBR)

9 - #4 18—y | F#3
11— | $#£5 10—y | F£4
13— ®If9‘¥;¢ﬂ’% IARERER (KEYNOTE—564 EER) (&)

HEEAIARKIEE 470/488 5] (96. 3%) RN F R

BE 452/496 B (91. 1%) IZRBH O, IEERE L DERE

BRI EE CERVWEEERIL, ThTh 386/488

5] (79.1%) BTN 265/496 #1 (53.4%) (RO T,

WD OB TRIEZEN 5% EOBIERIZITED

eBY Thot,




%6 VWTFNLDORTRBEEN 5% LIS
(KEYNOTE-564 38k) (eI SREM)
E-3.7)

28, AFBICBW T MMES 114 (2.3%) .
KIBK - /NEK - BEEOTH 1541 (3.1%) ., BED
EREREE (PEERPETRMAELE. FEREIRER
B, AL, FERBEES) 16 (0.2%) , MREE
V(BT NV FEEEE) 161 (0.2%) . BIRERFA -
T4 - FFeefEE - IFK - BEIHEER 45 Fi
(9. 2%) . BRI AEFEE 106 5] (21. T%) . T Hihks
REFEE 2 41 (0.4%) . BIBHAEREE 104 (2.0%) . 1
BUBERRIR 9 B (1.8%) , BREREE RMEMENLE
K ARBREBERE) 841 (1.6%) . Hik - G EE
JE 2 il (0.4%) , BIfEFFMESIRE 2 1 (0.4%) . BN -
BERESR 2 61 (0.4%) . LoFHZ% 14 (0.2%). infusion |
reaction 7 f (1.4%) ROEELZMEEE (GEH
M/ MR PSRBT, WMk . RIEEREE, M
RIEREESS) 161 (0.2%) BTD LN, Fin. BEK.
S E S PR, MEREBIEERE OEZEIRD b
hrolc, ARWERFEBRIVIBEES (BRRERE
BREPET) 2 ELENBRELRT,
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172— | QAR OBEMBERITROBEICBOTEDMENT | 16— | O TRICHYUT BT AR 0RE R UER
&R, FHEC DN T, AR OEHEIHETL SN TR LT,
"BRE VA7 OR\VBEHIEONEBE AE DR GG L RBIRN,
R
@ TRRICEY T KA 05 K OE R HIEIC D>V T ~AEOEMEE 5
X, ABIOFHEPHELEIN TR LT, FHIORE CTERVF=TXIIVRF = 7%%@ EMEE
RELRBAY, | # & DR
- it BT R St OB EER & O HRE
TR VF =T XIIV AT =T LS OFEMEE
R optR®ZS ‘ .
18 R—y - BIBUBRAE X I ESE O EMRBIZBIT S | 15— | - Karnofsky Performance Status 70%i ® DB
: ‘| Karnofsky Performance Status 70%k7E %Y DBE 3
19—y | OERIRAZOoEVEHEEREEIZE 75%‘5?&?@%
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KX infusion reaction 6 18] (1. 6%) b S BEIEIS 148 (0-3%)— % T} infusion reaction 6

B (1. 6%)

14 _—

S SRIBB LSRR IRR) 1 XS SRIEEH L3 i
L 2

14_—y

Sl AR 1 SIS SRR IS 2

3

FEDOREERHEET A N7 A L OUETER CHIBRRR)

#r |2
B AR—D A (THREFIERT) , HYN— (ERIBARETHIER)
OR—Y | ASRIEBLFRERD L 1 SUISRIERLEREDS | 9 _—Y

Bk 2

SN RMAERUME | XIS RIS 2




FEREOEBERMEEN A N 74 OWETER ERRE)

< : [2]
WY (TARERBEE) BYR—Y (BRI RRERE Bs)
10— | A SRIEBALFREED R 1 OIS SREB L FRIED | 10 X— | SRR nE 1 XA it ineL 2
L2 |

B\ IEEETERE (TMB-Hi g h) 2AT5ERME) ORBEMMEEN( 71 OUETED GilHAHER)

# , [

B2 | (FERsEER) - (RSB R 1I BR)

g R— SSRIEEACFRED R 1 SUISSRIEE W FEIED |8 X—T | A R4eFaisinE 1 XIS RS REE A 2
Bk 2 |




 BEEREETA R
NRa7al w7 (BEFHEBLZ)
(BR7E4 : ¥4 b—F HHE#HE 100 mg)
- ~FENREREES

Rk 2 92 H (S48 AET)
B4 B EE |




B

AN o

IXEHIT

- AR ORR, R

i PR SRR

HEERIC DWW T
BEXGRLRDHEBE
BECELTEETREXEHE

P2
P3
P4
P20
P22
P24

o~



ERESDESME - BEMORERDTDITIE, T XESICESWOEERERSRD

biLd, B, IREORZEFROESRIZ LY, EERR 2 EOBEF R THIERE
FEELNEABINIHT, INOOEERZEICLERBE IR TS5 2 L BSEED
L 2o TRY BREMEGEE & WEDEARFSE 2016 (FAL 28 45 6 A 2 HHEBEIRE)
CBNTH, EFMERSEOEAORELEELZRNS L LS TVS,
- HHRIERRFERRT, BREERACREN T 07 7 A VBT OBERR LA LMICE
RBZENRDD, ZODH, BYERUCREMHICET B ERE+SERT 5 £ TOM,
UHERGOBELBRIZT 5 LA ESNBEICH LTERT 2 & & bic, BIfF
FRFBE LB LB RS & 52 L R —EOEG & T EREE cEA
THZENEETHD, _

LieoT, KA T4 Tk, AREBSLINE TRELN TV IEFESEH -
B RHICESE UTOEEROREREREZHEET 2BANOKNEREMR, £2
FRUOEEEEEZTRT,

BRI, KA RF A 0%, m*”&&AE%miﬁwﬁmAﬁﬁ\QEEH%AHK
FRIEES . — A B ARKNRIES, HEREAEEEA B AMBEE RO
—EAEEEN B AR EE DR Db LB Lz,

MR ERDBERT  F4 M —F SRHE 100mg (—iF4E : A7 v ) Xv7 (B
THA#RZ))
HELRAMEXEAE « CIRRTREZRMEST - FFS DI/ NN
WHBERBZAERVAE - BH. BRAIIE., A7 n ) X<7 (BEFHEBZ) LT, 1
[ 200 mg % 3 ARIF I 1 [E 400 mg % 6 B FFEIR T 30 77/
D T REFHET 5,
R 55 % 3 : MSD et

@

I‘FF




2. AENOKE. 1ERBF
FA P—F RIBEFHE 100 mg (—4 AA7u)xv7(§h%ﬁmx)uTT$
#) £\15,) 1%, PD-1 (programmed cell death-1) & Z® Y %> KCdp 5 PD-L1 KT PD-
L2 tOFAEHEBERETA., & MEIgG4E/ 7 u—F ARk TH D, - .,
PD-1 3% 1% T MRS B AR 2> B 3k 5 7o D IZ 23 AR SFI 3 5 e suf@ fili
AZA v F T, PD-1 1, RERREBIZBWTEEE THEOMRERICREL, BO%
BRGSOV EX BRI R AERIGEHET 5, T72bb, PD-1 XY H o Rk
ATAZLICXVRSAKICL S I MEERAIHET %A TH D, PD-L1
DEFHBIZBIT DRBEIZDOTNTH DD, ZLOBRAMIBTIE T MlOBEzmMmz
BHIFCBRENCHEIAL TS, BDAKIRIZEIT 5 PD-L1 OFEREERIL, BHIEE. KiRE.
FFARRSSE, SRELEE. JE/INBRANGHE 22 & O« ZRACTTFRRERTTHY | BV AR
& DHBEERRE STV,
BEONADBRKREIT% & PD-L1 BHOMEMEN S, PD-1 & PD-L1 OREITNES
D Fe e ERET CRWCEERRE LS Z L RTRRENTEY  Fil RN AIBROER &
Lfﬁﬁéﬂfmé
ﬁﬁiIml&HHA&UHMQ@ﬁ)ﬁ/FmFA%ME?é LiZkY ., EE
MUNBETORBEERAMIESME T VU \E2EELEY. REEREZBEMEL
T5Z & THIEEDREHET S,

Kﬂ@#%% ESCBEOARERRIC L 2BIERASRS bbb, EEXIIETIC
E5TH &mﬁé AF OB E R R OERERICIT, BEOBELZ+ITITV., BEXR
oYY aWiek~) THE. R U BRI U BRI 2 0k & IR A s o AT L e L O3
@t%%%%%ﬁw\@ﬁmﬁrﬁm X BEMERREDN SBAITIT. @%&ETW
E R OBREL OB RLEBEIT I LERD D,



3. BRERRERE :
BIRARBE /R T - B DI/ N B R D ARG Sl 21T - 7o X 2 BB KRB O & %
T,

[Hzhik]
QEELRFMIERER (KEYNOTE-024 5%)

{LEFIERE O 72 EGFR B FERBM, ALK A BT RMER O PD-L1 Bk (PD-
L1 #FBR L EERRN SO 5EE (LT ITPSI & 5H,) =50%) OEIBRTREE
17 - BROFE/PMEIRIFESE 3056 (AARAN40H2ET) ZxRIT, £F 200mg3 A
EER LT TQ3WI W), ) BEDFIMEROREMN, 77 F K& ETeiEYE
BbFEE (LT IsoC) L), ) xR E LURE &N, 72d, ERFb CREA
EITHRED HbNEEIT REBETE R TERPED bRV EDRKNIICZE LT
5 BFEH T, REILIBEOEZRFM CREBETIRD 6N D E THRAOEREZ/H#ET 5 Z
ERFREE S, TEFMEEB IXEEEAFRRN (LLT PFS] &5, ) | BIKEE
RE B IX2AETFHHE CLF ToS) L), ) & &, KFILT T F AL SibFR
EEHER LT, PFS, RO OS (N 2/ RBICER L,

*:24 HAETRESNIEBEGIFFIORE LTI L, Z0O%, RBETIRD bHIHE

KREHEETEAILEENE,
#1 AMERE (KEYNOTE-024 3B
A 7T F B R
R 2 e QAW SRR
(151 #51)
hofE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ NP — R 0.50
' (95%CI) (0.37, 0.68) —
- PE® <0.001
hoifE [A] NE NE
_ (95%CI) (NE, NE) (9.4, NE)
os™ AN 0.60
(95%CI) (0.41, 0.89) —
P fE* 0.005

Cl: E8EXMHE. NE : #EAXR7F., *1: RECIST /14 FZ4 ¥ 1.1 Hﬁ&:gfj‘{mﬁw%ﬂﬂj%\ #)
BRI Cox LEBINY — REFMIL B 7T FTHA 2 ET{bBRIEE OB, *3: BRin S 7
JRTE. *4: TRBTEOT —F 2016558980y b4



90 ’ — FW200mE Q3W
80 - k e 755+ URES G

~

6 3 6 3 12 15 18
at risk# EEEETFEE A

##200mg QG3W 154 104 89 44 22 3 1
ISFFUMESOILERE 151 99 70 18 9 1 0

E1 ARy & B PFSOBRMMENT R O Kaplan-Meierfifi (KEYNOTE-024335%)
(PD-L1BB#%: (TPS=50%) DBREHEM)

100 7
90] %
80 | By
70 - T

8607 T,

5 50 M-+ — - —H-—

fa0q
30 |
20 T —— &@200mg W
10} e FoFrmmeacEews -

0 4 ¥ T TTYTrEETT R T T
0 3 6 9 12 15 18 21

at risk#y £ Al

AHI200mg QW 154 136 = 121 82 39 11
TSFHEREROLEEE 151 123 106 64 34 7

-y
o0

E2 OSOEEFTEE D Kaplan-Meier fifi (KEYNOTE-024305%)
(PD-L1%E (TPSZ50%) D RELEMR)



OEKELRE I/IERE (KEYNOTE-010 3ER) -

75 F TR E ST LFRERE" 835 PD-L1 B (TPS=1%) DOUIBRTEE
1T « BROE/INHRAESRE 1,033 £] (AARA 91 Bl Etr) ZRRIT. KA 2 mgkg
Q3W #RE KT 10 mg/kg Q3W HEDHEIMER NEZRMEN, FeF XA KfnH (UITF

DOC] & 5,) ZxE L THRMENE, 2B, BRI TRAETHIRD bk
BEIC, RERETEZRTERERD bRV EOBRKRMNICEE LTV 3 BE T, KIE
DI OB CRABETRRD b3 £ TAROR GG FIREL Shviz"?, TET
fBIE B i3 OS ZU'PFS & Sh, AFNIDOC & H#E LT, 0S #EBICERE LT,

*1 : EGFR B FEEBMXIX ALK BEBETFHBEOBRE TR, 75 FR-AZETMLE
PRIEIC X DRI IC N 2 . £ Fh EGFR FRE/EAXIT ALK FRE/ER 28+ 5 E:
BRI X5 IRER AT 5 BESMAAN DN, |
%2:24 TRETRESNEBARAKOREZDIEL, 0%, KEETEAD OhE
BUEREBERATEBI L L SN,

#£2 AP (KEYNOTE-010 3RBY)
A 2 mg/kg ZAFl 10 mg/kg DOC
QW Q3w

(344 1) (346 #1) (343 1)

FofE [A] 104 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)

0S | ~¥F—Fn 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P {#*2 <0.001 <0.001

E

Cl: EHERE. *1: BB Cox tbFINY— FEFIZ L 2 DOC & D, *2: BRle /3 ‘/wfﬁ

100
90 1 T A 2mg/kg QRW
80 - e 3F10MEkg QIW
70 1 — FeFFEE
g 60 - ‘
E 50 g "
401 T T
30
20 LN
10 1
0 LAAAASLAA LA ALALL L LLARAALLAARLALAALLLE AL R LALALAL """"l"".""""”'""""'.'I"' ML
0 5 10 15 20 25
at riski M A
=3 2mg/kg Q3W - 344 259 - 115 49 12 0
ZR10mg/kg Q3W 346 255 124 = 56 6 0
REgFEIL 343 212 79 33 1 0

3 OS OEMMEN D Kaplan-Meier %R (KEYNOTE-010 35 .'
(PD-L1 BBt (TPS=1%) DBEEH)



@ERILFRFEMAERABR (KEYNOTE-189 k)

{LEIRIER DR\, EGFR BETERBMER W ALK e BIETFRE i@@JIS%T B/
1T - BROFERF LRI/ NMRRAEBRE 616 51 (BAAN 10 flzEt) ZRRIT, FA
200mg (Q3W) . A b L& RFRD TAKF#H BT A MLEFER &2V, )
BOTFFFEE (VR TSFURIIINRTTF ) OHRAKRE RHIERE) "o
R OREWR, TR, A Mdk FROTSFTRAOHRERE (LER
) 2 ERBE LE_EERAR TR SN, MEEL b, 77 F T RAITRYEM
BEEZSLIGERL, BEERAK4 a—RFETL Lk, 28, BRI CRBEITHR
B ONTERAIT ERET R TERSED SR VWEORKMICZREL TWALBET
3. REISIEOEGTE CREEITHRO LND T TEA L XX b3k FOHFAKRE
BT D LANTREE &N, EEFHMBEE R IL OS R PFS & &, AH, <A b
Lk RROT S FFRBIOHFRAREIXT 7R, A hLdk I\&U\7"7 FFEH D
{}Fﬂm—ﬁkt@’z LT. OS RUNPFS Z# A RICIERE LTz,

s AF 200 mg, XA LU FE F500mgm?, YRATTFT5 mg/mzmiytww-jﬁ%/
AUCS5 (mg- mL/min) DIEIZ Q3W (F=—AZm 1 HBICHRE) T4 a—X®EH%, K
#1200 mg BUMLA B L3 F 500 mg/m? 2% Q3W TRE X,

¥ 7SR, LA FUFE R S00mgm?, AT TF L I5mgm? XXINVEAT T F 2 AUC
5 (mg - mL/min) OJEIC QW (H#=—20 1 B Biciks) T4 a—2BEH, 75+
REVRA b L3FE K500 mg/m? 23 Q3W THRE I,

*3: 24 7 B R TRESNEPALAFIOREZFI L, Z0%, KEETHRD bhH
BAIIREFRATESZ L I

is, FEERE (KEYNOTE-189 3By

X AK G AR {LZFBRIERE
L (410 #1) (206 1)
FRME [H] NE 113
(95%CI) (NE, NE) (8.7,15.1)
oS’ INP— RN 0.49
(95%CI) (0.38, 0.64) —
. Pf&E® <0.00001
HofE [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™. " NP — R 0.52
(95%CI) (0.43, 0.64) —
P 1" <0.00001

Cl: E8EKXRE. NE: #ERT., *1: DEEITEOT —% :2017E€ 11 B8 By FFT7, 2 B
B Cox FINF— REF ML BT T ER, A bk FROT T FHRAGRILFRED
BERREL OB, *3: BRIRS T 7 HRE, *4: RECIST ¥4 K74 LIRICESISERT
T ST RS : ,



e

100 TS
90 7] ‘h-‘\“‘
80 ~,
70 7] _'“1\
£ 60 u
4 50- "lu.,‘.““_w
flyad 40 e 1 1 H Rt
#H
307 ,
20| —— 3#200mg W, ~ANUFERBUTSFF AREBCERE
107 ——— F5till. "ANAERRUTSFH UM ‘
0 1] ¥ ] L] 1 T
0 3 6 9 12 15 18 21
at risk#} ErFRH LA
. 7#200mg Q3W, N ‘ .
APUFERRUSSF 410 377 347 278 163 71 18 0
TR BLREE
T5uR, AAMFE \
RRUTSFFHEEHE 206 183 149 104 59 25 8 0
X4 OS OFEfENTED Kaplan-Meier Bi#t (KEYNOTE-189 3E)
100 -
90 - — FRNIG QIN, SAMARFHOLIDART TSP 1N
80 - —— DR, KAMACES PO LKIONRY T 59350
¥ 70 - '
60 -
50 4
¥l 40
& 301 !
20 - s 8
) h T
10 1 1—0——«-—9—-——0
0 3 6 9 12 15 18 21
at riski REEEFERN(R]
FH200mg QIW, A .
AhUFERIMNIOL 410 322 256 148 60 17 5 0
KMBRU/5F 184
75tk RAMNFE
FFMOLXKIRRY 206 140 80 40 16 3 1 0
75588

5 BRTHRYZEICLS PFS @*Fﬁﬁﬁﬁ%o) Kaplan-Meier B

(KEYNOTE-189 3B%)



@EELFFEMAERER (KEYNOTE-407 35ER)

LB O 2V, IR RERIEST - BROR T LRIF/MIRRAFEBRE 559 6] (A4
AN50BlxEde) Z2XBIZ, &K 200mg (Q3W) \ INVRTTFURUNRT Y ZxE)L
X7 ) XN (FATIURER) (LT Inab-PTX] &\W5.) OffARE (K
HIOHREE) " OFMMERVREER, 7T R, IVRTITFURONRT Y FXENX
X nab-PTX OHFF#KR S ((LFBRIERE) 2R E LEZEERARBR TR Sz, M
&b, 37 Y FXEAXT nab-PTX i, HYEMPBE ZLIGERL, REITHEK4 =
—RETE L, 728, BRFFM CREETHED bR BEIC, RAETERTER
DR BNRVEDRRINICEE LT 5 EBE Tk, KE LI OB TR BETH
ROLNDETARFOBRE LTS Z B REE n?, FEFBERIX 0S8 KW
PFS & &N, AF, IVRTTF U RUNRT Y ZFE AN nab-PTX OHFRABREIXTF
R, INVRTFTF U RUNRT ) ZE¥/LRiTnab-PTX OHFARE LB LT, 0S &
U'PFS 2 FRICER LT,

*1 : A&F) 200 mg, /X7 U # ¥V 200 ing/m? XiX nab-PTX 100 mg/m?, A /NVRF T F 1 AUC
6 (mg- mL/min) DJEIZ Q3W (KAFI, RZ YV FFEANRPRINR T FF U i3{da—R
® 10 BICERE, nabPTX ZEa—AD 1, 8, 15 A BICEE) T4 a—2 5%, &
# 200 mg 23 QG3W TRE Sh e, |

*¥) . TTRA, 7Y EFENL200 mg/m? X i nab-PTX 100 mg/m?, HINKRTFF L AUC 6

(mg - mL/min) DIEZ Q3W (KK, 27V #XEARPANRT FF 3K a—2AD
1 B BIREE, nab-PTX IIF=—AD 1, 8, 15 ABICKRE) T4 a—RKH5EK, 75
ERR QW THRE &I, |

#3:24 W AETRESINEHAREIAFOREEZFIEL, Z0%, KEETHRD NS

ARBREBRTERZ L SN, :

%4 HHERK (KEYNOTE-407 3B

AFBF R {bZERRIERE™
(278 f1) (281 41))
i [A] 15.9 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
os™ NP — FEH*? 0.64
(95%CI) (0.49, 0.85) -
P fi*3 0.0008
HofE (A 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PFS™. ™ NP — FH7? 0.56
(95%CI) (0.45, 0.70) —
P fE" <0.0001

Cl: EHEXME. NE: #ERT, *1: FRMBFIREDOT —F 120184 B3B8y bE 7, *2: &
B Cox HEfINY— REFMZE BT TER, IVRTTF RV Y F FE/NXiL nab-PTX
OFREEL OB, *3: BRI /T JRE, *4 : RECIST H4 F7A v L1 RICESS B
TR ST R E



100 7
90 v
80
70 7

g 60 l“‘.
5 50+ ‘
h‘l”: 40 ] : ) l."'-"-s_‘_h‘-

30 1

20
{ = #ROg W, HIRTSFRUIIYTF e iktnab/ 17U+l

18 j — T5ER, DVRISFIRUINIV 9+ nab-N7UIFEN
o 3 6 9 12 15 18 2

EEEmIAl

"H-I-H

at risk#g

 FH0mg Q3W, Al

- FIFURERIUIERID 278 256 188 124 62 17 2 0
Rignab-17Y 9% ‘
T3tk AVRTSFY ;
RUKTUIFEIRUE 281 246 175 93 45 16 4 0
nab-N7yU 5%t

X6 OS DHFARHTRED Kaplan-Meier Bi# (KEYNOTE-407 3R8%)

100 - :
90 — MG QIW. AATSFURUITUS S B nab ITUSE N
80 ] e TSR AVETSFURURI VT FENRnab-ITU 5
&£ 701
%l; 60
JE 50 -
5'3 40
& 30 - \_\
20 — "—1—-1‘._‘__'"'—
10 7 t_-'-l———.——--l
0 T Y MRS AR AN T T T
0 3 6 9 12 15 18
at risk# A AR [R]
FH200mg Q3W, ALK :
TSFURUTIIUSEEN. 278 - 223 . 142 57 23 5 0
 Rignab-f7U9% N
TS5tk AVRTSS5FY _ ) , -
RUKIUIF NG 281 190 90 26 12 4 0
nab-{7Y 9%kl

7 BRTFHREEICES PFS OhEIARNTR O Kaplan-Meier i
(KEYNOTE-407 38
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GHEEt H%Iﬂ*ﬁ;ﬁ%ﬁ (KEYNOTE-042 :X8R)

{LEERIEBE D2\, EGFR B TERBRM, ALK f& B FEMER U PD-L1 B (TPS
=1%) DEIRTFEEREST - BROFE/NMNIRERE 127461 (BRA B FEZEE) %
REBIT, AK 200mg Q3W B EDAMER EEMN, 7T F T /A &b RER
B LTHREENE, 2B, BRI CREBETIRD bNHEIC, KREETTEZR
TERIBO NRVEOBERIICRE LTV 5 B3 T, RIEILE O B TRE
EATRID BB E CARI OB E Rk 5 = L ST L Shi=", EEFMHE B X 0S
LEn, AT FTEE RS LFEE L B LT, OS EARICER LT,

*:24 BB ETEREESNFBEIAROBRELZPIE L, 20%., RBETARDOLNEES
wREEHETXAZLE SN,
#5 ﬁszﬁﬁiﬁ (KEYNOTE-042 32B%) (PD-L1 Bt (TPS=1%) @%%‘%Bﬂ)
7T AR
A 200 mg Q3W i,
ik 637 il 637 il
o FfE [A] 16.7 12.1
g;?%% 0s"! (95%CI) (13.9,19.7) (11.3,13.3)
(2 FF) AP — R 0.81
(95%CI) (0.71, 0.93) —
P fH* 0.002
1% 299 300 5
o HRfE [A] 20.0 12.2
;)PE;;%O 0s™! (95%CI) (15.4,24.9) (10.4, 14.2)
- Y= R 0.69 _
(95%CI) (0.56, 0.85)
% 338 5 337
. HRfE [A] 13.4 12.1
“gg;fg" 0s™ (95%CI) (10.7, 18.2) (11.0, 14.0)
- NP R 092 _
(95%CI1) (0.77, 1.11)

Cl: fEEEXRE. *1: PRFETEOT —Z : 20184226 B v A7,
— FEFMIC L 57T FRF & T b FRIE & DB,

11

*2 : BRI Cox HLf N

*3: Bl ST U RE
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[24h]

QOEEILFIFEMAERER (KEYNOTE-024 FER)
HEBESITIAKIEE 148/154 B (96.1%) KU SOC & 145/150 5l (96.7%) RO b, &
B L DRRBRBRBE TCERWEEERIT, THEN 113/154 6 (73.4%) KT 135/150 51
(90.0%) IZFBH BNz, WTNIDOFHTREREN SHULOBHERIZITRDOLEY ThH-

77
£6 WThLORECREER 5% EOBHER (KEYNOTE-024 BB  (REMMITRER)
BEBIKRSEE (SOC: System FEx (%)
Organ Class) AFIRE SOC
HASE (PT: Preferred Term) 154 %1 150 41
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade5 =~ 4 Grade  Grade 3-4 Grade 5
2EIER . 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
CMER XY RREE ' ‘
21 8 (52) 3 (1.9 0 66 (44.0) 29 (19.3) 0
B BRI FE 1 (0.6) 0 0 8 (53 2 (13) 0
BRI RE 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0
/MRS RE 0 0 0 17 (113) 8 (5.3) 0
HWEE '
PRI RETUEE 11 @70 0 0 ) 0 0
R TE 12 (7.8 0 0 1 07 0 0
B BkEE , _
B 6 (3.9 0 0 17 - (11.3) 0 0
TH . 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0
BEi 15 (9.7) 0 0 65 (433) 3 (2.0) 0
O 4 (2.6 0 0 18 (1200 2 (1.3) 0
g M 4 26 1 (0.6 0 30 2000 1 (0.7 0
—iR - AHEER L UREEMORE . ’
4% SIHE 5 32 1 (0.6 0 11 (73 2 (@13 0
Y 16 (104) 2 (1.3) 0 43 (287) 5 (33) 0
BEJR ) 1 (0.6 0 0 . 9 (6.0 0 0
B 16 (10.4) 0 0 8 (5.3) 0 0
FRIRIREE
ALT 387 10 (6.5) 0 0 7 @7 0 0
AST 3 8 (52 2 (1.3) 0 5 (3.3) 0 - 0
me 2 V7= M 39 0 - 0 15 100) 1 (0.7 0
FHERERs 0 0 0 20 133) 6 (4.0 0
T/ MRERAD 0 0 0 18 (12.0) 9 (6.0) 0
B kR 1 (0.6) 0 0 16 (10.7) 3 (2.0) 0
R#B L PEREE ,
BARIER 14 (9.0 0 0 39 (260) 4 (2.7 0
&= 7 %y AMIE 1 (0.6 0 0 9 (6.0 0 0
 BERERB X UHEAERES
S 13 (8.4) 0 0 4 @7 0 0
HRREE
HRERE 1 (0.6) 0 0 15 (10.0) 0 0
S = o — mRF— 2 (13) 0 0 9 (6.0 1 (07 0
RRIRER, HEERIS X UMtRRESE ,
Bl 8 (52) 4 (2.6 0 1 ©7n 1 07 -0 .
BB LUK THRgEE
BRESE 0 0 0 12 (8.0) 0 0
il ) 8 (5.2 0 0 1 0.7 0 0
Z 5 FEIE 12 (7.8 0 0 3 Q.0 0 0
R 11 (71D 1 (06 0 3 (2.0) 0 : 0



7235, AFIBET IOV T RIBHERERE 9 51 (5.8%) . KEB% - BED THI 8 # (5.2%)
MREE (X7 - NU—EEHS) 246 (1.3%) | FF#eEEE 22 4] (143%) . B
BRESREREE 21 #1 (13.6%) . TEAMEEE 14 (0.6%) . 1 BFERK 1 6 (0.6%) .
RAEIEE (RMSEIEMEAS) 141 (0.6%) . BEE 16 (0.6%) . 5 - BkmR
FRAEIX 141 (0.6%) K Ninfusionreactions #l (3.2%) BB LNz, £, EEOKE
BEE (REHEREEER. SHAK., EREES) | BITHERES, EEFEIE, M
% BEREAK. BESBEK, DR, REMI/MRIBAO SRR, Bt m & OGRS
BIIRbohlehol, ABERARIRRIIBEES (BEAREEEEZ2ED) 280
EREREZTT,

QHEERELFSE O/MAERE (KEYNOTE-010 #ER)

HEESRIT 2 mg/kg Q3W B¥ 331/339 £ (97.6%) . 10 mg/kg Q3W B¥ 330/343 £ (96.2%)
KU DOC # 297/309 B (96.1%) IZRH L, BREL ORRBEBEBREETCERVWESE
HRiIL, FNnTh 215339 B (63.4%) . 226/343 B (65.9%) KX 251/309 il (81.2%)

IO BN, WTHIRORETREREAEREN SBULDOBIERIXITRDOEBY Tho Tz,

#7 uw;’nm@#'t‘%ﬁ$z)5 5% EOBWERE (KEYNOTE-010 BB  (R&HARFT RS

BRI (SOC: System B (%)
Organ Class) 2 mg/kg Q3W B ' 10 mg/kg Q3W B¥ DOC #
HEAFE (PT: Preferred Term) 339 451 , 343 1 309 4
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5 £ Grade Grade3-4 Grade 5
28IER 215 (63.4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MEB LY v RREE

=yl 10 29 3 (09 0 14 @41 1 (03) 0 40(129) 5 (1.6) 0

FHERBAE 1 (3 o 0 1 (03 0 0 44 (142) 38(123) 0
RS WEE v ' :

R RS AR T 25 74) 0 0 23 (67) 0 0 1 (0.3) 0 0
HREE

Rl 24 (7.1) 2 (0.6) 0 22 (64) 0 0 56(18.1) 7 (23) 0

Bl 37(109) 1 (03) 0 31 (9.0) 2 (0.6) O 45(146) 1 (0.3) 0

A% 13 (38 0 0 7 Q0 1 (@03 0 43(139) 3 (1.0) 0

Mg 12 35 0 0 13 38 1 (©3) 0 24 (7.8) 2 (0.6) 0
—#% - 2FBEER LUREHMLORE

&S 20 (59 1 (03) 0 19 55 2 (06) 0 35(113) 6 (1.9) 0

et 46(136) 4 (12) 0O 49(143) 6 (1.7) 0 76 24.6) 11 (3.6) 0

RAEMEEIE 5 (1.5) 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FEEL 10 (29) 1 (03) 0 14 @41 0 0 17 55 1 (03) 0
BRRRE :

HFHEREE A 0 0 0 2 (0.6) 0 0 24 (7.8) 19 (6.1) ~ 0
HRREE

SERE 309 0 0 309 0 0 17 (5.5) 0 0
EERB LUK THEEEE

BiEAE 309 0 0 2 (06 0 0 101327 2 (06 0

% D FEE 25 (74) 0 0 32 93) 0 0 5 (1.6) 1 (03) 0

b 29 86) 1 (03) 0 44(12.8) 1 (0.3) 0 14 45 0 0

728, 2 mgkg Q3W BER TN 10 mgkg Q3W BEIZRBWTZENEI., FIEMMERS 15 6]
(4.4%) R4 6] (41%) . KIBK - BEEOTHSH (1.5%) RU24] (0.6%) . &
EOREEE (HEHEIRERE, S, EREES) 14 (03%) KU1 41 (0.3%) .
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MREE (XT 2« NU—RERES) 260 (0.6%) B3 61 (0.9%) . FFREREE 23 #i
(6.8%) BU 2261 (6.4%) . FUIRIRSEEREE 32 41 (9.4%) K354 (10.2%) . T
AHSREREE 1 41 (0.3%) RO 1 41 (0.3%) | BIBHRERES 2 1 (0.6%) RO 141 (0.3%) .
1 BUGEIRIE 1 6 (03%) KOt 2 # (0.6%) . BiEES (RMEMEEBERE 4 4
(1.2%) B0 6, BER 161 (03%) KO0 B, ik - BEERYERE 1 61 (03%) KT
0 7. infusion reaction 2 ] (0.6%) K6l (1.7%) BB LNz, T, EEHES
RE, MMZE - BEREZE, S L O MREK. LK. Sl MRS SRR, i kO
FRERBIIRD bhied o, REMEARBRRIIIBEESRS (BREEEEEEET)

EEUERERETRT,

CHEEXRFEMARR (KEYNOTE-189 #ER)

HEERIIAZIGHRBE 404/405 B (99.8%) R UHRREE 200/202 1] (99.0%) IZFHDH B
. BBREL OREBESETETERVWEEFEERIL. e 372/405 ] (91.9%) &
U*183/202 £ (90.6%) 1258 HiLTc, WENNDRETHREARL 5%LL LORIEMIT TR
DEBY THoTz,

#£8 VPRI ORECREREN S%I ELOBER (KEYNOTE-189 BB  (ZZAEARNr $4EH)

B RIFK4EE (SOC: System g )
Organ Class) AFIGEARE {L BB
EAEE (PT: Preferred Term) 405 . - 202 4
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 & Grade Grade3-4 Grade$
2EI{ER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (1.0)
mEB LY v RREE :
&l 154 (38.0) 55 (13.6) 0 77 (381) 27 (13.4) 0
R PR E 25 (62) 24 (5.9 0 4 (200 4 (20 0
A I BRI iE 2 (54 8 (20 0 12 (59 1 (0.5) 0
R ERIRAE 101 (24.9) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
M NRIFD HE 69 (17.0) 31 - (1.7) 0 27 (13.4) 13 (6.4) 0
P IS , .
R R B T 22 (54 2 (05) 0 3 (15) 0 0
BRMEE :
VR 51 (12.6) 0 0 14 (6.9) 0 0
BBEE , : ’
B 67 (16.5) 0 0 24 (11.9) 0 0
FHi 78 (193) 15 (3.1 0 .22 (109) 4 (2.0 0
B 187 (462) 12 (3.0) 0 90 (446) 4 (2.0) 0
oW 26 (64 2 (0.5) 0 15 (74 1 (0.5) 0
IR 74 (183) 7 (L7 0 39 (193) 4 (2.0) 0
—i% - 2HEER L OREHMLORE . : '
®|IVE 53 (13.1) 16 (4.0) 0 31 (153 3 (1.5) 0
5w 134 (33.1) 20 (4.9) 0 62 (30.7)y 3 (1.5) 0
FERE D RIE 30 (74 3 07 0 14 (69 1 (0.5 0
SRAGMERIE 27 (6.7 0 0 12 (5.9 0 0
bt 24 (59 1 (02 0 4 (2.0 0 0
RRYER X UE 4 BIE
ERES 20 @9 1 (02 0 10 (5.0 0 0
FRERIRE : ;
ALT 30 38 (94 2 (05 0 16 (7.9 3 (L9 0
AST 31 28 (6.9 0 0 10 (5.0 1 (0.5 0
mepZ v7F=8m 32 (79 1 (02 0 12 (59 0 0
© B mEREES 2 G4 7 01D 0 12 (59 6 (3.0 0
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REBIKRSHE (SOC: System o FE (%)

Organ Class) AFIG R bR
#AZE (PT: Preferred Term) 405 #l 202 41
(MedDRA ver.20.1) £ Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
RABLOFERE.
RARBOE 84 (2070 4 (1.0) 0 42 (208 1 (0.5 0
f&v 7R U AMIE 2 G4 5 12 0 3 (15) 0 0
HIERIEE :
HEEE 37 691D 1 (02 0 14 (6.9) 0 0
BB L R THREESE ' : Co
id[ 1 1 @D 0 0 12 (5.9 0 0
= 5 ERE 37 9.1 0 0 12 (5.9 0 0

b33 51 (126) 5 (1.2) 0 17 84 3 (1.5 0 -

2R, ARBC BV CRIE MRS 16 £ (4.0%) . KB - HEE DO TH 20 £ (4.9%) .
HREEE (X7 - NL—ERRS) 1046) (25%) | ITHREREE 62 61 (153%) . FR
RRVSREREEE 32 ] (7.9%) . TEAHEEREE 2 4] (0.5%) . BIBHERESE 1 41 (0.2%) |
1BURERR 1 B (0.2%) . BEES (RMEEREMBTRSE) 2541 (6.2%) . BEXK2 4

(0.5%) JUNinfusionreactions il (1.2%) 23 blz, £/, BEEOKREEE (KE
FERIRIERRE, SMBE. ERAEEE) | K - BRRARE, EEFHEE. MK -
BELAR. S YO, LR, REtEm/MRBRAEREER, MR R ORISR
B Lok, ABHERARRRILIEERES BRRREERE2ET) 23 TEs
ERERT,

@ERLEFRF MRS (KEYNOTE-407 FRER)

BEFLIIAAIRE 273/278 B (98.2%) KUK FREE 274/280 B (97.9%) 2B b,
BRELORRERBEETERVWAEERIL. ThEh 2651278 F (953%) RO
249/280 il (88.9%) WD Tz, WTNADHETRARS 5% LOBWERIITRD
LBV ThH-oTz,

%9 WPRAOECBESER 5% OB (KEYNOTE4)T 3B (XAl esm)

BERIASIR (SOC: System ' FiEL %) e
Organ Class) AEIBERARE (bR iRRE
HAZE (PT: Preferred Term) 278 % 280 %
(MedDRA ver.20.1) 4 Grade Grade3-4 GradeS5 %4 Grade Grade3-4 Grade$
2EIER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (.1
ML LY R RESE '
#Hin 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (154) 0
REBELT P IR AE 14 (5.0) 14 (5.0 0 10 3.6) 10 (3.6 0
B Bk E 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
T BRI E 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ MRBAE 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
HHWEE :
FIR R RE TUEE 17 6.1) 1 (0.4 0 2 (0.7 0 0
PR IR AEIE T iE 16 (5.8 0 0 3 (LY 0 0
BBEE :
B 31(11.2) .1 (0.9 0 25 (8.9) 0 0
T 61(21.9) 8 (29 0 47 (168) 4 (14 0
B 85(30.6) 2 (0.7 0 71 (254) 3 (1D 0
g M- 36 (129) 1 (0.4) 0 0

25 (8.9) 3 (1.1

16



RERIKSER (SOC: System B (%)

Organ Class) AFGE R R {LZERRERRE
FA&ZE (PT: Preferred Term) 278 4 280 %

(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade Grade3-4 Grade$
% - EHBED L OB EEMLOIRE 7 »
&IE 46 (16.5) 3 (L.1) 0 41 (146) 6 (21 . 0
i 54(19.4) 7 (2.5) 0 52.(186) 7 (2.5 0

FRERIRES _
ASTH#EM 14 (5.0) 0 0 5 (1.8) 1 (04 0
RS 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0
f/MREEA 23 (83) 5 (1.8) 0 16 5.7 6 (2.1 0
B mEkEgR 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
KRR L UREES ' ~
BARHGR 47 (16.9) 5 (1.8) 0 57 (204) 4 (1.4) 0
B~ 7% AfE 15 54 1 (04 0 9 32 2 07 0
BHERRB LUEESBRES : '

RAgE 36 (129) 1 (0.4) 0 24 86) 2 (0.7 0
A : 32 (11.5) 2 (0.9) 0 26 (93) 1 (0.4) 0
HRAREE ' -
KREEE 23 (8.3) 0 0 7 2.5 0 0
K= o —a T — 55(19.8) 3 (LD 0 37(13.2) 2 (0.7) 0
SRR / 15 (54) 1 (0.4) 0 13 (4.6) 1 (0.9 0
FEHER =2 —a/F—  31(112)- 0 0 36 (129) 2 (0.7) 0

BEB LR THERES
BRESE , 126 453). 1 (0.4) 0 100 35.7) 3 (.1 0
% 5 EENE 29 (10.4) 0 0 15 (5.4) 0 0
b 28 (10.1) 0 0 20 (7.1) 0 0

2. AFIEC BV CRIEMERR S 14 5 (5.0%) , KIBK - BEE O TH 14 41 (5.0%) |
FREEE (¥FT2 - NU—IEREESE) 5561 (19.8%) | ATHEREREE 26 61 (9.4%) . FHR
FRAEEREE 31 41 (11.2%) . FTEREWEREE 24 (07%) . BHERE (RBERENRE
mA%) 641 (2.2%) KN infusionreaction 6 ] (2.2%) MBFRH BNz, Tz, EEDOK
fBlEE (HEHEREERE, SHAR, BREERS) | BIBMERE. 1 BERRE. %
%K, B - BRWUERAMERE, EEEREE, MK - BIEA. S E OB, LR, REN
/MR EEERBER PR MR R OFRZFEIEIIFRD IR Ao 7o, ARIERRETLRI
HEEES (BERREBEEEZED) 280EHERETT '

CEELFRFENHERER (KEYNOTE-042 #ER)

HEESIIAFIEE 610/636 B (95.9%) K UMLFEIEERE 606/615 f5l (98.5%) IO 5
n. BBREL OREERABETE RAVEEERIT, FhEh 399/636 Bl (62.7%) &
V'553/615 51 (89.9%) IZFBD b, WTNADB THRIRY 5% EORERIT TR
DEBYThHoT,
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£10 WFRHORECREEEN 5% ELOBHER (KEYNOTE-042 BB (RSN SER)

FREBIXSHR (SOC: System Bk (%)
Organ Class) ‘ AFIEE {LEEPRIERE
HAZE (PT: Preferred Term) 636 11 615 4

(MedDRA ver.20.1) % Grade Grade3-4 GradeS5 4 Grade Grade3-4 Grade$5
£BWER 399- (62.7) 104.(16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
KB LY v RESE : '

il 35 (55) 4 (0.6 0 229 (372) 80 (13.0) 0

A BRI AE 10 (1.6) - 0 0 35 (5.7) 10 (1.6) 0
- EFHRERBAE 5 (08 1 (02 0 88 (143) 46 (7.5) 0

M/ NRIBE 3 (05 1 (02 0 56 (9.1) 10 (1.6) 0
WOWEE :

R RS R T 37 (58 1 (02) 0 1 0.2 0 0
PRI T 69 (10.8) 1 - (0.2) 0 0.3) 0 0
EBEE C :

B 8 (L3) 0 - 0 68 (11.1) 0 0

TH 34 (53) 5 (©8) 0 46 (15 1 (02 - 0

B> 31 (4.9). 0 0 184 2990 7 (1D 0

oW 7 (1.1 0 0 31 (5.0) 0 0

g 15 (2.4) 0 0 97 (158) 2 (0.3) 0
—f - EFEER LRSI ORE '

B’ 27 (42) 3 (0.5) 0 60 (9.8) 10 (1.6) 0

bt 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0
FRERIRE -

ALT 38 45 (7.1) 9 (1.4 0 53 (86 5 (0.8 0

AST 41 (6.4) 4 (0.6) 0 42 (6.8 2 (0.3) 0

T EREIR A 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0

/NS IER A 2 (0.3) 0 0 64 (104) 20 (3.3) 0 -

A mERBdED 3 (0.5 0 0 71 (115). 32 (5.2) 0
s JUREREE '

RBRBE 40 (6.3) 5 (0.8) 0 109 (17.7) 9 (L.5) 0
BERERIURAHEBES _

REEE 27 (4.2) 0 0 46 (1.5) 0 0

HRE 20 31 1 (02 0 50 (8.1) 0 0
TR RIEE

KM= 2 — 1 T 1 (02 0 0 50 (8.1 5 (0.8) 0

KEHERE = o —a R — (0.5) 0 0 41 67 6 (1.0) 0
FEIRER, MIESE L UWHREE

Bifiligds 43 (68) 19 (3.0) 1 (0.2 0 0
g X O THRgEE ;

BiESE 2 (0.3) 0 0 136 (22.1) 7 (1.1 0

% 5 R 46 (7.2) 2 (0.3) 0 15 (2.4 0 0

B 46 (7.2) 3 (0.5) 0 27 (4.4) 0 0

t

P, REFC BV THEEMEMZER 49 4] (7.7%) . KIB%K - EE O TH 10 £ (1.6%) |
EEOREEE (REMIEIREFERE, SHLH, EXEES) 146 (02%) . WREE
(XFF v - NU—EFEHE) 14 (02%) . FFHEEREE 76 f (11.9%) . FIRIREER
=92 ] (14.5%) . FTERAHERE 3 6 (0.5%) . BIBHEEREE 3 6 (0.5%) . BHEE
BEE (RMEMEETRE 361 (0.5%) . BER 146 (02%) . LK 16 (02%) k&
T infusion reaction 6 B (0.9%) AW b7z, £, | BEERIE. 4 - BEFTRARE,
BEEMEIE, M - BER, 5 &5 R, R/ MORAEREDR, BFitte ik
OFRIFERBEIIFAD bR o 72, ABWEARBRRIZEESS (BEREEEF Z2ED)

2R DRAERETRT,
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(R - Ax] -

AR OBERAEMEEETAEFIBLEY Iz b—varick v, KF 200 mg %
Q3W. 400mg % 6 BRI (AT Q6w W), ) XiX 10 mgkg (KE) % 2 BH
IR (LT TQewl &\ 5, ) TEE LEBOFRF O MERREPRI iz, £0OF
F. AFl 400 mg & Q6W THE LBROAFOEFREIZR T 5 EHMFERRE (XL
T TCagssl £V 5, ) X, A 200mg & Q3W TEE L7ZERD Cavgss £ FBELT 5 & FH
Ent (FHR) . £z, AE 400mg # Q6W TERE LzBROAA OB FEREBICE T 5%
BMEPERE CUT (Cuxs) EV¥9, ) i, A 200mg 2 Q3W THRE L7ZFRD Craxss

HBLTREZ ST ETH ENELO0, BRAABECBWTERESER SN TH
LR - AETH 5454 10 mgkg (FRE) % QW THRE L7ZERD Cuaxss & HHER L TR
EERTEFHENE (TR) . &bz, BMHEAERE ZIRITAHF 400mg % Q6W
TRE L #EAVEHERER (KEYNOTE-555 RBR) X 0 &5 ZRIEICES S Eyshie
RIGA=FZ VI 2b—a LY FRILEEDBEAT A —F LB L (TR,
MMz T, BEOBECRIT 2BFRARRRICESE, AFOBRBE L A ILZeM
& OEEEZ R DBRBERISE T ABEE S L, AA] 200 mg 2 Q3W i 400 mg &
Q6W THRE LEBOBREER A IILEME OB QW TR SNZER, &
SLORE - HFEOB THEERUOREMICHELRER IRV ETFRIS N,

11 FRORYBENT A —F

Rt BE | o | g o) | o) ) )
200mg QW | (54 50) | o170 | (78183 | 017081 @8 510) | (305310
400 mg QEW! ( 12;,2i24) | (32.?)?;2.7) (10.11(,)'16 0.8) (142:1;49) (50.51(,)‘;/ 1.3) ( 19.28?50.9)
40(0%%1%6)“, (1351.3;?.10316.4), NA 7 (14_1:, '?;4) NA NA NA
10 me/kg Q2WT (21%,2223) (1-4;,4‘1‘45) | 1;1 ?21) (42:,2233) (272:7282) (19;,9306)

$:0=2,993, 100[EID¥I 21— 3 iZX D ERShESATEHEOPRIE (2.5%R,97.5%7) . Cuex : FIEIR
EHOBRELETRE, Cup: IERSHOTHMEFERE. Cun: FJIERESR (VA 2712 £E5H) OKELE
EF‘%E\ Cmax,ss : E#%E@l:%”’éﬁ%lﬁlﬁ*ﬁg‘ Cavg,ss . ﬁ:”‘%"ﬁﬁ?llﬁﬁéﬁi‘gmﬁmﬁfi\ Cmin,ss : Eﬁ%%}:
| BT ARELIETRE

156 BIOEMEEHE (95%ERERD)

§ : 41 BlOAFESME (95%ERKM)

NA : %% L
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4, HERRIZOWT , ‘
ARIOBEMBEEICT LT, ABEME L THEARERE (&FRT »RELATY
B EMb, é:ﬁﬁﬁ%ﬁ@h%ﬁr%éﬁﬁ X CHIVNERDD, D LT, EERY
27 EHEHE (RMP) [CESE | AR OERHLZLMETIRE ~ 0B RIS H D sk
ThoT, AFORENHEI 2BELZH - FEL. FFOREICL Y EEREEAZ
FHLUBRICRNT 2 Z L BBERTCD, L/LT@®~®®3‘«'C%{W_?BE RIZRB\NT
HERTERETH D,

@ HRicHoOWT
D1 TEE(D (1) ~ B) DWTRNCELTIHRTHDZ L,
() EABBRERBET DN ADFEER SRS GRER RS A BREEILRBE,

i&i\jzm/w“ﬁ@%m,ﬁr e, HugAs AR I&:&k)

(2) FFEHRERET :

Q) EHEFRMEREET HBADREERE (BABREERERPL. »ARREE
BHmke. BADREBHEERER L)

(4) ARALFREERZRE L, AREECERIEZRE | i3S kIER L ERIEZ RS
2 DMERREEIRZBHET > TSR

(5) MEMEERNGEEMEORREEIRDBHEIT> TV DR

D2 IFEOREER OBIERRBRB ORI+ & RBRE R OEM (TR
WPNNCER N T A ER) 25, H m/fﬁfﬂml:%u BT AREROEMLE L LTERESN
TW3Z &, '

K

. EMATEREE 2 EOUHTHERET LBIC 5 ELL EORABROBRMEL
ToTWAZ L, 5h, 2EHU LI, PAEYMEEZE L LEBKRBEEZOWESL
ToTWBZ &,

| o EMRFRESR 2 EOUBHELET LRIC 4 FUEOBRKRERZALTVD
&, Hb, 3FLEE, H*FUD?)MJ%%%%HE%aifﬂ?'&aﬁfﬁ%@%‘ﬁﬁﬁf‘%ﬁo
QAT Rl

) ﬁl"l@lﬁ%nn%ﬁ%ﬂ@ﬁiﬁ?‘”u’)b\f

ERREHESHICETIEEENEB S, NEBMENLOFERED, FOME &
AMEELHIEROERE OEMZ I 2 EREl AEFRNRE LLBESORE
B, SERFELNIITONSEHBESTNDT L,
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® BEWEA~DORHIZOWT

®-1 MR 2 B
BEMEMRBSEOEERBIERNSRAE LB, 24 BREZEREH O T, YR X
IR R IR T, BHRLUZEWER IS CTABRSER O CT E0RIVER BRI &

BERREOERNDYBFICELNL, ELICKISTARERERAE-TWEZ &,

@2 ERRBZFICLI>FFFSMSCETES

BABRICEL SEMN MR A N2 AT 2EREEEVRBIERE=2) v 7
EEDEERDAZ ) —= v T ETVERE L BHRE{AE TE 5 F— ABERBHINE
BERTWBEZ L, BB, BEERHIZOVT, BABRE L 2OFRKRICHDICERENT
WwazZée&,

@3 BHEROBECHBIZELT o
BIER (RIEMERRBIC A, A% - B - BEO TR, BUERA - IR - FF
HEBEREE - FF2C - BEIAEIRE . WHUEREE (ROTMTEEAS) . NOWES (F
BRHEREE, FORIMEAEREE, BIRIEIEE) . 1 BRI, 50 5 Bk, % - MK
TR, Bess, EEOLEBIEE (PEICREEBITE. KN BIMERRE, ST
B, JRMIES). infusionreaction, M7 - BilE%, BEMENE, WEEE (X5 -
NU—ERRES) DY, BERMIEEE Rt/ MRBRO SR, WA D
FRIFERES, WEARES). MRARERE, M%) N T, YRR UDERE
FSBOFFIE L AT 5 R LB L EHER OBECAISIC B L CREROXES S
FENBRMEICHS T L) | EbICENRLERSCTE 5 EHAE- TV L,
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5. B#ENRLRZBE
[BEikicBET 5%E]
QO FFOEMBEITREOBEILBWTEDERRINTNS,
o {LEREREOR, EGFR B TERRME., ALK BE B FRIER U PD-L1 B
M (TPS=1%) DEIRTEEREST - BROF/IIIRFERE
o«  TIFIHAEEILEREREZA T 5 PD-L1 B (TPS=1%) OHIBRTRER
AT - BROE/INRMEIEEE (28, EGFR B FEEBEXIT ALK BiaE
EFBEOBE TIE, TNTh EGFR F 1 ¥ v % —PREHIT ALK F 1
v xF—PREROBERLHTHHRE)
2B, TPSIERATn ) X+v7 (BETHEBRL) O =F 2K (R%4 :
-~ PD-L1IHC22C3pharmDx [#=] ) ZAWVWTHET D Z L,
@ AHOMOFEMBEEAE OHAREITROBEFIBWTAESENSFTIL T
ol ' '
o NRAPUFERROTTFHRA L OHRERS  (WFRERDOZRV, EGFRE
EFERBRER D ALK BEBETRECEIRTREREST - BROFERF LK
e/ R ATE B
o INETFTFURUNRI YV EZXFENXiInab-N7 Y ¥ XA EOHRARSE b
FREREO 2 WEIRTEERET - BROR¥ LRI/ EIRITESE
@ (LFHEIERE DR VETT - BR OIS BE 1L, PD-L1EE T PD-L1BH (TPS
=1%) ThHivE, AR OBEMBEELERT 5 X THD, ki, REMFREICK
T3 ARMICRER RV L E X b BEICE LTI, PD-LIEERIICH b 5
T FNEN OB U ORI 2R FRE L OFRAREZER T D LR
TE 5, 2B, AFOBRETH o> T, BEZEIA KT~ (BZI:BFHF =)
LEBBTHI L @D,
@ TRICHEYT BB T IHREFOBRE R OMEAFIEIOWTIL, Ziﬁﬂwﬁ’?ﬁffiiﬁ
FESLENTE LT, AROBRERGR L RER,
o INERABIEE
o OTAEAROEMEITEN TRV OTEMSEER & OfRRE

ED 212, BEDRIA FT4 0 (AARBEZER) KBVT, o4 N —BEFEREERMENHD
@DECOG Performance Status 0~1 %2 ¢ 75 &Ll k. XIZ@ECOG Performance Status 2 &2 OBETIX, %3
HATER (FEZ 3% OHEFARESESHERINATEY, 20X 5 REBETHE., EBERERCNT
HERMICHE DD L ELDNS, '
%2 gCOG M Performance Status (PS)

Score EE

0 | &<MERKEBTE S, ERMLALAEEESHIRR TS,

1 PRRICIE LWWEBNIRIBR SN 545, BMTRIEET, BIEERE - TOERIITI 2R TES,
Bl - BORE, EBEE

HBITARRCESOFOEY O Z & I3 TR THARRERELEIITERY, BFD 50%LL LT~y A TRIT,

BoNFESOEOEY Q= & LATERN, BFD 50%UEERy FIBFTRIT,

Sl

2L BT ARV, BAOFDEY DI Lix2 TERY, BERy FIBEFTRIT.
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- [RetizET2EE]

O FREZELTZAECOVTHAFORENERL ShTHBZ Ehb, fERFT -
blpnz &,
o KR ORSIT LIRBREDBEFRO S 5 BE

@ BEREIOFMIZIBW T TRICEY T2 BEITOWTIL, zlsﬁﬂw&mi?ﬁﬁém‘;w
M, OBEBRERARVIESICRY, BEECAREZFER T Z L 2BETE S,
BIEEMEBROEHX iEE{SEOD%é BE
« MHERRE CREY EE R BERUTEE éwﬁk%ﬁﬂiﬁﬂﬁ*%’mﬁ%ﬁ%*

' LD RIEME ’7’“4152’75‘36%5%%‘
« BOASKRBOAG, XITBHAZRE L XERED B CRERBOBERD
HHBE

o JBEBAHEE (EnEBMEBHEREZSh) ObAEBE
s WEOBREXIIBREEZAETIBEE
*  ECOG Performance Status 3-4 &2 (D f#
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6. MEWTELTEETREEEH

@

@

- ®

T TS o %, BUERREEE R I B REICE S E AR O R R CEIERE
BODIHERERZTSRERL THLHERTLZ L,
@ﬁﬁ#u%iE\%%Xﬁ%@%fkﬁ%i&@f@ﬁ%+ﬁﬁ%b\ﬁa%ﬁ
ThoEETHI L, :
ERBEWERDO<=R YAV MZHOWT

s BEMMEARDLDNA I EBHBOT, FEOREITHI > T, HIHE
W (BB, MRS, BE) ORBERUKE X BREOEES. ST
ST L, 0. BEBUTHE CT, ME~—V—E0BRELEET
52k,

»  infusion reaction 233 S B = L 43 B, infusionreaction AR HNTZHAIC
I, EEARLBEITY & &b, ERVEET S ECTREOREL FoITEE
T5H5Z L,

o FRRBUSEEREE. TEAREREROCBBRERERHODNEZERHE0
T, K%wﬁﬁﬁhm&0&5@ﬁ¢iﬁ%%hﬁ“&%ﬁﬁﬁ(ﬂm\ﬁ%
T3. #%Bf T4, ACTH, I/ FY —VEORIE) 2EETDH I L,

o BUERFR. FA2, RS, IR, BeEREARH oL T &#%5
@?\KN@EE%%W&U&5%%¢ IR ENICATISRERRZE (AST. ALT,
v-GTP, Al-P, BV NV E U LDBE) 2EETHZ &,

o BEIER IEPARCIEEHREREZED) SOEERIREEXH NS
:tﬁ%é@f EHOCIROREOFELHERTHZ L, £z, RORERN

RO LNBEAITIE, EONCERBEL2Z2 T L IBEFLEETLIL,

. Kﬂ@&% Xy, ﬁﬁ@ﬁrﬁmhtmﬁéa%xghéﬁﬁ&r$%F%
BhHbbNdZ bbb, RENRDONZHBAIK. BRLEZERIISLE
%ﬁ%&ﬂ%eﬁﬁ%ﬁotﬁaﬁﬁbfﬁﬁﬁﬁw ST ATV, BEORE
Rz X 2 BIEARERDN 2 BAI1ITIE. ARIOKREX TP, RKUOBIBRESR
NWEVHIOBRESELERTH L, 2B, BIBRERNVECOREICIDEIE
AOBENRED LILRWESITIE, BIBKRERNAE SN ORI OB
LERTHZ L, _

o BERTE. BER»LEIABBLTHLEERRRRTAZ LR B0
AFOBRERTHIZHBEAORBICHSICERETD Z &,

o 1ENERE (BUE 1 RERFRZED) Bbbbh, ERFEES M7V F-VR
KELZERHHOT, OB, B, BHEORERORHELMBEED LRI+
DEETAZ L, 1BEERRAGDLNEACIIRSZFIEL, AR ) V8
RoBSEDEIZMELZITO Z L,

AKIDEERFERIZ 33V T, KEYNOTE-024 352 )% ' KEYNOTE-042 35k Tidk 5B

Hah 6 9 LIz, KEYNOTE-189 BT 58E1D ¢ BER W 12 BE, U

BIT48@EFTORTL., 0% 12 B 212, KEYNOTE-407 RER TIIHR EHtA

ph6EE, 2BBERGISER, UKL ERETIRITL, T REIY

ZESMEDFMEZIT > TV Z & 28BC, AFRSTIIEHMICERRE THR

DR %ﬁﬁ: o '
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BEEREETA R4V
RATnY X< (BEFHEBEZ)
(BRFE4 : %A M—F JIEEE 100 mg)
~EM R E~

YRk 2 928 (fFfn44 8 ALET)
| BB




Bk

AN e

T L®HIT

AEIORA. 1EREF

FR IR AR

FEERIZ 2\ T
BENBLRDBE
BRECELTEETREFR

P2
P3
P4
P16
P18
P19



1. TEDIT ( ,

EZES OB - REMOBBROTDITIT, BRALEFCESWEBIERERBRD
BB, ST, FEOBERROERIC XY | MEERRR L OEFHZFIRERR
FEEMBEBENDF T, TROOEESR T BICBHERBEICRMET 5 Z L BBRED
B L 2o TR REMECEY L WEDEARS S 2016 (FRK 28 45 6 A 2 B REERE)
BNV TH, EFNEERSOERORBEIIEELNE L LshTWD,

FHRERRFERR T, BREASREM T v 7 7 A VBRRFEOERML L HLPICE
RBEZEBHDB, TORD, FMROREEICETIERRTSEET 5 ETOM,
LUHEEKROBEZBIZITA PRI NIBF L TERATS L L b, BYE

RAPRR L BRCBERXIGE & 5 2 L B3R A—E OB 2T ERMEE THEA

TAHIEBREETH D, :

Lo T, KA KA 2Tk, BREELCINETIELN TV S EZREZH -
ﬂ?%ﬁ%ﬁgd%\HT®E%%®%E&ﬁm%%ﬁ#é%ﬁﬁB%E&%#\%2
FROBEEEEZTT, |
.‘&%\Kﬁ%P?%VM\@ﬁﬁ&%k@%%@%ﬁ%ﬁé&%\&ﬁﬁﬂ&ABK

ERRRIEE S — R EEEAN B ABRNB ES R CARHEEEAN B ARERES OB
DY EER LT, -

WpEHBEER  F4 M —FAHEE 100mg (—#4 : A7 n ) X~ (#EiE

, : FHEHZ))

ARERDPRNIHR : BHEEANRE : _

HArhARERCRR . BE. BARE., a7 v X<7 (BEFlEfkz) LT 1
6] 200 mg % 3 FREIRIF XX 1 | 400 mg % 6 BRI T 30 R
A CARREEBIET B, 270 L, IEHBIREOHEIL. B 55

, B2 AAETLT S, :

& K 5t ¥ F - MSD RRAEtt




2. ARIORE, EREF

F A h—F BIEHE 100mg (—ik4 - RAT e ) Xv7 REFEBRZ), BT T
1 £vv5,) i%. PD-1 (programmed cell death-1) & %DV H > FTéh % PD-L1 KT PD-
12 L DA P EERETS, t MLigGs /7 u—FAHiETH B,

PD-1 88813 T MU S B R D Bk B 72 D2 S AMIR D F R 5 2 R A=
A A »FT, PD-1 1%, @BERREICBWTESER T HIEOMBRETDICRA L, BO&
BRSSO ALEULER SRR 2HET5, $72bb, PD-1 XV H v FEfE
ETAZLICLVRBEZRBICL Y/ PVEERZAICHIET 2R EAETH S, PD-LI
DEFMRICIIT BRBRITDL TN THH, £ OBAMITIE T MIECEE ZMX
HIF P BEICRILL TS, BAKMIZIITS PD-L1 O&ERTIL, BHlamE. BEEE.
FFARROHE. SRELRE. JE/ VBRSO L RBATFRARRTTHY | EVERFERL
DOABEBERRE S TWD,

BEONBADEERITH L PD-L1 %ﬁ@*ﬁf‘% A5, PD-1 & PD-L1 ORKIIIEE
DEBEERHC BV CEERBEZH S 2 L ATRRENTRY | FIERBARKROERN &
LTS TWn 2,

A1, PD-1 & PD-L1 RU'PD-L2 DH Y H > ROFEEMEETHZ LIck D, BE
B/ NBE R OB RAMREEN T U BRE2EE LS., UEBREZBEEE
T 52 L THRIEEDRERET D,

AFI OVEFBFICES BEDRERINIC X 2BHERSE R H bbb, EEXIIETIC
EéT%ﬁ#%é AR OHEEHFROCERERITIT. BEOBEZTHITITV, BESR
» bNIZHEITIL, BB L ERICR U BRI M8 & R 2 o ER LB LTl
.ﬂﬁ%%%ﬁ%ﬁw\ﬁfwﬁfﬁﬁ i X BRIEASEDN AL, BIBRERL
EVRIOBREEOHENIRME LT ) LERD B,



3. ERIERRMR
EMEAEOERFICIE 2T o ERBRABROEE LT,

[FHzhik]

OEMNE 1o HHABR (KEYNOTE-041 3#ER)

_ (LRI D 2\ SUEA B AT (RETEREEZ) CITF A EY hAvT 1 L), ).
BEERN2 LY A VETOHREREZ AT ARIBURT BB AESE 42 #
(EZNERENTI 37 ) %tBic, AK] 2 mgkg 3 BREIEKRE CLTF TQ3Wl & )H,)

BEOADEROEEMIBE SNz, 28, BTG CRBETRRED bh BRI,

REBEST 2R TERNED DNARVEDRBERIICEE L T 5 BE T, REIEDOE

BEHE CRBETIRD b3 ETAAIOREZMEET 5 2 L AR Shviz, EEFF

MHIEE Th AER[RECIST A FT A > L1RICESL EPS&#IJ@_ X 55248%5% (CR)

XIXESER) (PR)T 13X, 24% (95%IEFERM : 12~41) Tholz, BB, ERITREL

7-BREIX 10%TH o 77,

O/ FE N ERER (KEYNOTE-002 RER)

ALY AT L BIEEL AT HRIGEURTREZBMHBAERE L IRIT, KH 2
mg/kg Q3W 5K X 10 mg/kg Q3W #EDFER OVEEMDR, (LFFE (FANNRY
U TEYRIF, INRTSFU, RV EREARIHINKT T F+17 ) 7%
—’vzﬂ/ LIF NICC B 2\ 5,) 2xBE LTHRE SN, 728, EGRIHE CRABETH

2D L NEBAIT, FRET 2R TERIRD bR2VWEDRRMICEZEL TV S BE

it RECLEOESTM CREETNRRD b b L TARORE 2K T2 Z L AF
Bl X, FEFMERITSAEHE BT fos) Lv),) ROEEEAFHM (U
T TPES] & H,) L&, FAMEFREL LB L T, PFS 2 RRICER Lz,

#£1 EHERK (KEYNOTE-002 35R)

AH 2 mg/kg Al 10 mg/kg bR
Q3W Q3W
(180 #1) (181 %) (179 1)
mofE [A)] 13.4 14.7 11.0
(95%CD) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
0SS | ~NYF—FE? 0.86 0.74 :
(95%CI) (0.67, 1.10) (0.57, 0.96) -
P i 0.1173 0.0106
hmRfE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PES* | ~HF— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) -
P " <0.0001 <0.0001
CI: fE8EXME. *1: RECIST ¥4 KT 4 L1 JRICES S BABRBEROCBESMEIC X 57, -

*2 : BRI Cox HAINF— FEFMT & 54[:?—%%}: DR,

*3:BRlvn 7T U IRE




100 =
0 ] ——— &I mg/kg QIW
80 ] ——— &M10mg/kg QIW
70 _: E\“‘ iaalanid fbm
QS 60 T ' A o,
E 50 N \-\\ i
E =
H 40 ': ‘W\—“%‘“‘\‘ oy )
30—_ h“"“"*“"%m' oA
20 Lo
10 1
Q —pmmp—————y T T TS| R ) [l
0O 3 6 9 12 15 18 21 24 27 30 33 36
at riski _ EFEMIR]
## 2mg/kg Q3W 180 131 95 70 - 61 1 0
Z#110mg/kg Q3W 181 138 99 79 67 12 0
{LSPEE 179 115 80 60 48 9 0
1 OS ® Kaplan-Meier fi# (KEYNOTE-002 3RE%)
100 o
g0d = —— M 2mgrkg QIW
& 701
# 60 .
50 .
40
& 301
20 ]
10 . )
0 1 1 1 I 1 — rIL ~ .WIMEI
G 2 4 6 8 10 12 14
¢ ; ] :
at riski% ,.f\iﬂgiﬁmﬂﬂ (Al
##2mg/kg Q3W 180 - 153 74 53 26 9 4 2
FEI10mg/kg Q3W 181 158 82 55 39 15 5 1
{LeRE 179 128 43 22 15 4 2 1

K2 PFS O Kaplan-Meier Ei## (KEYNOTE-002 3ER)




@ FEIABRER (KEYNOTE-006 A5R)
LAY AT ICEBBERBEOROUIA Y AT EEER 1 VIPAVETOIL
SPRIER LA T ARIGIRARLEREAERE 2 JRIC, & 10 mgkg QAW 5K
- Ot 10 mg/kg 2 BRIRR CAT TQW] &\\5,) BEOHEMMERVEEMER, 1Y A
<+ 7 ERBRE LTRE SN, 2B, BRI CRBEITARD b BEIC, KEE
TR TERNERD bNRWEDOBEKAZEE LT\ 3 BF Tk, REILIEOE M
TEBETHED b3 E TEAADREZMEET 2 Z L BEL vk, ZEFRER
IXOS BEONPFS & &, AFZA Y 2= 7 LB LT, OS KU'PFS #FBICER L
77 ‘ : .

#£2 HHEFRK (KEYNOTE-OOG AR

A%l 10 mg/kg ZAl 10 mg/kg AEY AT
- Q3W : Q2w
(277 &) (279 #1) (278 1)
FRE [A] NE NE NE
(95%CI) (NE, NE) "(NE, NE) (13, NE)
08 | ~NTF— FH2 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P " 0.00358 0.00052
FoRfE [A] 4.1 55. 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS* $ ) /\—Hl\__ }:‘J:b*z 0.58 0.58
1 (95%CI) (0.47,0.72) (0.46, 0.72) -
p i <0.00001 <0.00001

Cl: E8EKX . NE: #EARA, *1: FHEFFEOT—F :20154E3 A3 80y b7, *2: EH
Cox lWHINF— RFEFAZLBA LY Ao T L OB, *3: B2 ST 7 HRE, *4: RECIST
4 R4 11 BUCE-S IS L SRR E R CIBBSMEIC X 556, *5: TR0 —
2 (W4E9A3IBAIY VA7)



100 £

90

80

- 707

& 607

# 50

fao] :

30 7 ——— F0mgkg QW

20 ] cem e F10mE/RE QAW
107 —— qvunwr

0 e rrerrerTr rrererrer T S —— ey precrrrry T
0 2 4 6 8 10 12 14 16 18

HEm Al

at risk¥
F&10mg/kg QAW 279 266 248 233 219 212 177 67 19 ]
ZFY10mg/kg QAW 277 266 251 238 215 202 158 71 18 0
AEULIT 278 242 212 188 169 157 117 51 17 0 _
K3 OS D Kaplan-Meier Hiff (KEYNOTE-006 a&)
100
90 ] o 1o e 25 10 kg QAW
80 ,: T mmmg/kg Q3W
& 70 APULTT
# 60
ﬁ 50 -
B 40 - "
% 30 . el
20 L.._I
10 7 -
Q e [T TS [T [rror T [T T b
0 2 4 6 8 10 12 i4
g
at risk2% AT IR (B
FH10mg/kg QIW 279 231 147 98 49 7 2 0
+#HI10mg/kg Q3W 277 235 133 95 53 7 1 1
AEULTT 278 186 88 42 i8 2 0 0

X 4 PFS O Kaplan-Meier fi# (KEYNOTE-006 3ER)



@EBRIERFENIAAER (KEYNOTE-05435R)

FLPBBEORT — VM B OEMEEERE (BANSHAZED) ZXRIC, Hik
B & L TAAR00 mg QSWREDAPMER VRN, 7T R ExBE LTR
A, EEFIEREERAFME GIT RIS 20 9,) & &h, AT 7
R WEB LT, RESEABICER LT,

T3 AR (KEYNOTE-0543R5R)

ZAF1200 mg 7SR

Q3W
(51441) (505%1)
il [A] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS™ NP— K2 0.57
(98%CI) (0.43, 0.74) -
P fE" <0.0001

Cl: EHXM. NE : R,

*1 : BREFEFEOT —F  2017€E10H2B b » b4 7, *2 . BRI

CoxtbBNY— FETNMC L 2T TR E OB, *3: BRlIw 7 Z U 7RE, Q3W : 3EHFR
# 5. NE : Not Estimated

100 -
90

—— ZFF200mg Q3W

- e

0 | M LU T T T HAARARALAY LARM \\7 T T
0 3 6 9 12 15 18 21 24

EEREFRER] -

392 313 182
323 264 157

at risk#i
A#1200mg Q3W
ISR

73 15, 0
60 15 0

514 438 413
505 415 363

5 RFSOKaplan-Meierfii (KEYNOTE-054338)

D AJCC (American Joint Committee on Cnancer) FHiZEE (B 7/R) WWESFEM. A7 —Y WA TR
BN DEEREN 1 mm BOEE DR,



[Z2i] -
OEWNE I b HRE (KEYNOTE-041 #5%)

HEERIT, 41/42 6] 97.6%) CRDLN, BREL ORRBREFTETERVEE
EHT. 3442 B (81.0%) 1EBD B, BEER %LU LOBHERIIFROLEY T
Holr,

24 FBIERN 5% EOBWER (KEYNOTE-041 RE) (R0 R ME)

- e
sRgrRil k4338 (SOC: System Organ Class) 5 r?% E)??Nﬁ:
" EAEE (PT: Preferred Term) , g 45%
MedDRA ver.20:1
(Med ver20D) % Grade Grade 3-4 ° Grade 5

BI{ER
izﬁff

BER BB IR 6 (14:3) 0 0
ZEEBHE 3 7.1 0 .0

. BEMERE 16 24%) . KB - EEOTH 26 (4.8%) | FFH#ERSE 3
B (7.1%) . FERAWEREE 2 6] (4.8%) . FRIMEREES 6 #] (14.3%) . infusion
reaction 1 B (2.4%) RO E 5K 1 6] (24%) BBRH BN, £z, *EP%"FE% (¥
Vo NL—REREREE) | BHREEE (RREMEMERS) | BIBEE. 1 ERR,
BEOREEE (RENERERER, AR, BEREES) | BE. Bk - EEHR
e, BEGESE, N - BEBEA. LRFR. S/ MR EERER, BhittEn
BROFRFRBIIRD bNAd-ol, ABERARTRRIIEEFS RAREEREZE
) R EUERRETRT, |

@S E N ERER (KEYNOTE-002 3ER)

HEESIT. 2 mg/kg Q3W B 172/178 41 (96.6%) | 10 mg/kg Q3W B 178/179 1 (99.4%)
FOVICC B 167/171 B (97.7%) 1B b, BREL OREBENEETCERVESE
BT, FREN 121178 6 (68.0%) . 133/179 4 (74.3%) KUt 138/171 5l (80.7%)

IR BTz, WTNOORTEREN S%L/U:@E'H’F)% XTEROERBY ThoT,



£5 WThH»OBECRERN 5%1).1:@5‘14’% (KEYNOTE-002 BRB) (R ITn & 5)

BERKSE (SOC: System™ (%)
: "2 mg/kg Q3WEE 10 mg/kg Q3WEE ICCH#
Organ Class) 178 4 179 41 171 %1
HAEE (PT: Preferred Term) =
(MedDRA ver.18.0) 4 Grade Gr3a(ie Grade 5 4 Grade Gr;ie Grade 5 4 Grade G;a;le Grade §
2RHER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0

B4 Y

Zifn 5 (28) 1 (0.6)
B i BRI A
FHRERIEAME

s 152

0 9 (53)
0 10 58 1 (0.6

(7.'3:)' 1 (06) 0 12
GhH 2 an 0 7

1.1 0 0 0 0 0 14 (82) 2 (12) 0
SERLTE 1 (06 0 0 2 (LD S0 11 (64) 0 0
KB LUR TRRES : : C
BAEAE - 5 (2.8) 0 0 (0.6) 0 0 35(205) 1 (0.6) 0
ERER 9 (5.1) 0 0 9 (5.0 0 0 2 (12) 0 0
Z D EEE 37.(208) 0 0 42 (235 0 0 6 (3.5) 0 0
3 : 21 (11.8) 0 0 18 (10.) 0 0 8 (4.7 0 0
BR BB R B 5 (28) 1 (0.6 0 10 56) 1 (06) 0 0 0 0
2FEHEaE 10 (5.6) - 0 0 9 (5.0) 0 0 2 (12) 0 0

723, 2 mg/kg Q3W BER T 10 mgkg Q3W BT W TEN TN, FMEMMERE 1 4
0.6%) BRON4#] (22%) . KiBZ - EEOTHI 1 (0.6%) RU6# (3.4%) | i
CREE (X5 - NALU—EEEE) 246 (1.1%) R0 6, FFEEEREE 13 4] (73%) &k
W15 6 (8.4%) . BHgREREE (RAMEMEMEBRE) 16 (0.6%) RU14H (0.6%) .
FRAMEEREE 1 6] (0.6%) B3 61 (1.7%) . FIRIBHEERESE 14 4] (7.9%) RO 15
%1 (8.4%) . infusionreaction2 #l (1.1%) R3] (1.7%) . BEEOKEESE (BB
RARRAERERE. STAEE. BREIEZ) 14 (0.6%) RO 161 (0.6%) | BEZ 141 (0.6%)
RBON0 B, EREGEEFIRODLH (0.6%) . K« BEELXOBIRT 141 (0.6%) .
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WONC B 5B 0 FIRT 2 41 (11%) BB b, i, BIBEE, 1| ZHERA,
Bide - BERCRRIARIE. L. RO/ IR IR, W R ORI
BY LDk, REWERARERAIBESS (RRREERT2ET) 2ADER
HRETRT,

@uEAE I ERE (KEYNOTE-006 RER)

HEELIT. 10 mgkg Q3W BE 264/277 1 (95.3%) . 10 mg/kg Q2W B 275/278 451 (98.9%)
T OV IPL B 239/256 ] (93.4%) IC@BH b, IBRE L ORRBRBEETCERVEETF
&t FNFEN 202277 5 (72.9%) | 221278 B (79.5%) e 187/256 fil (73.0%) IZ
BH LN, WTNLOBETREEN SBULORBHERIZITRO LB THhoTe,

#6 WTNHLORETRIEN 5% LOBHER (KEYNOTE-006 BB (RS ARHT 3 RME)

Bl (%)
|94 : .
SEBIASE (SOC: System 10mg/kgQ3WEE v 10mg/kgQ2WHE IPIR#
Organ Class) 2774 27845 ' 2568
HEAZE (PT: PreferredTerm) Grad Grad ‘ Grad
(MedDRAuver.18.0) %Grade 3ra 4e Grade 5 4=Grade ;a 4e Grade 5 £Grade ;a 4e Grade 5
‘ ZRIEA 202 (72.9) 28 (10.1) 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19 1 0.4)

0 10 (36 0 0 0

5 18 0 4 (14 4 (U4 0 16 63) 0
3 () 0 47 (169) 7 (25 0 8§ 31 o0
0 0 20 (72) 0 0 0 0

1 (4 0 28 (101) 0 0 1 04 0

11 6.0

18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8 0 0
e %‘i‘oJ:rﬁz‘f*A%ﬂﬁﬁﬁ% IR R PR T LT e e
B 32 (11.6) 1 (04 .0 26 (9.4) 0 0 13 5.1) 2 (0.8) 0
PR o 6 (22 0 0 19 (68) 1 (04 0 5 (200 1 (04 0
R & U TR S TR TIPS P A s B R
% 5 ERE : 39 (14.1) 0 0 40 (144) O 0 65 (2541 (04 0
B3 37 (13.4)° 0 0 41 (147) 0 0 37 (145) 2 (08) O
SEMENR 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

7238, 10 mgkg Q3W R 10 mg/kg Q2W BElZRWTEN LTIV, MIEMMIERE 4 6
(1.4%) BT 6 (04%) . KB - EEOTH 1061 3.6%) K134 (4.7%) .
BREE (X5 - NU—EERE) 246 (07%) R0 F, FAEEREE 14 41 (5.1%)
B0 23 4l (83%) . BREEE (RMEMEMERRSE) 24 (0.7%) RO 1 41 (0.4%) .
TEABERE 16 (04%) RO 16 (04%) . FIRERESEEREE 28 61 (10.1%) KRU33

11



B (11.9%) . BIBREE 16 (04%) RO241 (0.7%) . infusion reaction 7 % (2.5%)
BON5 B (1.8%) . 1 FUBEERSG 1 61 (0.4%) KO0 B, BEECKEEE (FREREIRAE
BB, SLTEALEE, RBELE) 0 BIR TN 1 61 (0.4%) | BES 1 B (0.4%) ROV 1 41 (0.4%) |
4% - BBURRARE 1 61 (04%) RUN0 B, BN - BEBER 0 IR TN 1 B (04%) . T
CRE SR (1.1%) RO 161 (04%) RO BN, iz, BEGENE. 0F
%, SefEtEi/ MR HEEBER ., WMAEE R OCARFRBIIR D bhiad oo, ARIF
ARFRRIIEEESR (BEREEREEZED) 280EHFRRETT

@ERLRFEIRRR (KEYNOTE-054 3ER)
BEFRIIAFIBETIL 475/500 1 (93.3%) 12, 7T B RBETIE 453/502 B (90.2%)
ICRB L7z, BRE: ORREEATETE RVWEEESRIT, AFIBETIX 396/509 4
(77.8%) 1. 7T EREETIL 332/502 B (66.1%) ICHEBE Lz, WTILhDH TREAR
- B S%LUEDEIERIITRDND L BY ThoTe, ‘

#£7 WThhORTRRAEN 5% EOBER (KEYNOTE-054 BRE)  (R2HMRiTi#REE)

# BB XK &5 E (soc Bz (%)

SystemOrganClass) AR Placebo®#

EAEE (PT: PreferredTerm) 50941 502431
(MedDRAver.20.1) 4Grade  Grade 3-4 Grade 5 %£Grade  Grade 3-4  Grade 5

396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4)

T 94 (18.5) 4 (0.8) 0 82 (163) 3 (0.6) 0
. 0
%77 9.4 0 0 34 (6.8) 0 0
S 143 (281) 4 (08 0 135 (269) 2 (0.4) 0
26 (5.1) 3 (0.6 0 16 (32 1 (02 0
PBERS L URA RS o He e e o
RAEE 51  (10.0) 3 (0.6) 0 47  (9.4) 0
LA T 26 (5.1) 0 0 15. (3.0 0
HRERE | -
. ERE 37 (71.3) 0 0 33 66 1 (0.2 0
FRIR SR BERRIS X UHERRREE
TR R 27 (53) 1 (0.2) 0 14 (98 0 0
BER L OB TR ‘
5 PERE 85 (16.7) 0 0 49  (9.8) 0
R 49 (9.6) 0 0 32 (6.4) 0

238, AFIBEC BV CRIEERERE 15 81 (2.9%) « KEEHK - EE O TH 23 41 (4.5%) |
FTFHAEREE 46 41 (9.0%) . BHREREE (RMEHEMEBRS) 24 (04%) . TEEHE
BEREE 11 41 (22%) . FRIRARISAEREE 105 6 (20.6%) . BIEHERERESE 5 61 (1.0%) |

12



1 BUREIRSS 5 61 (1.0%) \ BE DR 26 (04%) | #HJ - BRBUERMREE 1 61 (0.2%) .
BEg 2 A (0.4%) . EEFMENE 161 (02%) . DR 14 (02%) TN infusion
reaction2 % (0.4%) BB/ LNz, T, REE (X7« NV—EFEHSE) | EE
OREEE (REHBERERER, SV, ERORES) | MR - MR, f&ttn/h
R MBI, MR I R OSRIFERBEIIERD bR o Tz, ARIERFEIFIRILILE
EEL (BRREEEEZED) 2e8DEMERETT, :

13



[ - AE] ,

RIGEIR R B RAERE R & LN RRRER (KEYNOTE-002 R K&
TYKEYNOTE-006 :8R) DR, 2 mgkg Q3W, 10 mgkg Q2W KT 10 mg/kg Q3W
DNFNORAE - AEZBWTHARIOF SR OCREMIZEZRTRO o 21>
77e
AF O BEMBEDEEMETOFR, EXECERFICIBIT S 200mg QW RE5FKD
AUC s (EEIRRBIZIIT D 6 BRIORE-FFEEAR T IR ©PRME [10%5,90%
A1 mg-day/mL) i 2.16 [1.45, 3.04] mg-day/mL TH Y. 2 mgkg QW #ERFD.
AUC 6w (1.32[0.722,2.06] mg-day/mL) & 38 L. 10 mg/kg Q3W B 5-HFD AUCqs 6w
(7.49 [4.32,11.3] mg-day/mL) % FE-o7z,
EHRAERE YRR L LEARORBRIGHAFORKERE. RE SRk A& Q
mg/kg Q3W 5, 10 mg/kg Q2W 5 & O 10 mg/kg Q3W #5) D#EFH T AUCssmk
EAMERONZ M & ORICEARREEIIFRD bk o7,
AR OBEFEDBREFSAZAALELZY I 2 b—va kD, &K 200 mg &
Q3W. 400mg % 6 AR (LT Q6W) &\ 5,) Xik10mgkg (FE) 228
B AT TQew) & 5,) TERELEBOAROMFEPRESKRN I,
ZDOFER., AHK| 400 mg & Q6W THE LIZBROAF 0 EFIRIRIZIIT 5 MK
BB (LT TCugeel EVV9.) b1, 7K 200 mg % Q3W THE LIEED Cagss &
BT 5 EFHRIENTE (TR, £, AH 400 mg % Q6W TIRE LIZEOER O
EEREIZBIT A2 REBMEFRE (ULTF MCaxsl £VV5,) 1X. A 200mg 2 Q3W
TRE LD Cumss LHE L THBEZRTE FRENZbOD, BAANBEICE
WCHEAMNER SN TV B EE - AETHLAH 10 mgkg (KE) & QW TH
BEL7BED Coass & B L TEEZTTEFRISHE (TR, &b, BHERAE
BE X BITAK 400mg & Q6W TIRE L 71 FIFERER (KEYNOTE-555 #5R)
IV BN EIMEICESS EYERE T A—FX, Y2 b—va ik Y TR
LB 5 A—& LU L (TR), MA T, BROEEIZRIT SHRRKRR
BEARICESE | A OREE L ADMXIIREN L OBELZEFT 2BRERISE
FOBHEE S, AF 200 mg % Q3W XiX 400 mg % Q6W THRE LIZIRDREE
EAIERIIZEM L OBEIC OW TR SRR, LRORE - HEORTH
R DR EHICHARRER TRV FRIS N

14



R8 FEORGGE AT A -2

B RE | omy | g (uggm) ) o) | G
200 mg Q3W (58.55?'519.7) (27%/??8.1) (17;:,;'11 8.3) (91.97?-34.1) (49.2;,)';1 1.0) (30.1??1 A4)
400 mg QEW! (12;,21‘24) (32.%?;2.7) (10.11(,)’16 0.8) (142;;49) (50.51(,);7 13) - (19.?,);0.9)
4-0(()£?EJ$E6)W (1351.2,6'10 3I 6.4) NA (14,1:, '91§5,4) NA NA NA
10 mg/kg Q2W! (213?223) (14;??45) (11;}?21) (42:?233) (2727282) (19;?300)

t:0=2,993, 100 EDY I = b—¥ a3 VIZ kY BH S W BTEED FRE (2.5%4, 97.5%5) \ Cuax : F1E
BESOREMIERRE, Cug : WEHREHOTHMBEFBRE, Cun : PERSH (Y1 2702 BEH) OKEM
R Comes | EERBIE BT BRBMEPRE. Cogs 1 ERRBITIT 2 PHMEFRE. Crinss : EFR
RBIZ 1} A R AR M i R A )
156 BIOBMTIME (95%(EHRXMH)
§ 41 BIOBATTEEE (95%(ERKRH)

NA : %472 L

15




4, FERIZOWT .

RIS B R AR I T 2 AREM & L THERARERE (FIRE) %Y
BRTWEZ Lnh, YEMELENICER T IMRTHOILER DD, TOLT,
EELY X7 EHEFHE RMP) KEISE, AR OEEMBSMEETRIEE~D W/ kH2
HOMRTH > T, AFORENFE 2 BELDH - HEL., AAOREICL Y EER
BIVER 228 L IZBRICR e T 5 Z E BUERED, UTOO~QD TR TEHTHR
WWBWTERTARETH S,

@ HRIZHOWT

@1 TFiEo (1) ~ 5) OVWTNUNEEETIMETHDIZ &,

(1) BAFBKRENIEET S0 A DEOEE RS ERERFR A DI,
HUIAS A B BB AR, HURAS A B ERER 2 &)

(2) HeEisiembe

() HEFRMENIEET DR ABIEEAL (B ABFESIRERLE. 2 ABRESS
BRI, 2RSABRCEEERER L)

(4) ASRALIREE R RE L. S SRIEE LR ED R | USRS L SRk ik

| OWEREREIIR BB EIT> TV D HER -
(5) PUBMEERIALST & EME QMR EEITE 5 BHEIT> TV DR

®-2 %ﬁ%ﬁ@®k%ﬁ&&ﬁ@Wﬁ%ﬁﬁ@ﬁmk+ﬁﬁﬁﬁkﬁﬁ%ﬁoE%
(FROWTNNICHELE T S EM) 43, YEBFRBOFFNCETHROBREEL LT
CEEBEShTWnWsZ L,
% _

. EMRIFRES 2 FEONLTHERET L-BIZ 5 £ EOBABROBERIHEY
fToTWaZ e, 5b, 2FEUEIX, PARYEELZEE LERKEBEEZOWEL
fToTnsZ &,

o EMRTEREE 2 FONPHERZET LeRIC 5 FULELOREESBEEZEORE
FERBREFELTND T &,

®@ BRADERGFBREHROEHITOVT
EELEREHICHETIEAENREBE SN, BMECENLOFRED, A - &L
EHERZNEROBTEE VEMEZICTHT 2 iR, ﬁi$%z’)>%ibt Ok
E7 N %7%;%’%’75 NZITON A EHINE-TNBEZ &,
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® BWERA~ORISIZONT

@-1 BIfEASEREROMSEEICET 3B -
RGN B D EE R BWERSRAE LI, 24 BMREDEEROT., YERY

REERR BV T, R LZEWERICE U TAREEE U CT £ORWER DERITY

ERREORENY BFICELN., EbICHRTERERHNE-TWEZ L,

@2 ERFEFFICLIFEFESHSCHET RS .

BABERCED D MR ARROCREEE T 5 EREEEFBIERT=F ) v 7
REOEERORS Y == T RITVERE L ERELETE LT — 2EREHIPE
BEnTHWEZ L, 28, BEGHICOWT, BABE L ZOFRICHSICAMINT
Wan Ik, -

®-3 BWEROZELARIZELT
C BMER (BIEMMERICMZ. KIBK - NBK - EEO TR, BUER - A2 - fF
HeEREE - R4 - BGIER S 2, BMERSE (REEHEEBRS) | NowEE (T
EAMGEREE . PIRIMEEREE, BIBEREE) | 1 BERR. SLOBE. Bk R
PSR, HEk. BEEORBEE (PEUREETMAE. REHEIREREE, 27
HTBE. FAREES) . infusionreaction, FMZE - BEMEA. BEMEAE. WRESE (¥7
Vo NGRS | Ok, BEELRDIREE (Gefetki MRS MEREER, Wit
A, ARIFERES., EIRERES) | MIERAAEER. BE%) I LT, HRERXIX
IEBEE RS OB A T 5 ER L8 L (BIEROBETCXISICE L THRERUX
B2 ondEtichsil) | ELICETDRLER TE 2EHPIE-THNDHI L,
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5.

RERKRLRDBE

(B2t B ¥ 2 HH]

O TROBEZBWTHFOFMEN RSN TVD,

¢« A LEREREO LR WRE MEEREROH A BRIBURAER B B A ESRE

s EAYREORT VM B oEMEAEREICRIT AR MBIRE

723, BRAF BIFERZHTABEITBTIL, BRAF HEANC L ABELEE
TBHZE, ‘

- @ TRIEEYTIAFORERMERITEICOWTL, ZIiﬁlJUD’ﬁfJJTE#EE_Lé%LTIo

59, AROEERRLE R B,
s OMEMEES LR L TRESNIRE

[ZeeiizBd 5 HE]

@ Tnﬂkuxé?‘é BEZOVWTIIAFORENER L SNTNB L h b, REZTT

DIRNT L,
o FKEIDRS Vﬁbﬁﬂf@%ﬁﬁ@&é%ﬁ

%ﬁ%@ﬂﬁmxwaﬁtﬁﬁfé%%Kowfm;ﬁﬂ@%ﬁm%ﬁénﬁm
. MLOEFRRIRER 2 WEAICRY , BEELAMEERTIZLEBRETES,

. ﬁEﬁ%ﬁ*@AHXiﬁﬁwﬁéﬁﬁ

s BHEGRRECHER mbéﬁﬁﬁvﬁ@émm%ﬁrﬁ*%ﬁkﬁmk
Lok r@zmﬁaan5$%

. HORERAOSH. ULBMERE L ITERE O B DA A O ERED
HoHHBRE

o IRBRBHE (ELBMEBEEEED) 0bhHBE

v RBEOBREIERAEZETABE

»  ECOG Performance Status 3-4 &2 0 #3#&

Score

&2 ECOG O Performance Status (PS)

T

0

S ERLEBHTE B, FRAEALBEEEIBIRRITLS,

RERRIZE L WIEBNIEIR S h 223, SHITREET, BIEEPE> TOREEITI 228 TE S,
Bl BORE, EBEE

SBATRARECHSOFDED O Z L3 T X CHEEEMEZITERY. BRO 50%U EE~y FATEZY,

BONZADOHEDOEY DI L LMTERY, BPO50%UEEZRy FAKFTRIT,

Wi

BT RV, BHADEFDEY O LI TERY, B2y FAEFTBRIT,
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6. BEICELTHEEITREER

O HRATEZICMZ, BEREES NIRRT 2 ERS I E S EARF OB R EIEE
A0S HEREREZTLDICEBEL TrbERTH I L, :
BERBAEIC N b, BEXIZZ ORRICEDER EREEL OB L, REZE
TheEETHZE,

FERBERDO=R YA MZONT

@

®

REMRERD bbhd 2 L BhBDT, AROBREIH T > Tk, MIHE
W (B, FEREEE, W) OREERUEE X SREORES., BEEZ T
BTATE Tk, k. BESCTHE CT, AE~v—V—%0REZERET .
T &,

infusion reaction 232> BB = & 3% %, infusionreaction 23738 HALZIHE I
i, EERREBEITO &L b, ERAEET 5 TREOREBE B
THZE, \ ‘

FURBRERE S, TERASREEERORIBHEREERNHODNLEZLBEH LD
T, AAOFSEBRTR O SRR RS WIEERE (TSH. it
T3, WEBE T4, ACTH, M=V F Y —VEQRE) ZEETDHI &,

BIFERTA . JFAE., FFHEEREE. Tk, BHBERB D ODNEILBH D
DT, A OBEHMERTR O L HIE I ELRICITHERBMRE (AST, ALT,
y-GTP, AP, B UNVEVEDRIE) ZEBTDHI &,

AEHER (MEPARWNMIEZERGEXEZED) SOEERBEERHLDND
TLBBHBDT, EHCROBREOFELHRTI L, . ROEFER
B LNEHEAITIE, BPNCEREEEZZR T OBELHEETH L,
AFROBEIC LY BEORERINCERET 3 LB X b ks RREBECRER
RHoLbNdZenbb, BENEDONLZEARIE, BRLEERIILTE
BEMFR 2R L RRE HOEM & B U CEORERNRI TV, BEDRE
FSic L ABIERREDN 3 BAITIE. AFORETHE, RUBIBERESR
NEVRIOREELEBTEZ L, 7B, BIBREFRNVE L DREICXYBIE
HOBENED bRRWVESIZIE. BIBEESNVE S 02 miE OB M
HERTDH L, :

WERTHR. TR OE» ARB L THrLEHERARRRATAIZ LR H D7D,
AR OBERTRICHLBEAORBRICTDITERT D &,

| BUERR (BIE 1 BERB 2 aTe) Adbbbh, BREES h 7Y F—U R
KELZENHBDOT, AB. B, BHEOEROBRLMPFED LFITH
SEETHI L, | BERFEARDNSASIRELPEL, A VA V8
KO 5LEOHENRNEEZITO Z &, '

RIGR R Bl R AMBRE ICHEAT A BICIE, AROBRRBRIZBVT, &5
BEREHN D 3 ALIA. ZRUARRE, BEBES S 1 EMIE 6 BB Z L ICADEDF
HEiToTED & 2BEIC, ARSI EHOICHEOHEREITI Z L,

=AU OB B AIERE ~ OIS BBIEE L U CHERT 3BT, AF OBRK
RERICRNT, BEBEGHDEBERET 12 BEZ L CAMEDOFTEETo TV
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L RBElD, AFOBRETIIEHMICHEOCRRELTO 2 L, B, %M
B LCHERTAEAIIL. AROBREHRIT 12V AETETHIE,
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BEEREET A K1
Ra7nr Y A<7 (BEFHEBEZ)
EIA %A B3 R 100mg)
~EHREROF Y UNE~

ERR2 91 18 (448 AKET)
| L EAYEE
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A o e

X E®HIT

AENIDORE, TERKERF

R PR AR

}}’@?&L:OD\T
BExtGL R BE
BEIZBELTEETNEEFH
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P7
P9
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1. Ui _
EXEOEFNE - BREMOREROT- DL, T TEZRESWEBERERIRD
bivd, S5, EEORZEEMOESRIC LY, HARERR R EOEFRIZLSTHRIERE
FEELPARBENDIHT, INLOERMZECVNERBERET S Z L3RR
BEL 2o TR BEMBOEE L WEDOEARITE 2016 (FAL 28 4F 6 A 2 B MRERE)
KRVWTYH, EHNERLSOFEROREIHEEEZRZZ L EINTNS,

FHRERABFERRIT, REERCREE TR 7 7 A VRRFEOEER LALMICR
RBZERDD, ZORD, BIERVEEMCET 2 BN+ EET 5 COM,
UREEROBRELZRIZIT L I ERHGFIhPBF IR LTERT S L L iz, BIfE
RADBRER LB LE xR E & 52 LR R— EDEG L T EREE THA
THILIEETHS,

LieBoT, AHA FTFA Tk, BREBELINETEEBLRA TV A EREEY -
BEHRHIICESE, UTOERMORBREAEZHETIEA»OLEREH, B2
FROEEEEETRT,

SN N A (A MjﬁﬁﬁkEﬁmﬁﬁﬁﬁ@Aﬁﬁ AFFFEANB A
JERERERS, —BREFEA B ARKBERARES R O—REFEAN B ARMRER OHH O
b EERE LTz, ) : -

KB L RDERE : $4 P —FARBE 100mg (—f%4% : RaT7n ) X~v7 (Bis
THA#RZ))
HELROMENIHR : BRIBRMEO TR F Y 3 E
NELLAREROAER - BE. AR, a7 n) Av7 (BEFHEHRZ) LT 1
[E] 200 mg % 3 @RIFFREXIX 1 [B 400 mg % 6 WEFR T30 2 |-
DT CARREET 5,
3% & : MSD X4t

RiE R

b

i




2. ARIOKEH, 1EAKF :

XA MA—F BFEFE 100mg (—R4 a7 n ) X<v7 BEFHMZ), UT K
FlJ £v9,) X, PD-1 (programmed cell death-1) & Z DV F¥ K TH 3 PD-L1 L PD-
L2 L OB ZEEEET S, © MhlgGd £/ 7 u—F A5k TH 5, .

PD-1 RBEIE T MRS B AR > bk B 7o DI S AFRBE 2SR5 5 /2 508 4
R A v FT, PD-1 1%, BEAREBICE O TEERE T MROMEETICRERL, HEA
ERS % SO ABELBRRI 2B RIS EHT 5, bbb, PD1 XY Hr FERk
BTAZ LIV RARSERICL DV IV ERZAICHET 3 SR8ETHB, PDL1
DEFHBRICBIT 2ERITLTNTH IR, £ ONAMBETIE T MBEOBHE 2L
ZIFEBRICRHEBAL TS, BAKMIRIZEIT S PD-L1 OERBIT. SHIAE. BiE.
FrMaRREE. DRESE, FE/NMRRITE 2 & 04 RBRATPFREARRTFTH Y, REFE
L OREEREE STV 3, '

EEORADERNTH & PD-L1 BROMAEMES S, PD-1 & PD-L1 ORKIIEES
DBEERIC BV CEEARRBZHE S Z L RRINTEY . Fie 2B ATEEOER &
LTSN TV,

AFIit, PD-1 & PD-L1 RU'PDL2 O ) v RORAFHEET 2 Lick v, BE
WUNREROEESEOMISESENE T VL SREE LS, FIEBAE % BISE L
T 52 & THEEBNRERET S,

AR OEFAMFICE S BEORERIGIC X 2BIERSRD bbb, EE NI
EAOTREENRDH D, AFROBREPRUERERITIZ, BEOBEEL+HITITV., EENE
D BRBAIIE, BB LEFRICE U EMM Mm% L BRE B OEM &8s L OE
g 21TV, BEORERIC L EWEANEDN 3 HAITIE. BIBKRE RV
ELEIOBRELEDOBEHRNBEZITOLERD B, ~



3. ERERRRE « | |
BRIERME o &M ﬂ< ) URBEOEARBEICEMEZIT o ERERERO
BB ERT,

(FzhtE]
ERRILFE DFERER (KEYNOTE-087 3RER) o
BRXITEEEOEHAR DX ) VN ERE Q106 BAAN104612ET) OLUT
D320 aF— b ENBRIT, AF 200 mg 3 BEERE CLT Q3w w5, ) #ED
APRROREMNRE S hi,
- BEEMBMABERITRIC. 7Ly YEi~r RFFUICLBEREZ B
# (a&— 1) ‘ .
- ARELSMEABEIEERE THY ., MoT Lo YRied RRF UL BEEY
ZiBE (ak—1h2) _
- BREDBRIRBEEITRIC, TV YR v<T XRF ARSI (—KRIBEX
R EEEEDO—RLLTOT LU YFUvT REF UL BRITARIIEE 2
W) BZIFTWRWEAE (aFk— R3) ‘

28, EERFHE TREBETIRD NIRRT, REETEZ R TERSHED b2y
FOBARMICEE LT3 BE TR KELROEGE CRBETIBO LN ET
AR OS2 MEET 2 Z L BFEEL Shiz, EEFHEEE THH2RPE (UFT IWG
criteria (2007) 1ZE-3 < FRHAFEIC L 57ELFH (CR) XiFWMALES (PR) OFIE) i
R1DOLBY ThoTe, 2B, BAICRESNIBAEEDHIL, WThoar—1b
20%ThoTz, . ’

1 HLHERSM (KEYNOTE-087 BB

ak— k1 ag— k2 agk— k3

(69%1) (8141) (60%1)

7253 (CR) 15 (21.7) 18 (22.2) 13 .(21.7)

% Ho%E% (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) BE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) . 3 (43) 17 (21.0) 7 (11.7)

Rl BE 3 (4.3) 2 (25) 0

Z2h% (CR+PR) (%) 72.5 65.4 66.7

- (95%fEREX) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z21%] )
ERRIEFSE D+#RBR (KEYNOTE-087 #ER) 5
BAEELIIRRAEM T 202/210 ] (96.2%) 1278 b, BIWERIX 144/210 4 (68.6%)
TR bivlz, BEHEN S%ULOBWERIZR 2D L BY Thotz,

%2 BEENR SULLEOBWER (KEYNOTE-087 BRI (2Lt Sam)

BERIXSEE (SOC: System Organ Class) {ggﬁg/{i
EAZE (PT: Preferred Term) - ( 21041
(MedDRA/J ver.20.1) "% Grade “Grade 3-4 | Grades
23

e, FIEMEMERRIZ 6 1 2.9%), KBSk - EEOTHNZ 3 # (1.4%), HiREE

(FT v« NU—EEHE) 1214 (0.5%). FFEERESII S A (3.8%). FIRIRMERE
B 29 4 (13.8%) . T 4% - BRACAHRAARAE VX 2 1) (1.0%) . infusion reaction 1% 17 51 (8.1%) .
SESERIZ2H (1.0%) ROLGHRIX1H (0.5%) TROLNE, £, EEOKE
BE (REHEREREE. SWA. EXEES) ., TEEARERSE, BITHERES. 1
BIERYG., BHREREE (RAEHENTASE). R BEEMEIE. MK - #IER. &
T/ RIS HERBER . A MR M R OSRFERREBIIFED b oz, RBIERAFER
RIIBEEESR RRREEEFEZED) 220K ERETT.



(A - AE] -

FROBEREYBRETNVERIBLIEY I 2L —a XY 4 200 mg %
Q3W, 400mg % 6 BRI (LLF TQeW] &5, ) Xik 10mgkg (RE) % 2:8H
BfE (LT TQewl L), ) TRELEZBOFFOMBETFRESRII SNz, TORK -
R, AH 400 mg & Q6W THRE L BEOARI O EEREBIZIT B FHmEPRE (2
T (Cavgssd EVV5, ) iX, A& 200mg % Q3W TERE LIZFED Cavges LEELT 5 & T
Enhie (FR) , £, &% 400 mg & Q6W TIRE LIZBOAF DO BHERBICE T 5%
BMIEFRE (LT [Cromssd EVV9, ) 1E, AH 200mg 2 Q3W THEE LIZFRD Craxss
LHEB L TEEERTEFRESRE b0, BAABRZ IRV TERSHIERSL T

- DRE - BETH DA% 10 mgkg (FE) % QW TEE LIZEED Cuaxss & B LT

EERTEFRENE (FR) . &bz, BEREAEBRE ZRICAHF 400mg & Q6W
THRE L7z EHERER (KEYNOTE-555 3ER) X V&5 7= ERMEICE-D < EEhig
RIA—FF V32— aVRED TR LEEDBER AT A—% LRE L (TR),
Mz T, BROBEICRT 3 BRRREEICE S, AFIORFEE & AHE IR 2%
L OBEE R ARERGEF AMMEES L, A% 200 mg & Q3W X i 400 mg %
Q6W THERELEEBOBREE L AR IIREM L OBEIZ YW TR SRR, L
RO - FEOR TEDMER NZSICHMRER TRV & TRl S,

£3 FHORYBENRTRA—F

it BE | o | g | e | Gee) | o | Gem
200 me W' “82?3197) (27-?7?.298.1) _ (17};?'11 8.3) (91.97?';;4.1) (49.?;(,)';t 1.0) (30.35??1 4)
400 mg QW (12;,2?24) (32.3)??2.7) (10.11(,)'16 0.8) - (14221;49) (50.51(,)'57 1.3) (1933?30.9)
40?£?§J1QIE6)W (1351.35,6'10;6_4) NA a 4.1:, ?; 4) NA NA . NA
10 mg/ke Q2W! (2132223) (14;41145) (11;1?21) (42:2§33) (2727382) (19;,9;00)

¥ :0=2,993, 100 HDYS = b—v 3 VI X ) BH S N STEHED FRIE (2.5%R,975%R) -

Crnax : *}JEE

EHORBIMBEFRE, Cup : DEREHOTHQEPBRE, Cun: WEREE (T4 712 REH) ORERTE
EP%E\ Crnaxss %f%"%ﬁg B 6%Em?§qﬂﬁg\ Cavg,ss H ﬁ;’ﬁﬁﬁ%l:?&ﬁéﬁﬁﬂﬁﬁ’ﬁﬁ\ Chin,ss : E%‘ﬁﬁébz
BT 3 REMFPRE '
I : 56 BIDBMTINME (95%FHEXRE)
§ 41 WJwaﬁﬁzFﬁjﬁ (95%{n%§l:l“])

XL




4. FERRIZTOWT
w%#khfﬁﬁﬁﬁﬁﬁ(éﬁﬁﬁ)#%ﬁ%ﬂf%é EhD, BERELE
PIICEBETE MR THIMLERD D, TOLT, AFORENEY 2BE LU - 5
L, AFOREIZ LV EEREWER2RR LEBICHRT 25 2 L RBERED, UTF
DO~@DFTXTEMETHRICBNWTERT2ETH 5,

@ RERRIZ DN T

®-1 TE®(UAVG)@W?h#~MéT5ﬁ£T%6 &,

mn E @kﬁmhi#ammﬁ&ﬁ%ﬂﬁrh%Cﬂﬁﬁ%mh S AR,
mﬁmm SR L R R %ﬁ#h SRRl 2 )

(2) FrEMRERRE

() HEFROESEET SRADIOEERE BAD %@%ﬁﬁrh B ABREE
Wb, BAREEEHEEREER L)

(4) ARALFFIEZELRE L, SSRIEBLZRIEDRE 1 XS SRIES LSRR R
2 OIREREIR D BHEIT-> TVWHHER ; N

(5) TLEMEEE %'J&&ji”&fj%ﬂl]%i@ﬁ@ Ei’é&d&fﬁé}ﬁﬂj&ﬁom\éﬁﬁﬁ

@2 HHREOFIFVY //\BE®4E%f§{£&(}ﬁlﬁ’ﬁﬁﬁ§§ﬁﬁ@xﬂ5k“l* 53 TR & AR
BEFOEM (FROVWThMNICHEL T B EM) 2. E%E%?ﬂd)ﬁﬁﬂkﬁﬁ‘ﬂ‘éi“%@
BELEL L TEHEEENLTNDZ L,

x

o [EEREFEG %2&@@%%@%%Tbt%ksﬁukwmh%%wﬁﬁﬁﬁ%
TFoTWdZ L, 96, 24U, BARYERELZ L LEBKREEZOWMESR
fToTWaZ L,

. EMGRIFRES 2 EONBIMERET LRI 4 £EU FOBKRERZE LTINS
L. 5b 3E LT, ERESEIEIEE O A YIRS 2 & TR IR O BHE
BT~ TCWAZ L, . '

@ BREAOERMEREBEOKHIZOWVT

EERMLERERIETTIELEPEE SN, BEEENLOFRERD, A&
EMERFHNFROFTER CEMEICKT 2 FHRRE. FEFEPRELEHEORSE
E£%, ERHONITONIEFNE-TNE T L,




® BWER~DO®RRIZHWT

@®-1 FEREHICET 2 EH _
MEMEHEBREOEERBERABRA LBIC, 24 FEZEERO T, Y%MEERX

IREEBERICBW T, BERLUEZEHERICE CTARSER O CT £0BIERA &R

ERREOKRSY AHRIZBE LA, BEbICKHSFIRERERIRE - TNS Z L,

@2 BRUEFEIC L A BFFRAIGICHET 5N

RABIRIEED 5 FMN2ARR UKL AT 2EREFEPBIERT=2) 7
EEOIERDR S Y == 7 EITVEIBE L R 2 A TE 5 F— 2AERGHIBE
BENTVWB L, 28, BREHICOVWT, BABE L ZORKRICHICEMENT
[AL-Rp-N NG |

®-3 BIER OBErexsIcBE L T

BIER (MEMRERICMAZ., KBK - /DMEK - EEOTHL. BIREFX - FFAE - §F
BREREE - T - B LMEREE %, BHEESE (ROTHEMEERS) . NHWEE (T
EHERE. FRIEERE, BIRHRERS) . 1 ERR, 5L 58K, Hik - B
FAARIE, BER, EEOREESR (TEURKERMMERE. REHERERE, 2L
CBE, BHXREES). infusionreaction, MM - BEELK. EEMENE. WRES (F¥F7 -
NU—ERHE) | LHk, BERZMEEE (GoEtkf/ MR RN, Wi,
TREFERS ., EIRRIERAES) . MIRERIEERE. BES) o3 LT SRR ULERE
RSB OFEMMEEF T 2 EM L EE L BIEROBECRICEL THRERUXEEZZ
TohdfFcHsZ L) | EHLICHEEZABENTE 2EHPE-TVWE T L,



5. REXBRLERDBE
[BAZEi B4 5 F ]
O BEELHMBRBEICEREX iKﬁﬁT@@ﬁ%X RO HRIF VX )
NEBEFZBOTAAOEDEI RSN TV D,

@ TRITHYT D BEICKT 2AFORER OERFIECOWTIL, xm@ﬁwﬁ»
L ENTELT, AFORERZ LD, '
o (LFRIERIBROBE,
o fLOMBEMEER & O,

(241 BE+ 5 FE]

® Tﬁhmé?é%%kowfiﬁﬂ®&5#mu&éhfwé Lhb, BEELT
bianz b,
o AEIOESITH LIBBREDBEFROH 5 BE

@ HRERIOFEICS N TTRICEE T BEHITOVWTI, K%’Jwﬁﬁ-ﬁ?ﬁé’céﬂfib\

B, MOBERIRENROEAICRY . BECARZFERATIZILE2ERTE S,

o FHIEMMRBOAHFX iE%ﬁEU)Xbéﬁ%‘

o AEEGRE CRER 2R 5 BE R UIEEIM O KU R iR R ﬁ%/‘
£ D fifit »-ﬁrfizﬂﬁz’)l?% Bﬂé%%‘

. HEAEEROLH. ULBHMARE L IXEREDHE Eﬁrﬁ%@%ﬂiﬁd)
HoHBE

. ERBEE GBhBHEBHEELZE) OHLBE

o REEOBSEIIBEEEETLIAE

~«  ECOG Performance Status 3-4 EVDBHE

‘(m) ECOG @ Performance Status (PS)

Score | EFE

0 | 2<BER{EHTEs, BRAMLALREEENHIRRITZS.

AR LWEBNIRIR SN2, SITHHET, BIEECE > TOERIAIT) Z &0 TE S,
Bl BORE, FHER '

BATTRETHAOHOEY DI L E TR THEBEAELRITERY, BHO 50%A L3~y FATEIY,

BoLhizESOEDOEY - L LMTERY, BHOD 0% EFy FOBFORIT,

B W | -

2LBIT RV, BADFOED DT LiFL TERY, TRy FIRFTBRIT,




6. REIZBRL TEETNEHE ’
O WBANIEZICMLZ, WERFEEE PRI 2 TSI E-S & FH ORIER B IEM
AOEDIMERERL THCEBE L THrLERT B L,

TBRRBILRIZSEL B, $%Xi%®§ﬁuﬁﬂéﬁvfﬁié+“mﬁb RAEz5E
ThoRETZZE, |
ERBIERDO=XP A Mo T

)

®

BEMEMEERS b3 R B0T, AROBREIZH T > TiX, FIHE -
%(éwn PR IR, W) ORERRUEE X BRECEKS, BiRE+
SIATS 2L, £, BRERSUTHE CT, if~—V—S0RELERT
5Tk, ' ’
infusion reaction 3% 5PN %5 Z L A3 B, infusionreaction 23580 LT LAl
i, ﬁ@&m%%ﬁﬁkaﬁh FERSEET 3 CREORREE TSICRE
THZL,
ROIR B e %\?ﬁ%&%ﬁ%&@ﬁ%ﬁ%ﬁ%ﬁ%%bﬂé:&ﬁ%é@
T\KH®E%%%%&UHE%%$ﬁﬁ%%ﬁﬁﬁ%ﬁ%ﬁﬁCEH\ﬁ%
T3, W8t T4, ACTH, P avF Y —VEDRIE) 2#EET5Z &,
BUERFZ. FFAL, FFHEEER. FFR. BIHBRERRSLLhEZ B H S
DT, AR OB EEERTR O 55 X ERRIC I ERZE (AST. ALT,
v-GTP, Al-P, P UL EVEDRIE) 2E TS &,
FEIER IEARVIEEREREED) SOEERREERHLDID

';&ﬁ&éwf EHNZRBOBREOFELHERTHI L, £/, BORER

RO LNEEATIE, EOLEREEL ST Lo BELEETH L,
Kﬂwﬁﬁ IV, BEOCRERIGCERT S &EE 2 b Aik4 RRBORE
BHLONDZZENDE, BENRDONEBEIIX, BRLEFRIIS LR
BRI A & R A O ERT & i L CE R BRI 21TV, BEORE
KIS X 3 EHER B BN 5 BAITIE, AFIOEREIF L, RUEIERER
NEVRIDRESEEZEETAZE, 2B, BIBRRESAVEVOREICTLVEIE
FIORERBS HN2VEAITIE, BIBRERVE Y LA OREIHIH OB
bEETDHI L,

BREKTH, ZBRLOEIARBE L TOrEWERRRBATAZ R H A0
FROBEKRTRIZCHLEWERORBRICHARRERTDIZ L.

1 BIBERE (BUE | RIERB 2 2h) B bbh, ERRES FT YV F—v X
WKEAZERHZOT, DE, B, %&%@Fﬁ@%ﬁ%mﬁmwrﬁm+
DEBTHI L, lmﬁﬁfm%bht IiEEREEHRLEL, AR VEL
RoBRELEDOFERWBEZITO> Z &,

ARIDBERRBRICBWT, BERGEND R BT L CHEEOFMEITo TV D
L BB, ARBREFRIEHNNICEBRECTHROERZITI Z &,

10
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Bt s 1 K54 v
NAaT7ul X=7 (BInFrE#Z)
(R7E4 : ¥4 M—F RIE#HE 100 mg)
~ R LR~

TRR2 94128 (SF448 AYET)
B4 B
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AFI DR, 1ERBF
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1. XC®iT

ERLDOEDME - REMEDOHEFRDT-DITIE, BRATESICESWIBEERFEHAIRD
bhvd, EbIC, EEOHERITOERIZ LY, FLEERRZR & OB 2 BTHRIERE
FEELBEBENIFT, ZNOOERLEZEICLERBEICERMET D Z L PIRED
BEL o TEY BRFEMBGER L WEOEAFE 2016 (ERK 28 45 6 A 2 BHHERERE)
IRBWTH, BEFHNEEREOHFERHOREIEELRLZ L L INTVD,

FRERRFERRIL, BRIEASRER T 07 7 A VEREOERR L AL IR
@5:&ﬁ%5°:@tb\ﬁﬁﬁ&@f@ﬁm%#%%ﬁﬁ+ﬁ%ﬁ?5i?@ﬁ\

BEEROBELHZITE I LRSS BFICH L TEAT S L L bic, Btk
)ﬂm%ﬁ LIz BRxth e e b2 L zx—fﬁ R—EOEGER T EREE CHER
THZENEETH D,

LB 2T, AKHA FTA Tk, BREECINETIC/ON TV DEFRZM -
BENRHICESE UTOEEMORERERZHET DBRNDUERENR, BX
FROEEFEZTY,

B, BAHA FTA ik, BIATEIEAERREREFASIEE,. AREEEARER
RREE TS, —REEEAR K%;D{Wﬂl: B O—B4EEiE A B RMRBHZESOH
ﬁ@%kﬁmbto

B L RBERRD A b—FAFEEE 100mg (—&4 : _aT 0 ) XvT (B
TR %)) :
HBERDDMNADE : B AACFRES TR L2 RIGTERR 72 R B LR
HNBERDABERVHE  @BF, BRAKIEK, a7 n) X<7 EBEFE#LZ) LT 1
B 200 mg % 3 WREIHFEIX 1 [E] 400 mg % 6 BHEIEIFE T 30 2/
D CREFET 5,
¥ % : MSD A&ttt

HEKR

ch

fak




2. ABIORH, /EREF

FA bV—F RHEEHE 100mg (—iR4 AA7u)2v7(ﬁh%ﬁmx)uTT$
j £V 5,) . PD-1 (programmed cell death-1) & %D VY & N T % PD-L1 KU PD-
L2 & DREAZEEMRETSH, b Mbigbd £/ 7 n—FAHHETH S, '

PD-1 81 T MBS AR ARHIAE D> & A B T 1T 48 AR 2SI 3 B S 72 S il
ZA v FT, PD-1 i, BERREBIZIEWTESE T MIoMiaEE I cRE L, Atk
ERS 2 ES U AMNEUTBR R RERIGZHIET 5, T72bb, PD-1 XY R
BT AL I VRARSAKCL S VS MEERAICHIET A2 EKTH S, PD-LL

EEEZBICBITARBEZDTNTHER, £ OBRAMMRTIE T MIROBX2Mm2
HIEPERNCRBE L TWA, RAKMIIZEIT S PD-L1 OEFBIL, BMIE. BiRE.
FFApaEE, SREE. B/ MRRMER EOEx RBRATTRARRATFTHY ., ﬁw$f4
L OMBEENREINL TS, A

EEONRADERNTH & PD-L1 FHEOAMEMA S, PD-1 & PD-L1 ORRIIES
@ﬁf@ﬁ’ﬁwTEE&&%&EB:aﬁ%%énfﬁb\%k&ﬁh%%®%%k
LTS TW3, '

ﬁﬂmImleHHA&UHHJ@WJﬁ/L@#A%mifé LTk, EE
1 NE B T DB RAOMIRREENE T V2 SERPERL S, HIEERE 2 BEEL
T3 L CHIEBNRERET S, ‘

AFIOIEFBFICES < BEDRERNIC L 2BIIEA%S.R S bbh, BEEXIFETIC
EARRER S S, AROBEPRGERERICIZ, BFEOEEL 0TV, BESRE
W BNEAITIE, R U FRITS USR8 & B RO L LTl
IR 2TV, BEORERIGIC L ZEHERRRDI AT, BIBKRES/L
ELHIORELEDFENRNBELRITH LERD D,



3. ERPRERAR ,
D AALFIRIE R I E U T ARIAIBR BE E%J:BZF: DAFBRFICFHE 21T o Tz X2
BARRROBRE L T,

(& 2htE]
Ep S MAEAER (KEYNOTE-045 3R5%)
7T F AR E T L REER 28T 2 RETETHEX iiﬂ%t&@ﬁﬂ%hﬁi{“ B
542 B (BARN 52 Bl ZE&Te) ZXRBRIT, A% 200mg 3 BEIFMR (LLF (Q3wW) &1 5,)
BEOHMEROREMN, {LFRE (7 ) 238, FEHZ X&)V XX vinflunine)
TERRE LTHRE S, B, B S R BEITARD bR AT, BEER
BRTERAED S ARVWEDBRIICEE LTV 3 BE T, RELIEOERFTE T
REBETRED LN ETAFOBREG 2G5 Z L BFEEE S, ZEFHMEEBIX
2AGFHE (0S) ROEHBEAGFHE (PFS) & Si, A im%ﬁ{f& H# LT, 08
ERRKERLE (R1RURD .
" ISP RAR SRR (—RER) RICRBETERDLEE, RUOTSFFRAY ST
L3EERIEIT X A AT - A REBNLSERRIREE 12 0 A DINICES L BERRD AR b,
*) : RFECIE vinflunine IIRERTHBH, N7 VXX AT REZFEALOWTNNERIRL
17



# 1 KEYNOTE-045 BRBR DA MR ,
: A7 200 mg ([ Re==37
- Q3w _
(270 #1) (272 1)
ost gl [A] 103 7.4
(95%{EHE X ) (8.0, 11.8) (6.1,8.3)
NP KRt 0.73
(95% (5K ) (0.59,0.91) - —
P fs 10.002
PESTl HafE [A] 2.1 33
: (95% =38 X ). (2.0,2.2) (2.3,3.5)
AP R 0.98
(95% 5 HE X ) (0.81,1.19) -
pEs 0.416
P R DT —& (201689 H T B » v A7
t: BB Cox MY — RET N K BLFPHRIE & DRk
S:ERIn T I RIE _ :
I': RECIST 71 FT A > 1.1 BRI E-S SIS
100 7
90 -
80"
70
£ 60
50 7
3 407 ' ‘
20 — smmomg oW e
10"‘ P -
0024681012141618202224
at riskfX el -
AA200mg QIW 270226 194169147131 87 54 27 13 4 0 O
{pemsE 272232171138109 89 55 27 14 3 0 0 O

1 OS ® Kaplan-Meier Ei#f (KEYNOTE-045 35)




(4]
ERLFRF MM (KEYNOTE-045 3#ER)
HEESIIAFIFE 248/266 B (93.2%) R UOMLEEER 250/255 B (98.0%) ICRBDHH
. BITERIZZNEH 162/266 B (60.9%) B 02230/255 fil (90.2%) 158 bijz, A&
KB CRBFEN 5% UL LOBWERIXTRDO L BY THoT,

C#22 RBEN S%IULEDOEWER (KEYNOTE-045 3B = (R SMm)

S2prRI K43 (SOC: System Organ Class) witﬁj(g)

HEAEE (PT: Preferred Term) 266451

(MedDRA ver.20.1) "2 Grade Grade 3-4 Grade 5
ZRH 162 (60 k) |4 (L)

THI 24 9.0 3 a.n 0
=iy - 29 (10:9) 1 0.49) 0

2 (83) i (0.4 0

728, AFIBC BV CRIEMERRR 10 £ (3.8%) . KIBXK - EED TR 741 (2.6%) |
PREEE (XTF 2 - NU—ERRE) 141 (04%) | FFHREREE 14 61 (53%) . FIRR
HEREREE 23 4] (8.6%) . BIBHREREE 141 (04%) . BHREEET (REEBEMTR
&) 141 (0.4%) Kt infusionreaction1 B (0.4%) Wb bz, F7z, BEEDOKER
= (REMIEIRERR, SN, BREES) . TEREERE, | ERA, BA.
e - BROUEARIE, BEGENE. LBk, B - BEEL. 5P 5 ER, R/
WD HEEBER, AR R OFRFIRBIIRD bz d o 7=, ARIERRBRILIIE
EES (BRREEEEZED) 22 0EHRBRETT,



(A - AE]

AR OBEFMEYBRBETAERALEZY I 2 b—va it b, AF| 200 mg %
Q3W. 400 mg % 6 BHEIRIE (LA TQ6WI &5, ) XiX10mgkg (FE) % 2 @R
BfE LT TQawy &5, ) THEE LEEOFAF OMBEFRESRI SN, TOR
B &K 400 mg & Q6W TEE L7-BOAK OB REBIZRIT 2 FHMFPRE (M
T (Cagssl VN5, ) 13, AHI200mg & Q3W TRE LTEBED Cavges LIREIT 2 & FHI
ant (TR) , £, KK 400 mg & Q6W THE L7ZBROAF O EFREBICKIT 2K
EIMETEE CUT MChxs) £V, ) 1X, A& 200mg % Q3W TEE L72EED Craxss
LB L TCEELFRT ETFHENZLO0, BAABFICBWTAFENER ST
B BETHDIAH 10 mgkeg (KHE) % QQW TRE L72BED Cuaxss & H#BE L TE
BEEFRTLEFRSNE (FR) , &blz, BEEAERE 2 HRICAH 400mg % Q6W
TG LB EHERER (KEYNOTE-555 3BR) & 0 &5z ERMEIZE S < e
NREGA—ZF VI ab—va R E ) FRLEZRYBRAT A —F LRE L (TR,
Iz T, BEROBEICRBT 3 BRARBEICESE | AAOBRE - AHEXIILKEM
L DREEZ BT ARERIGETVBEE S, A 200 mg & Q3W Xid 400 mg %
Q6W TRELEEOBER L AHEIZZLME L OBEIC >V TR SRR, b
RO - AEOMTAMERURSMICHRRER IRV & FRIS N,

#3 FERORVBIR T A—F

}ﬁ{ £ . % % Cimax Cavg Cmin Cmax,ss cavg,ss Cmin,ss
(pg/mL) (pg/mL) (ng/mL) (pg/mL) (pg/mL) (pg/mL)
5.1 279 181 928 504 309
t
200mg Q3WY |\ (5e 5 597) | (277,281) | (178,183) | (917,941) | (498,51.0) | (305,31.4)
123 324 10.6 148 507 203
-
400 mg QW' | (155 1o4) (32.0,327) | (104,108) (146, 149) (501,513) | (19.8,20.9)
200 mg Q6W 136.0¢ 14.98
(=BME) | (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 28 279 197
t
10mghkeg QQWH (515 293) (143, 145) (117, 121) (424, 433) (276,282) | - (193,200)
+:n=2993, 100HDY I =b—a ik W BEHINESMEHEDFRE (2.5%/K,97.5%8) | Cmax : HIEE

BE#%OBEMEREE, Cag: HEREZOFHMBEFRE, Cun: FIEREE (1712 REF) ORIEMF
TRPEEE | Coexes | EERBIZE T 3RS MIEFRE, Cups: EFREBIZRBIT 2 FHMIEFTIRE. Cumns : EFIREBIZ
i B R P . '
156 PIDBMEHME (95%ERER)
§ : 41 PIORTEHE (95%ERXRH)

NA : %L




4, HERIZTHOWT _

AREMELE LTHARERET (2L SBEohTns I b, Y%HAEL2E
MICERTE MR THIVERD D, TOLT, ZFOREI BN RBE LN - 15
L. AFOBREIC LV EERBWERZRE L BN T 2 2 L BAXERD, UT
DO~@DFT R TEWETHRICBNTERATIETH S,

@ HmRicoVWT
-1 T@@(Dﬂvu)mw?n#;&éfémﬁf&é L, |
(1) BEEBBRENEET D RADREEILARIRS EEAFRS A B RELEIL AR,

i{ﬂiﬁﬁ:}u SRCEEHLRUREE, HUSD ARREREER )

(2) FrEHERERDT

(3) FWERFRMEDEET 50 ABEEERE (7)>/u SREERR TR, S ARREE
ARk, BADREEREERLR ) ‘

4 SRIEFREEZRE L. %%ﬂiigm%ﬁ(i%fﬁﬂlﬂ}i%ﬂéﬂﬁr LRI RSB
2 DFEREEEITR D BH 21T > TV S HERR

(5) PEMEEEAILT EERINE OREREREICR D EBHETT > TV 5 R

O-2 RELRFE 0)1[:%—‘1?&&@@”’?)%%%#@%55 Wi misk e RBREFOERM
(FEOWTHhIPITHY T BER) 25, YEDEFOAFICETIHRROBEEE L L
TEEINTVWDEZ L,
¥ 3

o EMRFERER 2 FOFHMEELET L2RIC 5 FULOBABROBIRIHER
ToTWBZE, 956, 2 QEUJ: . 73#\/%%%@‘%{& Ltﬁ_ﬁfﬂiig%ﬁﬂ{#%
ToTNAZ &, '

o ERGFERER 2 EOMBITMELET LicBIZ 4 £ EOWMRBRIZDOREERIHE
ZTFoTEBY, 25, 2FU LT, REERBOXARDREEZ SR AIBEDRE
KHHERIToTNAHI L , '

@ BHROERMERTEOKRIZONT
ERLIEREBICREETIEIERRB S, BESEN S OFHRED, ﬁwé 7
AHERINFEROETHER CEMEICHT 2 HHRIRE, AEFERRELLBEORSE

R, SRELDIITON A EFINRE-STNBZ L,




® BEHER~DORIEIZOWVT
@-1 RaskislicBE 52

R RSO EEZEIERNRA LEBIC, 24 BHZREHO T, YERX
IREHERER TV T, BB LEZEWERICS U TARERR U CT E0ORIERAOERNZ L
BERREOEENY ATICB LN, BEbHICAINTERGHAE-TNEZ L,

@2 EFRREEEIC L AEEESANICHETER

 RABRICED AEMNRERE OB E T A EREESBEIERT=2 ) v
REDEEROAY ) —= 7 BITVERE L FRE LA TE 5 F — 2ERAEHIDE
BSnTWa oL, 28, BEAHICOVWT, BABRELZOFRRICTHCAMENT
WB Ik, | -

®@-3 BER OBETCHIGICE LT

BIVER (BEMRRERBICIZ,. KBR - NBk - EEO TR, BUEFK « iFRE - BT
HREREE - P - BELMERES K, BEEEE (RMEMEHEBLAS) . RowESE (T
mAMEEREE, RIRBSREREE. BIBMERES) ., 1 BERR. S 5BRE, B - B
RMEE, Bk, BEOKRBEE (PEERERMAIE. RERRIRERR, S
BE. JERMIEL) . infusionreaction, FNZS - BEEA. EERFESRE. MREE (¥ o
NU—ERERS), DHK. BEELIKES (e MR SRR, WiftE .,
FRIEERES, EEERRES). MERAAEGER. M%) Cx LT, UREREREE
BB O E M2 AT 5 ER & EE L GHEROBHCHGICE L THRERUVIEEZR
FoNARMICHDIE) | ELICENRLAEN TE DEFNESTND I L,



5. REXRERDBE

(BF2hik iz BEd % F1E]

O FEIFFHHEELERIEREET 5 RITETEXIEBHEORKE EREOR
FIBOTEFOBEIERRIES LTS,

@ TRIZEYTIBRETHTEARORERUERFEIC VT, AF OB
B INTBLT., REDOEERZL RN,
© TIFTRARERFERIEC X D IBREO RV B,
o FiFORBEIE,
o fhOREMEEA L O,

(Z2tHicBEd 5 3HE]

@ Tm_Mé#5$%gowfiﬁﬁwﬁﬁﬁTMaéMTwé L, BEET
DRI L,
« FHIOESTH LIRBEDBEERD H 5 BE

- @ BEATOFTMCB VT TRICEY T IREOVTIE, AR OB SR I L2V
. MOBERIRE SR WEAICRY . BECARZERTSZ L %%@T’a‘é

o MEMMEROSGHIIBEOHLBE

s MEHERRECHRIEELRDIBERVED @0)755151 R < R e fiﬂfﬁx
SEDRICEREN R OIS BE

s HCAERBOAHE XITBHEARELL iﬁ%f&@ﬁﬂ%rr$\®%1fﬁ®
brEE

o JEISBHEE (EhBMRBEEZET) OboEBE

o EHOBENIIBFEEETHIEE '

*  ECOG Performance Status 3-4 V0D BE

D ECOG 0 Performance Status (PS)

Score | B

0 |£<MERIEBTES, BRiTEFALREEEIHRRIITAD,

REEICE LWEBNIRIB S22, SITHEET, BIEESLE > TOMEREIITI Z LB TES,
Bl BWRE, EBEE

BRONEBESOEOEID DI L LATERY, BFO 0% L2y FIAVKETFTIBIY,

Bt

BTV, BAOEORED DI EIZEL TERY, BERRy RO BFTRIT,

10

BT THSOEOEY O LT T THEEMMEEI &R, BP0 50%LL Eld~y FATRI T,




6. RERBELTHETREEHR ’

@ WATES IO, BERTEE NIRRT 2 ERSICES & AR OBFIER R IEMHE
AT DI NERERE +LICEBE L THLERTSZ L, '

® %ﬁ%%m%ﬁb‘%%Xﬁ%@%ﬁ&ﬁ@ﬁ&@ﬁ@ﬁ%+ﬁﬁ%b\ﬁﬁ%ﬁ
THLRETHIE,

® EREIERAO=FY AV MZONT

BEMRERR D OONAZENHEDT, KROEREIZH 72> Tk, FIHE
W (B, FRRREE, B ORI X BREOERS., SiEr+

CDRIT L, £, MBS UTHE CT, MiE~—V—50RELERS

AT &,

infusion reaction 233 &35 = & 2% 5, infusionreaction 3FRD HNTH/EIT
3. WEIRABEZITY & &b, BRBEET 2L CTREOREL +4ICBE
THIE, : : .
FORBMSREREE . TEAREEER CBIBBEBEND bbNAZ LB3H DD
T, AFI OB EBEHET RO GBI RN NS R E (TSH, W8t
T3. Mk T4, ACTH, fpanAsy —AS0RE) 2EET5Z L,
BIERTZE, FFRE. FFREREE, L. BUHEBEEARS bR M HD
DT, A ORERBHIR RSB FIZESOICITEEERZE (AST. ALT.
y-GTP, Al-P, VU AL VEDORIE) ZERETHZ L,

AR IEARCIIEEEEALEZET) SOEERBEERHLDNDS
TERHBDT, EHMICROBREOFELHERTIZ L, £z, ROEEN
BDLNHE I, BERHCERBEEZZTOLIBELHEE IO L,
AFOBEIZL Y BEOCRERIGICERT 3 LE X bhatks REBOAE
ﬁ%%bﬂé:&ﬁ&écﬁﬁﬁ%bBMt%éKm\%ﬁbt$%Kka
BPRRG 72 AR & IR RO ERT & B U CEY 2RI R 1TV, BE DKL

RS L BEIEARRLN B EAIIE, RFIOKREIHIE, RUBIBRER

NEVRIOBEEYEZET AL, 2B, BIBRERNVEVOREIZL Y EHE
B OWENED HNRWVESITIE, BIBEERNVE VU OSEIHIF OB

LEETIZE, : _
BEKRTER, HBREBNOETABBAL COrLRIERABRBIATIZ LR H DD,

AFN OB ERTHICHBWERORBRITHSTERT D &, .
1 BB (BUE 1 BUERFE 2 ST Bbobbi, BREES F TV F— R
KEBZERHDHOT, OB, Bl BHZEDOEROREARLLIEED LFIZ+
SEBRTHZ L., 1 BERBEIEDNHEIIREZPILEL, AR Y VR
ROBELEDOBEINRLEEZITI>Z L,

@. ABOBRABRICBNT, ®E5FRHEMD 98%. THLUBREIRERLEI D 1 FMIX
6 AR, ®ERED 1 EURX 12 BRERR TAMEDFHEEZTo T\ ez
LABEIC, ARRETIIEHNICEHBRE CHROEEREITO Z &,

11
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BEERET A RS54
&Afnvaf(ﬁﬁ%mﬁi)
(R4 : A FV—F BH#E 100 mg)

~MSI-High 2 53 2 EEE (RENRGRIEERFSITRD) ~
-~ ~MSI-High 25 5%k - ERE~

R 3 041 2H ($F448 HEED)
: JBA B BE



Bk

Uiz P2
AENOR. TERBT P3
ERPR AR P4
i AN ~ Pl4
BEXRERDBE P16

S

BECELTEETREHE P17



1. [FLHIZ .

EESOFIE - BEMOHEDO DI, BAXESESWBIERFERBRKD
bhb, &b, IEFEORZFMOESIZ LY, HEERRZ EOEFHRFTHEIERE
FEELPEKBEINDIPT, IO 0EEMKTEIILERBEICRET 5 Z L AERD
BRE L 2o TRY BREMBOEE & WEOEATE 2016 (K 284 6 H 2 A HBRE)
KRBV TH, EFNERRSOERAORBEILEEZRL -t Sh T3,

TR ER ML, BRERPRZAE T 7 7 A VBREEOERR AL NE
RBZEVRDHD, ZOH, AHERCREMEICETAERN+0ERET 5 TOM,
UHEKROBREZRIZITAZ L BNHFENIBEFICHLCEATS L b, BIE
ARRRE LB LB g & 22 L N TiER—EDEM L+ ERE o R
THZEREBRTHD,

L7z oT, KFA FTA 0 Tid, BEBREESLINETCRRELN TV AESZEEN -
BEARMICESE LTOERRORERFERAZHETIBANOLERER, B2
FEROEEEEETT, .

BB, RTA RTA 0%, MIITERIEAERR ERESRRAHE, ASEMEBEARR
WRIEEYS, —RAEEA B ARBERARES RO —EEEA B ARERRES OB
Db EFERR LT, ‘ ‘ ’

B LIRBERR X4 MV—F RREHE 100mg (—iR4% : a7 u ) X<7 (B
FHHEZ))
RBERIPETIPR : 1. BAFRERITEE LLET - BROBEE~A 7a¥7 |
: A4 MREEM (MSIHHigh) 283 2EEE (FEENRIGRIE
HERBAITIRSD) '
2. IBWEIRTRERET - BROBHEE~A 7 0dT 54 MRE
, EfE (MSI-High) 27 D5 « EE
NBLRHRERVEE - @E. BRAKRE, a7 r) X~v7 (BEFHE#Z) LT, 1
[E] 200 mg % 3 MR 1 [ 400 mg % 6 BERIFET 30 50
. DT TCRBERET S, '
& R & ¥ % MSD MR &4t




2. XHEO¥E. EAKEF

FA M —FREHE 100mg (—4 . a7 n ) X<+ GERIEFHEBZ). AT IER
I Lvy5,) iZ. PD-1 (programmed cell death-1) & %D U H¥ K TH 5 PD-L1 R PD-
L2 & OREAFEHMET 5. t MhIgGd £/ 7 u—FARETH B, |

PD-1 B IT T ARSI BEARAE > DN B 7 DI S AR ASFI R 3 2 72 S il
ZA v F T, PD-1 13, BERXREBICBWCHEER T MlRoMIRREICHEAL, BEA
BERG S ANE AR 2R KR HET 5, 37205, PD-1 XY FeiE
CATAZLIEVHERARIC LBV ST NVRERRICHIET 2R EERTH D, PD-LL

ERABICBT 2RRLDTHTH R, £ONRAMIRTIT T MEOHX M

AIECBRNCERRAL TS, BAMIRIZEIT S PD-L1 OBRBIL, BHiaE, FiE.
FrRmAEE. SREARE, #wmmrr&e@%ﬁ&mwf%&xaw%f&w ARETRR
L OHEMERERE STV 5,

BEOWA DK FH% L PD-L1 BEOMBEMN D, PD-1 & PD-L1 ORERKIIEL
DHBEBICBOTEEARREIZES Z LSRR ENTEY | FiRBABROER &
LTI TV D, '

AFi%, PD-1 & PD-L1 RO'PD-L2 O\ Y H v FOREEMEET I LICX Y, EE
ﬁm#ﬁ¢®ﬁ%ﬁ£%ﬂ@%ﬁﬁT)/w%%ﬁﬁMéﬁ MRS & PR ML
T 52 ¢ THEBNRERET D,

Kﬂ@ﬁﬁw WESSBEORBERBIC L 2BWERER S bbb, EEXIIFETIC
%éT%ﬁﬁké AHNOBEFROEERITIL, BEOBELTHITTV, EFE PR
H BNBEITIE, R L ZBERITE U B R L BRR 2 R OEN L EEE L GE
vibes - HillE2 %%ﬁw BEOCHRBERIGIC X RIERABRDN D HEICI., BIBRESRV
EVHIOREEDBE LB RIT O BEN D B,



3. ERERRiE ,

IR ACERERICIE LT - BROBEE~A 7 0¥ T 54 MREERE (MS-
High) 2#F 7 2EME (EEERRIGESEERBEICRS)) KU NEEEIERTRERE
1T - ﬁ%@ﬁ%ﬁ?%?ﬂﬁ?34F$ﬁEﬁ(Mﬁm@)%ET%F% EBE] O

AR 21T - T EREERRBROBGEE R,

BB, BEE~A7uYT 74 VAEEME (LUF IMSIHighl £W5,) #F 758
) WZBEALT, [PCREEWIC LY MSL-High L HIESN2BE 2BRT 2546 (K®)
1% TMSLHigh (PCR) %2FT38#%] LELL. DNA I X< v FIEEEHE O
HHERENTIEA (&), T2 HIPCR EIZ L Y MSI-High it aE g%
B (UUTMHC &) ,) K Y I Rwy FEERBOXE (BUF, TdMMR] &1 5,)
LHEESN-BE »ERT 3541, IMSI-High 2835 8%] LR L7, HC#
h;éNMRﬁE&MR%k;éM&@ﬁ@ &41%&4w%@”1%5 b3
mwménrmé

[(Hzhik] : -
< BAALFIRIERITHEE L 21T - %0 MSIHHigh A3 2 BERE (RHENRIAHEMN
HEERBEITRD) > :
OHEERE H%Hmﬁ%(xmmdm«mﬁ% ar—k A)

7 obe ) I PURBMEEER, XYY TSI F RO, Y I T RBRIEK T
2 & BACERIERED & 5 IR R /24T « BH O dMMR X4 MSL-High (PCR %)
B 2 BT R - ERERE 618 (RAANTHEED) &R, A% 200mg3 8
R (LLF TQ3wW] &1 9,) BEDAEDERCEZLERRTI S, 2B, E@ﬁ
M CREEITHR® LN BE I RBETE R TERSRD b RWEDRRINC
E LTV BETIL, RELEOE @Jﬁrr%@ﬁmwbanéirﬁﬁwﬁﬁ%ﬁ
BT DI LA EREL S, EEFMEER ThHHEZHE [RECIST H1 F71 2 L1AR
WWESSHIRHE L 35E2F% (CR) XEHRRL (PR)] oW T, RRBRIZBRE
ENT 6L PIDHERZIR1DLEBY THoT,

& Lindor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.; J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: J Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

2 mgagiic T, HCHRIC X Y S R~ v FEH S 2737 Thd MLHL, MSH2, MSH6 X% PMS2
DOWTRHOREBENED bNR2WVEEIT IMMR, PCREEIZLY 220l kDA 27 03T 54 bv—h—T
SIBIEFEOVA XOERKRIE EhizE61c MSI-High (PCR¥E) LHEIhIZ,

4



#1 BARAHERUESHE (KEYNOTE-164 BB =4— b A)
(RECIST ver.l.l, AT B, PIbE, 2001742 A 10 A5 —F v b A7)

WA BiE (%)

REREAR 61 4! 39 62
5£2%%) (CR) , 0 0
#53%%h (PR) 17 (27.9) 9 (23.1)

ZE (SD) 14 (23.0) 10 (25.6)

#1T (PD) 28 (45.9) 18 (46.2)
HEREE (NE) 2 (3.3) 2 (5.1)

#%h (CR+PR) 17 9
(E3hE [95%EERE™] (%)) (27.9 [17.1,40.81) (23.1 [11.1,39.3]1 )

*1 : ﬁﬁ&#ﬁﬁ%ﬁ@ %) BHEMERRATHSBREM D 5 H MSI-High (PCRIk) 2F T 5834,
*3 ;. TEFEl: ' ’

OERRILFS TR (KEYNOTE-158 3AER)

—RIBE & UCTIEERN b 2IER O H A IR R 2ETT - B O IMMR XX
MSI-High (PCR %) ®2 2K 3 2 EREEE ™ LRI, 2% 200mg G3W REDFH
iR CEEHPRFT SN, 728, BRI TRABETHRD bR, KEE
T8 R TRER AR B RVVEDEEFRANCEE LTV 5 B i, WIEI DR o BT
TREETHRO ONDETHAOER G ZMEET 5 2 L3R L &N, TEFEE B
ThHBHEYER [RECIST TA KT 4 v 1.1 RICE I FRYEEBIZ L 5582F% (CR) X
IXERESh (PR)] 12DV T, MSI-high & 2W Sz ICARBRICREFS Lz 83 HI%E

(ZA—FK) ORERITR 2. FRBUCEG SV 94 FIFITISIT 55 HEEUGDI%%HEE 3
DERYTHoTz,

#2 BERBAMRRUESR (KEYNOTE-158 Rk, SN —7 K) _
(RECIST ver.1.1, BEMATRERSE, PRUE, 2007F4 28 BF—F I v b F7)

s BE (%)

BREAZDR 83 "1 28 1
E2%%) (CR) 4,(4.8) 3 (107
=% (PR ' 25 (30.1) 8 (28.6)

ZE (SD) 20. (24.1) 3 (10.7)

#fT (PD) 24 (28.9) 9 (32.1)
HERRE (NE) 10 (12.0) 5 (17.9)

#7%) (CR+PR) 29 11
(=2 [95%IEEXE™] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*] ﬁwﬁ%ﬁﬂ%%l ¥ AT REM D 5 H MSI-High (PCRIE) 2HT2BHE,
*3 ; IERRY: : :

) g = b o AT 121 72 2 b — 7 R U MSI-High DT EMBRE R MAANTL S N —T K Hbi%
REh. ZA—7 A CHITFE (BELEE). /1 —7 B CRIBEE (BERVIESORE). =L
7y —Z—REHERE TR, FA—7 C T, RE, /MNE. BB, EBRUCKBHROMEANSWE -
B (BB IR EER NS IERE) . S —7 D TRFENESE (MERUBESEEELRL).
IN—T7 B CRTFEER (RELRE). /A —7FTiseE (BELRE)., SA—7 G Til/NEam
B. JA—7HTIIHERE, Z2—71 CiREREBE. FV—7 T CrlEkigE (REIMEEERIX
<), SN—F K T MSI-High 25T 5E#E (B EBREER) BESELIANORE, T —
7 A~T T B SN BEO MSI-High I oW TiX, Ve ARYF 4 7 REFIZ L VB S,

5



3 MSI-High 2453 3 BEOBER 0ESHSR (KEYNOTE-158 3RE)
(RECIST ver.1.1, FZMEMATHRERS, FRUE, 2007FE4 28T —F v bF7)

Bl (%) #£%h (CR+PR) Bl (%) #%h (CR+PR)

ik 54 BT EDE 6) 0B EDE (4)
T ENEE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
e 10 (10.6) 1 (10.0) 1 (2.6) -0
RRERE 9 (9.6) 2 (222) 4 (10.3) 1 (25.0)
C BIEREE "3 (3.2) 1 (33.3) 0 0
PERE 3 32) 0 1 (2.6) 0
/IR R 3 (32) 2 (66.7) 0 . 0
FEEE 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
RN UES 2 (2.1 0 0 | 0
AR 2 (2.1) 0 1 (2.6) 0
PR Ry 2 (2.1) 1 (50.0) 1 (2.6) 0
BRE 1 (1) 0 : 0 0
DR 1 (L) 0 0 0
BISZ AR 1 (L1 0 1 (2.6) 0
®IEREEE 1 (1.1) 1 (100) 1 (2.6) 1 (100)
IR BRI 1 (11) 1 (100) 1 (2.6) 1 (100)
PYfE 1 (L1 1 (100) 0 0
ERIER 1 (1.1) 0 1 (2.6) 0
Rk 1 (LD 1 (100) 1 (2.6) 1 (100)

*1: ARMERITIRERE. *2 : AERHEANTHREND 5 D MSIHigh (PCRYE) 2R T 5/8%

<IERUIBRTRE/R ST - 5D MSI-High BT 2 f85% - B>
CHEELRFMMEFER (KEYNOTE-177 )

{EZERRIEIE O 72\ R EIRR R EE /2 EIT - BH D dMMR XX MSI-High (PCR #5) ®?
EHET O - EREEE 307 4] (AAA 22 fl2ET) 2RI, A5 200 mg Q3W
BEDOBEEROREMS, BYEMOBIRT 2LERE A4 ay T (BT Is-
FUJ] 2 5,) - RV F—FAATT A BT TRV F—Fk] 20),) - AFH Y 755
vk (AT TmFOLFOX6] &\ % ,), mFOLFOX6 RNy X< (BIi=FHR# )

(BLF [ RV X=T7) 20n),) Xidkvdi~7 EaFERL) UT Mieyxy
<71 WS ,) 5FUFVF—b AV T H BB AKfEE (LT [FOLFIRI]



L5 ) FOLFIRI RUNRAY X2 7 Y =71 E0 2B e L TR &S,
23, ERFHE CRBETHARBD bNBEIC, REBETZRIIERIE B HNRNE
DERIICEE L TVWABE Tk REEOEARFM CREBEITERDONEETE
KOBEEZHET D Z LR E &Nz, TEMEE B 3B EA TR (BT [PFS)
kw?)&Ué&f%ﬁ&éh/$ﬁik%ﬁ&k%@bfﬂ%%ﬁnuiﬁbttﬁ
4&0!0

F4 HiHERHE (KEYNOTE-177 RB)

#1200 mg Q3W (=3
(153%1) (15441)
FPofE [A] 16.5 8.2
(95%fE X ) (5.4,32.4) (6.1, 10.2)
PFS*! | ~Y— R 060
(95%(ERX ) (0.45, 0.80) -
P fA" ‘ 0.0002 '

*1 : RECIST H1 K5 A 1. 1ﬂw_§o<5$¢439%+uf“£ *2 : Cox i~ — REFAIC L B
IR L OB, 3 u ST 7 RE. BEKE (A1) 0.0117

O (pmEos L VA VIUTO LB RE LT,
mFOLFOX6 :
FFH Y S5 F 85 mg/m?, ‘J‘ Y F— F400 mg/m® XX VAR A Y F— $200 mg/m?, 5-FU 400 mg/m? (%ai
#7E). 5-FU 2,400 mg/m? (46~4sﬂ#ﬁa‘iﬁ%ﬁ*%&) FLEMERTEELE,
FOLFIRI :
AV )T H EBEKRMYI80 mg/m?, KV F— F 400 mg/m? XX VARF Y - 200 mg/m?, 5-FU
400 mg/m? (BSEEHE), 5-FU 2,400 mg/m? (46~48RsERpiaely) Z 2B TIRE LT,
RAYRwT :
5 mg/kg &2 BEER TRE LT,
BYFUwT
FEE 400 mg/m?, 2 BB LIS 250 mg/m? % 1 BB CI%E L,
7




0 ey et ——o——p————_—{u———,——
0 4 12 16 20 24 28 32 36 40 44 48

at riski¥ , FNRETRMIA]
FHMNOMEQIW - 153 96 77 72 64 60 55 37 20 7 5 O O
3 0 0 o

| ERMbE 154100 68 43 33 22 18 11 4

X 1 PFS @ Kaplan-Meier fi§f (KEYNOTE-177 RR)



[Z24it] ,
< Z)‘i}u{b‘i‘ﬁiﬁk‘f’ﬁ (CHETE LT AT - B3RO MSI-High 28§ 2 B (RIERN RIS
HEERBFEICRD) >
@@B@r,ﬂ%mﬁa;ﬁgﬁ (KEYNOTE-164 RER, odh— 1 A)

BEFLRIT 606151 (98.4%) (2. BIEMIL35/61 6 (57.4%) IZRBH bl FHE
M 5% LORIERIZ TR LBV Tho T,
%5 RERNS%IUEOBMER (KEYNOTE-164 BB 2R— b A) (RSMMITRIRER)

BERIKSHR (SOC: System Organ Class) B (%)
EAE (PT: Preferred Term) _ 6141 v |
(MedDRA ver.20.1) ] 4 Grade Grade 3-4 Grade 5

=
R
wn
5
=
)
~—
(=]
(==

% 5 EEIE

k. FIEMMEER 16 (1.6%) . EEOKEEE (REHEIRERS, SN,
BRAES) 161 (1.6%). FFHRERSE 3 41 (4.9%), FRIRERES 261 (3.3%). &
%36 (4.9%). % - BEBUHRAREE 141 (1.6%) ., %% - BEIEZK 14 (1.6%) RBDHDH
aw:o Fi, KBK - EEOTH, HREE (F7 2 - AV—EFEHS), TEAHER
= RIEMEREE, 1 BERA. BREEE RETHEEBAS) . BEMHENE. O
55, G/ MBI EESER. BiliEE i, RIFBEREE, infusionreaction KNS E
R im&b Bahot, AEWEARBERIBEESES RRREEREZED) 25
CERERETT,

OEEERE NEARBR (KEYNOTE-158 #EkR) .
HEESIX, 91/94 51 (96.8%) 1=, BIVEAIX. 58/94 ffl (61.7%) IR bz, FHH
TR 5% LOBHERIITERD LB ThHolz,



#6 FHEER %LU EORIER (KEYNOTE-158 BE) (RO #REM)

“EERIAAE (SOC: Systom Organ Class) B (%)
EAFE (PT: Preferred Term) 94 431 |

(MedDRA ver.20.1) £ Grade Grade 3-4 Grade §
B ©1.7) 2 (12

B, FEERERE 46 (43%), KBK - EEOTH 3 F (3.2%)., #REE (X7
Ve N L—EEREEE) 2 61 (2.1%) | AFIEREREE 8 4] (8.5%) . FIRIRMERERESE 8 #1 (8 5%) .
1*’1131‘}5%{“ 141 (1.1%). infusionreaction1 % (1.1%) PEBDO SN, £/-, BEEDKE

BE (REHEREERN, 2., BREES). TEAMERE. BITHERESE,
Eﬁ“%ﬁbﬁ RAERENBTRS) . R, ik - BUHRMEE,. BEGENE. OF
'J< RR2% - BERES. BRI/ MR MERER, BmEEm, RIFRBEROS L S K

RO NPT, ZFE'H/F}%%E«U((R IXREES (ﬁnnfﬁ*ﬁﬁﬁ&r% ZETe) 2EDE
n+‘fd:%727r'?—

<IBHYIRREEREST - BR D MSI-High 287555 - EEE>
QEBRLRIFE AR (KEYNOTE-177 3ER)

BEERIL, 149153 B (97.4%) 12, BUWERIE. 122/153 B (79.7%) KD b,
WO THEARERN %LU LORIERIITERDO L RBY Thotz,

10



27 WPhAORETRERE 5% EORHER (KEYNOTE-177 3REg) (%%%ﬁ%ﬁlﬂ)

BENXLS2E (soc FiEk (%)

System Organ Class) AHIRE {LEERIRRE

EAZE (PT: Preferred Term) 153 # . 143 451 ‘
(MedDRA ver.22.1) 4 Grade Grade3-4 Grade5 - 4 Grade Grade 3-4  Grade 5

ZBHER 122 (79.7) 33216) 0 (98.6) 93 (65.0)

&
SR

it 6 (3.9) 0 0 10 (7.0 1 @7 o0
K& 8 (5.2) 3 20 0 0 0
L 2 1.3) 0 0 10 (7.0 0 0
T 38 (24.9) 3 20 0 75 (524) 14 (98 O
A NELE 11 (7.2) 0 0 6 (42 0 0
B 19 (124 0 0 79 (55.2) 3 @ o
am%k ' 8 (52 0 0 43 (30.1) 6 @2 0
= ‘ 5 (3.3) 0 0 40 (28.0) 5 @35 0

&IIE : 11 72 0 0 25 (17.5) 5 (35 0
EH . 32 (20.9) 3 20 0 63 (441) 13 (91) 0
FEIE D RIE 4 2.6) 0 0 25 (17.5) 1 @07 0
FEEL , 11 (72) 1 07 0 7 (49 0 0
B E S bARIE 0 0 0

ALT 38 0 (7.0 07 0
AST 8/ 17 (111 2 (13 0 7 (49 1 @©7n o
A ALP 30 12 - (78 1 07 0 3 Q@D 0 0
R EREIR ' 1 0.7) 0 0 33 (231) 24 (168 0
/MR B 2 1.3) 0 0 9  (6.3) 1 (07 o0
EERD 3 2.0 0 0 8 (56 0 0
A Bk B 1 0.7) 0 0 17 (11.9) 6 @42 o

AR 12 (78 0 0 49 (343) 3 (1) 0
. (2.0 : 5.6 .

K4 Y 7 b IMJE

EEE 16 (10.5) 0 0 2 14 0 0

EEMEDEWN 4 2.6) 0 0 15 (10.5) 0 0

REARE 2 1.3) 0 0 13 @O0 0 0

K== —a N F— 1 0.7 0 0 25 (17.5) 1 @©7 o

FEEBRR =z —a R F— 0 0 0 29 (203). 3 Q21D 0
B X RBEE .

EAR v 2 1.3) 0 - 0 10 (7.0 2 (14 0

L Yaabiilk -0 0 0 200 (14.0) 0 0



FEHNKSE (Soc Bl (%)

System Organ Class) A | t-37 4
EAXREE (PT: Preferred Term) 153 1 143 5

(MedDRA ver.22.1) £ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 . Grade 5

F

BERE 28 (196) 0
17 (4.6) 100 @70 0
25 (175 1

1

1

oo o o o

5
7
FE - REFRRMERSERE 0
1
7

o © © © ot

©n 107 0 63 6

R, FVEMMER 5B (3.3%). KB - Bk - EEO TR 14 51 .(9.2%) . %
BE (XFT2 - NV—ERES) 16 (0.7%). BUEFE - FFRE - FrgseREE - fF% -
BELAERRE 2% 25 1) (16.3%) | FRBRMERERES 18 41 (11.8%) . TEMAHERERESE 241 (1.3%) .
BIBHREREE 2 4. (13%) ., BHRERREE (RMEMEMEERS 24] (13%). fik - &
KRR RRARAE 161 (0.7%) . infusionreaction2 i (1.3%). #&#% 1 61 (0.7%) WD bz,
Eie. BEEOREES (TEHERRERMAE. REREREFR. ZHAK. BEXE
BE) ., 1 BUEIRR, Bk, EEMEALE, MK - HEg, SEOBEE, LK, BEER
MEREE (St f/ MR ESEEER., ElMEa ., RIFRE, EEMES) RO
HREREEFHIIRD bbb o, REWEARBFRRIBEEESR (BRREEEF2S
) EERLEMERETT.

12



(R - HE] . ,

FHOREREYBREFAEZMALEZY I 2 b—Ya it kY, &% 200 mg %
Q3W, 400mg % 6 BRI (LLF TQsWl &5, ) Xid 10mgkg (FE) % 28H
BIFE (UT TQewW) &5, ) THRE LEEOARI OB FRESRFNE N, O
B, FH 400 mg & Q6W THRE LIEROAF O EFIRBIZIIT 5 FHMmiFPRE (UL
T MCavgssl EVVD, ) X, &HI200mg & Q3W THE LIZERD Cavgss ERELT 2 & T
En (THR) . £7-. %) 400mg & Q6W THRE LBEoOAFI D EFRBICBIT 2K
BEIIEREE UUTF [Cuowesl &5, ) iE, &40 200mg & Q3W TERE L7ERD Craxss
LHBLTEELZTTLFHENEZLOD, BAABEFIZBWTASHEIER INATY
LB AETHHAH 10 mgkg (KE) %2 QW THRE LTEED Craxss & B L TIE
EE2FRTETFRHENE (TR . EbI0, BREAERE ZXFITAHF 400 mg Z Q6W
TR E LBV EERER (KEYNOTE-555 3BR) LV B Lh = RRIEICE-S < gk
NI A—FF VI alb—a iz kb Tl L7 BB T A —Z LU LT (FH),
Mz <, BEROBEIZBIT 2 BRAREKICES X, zlzﬁﬂoﬂz%@% LB TR M
L DBEEEZ BT ABRBERIGTT AR EEI N, AF 200 mg 2 Q3W XiE 400 mg &
Q6W THE L7-BOBREE L HHME IR eM L OBFEIC SV TR SRR, &
SO - AEOB TASMER RS ARREZERIRVW E FRIS L,

£8 FRORYBER AT A —F

R R | (o) (agon) (uggm) (f&ﬁ) ) )
200 mg Q3WT (58.55?.519.7) (27.27?'298.1) | (17;:,;'11 8.3) (91.97?'984.1) (49.55‘5(,)';1 1.0) (30.35(,)'391 4)
400 mg Q6W! (12;,2?24) (32.?)??2.7) (10.11(,]'16 08) | ¢ 14:3?21;49) (50.51(,)'57 13) | ¢ 19.%5(,)'230.9)
40((J£7§J{Qﬁ6)w '(1351 36610 ;6.4) _ Na (14.12'?;4) NA NA NA
10 mg/kg QW' (212,2223) ( 14;?‘1145) (a 1;1 ?21) (422,2233) (2727282) (19;,9200)

+:0=2993, 10BN 2 L— 3LV BHINEMEEOPRE (2.5%R, 97.5%K) | Cumax : FIEH
E#OBREREPRE. Cu: MERSEOFHMEFRE, Cun: IRRER (FA 702 REF) OREME
IR Coms | EFRIBICET BREMBETRE, Cops : EHRBIIBIT 2 FHMIFEFRE, Crins - EF KRB
Bif 2 RELFEPRE ’ .

156 BlOBATEHE (95%FEXME)

§ : 41 BIOMTEIHE (95%ERXH)

NA : %2 L

13



4. TEERIZDLNT .

AREMHL UTHEREETICRIT 25 - BB %ZER< MSIH-High 2857 2 BREIC
T OEARBERENREEON TS, XFEZED,. EEXRY A7 EEHHE (RMP)
KESAFDEERZLEMERIEE~OBAKEN S 2R Th - T, AR OB ER
WY BEZRW - HEL, AROREIC LV EERBERZREA LEEICHIGT 52

EBMBRED, JAT@@~®®T/\T%T£7‘;T%§& v\“cﬁﬁﬁﬂ‘éf\%fa%é

D HRizoOVT :

®-1 Tﬁ@(nﬂvs)ww?nwm M AR TH D L,

() BEAEBBREFEET 58 ABRESIARSE ERER RS ABRREELRR.
mﬁwb SRR, IR AR %ﬁﬁ&a

() FrEEMSRERABT -

(3) FEMFRMENSIBET B NADEEERE (B2 %@ﬁ%ﬁrh BABEEE
BIIARE, BABEREEEHEERR R )

(4) ARACFHRIEEZRE L. SRERLRREREE | XidskEBL2RESRE
2 DMREEIR D BHEIT > TSR

6)ﬁﬁ&ﬁ%ﬁﬂﬁ&ﬂm%wm RELTEITHR D B 21T > TV 5 sk

®4 ﬁ%e&5rﬁf@m%ﬁﬁﬁoﬁﬁﬁ%ﬁﬁwﬁmk+ YR L RRERE
DEM (FTROWTINICEYETIEM) 2, YZ2EROARAICETIBEOEE
HEELTEREBENLTWSZ &,

£ BAACERIER ICHE LT - ﬁ%@%ﬁrv4auﬁf§4rxfﬁ@kMﬁ
High) #&+2EWE (EENRIGESREREAICRS)

o EMARFRSGE 2 FEOUEMEEZET LEERIC 5 FULORAIRROBERFEYL
ToTWBZ e, 5b, 24U I, in/v%%%{ﬁ%I& L7 BRIRIEEZE O EE
ToTWNWBZ &,

o EMRBRES 2 FEOMBIMERZET LI 4 Eukﬂ)ﬁﬁﬁiﬁﬁﬁ%/‘ﬁ LT3
Z¥. 5b. IELILEE, KRB BEERCORATMREE SURABEOD |
EBRERIFHEERIT-oTWAZ &, ’

F IFEUIBRTRE LT - BROREE~SA 7 0T 74 PREZEM (MSI-High) %4
T ORER - EIRE ’

o EMRFIER 2 FOMPTHELET LeRIC 5 FULORAREDBIRFE:
ToTWBZ &, 55, 28R, mh%%ﬁ%%zkbthﬁﬁg%wﬁ%%
fFToTWBZ &,

o EMGRFRER 2EOTHFELZET LRI, WERBEORARMRELZET S
FEL EDHILBABZDERZITo> TS L,

14




o ERGRIFERGER 2 FOTPPTHELET LRI 4 FULOBRBERZALTND
ZE, 9b, 3FUER, XBRLRIBERECONARMRIEZSLBABRO
BRMEZIT> T AT k.

@ BENOERSFREROAHIZONT
EELBEREHICHEETIEEENREBE SN, RERLGENLOBFERBD, A - &
S RENFROEEE NEMSEICRT 2 EHRIE. AEFLIRE LSS ORE

R, ERECHITITERAEHINE-STNB Z L,

® BHERA~ORIRIZ2ONT
@-1 MR BT AN

RIEMEE RSO BEERBWEANRA LBIC, 24 BEZERIEH O T, YR
IREEMRR IRV, BER LZBEERIS U T AREER O CT £0RWER D& \.,14
ERREOBENSYL BPIZELN, BEHITHRTRAKHBE TV L,

®-2 EREEHICIIAEFSANNCETIENS

BASERICED 2EMN2AHE L T 5 EREESPBIERT=F ) v
BEDEERBBDODAT ) —= T E2TWEIRES fEE T B F— AEREHNE
EERTVWAZ L, BB, BEEENICOWT, BABFLZOREITHSICARENT

BT P

@3 BIEAOBECHBICELT |
BIfEA (RIEMRRRBICIL, KB - MBs - BEOTH. BIER% - FFRE - JF
HREREE - T - LIRSk, BIEEE (RREMENMERAS). NOWESE (T
BOBERREE, FRIBEERREE. BIESRREE) . 1 BERRE, 5S¢ 5 BE, Bk - K
TR, B, BEOKERE (PEERLETMAE, RSHEIRERE, ST
BE, MERHESL). infusionreaction, MMZE - BEMA. EEMEIE, MWEREE (X7
NSRS . Uffide, ERERIIKREE (Cogehi/ MRIRAEREER ., ¥ mtER M,
ﬁ%%%\ﬁ%ﬁﬁﬁ%LJMWﬁﬁﬁﬁﬁ ) T LT, SRR SULERE
WASEI DO EE T B AR L8 L BIER OB ICE L TSR UXEE R
FoNBEHCHHI L), ELICHIRLENTE ZEHBESTWDZ L,

15




5. LR L BEE
B {
O TROBFIZBWTAHOFZDMERRENTWS,

o RAMLFERBERICHEELLET -BROBHEE~AI7uYT 74 NREEH
(MSI-High) &5 2 EFEE & (EENREESREREAICRS)

o BEUIRTRERET c BROBEE~A 7 VT 54 FRREM (MSI-High)

*H ‘J‘Z)FH% IEH%F »
&ﬁbmnmmh@féxﬁmz/ﬂ FUBHE L LT, R4  MSIREFx v
F (FALCO) R URFE4 : FoundatlonOne CDx BAY ) 277 7 A VHRERBEN
T3,

@ TR %?5%%Kﬁ?é$ﬂ@&5&0ﬁﬁﬁ%_OmTi:Kﬁ@ﬁﬁiﬂL

€3

B SN TELT, AFOBERGL 25720,
*  FiOMBIEE -
¢ MOTEMEEEA AL TRESNOBE

2T 5 FE]

D TFTREEYTIBEFRC OV TRAFDOEENBREL INTNWBEZ D, BERZIT

binwz &y,
. Kﬁwm FZx LIBBEEDOBEEREO & 2 BE

Yé%ﬁﬁwiﬂﬁ :‘ob\*CTnELp*éT‘é BEITOWTIE, AR OBEITHR I LRV
. MOBFBREARVEEICRY , MECAFEZEATHZ L2 EETE S,
o BEMREBROSHIIEEDOD S BE '

«  HEESRE CHER RO 5 BE R OIS O B RIS A 2

SOICSERELR 2 DN 3 BE

» BEARRBOEH. XIXBHAE L XER fﬁ@ B OB RBOBERD
HHBE

. Bﬁa’%?"ﬁﬁﬂ* (EmEHRBEREEZS) OHLBE

s EORBRENIIBEEERETIERE

e ECOG Performance Status 3-4 &8 D

(#3)

MSLHigh # 3 2BHEREO—IXY Y FEEHTH D Z L BNPE SN T3 (Latham Alicia et al.: J Clin Oncol.

2018; JCO1800283)

(6))

ECOG @ Performance Status (PS)

Score

]

0

E<BELKEDTES, BRMLRALEEEESHIRRITLS,

PSRN B LVWEBNBIRR S 525, BITATRETC, BAERRE > TORERRTS 2 TE 3,
Bl BVWRE, EHEE

HBITTRTEROZOEY O LT TAEREREERTE AV, AFD 0% EE~Ry FATRZT,

BohZBELOFOEY OZ & LMHTERY, BP0 S0%LEEXy RABEFTBRIT.

1
2
3
4

2<{BiFRY, BHOFOEYI DI L3 TERV, BARy FARFTARIT.
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6. ﬁ%l%bf%a?ﬂ%%ﬁ

@
@

®

ﬁﬁi%%;Mm.%LW»%%%%&T%éﬂ%h%ﬁ%ﬁﬁ@%ﬁ&UﬁEﬁ

BODITHBERER +OREELTHOERTRZL,

ﬁﬁ%#k%¢3\%%Xﬂ%@%ﬁuﬁ%ﬁ&Uﬁ@i%+ﬁm%L REZE

ThoRETBZ L,

ERBMERAO<=R Y A MZONT . ,

« FEMREBRLLPNDZEBHBDOT, ARIOREITH T - TiX, HIHE
w (B0, FRURIREE, W) ORRK U X RREOC RS, Bigr1
AT Z b, e, BRERISCUTHEE CT. MiF~—V—S0ORELEHE
BTk, .

* infusionreaction 3% B3 T &M B, infusionreaction H3FBH LB AT
ix, EEARMLEBEAT D & L b, ERBEET 5 £ TREOREE +ICBE
THZ L, ' '

o ERBUSEREE. TEARMERERCEIBRERERL DB LRHED
T, ¢ﬂ®&5%%m&0&5%%¢mﬁ%m IS IR (TSH, HEHE
T3. 58 T4, ACTH., I aAFY —VEQRIE) 2EMTEI L,

. BIERTR. FFRE. FRMAEREE. Fidk, BLEREASSbbRE I L BB S
DT, AH O EBBRIR O SHME L ESICIFH#IERZE (AST. ALT,
y-GTP, AP, BV VEVEDORE) 2EHTEZ &,

o BEHER (IEPARVIIEEREAZSD) SOEERBEENLLDND
TERHEDOT, EHNCIROBREOFERELHERTIZ L, £z, ROEFER
BHOOLNEHAITIE, BN CEREBEZZ2 T2 L 5BFLEETIZ L,

o FFOBREICLD . BEORERIGICERT S L& X bh ke REBORER
BN b d, REPBEDONEEEIIE, BRLULERIIE LR
B 72 A & IRER A I R AT & B U CEEIRERBE 21TV BEDRIE
R X BRIERANEDLN A BAITIE, AFRIORE P, RUBIERESR
NEVRIORES2ERTEZ L, 2B, BIBREFRNVEOREICIVEIE
FAOHRERTDD SNRVBEAITIE, BIBRERE VA OREMEIF OB
LbEETHZL, -

o BEETH EEM»OBIARBLTHLENEARRERAT LI LBH 57D
AR OBREKTRICHBERORBRICTHICERETHZ L,

o 1EERF (BNE 1 BERMEZET) Bbbbh, BRWRES FT7 LV F—T X
WEBZERHBOT, NE, B, BHZEOEROEBLOIEMED LFIZ+
SEETAZ L, 1 BERFESEONZBAITIHREEZFIEL, AR Y V3

FOBELEOFINRNBEEITH Z &,

AH| O BRHRABRIZI T, KEYNOTE-177 RERTIZ 9 B Z &, 7, KEYNOTE-

158 3EA K% (N KEYNOTE-164 3Bk (ad— b A) TRREEE» D 14F/EIX 98M

e 1T 12 8BRS E EDEOFEEIT o TWeZ L E2EBIT, KRFIER

BRI ERRE COHROMREITS Z &,
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BEERAEETA FTA
Ra7vul X+v7 (BETFHEEZ)
(BR5e4 : A1 }‘/V“ylﬁiﬁﬁﬁﬁ 100 mg)

~ P e ~

SFEEL 20 (A48 AKET)
A




AN

BK

TLHIT ,

AEI DR, TEREF

B PR AR

FaERIZ DOV T
BEXRLERDLBE
BEZBELUTEETREEHE

P2
P3
P4
P15
P17

- P19



1. IILHIZ

ERLOEM - BRMOREDT-DICIE, A XESESWEEERFERNKRD
biLs, bz, SEEORFEEMOERIC LY, FIEEENLZ EOEFRFTHRIERE
FEEGNEBENZHT T, ZhbPERLZECHERBEICREET 5 Z L BRED.
BHMEEL 2o TEY BRFMBNEE L EDEAT & 2016 (FAL 28 4 6 A 2 B HEBRE)
ICRWThH, EFNERREOEAOREEERXRZ - L a3 T3,

PR ER L. BRERARRZAN v 7 s A VREROERM AL MICE
RBILBDHD, DD, AHERCEREMICET 5 HHA+IERT 5% TOM,
UHERROBEEZR BRI DILBHFSNIBFCH L THEAT S & L bic, BlE
FRRB LB LB E & 52 L AR — O EE 2 F T E R oA
THILEREETH B, . ~

L7zBoT, KIA KA T, BREECINETREBLN TV IEREREN -
BRI RHICESE, UTOERGOBEREMZIEET IBA»OMBEREH, BX
FRUEEEELTT, -

B, AT KT 03, BMIITEEAERRERSSRRAHE, AREMEARR
BERIEEYS, —REFEA A ARBRARES R UC—REREA B RBRBIZ2OH
FI0H EERR LTz, '

NBRERBEER X4 b—F BHEHE 100mg (—4% : AT n ) X<v7 (Els
‘ FHAHRZ) )
HELRAPREXRNE | IR BT EERB  B R
X AARIE 33 1) B TR AR Bh IR IS

AR ERARBRVAE « <RIGEIRTEEX T o B hasE >
fLORBMEEEA] & DI W T, 8%, BRAIIR, AT R
Y X=7 (BiFHE#Ex) & LT, 18200 mg % 3 EMMRY
i% 1 [8] 400 mg % 6 AERIFE T 30 o2 CREFET 5.
< BRI BT BTk mEEE >
WBE. RAIZ, 2a7re) X~v7 (EEeTHEL) LT 1
[[] 200 mg % 3 BWEIRMREXIX 1 [E 400 mg % 6 BRHEIERE T 30 &/
D TCREEET 2, R5EMIX 2 VAMETET S,

-+ MSD ¥4t

i
fo
=
S
e
o




2. AH|OKE, 1ERBF

XA h—F RHEFHE 100mg (—iR4 - mA7m)xv7(ﬁh%m@x)Lﬁﬂﬁ
#) £vv5,) ix. PD-1 (programmed cell death-1) & Z D Y F Y KT % PD-L1 LU PD-

L2 L OfREZEEMEETS. & MbigGs £/ 7 u—FARETH 5,

. PD-1 RHIE T MRSEELSE D DN B e #Aﬁ@ﬁﬂ%#éi&ﬁﬁﬁ@
AA - FT, PD-1 1L, RERIKREIZ kmf@&meﬂwﬁmiﬁ_%ﬁb B o
ERS EE D RLEXTRRI R RERISZHET 5, T/bb, PD-1 XY VY FEfE
ETAZ LItV RBEZRAKIC LSV I PNVEERACHIET 22 EETH S, PD-LL

EHRBRICBT 3RRTDTHTHER, ZLOBAMBIBTIE T MEOBE ML
ZI1E LIBRENCRB LTS, RAMRICEIT S PD-L1 OBEFEEIL, BHIRE. B,
JFHRAGES . SREE. JE/NBRARRE 2 & O RBATTFRARKTFTH Y, BNAERER
L OMBERHE I TVWD,

IO R A DR TH & PD-L1 BHEOMMEIED 5, PD-1 & PD-L1 ORKIIIEHE D
BRIV CEEARE R Y 2 ERFRENTE Y Hil 2B ABROENE L
THRFFESHL TN, Y :

AFiZ, PD-1 & PD-L1 RU'PD-L2 O Y v FOFEAERET D LT LY. B
B NEE R O BB RAMIAEENE T V o REBEE S, EERE 2 BEEEL
T5Z & CHIEREDRERET D, '

AR OIERSFICES O BEORERIIC L Z2BWERSR S bbb, EEXIIETIT
§57Aﬁﬁ%é AFNOBEFRUHFEERITIE, BEOBRETHITITV, 2FMRR
D ONEESITIE, R UEERION U BN MR & RREFOEM L EE L TE
@&%%%M%ﬁw BEDORERGIC X SEWERBRLNZHEITIL, BIBRERV
FLROBREEDOBENRUEZITH BERD D,



3. ERPRRUE
RIGEIBRTBE

Tl 24T - 7= EREBIRAROBE L T T

[AZhiE]

O ERLFRSIERR (KEYNOTE 426 RE)

LR iwg‘#lﬂﬁﬂf&()‘g’%n‘lﬂﬂ@r%’ibb‘évﬁf’ﬁﬁ%ﬁ%@@(wﬂ#&:

(LRI O 72\ MR IB SRR B SUTER B DB MBI B MR s 861 B (AA
A% BlEET) BRI, A=F=T Y IBE (UT (R=F=7) ), ) &
WHBE LT AR E TRV F=F L OfARE UT IRF/TXvrF=7] nd,) 3
DEDUER ORZEMEIRF S, EEHHEBIT2AFHR T fos] &), )
BOESREAGFSMK (BT IPFSI W5, ) &&h, BRI/ THVF =718, A=F=
FLHBLT, OS RUPFS 2FERCERELE 1, H1KUN2) .

*1 : American Joint Committee on Cancer REASERICES S REIIV

*2:50mg1 B 1[E 4 BRIREH% 2 BRIKE ’

*3: A% 200 mg 3 BRARIR (LT Q3w &5, ) THIRNBREL, 73 F=7%5
mgl B 2E (UTF BID] &5, ) BARELE, 72V F=7OREEIZ, Smgl
B2ETEFETS 23— (6 8H) ULBEENSHY., Grade 2 ZBZ 57XV F=
T ORWERMBED bILT, A>oMEA 150/90 mm Hg SR BESNIEE. 7 mg BID
~OWBE ML L, $RBOEEL AV, 10mgBID ~OBMEL L Lz, 7
XoF=T7, BEROER, EEESICE T THREIIRE (3 mgBID, KIZ2mg
BID) bFREE L7z, '

#£1 AIERE (KEYNOTE-426 RER)

AE/ T HRVF =T A=F = TR
(43261) (42941)
hRfE () NE - NE
[95%CI] [NE, NE] [NE, NE]
OS™ | N¥P— KEh”2 0.53 -
[95%CI] [0.38,0.74] -
P fE" 0.00005
hofE (A) 15.1 11.0
_ [95%CI] [12.6,17.7] (8.7, 12.5]
PFS™ | f— 1 0.69
[95%CI] [0.56, 0.84] —
P fE" 0.00012

Cl: [E8EXRE. NE : ¥ERH],

s PRI DT —& (20184E8H24B v v A7) |
B Cox Heff N — F:ET/W;JMSX——‘/‘ TEL OB, 3 ERln S 7/7#&% *4 : RECIST
HA KT A 1 IRRIZES L SR TS RIHIE

*2)%




A F1200 mgBWER BT FLF=T

] S - HH 4

at risk#% R A :

#%1200mg Q3W B . '
FEyF=T 432 417 378 256 136 18 A 0
Z=F=T 429 401 341 211 110 20 0

&1 osétPFaﬁ%ﬁB#@Kaplan-Meierﬂﬁ (KEYNOTE-4263380

100 -
90
80

270

5 60

£ 50

£ 30
201
10-
0

EERAFRmA]

at risk¥
FHE200mg Q3W 432 357 251 140 42 3 0

RUPHYF=T . . |
A=F=7 429 302 193 89 29 1 0

X2 PFSO Y EIARNTE OKaplan-Meierfi#f (KEYNOTE-426338%)



OERILRF AR (E7080-307,/KEYNOTE-581 #AB%)
CALRBHERE O RVRIA IR R XIS O IR B B MR A 712 4] (AR
AN 73 Blgte) #RBIC, A=F=T72 2 RE LT, KR LV ARF=T A VNVER
BT TvonF=7) 2, ) OoftREE CIT (REl/LonF=7] &), )
S OBEER L EMESRE SN, AF)/ U U AF = 7 FEFHMIER & Sz PES,
BIREHMEERE D—o L Sz 0S 2, A=F=7LHBLTARICEELE (&2, K
3RUE4) .
*1: EBAERICR wrﬁﬁ%MXﬂﬁm%mu&%mm#m@éht%%mﬁ%kénto

*2:50mg1 B 1E 48ME5% 2 BREIRE
#3 1 &K 200 mg Q3W TE#HIRRIEL, Vo N_F=7%20mgl B 1 ERORE LT,

HEER#E (£7080-307,/KEYNOTE-581 3BX)

#z2
AH/ Vo NF TR A=F =T R
(35541) (357451)
hRfE (H) 23.9 9.2
[95%CI] [20.8,27.7] [6.0, 11.0]
PES™ "2 NP K" . 0.39
' [95%CI] [0.32, 0.49] —
P fE* <0.0001
FofE (A) NE NE
[95%CI] [33.6, NE] [NE, NE]
08’ NF— R - 0.66
[95%CI] [0.49, 0.88] -
P fE™ 0.0049
Cl: EREXR. NE: JEerl, *1: mmmTﬁ4b74/nmhgo<gﬁTm4ﬂfﬂ§

*2 1 20205E8 B28B W v AT,
4 BRI T BEICL B PIE ()

+7) .

*3 : BRI Cox (BN — REFNIZL B R=F =

*5 . TR O T — & (2020$8E WHA v R




atrisk 3

A F 200mg Q3W Rt
VvuRFS
Zz=F=7

atosk ¥

A 200mg Q3W RU
yvony=ys

-3 SV

=4

— R A 200mg QGSW RV U RF T
----- A=Fad

G TN RNRNE RN WU DU TR RS WO TR W |

3 6 9 12 15 18 21 24 27 30 33 3 39 42 45 48 51
B (A)

355 342 338 327 313 280 253 222 188 129 66 26 10 2 O
357 332 307 289 264 236 207 186 160 112°'60 256 7 2 2

o -

1 0

osa)Kaplan-Meier%ﬁ (E7080-307,/ KEYNOTE-5813%8%)

— AT 200mg QAW RUL L NF S
ssess APz

}

0246 8101214161820222426283032 34 3 38 4
BEM (A)

35 321 300 276 259 235 213 186 160 136 126 106 80 56 30 4 6 3
P78 145124107 85 69 62 49 42 R B 16 9 2 1

o

PFS @ Kaplan-Meier g% (E7080-307, KEYNOTE-581 )



QEEI«RFMAREE (KEYNOTE-564 HBR) ‘ .
BT LB E O UIRITR O/ Y R 7 255\ M B B 994 i (B
AN 59 BlEEte) BXRBRIC, MERMBIEE L UTAHA 200 mg QW REDFDMER T
LM, 7T RERBLE LTRSSz, TEFAE B 1285 A8 (LT TDFS)
L5 ,) LEN, AFEIXT TR LB L CDFS #ABICER Lz (R3 RUHES) .
FUTFo (i) Xix (i) ofFsEsrindhiz,
(1) i DR BB IR X D TROVWTANKEYE T 8% (Grade 1% Fuhrman 4338)
* pT2. Grade 4 XIZPBEARAE(LEFED . NO 2>D MO
pT3/4 Grade 39, NO %>> M0
- pT R, Grade b3, N1 2> MO
(i) M1 no evidence of disease (M1 NED) TH Y. F%%&U‘&Bﬁﬁfﬁé% Lbic, BRERG
B UTRRRITE 1 EUROWT OB R TREEREEET &;oﬁ_,%%i

#£3 AR (KEYNOTE-564 3R

AFIRE 7 5% R
(496451) (49841)
i (A) NE NE
[95% CI] [NE, NE] [NE, NE]
. |2 DFS £ (%) 773 68.1
DFS™ [95% CI] [72.8, 81.1] [63.5,72.2]
NP — FE* 0.68
[95% CI] [0.53, 0.87] -
P fE" 0.0010

CI: XM, NE: #ERH, *1

*3 BRIV U IRRE

100

90 -
80
270 ]
60 1
{k 50 -
&g;40'
B 30 -
20 A
" 10 1

~

at risk#y

: PRI DT — 4 1 20204512 4 14 B v bA7 (DFS
IXTEERIE M EARIZ L A5EM) . *2 : BRI Cox eI — FEFNMT KB T TR & DHE, |

galtr)

— A A200mg Q3W
PS5

5 10 15

FREFHEIA]

FHI200mg Q3W 496 457 414 371 233 151
PisAc 498 436 389 341 209 145 56

35 40 45

21 1 0
19 1 0

X 5 DFS @ Kaplan-Meier #i#f (KEYNOTE-564 3BY)

8



[Zait]

OEBRIFFMARE (KEYNOTE-426 #ER) |
BERLRIIAR/THFF =T B 422/429 ] (98.4%) ROR=F =78 423/425 i
(99.5%) IZEH b, IBREL OREBRBREETERVWEEREZIL, ThTh 413/429

Bl (96.3%) KUt 415/425 6] (97.6%) 1238 bz, WTNhDOBE TRER) 5% L

DEERIXTRD LBV THo T2,

#4 wfnmoﬁv%ﬁ$ﬁs%uhmmﬁm(Kmm0m4ma&)(féﬁﬁﬁﬁﬁﬁm)

BERXSE BIER (%)

(SOC: System Organ Class) TR/ TR F TR R=F =R
EAEE (PT; Preferred Term) 429 #) 425 )

(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade § 4 Grade Grades 3-4 Grade 5
2FEFER 413 (963) 269 (62.7) 4 (0.9) 415 (976) 244  (574) 7 (16)
LR LY v REEE ' _

A 12 (29 1 (02 ] 69 (162) 13 3.1 0

A L ERIRE 5 (1) 0 0 37 (8.7) 6 (1.4) 0

FFRERBAE 6 (14) 1 (02) 0 79 (186) 28 (6.6) 0

.md\tﬁﬁd)ﬁ' 8 (1.9 0 ] 94 221y 22 (5.2) 0
P IREE

R RETUEE 52 (12.1) 4 (0.9) 0 14, (33) 0 0

IR RHERE (R TIE 135 (31.35) 1 (02 0 119  (28.0) 0 0
B BEE

ievE 23 (54) 3 (07 0 16 (3.8) 0 0

fETH 3t (72) 0 0 29 (6.8) 0 0

T 210 (4900 31 (72) 0 175 (412) 19 (4.5) 0

H PRER 17 4.0) 0 0 22 (52) 0 0

LR R 12 (28) 0 0 48  (11.3) 1 0.2) 0

R WRMERE 6 (14 0 0 34 (8.0) 3 0.7) 0

B 91 (212) 2 (05) 0 111 @6.1) 4 (0.9) 0

npgk 61 (142) 307 0 86 (202) 9 @.1) 0

ngm- 34 (19 1 (02 0 56 (13.2). 3 0.7 0
—i% - EHEER LURESMLORE

ESIE 50 (117) 6 (14) 0 54 (127) 12 28) - 0

it N 130 (303) 10 (2.3) 0 142 (334) 21 4.9) 0

TR DRI 55 (12.8) 4 (0.9) 0 90 (21.2) 7 1.6) 0

b 16 (37 0 0 24 (5.6) 0 0
FRIRRE

ALT 88/ 102 (238) 52 (12.1) 0 54 (127 11 2.6) 0

AST # 97  (226) 29 (68) 0 59 (13.9) 7 1.6) 0

mep 7 V7 F =8 24 (5.6) 0 0 30 (7.0) 1 0.2) 0

1 H B AR BRI A V| V3R 22 (5.1) 0 0 22 (52) 0 0

TR ER SRS 3 07 ‘1 (02) 0 48 (11.3) 29 (6.8) 0

/MRS M (33 1 (02 0 76 (17.9) 31 , (73) 0

TERY 41 (96) 6 (14) 0 36 (8.5) ‘o 0

A RS 1 (02 0 0 37 (8.7 11 (2.6) 0
e L UosEEE ' ‘ ‘

RAMER 94 - (21.9) 9 (@1 0 106 (249) 2 0.5) 0

&Y ERfE 6 (14) 2 (05) 0 26 (6.1) 11 (2.6) 0
HERER L UHESHBRES
" BAER 52 (12.1) 3 (07) 0 15 (35) 2 (0.5) 0

fHPeE 23 (54) .0 0 16 (38) 0 0
HRREE ' ' _

BRERY 40  (9.3) 1 (02 0 129 (30.4) 0 0

1 35 . (82) 307 0 33 (78) 1 0.2) 0



BERASR : B (%)
(SOC: System Organ Class) KR/ TR F TR R=F TR
HAFE (PT: Preferred Term) 429 1 425
(MedDR_é ver.21.0) £ Grade Grades 3-4 Grade 5 42 Grade Grades 3-4 Grade 5
BRBRLIURERESE ; : '
:-4=):3 66 (154) - 11 (26 0 39 (92) 6 (1.4) 0
FRIRER. BOERs X UMGEREE
TRk . 32 (1.5 1 (02 0 12 28) 0 0
BEEE 98  (22.8) 1 (02 0 12 (28) 0 0
FER R ; 28 (65 2 (05 0 16 (3.8) 2 (0.5) 0
£ h 19 @4 0 0 32 (75 0 0
BEE LR TagES .
BEER 27 (6.3) 1 (02) 0 35 (82) 0 0
FE - RERFAETFSESERE 119 @770 22 G 0 168 (395 15 (3.5) 0
E S EEE 53 (12.4) 1 (02 0 18 (4.2) 0 0
R 46  (10.7) 1 (02 0 38 (8.9) 1 02) 0
&R E :
& I E 179 (@417 91 (212) 0 184  (433) 78  (184) 0

B, AR/ T HUFoTHICBWCEEEMES 1246 (2.8%) . KBK - /MNERK -
BEOTH 40 61 (9.3%) . #EEE (X7 - NU—EREHS) 2461 (0.5%) . FFH6E
EE (ALT RO AST #0072 £ OFFEREREERE 2 &1r) 150 61 (35.0%) . FRERE
REREE 165 #1 (38.5%) . TEMAHSAERESE 56 (1.2%) . BIBHEREREE 10 1 (2.3%) .
1 BUBERTS 1 6] (0.2%) . BHBEREE (RMETMEMLERS) oF (2.1%) | Bk - K
KB RAARIE 4 B (0.9%) . EIEMEE 4 61 (0.9%) . LFEEK 241 (05%) . SESIKR
% 16 (02%) KU infusionreaction2 fil (0.5%) MR bhiz, £, BEEDORERE

(B ASRRERAE GRS, ZTRALBE, ATES) | Bk, sk - Rk, ER MRS

(G MR VESRBER, MR I, ARSFERE, REBRIRES) . MRERER
HRORZIERD bnh o, ARIERARTRUIEEFS (BRREEEEZED)

R EDERERETRT,

10



Q@EMRAEFF AR (E7080-307,/KEYNOTE-581 k)

HEFSIIAK/ Vo F=T8E 351352 B (99.7%) RRR = =7 RE 335/340
(98.5%) 123 B, AR L DERBEATETE RVEEERIL, Th2h 341/352
Bl (96.9%) R TX313/340 B (92.1%) WD b, v\frnmo)ﬂif%}éﬁwh 5%LL

DRIFRIITRDOLBY ThHoT,

#5 WL ORTRBER 5% ELOBWER (E7080-307,/KEYNOTE-581 38)

(LM R RIEM)
BENKSE ‘ Bl (%)
(SOC: System Organ Class)  ABVORF=TR AR=F TR
XA (PT: Preferred Term) 352 4 T 34040
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 4 Grade = Grades 3-4 Grade 5
2EER 341 (969) 252 (71.6) 4  (1.1) 313 (92.1) 200 (58.8) 0
MmER XY v RREE
=gl 20 57 3 (0.9 0 44 (129 11 (32) 0
B BRI 4 (1LY 0 0 21 (62) 7 (@21 0
BRI E 8 (23 1 (03) 0 42 (124) 18 (53) 0
1/ MREE 13 @37 1 (03) 0 51 (15.0) 18 (53) 0
MR WEE
FLR RS TUHESE 22 (6.3) 0 0 8 (24) 0
FURBEREIE T 150 (426) 4 (1.1 0 79 (232) 0
HBEE ' ‘
b : 39 (L) 4 (1) 0 12 @35 1t (03 0
=5 24 (68 1 0.3) 0 20 (5.9 0 0
TH 192 (545) 29 (82) 0 151 (444) 15 (44) 0
KN 28  (8.0) 0 0 10 (29 0 0
HIERR 26 (74) ] 0 42 (124) . 0 0
HARESRIERE 8. (23) 0 0 26 (7.6) 0 0
B : 94 @67y 6 (1.7) 0 94 (276) 2  (0.6) 0
nik 113 (321) 6 (1.7 0 127 (374) 7 (21) 0
A 56 (159 5 (1.4) 0 45 (132) 3 (0.9) 0
—i - £EEER L CREEHALORE ,
$ESE 71 (202) 16 (4.5 0 54 (159 11 (32) 0
i 4 113 (321) 11 @31 0 109 (32.1) 13 (3.8) 0
RAY IR IE 17 (48 1 (03) 0 17 (5.0 0 0
R 16 (4.5) 0 0 18 (5.3) 1 0.3) 0
HRRE N o
ALT #/0 3 97 11 (31) 0 30 (88 6  (1.8) 0
7 2 7—EHm 53 (151) 26 (14) 0 26 (716) 9  (2.6) 0
AST 3#/m 33 .94 9 (26) 0 30 - (8.8) 2, (0.6) 0
Ay V7 F=Em 23 65 1 0.3) 1 (03) 17 (50) 0 0
i o R R BRI AR V€ 38 (10.8) 0 0 17 (5.0) 0 0
Y —EHm 50 (142) 34 (9.7) 0 34 (10.0) 24 (7.1) 0
R ERE R g8 (23 6 (17 0 39 (115 19 (5.6) 0
M MRERD 20 (57) 3 (09) 0 57 (16.8) 18  (5.3) 0
hEBD 70 (19.9) 21 (6.0) 0 19  (5.6) 0 0
B i BREE 10 (28 1 0.3) 0 30 (88 6  (18) 0
REte LUREES ‘
BARBIR 123 (349) 12 (34) 0 84 (@47 5 (1.5 0
&\ VAT u—/ VI 18 (5.1) 1 (03) 0 2 (06 1 0.3) 0
ELNV YR FLE 30 (85) 10 (2.8) 0 23 (68) 14 (41 0
HERRB L UFA%EJ& BE ' ‘ -
R 60 (17.0) 4 (L1 0 22 (65) 0 0
fHRRE 38 (108 3 (0.9) 0 8 (24 0 0
HRREE

11



BEBRSE Bz (%)

(SOC: System Organ Class) AR/ Vo NF TR R=F=TH#

HAFE (PT: Preferred Term) 352 A 340 %1

(MedDRA ver.23.0) £ Grade Grades 3-4' Grade 5 £ Grade Grades 3-4 Grade 5
KA ‘ 33 (108) 1  (0.3) 0 88 (259) 1  (0.3) 0
B 33 (108 . 0 , 0 . 28 (82) 1 (03) 0

BEBLURKEESES o
EBR 97 (276) 26 (74) 0 41 -(121) 10 (29) 0
R, MR X OMERREE '

Lo 19 (54) 0 0 8 (24 0 0
REEE ' 87 (24.7) 0 0 9 (26) 0 0
FER EEE 23 (65 4 (11 0 11 (3.2) 1 (0.3) 0
2l 18 (5.1) 0 0 30 (8.8) 0 0
B - 18 G 6 A7 1 (03)- 0 » 0 0

BB X OR THRRREE

i 70 17 (4.8) S0 0 21 (62) 0 0
FE - RERRORETSEEH 99 (281 14 (40 0 122 (359) 11 (32) 0
&S 47 (134) 1 (0.3) 0 19 (6 1 0.3) 0
5 77 (219 12 (34) 0 37 (109) 2 (06) 0
BREZRERE 24 (68 4 (L) 0 5 (1.5) 0 0
HERE 0 0 0 31 (9.1 0 0

hERE
i M E N 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

B, B/ VoRFoTRCB O TRIEERER 196 (5.4%) . K%K - PMIBK -
BEEOTHI36 4] (102%) . EEORBRES (PEMERELBMAGIEE, REREIREf
B, ZSIHE., BRAESZ) 26 (0.6%) . BUERFK - FFA4 - FFSEESE - FFL - &
{EHERRE S 79 B (22.4%) . FURARHSREREE 156 1 (443%) . TEMAMERE 3 4]

0.9%) . BIHsEEREE 1841 (5.1%) . 1 BUERS 1 6] (03%) . BigEE (R
TR, RERABES) 84l 23%) . BEEBH (23%) . K - BREUHRARE
381 (0.9%) . EEMBESE 141 (03%) . Bk - FEEESK 3 H1 (0.9%) . L% 3 fl

(0.9%) K infusionreactions il (1.4%) MWD ONz, iz, HREE (F7 - AN
VRS | SO ER, EELRRES Gt/ MRIBEA RN, iR
M., FREFFERE, WERERES) | IRERAEERERUCERIRD bhiahrolz, KEIE
RARFRFIIBESES BRREEETEZEL) 23 LERERETT,

12



@EEIFRIF MR (KEYNOTE-564 3UER)

HEELITABEE 470488 51 (96.3%) KOT T & REE 452/496 4] (91.1%) 12D 5
. BREL ORRBEATETERVAEERIL. T 386/488 # (79.1%) KU
265/496 il (53.4%) BB b, WTENHAORETRILEN 5% EORWERIZTRD
LBV ThoT,

#£6 WTHHOBTRARN 5%U LOBIER (KEYNOTE-564 RER)  (REMMITRAR)

BERKRSE B (%)
(SOC: System Organ Class) AFIEE : 75 KB
HASE (PT: Preferred Term) 438 ) 496
(MedDRA ver.23.1) 4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4  Grade 5

386 (79.1) _ 265
AR RETEE 50 (102) 1 (0.2) 0 0 0 0

___ﬁyt}li&ﬁa{f&wxﬁ 8 (17.6) 1  (02) 0 13 (26) 0 0

BRIE

TevEmE : 91 (186) 1 (02) 0 57 (115) 0 0
L 73 (150) 4 (08) 0 36 (73) 0 0

Fed. AFIBEICBWCRIEMMRE 1161 (23%) . KIBK - MBK - EEDOTHILS
Bl 3.1%) . BEEOKEEE (hHEMRKETMTE,. REEBRIDEGR. SAHE,
ERBEL) 16 (02%) . HREE (X7 - NU—EEHS) 16 (02%) . BUE
BF4% - FFARA - FFHBRERSEE - R4 - RE(RERRE 2% 45 61 (9.2%) . FORBREEREREE 106 51

(21.7%) . TRAHERE 2 6] (04%) . BIFHERE 10 4] 2.0%) . 1 BHERRE 9
Bl (1.8%) . BHReEE (RMERIENRL, RREBLE) 8461 (1.6%) . FHk - 14
SRR 2 B (0.4%) . EEMENE 2 61 (0.4%) . B%K - BEIEZ 2 61 (0.4%) . D>
#5411 (02%) . infusionreaction7 ] (1.4%) ROEEZRMIKESE (Gt i/ Mg
DPEERBER ., VSR, FRIFERE, MBREIES) 14 (0.2%) BRBO LT, Eie,
BEde, S &9k, MBRARERRER ORZIIRR0 b zd o fe. ARIEAFETRIIE
EEES (BEAREEEEZED) 230EMERETT.

13



[ - FiE] |
AR OBEREDBEESAVZFALEZY I 2 b—va kb, K& 200 mg &
Q3W. 400 mg % 6 BRIRIRE AT FQ6WJ &\ 9, ) Xi 10mgkg (KE) % 2 @M
B LT TQRWI 215, ) TRE LEBOAAFOMEFRENRE SN, 2Ok
B, AH 400 mg & Q6W TG LBEOAKIOERIRIBICH T 2 FHMEPRE (U
T TCogeel £VV9, ) 1. &K 200mg % Q3W TG LI2BED Cagss L LT 2 & T
Eniz (FR) . T, FH 400mg & Q6W THRE L LROAF O EFIRIBICRIT 55K
EMIEPRE T MCoussl £ 5, ) 1E. %1 200mg 2 Q3W TEE LIZBED Coaes
LU L CEEERRT E FRESRE 00, AAABE BV TARERER ST
B - AR THEAH 10 mgkg (KE) % QW THRE L7EED Crue & HlE L TIE
EERTEFHESNE (TR) . Ebic, BHERAESRE 2 XHRITHEH 400mg 2 Q6W
| THRE L EHVETERER (KEYNOTE-555 380 X 1 18 b e BRIEIC 35 < Emshie
RS A—FE Y Iab—Ya Uk ) FRLZEYBIRE T A — & LEEI L (FR).
Mz T, EROBECRT 5 BARBRREICES S, FHOBRER L HHMEXITLLN
L DOBEELZ R 2RBRISET VBEES L, AA 200 mg 2 Q3W XiX 400 mg &
Q6W T#E LEBOBRZE L HHEX RSN L OBFEC SV TR SRR, k
RO - FEOM TR CREMICHRRERII RV L TR ShE,

R FHRORNGIENT A —F

i B (g (g ) o) o)
200 mg Q3w (58.2?;9.7) (27.27?38.1) (17.?,;'11 8.3) (912/?;;4.1) (49.5;3(,).;l 1.0) (30.35??1 4)
400 mg QOWT (12;,21’24) (32.?)??2.7) ( 10110;3 08) | (14251;49) (50.51(,)‘57 1.3) (19.?,)'230.9)
40(()£‘Z§J1?§6)W (1351.2?.10;6.4) NA (14_11 '?55_4) NA NA NA
10 mg/kg Q2WT (21§,2323‘) (14;?11‘45) (1 1;1 ?21) ' (42:,2233) ' (27%,7382) (19;,9300)

+:0n=2,993, 100 EDY I 2 —Y 3 VXY BEHIWERAFHEOPRME (2.5%R,97.5%5) « Cmax : FIEIE
ERORERMBEPRE, Cop: PIEESEOFHOFEFREE, Cun: MEHESE (P72 REFH) OKEMLE
EF'%E\ Cmax,ss: ﬁﬁ%%\l:ﬁﬁ'éﬁﬁngq:ﬁf;\ Cavg,ss : ﬂ:"‘%"%ﬁ%@lﬁﬁé$iﬁﬂﬁﬁ%¢‘ﬁ)§\ Cmin,ss : iﬁ%ﬁé":
BT A BEEMEPRE ) :

156 BIDLAITHME (95%FRRXH)

§ : 41 BIOLMITHE (95%EEXH)

NA: Z%72L
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4, MEFRIZOWT

ERMLY X7 EHFHE (RMP) ;_gog FEIOERBELE] iﬁﬁiﬁ%ﬁ«@%ﬁ@%ﬂ
PR BHRTH- T, A ORENEE 2 BELDBE - HEL. FHOREICIVER
REWERZRBR L BICHIET 5 2 EBANEREZD, UTOO~@D T~ T2y
RICBWTHEAT 5 & Th 2, |

@ HRIZHOWT : '
®-1 Tﬁ@(n-6)®mfnm_ué¢5m RTHDHI &,
(1) EEHBRENEET D ABRESIRREESE EREFRS A BRELEIL R,

i’fﬁiﬁﬁl/u SFOEEEHL R, MU A RBEIRRE R &)

Q) HrEMBRERPE

() FWERFEMEREET I RADRELRERE (BALBRESBERE. BSAR %@%
BAmbE, BARRESEHEER R Y)

(4) A ELFEERZRE L., SREBCRRIERERN | U RER L ERER R
2 DhEgREEICR D BHEEIT > TV D HERR

(5) FUEMIEEAILS EEME O iR B \—@f*élﬁatﬂ%ﬁof\z\bﬁﬁ

@-2 %wmfwméﬁﬁﬁw&ﬁﬁ%ﬁﬁwﬂmK+ﬁ&ﬂ%kﬁ&%ﬁo@%(T

FOVTHANCEENS T BEM) 2, YEBEAOAFICET 2BROEEE L LTRE

shTns e, |

*

. ERRIFEY &2@@%%%%%%Tbtﬁksﬁutwﬁbéﬁwﬁﬁﬂﬁé'
FoTWBZE, 55, 24 LI, ﬂh%%ﬁ&%zkbtﬁ%@ﬁ;@ﬂ%%
ITHoTCWABZ L,

. EAIEE 2 EOTMHERET LEIC 4 F0 L OMRBHEOBRRFELTT
ST . 55, 2EN k. BRI R A EWRE S SR ATBROBRIHE 21T
STWBZ L,

@ l‘i‘ﬁl’?@%%nn‘lﬁﬂ%‘ﬂ@ﬁiﬁ%ﬂkob\f
ERLEREBICHETIEEENRE SN, BESENLOFRED., AR - R
SMERENEROFER OEME T 2 FRIEE, AEFRBRRELZEEORE
0 ¥R, SERBEONTIToNAEHEBRE-TWEZ L,

v

15




® BUER~DOHISITOVWT

@-1 fERRAANTEE T 2 EH
MEMMEREDEERBIERANRE LBz, 24 BREDEEAROT, YUk
IEERRICRBW T, B LUEBRERIE CTAREER O CT £0RIER OB %

BRREOKRPYBFICELN, BELICKISFRERERIE-TWEZ L,

@-2 ERfEEHIII>ARERNGICETIEHS

BABRICED I EMNLRABREOEESZETIEREEENRERAE=2 ) V7
EEORERDORAI V—= T2{TOERE L BEREZ LA TE 5 F— AEREHINE
HERLTWBZ &, 2B, BEEHICOVWT, BABRE L ZOFECHHICAMENT
WwWasz e,

®-3 BHEROZEFCHISIZE LT

BIVER (REMMERICIZ, KB - MNBJ - BEEO TR, BUERFS - AL fF
HEREREE - T4 - B LMEREE A, BieEE (ROTHENER. AHREBRE). A
SUWEE (FRAKEREE., PRIFEERE, BITHERS) . 1 BIERK, 5 & 5Bk,
o - BOSRMARE, BEK. BEEORERE (PEERETMRE, SRRBRIREE
B, 2T, JHAEIEE) ., infusionreaction, JN7S « BEfEAS, EIEMEE., HREE
(RF v« SU—EREES), OHk. BEERDKRES (Gt MR EEEERE,
YR, FREHES, EEAERES) . MBREAEGER, BE%) LT, Yk
RULEBERSEOEME L AT 2EM L EiE L EHEROZERICE L T
RUOXEEZRIONOEMHICHDIL) | EHLED QBN TE 24HRE>THS
ze,
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5. BERNRLRDBE

[FaEicBd 5 %H] |

O FAOMOVBIEESA & ARSI TROBE LBV TADEI RS AT
5o | |

TEVF =TIV AT =T L OFRRE  {CRREED 2V VRIBEIRT A

B OB IRREEE

@ AFIOEMBPEIITROBEICBVWTHMERRIRL TN,
. EBR) A7 OBEVEBHEEOWRREE

@ TRIZEUTHIAFORERVERFIEZOWTIE, A OB EN L SN TR
b3, AFIDOBERFRE DR,
. BRBFICHT AMOTEREER E OfFRRE
. TEIF=T XL UAF =T YA OB L O RRE

[ZeMizBE§ 2 FHE] ,
) T@uuﬁ?éaﬁuowfiﬁﬁ@&ﬁﬂmu&éhf%é EMb, BEZAT
brrnz &,
. $ﬁ@ﬁﬁﬁﬁbﬁ@ﬁ@%ﬁ@@&é%ﬁ

® %&wwﬁﬁ;kwaﬂhJ%?éﬁﬁkowfi:Kﬁwﬁﬁi%%én&w

. MOBFCBRIREE AR VEAICIRY . BECAREERT 2 L 2EETE S,

o EMEMEAOAMIIHREDD B BE

. FEEGRE CEEY R 5 BE R OIEEIME O KSR YR
S ORI RERER S DD BE

. HEAERBOAFE. XTBMAE L IXERMED B DAERBOBEERD
b5 BE |

. BEBHEE (EOBMRBEELZST) 0b5EE

. REHMOBRIREERETSBE
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o IRVEUIRTRRE NI O BRI 351) B Karnofsky Performance Status 70%3K

~{ﬁ (&D @%\%

@D Kamofsky Performance Status (PS)

Score

&

100

EE, RBCHTIBEOFZINZ, BRERZL,

EFOEBNNTRE, BRBEEBLER, 90 |EWEERERIZH B, EETE A

80 |22 W BEERSEHH B, BHLTCEEOEERE
ST B2 LIIRAEE, BETAHRBTET, B 70 |ELAFOMEEITELHN, EEOES - BT L3RR
HHE LA CEANBRRIZLDbDOTHD, | 60 |BDIHMERI LI TEDH, L EXNBPLE
BaRBEONBIELEL TS, 50 [FREEE LB ERIUENNRERITARNE

40 |83, BEIRERB LI UEENNE
| BORYOZ L 2RASTTERN, HERHE | 30 [2<8HTT, ARBULEERFEZS LEEo TN
RROBEELRSOEELLEL T3, RKE| 20 FEREE. ARALECHANREENLE
RBRFIEIT L TWAIREER D B, 10 |FHEAE-> TS

0 |5
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6. EER%LT%&?A%$@

o)
@

®

ﬁﬁii%kMM_ikwmﬁﬁwzﬁfééﬂ%Lgogﬁﬁ@%ﬁﬁvﬁﬁﬁ

A0 nEBERERETHICEB L TONOERT I L,

BRBIAICET . BE T E0FRICAEDERVEREEZ+AHA L. REEZH

Thrb&E5T2TL, .

FREWER DX P A MZOWT

. RIEMHERRDHDLDIBZ L NHEOT, RKFIORSICH > TIX, FIHE
%(E@n RERPREE, B OREREUIE X MRECERS. BEr+

ST 2k, Eo, HEBISCTHEE CT. MF~—V1—SOREEZ RS
Tk, '

* infusionreaction 233 BB Z L 4P B, infusionreaction 3FRD LIV BAalT
X, EEIRAEERTT O k EHiT, Fﬂt?ﬁlﬁl{ﬁi‘éif%%‘@%ﬁ?%ﬂ* =7 =
THZ L,

o FRIRMRE %\TE%%%%%&U@%%%ﬁ%ﬁbebhéz&ﬁbé@
f\Kﬁ@ﬁﬁ%%ﬁ&ﬁ&&%%#ME%%KW%%%%@E(mﬂpﬁ%
T3. 8 T4, ACTH, I VF Y —VEDORE) 2EHRTHZ L,

o BIERTA. FFRE, FFEEE, R, EEEEREZHOPNEZ LBH D
DT, AR O EEIEET R O 5B P I ELBICIT#ERZ (AST, ALT,
y-GTP, AP, B UL EVEORE) 2EMTHZ &,

o BEHEE IEARVIEREFRLAZED) SOBERBEEERHLDND
:kﬁ%é@f EHRCIROBREOEELHRT DI &, £z, ROEENR

A LNEBAITIE, B CERBESZR T I OBELEETOH L,

. xﬂwﬁﬁ lD @F@ﬁrﬁm_t®¢5a%xen5%ﬁ&r%%r%
BhHbbnsZNbd, RERBDbIEEAIIE. FRLEBERIRLE
%Wm&ﬂ%&ﬁﬁ%ﬁo[%k@%bfﬁ@&%ﬂ@%%ﬁw\ﬁ&wﬁﬁ
RS X 2BEANEDN D BAITIE, AR ORI IFIE, RUBIERE S
NEVRIDBES 2 EET ST a 2B, BIBRERLVEY ORET LV EIE
FAOBERRD bNRVEEIZIE, BB RERVE LA O SEmHIE OE M
LEETEIL,

o BEHRTHR BCEARMNOEIABRBLTCHLEWERSBRRTLZLAHDD
AR OBERTRIZHEERAORBILHICEETHZ L,

o 1EUERE (BUE 1 BBERFREZEST) Bbbbh, BRRES TV F—V AR
KEAZERHEDT, AE., B, m&#@rmm%ﬁ%m%ﬁwhﬁ:+
SEETHZ L. | BERBPRONCGECIIREEPIEL, AR 8
Ko EEOEERMBEITI Z &,

AFIOBRRRIZI VN T, KEYNOTE-426 BERClai 5B 5 12 ¥ B \u%m

54 BEET6MIL. FD% 128 &, ET7080-307/KEYNOTE-581 RER Tiiix &

BEfEh B 8 R Z L ICBEMEOFMAEIT o TV L 22E1C, AR SPILED

MICEBRRE CHROMERBEITI Z &,

BHY 27 OBVEMREERE OB 2 IRAMREEL LTERT 2BRIC

KEYNOTE-564 RERIZIWVC, 128 Z L ICHEOFMEIT-o TN a2 L 2BE
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W, AHOBEFIZIEFOICHROERZITO Z &, 2B, AR OEEHMIZ 12 4
AETeTazL, '
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BEE T A RS54V
RATRY Xed (BETFEEZ)
(BRF®4 : 4 b—F BiE#HE 100 mg)
~ SRS ~

SFEEL1 28 (SfM44ES8H E&%‘T)
JBAF A




B

AR O T e

XU I

AEIORAR, 1ERBF

ERIR AR

FEERIZDWT
BExtg L2 bBE
BECELTEE I REFE

P2

P4

P12
P14
P16



1. iZU®ic _
ERDOFHME - REMORRO DX, B TESICESWIEIERFANKRD
BiILD, DT, IEFEOREFENOERIC LY, FEEERR & OFEHFN 2R IERE
FEEGPEARBINIPT, INOOEEMZEICSLERBEICERET I 2 L BXEED
ML 2-oTEY BEMBEGEE L EDOEARFE 2016 (ERL 28 4E 6 H 2 AEERE)
BWTH, EFNERREOHEROREHEEZRIZ L LEhTW5,
FREARFERRDL, RREERRCEEME S0 7 7 A VBEEFEOEES LA LMCR
BRBTEBHD, T, FMMERCEEMICET BRI +LERT 5 £ TOM,
UHEKROBELRZT A I L NS NIBECH LTERT S L & bic, BIE
BAARER LB HRERINE &5 R ARA—EDEG M- T EREECHFER
THZLBREETHS, '
LR oT, BFA RT A T, BBRBEBSINE TRRELN TV S EZIKER -
AP RMICESE, UTOEERR OS2 HHEEHEET B84 b LER B, Ex
FRUOEBESEEZTT,
BRI, AHA BT A Ui, BSATEE A EER ERSSR SIS, AEMEA BA
BRIERYS, —BEAEABABRABES, —REFBEABAESBGER 2RO
ARHEEAN AR OBARSELOBAD L LR LT, '

ﬁ%&&é@%&:#%Fw—ﬁﬁ%%&mmm(—ﬁ%:NA7Hvaf(Eﬁ
TR X))

NBLRAPENIDR « BRUIRBEE 2 H T 2 EEE

HBERABERVAE : 8%, BRAICE, RA70) X<v7 (BEFEHEZ) LT, 1
@mmmg%3ﬁﬁ%ﬁXM1@4mmg%6%Hﬁmf3o T
T TRIEHET 5,

Bl ¥ IR 55 ¥ & MSD MER&H




2. AF OB, AR

FA PA—F REEE 100mg (—ff4 - Ra7 ) Xv7 (BEFHEBRZ), UT X
I LV 5,) ix. PD-1 (programmed cell death-1) & Z DY HF> K T&H 3 PD-L1 KX PD-
L2 b ORAEZEEMET S, £ MERG4E/ 7 u—FAHETH B,

PD-1 BB IE T MIAS SIS EEARMAE A Dk 5 7o I S AMIBADSFI R 3 5 22 e il
A4 v F T, PD-1 13, BERREBIZEWCTERE T MROMIRREICRRA L, BER
BRI S RNE BRI RAERISEHET 5, TRbb, PD-1 XY H Fefk
ATBZLRIVARRARC LDV IV EERACHIET 2B KR TH S, PD-L1
DOEFMBIT 2RBAIDTNTH LB, ZOBAMBTIE T MROBT &ML
BIEEB/ENCRBA LTV 5, BAMIIZEIT 5 PD-L1 ORRBTLL. BHIaE. RS,
FFHRRaE. DRELE. FE/NBRIEZR & O 4 B A TTFRAREFTH Y, EVAERFR
& OREESHE SN TVD, : _

B DM A DEERITH & PD-L1 BHROMEMES S, PD-1 & PD-L1 ORKITERE D
| GERBHC B W CEERREZHE D Z LARRENTRY Briz 72 BAREOIER & L
THIHFSh T3, |

AKX, PD-1 & PD-L1 RO'PD-L2 DV H > FORBEEZMAETHZ LIk D, BE
UNRETS OIEBSROMREERE T ) o REBEE LS, PR RE % BE L
T35 L THIEESNRERET 5,

ﬁﬂ@ﬁ%%ﬁwgd<ﬁ§®ﬁﬁﬁmui5@¢m%ﬁ%Bbh“E%Xu%tm
ELAREMENRH B, AFOBEFRUCRERITIT, BEOBREZ+HITT, BEXR
B HNTEBEITIE. BB LU -FRICIE CEMRRM5R L BRRE R OERM L &S L GF
YRENZE 2TV, BEDRERGIC L ZBIERARELPN AHAKIT, BIBREFV
LR OBREEDHYRNBEITI VERD D, ' ' .



3. ERPRERAR , '
ﬁ%x%ﬁﬁﬂﬁiﬁ%%ﬁ‘é‘éEE@%B%UD??(?EH#&C?WE%??Of:i?‘iﬁ%ﬁ%ﬁ%ﬁ@ﬁﬁ%%
Y,

[FHzhtE]
ERSt S MAERER (KEYNOTE-048 3U5R) \ ,
{LFRRIERE D720, [RFEEAH ARE, P - THEROMEOBR ULERBEE2AT
 BESR T LS EE 882 61 (AAN 67 FleEl) RREIC, ¥VFL~T (&
BFEEZ) CUF eyRe<=7] En),), ZArdaysvn (BT I5-FUl &n
9.) ROT T FFRAOHRAEE (L3RER) 22dBe LT, 5FU L 75 F 78
HOOERA T TARRE (RFIGFRKR SR © RUAEA] 200 mg % 3 BRFRHE (CUF TQ3W]
LW 5,) B’E (KRRIBEMB SR OFPEROEZEEIRFT SN, FEFMEED
—o b IN2EFHHE (BT oS] Lvd,) iIZ2WT, ITT £EICHBWT, KA
BRI RRE L B U THEBIER L, £, RABEMBIRIIMLERE L B L
T, ITTERICBWT, OS 133E4E M%7 R L, combined positive score™ (LAF [CPS) &
W9,) BN 1UEOBEEMIZBWT, OS DABRREEXRD bhiz,

*1: RFREICRT 218K & L THEEREZEDRRENRER SN TV EAE Tk, U5ib
BROBEKIERAP L6 AU ERBRB L TWAHAE, HAANTREE Shiz (L,
UKIBRSE THR6 1 A UNICRBEST LIeBa13k<). ‘

Y F~7 (HIE400 mgm?. 2E B 250 mgmd), ¥R 7T F 1100 mymdXiEH
NMRFFF AUC S (mg + min/mL) K URS-FU 1000 mg/m¥/day (4 B RIFGE AR 5)
DIFIZ Q3W (Y <=7 DA1BHER THRR6Z—AEEH, Y F <7250
mg/m*Z 1AHERCRE L, ,

*3 1 AKI200mg, TR TF 100 mg/m?XIZHARFFF L AUCS (mg * min/mL) KUS-
FU 1,000 mg/m%day (4 B RFFFERIEIRE) OIEIC Q3W THRA6=—AREHK, AH1200
mg % Q3W TRE L7, . :

*4 :PD-L1Z R LMl (BEMR, <7277 —VR0Y V588 2REEMEEKT
BRL. 100% % U731,

#£1 FHGERREOEERE (KEYNOTE-048 3ER)

LR

AFGF x5
- (28141) (278%1)
FofE (A) 13.0 10.7
[95% CI] [10.9, 14.7] (9.3, 11.7]
os™ NP =KL 0.77
[95% CI] [0.63,0.93] -
P{E" 0.00335

Cl: EEKXM., *1: PEMBTREOT —% (2018F6H 138 v b4 7)., *2 : BRI Cox HFl N NF—
REFVIC L BLRIRERE L OB, *3: BRIn /S 7 RE :

L



100
90 F\‘\‘v
RN
80} ™y
v '\
70+ L\‘QQ .
e 60 \?\\ AF200mg Q3W, 7 T 5 WAIR US-FU
é \\.,'\1.\
'}’ﬁ'}' 07 \.\L I\\L\\H\/
' 40 S Ty :
e V-G :
A - g
D evyxv~7, 777 BARUSFU H i) '
10 Wttt
0 T 1 T T T T T T
0 5 10 15 20 25 30 35
AfFHIE [A]
at risk#
AH1200mg Q3W, . / :
75 3‘*2‘%’! BUsFU 281 227 169 122 75 40 10 1
;Z,; ;ﬁ/‘gggﬂ&(ﬁ 5. FU 278 227 147 100 . 51 20 5 1

K1 ZAFGEA#RES O 0S ORI O Kaplan-Meier Hi# (KEYNOTE-048 35

%2 AABBEEOHMERSE (KEYNOTE-048 B

- RRIBEMRER L FRIERE
FIEK 30141 30041
HhifE (B) 11.6 10.7
a | [95% CI] [10.5, 13.6] [9.3,11.7]
N A= 0.85
[95% CI] [0.71, 1.03] —
P fi" 0.00014
FlEK 25781 2554
HhRfE (B) 12.3 10.3
CPSZ1D | Jou [95% CI] [10.8, 14.9] (9.0, 11.5]
BEEH NP — R 0,78 ‘
[95% CI] [0.64, 0.96] -
P "™ 0.0086

Cl: [ZEXERE. *1: PREFTEDT —Z (01856138 v b4 7)., *2: B3I Cox i —
FEFNMC L B{LERERE OB, *3: Biln S/ F 0 7RE GESLHEPE)., *4: BRInS S
v IRRE (BEHHE P E) o



100 K
.\}:“‘\
90+ \\I-\n.
i N
. 0 1\\ h
~ 70+ “\\,}\'
:\; 60 NL;\\ A#200mg Q3W
s ] H_ \‘i\\
g v
& 404 ~ iy
hi / \,l iy, ""mun
by -
By wvrser rorremmosn | T
104 1HHH ..... |
0 T T T T T T T
0 5 0 15 20 25 30 35
AR (A
at risk3% }
AFI200mg Q3W 301 225 172. 125 81 37 18 2 0
VXV, '
S FrmEEUsFU W 245 158 107 57 2% 0 1 0
100
1 M
80 My
0y
70 N
g 60+ ]t ™~ \"I A#200mg Q3W
\A‘.‘k.l \‘ .
Ei 50 \kli
40 IIII||
4 i iy
30+ 1 ]
2 / "y Hityg Uil WL
EYRYT, 7’7§~+§a§u&mm i o
104 i L‘"i
0 T T [ T T T T T
0 5 10 15 20 2 30 35 40
AR (A
t risk3 .
;:;:{izﬁmg QW 257 196 152 110, 74 34 17 2 0
A e N 255 207 131 89 47 21 8 1 0
7ZF T HEIRUS-FU v

X2 AFBEMFED OS O FRRITEED Kaplan-Meier Hi#R (KEYNOTE-04835R)
(EX : ITTRH, TH : CPSZ10BE£EH)



(PD-L1 ZIRAR LB DB ZHE)

EpR4E R MAAAER (KEYNOTE-048 3RER) | u*ﬂﬁlﬂ%ﬂf;,ﬁﬁ@7—5 WWHEIE,
CPS BT 21T o ot (RN 28 T) RURSHOBERIIUTOLEBY
ThH-oT,

AEUCEEER OF M LT, CPS 2% 1 3R DRA I L SRIERE L IIZERD
ERThoT- (F3, K3,

KM 5 OADMEICE LT, CPS MMEWIE YL RRIERITH T 5 AF| BMR 55
DOAP— FHRKE L 2 B3 HANEED b, CPS B 1 RFOBFAITIEINT— FEA 1 %
ERo7 (R4RUES), |

7235, PDLIORBRIRIC L 5P, AFOREET 07 7 A i im%fa%o 7o

#3 KEYNOTE-048 BRBRIC 3517 5 AAUL IR0 FRE D CPS BT OS™!

PDLI 5 B R g PRI DS SO i
CcpPs<1 xﬁiggﬁgﬁ Zz :;i EZ: i:g% 1.07 [0.66,1.74] "

1=CPS<20 Kiggigﬁ :; 192_‘97 [[89_2’ 1115_'53]] 0.75 [0.57,1.01] 2 0.25
CPS=20 Xﬂzgﬁgﬁ ﬁg ;‘(7) E;O;I;go? 0.69 [0.51,0.94] 3

CI: [EEXM. *1 : FREIROT—% (2018486 B 13 BU v bA7) *2: FEERI Cox Bl - F=E
S (PRIREIAENT) . *3 : ECOGPS (0, 1) RUHPV B%: (BiE, &) 2fERIETF L Lic Cox BfINY

— FEFN

100} \ 1004 2,

0wy 90 LLE.._

80 \\ 80+ L,l,1

u . ' 70+

@ 70 \ AH 200mg QG3W., 75 FHUMIRUSFU < L 'Y FYwT, ITFTEARPSFU
< 60 \"\ £ 60 .
L 50 / 8 50 ‘ LL. /
& e Uy, e |
H H

0- /ﬂ """lllllllmunlm > / l’r“‘“ﬁ*j”

0] TIEVE 773‘7&%11&6”0 IH iH—H . 104 FF200mg W, 7T FIHAIRUSIU 7 |
4 -
0 T T T T T T T T T 4 L) T T T T T T T
0 5 0 % 2 25 N B W0 0 5 5 W 25 B &
s AR (4] i o AR [A]
A #1200mg Q3W, A Hl2 3W,
sy W w8 @ % 9 1 o R s ¥ B ® 8 4 1 0
';;"';_rmmwm % 1 12 B’ 2 6 5 1 0 3;5;;;;“&05“]46 I 17 e 4 o o

K3 KEYNOTE-048 BABRITI31T 2 AKIBEA R 534D CPS BITD 0S OFMIAENTHED Kaplan-Meier H#R
(£H : CPS21 OBEHRM. AR : CPS< 1 DAEKE)



7 4 KEYNOTE-048 BIBRIZ 1T 5 K| ¥ 50 CPS BTon 08!

PD-LI %5 BER py PRI DNC s RE(ERD
e T R BT s
1=CPS<20 ZK?:;;?;&?:* ii: ig? Ezg: iig 0.90 [0.68,1.18] *2 0.028 -
i RS 1 MG e

CI: fEHEX .

100 100 —nH 3
o] 3 of LY
AN S
80+ AN ol 1 1
_ _— \\\ 70 \\_L:‘H :
< \ @ o, Y RveS, ITFIHRARKOSFU
= e i y A 71200mg QG3W S e “\_\ 3 /
[\ ‘-\
¥ .“Kf w o
Boon LT oo
S /\" """ LLTETY 4o mth Yy
2 - 2 I
o TV EIT 77%%1&0&1«1 Pty i ol A 200mg G3W ——
0 T T T T T ¥ T L 0 T T T T T T T
0 5 0w B 0D B ®. B A 0. 5 0 5 2 B R
skt ATFHM [A] - AFHRE [A]
ns. ns!
FMomgQsw & 6w M W #1702 0 EFromgQsw . M % 4 7 3 1
7 ﬂ;fg;mm w® W w4 A e 1 3;?;_;%1& sw® ® 7w W 5 1

SREFEAT) |

*1 : PREAEATEFOST—F (20185E6H13B v 2 7) *2 : 3EBRICoxtLFINYF— FET L (B
*3 : ECOGPS (0, 1) RUHPVERE: (B, &) 2BRET & LiCoxtbfinTF— FEF A

X 4  KEYNOTE-048 a&uan‘ B AF| B 5B D CPS BICD 08 ORI Kaplan-Meier BhAR

(£ : CPsz=1 DAEHE, AR : CPS<1 D BEHER)




[Z4tE]
OERELRPSMIERE (KEYNOTE-048 35)

HEERIIAKNG AR SR 271276 ] (98.2%) . K| B 58 290/300 #1 (96.7%)
R OMLEERIERE 286/287 ] (99.7%) IRH b, BBHRE: OREBEREETE RN
BEEHIT, FHEH 263/276 15 (95.3%) . 175/300 fi (58.3%). K& 0" 278/287 £l (96.9%)
D b, WEROOBECRREEIEN 5% EDBUERIZTRO LBV ThoTe,

£5 VWTRIORTRERAY 5% EORWER (KEYNOTE-048 BB (32 24LARY7 3SR

BEHKXSE (SOC: System - g (%)
Organ Class) ARG ARS8 AR B 55 (L HRIEE
. EAFE (PT: Preferred Term) 276 B 300 % : 287
(MedDRA ver.21.0) 4= Grade Grade 3-4 Grade 5 £ Grade Grade3-4  Grade 5 4 Grade Grade 3-4  Grade 5
SFBIER 263 (95.3) 196 (710) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (969) 195 (679) 8 (82)
ks LY VR AREE : S S : o
Hifn 133 (482) 52 (18.8) 0 12 @0 2 (07 o0 118 (411) 42 (146) 0
ST Rk 21 (76) 21 (76) 0 0 0 - 0 12 42 12 (42 o
B BRI BE 34 (123) &8 (29 0 2 07 0 0 38 (132) 16 (5.6) 0
B RERBAE 91 (330) 50 (18.1) 0. 3 (L0) 0 0 90 (314) 59 (206) 0
1 /MR E 75 (272) 24 (87 0 4 (13 1 (03) ] 63 (220) 24 (84) 0O
B X USkKREE : ] : : }
B 15 (5.4 0 0 0 0 0 16 (5.6 0 0
R BREERRIE TIE 35 (12.7) 0 0 39 (13.0) 0 0 1 (03) 0 0
BBES : ’ : S : ,
B 28 (10.1) 0 .0 9 (3.0 0 0 31 (10.8) 0 0
TH 49 (17.8) 3 (LD 0 53) 1 (03) 0 75 @61 5 (A7) 0
B 124 (449) 15 (5.4 0 2 (4.0) 0 0 131 (456) 16 (5.6) 0
AR 67 (243) 22 (8.0) 0 2 . (0.7 0 0 69 (240) 10 (3.5 0
Y 75 272) 7 (25) 0 7 23) 0 -0 64 (223) 5 (L7) 0
— - EEEER L CREHMORE : ’
B STRE 33 (1200 8 (29 0 7 (3) 1 (03) 0 30 (105) 6. (2.1) 0
S 84 (304) 19 (6.9 0 43 (143) 3 (L.0) 0 83 (289) 11 (3.8) 0
ek 18 (6.5) 0 0 4 (13) 0 0 9 3.1 0 0
FERED RIE 77 (279) 26 (9.4) 0 8§ @7 2 (07 0 76 (265) 14 (4.9) 0
FRE 16 (5.8) 0 0 10 (3.3) 0 0 12 (42 0 0
BRYMER L OFEREE ' _ ‘
JRERSS 0 0 0 0 0 0 33 (115) . 0 0
#E. FEBLUCLESHE B o . '
A S KA 2 (07 0 0 1 (03) 0 0 16 (56 3 (1.0) 0
FEPRIRES : : : , ,
ALT #m 10 (36 2 (07 0 7 (23) 0 0 15 (52) 2 (07 0
s V7= 8 300 (109) 1 (04 0 2 07 0 0 15 (52 0 0
R EREIRA 46 (167) 28 (10.1) 0 1 (03 0 0 54 (188) 35 (122) O
L/ MEED 51 (185) 14 (5.1 0 . 1 (03 0 0 46 (160) 9 (3.1 0
rEPY 21 (76) 2 (0.7) 0 9 (3.0 -1 (03) 0 30 (105) 1 (03) 0
=hilk2s a2 , 36 (13.0) 15 (5.4) 0 2 07 0 0 43 (150) 22 (17 0
B X URERE ,
AEkEGR 62 (225) 12 (43) 0 16 (53) 1 (03) 0 62 (216) 8 (28) 0
EH Y ¥ A 16 (58) 8 @29 0 4 (13 1 (03) 0 36 (125) 11 (3.8) 0
v 7%y ALEE 20 (105 4 (14) 0 3 (L0 0 0 95 (33:1) 11 (38) 0
{EF + Y ¥ AME 23 (83) 10 (36) 0 9 (B0 6 (20 0 20 (0 9 (31 0
&Y v ERmE 6 22 2 07 0 1 (03) 0 0 19 66 5 (17 0
HRREE
BREEE 16 (5.8) 0 0 6 (20) 0 0 15 (52) 0 0
FKIEMERE = 2—mF— 15 (54) 3 (L1 0 1 (03) 0 0 6 @1 2 (07 0



BEAKSE (SOC: System i (%)

Organ Class) PSR R AF R 55 {LEERR R
HAFE (PT: Preferred Term) 276 &1 300 4 287 &l
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 . Grade 5 £ Grade Grade 3-4 Grade 5
BB IORERE - ‘ »
AMEEE 15 (54 4 (14 - 0 4 (13 1 (03) 0 6 (1) 1 (.3) 0
BB IO THRERES - ‘ T
TEREEL 1 (04) 0 0 6 (2.0 0 0 82 (286) 6 (1) 0
Jid; 17 5 (1.8) 0 0 6 (20) 0 0 27 %4 2 (00 0
zi | RIEFRAEN LI 4 (14 0 0 1. (03) 0 0 20 (700 2 (0) 0
& D HEE 14 (.1 0 0 21 (7.0) 0 0 24 (84 1 (03) 0
RE 2 @0 1 (04 0 25 (83 2 (07) 0 101 (352) 17 (59 0
e 2 07 0 0 0 0 0 36 (12.5) 0 0

2B, ARGRRERICEV CRIEMIESR 36 47%), KBk - MNEK - BEO
TR #] 33%). FRIEE (X7 - NU—EEHS) 94 (3.3%). FFHREREE 27
(9.8%) . FIRIRBEREIEE 40 4] (14.5%) . TEAHEEREE 1§ (04%). B#EES (R
MEREMBRE) 21 F (7.6%). L5554 141 (0.4%) RN infusion reaction3 1 (1.1%)
BRDLNI, $o, EEOKREEES (RRESHEREREE. SWAN, ERXOES).
BIBREREE, 1 BUERE. R, Bk - RERATE. BEEMHEE, MK - BEIEK,
SOk, ERRMREE Rt/ MrBOERER, FitEgmn, RFERE, &
ERIERIES) . MREREEHROERIIRD bhid ol 4
AFBEME ST B W CREMERSE 1661 (53%). KIBK - /NB&K - EEOTH 4
Bl (1.3%) . EEOKEEE (REHEREGRE. LA, BXEES) 141 (03%).
FFHEREREE 15 #1 (5.0%) , HIRIRMEEEREE 42 B (14.0%) . TEAHEEREE 141 (0.3%).
BIREASAEREE 1 41 (03%). BHEREIEE (RMEMERBAD) 561 (1.7%). Mk - B
fEH 141 (03%), SESBEL 16 (0.3%)., X241 (0.7%) KO infusionreaction] %1
(03%) RBEDONIz, Fiz, #REE (X752 « AU—EERNS), 1| ZUERE. 5
9% - NERUAFRMARAE . EREFFESIE, L%k, ERZMKEE (Rl MR HEEDE
. WEEm, RIS, BEANRES) . MREREEREOEEIIRD bk
o7,

AEWERBERRIEEFSR (BRREERAELZED) 2E0EMERETT,

10



(R - HE] :

AR OREREDHEETVERALEZY I 2 b—Ya it kY, &A 200 mg %
Q3W, 400mg % 6 BRI (LIT QW1 &5, ) ik 10mgks (FE) % 28R
B (AF TQaw] &5, ) THRE L7ZEOARF O MmEFRESKREF Sk, €0k
B AH] 400 mg & Q6W TRE LBROAHK O EFIRBICKT 5 EmFEPRE (2L
T TCagesl £V 5, ) 1L, &K 200mg % Q3W THE LBED Cogss & BT 2 & FHI
Shie (FR) . iz, AH 400mg & Q6W THRE L ROKHAIDEFRBICIT 55
EMIEFRE BT [Comel EVV9, ) 12, &K 200mg & QW THE L7ZBRD Crrax,ss
LB L TEEELRT L FRIESNZbOD, HAABEICBW TARESHRE I L TY
B - AETHHAH 10 mgkg (FHE) % QQW THRE L7EEED Cuaxs & B L TE
EEFTETFRSNE (FR) . Sbic, BREAERE L XRICAK] 400mg % Q6W
TRE LTSV EERR (KEYNOTE-555 RER) L 0 &bz FRNEICES < Ey#hik
RS A—FE VI ab—va i k) PRI L EWEIE <5 2 — & LI L (TR,
Mz T, BWEOBEICE T 2 BERRBRERICESE, AR ORBER L AIEIIR 2N
L OEERRENT ARERGEFABHBE SN, AH 200 mg & Q3W ik 400 mg %
Q6W THRELZEOBRER L AYM XL EME L OFHEICOW TR ShiefR, b

RO - AROH TAMMER R 2

%6 AHOEMBE ST A—F

CHRERZRIIRVWE FRIS V.,

W . Cmax Cavg cmm Cmg)gss Cavg,ss cmin,ss
k- R (ug/mL) (ug/mL) (ugml) | (ugml) (ug/mL) (ng/mL)
200 mg Q3WT 59.1 279 18.1 92.8 50.4 30.9

mg (58.5,59.7) (27.7,28.1) (17.8,18.3) (917, 94.1) (49.8, 51.0) (30.5,31.4)

123 324 106 148 50.7 203
t g
400 mg Q6W (122, 124) (32.0, 32.7) (10.4, 10.8) (146, 149) (50.1,51.3) .| (19.8,20.9)
400 mg Q6W T 136.0° 14.9% - ‘
(ERE) | (135.56,136.4) NA (144, 15.4) Na NA NA
) 220 144 119 . 428 279 197
T
10 mglkg QW1 (515 223) (143, 145) (117, 121) (424, 433) . (276, 282) (193, 200)
t:0=2,993, 100 EIDY I 2 b—va Ck W EHSNZRMEBEOPRE (2.5%/R,97.5%R) { Cmax : FIEHE

Ef{&o)ﬁ%‘m%qw&}# Cavg : PIEEEZOEHMFEPRE, Cun : FIEREHR (P11 712 &"fiﬁu) DE(EMmIE
A, Craxss | B bt%hioﬁ'%’)%ﬁlﬁl?ﬁ*(i%)* Cavess | EFIREITEIT B FZHMBEFEE, Cuinss : EFIREBIZ

B 2 REMLEFRE
1 : 56 Bl EAAEIHfHE (95%{EHEX )
§ : 41 FIDLMIIFME (95%FRRX )

A ML

11




4. HERIZTHOWVWT

AR ORENBEI2BELZDE - BEL, ZIK%IJODEEHJ@E%&EM’E)%%:%%W_
%kﬁﬁ?é;amuﬁttwnuT®®~®®#mf%ﬁt¢m RICBWTHERT A
REThHD,

@ MmRIZHOWT

D1 ‘F'E‘EGD (1) ~ 5) DWVTNMICEET IR THDHZ &,

() BEEFEBXKESEET 2 BADRESENLRRRS (%BJEHE—Z’M/ S BB SR

' iﬂziﬁjzw SROEHEHLRURRE, MRS AR IRRRE 2 &)

(2) FrEHEERbT

) FERFEANEREETERAR %ﬁjﬁrl&n (B A BRI BB, BADREE
Bk, A SROEERERER )

(4) SRICFREZEZRE L. SREE LFRIEZRE | U RER L FRIE RN
2 DIEREEIR S BHEIT > TS MR

- (5) ﬁ&ﬁfﬁﬂﬁ”ﬂ%%@ﬁ&%ﬁ;%5EM%ﬁofw5m£

@-2 ﬁ@%%@k#ﬁ%&@@@ﬁ%ﬁ%@ﬁmK+A&ﬂ%&W&%ﬁoE%X
RN (FEOVTRNCHKYT 5 EMXTERER) 2%, Ym0 A#Ic
TREBEOEMLAEL LTERBEINL TS L,

o EMAFIEE 2 FOMMPEZET LRI 5 ﬁuj:wﬁ/uiﬁ%@%)ﬁiﬂﬂl&%:
ToTnBZ e, 56, 2FULIR, PARYRELE L LIEBREEZOWES
fToTWVWaZ L, ” :

. EMRTREE 2 EONPTHELET LRI 4 EIAJ:ODE%”EI%%#‘E@@%‘F{
THEZIT> TRV, 5 b, 24 LI ES B3 A MR & & LIRS B 2R 0
RARBHEZITo TN B Z &,

o ERGFXITEBIEMATFIREZOTMIMEERET Lz 5 £ Lo niEsas
' @%%HV%ﬁoT%D 55, 2F B, BARMEREL S DA OB A
BROBERFEET-o B L,
2B, AFNC X BIBFEICB VT mﬁﬁ%méammﬁ%iﬁétb\%%wﬁﬁ
Y AEREMIZ EOROW TR T &M EL (ESEEE DR
HER OBIERARBRRE OIS+ 72505 & BRBR 2 FEOER) & OBRBEREED S &
’ \—n/ﬁ—ﬁ—é &

12




Q@ BRACERMEREEOKHIZONT :

ERLIEREHRICHET 3 ELENRESh, MEMCENOOFRED, AE -2
LML OERE CEMS I 2 HHREM, FEERNRE LEBEORE
EL, ERFELHIITEONBEFNESTNDEZ L,

@ BHER~DORRRIZOWT

©®-1 HasrikmlicBT 5B
WEE%§¥%®§%&ﬁ¢ﬁW%ELK.h.24ﬁﬁ SREREI DT . MR
RIS T, %ﬁbtﬂﬁmumbTA*mE&UCT%@@ﬁﬁwﬁﬁkﬁ

ERREOEERY A PICE D, BB IR TN S D L,

®-2 E&ﬁé?%‘k KB AEESHSICET RN

RABRICED SEFNRABRCEREE T 2EREFESRIFERE=S ) 7
FEDEERDORAY Y —= 0 S BTV ERE & B EHAETE 5T — LAEREHINE
fEEhTnadz e, 28, %ﬁ*ﬁiﬁ%ﬂkob\f 2 b B L ZORIRICH S EMENT
WaZ L,

@-3 EHEROBHIOHSICE LT

=l 1’FFH (BEMERRRICMEZ ., KB - /J\H%J‘ EEO TR, B - HVF & fF
HRE er‘ﬁé MR, BHEEE (RMEMEEERS%). NoWwEE (T
EW@ BE. PRIRSEEREES. BB %i)lmﬁﬁr F LI, %* B
%Mﬁf\ﬁﬁ\Eﬁwﬁﬁh%(¢ﬂﬁ§&§%MMF &Eﬁﬁﬁfﬁﬁ ZIAT
BT, $RAES). infusionreaction, % - BRI, HEMBAE, tHEEE (X7 -
NU—EERS) LR, ERRLEREE et/ MR ERTER . '\ﬁuﬂtéiﬂn
REWE, EENRES) . DRAREGER, %) TR LT YERULEHE
PO EMEE T S EM & B L BIEROBETCRIGICEL TREAUXEER
TENARFCHEIL), BEHCHENRAERTE HEHPEo-THNDI L,
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5. BEXBLRDBE

[Fohieic 4 3 FE]

@ (EFRERORVWEREXILERER2EF T 2BEEHRF EEBEEITBWT, &4
B B9 OV Jl:ﬁﬂ SFURCT S F BRI OHRAREOEDER RSN TN S,

@ AFNIXERRIEFE S IERER (KEYNOTE-048%1£5§) BWT, &I TE
Y& vwT, 5-FU RO 7 FFRAOHRRE L B LT, KA. 5-FU RUT 7
FFRBR OGRS R AR ERIREOFMEINRENTWS, 7277 L, PD-L1%
BHE (CPS) XLV ESMERERZBEMPRREINIFEERBLATNDEIE (p7

- ~8BMR) 6. CPS"bHER L7c L TAAIB S OB OHBTE§5 Z L BEI LY,
CPS BRI TH D Z & PR SNIZBF IRV T, FAILSOIBRERK L E
BT 5.

*: AR OBWIEFE UC, PD-L1IHC 22C3 pharmDx [# =] (JR7E4) INEREhTH
%, '

® TRICKYT2BEICHT 2R OB E R OEAFIEIC OV TIE, RFOFMER
B SNTELT, ZIE%'J@E’H“-XJ‘%&&E?‘M‘
« IREBIRE
o OTHDHENRENTORWLOFTEMERER L OftH&RES

14



[ZeticB+5FH]

O TRIEEYTHIRBFCOVWTUIAAORENRERL SN TVWH I b, BEZ21T
Planz &,
s AADRES Lﬁbﬁﬁﬁ@%ﬁﬁ@&éﬁ%

® %ﬁ%@ﬂm kWTTﬂkﬁéTéﬁﬁkOWTi.KﬁwEEi%%éﬂ&%

. MOTEFRIRE A R WIEEITRY | ﬁiuxﬁ%ﬁmfé k%%%f%é

o FEMMRBOEHXIIRENCHDBE

. %%W@mﬁfﬁgw&wb5%%&0@%&@%%@%%*%m%&%*
LD REMEANR L DN D BE

. EE%F?%@Aﬁ:21&&%&5L<iﬁ%&@ﬁﬂﬁfﬁ%@%ﬁ@@
HHBE

o BRBMAE (COBRWERBEEZED) OHLBE

o REOREXIIEERTHIBE

»  ECOG Performance Status 3-4 #V DB

) ECOG @ Performance Status (PS)

Score yict]

0 | #<HEAR<ERTES, BRMMLALAEEESHRZITXD,

| RERICH L EREHIBS 5, BT, BIEECE > COTRRRT ) T LA TE B,
Bl EOKE, FHER ‘

BITARTHSOEDED OZ LIZTRTHRENMEEIITERY., BFO 50%LL L3y FATRIT,

BONEZESOEOEY DI L LHTERN, BHO 0% EEy FOEFTRIT,

Bl

L ;iFv, BODEDED O LT TERN, BEEy FIRFTRIT,

15




6. BEZELTHETREEIE

D FRASCEEC L, MERFEEE SR 5 TSI £S5 & AR O R R O IE
AODICHERERE+HTER L ThLERTB L,

TRRBALARIC L D, BENIX T ORIEICENEREREEZH4#A L. B2/
THLRETB I,

CPS bR L7z L C, ARIDOREF B ZHIM T2 Z L BNEE LA, CPS B3R T
ERWVWBEITIE, AROEROBR Z BN L ETRET S &,
ERBWERO-X YAV MZonT :

® ©® 6

REEMEERRLLbNDZ XD DD T, KFOWEIZH - - T, PIHHE
R (B9h, FRIREEE, WS ORBEUIE X BREOERSE. 88+

AT T L, E, BEICKRUTHE CT. iE~—1—%0REL2EET

Az,

infusion reaction 3% B3 Z L 3% B, infusionreaction 23FBD LNHAEIT
X, EEIRLEEIT S & L biT, ERPEET S E THEEORRBE oI EE
T5HZE, , }

FRBHEREES ., TEAEEBEERCRIBRERER LD Z LBH LD
T, AFN O SBARTR RSP ESICN S WESEERE (TSH,
T3, ¥EHE T4, ACTH, -2V F Y —NVEDORIE) &EETHZ L,
BIERTR., A%, FFHEREESE. IFA. BIEBEERP DN MDD
DT, FFOHRGHMAETR OR S 4 P IR ITHEERZE (AST, ALT,
y-GTP, AP, BULEVEDRE) 2ERT 5 &,

SEIER IERARRVIEEREREET) SOEERBESENLLDND
TeWHBOT, EHMNICIROEEORELHR T L, 7, ROBENR

- BOLNEFAIT, BN ERRELZR T OBELHRETLZ L,

ARIOBEIZLY  BEOCRERIGICERT % B2 bhdifks REBSORE
RHobNAZERDD, BERRDLNEBEICE, BRLEFRIIG UL
H A L BRI OER & B L CEYIRENRZE 21TV, BEORE
Rtz X BBIERAREDN B BAITIR. AFOKREXITFE, ROBIBRER
NEVHIORES2EEBTAZ L, 2B, BIBREANEYOBREIZX VEIE
FAOHEPHED BNRWEEITIL, BIBERE R E N O R HHF 0EM
LEBTHZ L, '

BRERTR. RSBV ARBL THLEWERANRRTIZ L BH B 1D,
AR OBREERTRICHLEVERAORBACHICERT D2 L&,

1 BRI (BE | SRR 2 8h) Bdbbbh, BRAES b 7Y F—v X
KEDZZERHDHOT, RE, Bd, BHEOEROEFESMBERD LR IT+
SEETHZ L, 1 BERAREDNZHAICIRELFIEL, A2 ) 8
ROREFEOBIIBZNEEZITO> Z &,

AEIDOBRRFRIZIB N T, REFHPL OER., URIX1EBETeRIL, 20
#%IBZ L ICHMMEDFMZIT > TV Z & 2B, KRR EFIIEHNICER
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B A ET A K54
~RaTRY Xvd (RETEHRZ)
(k74 : ¥4 P —F JEHE 100 mg)

~ BB~

SM24E8H (Ff44 8 AET)
BAGEE




Bk

XL ®I - P2

AEI DR, 1ERBF P4
ERIR AR - P5
HERRIZ DN T P14
BEXBLILDBE P16
BRECELTEETRETFE P17

N



1. XL®HIC

EXESOENME - BEMOFEOT-DITIL, %ﬁiigkgowtﬁE&ﬁmﬂ*w%
héoé%k\ﬁ@@ﬂ%&m@@fklb‘#@E%%&k@iﬁ%&ﬁﬁﬁﬁ%ﬁE
%&ﬁﬂ%éhé*T\Cthﬁﬁméﬁﬁﬁgbﬁﬁﬁﬁﬁ?é’&ﬁ%%wﬁ%&&
S>TRY ., REVEEEY L WEOEAFE 2016 CER2846 82 HBIBRE) KBV ThH,
EFEEREOFEAOEBILHEELZRS LS TW5,

FREAMFERRY, BEERSCZEM v 7 7 A VRBFEOERL LA LNNIERD
ZERBHB, TDDH, AHERORZEWICETAEREHOEET S E TOM, YKERK
mOBEEZRIFTITHZ kﬁ%ﬁéﬂé%ﬁuﬁbfﬁﬁﬁékk%_\@ﬁ%ﬂ%ﬁ
LIEBRICHRER IS 2 & D 2 LAY FTEE &—E@E#%ﬁt?@%ﬁ@?ﬁﬁ?é:kﬁ
BETHAS,

L7iedoT, BTA FTA4 Tk, BARBREESLINE TIBLN TV AEREESEN -
BRI S % uTwE%m®%ﬁ&ﬁ%%%@Téﬁﬁ#%b%&%#\%xﬁ

ROBBFEERT, :

3RE, $ﬁ4b74/i miﬁﬁ&AE%mEﬁﬁﬁﬁéﬁﬁ NEEHFEEN B AR
PRIEF —%ﬁﬁﬁAHK%%WﬂEx&Uﬁi#Aﬂﬁﬁ&Aﬁﬁﬁﬁ SO
@%kﬁﬁbto

| HRERDERS  FA M —F RREHEI mg (—A - AT R Y AT (BETF
M Z)) |
HRERAPEIHE | RIGEIRT AT - BRORER
HELRBMERVAE : 7AA 0T TVNRRVATTF L L ORBIRBNT, B,
BRACIE, RaT7ael) X7 (BEFHEBKRZ) L LT, 1EH
200 mg% 338 IR 1% 1[E1400 mg% 638 R EIFR T30 2T T A
- EEET S, BALERERICHE L 72 PD-LIBE DORIGEIE
REARET - BRORERFLRBICH LT, A% B
' ' ETBHZLHTES,
B 3% PR 5% % # : MSD #ait
(B5) _
TINFU T T UNVOHREIIIBR, AERVHAE,
SHRES VIR : LA T OEMER 3T 5 O FUEMEER & Ot RRE
' GHSEERER. RERE : :
RAERVHAER . thOREBEMHEEA & 0fFRAEREICBV T, 8%, RAQRZVAa T LT
Hﬂmmwm(wﬁﬁﬁ)if% A~5HEER TR T 5, BREZHRVIRT
Ahﬁ¢t<k%ﬁﬁﬁ%t@ﬁ%%&ﬁf&5?é AR BEMEEDOBAITIX

PERBRERHICET B,
2B, Ff, BEORBRSICLVEERET S,

YARTTF DHREXIIR. HERUCHE

HREX IR : BB

RERVHE : RIEEICIE, BEZEENAE REL L. BEFEORBIZIVARERRTS,
2



Al VAT S5F U LT15~20mgm? ((AREMH) %181E., 5HEERERE L.
BH7p LB 2BMARET S, ZhEkls—NE L, BEZERVET,

Bl : VAFTF L b LTS0~T0mym? (RREME) 21R1EEEL, 272 L b3
BEREAEKT S, 2hxlz—re L, BEZBRVIERT,

¥, RA, ERICX Y EEERT 2.

ERRBRICR T 2 EER O - ARiX 3. BRIKEAE) OE P5~) SR



2. AF|O%E. VERF ‘

XA F—F EHEEE 100 mg (—IR%  aT ) X<7 EBEFREBR L), BT K
Al &, ) ik PD-1 A(programmed cell death-1) & ZDY H FTH5 PD-L1 KU PD-
L2 LOREZEERET S, b Mk 1gG4 &/ 7 u—FAHkTch 5,

PD-1 $EBEI1T T FIBSEERMAE D kN B 72 D IC S AR R T 5 B2 50865
A v FT, PD-1 i, BEDREICEWVTEMEE T MROMREEICREL, BoA
BRIS & ALEILRR AR KR EHET 5, T7obb, PD1 XY T RERE
BTB L EVRARRARICL 2 V7 FVRERAICHIET 3% AR TH S, PD-LI
DEFAB BT BRIUTDTHITHHHB, £< ORAMIBTIE THBOBE 2% 513
CBECRERL TG, RAMIICIT S PD-L1 OFRBEIL, BN, R,
. URBLE. FENVERREER K DX RBALTTFRARRFTH Y, EAFESRE 0fEE
HHRBESN TS,

BEOBADBERITH# L PD-L1 BEOMEEMED S, PD-1 & PD-L1 ORKEITERED
SEERICBVWCEERREZES ZLIRRENTEY . FRBAREOERE L
THRINTW3, :

A#NiL, PD-1 & PD-L1 KUt PD-L2 O Y Hv ROFAEHEETS 2 Lic kY., B85
WUNRED OIEESRRMRESE T V v 8kemdba s, iEERE2EEEE T
L THIEESRERET B, ‘

AF DL FIHEFFIC S CBEORERISIC L BEASNS bbiv, EEXILTI
BELAENN DS, ARORETRUREZITIE. BEOBREL AT, BEIRD
BNFEBAITIE, T LI BRITIS U PR R anes: & 1B SRR L it U Clge
ERBE T, BEORERINC L3 BEHEEREDL 3 BAITIL. BIBRERLE A
DB ELEOHEN LB ETT 5 VERD B,



3. ERERERAR

O AALREIER ITHE L7 PD-LIBH O RIGEIRTEE2ET - BRORER T L
R B R OO EER O 2 ORI UIR R 2 81T - BRORIER OARRFICTMmZ1T
o T ERERFRABR O RRIE 2R T, '

[F7hik]
@@%Aﬂﬁmmﬁﬁ(MﬂNUEJMﬁﬁ) _

— kIR & L CIEEN R CSRERE O & RIS 2T - BRORER T LK
BROEEMERE 628 Bl (BAN 152 fl2&Te) ZxIT, A% 200 mg 3 EREIFHFE
(ULF TQaw] &5, ) REDHEMEREZEWER, (LFFE (7Y F23EA F
BXFRANIEIAY T HY) ExBE LTRE SNE, 28, BRI CREETAS
o bIEA, RERETERIIERSR® b2V E DRI ELTW5%%T
. REILIEO S CEBETIRD DN E TARIDRE 2R 5 2 & AW 6E
Ihiz, TEMEEBITSEFEHRE AT fos) &WwWdH, ) L &h, E@rasge LT
gESN () PDL1BME (CPS*'=10) £M, () RELREBEARY Gi) ITT £H
_kﬁéosmﬁﬁiilmbkbfkb WThOEMICREWTHERICHE S
HEYER TS el

*: PD-L1 %I Lz Mlask (Egimea, 77\:77—/&1») voRER) ERBIESMEIRECRR L. 100

ER U,



%1 EEFHRL ShEBEERICHITS 0S DR (KEYNOTE-181 R

A ool NP— Rtk p &
BEEM BE5RE  fi%k (%) [95%CI1] [95%CI] (Fan)
(FA)
A 200mg - 88 9.3 [6.6,12.5]
CPS=10 BW (82.2) 0.70 [0.52,0.94] *'  0.00855"
(R 115 103 6.7 [5.1,8.2]
' (89.6)
ZH#l 200 mg 198 166 8.2 [6.7,10.3]
¥ bR Q3W (83.8) 0.77 [0.63,0.96] *  0.00894%
(RS 203 182 7.1 [6.1, 8.2]
(89.7)
AHI 200mg 51, 271 7.1 [6.2;8.1] :
ITT Q3W (86.3) 0.89 [0.75,1.05] ™  0.08431"
EEmE 314 284 7.1 [6.3, 8.0]
(90.4)

Cl: FHEXM., *1:#k (FU7, Tofh) RUHMERE (RELEE. BE) 2BHATE LR Cox BE,
2 (77, £of) RUKERE (RELRE, BE) 2BRIETE LB logrank RE, HEKAE (F
) 0.00853, *3: Huk (F¥T7. FToMh) ZEHETE LB Cox [BUE, *4 ik (FU7, 2o#) 28
BIRF & L7/ERI log-rank IRTE, BEAME (FA) 0.00766, *5: ik (77, Zof) ROMEBE (RELK
. B 2BRIRT & L72BY maximum weighted log-rank BE. HEAME (A1) 0.00772



- —J5., PD-L1 BB (CPS=10) ﬁxoﬁ?ﬁﬂiﬁ@%ﬁ 167 il (AAN 77 BlE&ETe) I
BOWTUTORMMERESEONE (K2 K™ 1) . 28, UETERIIERE
SN BER TR . BEROBBITRRETHS,

%2 AHERE (KEYNOTE-181 2BR)
(PD-L1 Bi#E (CPS=10) »oRELEBOBE, BRERMHTIER)

AF1200 mg =27
Q3W '
_ (85 1) . (82 4)
HRfE (B) . 103 , 6.7
os [95%CI] [7.0, 13.5] | [4.8, 8.6]
NP — R ’ 0.64 - _
[95%CI] [0.46, 0.90]

CI: K. *: BRI Cox LN FEFNMIZ X DILEFIE L DB

110
100 1
2 :
% w — , j” o m s
550—-
2 10 L o T S St € S e
© S s T P
0 | BN IR S N I RS BN N RS R S RS R B E—
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months _
AA1200mgQ3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 O
| #==2-3¢5 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

K1 OS ® Kaplan-Meier Ei## (KEYNOTE-181 335%)
(PD-L1 Bt%: (CPS210) »oRFELEMOBE, BENREITHE)



QHEEELRFEMERER (KEYNOTE-59055%) ,
(LB O 2O RIFEIRTRERETT - BRORERBE 7496 (AARA141512ET0)
BRI, FH s-ondavZion BUF I5FUl L), ) ROV ARTSF 0%
E2OEDERORZEER, TR, SFURBNV AT I FUHRARESEXBE LTR
Sahi, VAT SFUOREIRREI—RETE L, B3, BRIHMECRABIETN
RO ONEHAIT, RBETERTERPED b2V EDORKRMICZEL TV ABE
Tk, REIEOEEF CREETRRD DD ETEHALSFURVTYV R T ZF 0
BERR S GIAR| O BEMIE 5255 Z L BNFRE L &Nz, TEFHMMEB IX0SK UE
WEAGFHM (AT [PFS] Lo, ) & &N, &AL SFURBV AT ZF P RRIERE
(BAF THFRE) &5, ) X7 78R, SFURGVRT I F U0 RmER T 17
SERRE L3, ) LHBLT, OSRUPFSRARICER Lic (83, BRRUES) ,
1 REORTLRBER CREAE LI AETELE (Siewertiitype ) DIRBAEZERRHRL &
iz, :
%2 : AH200 mg, VAT T F 80 mgm2RUS-FU 800 mg/mday (5B BIEGEARERE) OIEICQ3W
Tox—AFEH, FHF200 mgk (’5-FU 800 mg/m?/day (5R Fﬁ%ﬁﬁiﬁ&#) EQWTERESHh
e E
*3: 7GR, VRTTFU80 mg/mzzirfs-FU 800 mg/m¥/day (5B BifFRATERE) DOIEICQIWTSE
- RREH, 77 ERRVS-FU 800 mg/m¥day (5B MRS REERS) 2QWTRESh:,

#3 AR (KEYNOTE-590 3R

AR 75 REE
(37341) (376%1)
FofE (A) 12.4 9.8
[95%CI] [10.5, 14.0] [8.8,10.8]
08" NF— FH? 0.73
- [95%CI] [0.62, 0.86] —
P " <0.0001
FofiE (H) 6.3 58
[95%CI]. (6.2, 6.9] [5.0,6.0]°
PFS* NPF— K2 0.65
[95%CI] [0.55, 0.76] —
P fE" <0.0001

CI: B8R, *1:20206E7H2H 7 » 47 (PFSIXRECIST 1.1%2 R\ iABREMEMIC L 25HM0) |
%) 1 BRI Cox I NNY— REF M LB 75 RBEL OHER, *3: BRI /5 7RE .




100
004 - N
80 -
70-
60 -
504 .

40 o

Overall Survival (%)

30

20

10 H

Time in Months

Number at risk

AFEE 373 348 295 235 187 151 118 68 36 17 7 2 0
TS5 REE 376 338 274 200 147 108 82 51 28 15 4 1 0

X2 0OSD UP R4 B D Kaplan-Meier Bi$R (KEYNOTE-5903%k,
20206E7H2B I v b A7)

100 +
90
~ 80
g ]
® 70
2 J
E 60 —
m -
8
i 50
= I
3 40+
] -
E" 30
=] o
204 -
10
0
Time in Months
Number at risk
AFIRE 373 280 210 9 79 55 45 25 17 4 .2 0
75 b R _ 376 278 172 6 36 22 14 6 2 1 0 0

X3 RECIST 1.1% FAV 7= 15838 X4 R BT D B 12 223 < PFS DO BALARAT IR D Kaplan-Meier il
# (KEYNOTE-590328k. 2020E7H2B v b4 7)

9



[Z4iE]
OEERELRFEMIAFASR (KEYNOTE-1817R)

PD-L1 B (CPS210) M oRFEEREOBEICR T, FEFRIIAAEE 81/85 4]
(95.3%) . {LERRIERE 78/82 B (95.1%) WD HIL, MBRE L DERBFPEETE
ROVEBESIL, ThEN 5585 B (64.7%) KOt 67/82 1 (81.7%) ITRBB LI, W\
THOLOHTRABIAN 5%UELOBHERIITRO LBV ThoTz,

% AVTRAORTRESAN 5% EOREE (KEYNOTE-181 BRI) (MM fam)

#|ERIKRSE (SOC: Figx (%) }
System Organ Class) K [eas ==
FEARFE (PT: Preferred Term) 854 : , 82 41
(MedDRA ver.21.0) . £ Grade Grade 3-4  Grade 5 4 Grade Srade 3-4 Grade 5
é&ﬂﬁﬁ 55 (647) 19 (224) 1 (12) 67 (BL7) 32 (39.0) 2 (24)
) %ml v 4 @n 2 @9 0 22 (268) 7 (8.5) 0
FEBELF P ERIRA E ' o0 0 0 8 (9.8) 8 (9.8) 0
ﬁ?*ﬁ@ﬁ&‘r 7 0 0 0 6 a3 5 6D 0

=i, (5.9) 0 0 17 @07 1 (12) 0
: 11 134 0 0

e
s
R

RS 1 (1%2) 1 (2 0 17 @mn 1 @85 0
20 (268)

%Eim 0 0 0 6 (7.3) 0 0
KM= 2 — s — 1 1.2) 0 0 5 6.1) 1 (1.2) 0

i R = A e 0 0 0 22 (268) 1 12 - 0
o gried 2% >

323 4 @7 - 0 ' 0 6 (7.3) 0 0
BEREBIRERD -2 2.4 0 0 6 7.3 0 0

10



BB, ARBECRBOCHEIENEMEER 86l (94%) . EEORERESE (FTEMRKIEEL
BARRE, FERERERRE R, SWALEE. ERAES) 14 (12%) . HREE (¥F7 - A
L—REMEREE) 2] (24%) | FFSAERESE 9 ] (10.6%) . FUIRARESREREE 761 (82%) . 1 BUE
BB 18 (12%) . fk - BUsmaE 141 (1.2%) KO infusion reaction 1 %] (1.2%)
RED BN, Flo, KBk - MBE - EEO TR, TERAMERE. BIBKERS. B
BEREE (RIS RIEMERS) | Bk, BEEGENE. MK - R, SRR, DB,
BELMKES (@ MOB SRR, Fndam, RERE, BEBES) (O
BREARERRE EEIIRD bk olz, ARIEARTLURIUIEESES (RAREERYE
BET) EEDEMERETT, '

QEBELFFMAEFER (KEYNOTE-5907%R)
EERIERE O R ORIBEIRA R EST - BROBERBEF BT, AEERIIFA
££370/370%1 (100.0%) . 75 & REE368/370%1 (99.5%) WICF@H b, BREL OERE
BABECTERVAEFRIL, TNEN364/3704] (98.4%) KU3B60/37061 (97.3%) IZ78
Db, WTRLOETRERREGNS%NIU LOBERIZITRDO LB ThHoT,

# 5V ThrORTREFAN 5%UEDORWEA (KEYNOTE-590 3B (Rt RER)

BBEAIKSHE (SOC: System Organ Class) @ o
HEAZE (PT: Preferred Term) EE )

(MedDRA ver.23.0) AANRE 77 e R

370 1 370 4
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2FIER 364 (984) 261 © (705) 9 (24) 360 (973) 248 (67.0) ' (1.4)

=ik 143 (386) 46 - (124) 0 1627 (43.8) 54 (14.6) 0
- AIRBRAE 24 (65 6  (1.6) 0 28 (76) 11 (3.0) 0

HFHRBAE (25.9) 53 (14.3) 0 88 (238) 60 (162) 0.

0 10 0

/N T
O

(6.8)
“15*:7;(,1;

45 (122)
135 (36.5)
43 (11.6)
59 (15.9)

12 (32)
23 (62)
2 0.5)
12 (32)

11

35
107
39
65

[=2a = I = B )

4 1)
20 (54)
4
13 (35

o o o o



BEBIKSHE (SOC: System Organ Class)

- 1 %%
EAKSE (PT; Preferred Term) . i %) .
(MedDRA ver.23.0) AHIBE TSR
37041 3704
4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade §

19 @GN 2 (0.5

FARGRVBT I FSUAT=T—EHEM 18 (49 3 (0.8)

0 0
M7 V7 F=8 67 (181) 5 (14). 0 70 (189 1 (0.3) 0
Y L oSEREE 21 7 7 (1.9 0 20 G4 5 (14 0
HFHEREED . 135 (365 84 (22.7) 0 109 (29.5) 62 (16.8) 0
i /NMRERD . 61 (165 7 1.9 0 56 (15.1) . 17 (4.6) 0
FEED S 43 (116 4 (L) 0 47 - (127 8 (22) 0
A L BREE 89 (241) 32 (86) 0 69 (186) 18 (4.9) 0

o

RERPBGR , 145 (392) 13- (3.5) 0 119 (322) 16 (4.3) 0
Bk 20 (54 8 (22 0 16 @3 8 (22 0
&7 Y v AhiE 34 (92) 17 (46) 0 41 (L1 19 (5.1 0
B /Ry AUE 21 57 2 (05) 0 14 (38 3 (08) 0

0 40 (108 20 (5.4) 0

B b Y U ARE 32 (86) 20 (54)

BEET2 T o) 0 32 (86) 0 0
R = o — R F— 0 32 (8.6) 0 0

e

1

(1.6) (0.3)

(13.8) 39 (10.5)
23 - (62) 1 0.3) 0 8 22) 0
29 (7.8) 0 0 18 4.9 1 (0.3) 0

B, ARBICBWTHEEMEMRR 22 6] (59%) . KBK - /MEK - EEOTH 20 4l
(5.4%) . BUEFTH - FFR4 - FPHSREREE - ATA% - B(LMERRER 45 61 (122%) | BigkaeRE
F (RATHMEETRSE. AREBTLAS) 18 6] 49%) . TEARKERE 3 6 (08%) . F
RIMEAEREE 50 41 (13.5%) | BIEHAEREE 4 61 (1.1%) . 1 BORERR 1 61 (03%) . fiZk -
BRURAREE 151 (0.3%) . BEZR 2 61 (0.5%) . #REEE (XT7 0 - NLU—EERE) 2
# (8.6%) K Uinfusion reaction 6 %] (1.6%) WO LNz, T, SESER, BEEDKE
BE (TEERKEERMAE, EHRIVERR., SR, BERERS) | EEHENE,
Dk, EERMKES (Gafethi/ MR MESREER, EtERm, RESE, EEMERE
&) | MEREREFRER EIIRD bk o7, ABWERARBRILIIEESES (BFRR

EEEELED) 2R UEHERETTS ,

12



[ - BE] |
AEOREMBEMBRETAZRBA LY I 21— a3 VXY, AH 200 mg %
Q3W. 400 mg % 6 BRIRIME (AT TQ6WI L5, ) X 10 mgkg (FHE) % 2BM
RIRG (BT TQ2WI &9, ) THRELEBOAS O METRESRN SN, €O
B AH] 400 mg & Q6W THE LEBOAROEHRIBICIT 5 FHmE+FRE (AT
[Cavgss] EVVD. ) 13 AHK) 200 mg & Q3W THRE LIZERD Coge LERIT D & FHIS
Nz (TR . F=. AH 400 mg & Q6W TRE LEEOARFIOEREREBIZBIT 5&E
MIEFIRE (LUT Cuassl V5, ) 1, &K 200 mg & Q3W THRE LTERD Cuaxss &
BB L CEEERTEFRShELOD, BARABE BV TERENHER I WA
¥ FIETHAAR] 10 mgke (AE) % QW TEE LD Cos & B L CIEE S
FRTEFRSHE (TR) . &b, BHBABREE ZHITAHA 400 mg & Q6W T
B L7 EkRRER (KEYNOTE-555 R LV B bn/EAlEICE S S EMERR T
A—FiL, V2= a Sk FRILEEYERE T A—F L (TR). WX
T, BEEOBEICR ) BARREEICESE, AHORBELAMEIREEL OB
HEERINTARBRIGET VBRI, AH] 200 mg 2 Q3W Xk 400 mg #Q6W TH

5 LB OBRBRE L AMEXIREN L OB OV TR SRR, ERROAE -

REOH THEMMER VT2

# 6 FHRIDEYGB AT A —F

CHARE R ERITRWE FRIE T,

}%¥£ . Fﬁ § Cinax Cavg X Cin Cmax,ss Cavg,ss . Cmin,ss_
(pg/mL) (pg/mlL) (pg/mL) (ug/ml) - (pg/mL) (pg/mL)
59.1 279 . 18.1 92.8 50.4 309
T .
200mg 3W! | (525 So7) | (277,28.1) | (178,183) | (917,941) | (498,510 | (30.5,314)
123 324 10.6 148 50.7 7203
+ .
400 mg Q6W (122, 124) (32.0,32.7) (104, 10.8) (146, 149) (50.1,51.3) (19.8,20.9)
400 mg Q6W 136.0% 1495
(ZFME) | (135.6, 136.4) NA (14.4,15.4) NA NA NA
. 220 144 119 428 279 197
1» .
10 mg/kg QW (515703 (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
T:0n=2,993, 100 DI 2 b—a i X Y BRI ERATHEDOTRE (2.5%R,97.5%) . Crax: FIEIE

E#OEBIETRE. Cu: fIEREZOTHMETRE, Cu : IEHRE®R (170 2 £58) OFKEMLE
HFEE. Cmxs : EERRBICBI3RBOEFTRE. Cus: Em%ﬁ% TR B EHMBPBRE. Crins | EHIRRIZ
By A REMERRE
10 56 GIDETEIHME (95%EHEXME)
§ - 41 BIDRMTIIE (95%EHEH)

A ML

13




- 4. HERRIZHOWT

AEN DR E N EE 2 BEZ W - T L, Ziﬁﬂwﬁffkl D EEREWER %%ﬁbtl‘%‘
R d 2 Z EBRBRERED, UTOO~QD TR CEHETHFRICBWTERT /X
&TH 5, '

@ HWRIizHOWT
@1 T;.E@ (1) ~ (5) ®b‘#‘h7b>h_§?ér§’éﬁ’@5&“'w;5 L.
() BEABZBRKESEET 2 PADREEILUFRRSE GRERRSABBREEIL IR,

-%ﬁﬂhé&@%ﬂﬁfh\wﬁ#hwﬁfﬁtk)

Q) el ‘ |

@) FHEFRMESIEET 2 BABRESH (BABIRRESIEERR. 1A DREE
W, A RRBESHEERR R &)

(4) SRACPRIEEZRE L. SORIBHEPRRED AR | USSR LRI A0S 2
DREFRELEITHR D B AT > TV B HER

©) %@EgﬂﬂﬁMﬁM§®m REVEIZRD M%ﬁofwém

@2@5{“ DLFEE R OCBWERRBRF OIS+ 7258 L BRERZFOER (TRO
WENAICEY T S ER) 2. YZREAOFRKICET I RROELEE L LTRESh
TWAZ &, ' :
K

. EMRREEEOTTHE R BT UIc %I Ll LR AER DI E &
AT TWBA I e, 9, 248EL R, mw%%ﬁﬁéfabtmﬁﬁg%@ﬁ%%
fToCTWnaZ L,

o ERGRIFISEEOCTHFHERET LIcRIC, HILBBOBARMRIEL S TS
FLULOHEBARZDERZIT>TNB T &,

o ERITEUSE EOVHIHERZE T LI-BRIA FELU EOBIREREZAE L TOND T &,
55, 3FELU LR, BLREBEORARMERE S OHEARIR T ORKK
BEzffoTWNWAHZ L,

@ BERDOERGIFRERDOEHIIZOVWT
EEGERERIIUETIEEEPERESh, BREEENLOBFREND, Aotk - &4

- MHEEREREROFEROEMSICN TS HHRIEM, FEFRBRE LIRS OMERE.

ERBLNIATON D FHBE->TVWD L,
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¢
>
{

® BER~OHRIHITOWT
@-1 MR B 5 B ‘

EMEMRREOEEREWERANRAE LEIC, 24 HEZRARIOT, HEMERUL
BRIV T, BHRLUEZBWERIOS CTABRBREE Y CT £0RWER OB LER
REOKESYBHFIB LN, EbICGATRERERAE- TSI L,

@2 ERALEEIC L 3 A FESRSICET 5 Bl »

| RADEICED AEMN R MEBR R AT A EREEENBIERE=F )V
BFEDEERBORA V) —= 0 PEITOERE L IFREILF TE 27— AEREHINE

BENTWABZ L, 2B, BHEEEICOVT, BABRELEZORRCHSCADSATY
AT &, ' '

®-3 BWER OBWTOxRICE LT E

BIVER (REMEMRBICINZ., KB - /MB% - BEO TR, BER% - FRE - IF
BRI - BT - OIS K. BT (RMERIEMRAS. ARERLS) . N
SWIEE (TRAEMERES, FREMERE, BIERERS). 1 BUERR. 5258k,
e - WERUTRAREE, Meds, BEQREBEE (hiEtR R, BRI R,
SATEE, SEFRIES) . infusion reaction, MMZ - BElES. EEME/IE, MEEE (X7
Vo NU—ERREE) . DR, EEASNKEE (Gt MR EREER, Wik,
TR, RIS | MAREAEER. M) IO LT, MR UL E R
BoEPt2 AT 5 EML B L EEROBICXIRICE L CRER OB 2 ZT 5
NARMICHBI L) | BbHICHEDRAENTE B EFRE-TNE T L,
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5 REXNBRLIRDBE
(B2 B8 2]
O TRIZZETREFICBV T, FHOADMERRIEES L TWS,

o DBAEFRERICEE LPD-LIGME" (CPS=10) OMIGEIBRARRERET - BROR
ERELREOBRE (FRHEMEE)
*r AFID L R=F BB E LT, BR5E4 : PD-L1IHC 22C3 pharmDx [# =) BEARENTW5,

o ALFRIEEOZRVVIRIGEIBRREREST - BRORERBE (KAl SFURKY AT 75
COUERERE) ’

C)T£uVéT5$%kﬂ?5$H®E5&UE%ﬁ$;wai AFN DALY
SN TRLT, FHORENRL LD,

o FiFomBhEE

(ZeMiclE+ 5 5E]
®‘F@:&%#é%ﬁ_owfixﬂwﬁﬁzTbkénfmé Enb, BEE{TD
RNz,
o AADOBSCH LBEECBHEED D B BE
@ BENMOFEICB VT TRICEYTSBEICOVTIE, AFOBREIIHER I L2V,
MOTEFRRIE A 2 VERICIRY | EEICAREERTI L 2BETE S,
s MEMMRBOAHIIBEEDOH B BE
o MEHEGRE CHEE LR 2 BE R OSSO B RITRK R YR &
L O RIEMEDRH DID BE
o BOSRERBOAGE XTBMRRE L IIERED B T AERE @Bsﬁmﬁo)&;
C BEE
o REBBERE (ShBMRBEEEEST) ObsBE
o REOBRIREEZETLBRE
s ECOG Performance Status 3-4 (&")0)%\%‘

(& ECOG @ Performance Status (PS)

Score | 3%

0 | <ML EHTED. BRALFLEREESHRRITZS,

|| BERICELOEBNISIRS NS 2, SITARET, BIFRSESTOERIIAT) e TE s,
Bl BBVRE, EBEX

TR CESOHOED OZ L3N TAEESERITE R BFO 50%U LR~y FATERIT,

BohBSDEDORIY O L ULHTERY, BFD 50%UELEERy FIABE BT,

HlwinN

2BV, BOOFDREY DO Lixel TERY, BRIy FMBFTCRTT.

16



6. BETBLTHETREEE
O WSTEZCME. BERFEESRIET 5 EREICE S E AR OMHIER CEIEMS A
 DEDITHERERETSICEB L THERTLI L,

@ TREBRICESL D, BEXTZORRCADER akiEE +a3H L. REEHET
MHRETB L,

@ FRBWERADO<RY AV MZONT

. REMRERRHLDNEZLRHBDT, $ﬂ®&5k&tofi TR
KB, R, W) ORERUME X RRECEMS., B+
STATH Tk, Eio. BEGCTHE CT. WiE~—b—S0RErEfT
5T E, | -

e infusion reaction B% S B = LRI 5, infusion reaction AW & NIZBAIZ
i, EYRMEETS & & bin, ERAEET 5 E TREOREE HoCEET
BTk,

. FRIMEREREE. TRAREEERURIBEEEERSODNEZ LRHE DT,
AFN O 5 BRI R O SR I B ISR (TSH, B3,
BET4, ACTH, M anF/—NVEDRIE) 2EhBT5I L,

o BUEFTZ. FPRA. FTHREEREE. k. BEHREARS DB EBHEHD
T, AH DRSBTS IR I EHRIC AR E (AST. ALT, y-GTP,
AP, BUNEVEORE) EEWTHI L, | |

¢ BUIER CRARVICEERERAZET) SOEEZEEESHbbRD Z
LBBHBDT, EHRNCIRORBOEELHERTHZ &, 2. BORENRD
BIEAITIL, BN ERSEE SR 5 L) RELRET S L,

o AFIOBREIZ LY. BEOCHERSICERT S & 21 bhdx RRBOHEN
HEbNAZENRH B, BESRDONBATIL, B LAERICR U EM
Hy 72 0sh & KBRS O BENT & S U G ED R ERIBW 21TV, BEEORERRIC
X 2EHERREDN D BAIIE. AFORIEUIFIE, RUBIBRER/LVEVHF
@E#%%%E?é L, 2B, BIBERERLELOREIC X Y BHERO%ES

b LNARVESITIE. BIBRERNVE Y U OREMEFOBNG BET S 2
ko |

o BEKTH. SRR LEY AR L THLEWERRRET A RS DD, K
FOBRERTHRICBEERORBRIC+HICEE TS L,

o 1 EMERS (BME | BUERFE ST Nbbbh, HEREES FT Y F—T X
KEBZERHBDT, OB B, m&%@Fﬁw%ﬁ%m%ﬁmtﬁr+A
BEETBZ L, 1mﬁﬁfﬁﬁbnt IR EEZHIE L, A R Y R

 OREEOBINRAEERITIZ L,

@ AFOERRBRICE T, BE5HE»S 9 BRRBB CEMEDTM LT Tz 2
L EBEI, ARSI ESNCERRE THROEREIT) Z L,
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B REETA T4
RATB Y Xes (BEFHEZ)
(BSR4 R4 b A— AR 100 mg)

~ L~ ' '

FM3E8H (FMAEB8 AKE

A 35




BR

X CWIZ

AN DR, VeI
FEERIZDVNT

BEXtH LR DBE
BREZBELTERETNEEH

AN ot e

P2
P3
P4

P9

P11
P12



1. [ZL®HIC :

EEOBIE - REMEORRROTDITIL, TSRS EE2ERRD bha,
S OIT, IEFEORFERIROEANC LV | HFUAESRRZ: & OB R e EI T RGE X
NBFT, TREOERRFEICHERBECIRIT 5 = L AROMREY 20T Y . FIH
T LUEEDEAHEH 2016 CERL 28 45 6 H 2 HIEIERE) KBV Th, EFNEERSZD
ERORBEEERE L L Sh T3, R

FHEERRIY, SEMERRTAN T 0T 7 A VBEEOERR LA LR S
LRBB, 0D, BIMRURSMCET 2EEHBRT 2 ETOM. YEERO
BEZR BT 5 LRSS N A BEICR LCHEAT S L L bic, BHERSRE LT
VBRI E L 52 LR —EOBEG 2 H T ERBE CERT S Z L NEETH
3, ‘

L7eBio T RAA R7A T, REEECINE TE/LN TV HIEFRFES - #
SRR ESE | T OBERRORE/EH HET 28R L BEREME, EXHROE
BEELRT, A . ‘ o

B, AHA 54 4%, TR A ER D RS AHE, AR A A ARRE

A BN RABRNRES RO A BAILE2EOHDb LR LTz,

NEL RBERR : %1 M—F AREE 100 mg (—k : ~bh7n) X< (&

fmFHRR %))
HEBERBPEIPR : PD-L1 BHED FNE 2R A3 HER2 R D FHARREX L
BRIE ’ '

WarnBHERUEE : thOVEMESER & OBAICB LT, BE, AL, ~A7
nY) Xv7 (BaFE#z) & LT, 1E200mg % 3 BREIFERX
iX 118 400 mg % 6 18 EIEFE T 30 0BT TREFHET 5,

B i R 7B 3 & MSD #kSit




2. z:ﬁllo)#?fﬁ tERHSRE
A h—F KT 100 mg (—i%4% : AT nY A+vT (BEFHE#EZ) . BT

CTAF) &5, ) ik, PD-1 (programmed cell death-1) LZDYH Y FTHB PDLI
KRUPD-L2 L ORAZEHEEET S, b MEigGs £/ 72 —FAHUETH B,

PD-1 BB T MBASE RS D b kN 5 7o DI S AMIRR D3RI A 3 2 /R 5 e il
ZA v F T, PD-1 i, BERREBICBOCESRR T MIEOMRREICHEEL, AR
RS E L FLEXILRR R RER S EHET 5, Thbb, PD-1 XY Hv MLk
BT5 L LV HRRAKCE BV TN GEYACHET 5 RARKTHS, PD-
Ll OTEEREBRICBITARBITO TN TH B, £ OBAMIBTIX T MIBOBE 2
2B E P BREICERBR LTV, BAMIIZIEITS PD-L1 OFRRBHRIT. BHIE. B
. FTAERLEE. SREUE. J/RARNTRZ L oA RBATTFRARETFTHY . AN
B fER b OB SEE STV,

@&@#A@%%%%&kﬂﬂA%ﬁ@ﬁ%ﬁmaImlamnAwﬁ%ME%@
S ER I B W TEERFE 2 TLEWRTRRENTEY, FHR2BABROERE
LTS TN 5, '

iﬁu:PD1aHnA&Umnzwﬁ)ﬁ/bDFA%ME?é rizky., EE
B NEEF OEESRAOMIAEGESE T Vo 8keEEbIE,. EEREZBEEL
T5 2 L CHEBNRERET 5, |

AR OERBFICESSBEORAERNIC L 2BIERSR S bbb, ERUIFELT .
CEATFREERD D, FARORERRVRERICIE, BEOBEL oItV BF
RN B I BAITIE, FELULERICR U= BMi0 2 mik & BB % o EM & s
L CEERERNZH 21TV, BEORERIMC X 2EIEARREDN S EAITIX. BIFR
BEHRNVE LV RIOBEEDEDNRABEEZIT I LERD D, ’



3. ERFRAIR
PD-L1 BHEDAAVE REEREI D b EEHIIEER 7224 2 (BT THER2) &

W5, ) BRYEOFINAREIIEFEIE OEGERICHME 21T o e ERBRPRROBA 2R T

(B3hik]

ERRL RSB IAERER (KEYNOTE-355 FER) _ '
B - BRILBICHT 2 28 OFRERE O 2R VE SRR HER2 B2
HEDOFHREITERIBEREE 847 61 (AAN 87 Fledle) X, FH 200 mg
3 BREER BLTF TQ3W) &nWo, ) BEHLEEEY (FAv e riEmE OUT
(PR EEY] WD, ) ROINETTFo RIZ YV FFEAIINRZ ) %%
W (TATIVRREE)  (UT Tnab-RZ7 ) F%En] Lnd, ) ) OFFRREDR
IER ONBZEEDR, T TR HEFRE? (FAVEEVRBINKRTTF o, /R
Y ZXEANiTnab-"7 Y ZXEN) ERBELUTRE SN, 238, BERFEMETEK
BREITARD bNHEI. BREBETERTERPED bARWEOBRRMICEEL
TV BE T REILREO BRI CREETIRD b s £ TARAORE &k
?6:&%ﬂ%kéht°igﬁﬁﬁﬁi%%pifﬁﬁ(qumm i, )
EO2AFHRE Sh, AEHESEEDOFREREILT 7 R HbLHREDO REE
LHEILT, HMA%ﬁ«mw>m)@%%33@(5$A%&%>U)Kﬁwr

Ws%ﬁ%kiﬁbt(ilﬁogn

AN

*3

D AH) 200 mg Q3W & LAITF{bFRiE (BYEMIEBED &Lgm)%ﬁmLLE#A
TEEYV 1,000mg/m? KA NVKRT 5 F 2 AUC2mg * min/mL ¥ E (1 =2—X21 B
M, &a—20 1, s BRKEE) . X7V FF N 90mgm? (1 23— 28 AE, &
T—2ZM 1, 8, 15 A BIC#®E) XiXnab--327 U ZFE&/V 100 mg/m? (1 =—32 28 H
. #a—20 1, 8, 15 B BCRE) ]

T7ER QAW LUTOPEREE (HYEMABEZLIGER) 20HLE [(Fay
2 ¥ 1,000 mgm? ROHARFSF L AUC 2 mg - min/mL, H4E (1 =—X 21 B
M, &a—X0 1, § HRICEE) | X7V FZXEN 90mgm? (1 =2—X 28 Bff, &
=20 1, 8ISEﬁkﬁﬁ)Xﬂmbﬂ?)y%twummyﬁ(lﬂ~Z285
M, £#a—2Zn1, 8, 1S REIKHE) ],

PD-L1 ZRH Li-Mink (EEMIER, v 7urr— /&U)/Aﬁ)%%@%ﬁm
BCRL, 100 %R U@



7

#1 HLMERUR (KEYNOTE-355 3Bk, PD-L1g#: (CPS=10) nEE)

AH| +{bFE A 7T v R +HLERE
(220 1) (103 %)
e [A] 9.7 56 °
(95%CI) (7.6,11.3) (5.3,7.5)
PFS™ NP — RE - 0.65 B
(95%CI) (0.49, 0.86) -
P " 0.0012

CI: E#ERXR. *1: RECIST HA K74 > L1 RICES BRFMIARUE, *2 : FBH Cox Hb
ANF—REFNCE BT T e RHERREEL QLB 3 BRIR ST 7 RE, AEAE OF
fal) 0.00411 |

e 2FA00mE QIWHELRES
—— SRR

T e e

10- | ' I

0 3 6 9 12 15 18 21 24 27 30 33 36
at riska _ fREEETFEN [E]
*ﬁ!ZOOmg QIWHE2EEE 220173122 96 63 52 44 37 25 12

5 0 0
FStR+{e¥RE 10380 41 30 18 15 12 8 8 7 3 1 0

K1 PFS @ Kaplan-Meier His (KEYNOTE-355 By, PD-L1 M (CPS=10) 0BE)



[Z4tk]

EFRIERBIARER (KEYNOTE-355 35R) _ -

PD-L1 B (CPS=10) DBEIZRIT 2 LZEMMTERE 219 flic T, FEER
IEAAIOEREE 216/219 41 (98.6%) | {LZABRIERE 100/103 B (97.1%) IZRB® B, 18R
# L ORBEBERNEETE RVAEESIL, ENnEh 212219 Bl (96.8%) KUt 97/103
Bl (94.2%) ICRDBNTZ, WTNHOB TRAEEGN SHUEORIERILTRO L BY
ThoT, :

£2 WFhHOBTRARNSN 5% EOHIEM (KEYNOTE-355 RE) @éﬁ%ﬁﬁﬁﬁi)

%ﬁﬂ’]kﬁ?ﬁ (SOC: System.Organ Class) i %)
HAFE (PT: Preferred Term) Q : AFIGERRE LR
(MedDRA ver.22.1) | ) . 219 4 103 48
£ Grade Grade 3-4 Grade5 . £ Grade Grade 3-4 Grade 5
2BIER 212 (96.8) 155 (70.8) 2 (0.9) 97 (942) 67 - (65.0) 0
0 0
B i BRI 41 (187 25 (114 0 22 (21.4) 11 (107 0
FFPERBRA A 87 (397) 68 (3L.1) 0 40 (388) 31 (301 0
iz *ﬁﬁfﬁ“ 41 (187 19 (8.7 0 2 (214 16 (155 0

&5
TH
HILAR R
Bl
ORIk
B

e e g

= F1E _ 31 (142) 1 0.5) 0 13 (126) - 1 1.0) 0

Pt ; 64 (292) 6 @7 0 22 (14 3 (29 0

BRI _ 12 (55) 1 0.5) 0 7 (6.8) 0 0

AR IE 13 (59 0 0 4 (39 0 0
: 0 0

TS=vT7 3/ FFURAT = T—EHM 47 (215 16  (713) 17 5 49 0
TARFEVBT I/ FFURATZ=F—¥HEM 39 (178 9 4.1 15 3 (2.9 0
BFTAH YRR T 7 & —FHH 9 “4.1) 0 » 7 1 Q.0 0
FPERERD 52 (237) 41 15 (14.6) 0
M RER D 41 @187 19 9 (87 0
K EBD 2. (5 1 1 1.0) 0

0

BRI

RBRGE 40 (183 1 0.5) 0 10 9.7 0 0




BERIKSEE (SOC: System Organ Class) , i Ch)
#EAEE (PT: Preferred Term) AFN G FIRE e 8 3

(MedDRA ver.22.1) ' 219%) 103 4
Grade 3-4 Grade 3-4

0 (1.0) 0
0 8 (78) 0 0
25 (114) 2 (0.9) 0 17 (165 1 (1.0) 0
0 (1.9) 0

(35.9) ‘

2 0 0

16 (7.3) L (09 0 8 (7.8) 0 0

323 _ 36 (16.4) 2 ©s) -0 11 (10.7) 0 0
Ik EBREES 11 (5.0) 2 0.9) 0 2 1.9) 0 ]

BB, AFBABHCROCRIEMRRA 3 81 (14%) . KB% - MBSk - BEOTH 5 4

(23%) . PMRIEE (5 « NU—EFERE) 256 (11.4%) . BUEFX - iFAE - iTeE
BEE - BT - BLAERREJ 65 B (20.7%) . FOIRMRMEAEREE 43 B (19.6%) | BIEHsRERmE 2
B (0.9%) . BHEEE (RMEMEERER, RFEBRSE) 2 61 (09%) . BEX 1 #l
(0.5%) . B - BESURRMIEEE 1 1 (0.5%) . MZ% - BERRKR 1B (0.5%) . SEDIERK 1 F

(0.5%) . D% 1 B (0.5%) KU infusion reaction10 - (4.6%) MR bl Fic, BE
DEEEE (PEEREERMAE., BEEBIRERR, S, BEXERS) . TRE
HEEREE, | BERR. BEGENE. BERMKEE it/ MRBAMERRDRE. Witk
i, REFFRE, EELRES) | IRASEEHROEZIIRD bR 1o7, KRBIER
RHERIEESES (BRAREEREE LS 280EFRRET T,



(R - AE] :
AR OBEFARDBBETAERA LY I 2 b—Ya ik b, AH#1200 mgZ Q3W,
400 mgZ 6IEMEIRE (BLF TQeW) &5, ) Xit10 mgkg (FE) %2BEMMR (UIT
f[QW] 25, ) TRELEBOAFOMEPRENMRF SN, TORE, AF|
400 mgx QoW TR E LEZBROAFF DB ERBIZE T 2 FHMBFEE (LT Cagsl
EVS, ) i, AE200 mgB QW TR E LIt D Cres LB T B & FRIENT (F
K) o FEio. FH400 mgE QW THEE L IzEOAA O EFIRBICRIT 2 K& MEFRE
(CATF TCoaxssl £VD, ) 1. AFI200 mg% Q3W THE: L 7B Cunanes & 82 L TRE
ERTEFRESNELDOD, BAABRBICBOCEAMAERS L TWAHE - AET
»5AHF10 mgkg (KE) 2QWTHEE L 72 BR 0D Crnaxss & HLBE U TIRE R R T & FHI S
Nz (FTR) . Iblkc, ERRAERE ZXRITAKAI400 mg QoW TR E LiziESNEI
FARBR (KEYNOTE-555%8R) L VB o FAMEICE S RYERE AT A —F X
2 b—va VICE D TR LRSS A —5 YRR L. (TR) . M2 T, &5
DEENEITIBT 5 BRRBBRAARICESE, FFORER L AHIEIIREME OBFEZ R
T ABRBERISETF ABBE S, AHI200 mgr Q3WXiZ400 mgk Q6W THE L /- s
DOIRZEELEDEXIFEESM L OBEEIZSD W TR EN R, LSRRk - AEOR
THZ E&Uﬁét&k%ﬁﬁ&%i%ﬂ;w L %LE'J Ihiz,

£ 3 FROEYBBNFGA—F

FHE . ﬁ§ % ‘ Cinax ) Cavg Chmin Cmax,ss Cavg,ss . Cmin,ss
(pg/mL) (ug/ml) {(pg/mL) (ng/mlL) (ng/mL) (ug/mL)
200 w2 O3W! 591 279 18.1 9238 504 30.9
mg Q (58.5,59.7) (27.7,281) | (17.8,183) (91.7,94.1) (49.8,51.0) (30.5,31.4)
123 24 106 148 50.7 203
: 3
400 mg Q6W (122, 124) (32.0,32.7) | (104,10.8) (146, 149) (50.1,51.3) (19.8,20.9)
400 mg Q6W 136.0F 14.9% :
(SERE) ~ (135.6, 136.4) NA (14.4,15.4) NA - NA NA
220 144 119 428 279 197
10 mg/kg Q2 W' (218, 223) - (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
t:0=2,993, 10E@DTI=b—a iCEVEHINFBMESNEOFRME (2.5%5, 97.5%8) . Cmx : JEHRE

BORFMIETRE, Cag : FIHREHROFHMBPRE, Cun: AEBRESL (A 70 2 BE5H) OREMFEHR
E\ Cma)gss : Eﬁ’%ﬁ_@:ﬁﬁé%%ﬂﬁl?ﬁﬁjﬁﬁ\ Cavg,ss : ﬂ;’%%%}:ﬁ?jéiﬁm%*%g‘ cmin,ss . ﬁ:,fl%"){kﬁﬁl:%”'

B RS Mm% iR E

t: 56 BIDLEMIHE (95%SHEXMA)
§ : 41 BIDOBTEHE (95%IEREM)

A EYRL



4, FEERIZOWNT

AFI OB G2 BE L DR - FEL, AFDOREFIT J: D ER2EIER ’i’%ﬁ. L7-B&
T2 2 ERBERED, UTOO~Q03 T %_"{ﬁf&_‘?‘#@ RICBWCERT /X
Th b,

O HERIZ2OWT

@-1 T%@(nﬂvG)wwfn#h&%Témﬁfbé &,

() BEEZBRENEET 5 BADEEENLRRES ERER RS A BREEIL R,
HUSS A RO RLRRDE, HURDS AR ISJ”%?‘@&)

Q) fFEMSRERRE )

() FEFRAESIEET 2 BADFOEER (BSAZ GRS, 13 AR R
Bk, MARRESEHEERER L)

() SSRACFRRERZRE L., SR CRRRERE | SUISSRIEB LRSS RE 2 ©
MERR EEYEIC AR B B 21T - TV D ffERR

(5) PIEMEEAINS S IME O R | uﬁéﬁﬂjaﬁ:ﬁo Tb\éb@

-2 FEORRER UBWERRBR ORI +-43 725058 L R 2 FoEM (TROW
FRNICEY T ZIERM) 25, SEZRROAFICET IHROREE L LTRESNLTNDS
Tk,

£/

. EERIFRUSE 2 EIEUD*JJEWW"E{IZT L7241 5 LU E DD AR DBAPHE 21T -
TWAZE, 5H, 26U, BPAFKMREEE L LIBRERFONEZIT>T
WwWa Ik,

-'E%ﬁﬁﬁ%&z@w@%ﬁ%&wTut&usﬁut@ﬂr@ﬁm%%%gé o8l
T A el

@ BEHNOERMFREBEOEKEITOVT

EELEREIRICHE T AETENER S, ﬁ%m%w%ﬁ@m i - At
SRR R OB ORI 5 R, ﬁ$$%#%ébt%A®ﬁ¢¥f %
ﬁﬁ%wmﬁbn5¢ﬁﬁ§ofw5:ao



® BHER~DOXMRBIZHONT

@1 HEREHICET 5B
BEMEMRASOEB2BEANTEAE LIS, 24 BRBEAHOT., SUEERY
IERMERRICIV T, R LZBWERITR U CABSHR O CT Z0RHWER ORI LE

WEOERPY BFICE LN, EbLICHISTERFHINES-TNE T E, ‘

@2 EBEREFRCIIAFFRANLICETIES

DBABRICED I EMARABE O BT 5 EREFEPRIERE=4 ) 7
CEBEOEEROR S V) —=r TEITOERE LIERE LR TE 25— L ERGHIHDE
HINTNDI L, 2B, BREAFHICOVT, BARE L ZOFIRICHITBMIN TN
NP - '

®-3 ElEROBE-CHRIZBE LT

BWER (REMMRBIIZ, KIBX - INB% - BEEO TR, BIERE - JFre - F
WAEREE - T4 - LIRS &, BIgREE RMEHEEER, AREERS) |
PAWEE (TRAKERE, PRPRERES, BIBRERES) | 1 BERE. 585
BEgs. % - MEGRARE. A, BEEOKRBEE (hEthRBItRmE. KES
PERREERE . STUALEE, JEFRRIEE) | infusionreaction. A% - SR, BIERFENE.
WIREE (X7 - AU—ERBS) | D%k, BEESNKES (GRS D/ MR
SRR, YRMMER M, FRIFERE. EENIRES) | MERAAREER, B oL
T, YRR ULRBERSE ORI 2 AT 2 EM L L BIER ORI Cx R 8
LCHRERUXEL ST ORI EMHIHE 2 L) EbICEYROEN T 2 Afl2%E-
TWBZ &, :
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5. BEXNRLLLBE
[B%hitiz B84 5 BIE]
@ 5 - BRSBTS A2 S ORIEGIRED 2\ PD-L1 B (CPSZ10) DARAE .
VRASIKIENES D HER2 MO FMRRUIERILBREICTB VT, A8 LR
B (FAVEFECVROAINKTZF o, 7 ) ZxEAIL nab-/37 ) ZXE)N)
E OPRBEEOFEPEIRRIN TS,
7285, CPS BT AAKID 2 R= v BRTER E LT, k54 : PD-L1 IHC 22C3
pharmDx (& =] HBEARBINLTVD, :

@ Tie :&é#é$%kﬁ?5$ﬂwﬁéﬁoﬁmﬁﬁuomri AEN OB ZNEDS
L ENTRLT, AFOBRER/LZER LR,

o OTHAOHIEIR SN TORVMED PUBMEREEA & O RS
o fiTRO - WRIEWRRE

[ZeMic B+ 5 FHE]
D FTRIEEYTIBFLSOVTHANOBRERBRL SNTVBZ b, #5%
ThhnZ &,
$ﬁ®mﬁ_ﬁbﬁwrmﬁﬁﬁ@&5%%

©® WBRATOFMICB W CTRICEY T3 BEHFIT OV T, AR OB EITHER SN

VWA, L OTREBIREEA R WESICRY, HERXAREZERTIZLEERETE

%,

. EMRRBOANXIIEEDD S BE

- BEERRECHER mb6%%&0%@&®M%ﬁ%W RRGVERT R HE D
FRIC RIEEELR A BN BE

. HOAEEBROAH LB L IR H EAERBOHERD b
LEBE
HEBERE (EhSMRBEREZE) 0bsHEE
EREORBGSUIBE A BT 58%

+  ECOG Performance Status 3-4 &V DB

(1)) ECOG @ Perfonnance Status (PS)

Score

EE

0

2 FER{EHTE S, %f‘*’lkﬁbﬁﬁiﬁﬁ HIRRAR <ATX 5.

AEHIZE LW EBNIFIRESN AR, SITTET, BRESCE > TORERTI LB TES,
B BVRE, EHEE

wf =

BIFFTRECHROFOEY O Z L TNTHAEEMMERITERN. BP0 S0%A LRy FATBIT.

w

RBoh/BAOFOEY DI L LATERY,  BFD S0%HUEE~y FIRF TR,

S

E<EHTRV, BAOFOENOZ EiIZEL TERV. Ty FHFFTRTY.
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o

BECELTEETREEE

WA STELICMZ, BERTEE NIRRT IERSICESE AR ORFERTEE
EROEDICLERERETHICERLTHOERTE .

BEBIBIZ AT S, BENRZORECHEMER VERIESZTABBEL, AEZ
BThbBRETAZL,

ERBWERD~R Y AL MEoWT

EEMRERRLODLNAZERHBDT, AFOHEEIZH > Tk, HHFER
(BE0iy, MRURREE, WHE) OmEERUEL X BRECERE, BEL TSITT
5Z L, . VEKRUTHECT, MiF~v—I—S0RELZERTH I &,
infusion reaction 233 &1L 5 = L A% B, infusion reaction 75§§?£\&'J LNTHAITIE, &
ERABEITY & & bic, EREEEST S ETREORELZ +HICBETD &,
FRIBHAEIEE . TRAMERER CBIBRERERH LD Z L RHEDT,
AR D5 ﬁuJ&U?’x"e‘r%ﬁFﬁEPliﬁ,ﬂﬁE’JkW%w& ks (TSH, Bt T3. bFEE
T4, ACTH. M aAFY —VEQRIE) 2ERTHI L, - -
BIERFS. A4, FFEEE,. i, BEEERBIHLDLNDIZLBHDHDT,
A DB BRAHT R O S T ITE IR FFEERE (AST, ALT, y-GTP, Al-P,
Y NECEORE) ZRETST L,
&koﬁ*(MM%&UMb%%W*%aU)%DE%&W%%#bEbné &
BHEOT, ERNCROBREOEELHRBTHZ L, iz, RORENBDLI
TEBAITIE, BN E&%@%ﬁﬁ?éioﬁﬁéﬁﬁ?é &,

AR OEEICLY ., BEOHRER $k£®?58%16n5%#&%$¢F%#%
LbbhdZeid3d, BERRDLNEHEITIE %ﬁbt$%kﬁbt§W%&
ﬂﬁ&ﬁﬁ%%otﬁk@%Lfﬁ@ﬁ%%ﬁﬁéﬁw‘ﬁ&@ﬁ&ﬁmkiéﬂ
ERRRDLNDERITIE, AFOKRETFE, ROBBRERVE VFHORESE
PEETAZL, BB, BBREANTEVORECIVEWERBONERRD b
WBAIZIL, BIFRESVE Y DA ORERHRIOBNbEET S Z L,

BESKRTH, TABPLEIARBL COLEHERARRR TSI EAH LD, K
HOBREKTRICOEHERORRIC+FITERT 5T L,
1 BRI (BE 1| BIERIR 22 T) Rbbbh, HERARES FT Y F—VRED

I eBHBOT, BB, Bl BHECEROBRLMIEBED ERITHSERT S

i, | EERBAEDNERSIEREETIEL, A VR Y VEHOREEOHEY)
RIBEITD Z X,

FEIOBHARBRITHB T, KEYNOTE-355 SBRCI# SBItA0 5 24 B Ti% 8 8
Ty, L, BHIO 1 ERNE 9 BRIZ LI, TO%IE 12 B L ICHEOE
FoTWEZ L EBER, AARETIERNCEHGRE CHROBRBETS 2 L,
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- BEEREET A KT A

RATBY X (RETHEBL)

GRFL : T4 M—F SREHE 100 mg)
~TF B~

. SR3E1RH (SF45£8 AKED

EA s
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=R/

XU IZ

AE ORI, 1ERABRF
ERPREAR

HEFRITDOWNT
BEXNBRERDBE
BREIZBLTEREIREEE

A i e

P2
P3
P4
P10
P12
P13



1. Ui

EILOFEME - ZEMEORROT-DITIL, B SEFICESWVSEIERERRRD Hhva,
EBIT, FEOREEIOERC LY, FURERRL 2 & ORI e e R R AR S
haHT, ZbDERDERICVEBEITRIT 2 2 L NEEBROFEL 72> TRY . BB
Eé&%ﬁ%ﬂdﬁ&md$ﬁz&$6ﬁ2E%%&E)Kﬁwf%\iﬁmﬁﬁﬁ%w\
EROBEHEELND I L L SNTVWE,

FHRIEFRFERML, ERMERRRAE 71 T 7 A VATEOERR L HL N ERS -
LRHDB, ZOkd, BIERUESHCET AR AERT 2 COM., YERRD
BEER®R 2T 52 LW SN A BEICT LTERETS & & bic, BUFRSER LB
VBRI L5 L N TR —EOE 42 T ERSE CERT S - LAEETS
B

LIchioTo AAA FTA4 Tk, BREESINETERBON TV IEFEEFH -
PRORHICESE | UTOERR OB ER 2 HET 2B b VEREM, X FRUY
BEAELTT, |

B, BHA FFA %, BATEENEER RIS A, AR A BARRE
Jrrss, —MHHIEA BARSRBIES R OARHEEA EASARHEIEEAOHAD b & fER
L7,

%%&@5E%m.%4Lw—5ﬁﬁ%E1mng( B4 RaTvun) X< (&
R L) )
RELROFEIPR  BAACERERITHEE U PR EE R EST - ﬁ%@%a{$r
HBERDMERVAR : LU RF =T AVNEE L OBRICBVT, EF. BRA
NAaT7n ) X7 (BEFHEEZ) LT, M]mm@%3@ﬁ
FIEXi% 1 | 400 mg% 6 BEFEERRT 30 \Faﬁrb:b"c AT
~ . B,
8 ¥ R 5t ¥ ¥ MSDEERS4E
(&%) -
V/E?ﬁ7fﬂ4ng\ﬂﬁfﬁwuh%( &% VIUNRF =T AVNEEER) O
PEEXIIFIR. RERUVEE
.%%Xﬂ%%:ﬁh%%ﬁ%ﬁm%ﬁht@%%%&@ﬁ-E%G%EWE
RERVHE  RXavul) X<w7 (BEFHEEZ) CofRARRBVWT, 8%, BA
IV AF=7L LT1 A 12 mg 2&1ABETS, 2B, B
FEORBIZL Y EERET S,




2 RAIDMGE. TR
FA FN—F LERHE 100 mg (— &%'AA7HJX77(ﬁh%ﬁﬁx)

(&%) &5, ) i&, PD-1 (programmed cell death-1) £ZD Y H FTHD PDle
KO'PD-L2 & DAL EHERET S, & MhigGd £/ 7 n—FVHETH S,

PD-1 R E&IE T MBS S EEIRMAE D kI 5 T2 D12 A ARIRR OSFI A 3 2 =72 fe @ fhl il
A4 yFT, PD-1 I, REGRIBCIVTIFHER T MRoMIEREICRERL. BEA
ERSEE L ALEXLER 2 RER G2 HET 5, bbb, PD-1 XYV FLRE
AT AILIREVHEZRARICL BV T IABERRICHETIREERTH D, PD-
Ll OTEEERICB T 3RRATOTHN TH LR, £ ORAMIRTIE T DB 28
2B FPBRICEBELTVWS, BPAMRICEITS PD-L1 OFEBRIT. BHRE, R
5. FFRAEE. SRELEE. FEANMKREEZ: ¥ Ok RBATTRARETTHY . B
AR ORBESREEL TS, '

BE DN A DRI T & PD-L1 RIEOFEMN 5, PD-1 & PD-L1 ORBITERED
ﬁf@ﬁ’%mfﬁ%&&%%ﬁ5:aﬁ%@énfﬁb\%t&ﬁh%%@@%&
L TR STV,

A#Fi%. PD-1 & PD-LLRUPD-L2 DY H v FORKAEHEETDIZ & kv, EE
O NEER OB ROMIREEE T U o R, HUEEaE 2 FEkb
T35 & THEFIREZRET 5.,

AR OERABFICESSBEORERGC L 2BWERASN S bbb, EEIIET
CEATFREMEND D, AROBREFRUOBRERICIZ, BFEOREL LTV, &F
BEDLNEEAIIE. BELAERITN U-EMNRME L BRREFFOERM L&
L CE R ERNBE TV, BEORERKRIC L ZEIEAREDN S HEICE. BT
B RAE LRIOREEOEN R AEET O LERD B,



3. BRKEE

D AALFRRIERL JEEI/K@J@T E7RXEAT - BROFERE DARRF

RERRROBEERT,

(2]
EEIt

H%m*ﬁﬁﬁﬁ (KEYNOTE-775,/E7080-309 ?ﬁtgﬁ)
7T FFRE B ST ERIER O B 5 YIBRRRE R EST -

FHERATSTE

BREOTEEERYE 827 f

(BERAN104 G2 ETe) ZxBIZ, AA200mg3 BEIFR (LT TQ3W] &5, )
BELVUANF=T 20mg 1 A 1 BRSOHAEE UT (FH/voF=7] &
LFEFRE (RRYAVE BRI ) FXEN) &

W5, ) DEEER RIS, _
SRE L TR I, EEMBEBIXS4AFHM CLF lfos) ¢nwi,
WEATFHR (BT TPFSI &),
HBELC OS ROPFS 2 HBICER L (F 1.

) Eh, FE/vonF=
B1EUE2) ,

) RUVE

AN (2 3

#F1 HEMERE (KEYNOTE-775/E7080-309 38

AH/ Vo RF = TR - AbRRRIERE
(411 1) (416 1)
ki [A] 183 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0§’ NP R 0.62
(95% CI) (0.51, 0.75) -
P fE*s <0.0001
FPifE [A] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS™ ANF— R 0.56
(95% CI) (0.47, 0.66) -
P f@*s <0.0001

CL : BRI,

B) o1, 8RS AEICHRE Lz, *3:20205E10 826 RF—F by 47,
FINY— FEF U L BE2EE (REYAET U7 ) Z3EL) L OB,

TSI BRE.,

*1 : A& 200 mg & Q3W, LU AF= 72mm(ﬁn)%1ﬁlﬁfﬁﬁbt
¥ FRYALET Y 60mgm? % Q3W, XiF/7 Y #HF¥E)L 80mgm? &K a— (1a—228H

¥4 : Bl Cox kb
*5 . BRIl

%:RHBTﬁ4P?%Vﬂiﬁk%d<§ﬁ?ﬁﬁ¢%%ﬁ




100 5

90 - X
80 1 \"\;H
70 - N,

& 60 -
#50] \;
40 -

30 | e —
. .20- T T A —
10 1 #AH200mg QAW RULVIF=F
| ——— feemex
P .S
0 3 6 9 2 15 18 21 24 27
&M A]

at risk#
~ F#H200mg QAW BT . . '
. IJV/\“3=:7 411 383 »337 282 198 136 81 40 7
=25 416 373 300 228 138 80 40 11 3 0

1 OS ® Kaplan-Meier Bi%R (KEYNOTE-775,/ E7080-309 3A8)

100 7
90
80 -

270-
B 60
ﬁ 50 -
B 40
%30
20
10 1
0 3 6 9 12 15 18 21 24 27
migEEFHRA (B] |

— EE00ME Q3W RULYAF=T

——— LR

at risk# _ ‘

F#200mg Q3W KU

LYNF=F 411 316 202 144 86 56 43 17 6 0

(E#FEE 416 214 95 42 18 10 4 1 1 0
2 PFS @ Kaplan-Meier fift (KEYNOTE-775,/E7080-309 &)



C[ZetE]

ERE RS S (KEYNOTE-775,/E7080-309 ?ﬁ%ﬁ)

HEREBIIAF/ Vv _"F =T 405/406 5] (99.8%)

{LZAPRIEEE 386/388 Bl (99.5%)

KEDLN., BRELOREBEABTETEIARVEEEST, Fh2H 395406 5]
(97.3%) FK1r364/388 4 (93.8%) IR bz, WThMLDEETRIAZEGH 5%U LD

EHEFIZTROLBY Thote,

2 vﬁ‘hr)xoﬁ?ﬁﬁ%ﬂf*z}: 5% EOBIWER (KEYNOTE-775,/E7080-309 ﬁ&) (ﬁ%ﬁ?ﬁ%ﬁlﬁﬂ)

BEMNXSE (soc

System Organ Class) i (%)

EAE (P Prefened Y LT =T e
(MedDRA ver.23.1) 406 1 388 %l

) £ Grade Grade 3-4 Grade § 4 Grade Grade 3-4 Grade 5

2EIEH 395 (973) 314 (7713) 6 (1.5 364 (93.8) 230 (59.3) 9 (2.3)
=i} _ 57 8 (2.0) 0 150 (38.7) 45 (11.6) 0
ZEMET P IRRBTE 1 1 0.2) 0 21 (5.4) 21 (5.4) 0
A M ERERAME - 20 0 48 (12.4) 27 (7.0) 0
Y 2 ERBAE 15 2 0 26 6.7) 11 2.8) 0
IR E 24 4 0 129 - (332) 96 24.7) 0
/MR EE 33 0 22 3.7 4 (1.0) 0
FR RIS R TUERE 42 (10.3) 4 1.0) 1 0.3) 0
ORISR T A 222 (54.7) 4 1.0) 0

' it ) 34 8.4) 4 (1.0) 0 3.4) , 0 0

| LR 29 (7.1 0 12 3.0 0 0
i 36 (8.9) 0 53 13.7) 0 0
T 171 42.1) 26 6.4) 0 42 (10.8) 3 0.8) 0 -
OB 34 (8.4) o 10 (2.6) 0 0
B 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
oWk 70 17.2) 8 2.0) 0 46 (11.9) 2 (0.5) 0
gt 98 (24.1) 10 (2.5) 0 60 15.5) 7 (1.8) 0

7%

0 ; 0
s 113 15 37 0 92 (23.7) 12 GB.1 0
RO RAE 47 6. (L5 0 35 9.0) 3 0.8) 0
b5 26 1 0.2) 0 4 1.0) 0 0

mTE‘E . 73/ b ' = '
S5=v7 3 SR ,

o 5 66 (16.3) 12 (3.0) 0 .14 (3.6) 2 ’ (0.5) 0
7 I 5—YHm 22 54 6 1.5) 0 1 0.3) 0 0
TARGEVBT I/ b ,

Sy T = S BRI 62 (15.3) 12 (3.0) 0 12 3.1 2 (0.5) 0
MRTAHBYFRRATZ 75 .

— 27 (X)) 4 1.0) 0 5 1.3) 2 0.5) 0

tg;};" TREBABELEY 0 03 0 1 0.3) 0 0



BEANXSE (soc #is (%)

System Organ Class)
EAE (P Prefored R AT =T : iR
(MedDRA ver.23.1) 406 % : 388 4
4 Grade Grade 3-4 Grade § £ Grade - Grade 3-4 - Grade S
D 36 89y 20 . (49) 0 2 (0.5) 1 (0.3) 0
Y L ERER 10 @.5) 3 ©.7 0 23 (5.9) 14 (3.6) 0
fF R ERES D 17 4.2) 7 an 0 93 (24.0) 82 (21.1) 0
L AMREORD 44 (108) 7 1.7 0 20 (52) 3 0.8) 0
RERD o1 @24) 25  (62) 0 7 (1.8) 0 0
B ML ERER 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0

BRARAR 151 (372) 24 (5.9) 0 65 (16.8) 0 0
BERVZVEY FiuE B D 2 (09 0 1 ©3) 0 o
Ev 7 55 7 AUE 39 (9.6) 307 0 12 3.1

Ba s 87 (214 4 1.0) 0 ‘17 (4.4) 0

P 54 (13.3) 3 0.7 0 T 13 (34)

Fa R 21 (52) 4 1.0 0 9 . (23) 0

EAL ) (7.9) 0 0 27 (7.0) 0
13 55 (13.5) 1 0.2) 0 14 (3.6)
R = = — ot — 9 (22) 0 : 0 22 ek} 1 0.3)

AR _ 105 17 0 4 0 0
REEE * 77 (19.0) 0 0 2 0.5) 0 0
i 26 (6.4) 0 0 7 (1.8) 0 0
PEAE 17 (4.2) 0 0 117 (302) 2 (0.5) h 0
F# . RERFAERE '
i 84 07y 1 @7 0 3 (08 - | 0 0
5 29 (7.1 0 0 7 (1.8) 0
0 (1.5) 0

B3 o 50 (12.3) 2 (0.5)

249 (613) 149 (36.7) 0 .4 (o 2 (0.5) 0 -

BB, ARV AF=TRICE W CRIEMRE S 6 (1.2%) . KBk - Bk - B
EEDQTFHI 50 41 (123%) . BEOKERE (hEMRERMAE. SERBEIRE R,
L., BREES) 4 ] (1.0%) . HEEE (X7 - AV—ERHESE) 9 §

(22%) . BUERF% - FFR4A - FFgaeras - fF% - BRE % 109 61 (26.8%) .
WK REREE 237 1 (58.4%) . TEAHERESE 2 # (0.5%) . BIBHEERES 4 6.

(1.0%) . 1 BUBERRIS 3 6 (0.7%) . BHEEREE (RAMEMEMEELR. AREBRE)
1361 (32%) . BEg 44 (1.0%) . ik - MEAUHBARE 2 61 (0.5%) . BEIEFEIE 1
B (02%) . g - BEREZ 161 (02%) . BSEIEL3H (07%) . D% 16 (0.2%)
% TN infusion reaction 5 % (1.2%) B oIz, iz, E%@Iﬁﬁ&l‘ﬁ% (St /MR

7



B HEEIR. WD, RS, EERRES) | MRARTERIR CREIE
Dbk, AEHEARRRRIBEFS GRREERNLED) LETMEHE
BEFT, ,



[ - R&E] : ' :
FHOBEREYBBEFA LR LEY I2v—va iz kb, A 200 mg %
Q3W, 400 mg % 6 AEIMIE (LT fQeW] &5, ) Xid 10 mgkg (KE) % 2EM
i CLF TQewl &nH, ) THRE LiBoAF o mEFRESMR SN, EOMRK
R, AHKI 400 mg & Q6W TH#RE LEBROAFOEERBICIT 5 PHMEPRE (UT
[Cavgesd EVVDo ) 1E, &K 200 mg % Q3W TRE LIBED Cavgss LERIT 5 & FHIS
Nz (FR) . £, £H400 mg & Q6W TEE LEZBOAF O EFIRBIZBIT D&R
MAEFEE AT Comeed V35, ) 1E. AHI200mg & Q3W THE L7ZBED Coaess &
W LCEEEZRT L PRS00, AAABECRN TRAMESHERIN TV
Al - B ChHAK 10 mgkg (KE) % QW THE UTZEED Craxs & bl UTEE
ERTEFRENE (FR) . &bk, EEBAESRSE &XRITAH 400 mg 2 Q6W T
5 LIS TR (KEYNOTE-S55 3B & 0785 h e ZRMEICE-S < Rsis
ARG A—FE, VIal—va L) FRLERBBERAT A—-F ERELE (F
£) . MX T, EHROBECI T 2HERRREECESE, FHOBREE AT
et L OBEY BT ABRE - RISET ASEBE I, AF 200mg & Q3W Xik 400
mg % Q6W TRE LB ORER & AMEXITR AN & OB OV TRET SR,
LRoOBE - FEORM TADER RS HRRZRII RV E TFRIS NI,

#£3 FHORWBIB T A —F

My - AR » C@ Cavg " Cmin Crexss Cavgss Chin,ss
(pg/mL) {pg/mlL) (ng/mL) (pg/mL) (pg/mL) (pg/mL)
20wV | (50 | e (17;?.118.3) 01700 | wasio) | 605310
400 mg Q6W! (12;,2?24) (32.?)??2.7) ( 10.11(,)'16 0.8) (14221;49) (50.51(,)'571.3) (19.?;(,);0.9)
40(0%%%6)W (1351.36,6'10;6.4) NA (14.1:,'32.4) NA NA NA
10 mg/kg Q2WT (21§,222§) (14’1'_:1‘;45) (1 1;1 ?21) (42:,2233) (27?,7382) (19.%,9 ;00)

t:n=2993, 100EDY I ab—a ik VEHENBMEHEDOPRE (25%8, 97.5%R) + Cuex : FIEHRS
BOBRBMBETRE. Cug : OEBEZOEHMEPRE, Cu: NEEESR (170 2 REFM) OREMFEPR
E\ cmax,ss : Eﬁ%%k:%b?é%%mﬁqﬂﬁ)i\ Cavg,ss : ﬁ;’ﬁﬂ(ﬁﬁt:ﬁ&76$%m2§qﬁ{%}§\ Cmin,ss : E%"%ﬁ_@llﬁb‘
HRIRMEFRE _

1 : 56 BIORIMEIE (95%ERERM)

§ : A BIORTFHE (95%EHEER)

NA : &AL




4. HERIZHOWT

AR ORENEEIRBEZDZW - HEL, AFOBREIZL Y EERBIERZHRALEE
RIST D Z ERUERZD, UTOO~Q@DT R TR THRICB W THERT X
ThD,

@ HRIZHOWVWT

@1 TEo (1) ~ B5) OWTFNLCHEYTIHRTHDHZ &, A

(1) BAEFBRENBET 5 B8ADRESNURNS GRhER RS A BREEILRR,
- i&i\ﬁzw DRES LA, Hilgks ARl 2 &)

(2) EHRERE

(3) FERRMENEET 2BABEELERE (BABRERISERE. BADREE
CBRERE. B ARREBHEERR 2 )

4) ISRHREEEZRE L, BRI FREDRE 1 X iﬂ%@%t%& J%H 20

- MR EHETIR B BHZTT > T B HEsR

6)ﬁ%ﬁﬁ%ﬁ@ﬁéﬁm%wwagﬁcﬁéﬁm%ﬁofwémﬁ

@2 FEEBEOCERERVCEWERARBRIFOMGC 2% L BREFOEM (Tx
DWPRNCTHY T 5 EM) 25, MR ORRIC BT BIEROEEE & Lfﬁiﬁ
ShTtnaze,

=

ERT R 2 EOTHIFHE S IET LIciic 5 4L LM AR OBRIHE %17 -
TWBZE, 55, 2EM LR, BARMIREY L L BREEEOTHES 1T T
WAaZ &, » .

. E%ﬁﬁﬁ%&2&@@%%@&@Tbtﬁw4¢uxmﬁﬁﬁ&&ﬁbrw5:a
5%, 3 FL L. BAREEORAEYERE SR ASROBERIHERIT> T\ 5
e,

@ BEAOERBBHRERDKHIZOVWT _

EELEFREBRICETF T AHEENREB SN, BERMENS OBREB D, Aok - ek
ZERPHFBROBTEROEMEICXT 2 MR, AESFSNRAE LB OREES. &
BELPIATONDFHINRESTNBEZ L,

10 -




® BWER~DOHIRITONT

@1 FERREIC BT 5 B |
RIEMEREOEERBIEANRA LIEIC, 24 BRIZEEKS O T, HHERY

IEEEERIC BT, R LZBWERICE U CABREER O CT L0RWERA ORI LE 2

REOERERY BB LN, EbICRS TR ARSI TWE Dk,

@2 EREERCLIAEERMNGETIEAE

RABRICED 2B MBR OEREA T 5 ERUEFESRIERE=2 N4
BEDIEERFDA Y ) —=r T EITOEIBE L EREILE CT& 55— A EREHSE
BENTWAZ &, 2B, BEEFCoONT, BABE L ZORRCHFTEAMENTND
Z &,

®3 BEMEROBECRSIZELT o

BWER (REMMRBIC L, KBJ - MBS - EEO TR, BUEFFS - FFRE - FF
HRAEREE - IR - RE MRS 5, BHEEREE (RMEMENELA. AREERS) |
NAIIEE (FTRAWEEE, PRESEES, BITRERS) | 1 3ERR. S5
B! ik - RSUGEMRE, Mk, BEEOKREEE (hEMRERRMAE, KB
MERRAERRE. SALHE, BXEIESE) . infusionreaction, FH - BRI, BEIEAEEE.
RIEE (F5 - ALU—EERS) | DA, EERDKEE (REMEL/IMIRD
VESEEDR. YAMAREIML., ARIFERE. EEMIRVES) | DIRAAEMER. BS) L
. SHERSUSIBERSEOFMI 2T B B LB L (BIER OBET ORI B
LM ROKEL ST bRARMICHE 2 L) | EbICETIRAENRTX 5 kil
STWARIZ &, . _

11



5 BENRLRLAE

R BT 5 3] _

D 77 FFREE ST B ALRER IO HEE U MR 88 1T - BROTEAER
FBNT, ARIE LUAF =T A VB L DR RS CESERT STV,

@ TRREYTIBEEFICXTI2EFOBREROERFEICOWTIER, AFIOFMR
FELENTELT, AROEEXRRLE 2B,
o  fLERIEIZ L AIRERORVWEE
. ®T$ﬁ@ﬁﬂ&#Téhrm&w@® &E%ﬁ&@ﬁﬁ&%

[Z4 ihE@?‘é%IE]

O TRIEZNTBIAREIZONT ;tzlzﬁlJoai’;EmeTu&éhﬂ\é Lk, BEE
Thinz e,

s AHlORSITE VABREDOREER DO H 5 BE

@ BRATOFMIZE VT TRICKE T 2BEICOVWTIL, AFOREITHRES LR
WA, MOERBRESRVESICRY . HECARZERATI L2 EBTE
Do
< FEMRR %@A{#X!iﬁiﬁ@ bDBE

. EEGRE CRIER 23R 5 BE R OVESHHE ORI SR A% D
T RENE R A DN S BE
«  HCRERBOA, UIBHARE L IIERED H ERERAROEEREOD
LB |
- BEBEE (EhSERBEELSD) ObsEE
. REEBORBREXIIEFEEAETIAE
«  BCOG Performance Status 3-4 &V Df@E

&ED ECOG ¢ Performance Status (PS)

Score | B -

0 | 2<MEREBTES, BFRILALRABEENHIRRIITAS,

AGEICB LUWEBNIRIR S h 528, BITAMRET, %W%@Fof@ﬁ%ﬁﬁjgkﬂféé
Bl BOWRE, EBEE

—

BITRECHAOHEOE Y O LX< CHREAEEITcE Y, BFD 50%LJJ:&:t«\ v FATRIT,

BENTZEBDOHFDOEY DI & LMATERN, BHRO 50%U L2y RPARFTRIT,

SN

2BV, BOOFORD DO e TERN, T2y FRFTGRIT,

12




&

BEICRLUTHERTNEEH

MBS, WEIRE R RIS 5 WSO ES E AR OBIER HIE
RO DI B 5B LT AT 5.2 &,

MRBAIC AT B, BEXEZOREIHPER CBRIEE +ARAL, AEE
BCHLEETB L, |

ERBUERO<X YA MZoVT

RIEHEARD DbILAZ ENHBEDT, AFOREIZHIZ- Tk, FIHER
(Bonh, PRRREE ) ORFER OB X BREOEES, BB+
7528, . BEIZS U THECT, iFv— I —S0REZEETHZ &,
infusion reaction 3% HPN 3B Z L 43H B, infusion reaction 338 HNTHAITIL,
ﬁ@&@ﬁ%ﬁ5bk%K\ﬁ%ﬁ@@Téi?%%@ﬁ%%+%Kﬁ§fé:
L, :

IR RS S, TRESEEERVBIBREEERS LDREZ ENH LD T,
AR OB GBI R OB SHIRE P ILERRIC NS RERE (TSH, B8t T3, i

BET4, ACTH, WA =1FY —VEDORE) 2B DL,

BUERFS. FFARE. FHSEREE. FARVELHEREARNLbbNEZ LRHHD
T, AFOREERAI RO SR F I ESRIICITIESRERE (AST. ALT. y-GTP,
AP, EUAEVEDORE) BERTHI L,

FEIHEE (ERRCILEERERETET) FOEBRRREES DRI L
BHEDOT, EHNCROBREOFELHR T L, £, RORENHEDDL
NIBAIIL, EOMICERREESRT 5L O BELRET S L, :

o ARIOREICLY . BEORERSICERT S L B2 bno RRBSREND

BbhadZ ENbD, BESEDLAEAIIL, R LIEERICE UEMY
TREnE L RBR A O ER L U CEURENRZE 21TV, BEDORERINT X
AEHERREDLN D BEITIE. AFOKREXIIHIE, RUBIBRESVEVHO
BESPEETHZL, BRB, BBRERNVEVYOREICL Y BEROHENR
D HENRWVEAINIE, BIBRERLVEVUSOGEMFERIOBMBER TSI &,
BERTH, BER»OEVARBL CHORIERANRRETAZ EBH DD, K
FHOBERTRICHLEWERORBACHDICERTH 2 L,

1 BERE (BUE 1 BEREZES) Bbbbiv, BRFEES 7Y F—VXICE
BAERHBHOT, OB, Bd, BHEOERORALMIEED LR IZ+LEE
FTAHZ e, | BERBENEDNIZBEAICIERRSEZHIEL, f R ) VERIOREE
DFEE LB EITD Z &, '

@ AFOEBERBRIZIHBUVT, KEYNOTE-775,/E7080-309 %Eﬁﬂiéﬁé{’ﬁz%%ﬂh‘wma 8

BREZE FRRMICKLERBAITLYHER) CAMEOFMEZITo T\l 25
Zi2, ARIREPITEMNOICEBRE THROBRET I Z L,

13
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BEERBET A R4
NATrY XvT (REETHEMRL)
(R7%4 : %4 b —4 FRIEFHE 100 mg)
~HOCEBRETERE (TMB-High) 2475 B~

SR4FE2R (4448 A%
LETL



Bk

XL ®IT A

AR ORR, BB

ERPR B “

HaERIZ DWW T
BEXREIRDBE
BECELTERTNEER

ANl A

P2
P3
P4

P8

P10
P12



1. XL
EEAOHMN - REMORERD T DI, T TESIC S\ e BIER R0
bhd, Ebic, EEORERROESIC LY | FkERR 2 & OEFNRERIEAE
FEESNERBSNAIPT, b DEER Y BICLERBEICRMET S Z L 0RED
BEL 2o TRY REMECEY L SO EAT S 2016 CERL 2846 A 2 B Féﬂ%ﬂ%ﬁ?)
BN ThH, EFMERRENEACEBIEERRS L ShTNS,
FHREAREERRS L, BERERPESE Y0 7 7 A VREEOERR LB LR
RBZENDD, DD, BYERVEEMICET 3 HRA+AEET 5 £ T/,
WMYERSOBEL B ST I LRHFSNIBFICH L TERTA L L b, BlIfE
ﬁﬁ%ﬁbt%kﬁ%&ﬁm%k5:&ﬁﬂ%&—ﬁ®%#%%t?§%&%fﬁm
THIEREETH S, '
Lo T, BKHA KT 4TI, %%&@% NETIBLNTV S ERERN -
AEHRMICESE | UTOBRRROEE2ERZHET 2850 b LEAEE, X
FRUOEEEELRT, ,

B, AHTA BT A i, WMIATEIEAER R ERERRAEE, ABHEMEARR
ERRIEE S, —HEHEA B ABRARES R O—RHEREA B ABISRES OB
DY EERLTE,

HBLIMBERS XA M —F ST 100mg (—ig4 - a7 r ) <7 (#EE
FHAHRZ))

AR RBIEIINE - VA FERER Ltéﬁbt WEEBRETFEEE (TMB-High)
R8T 5ET - BROBERE (tafféﬂ’lfiié‘ﬁ#lz_ﬂ%&%/\kﬁﬁé)

HBLRARERCHE - BE. RAKZR, o7 v) A~v7 (EEFH#ERZ) £ LT,

 [H 200 mg % 3 ERERBIREI 1 6 400 mg % 6 BRI T 30 \Fﬁﬁ

T CRERRET 5,

& Bk & ¥ #H : MSD BX&Ht




2. AFIOKK. 1ERAKF

¥4 bA—F RFEE 100 mg (— &’éa Y- VA=R N o (ﬁ!a%%ﬂ?ﬁ&x) LUF TR
#lJ £\ 9,) #x. PD-1 (programmed cell death-1) & %@ VY &> FT&H % PD-L1 KU PD-
L2 & DEATHEBEMETS, b MLIgG4 £/ 70— AR TH S,

PD-1 B EI% T RSB RS 2> Bk B 7o D I B AKIBR I R 3 5 £ =28
AA v F T, PD-1 1%, BEZREBIZBWTESER T MBoMREmIcEHA L, BER
BERSZ B ALELBRI B RN 24T 5, Tbb, PD-1 BYH F‘k,ﬁ
BTHZ LI VRRZARICL 2V VB AIKET 5 EHR TH S, PD-LI
DEFBEBTBITBREBRITDL TN THEH, ZONAHETIE T MIROBE ZMA
HIECBRICRBL TV, RAMIICET 3 PD-L1 OBREIT, Bk, BEE.
FFAmAREE. DRBLE. JE/NBRAtE /2 & Ok % fmvuf*%ﬁ%alﬂ%% D, RWAEFER
& DOHBEERBESh TV, _

B DR A DRI TH% & PD-L1 %ﬁmﬁﬁﬁ A5, PD-1 & PD-L1 OREIINEE
OHBEERHC BV CEERRE LD Z LSRR ENTED it 2B ABEROEN L
LCHIFER T3, ' :

AKX, PD-1 & PD-L1 X OXPD-L2 DY H 2 ¥ @FA&BEE?%’) ik, BB
O NBEE T OIEEAS BAOMMEEN T U o SEREEML S, FUEERE T BEEL
T35 L CTHRIEEDNRERET 2,

AFNOEABFICES BEOFERIGIC L 2BERASERH 6 b, ERUIETIC
ED5TH fi?ﬁ%'é FFNOBEFROBRERITIL, BEOBELTHITITV. BESR

HHNEFAITIE, RRLEFRIS U EMN 2B e RREFOBMEEE L TE -

@J&%E'J?é)%ﬁ%ﬁb\ WEDRERANIT & 2 BUERR DN 5 HEITI. BIBRE RV
FURIOREEDEZVBEZITI BERH D,



3. ERREGE

RAALERERICHEE LEEVWEERETFERE (UUT MMB-Highl £\©5,) 2F
T 5ET - BROBERE (BEMNZRIGESLEERGESICRD) ORBRFICEMZITo2
FRBARRBROBREEZRT, '

[FahiE]
EpRILFS N AHREBR (KEYNOTE-158 #Bk)

{LEFIERE 05 5T - BROBEWEBAE BARILITHT A~L DFEITV—
TR TH 200~1,595 F) ExtERIZ, A<F] 200 mg 3 BEIFER (LT IQdwy &Ww
5.) BEDFMER NEE2ERRET Sz, AR EF X, FoundationOne CDx 2 X
» TMB A =778 10 mutations/megabase (mut/Mb) Pk & BH S /=841 TMB-High
CHIETHZ &L, SITHHEICHE S T, IN—T A~T ICBEIN-BERBEBREICD
WTCREAT M Tz, ’ . :

TMB-High #5832 102 ] (B&A 6 #flEzETe) KU TMB-High ZFH L7\ 689

(AN T BlEET) CRITA, FEFHMEEE TH D RECIST U4 F7 A2 11 RIC
ESS PRHEEBIZLIFNDNEORER Q019F6H27TRFT—2 Iy bA7) R 10DL
BYThoTe, -

* o —RIEEE L TEEMIZER SN TWA{EBEEETE NI B EZE AL TWSF
W R OV SRR IRIE 2 & DT R IR I RHAE D BEBHEA AN b,

¥ ZBIN—FIBNT, TRFNUTOBENEAAN bR,

A P9 (RELEE). B: IBEE (BERUBEORE. /XL 7 —F —BAHER

). C: fii, BE, /B, BB, EBRUCERBRBROMENSMIES (BoEEXixd

S AEFIRN A IAER) . D FERNER (AEIMERESEZKRL), E: FEEE (B

F L), F:oMeE (BELERE). G:/NEIIE, H: hRE, 1: FREE, T ER

e (REXIHMERBEEZRL). K: BEE~A7ud 754 NREEHE (LT IMSI-

High) £\ 5,) 2B T3 &THERE (BB - EBELR). L (FEDOHA) : MSI-High &

B3 3 ETEERE

¥3: 5% EOT VAVEE TR ENZRARERRVHERBZE RN S, AFMRRIIOER
EUBEAXIBENERERDD LELXZDNIEREZR VWG TEESTVOEREDE

(mut/Mb)
#£1 AZERSE (KEYNOTE-158 3B
TMB-High Non TMB-High
10241 6394
CR 4 (3.9) 11 (1.6)
PR 26 (25.5) 32 (4.6)
VIIE sy SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4) |
PD 48 (47.1) 349 (50.7)
. NE 10 (9.8) 66 (9.6)
A Eg;gf) %) 29.4 (208,39.3) 62 (4.6,8.3)

CR : 552E%), PR : B4EL, SD: KE, PD : KAETT. NE : FHMERAE, CI: ERKME -
*: qﬂﬂ%ﬁlﬁﬂﬁ'ﬁ%ﬁﬂ%ﬁﬂiiﬁu@ﬁ%& L& &h, IRBREHREHIT Non-CR/Non-PD & 8l &

T=BE,




TMB-High %# % 102 4] (A& 6 flz4&T)) KU TMB-High 24 L7324 689 41
(BAANTLHZST) BT, RECIST 74 F74 v L1 RICESS PRYEIZL D
BARBBIDOESHEROMER 019F6A27T BT —FH v M%7) XFR20EEY Tho

77
F#2 BARBROEERME (KEYNOTE-158 #ABk)
TMB-High Non TMB-High

B AR I (%) %) (CR+PR) BiE (%) - Z=%h (CR+PR)

. 10241 (EHE (%) 689 (EHE (W)
N b 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
TESE 16 (15.7). 5 (31.3) 59 (8.6) 7 (11.9)
FE AR 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
AP35 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7).
A=t 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
RN S TR 5 (4.9 2 (40.0) 82 (11.9) 1 (1.2)
TR R 3(2.9) 1 (33.3) 79 (11.5) 3 (3.8)
R 2 (2.0 2 (100) 78 (11.3) 3 (3.8)
W R RE 1 (1.0) 0 84 (12.2) -9 (10.7)
JiEBT ) 0 — 63 (9.1) 2 (3.2)

- HEERAT



[z2k]

EE RS TR (KEYNOTE-158 3=ER) , .
HEES13103/105 4 (98.1%) 1. BIERIX 67/105 B (63.8%) XD Bz, B
KN 5%BULEDRIERIZITRO LBV ThHoTz,

#3 BERNS%IULORWER (KEYNOTE-158 BB (ZLMENNSEH)

ERKSE (SOC: System Organ Class) FE (%)
HEAEE (PT: Preferred Term) 105451

(MedDRA ver.23.0) £Grade Grade 3-4 Grade 5
2EBWER (63.8)

- 67

57

- (14

(162) |

INCUN .

1 (143

2, BUEMERRR 4 61 (3.8%) . KB - /MG - BEOTFHAS B (2.9%) . BIERT
J¢ - BF 7R 42 IFARBRREEE - FF4¢ - BEALAE AR 26 5 1 (4.8%) . FURBRISEREREES 15 41 (14.3%) |
RIBHSARRESE 1 1 (1.0%). 1 ZURESRAS 141 (1.0%). BMeEREs (RMEMEMTX,
HERUEZ6%) 161 (1.0%) KO infusionreaction 1 1 (1.0%) 25D b, ¥, &

EOREREE

MRS (X7 - NU—EERE), TEEAHRERS
SERFEEIRE. M - BAIBZE. 580 Bk, LK. BERRMKEE (reiti/ MRBD
MESRBER, MM, RIFEE, BEAEES) . MREREEHRURZIIRD L
higipole, ARIERRBRILIBEESR (BRBREERYZ2E0) 28 0EEREL

Y

(PEERRICRMAIE., REHIRIREREE, S, BREES).
\ BER, B - RRRUTAREE, B



(A - FHE] C ,
AR OBEREYBREFAZHALEZY I 2V —Ya itk b, A& 200 mg %
Q3W, 400mg % 6 BRI (LT QeW) &5, ) XiX 10 mghkg (KE) % 28R
B UUTF TQ2Wi &5, ) TRE LEBOAMO MEFRESRM SN, O
B AK| 400 mg % Q6W THRE LB OAROERREICRHT 2 BymEHRE (B
T [Cavgssl £V Do) &, AFI200mg % Q3W TEE LIZRD Cavgee LIRET 5 & TH
Ehte (F&) . ¥72. A& 400mg & Q6W TRE LEBOAFOEFREBIZB T 2%
BIIEPIRE (BT (Chaxs! &V, ) 1. AHKI200mg & Q3W TERE LTZBRD Cuaxss
LHBLTEERRTEFHENZHO0, BAABEICRBW TASEIER LT
B - BETHBAA 10 mghkg (KE) % QW THE LB Coues & B L TIE
EERTEFRISNZ (FTR) . Sbic, BEHBEREREZXRICAH 400mg % Q6W
TRE L #AMERERER (KEYNOTE-555 3RER) L 0155 h - EREICE-S < KB
R RA—FE T2 b—a ek TR LB T A — & LER L (FR).
Mz T, BROBARBICRIT 2 BERABRBEICESE, FHORER L AIMEX IR S
M OBEEZRINTIBRBERISET VNEEIN, A% 200 mg & Q3W XiX 400 mg 2
Q6W THE L-BEDOREER L A9 XITREM L OBEIC YW TR SZRER, E
oY - AROM AR ZEMICHRRZRIIRVW E TRIES I,

£6_ FHORNBIB NG A —F

it RE | o | o) | D | Gwed | GeeD | GgeD
200 mg Q3W! (58.55?'519.7) (272/?58.1) ( 1713811 8.3) (91.%?54.1) (49.?3(,)';1 1.0) V (30.35(,)591 4)
400 me Q6W! (12;2?24) (32-?)??2-7) ( 1011016 0.8) (142?49) (50.51(,)‘57 1.3) (19.%4(,)'230.9)

40(()£]$§J1QE6)W (1351.2,6.10;6.4) NA - (1 4'1:’ "(;55.4) NA NA NA
omgrs W] 0 | e | i | e | oy | assoon

$:0=2,993, 100EDY I =l—¥a XV EHINZBAMPHEDTRE (2.5%R,97.5%R) « Cmax : FIEE
E%OBEEMETRE,. Cug: YEREZOVHMEFRE, Cu: HEREHR (4712 BEH) OKIEME
EF?%E\ Cmax,ss : Eﬁ%ﬁébzﬁbjéﬁﬁmﬁqjﬁg\ Cavg,ss.: i’%"%ﬁ?}lﬁﬁéﬁi@m?ﬁq’%g\ Cmin,ss . ﬁ::%‘%ﬁgkc
B AEELEFRE ' ' :

1. 56 BIOMEIHME (95%ERXRH)

§ : 41 BIOBRITFHME (95%ERKH)

NA : Z%eL




<

4. HERIZOWT , , _ _

KFELZED, EERY X7 EHEHE RMP) KESFFNOEERLLZLSHERES
~DOBAERDBH DR ThH - T, FROREFEN2BE 22U - HEL, FHOR
Bl X0 EEREERAEZRE LRG3 2 & BRURERTED, uT®®~®®#~
TEBIETHRRICBWCERTERETH S,

@ HEERizHOWT
@4 ?@(D'vG)Dwfn#:§%#ém$T%é’k
(1) BEABBRENEET S NADEEEIL RS GhEFRS A S REEIL SR,

ﬂﬁ#h SROEHEHL AR, MRS A IR R &)
Q) HEksRERbT ‘

() FERFRMENIEET 2 BADIOCEERR (BADREEISER. A DR
BARRR. NADEEERERR L) |
(4) SRALERIEE S RE L. SSREE L RRED I 1 U3 RIBE L kg ok

2 DHEREIEITIR B B & 1T TV 5 sk .
(5) PUBRMEMEBFILY, BEMA ORRERIR D B 21T > TV B MR

®-2 *%k&6ﬁhﬁf@%%ﬁ&&ﬁ@@ﬁ%ﬁﬁ@%mK+A&ﬂ%kﬁ&%
FOER (FROWTNNITESET HEM) 5, HE2RAOFANCET 5EROR
EEE LTRESL TSI L,

3

. EEHRTRES 2 FOTMETHERET LBIc 5 £ EORABROEERMES
FoTWaZE, 5b, 240 Fix, RARMRELEE LEBERESSOFESR
FoTWNWBRI L,

o EMRFFEISE 2 FOMMPHERZET LRBIC 4 £ EOBKREREZA L TNS.
=L, 9bh, 3EULEIR. HRBERIVAEER TCORAEYREL SN ATEE
DEERHELZToTWVWBA T &,

@ BRACERZBREBROGHITONT
ERGIEREHICEET 3EEERRB SN, MECENLOBHRED. B &

SMERLHIEROEE R CEMS T 5 FEHlt, SEERARE LBE0HE

B3 ERECHIITON S RN STNE D L, :

@ BIER~ORIRIZOWT

®-1 HMEgkiHICEE 5 EHF
EE&%%%%@E%&@W%@%ELU%_24ﬁﬁ DREHIOT, YLk
IDEERRICEV T, BB L2BWERICS CTAREER O CT £ 0RITER D&%

%&ﬁé@ﬁ%#ﬁﬁ¢ﬂ%6n\ﬁ%;ﬁm7 B ERRINESTNB I L,




@2 ERUEFECLIAEFSHSCET BN

WABRICED ZEMINAABER UKL BT 2 EREEENEERT=2 Y v
REDEEEDOR S ) —= U BTV ERE L R L HE T 5T — AERKE 8%
BEhTWBZ L, 2B, BHEHIC VT, BABE L ZOFKRIZHDICAMINT
WBHZE,

@-3 BIEROBBCHFICELT H

BIfEF (RIEMEMRBICMZ, KB% - MB%K - EEO TR, BIERZ% - FFRE - IF
WSREREE - FZ¢ - BRILMIRAE 4, BHEEEE (RESHENSR. AREBLAS). W
ASWEE (TRAHEAREE, FIREASAEEE . BISHEEE) . | BERR, 5L 9Bk,
s - BEEUGRARIE, Bk, BEORBREE (TEMRIIEFMAE. REHEIRERE
BE SIUATHE, SERBBEL) . infusionreaction, fMZS - BENEA. EEFEIE, MREE
(T v« NU—EFERES), L%, EERILKEEE (@M MR EERBRE,
VMM, AREEE, EEERES) . LRARERE, M%) TR LT, Yk
B LT E RSB OB AT B R & B L EIER oBETOR S ICE L TigE
RUOXBEZZTONARECH BT L), EHIOENRLEN TE 25453 T3
T, | |



5, BEXRNBLRDIBE
[(H%hiEicBE+ 5 FE]
@ TROBEZBWTAFOENMERR I TN,
. #Am%ﬁﬁﬁkﬁﬁthMﬁm@%ﬁTéﬁﬁ ﬁ%@@%ﬁ(ﬁﬁ%&
TBRVEE2HEICIRD)

23, TMB-High kB@TZﬂ-&%‘J@://\—z}‘/%%%%a L. gﬁjhg
FoundationOne. CDX AL ) AT 0T 7 A NVRERBENTWVS,

BB S>> Tk, BEZEEOTA FFA VEORFOBERLBEI, K£TOKL
%ﬁ&%kléTMB@EF%A@%@&U@E_mwéﬁwwﬁmﬁ%kowf
TN B N

@ 'Fth_Ei'Zé’:Té 'ﬁ%‘kxﬁ‘ézliﬁ@&“‘ff&()\ﬁ)ﬂﬁ{fkob\“C = ZIK%'JOD%‘;JJTEE@
X ESNTELT, ARORERFRE 2D,
s FiRomBERE
o MOTUEMEER AL TRESWDBE

10



[ZeiciaT 2 FE]

@

TRICEY T HBEIZONT iziﬁum&“ffz’) mmk I TWBZ Eehh, BEZIT
bipnwz &,
o KHORSTH LBABRECHAERDCDH BE

(’a‘&ﬁu@uﬂﬂﬁ ujbll\T_Fnah—n*%'j—é BECHOWTE, AR OREEFHERS LR
L OHERRERBE S RVESICRY . HEKAREEHATS L ZERTE S,

'- R B2 B BRE D b 5 A

s MEHEARECHEELROIBEROEE E@ﬁ&ﬁﬁ%ﬂ@ﬁ%%’ﬁzﬁ%@ﬂﬂ?k
| BOMICREMERR LN BE

+  BEAFKRBROAH. XIXEBMHEZRELL iﬁ%’ﬁ@ B EREREBOBEERED
 bhBARE

s BBRUEE ELBRERBEEZED) 0bLBE

©  REOBREIEEEZETHRE

*  ECOG Performance Status 3-4 U D #B%

(ED) ECOG o Performance Status (PS) .

Score

EH

0

2R EHTE S, BFALALATEESHIRR TS,

PRI LVWEBNRIIR S B 45, BHTRIRE T, %W%%ﬁof@ﬁ%ﬁﬁ5:&m1%6
Bl BVWRE, EHEE

BT CTHADEDOEY O L id T CAEERERITCERY., BFDO 50%U LIy FATIBZ *T

BonESOHOED DI & LHTERY, BFHD 50%UEEZy FORF BRI,

W

BTV, BAOHOEY OZ L2 TERY, BERXRy RMWHTFTIBRIT,

11




6. BEICRLTHETNEFH

@ ﬁﬁii%umM.%ﬁﬁm%ﬁ#%#f%éﬂ%k%og$ﬁ@%ﬁ&0ﬁﬁﬁ
DD B EGRE+HICBR L ChrLEATE L,

@ TRRBRITHELD, %%Xﬁ%@%ﬁkﬁﬂﬁ&@ﬁ@ﬁ%+ﬁﬁ%b He%
THroRETHIE,

@ FEARBWERO=XTAr Mo T

REMRERR S b D Z ERHE0T, RFOREIZH o Tik, FIHE
W (B8, FRREREE, %) ORBRUHE X BRECERSE, 882+
DTS L, it\bELELTM%(ﬁ mﬁ7~ﬁ—%®@ﬁéim?
Ry N

infusionreaction 233 H o B Z LW H B, infusionreaction 358D b5

L OEDRAEET D L & bic, ERAEET 3% TREOREE T4 hﬁ%
THZ L,
%%%%%ﬁ%\TEW%%%%&U@%%%E%%&Bb%é:kﬁ&é@
T, AR OFRERERIR OSBRI R ILESMICN S IERERE (TSH, FEHE
T3, ¥#HE T4, ACTH, P aVF /S —VEDRIR) 2EETHZ L,
BIEFFZ. FFRE. IFEEEE. Tk, B eHEREREH DD EBH 5
DT, AFOBRERIERTR OS5 TPIXEHICIF#ERZE (AST. ALT.,
y-GTP, AlP, BV VEVEDRIE) 2T &,

SO ER (IEAR MY EREELELZESD) EOBERBREERD bbb 5
ZERBLOT, EHMCIROBREOFELHRTE L, T, RORED
B LNIEBAITIL, BONCERSEEEDT AL O BETRET S L,
AFIDOEEIZLY | BEORERIGNCERT S LB X DDk REBLORE
BHobhdZeRbd, REPBOLLNHEIIE, BRALLBERIIS U
%Wm&ﬂ%&ﬁ%%ﬁotﬁkﬁﬁbfﬁmﬁﬁwﬁﬁéﬂv\@F@ﬁ&

- RIS X2 BWER RPN 2 BAITIE, ARIOWREIPIE, RURIREER

NEVEIOREELEETH - L, 28, BBREANE L OREICLYEIE

FADOWEHRRD bNRVEEITIE, BIREERNVE Y P OREMHIF OB

LEETBEZ L,

BERTE. AR OB TABRBL O LEWERRERT A ERNH B0,
AR OBERTRICHEWERAORBRICHAICERTH 2 L,

1 BER (BUE 1 BOERB 2 81) Nbbbh, EREES F7 L -2
KEZZERHHDT, AB. B, m&#@rﬁw%ﬁ%mﬁmmrﬁg+
DEBTBZ L. 1BERBRRDNES m&5%¢mb 4/x)/§
HOBRELEDOBENRLBEEZITO Z &,

@ AF|OEKRRABRIZIBVNT, KEYNOTE-158 B Tl 5E» O 1 EfIZ 9 BH S
L1 LB 12882 &Lﬁﬂﬁ@#ﬁ%ﬁoTWt;k%%%k\$ﬁ&5
FIIEHMICEBRRE CTHROMEREEZITIZ L.
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