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(4) SRILBBIEEERE L, Sskib3mEm (4) SARICFERIERZRE L. Sskib2emsin
B SGISRACEE RN 2 O gk S B 1 RS SRALSRBINE 2 ORI
ROBHEIToCWBHER (B 2947 B RBBHEIT> TV AHER (B 284E7 A
1 ABFAS ;2531 MEER) 1 BB : 2540 HEE%)

(5)%%@@%ﬁmﬁ%@m%@wﬁg@m% (5) GUBMEIEBAIL S BN O s B 12 4%

BHZITOTWAHER (FRR294E7 A 1 DIEHEIT > TV AR (R 284ET7 A 1
Eﬁﬁ 1287 Mgk AR : 1290-55%) .
8§ N—¥ @-3 BIEROZE-LxISIC IZBIL T 8=y ®-3 BHEHOBBTCHICE LT

BIVER (R MRrg S JJDZ jtﬂ%* /J\B%J%
BEEOTH, FHEERE - BRg sk, Bk

~EEDT
EE (R

BIVER (REMERBICIL, KB%
BE - B LMIEE &, Bk

#, Friee




PEE (RADEREEBRE) . WOWEE (TER
Mg FLRIMESAEREE, BIBHRES), 1E
BEIRUE . S0 k. B - BRBURRIARIE, K.
BEOKERE (BEHBEIREER, SR,
FEFREEL) . infusion reaction, BMZE - BEBLK,

EREGENE. RREE (X7 SU—ERE
) LfEdk, BEELLKES Gk MRIsD

PSRBT, VAR L, FRIFERE . MEERIERIES) |

MERARREGRR, HEE) ICH LT, W LR X

HERERSBOEMEEETOEMEEL L
B OB ICE L THRERVIEEX
Fons&EICHD L) EHICHERLENRT

MERE R RE) | NAWESE (TEEHRERE.
kst BIBHARRESE) . 1 BBEIRE. &
Yo, gk - EBUTRARE. R, BEDR
fEREE (RREREREARE R, ST, BEREIE
#£)  infusion reaction, 4K - BEpES . ERER
mAEE., PREE (FT7 - N V—IEEREE) . D

k. EERDIEEE GeEtEi MR ERIE

B VSRR, ARIERE. MREEAERES) . MER |
L AREERE, ) R LT, YRER LA
BERSHOEMEEZ AT B L EEL BIF
RoOBECmcE L TRERVCXEEZT N
LM H D D L) EHICENRAEBNTE S

X ABHINESTNDZ & HNTESTND I L,
10_—Y | 6. BERKBELTEETNEHEE 10~_—Y | 6. BECHRLTERTSFR
(@. @ % @. ® ¥) |

® EREWEAD<RVAY MEOVT
. EREMEERS DN Z L BB DD T,
FFN OB AT BT o I FIEHEIR (B8,
PR R, W) ORETRR OIS X BT
DENE, BEE ST b, F b

LB UCHES CT, Mg~ —b—F0ORE |

CERERTHI L

® EREWERD~RT AV MTOWT

. RUEMEEERA D I T & 2 B DT,
 RKFIOBRE b TR EER (B8,
L R SAE) DRER R OIS X RE
DERSE BEPFHITITIZE, T A
B2 LT T, fiE~— 4 —HORE

EEWTS L, N
e infusion reaction BHHHLNBHI LB H

e infusion reaction BHLHONBHZ EBH




%o infusion reaction 2338 B ZEAIZ
X, B RAEEITS & & BT, SERMSEE
TOETREOREBE - HIBET S L,

o FRIFHREREE, TRAMEERER OB
BBEENHSDNDZ L2355 DT, AHO
BEBRLAET R O 5-H1F 1X EH8IC Ny
WHEEEMR T (TSH, W#HfE T3, R T4, ACTH,
MPINF = NEDRIE) 2EHT S
i ‘

o FPHSRERE BB E R R H bbhs o b
B B DT, AFI O3 5-BIAEHT R O 52
FILEHAR I FFHEREMRET (AST, ALT. y —GTP,
AI-P, BV VE U EDORIE) & EHT 5 &,

()

%, infusion reaction B LN AT
i, BE)RAAEEITS & ¥ b, ERASEE
TOETHREORER+SIBRTA L,

* FRBBEEERL LN Z L BHE D
T AFI DR 5-BRAERT K O B4R B i 8
BV LR AR (TSH, WEHE T3, EHE T4
LOPE) BEHETE L,

s fFERBEERLLONDZ LBHBDT &
DO 5B R 0% 541 i E I
JFHEREMRES (AST. ALT. v -GTP, Al-P. B’V
NVEVEDORE) BERETHI L,

(B |

- BEESA 70T I VRREE MS I-h igh) 2ET3ERED

CREERMEET A KT L OWRETEFT G5Bt ER)

¥ [H &
BYR—Y (T H#REREED) BYR—T (BUERRERHIER)
9 R @ HFITHOWT 9 R— @ HERIZDOWT

i

@-1 TFED (1) ~ (5) DWPhAricKYT
DR THDZ L, ‘
(1) EAFBHRENBET 5B ADRELEILS

O-1 FE® (1) ~ (5) oV Fhricsky+
BHMRTHBZ L, :
(1) BAEFBHREPIEET 55 ADRESILS




R (ERE IR DS A DO HEHL SUREE.
sk 73 A D HORHEHL SRS, MRS AR
B2 ) (AT A 1 BRER 436
%)

(2) HEiemis (CER3LE4A 1 AR 186
i)

(3) ZERFRMERIEET 5 A BIEIALE
(7S A B EEEEIR R, BSABREER
HERE, M ADREE R &)

(4) SSRILFERIBRERE L. SRR
B 1 XA SRALZERIE N 2 DRI

RABHEFT> QDR (PR 29457 H

1 BB ;2531 MERR

(5) PLEM:IEERINLGEEME OMRERELEITLR
BEHEEITF-> TWDHER (294 TH 1
= H#)‘f—f': . _12_8_7_75&’.‘%&)

RS (EE TR AR ILS R,
Hulh S A D RO S IL AR S, HURAS AR
Filete &) (FE2304F4-A 1 HIRR : 437
HiEk) '

(2) #EHERRRE (PR 204564 1 ARFR : 86
Hig%) | :

(3) EERFEEENRIBET D BABREER
(B A DI EREE. PABRELER
Fiale. AT EOEEHEERRR &)

(4) ASElpRmEE 2 RE L, SRLFEREN
B 1 IASELSEREINE 2 OfERRETEIC
G5 RHETF-TCWAIEER (PR 2847 A
1 B R : 2540-ME5%) |

(5) HEBIEEBAINL S & EMNE DR AT
BREHEFTo VAR (ER2ETAL
B R - 1290-5E%) '

10 _—Y

®-3 BWEROBECHICEALT

e (REMRBICME, KBk - NMEX -
BREO TR, FFAEREE - B LEER, BHREE
e (RATREREAS) . WAWEE (TEE
MsheREE, FIRSERE., BITRERS). 11

PESRR, S ¥ 9 B, Fik - BRBUBBARIE. BT,

T

@-3 BUERAOBE-CRITICE LT

BlveE (REMEERRICmL., KBK - EEOT
. FRgAEREE - E(LHRE &, BigEREE UR
MEREIEE RS NOWEE (TRAMERES.
Rk, BIEMREE) . 1 AERA. &
Y5 REsk, B - ARIURMIBIE, B, BEEOK
REE (BUEBRBIREGER. SN, EXEE

BEOKEEE (RBHRIERE, MK,




FEREIES) . infusion reaction, M - BEMRZ.

EEGEE, MEEE (X750 - NL—ERER
), DA, BEERLEEE (Gl MR
MESRBERS, YRR M, FRIERREE . BRI R L) |
MERARREGERE, L) oot LT, YRR
XIS BI D P B T B A &l L
(BIFER DBWFLRSICE L CIRE R i r 2
FONBEMICHD L), EbICE R AE R T

%) . infusion reaction, JMZs - BEfEYS. BIEL
EARE, MREE (XT 7 NU—EERE) . D
R, EERMIKEE (oAl MR s
. IR, FRIEERE. EEEATERAEL) . MmER
BREFER, BES) Iox LT, Y Uin
BEERSEA OB 2 A 5 EA L EEE L (BIfE
ROBERRSICE L CHREROXES 2T bh
HERMBITHDZ L), ELICHEIRLBNTX B4

EHBHNESTNEZ L, HINRESTNWBZ L,
12 R—3 6. BEIIBLCEETRXEE 12— 6. MEICEHELTEETRXHIE
‘ (D, @ ¥) (@, @ )

@ FREMWERAD<RY AL MTOWT

e BEMFREBRL LD ZERBEDT,
HHN DB EAT I 7o > TiT, AIEMER (B90h.,
WP RIEE, IR0KE) ORER K O X fitaa
DEBEF, BEL+SITH L, T, &%
BZ)s U THIES CT, MiE~— 0 —S0RaE

ZEETHI L, :
" infusion reaction Bdb HbIB I L b
%, infusion reaction 2R H LN TZEEIT
. EEIRABEZITI & & biZ, EERBSEE
TEHETREOREZ I BETS L,

@ ERBWERDO<RY AV MZ2ONT
s MEMIFRERS DN Z LD B DT,
ARFNDEEAT B e o Tik, FIEER (B8,
MR REE, BRBEE) OREFR R OER X R
DEEE, BELTHITITH I &, - &%
BTG CTHES CT, MiE~—b—Z0RE
EEETHZ L, 4 ! ’
~* infusion reaction BHLPNDZ LHH
%, infusion reaction 2388 BILZHAIC
i, BERAEZITY & bz, ERSEE
THETREOREBEZT+HICBERTEHZ L,
s FRIFEEEENHLDNDZEBH DD

o FARIREEEREE, THRSEERER OEIBH




(B&)

WEEENH LDONDZ EBHDHDO T AFID
P BB aET R O 5 IR X ERIRIC AL
WsRER T (TSH, WM T3, IFHE T4, ACTH,
mpa sy —VEDORIE) #EHTDHZ
Lo ' - '
FRiaekEs LB RBH DDONDH I &
N B DT AH OB R O 5-HH
WP E I BT EEAREE (AST. ALT., v —GTP,
Al-P. B YA YV EORE) EEBTH &,

A BB AR OB 5 R
ol BB IRM R AT (TSH, 28 T3, JERE T4
LORPE) ZEMTDHI L,

. BFMEEENHLDNS I LB EO T

Kl # EBRAAET K O 55 HIXEHENT
BFidsBetazs (AST. ALT. vy -GTP, Al-P, ¥V
NEVEORE) BEBTLHI L,

(B&) ~




B RHEET A KF4
RAT Y v (ERTFE8RL)
(R4 : %A bv—5 REBHE 20 mg, %4 b— & KHBE 100 mg)
| ~ FE /N R i ~ |

TR 2 9452 B (£FEeE 1 2 B kaT)
- EAREE
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XL DT P2

AE|DHE. (EREF P3
W PR BRE P4 .
HERIZT DWW T . P19
BERBLRDBE P21

SR S

BEICELTEETNEEHE P23



1. XC»iz o
ERGmDORME - BEMEORFEOTDITIX, A TES T LSO B IE 2 A RR D
SND, SBIT, EFEORFERMOESIZ LV | FHEERS 2 P OBHH A58/ Bk
 FEELINES SNBPFT, ThbDEERZE] WCHERBHEICRMET S 2 & B3R
%%a&ofkb;@%M&ﬁﬁk&EngﬁﬁamaIﬁzwﬁaﬁ25%%&&)
BN TY, Eﬁ%E%nu%wﬁ}ﬂ@Wﬁm?ﬁ@%@é LEEhTna, :
%ﬁﬁﬁ%%tﬁmm;%@ﬁm%iéﬁju774»%%T®E£m&%6w;ﬁ'
&5 ERBD, ZOD, FHERCREMICET 2 ERA 8T 3 £ com.
RERSOBEEZHRRIT 5 Z L RNPIF S N3 BECHLTERTS & L bic, BHE
mm%ﬁbt%;mgﬁﬂm%&é emT%& E@E#%ﬁt?tﬁ%%fﬁﬁ
THRZENEETHAS,

LIeiRo T, BHA R4 Tlk, BRET z]’biﬂ:ﬁ%%ﬂ’b’cv\élz%%%ﬁﬁ
B R RS, uT@E%W@%ﬁtﬁﬁ%ﬁﬁféﬁE#Bz%&%ﬁ ZZ
FRUEEEELRT,

SN $ﬁ4b74/m miﬁﬁﬁkﬁﬁmtﬁﬁﬁ%Awﬁ ﬁﬁ&l&ABK
ER PR IR EALEEA B RBRERARIES., SEIREFIEEE A B A
~$ﬁ@&kﬁ$@%“*£@%ﬁ@%&¢ﬁbto

WRLRDERS %4 br— 57 RIBEHE 20mg, ¥4 h—& AiEEE 100mg (—
B4 RATn ) X+ (BiEFEEL))

HRERDIBEIIER - CIBRTREREST - BRI/ MBI .

HEERDFERORE : EHE, RAITIL, RAT 0 ) Xv7 (REFHERZ) LT, 1
5] 200 mg % 3 @EREHEFRT 30 RN CEFSET 5,

B & R % ¥ & : MSD ¥iRatt




2. AHNORE, 1EREF
S g b AR 20 mg K OUR AEEREE 100mg (—i4& AT ) <7 (& -
EFEM) . T TA#] 25,) ix. PD-1 (programmed cell death-1) & ZD YV T
k3% PDL1 R OSPDL2 & O AR EHEAET 5. b Mulges £/ 7 u—T VAl
TH 5D, '

PD-1 R E&IL T MBS B DN S T DIT P A AR SF R B E 2R
24 o FT. PD-1 i, BERREBICEOCEMER T AROMBREICERL, EEA)
BRSO RSB LRR 2 G & HlE S 5. bbb, PD-1 XYV AV FEHE
a5 Lic kW RREAEC LB Y/ P REYRICHET 5RAE TS S, PD-LI
DESMBI BT 2REIDTHITHEHE, £ ORAMETIE T Mg Bz
513 CBRPICRRA LTV D, BAMRRICEIT S PD-LL DERTIL. B, MBS,
H%@E\W%ﬁ(%¢%E%ﬁ&8@ﬁﬁ&ﬁh?%%%ﬁ@%ﬁ&b\ﬁwiﬁ$
L OMBERBRE SN TN D,

WD A DEERE T & PD-L1 BROMEMEN S, PD-1 & PD-L1 DR IIIES
DB ER T BN TEEREEIZ 5 2 L WRR SN TRV | Fic 2 ATRRORI &
LTHIFEES L TWD,

AF|iX. PD-1 & PDL1 ROXPDL2 OF ) 4~ FO#EEEZBEET 5 & kv, EE
N T OIEE S RAOHRGEE T U v BREEIEESE, BB AR & BEEL
Tazl THEESHRERET D, :

AHN O EFIEIC S BEDRERISIC X 5 BHERSR S bbh, ERIUITLTIC
=2 AR BB, ARIOREFRRERICIE, BEOBRELTMCT, RESR
B BB AT, BB L ERITS U R ARk L R RO & L Ol
RERIBI AT, BEOREREC X 3 EERREDN 2 HEICIE, BIBRES/V
EUHOBREEOENRMEEITILERD D, ‘



3. EEPRRUE :
DIBRRREZREST - B R O/ NI O AR TUE 217 - = =R ERRBR ORE
AT,

C=Eiic) N ~
OHEE#ARZF AR (KEYNOTE-024 3ER) ,
ALSERIERE O 2\, EGFR BAT LRI, ALK B BRETFRYR U PD-L1 Bt (PD-
L1 &35 L EBHRA SD 58E (BT [TPS] &1 35,) 250%) ! OYRREERiE
T - BROF/NEIEMESE 30561 (AR 40 Fl2Et) RBIC, &A 200me3 8
R CT TQWI &), ) REDEIERVREERN, 75 F K% ETimE
REEREE (BUF TSOCT L), ) ZxBE LTHRMShE, 2B, BEREMTES
EFTHRD bNEIBAIT EBET LR TERSRY 5N 2SO RBRRIICZEE L TV
% BE Tk, REILEOEEHME CREETIRD b CAFOBRE 2T =
ERFREE ST, FEFMHE B I EEEAER CUTF TPFS) 215, ) | BIKE
BB IX2AEFHM CUIT [0S] &5, ) & &N, FENET T F 8K STkt
ELHB LT, PFS, RUNOS (FRMEN) 2ERICEERE LT,
1o 2 R=F o REEE U TREEIRFEAR ST\ 5 PD-L1 IHC 22C3 pharmDx 4 =1 |
ERVTRES R,
*2:24 HAETHRESNEBERAFOBRELFIEL, T0O%, REETRED LIS
. ARBREBEHETEBRIL L SN,

#£1 FHHERE (KEYNOTE-024 3RE)

75 F T B %

A 290 me Q3W EEofem
- (151 41)
hovE (B 10.3 6.0
(95%CI) (6.7, NE) (42,6.2)
PES™ NP — K2 0.50 \
(95%CI) (0.37, 0.68) —
P & <0.001
HRfE [A] NE NE
. (95%CI) (NE, NE) (9.4,NE)
os*™ NYP— R 0.60 '
(95%CI) - (0.41, 0.89) -
P " 0.005

CI:{E#EKM. NE : #EFRT, *1 : RECIST H1 RS54 i.l RRIZ S S ST dufilE, *2 .
R Cox lfInY'— FEF ML L 275 FHEAZERLEREL OB, *3: BRIu S5y
JIRE, *4 . PEETEREOT —& :2016F5A9RA Y bAT



100 e .
90 - Ay e — Ai200mg QIW
80 - R A ' _ e TIFFEARGORANR
g 70-
5 60'_
& 50
40 -
g 30
20 -
10 1
0 3 6 9 2 15 18
af sk e TR AR (]
AF1200mg Q3W 154 104 89 4 = 22 3 1

ISFErEEESGERE 151 99 . 70 18 9 1

1 EP;@FUEKJ:6PFS@%ﬁéﬁ@ﬁﬁﬂ)Kaplan-Méierlﬁﬁ (KEYNOTE-02438%)
(PD-L1tE (TPS=50%) DEBERE)

100 T
90 ""‘w,l_h
80 | Bt
70
£ 60 N
ﬁf‘ 50 ﬁnm—m—a,—a»«—m—mw-—u
‘Sfﬁ 40
30 | .
20 ] —— #mnomg Qaw
10 - o Fsrrumeackess
°9 3 6 & 12 15 18 21
at risk3 - ErERAl :
##200mg Q3W 154 136 121 82 39 11 2 0
ISFEFEAESOIEEEE 151 123 106 64 34 7 1 0

IZ]i OS D ARHT B (DK aplan-Meier g (KEYNOTE-02438%)
(PD-L1EEME (TPS=50%) DBELM)



@ERLFFZ I /MHERER (KEYNOTE-010 3RE)

77 FTERA SO CERIEE 289 5 PD-L1 B (TPS=1%) 2 OEIRTREEZE
1T« BREOF/NIRIERE 1,033 61 (BARA 91 filz&ty) ZRBIT. A% 2 mg/kg
Q3W &5 K 10 mghkg Q3W BREDAPERVOEEMEN, FE&ZA kil LT

DOC] &\ 5,) ZxtRE L TR ENE, 2B, HETE CREBETRED b
BEIC, REETEZ T IERERD bARVWEOBEMICEE L TWABETIE. ®kE
UBDOBEGFE CREETRRD DN 3 TAAOBREMGEL FRRE Shks, FES
fBHEEIX OS KUPFS & &, AANIDOC LB LT, OS * HEICEELE,

*1 : EGFR B FEREBMEX L ALK ABGFBEOBRE TIX. FSF Tkl Sk
HEHEIC & BIAEEEICAN X, Th2h EGFR E/ER X1t ALK FE /R 55+ s
BRI X B RELET 2 BEMAA AR bE,

© *2:PD-L1THC 22C3 pharmDx [# =] OR{Exy PEAVTRES NI,

*3:24 HRECTRESNEZHAEAHOBRELPIEL, 0%, KEETHRD b5
AIBREBECTEIIL L SN,

#£2 APHMHRE (KEYNOTE-010 3ER)

ZAF| 2 mg/kg A 10 mg/kg DOC
Q3W Q3W
D (344 1) (346 1) (343 $1)
i [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)
0S | ~¥F—FrHT 0.71 0.61
(95%CT) (0.58,0.88) (0.49, 0.75) -
P "2 <0.001 <0.001 _ ,
CI: B, *1: &3 Cox LN — FEFT ML D DOC & DH#R, *2: BRI F ik
E , '
100 . '
ag - e ——— &M Imgikg Q3W
80 e 2 10MEFkE QAW
. 70 - — Feyreil
€ 60 & .::;
" 50 1 N %H;aﬁ.;a\}wl o
E 40- hmun%m;‘?; ‘Eﬁﬂr 1;;;‘;: Y
30 ,
20 R |
10
, 0 5 10 15 - 20 25
at risk¥¥ . ' EFEM LR
 FF2mg/kg Q3W 344 259 115 49 12 0
FH10mg/kg Q3W 346 255 124 56 6 0
REgFEi 343 212 79 33 1 0

B3 OS ORIMAENTED Kaplan-Meier fi#3 (KEYNOTE-010 35)
(PD-L1 B3t (TPS=1%) DBELEH])

6



GEEH H%m*ﬁ%ﬁ%ﬁ (KEYNOTE-189 35%)

[LERIEED 2\, EGFR BETFERRER QN ALK BAEETRIEDUIRTRERE
47 - BROEBTE LA NIFAEEERE 616 51 (BAAN 10 flEET) ERRIT, FAl
200mg (Q3W) . ~X2 FUFE FF R T akFM (T A FLEE R &05,)

- RO T FTHA (AT FFUFINRTTF ) OHFRERE GEIGEER) "o

BHER NEEER, 7F7ER, XA Mk 1~}S‘<U7"77’hf§<§mﬁtﬂﬂj&%ﬁ ==z
) PR L-—EERRBR TR S, AL b, 77 FFHANIE L ER
REES LRI, BEIIEK4 a—RETL Lz, 2B, EETMECRBETIR
» BN BAI REBETE TR TERSRED bNARAVEDRKNICRELTVWHBET
. REDEOEEEHME CREETRRD DN ETHAFIL <A Mk FOFARE
RSB - LRTRRL S, EEFMEEE X 0S RUVPFS & &h, KA A B
LE® RROTZS FHEFIOMRAREET TR, =2 P i FROTFFTEEID
BrRERE LB LT, OS RU'PFS 2 FRICER L7,

*] : A% 200mg. A hLEE F500mgm?, Y RATTF Y 15 mgm RIEANKT T F
AUCS5 (mg- mL/min) DEIZ Q3W (HF=—2D 1 BEIES) T4a—REEHE, K
#1200 mg RUVA b L% F.500 mg/m? 5 Q3W TRE Sz, :

1. FSER. ARk LEE F500mgmd, Y ATFTF Y T5mgm? RiZH AR T 5 F 2 AUC
5 (mg - mL/min) ONEIZ Q3W (F=—2RD 1 B HIcKE) T4a—2KE5k, 77
RBRORA FLFE F500mg/m? % Q3W TRE Iz, _

%:Mﬁﬁif&éénk%éﬁﬁﬂwﬁﬁé¢mb\%@%\T%@ﬁm 2 b
Sl sERETES L SN,

i 3 B (KEYNOTE-189 3RER)

AFIPF R {LEE PR IERE
- (410 1) (206 1)
FPofE [A] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0os™ NP R 0.49
' (95%CI) (0.38, 0.64) -
P fE" <0.00001
HgefE [A] 8.8 49
(95%CI) (7.6,9.2) (4.7,5.5)
PES™. " NP — RH? 0.52
(95%CI) (0.43,0.64) - —
P fE™ <0.00001

Cl: X[, NE: #EERTA, *1: PEFFTFEOT—% 1 20174 11 A 8 BAy hF7., 2: 8
Bl Cox HBINF— REFMTEBTTER, _A ¥t RFEROT S FTFRAGFRILERED
GHRIERIE L DB, *3: BRIR S TV 7 RE, *4: RECIST A F7 4 ¥ LIIRICESSERT
P57 SR E



i 50 ] ",
L”:‘ 40 %Wmﬂw»—n—v
# .
30 7
207 —— HH2N0mg QIW. AARLERREUFSF H IR RS
107 —— TSR, RANFRRRUTSFIRAGRILERE
O ¥ ] ) 1] 1 T
0 3 6 9 12 15 18 21
at risk# EE’HEE [A]
A#200mg Q3W. R
AUFERRUTSF 410 377 347 278 163 71 18 0]
FEANAESEL
TS5k, RAFE . v '
RRUTS5FHERIHR 206 183 149 104 59 25 8 0
=7 4

X4 OS OFREMEITEED Kaplan-Meier i (KEYNOTE-189 35%)

at risk 2

FR200mg Q3W, N
APLFERFIUDA
KRR S7HRA
TSo#M, ARpLFE
RrpUoLbkianRy
TI57 184

100
90 -
80 -

$ 70 -

5 60 -

gsor

B 40 -

§30~
20
10 -

— IR OTH, AN TIUILKDRRTT ST RN
e TR, RANFURS RUDAKORRY T TE S WM

‘-—,—c—q—-.—._—g

0 +

410

206

0,,

AL AL L R A A LA AL LA R LA LA R LARM SARAEILES M AR ARLS Y

™ T T —— e
RIgEEEIR(A)

322 256 148 60 17 5 0

140 80 40 16 - 3 1 0

H5 BERTFREEICL S PFS OHE#RFTED Kaplan-Meier Hiji

(KEYNOTE-189 35%)



@@%A E&E MRS (KEYNOTE-407 #UER)

ILEERRERE O 2\, SIRTREE/2ET - BR ORI LRI/ NREEE 55 61 (AA
A 50 FlaEte) Extgic: A% 200mg (Q3W)  IAVRTTF U RUNRT Y FZ XL
RiEARZ Y 2N (FATIVEBE) (UT MabPTXl &V 5,) OHFAEES (K
FIBLERD) 1 OEMMERCRAMER, 7R, IAVRTIFVRUAZ Y FFEALX
I% nab-PTX OPFFRE (LFRIER) 22 AR Lz —EERARTRE SN, @i
L, %7 ) Z AT nabPTX &, HYEMSBEZ L _i%ﬁ'\'b BEIIHRK4 =
—2ETE Lz, 28, BRI CRBETIRD b iHE, REBETERIER

MFRD B WEDERRAIC "'/‘EL'CD\Z)%%"C i, /ﬁt@%[&@@@ AL CHRBEITAS
b b E TAFOBRS Lk T 5 2 LR E Sk, EEFHMEEEB X 08 KT
PES & S, AH, IARFFF L RUZ Y ¥ XN X3 nab-PTX OFRAREIET T
R, VKT FF RO Y FFE/NXid nab-PTX OHFFAEE LB LT, 08 &
PFS A RICIER LT,

*1 : A% 200 mg. ~$7 U # %&£ /L 200 mg/m? X% nab-PTX 100 mg/m2 HARTTF 2 AUC

6 (mg-mL/min) QIEIZ QW (AFl, 7V ZXREANROAINRT T FVidka—A

® 1B BIEE, pabPTX 32— AD 1, 8, 15H Bic#s) T4 a—RREH, &
#1200 mg 2% Q3W T EINTz,

¥ FTER, /37 FHFEN 200mgm? X ik nab-PTX 100mghn?, HARTFF > AUC6

(mg * mL/min) DNEIZ Q3W (FHI, X7 V X NVROINKT T F 32 —AD

1 B HIc#5, nabPTX i3&2—20 1, 8, 15 B BICEE) T4a—2HEH, 77

ERR QW THEE I,
*3 : 24 7 B i?ﬁ%éﬂf:%ﬁk?ﬁﬁ]@&%—%@l& L. F0%, ERETARD NS

Ak EEBATE I L L ENT

i 4 B (KEYNOTE 407 RER)

AFIGF AR (L RIEEE"
(278 #I) (281 %)
g [A] 159 11.3
(95%CI) (13.2,NE) (9.5, 14.8)
os™ N — R 0.64
(95%CI) (0.49, 0.85) -
- P 0.0008
hRfE [A] 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PFS™.™ NP — R 0.56
(95%CI) (0.45, 0.70) —
P iE"? <0.0001

Cl: (EHEKE. NE: #EERA., *1: PRBFEDCT —F 20184 A3BVy A7, *2: B
Bl Cox fINF— RFEFNMCE BT TER, INVRTFTF U RUNZ Y ZFE/NViT nab-PTX
DOEEEEE L ORE, *3: BRI 5 V7 RE. *4: RECIST H4 K74 ¥ L1 RIZESER
TS S E _



1100 1
S0 7
80 7
70 7
g 60
ﬁ 50 1
# 40
30 ]
20 - i '
1 = FRMmg W, HLETSFURUIZY9F LR dnab-1S7USFEI
18 — —— T5Ef. AVKTSFVRERIUIFENRIdnab-A7U IR
0 3 6 9 12 15 18 21
at risk& | 4R (A)
AE00mg W, AILE _ .

. FIFURUIUSERL 278 256 188 124 62 17 2 0
Ridgnab-$7U9%) - :
PS5t AEFSFY | ;

RUKIUSHELRE 281 246 175 93 45 16 4 0

nab-N7U %41y

®6 OSDHREAENTED Kaplan-Meier fif (KEYNOTE-407 3252)

nab-t72U 9%l

100 =
90 ] ——— g QIW. ANAT5FYRUITYIH N dnab- 17U T+l
80 ] e e TS, HBRTSFYRERTUSH LI RNb- NS
X701
# 60 y
50
B 40
g 30 - ..
20 T %%—1—_"«;-1.___;,,_
10 __ ) ' ’ —an.-"!"-—-ﬂ——-—q
O T LR REABAREARELARAS: T {ARARE T IARARARS EARARRALLL
0 3 6 9 12 15 18
) i
at risk#y EEESFHRA]
AF200mg Q3W. ALK _ .
TSFURUINIUIFEI 278 223 142 57 23 5 0
Xignab-IS7U 9%t
T5ER, AKRTS5FY '
RENTUIFRNTUL 281 190 90 26 12 4 0

X7 BERTPREEICLS PFS O HREEITR D Kaplan-Meier gt

(KEYNOTE-407 3B
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GEELFRIFEMAERR (KEYNOTE-042 RER)
| LEREEO RV, EGFR BETERRYE, ALK BARETRIER O PD-L1 B (TPS
>10) "1 OUIRREEREST - BROE/INEIMERE 1,274 5] (BAA 93 Bl &)
BatEic. AK 200 mg Q3W BEDHEHER VEEMN, 775 T RE % & e bPERIE
PR L LR SN, 2B, BRHMETRBETERD biv-BAI, REBETE
RTERRED bNRVEDORRIICERE LT\ 5 BE T, WIE PARE D EHE AT TR
BIEFTAED D E CAROBRE LTS Z ERFTREE S FEFHMETE B IX
0S L &h. AFIET T FFRAESTo(b3RE L B LT, 0S ZARICER L,
12U Ro AU BEIEE U CBEIRFEAR STV 5 PD-L1 THC 22C3 pharmDx 47 |
PRVWTRAEShE, '
%2124 7 A ETRESNEEAIARORELZPIEL, TO%, REETIBOONTH
AR EEBATESZ L LI, :

%5 AR (KEYNOTE-042 REY) (PD-L1 Bt (TPS=1%) DBHEER) )

: : T FrERIE e
AHA 200.mg Q3W ey
1% 637 4l 637 4l
o FifE [A] 16.7 12.1
g%s%i% os™ (95%CD) (13.9,19.7) (11.3,13.3)
( éﬁgﬁﬁﬂ) | INF— RE" 0.81
(95%CI) (0.71, 0.93) —
p 1" 0.002
ik 299 ) 300 41
0 FgfE [A) 20.0 12.2
;I;;_E}Z% oS | (95%CD) (15.4, 24.9) (104, 14.2)
SPHZR SN R 0.69
(95%CI) (0.56, 0.85) - N
Ak 338 4l 337 5
0 g [A] 13.4 12.1
5‘;;;%5;&”’ os™ (95%CI) - (10.7, 18.2) (11.0, 14.0)
~ MNAP— KR 0.92
(95%CD) (0.77, 1.11) -

CL: EEKXME. *1: P07 —# (201842 A 26 B » b4 7, *2: @RI Cox s Pava
— REF AL BT T FFRAE S RREL OE, *3: BinS 77 WRIE

11




100 &

Q0 - —_— zl:ﬁiJZOOr_ng QW

80 A ——— TSFIEAESGLEEE
& 60 |
## 50 ]
H 40

30 A - gy

20 ' %m%ﬁ%-—a

10 1 . |

O -Hrmmmmm——— : e — :

0 6 12 18 24 30 36 42
at risk2g | EFHFEA] :
AFI200mg Q3W 637 463 365 214 112~ 35 -2 0
T5FrERESOLEEE 637 485 316 166 88 24 1 0

B8 OS D EEFTFD Kaplan-Meier Hifit (KEYNOTE-042 352)
(PD-L1 3£ (TPS=1%) DBELM)
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[Z 4]
OERLERFEIMAERER (KEYNOTE-024 #ER)
AEELIIAKIEE 148/154 B (96.1%) R U SOC B 145/150 B (96.7%) IZFBDH LI, 18
BASE L 0RERBEBRAEE CERVWEEERIT, £ 113/154 B (73.4%) KT 135/150 41
(90.0%) IZ@RD BN, WTRHrOBETHRERER U LOBHERRXTROLEBY TH-
Too
6 _VWFhrOBTRRERS s%u_tmsuﬁaﬂi (KEYNOTE-024 BB (Z2HEARNT XS

BERKRSE (SOC: System - BIE (%)
Organ Class) ZF%‘J% . SOC B
HAEE (PT: Preferred Term) 154 45 : 1504
(MedDRA ver.20.1) 4 Grade  Grade3-4 Grade5 & Grade Grade3-4  Grade5
£EIER 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
ks LY R ES
=il 8 (52) 3 (19 0 66 (44.0) 29 (19.3) 0
3 M BRI E 1 (0.6) 0 0 8 (33) 2 (13) 0
1F P ERIRAIE 1 (0.6). 0 0 34 (227) 20 (13.3) 0
ML/ INRI A HE 0 70 0 17 (113) 8 (5.3) 0
P IEEE : ,
FIR BRI RETLEE 1 (7.1 0 0 0 0 0
ORI ARIE T 12 (7.8) 0 0 1 (.7 0 0
BBEE
=5 ‘ 6 (3.9 0 0 17 (11.3) 0 0
TH ’ 22 (143) 6 (3.9 0 20 (13.3) 2 (13) 0
Bi : 15 (9.7 0 0 65 (433) 3 (20 O
O 4 (6) 0 0 18 (1200 2 (13)- 0
W 4 (26) 1 (06) . 0 30 (2000 1 (0.7) 0
— g - £FEER L UREBADOIRE .
4B SR 5 (32) 1 (06 0 11 (73) 2 (1.3) 0
P 16 (104) 2 (L3) 0 43 (287) 5 (3.3) 0
H Rk - 1 (0.6) 0 0 9 (6.0 0 0
b3 : 16 (10.4) 0 0. 8 (5.3) 0 0
BRRIRES
ALT 38/ 10 (6.5) 0 0 7 @47 0 0
AST 8 8 (52) 2 @3 0 5 (3.3) 0 0"
M7 V7 F =18 3 (1.9 0 0 15 (100) 1 (0.7) 0
R EREIE : 0 0 0 20 (133) 6 (4.0) 0
/NS ' 0 0 0 18 (1200 9 (6.0) 0
B M EkE 1 (0.6) 0 0. 16 10.7) 3 (2.0 0
RBtB L OREEE v
RERBIER 14 (9.1) 0 0 39 (260) 4 (27 0
< 7 X v A 1 (0.6) 0 0 9 (6.0) 0 0
HERRP XU AERES
BIfnE 13 (84) 0 0 4 @7 0 0
HREREE '
REE 1 (0.6) 0 0 15 (10.0) 0 0
B it = Pl A 2 (1.3) 0 0 9 (60 1 (0.7) 0
FER SR, BRERIS L UMRRREE .
Fitilg 8 (52) 4 (26) 0 1 07 1 (0.7 0
&}%kltﬁ&ﬁﬁmﬁg
BB 0 0 0 12 (8.0) 0 0
B REECLR 8 (52) 0 0 1 (07 0 0
% 5 EE 12 (7.8) 0 0 3 @0 0 0
b33 11 71D 1 (06) 0 3 (2.0) 0 0

13



23, AFIBITISVCREEIRE 9 4 (5.8%) . KiB%K - EEDOTHI 8 41 (5.2%) .

PRRIEE (F7 2« NU—EERE) 241 (13%) . FreEREE 22 4] (143%) . Bk

BRERREREE 21 1 (13.6%) . TEMAMEREE 146 (0.6%) . 1 BUERR 1461 (0.6%) .

FHREEE (RMEMEEBLE) 140 (0.6%) . BER 1] (0.6%) -, 5545 - BELUASR
fEREI 1 B (0.6%) XK TN infusionreactions 5 (3.2%) BB LN, o, BEEOKE
BE (RESRRERN., SHON, BEREEYS) | BITgRRE, SESENE. M
% - BEREAR, S E DK, L, St/ MRIBERERE. BRI & ORIEER
BEIIR D Bﬂ’biﬁ#oﬁ_o ZFE'WEFH%E»{NEMB@:@?% (Eﬁﬁf*ﬁﬁfﬁi%% i) ZETe

%n’l‘ﬁ%%ﬂ—ﬂ_

OERE RS I/IAIRE (KEYNOTE-010 3%58)

BEELIT 2mgkg Q3W B¥ 331/339 41 (97.6%) . 10 mg/kg Q3W E£ 330/343 1 (96.2%)

K TDOC #£297/309 B (96.1%) IZBH b, IBRE L OREBERBBETERVAEE

B&IX. ZEh 215339 ] (63.4%) . 226/343 il (65.9%) KX 251/309 4 (81.2%)

RO b, WTNDOBETEEREREN s%ULOBHERIZITRD LBV ThoTr,
7 WThPOETRRER 5% ELOEHER (KEYNOTE-010 RE) (R&MEITNSER)

FEBIRSEE (SOC: System , BlE (%)
Organ Class) 2 mg/kg Q3W B 10 mg/kg Q3W B DOC
EAEE (PT: Preferred Term) 339 B 343 309 .
(MedDRA ver.20.1) 2 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade 5
2RIER 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)
kB LY v RREE ‘ '
=Yl 10 290 3 (09 0 14 41 1 (03) 0 40(129) 5 (1.6) 0
GFRERBAE 1 03 0 0 1 03 0 0 44 (142) 38(123) 0
RHMEE : '
RARRIREEIETE 25 (74) 0 0 23 (6.7) 0 0 1 (0.3) 0 0
BREE :
TH 24 (71) 2 (06) O 2 64 0 0 56(18.1) 7 (23) 0
B _ 37(109) 1 (0.3) -0 31 (9.00 2 (06) O 45(146) 1 (03) 0
am% . 13 38 o0 0 7 20) 1 (03 0 43(13.9) 3 (1.0) 0
M ‘ 12 35 0 0 13 38 1 (03 0 24 (7.8) 2 (0.6) O
—R - £HEEB I UREEMORE ' .
e 20 (5.9) 1 (03) 0 19 55) 2 (06 0O 35(113) 6 (1.9) 0
e 46 (13.6) 4 (1.2) 0 49(143) 6 1.7) 0 76 (24.6) 11 (3.6) 0
RIS E 55 o0 0 4 12 o0 0 21 (6.8) 0 0
FEEL o 10 29 1 (03 0 14 41) 0 0 17 55 1 (03) 0
FRIRIRE _ _
FEREgR 0 0 0 2 (06) 0 0 24 (78) 19 6.1) 0
MIRRIEE A
SERRE 309 0 0 309 0 0 17 (5.5) 0 0
EER LG THRES :
BBE 309 0 0 2 (06 0 0 101 (3327) 2 (0.6) O
% 5 FERE 25 (74) 0 0 32 93) 0 0 5(16) 1 (03) 0
b3 ’ 29 86) 1 (03) 0 - 44(12.8) "1 (03) O 14 45 0 0

235, 2 mgkg Q3W BER N 10 mgkg Q3W BEZRWTENSh., RIEMIES 15 5
(4.4%) BO146] (4.1%) . KBk - BEO TR S 6 (1.5%) B2 6 (0.6%) . &

EDREEE (_&F%‘*ﬁﬂ%ﬁﬁﬁﬁﬁ\ SRALEE, BREES) 161 (03%) ROV 41 (0.3%) .

14



EREE (FT L - N RS 241 (0.6%) K3 F (0.9%) . FFERERES 23 4l
(6.8%) B2 61 (64%) . FiREMEERRESE 32 4] (9.4%) KRU'354 (102%) | T
MsEEREE 1 4 (0.3%) KON 1 61 (0.3%) | BIBHARES 2 61 (0.6%) RO 141 (03%) .
1 BUESRA 1 61 (03%) RO 2 Bl (0.6%) | EikeEREE (RIAEBIEHERE) 4 1
(12%) BOR04Hl. B 161 (03%) RU0F. fhk - BRECHRMRE 1 61 (03%) RO}
0 . infusion reaction 2 Bl (0.6%) KUt 6#l (1.7%) MR bz, £, EEHED
. BNgs - BEREAs. B YO L. DLE. B/ MRIBAOEREERE, BAEE Nk T
RERBIIRD NPT, AEMERRBERRIEESES (BEREEREZED)
P EDERREETT,

@IEIIS‘%‘5 LEEMAERER (KEYNOTE-189 3ER)

=S ARG EE 404/405 B (99.8%) R USeHRREE 200/202 1 (99. 0%) IERBH D
. BREL ORREEERBTETCERVEEERIX. TTh 372/405 Bl (91.9%) X
X 183/202 f (90.6%) T8 &b B, WENOBETRIARN SR LOBIERIT TR
DERYThol,

=8 v\ﬂ‘hmoﬁ'@éﬁ&bx s%LJ.J:oEM’FFﬂ (KEYNOTE 189 BABY) (i‘éﬁﬁ?ﬁﬁﬁtﬁﬁi)

BERIKSIR (SOC: System BiE (%)
Organ Class) ' AAEIGF B L RRIERE
FAEE (PT: Preferred Term) 405 %) 202 il
(MedDRA ver.20.1) £ Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
- 2BIER 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MikPB LY v R_REE
=gl 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
R BMELT IR E 25 (62) 24 (59 - O 4 (20 4 (20 0
B BRI E 2 (54 8 (20 0 12 (59 1 (0.5 0
HFHRERBAE 101 (249) 59 (14.6) 0 45 (223) 22 (10.9) 0
I/ IMRIEAE 69 (17.0) 31 (7.7 0 27 (134) 13 (64 0
R IRISRBIE T E 22 (54 2 (0.5 0 3 (1.5) 0 0
IREEE :
BRI 51 (12.6) 0 0 14 (6.9 0 0
BBEE o
) 67 (16.5) 0 0 24 (11.9) 0 . 0
TH 78 (193) 15 (3.7 0 22 (109) 4 (2.0) 0
B 187 (462). 12 - (3.0) 0 90 (446) 4 (2.0) 0
AR 26 (64 2 (0:35) 00" 15 (74 1 (05) 0
R 74 (183) 7 (1.7) 0 39 (193) 4 (2.0 0
—i% - SEEER L URSEALORE ’
& IIE 53 (13.1) .16 (4.0) 0 31 (153) 3 (L5 0
B : T 134 (33.1) 20 (49 0 62 (30.7) 3 (L5 0
FEIRORE 30 (74 3 (0.7 0 14 69 1 (0.5 0
FRAGHETRE 27 (6.7) 0 0 12 (5.9 0 0
FEEL 24 (59 1 (02 . 0 4 (2.0) 0 0
BYYER L OFERE :
FERK 20 49 1 (02 0 10 (5.0) 0 0
BRERIRE '
ALT 3 38 94 2 (05 0 16 (79 3 (L5 0
AST 38m 28  (6.9) 0 0 10 (50) 1 (0.5) 0
meEryv7rF=8Em 32 79 1 (02 0 12 (59 0 0
7 @17 0 12 (59 6 (3.0 0

B M ER ¥R 22 (54)
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FFEBIRSEH (SOC: System B (%)

Organ Class) ' ARIGERE : o354
EAEE (PT: Preferred Term) 405 B 202 45
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grades
RERLOREEE ~ T _
RERBE 84 (207) 4 (1.0) 0 42 (208 1 (05 0
B~ 7R AME 2 (G4 5 (12 0 3 (15 0 0
PRRREE '
RREE 37 00 1 (02 0 14 (69 0 0
KRB & UK Tk
a7 1 @27 .0 0 12 (59 0 0
% 5 EEIE 37 (9.0) 0 0 12 (59 0 0
¥ 51 (126) 5 (1.2) 0 17 (s 4H 3 15 0

B, Ziﬁlﬁi B CRIEHEREE 16 51 (4.0%) . BB - EF@T}? 120 4 (4.9%) .
RREEE (XT0 - NU—EGRRS) 1046 (2.5%) | FHEEREE 62 f (153%) . Rk
%%%%%wﬁﬂa%@\T$¢%%%%2%(mm)\ﬂﬁﬁﬁﬁ%lm«m%)\
1 BRI 1 6] (02%) | BHEEREE (RMTRIEHEREASL) 25461 (6.2%) . FES% 2 Bl

(0.5%) KU\ infusionreaction5 ] (1.2%) W biiz, F7-. BEEDRKER E(&F
FRRIREGRRE, ZTAIE. EREES) . H% - BEORME. SEGENRE. Mk -
BERR., 5 &MLk, LEFK. B/ MR RS, B miE & ORI T
wban&motoKﬂﬁﬁ%ﬁkﬁﬁ%@%ﬁ(ﬁ%@ﬁﬁﬁ%%a@)%Aaﬁﬁ
HRERT,

@OERXFRFENMEFRBR (KEYNOTE-407 3Ek)

BEFRITAHRE 2731278 Bl (98.2%) R UHEBEE 274/280 B (97.9%) 1238 b,
BRELORRERABTETERVEEERIT, #NEh 265278 F (953%) Kt
249/280 ] (88.9%) IZER® BTz, WTRADRETRELZEN S%lAJ:ODE'M’E)% T TRD
LBY Thol,

R WTNHLORTREREN S%IULOBER (KEYNOTE-407 )  (RAeMMEITEER)

FEBIXRSE (SOC: System _ . BiE %)
Organ Class) _ AHNGF R {LZRRIERE
EAFE (PT: Preferred Term) 278 i : 280 %
(MedDRA ver.20.1) 4 Grade - Grade3-4 Grade5 £ Grade Grade3-4 Grades
2EBEWER 265 (95.3) 151 (543) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
B LY VRREE
=il 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEBNEELT P ERIAME . - 14 (5.0) 14 (5.0) 0 10 36 10 36) O
B MERB 23 (83) 12 (43) 0 19 (68 12 (4.3) 0
IR RE 97 (349) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
1 /MRBARE 81 (29.1) 18 (6.5) 0 58 20.7) 16 (5.7) 0
P IREE
R RS RETLESE 17 61) 1 (04 0 2 (0.7) 0 0
R R AR IR T 16 (5.8) 0 0 3 (1.1 0 0
BBEE '
&5 31(11.2) 1 (0.4) 0 25 (8.9) 0 0
TH . 61 (21.9) 8 (2.9) 0 47 (168) 4 (1.4 0
B 85306 2 (0.7) 0 71 254) 3 (1.1 0
0 25 (89 3 (1.1 0

({1 : 36 (129) .1 (0.4)
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BRI K43¥E (SOC: System Bi%k ()

Organ Class) AFH| G REE == 37
HAREE (PT: Preferred Term) 278 4l 280 %1
"(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 GradeS5
IR EEEEB & OR 5 e OIS ‘ .
W L 46 (16.5) 3 (L.1) 0 41 (146) 6 (2.1 0
a1 54 (194) 7 (25 0 52 (18.6) 7 (2.5) 0
ERERRE :
AST #/m 14 (5.0) 0 0 5 (1.8). 1 (09 0
R ER SR 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (86) .0
f NS 23 (83) 5 (1.8) 0 16 579 6 (21) 0
Ehiik23 e 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (36) O
Rete L ORERESE
BARIBE : 47 (169) 5 (1.8) 0 57 (204) 4 (1.9 0
e~ 720 ALEE 15 54) 1 (04) 0 9 (32) 2 (0.7) 0
BERRR L URHBAERES
FAEE 36 (129) 1 (04) 0 24 (86) 2 (0.7) 0
ek ' 32(115) 2 (0.7) 0 26 93) 1 (04 - 0
MRREE g :
RREEE 23 (8.3) 0 0 7 (2.5) 0 0
FRRYME = 2 T — 55(19.8) 3 (1.)y 0 37(132) 2 (0.7) 0
SERRGE ‘ 15 (54) 1 (0.4) 0 13 (46) 1 (0.4 0
KRR = 2 —aRF— 31 (11.2) 0 0 36 (129) 2 (0.7) 0
EEB LR THRES .
iENE 126 (453) 1 (0.4) 0 100 35.7) .3 (1.1) 0
% 5 FERE 29 (10.4) 0 0 15 (5.4) 0 0
b33 28 (10.1) 0 0 20 (7.1) 0 0

Pk ARIBHC BV CRIEMERRE R 14 61 (5.0%) . KBS - EE O TH 14 B (5.0%) .
FHEREE (FT ) - NL—EERE) 556 (19.8%) . FPHAREE 26 61 (94%) . AR
arkEEREE 31 ] (112%) . TERAMEREE 2 41 (07%) . BREES (REERHENE
Bsis) 6] (22%) KN infusionreaction 6 (22%) 3w bihiz, £z, BEDOK
R (RREKEIREER. SN, BEREES) | BIBMERE. 1| BERA. K
%, B% - BSUGRARE, BESEE, B - BEIRA, SO OBK, Lk, SRt
/AR A R . MR R OFREERER ISR bivie b o T, ABHERFEZURTL
REEES (BRREEREZEE) 2EUEHBERETT.

GEELEREMAERE (KEYNOTE-042 FER)

| EEESIIAKIEE 610636 B (95.9%) RUMLPFRIEEE 606/615 B (98.5%) IR 5
N, BREL OERBRATETERVEEERIT, ThTh 399636 Bl (62.7%) K
TX'553/615 B (89.9%) IZ3B® b, WA DRETREREMRN %L LORWERIT TR
DLV Thol, | | -
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810 WPhHORECTRERE S%LLEOBHER (KEYNOTE-042 RE)  (ReMMmITHSam)

FEIKRSE (SOC: System BlEx (%) :
Organ Class) AFIEE =375 23
EAZE (PT: Preferred Term) 636 % 615 & _
(MedDRA ver.20.1) - 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grades
£EIER 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MEB I RY v AREE .
=il 35 (55 4 (06) 0 229 (37.2) 80 (13.0) 0
B BRI E 10 (1.6) 0 0 35 (57 10 (1.6) 0
HFHERIE A E 5 (08 1 (02 0 88 (143) 46 (7.5) 0
/R FE 3 .05 1 (02 0 56 (9.1) 10 (1.6) 0
- NOWEE .
IR BRI RETLIERE 37 (58 1 (02) 0 1 (02 0 0
FIR IR RRIE T 69 (108) 1 (02 0 (0.3) 0 0
BBEE .
B 8 (1.3) 0 0 68 (11.1) 0 0
T . ' 34 (53) 5 (0.8) 0 46 (75 1 (02 0
= 31 (49 0 0 184 (2990 7 (A1 0
nN%k 7 (.1, 0 0 31 (5.0) 0 0
/5 . 15 (24) 0 0 97 (158) 2 (03). 0
— « EHEER L CRERMORE ,
EIRE 27 (42) 3 (0.5 0 60 (9.8) 10 (1.6) 0
P 50 (7.9 3 (0.5) 0 102 (166) 8 (1.3) 0
FRERRE -
ALT #8700 45 (1) 9 (1.4) 0 53 (86) 5 (0.8 0
AST $80 ' 41 (64) 4 (0.6) 0 42 (68 2 (03) 0
S ER B , 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
M/ RSB 2 (03) 0 0 64 (104) 20 (3.3) 0
ShikoR- e 7 3 (0.5) 0 0 71 (11.5) 32 (5.2) 0
Rt L USEREE '
X5 13 40 (63) 5 (0.8) 0 109 (17.7) 9 (1.5 0
HERRB LUEAERES
EEhE , 27 (4.2) 0 0 46 (1.5 0 0
HAE 20 B 1 (02 0 50 81 .0 0
HRREE ' ' '
T KMoz —nRF— 1 (0.2 0 0 50 81 5 (0.8 0
FHERE =2 —aF— 3 (0.5) 0 0 41 67 6 (1.0 0
TERER. B X UHRESE '
g% 43 (68 19 (3.0 1 (02 0 0
B3 LU TrafES _
BtEAE 2 (0.3) 0 0 136 (22.1) - 7 (1.D) 0
& 5 EEE . 46 (72) 2 (0.3) 0 15 249 -0 0
5 46 (72) 3 (0.5) 0 27  (4.4) 0 0 .

| TRRAFBICR O CREMRIRE 49 B (7.7%) . KEBS - BEO TR 10 51 (1.6%) |
EEOREESE (REHERERRE, SO, BREES) 16 (02%) . mHigks
(FT > NU—ERREE) 161 (02%) | AFHEEREE 76 51 (11.9%) . FRBHARR
=02 (14.5%) . FEAMERESE3 6 (0.5%) . BIBHEEREE 3 5 (0.5%) . Bk
EE (REEREEERS 361 (05%) . BEL1H (02%) . DEX 16 (02%) &
U infusion reaction 6 ] (0.9%) #3FBD BTz, Fiz, 1 BIEERRG, 575 - BRI
EEFIEIE, B - BIER, 5L OBER, @i /MRBD AR, Antegn %

USRFIRB R b1 fe. REIFER

ERURIRBRETT
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4, HERRIZOWT
AN D B B LT, EELAE b LR ﬁﬁ(éﬁﬁﬁ)ﬁ%ﬁ%%fw
2oL, YUHEAELBIICERTE AR THINERDS, TOLET, BEER)
2 7 BEHE RMP) [CES% | AR OERRLZEMEEREB ~OWH K & SRRk
Tho T, RFIORENE 2 BELDE - BEL, AROREC IV ERREIERE
2638 BRI T B 2 E BRER D, BLTFOO~@0 T~ TR HRICE N T
ERTHIRETHD, |

@ HERRIZOWT ' .

@'1 TEED (1) ~ (5) @b\'ﬂ*ﬂﬁi uuxé'j—éﬁ'@ RCHBI L,

a)ié%ﬁkﬁm%ﬁiéwhﬁﬁ@%Mﬁrh%Cﬁﬁﬁ%ﬂh S ROE LR
Hugk A AR RS YL SRR, Hs 3 A B RBE 2 &) (ATnIEEE 7 A 1 BRAN @ 436
HEER) :

(2) FrERREREDT ($5§z31¢4ﬁ 1 ARERL : 86 Hiz%) )

(3) HEFRNBESBETDIHAD SRR (BADREEE TR, BADRESE
Bk, NADFEEHERRER ) .
m)%%m%ﬁﬁﬁ%&%L'%%m%ﬁ&WEIX@%%M%ﬁﬁm%zww RREYE

' AR D B BT CWAKERR (2947 A 1 BRER : 2531 FiEsR)

@)#ﬁ&Eﬁ%ﬂﬁ“ﬁ%ﬁ@ﬁ%ﬁ%ﬂ%é@ﬁ%ﬁofwém%($m29¢7
B 1 HER : 1287 HERR)

®-2 Bﬂiﬁwk%ﬁ{f&(}ﬂwﬁﬂ?%ﬁﬁ@ﬂﬁ TSy TR L R A OB (TRO
WS T B ER) 2, uxn/%ﬂﬂﬂliﬁﬂ BT BIBROEEE L LTRESH
TWaHZ &, ‘

&

o EMGHRES 2 FEOMPFEEET LRI 5 EP O AIREDBRIHE %
ToTWBZE, 9b, 2 @u_ﬂ‘i ﬁlhﬁ%fﬁ{ﬁ%I& L EBREREZOWHER
ToTWBZ &,

o [ERHMRFFEG %2E®W%ﬁ%%%TLL” 4 EYLOBRKRRBREAELTVD
Sz k., 5b, 3EDER, Bﬂiﬁmw%ﬁl@%&& PR BRSO RRRIHE 21T -
TWAZ L, :

@ BEAOERDEHEBROEHICONT
.E%&%ﬁ%ﬂmﬁgféﬁﬁﬁﬁﬁﬁén\%%ﬁ%wawﬁﬁﬁm\ﬁ%ﬁ-ﬁ
S EEIR e DB E R VEMS IO 2 ESRE, AEFERRELLEEO®RE
ez ERFEONIITON D ERHINESTNDE I L,
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® EUER~OHMIIZONT
@-1 MEREHICET 2 B4

FEERRBEOERZBIEMASIE LB, 24 BMZREHOT, YERY
REHERRICBN T, BRUZBEERICE U TABREER O CT Z0RHER BRI %
ERREOKRPYE AFIZELN, EbICHSTRAGHAE-THWB D L,

@2 EREFHICLZFEESNGICETIES : -

BABRICHED 2 EMN2MBRE OREL AT 5 EREEESEERE=2Y L 7/
ZEORERDRAY V- FRITOERE L ERE EH TX 3 F— AEREH N
BINTWBZ &, 2B, BHEEFHIZONT, BABRE L FOKRICFSICBGLSNT
WaZ &,

®-3 BWEAORBETLHNICE LT

BIfER (MEMEEBICMA, KB% - /MMEK - EEO TR, FFHEEERE - Bt
Bk, BHRERET (RATHEMLERS). NHWEE (TRAEERE, FIREME

E. BIBMEEREE) . 1 BIERA. 5L OBk, Bk - BUGRARE. k. BEEOK
R (REHEIRERRE. ST, BERAES) . infusion reaction, BNZ - BEREZS.

EEGEIE. WREE (X7 NL—ERES), LFk. BEELLEEE (G
M /MRIBAMEERBER ., WIER M, REFRE, BEARES), DRAAERER. &
BF) I LT, SEERXDLERERBEOEME AT ERM L EE L EIER®
CBEOHINICE L THREROZEZZIT O BE&MIch 32 L) | BEbICENRABHM
TEDEHRE-TNDZ L,
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5. {ENBRLEBZBE
- (AT 2 =]
O AFIOBABREEL TROBEIBNTEHERIT ST D, ,
o LEBEEEEOR. EGFR BGTFERRME. ALK BERETFRIERUPD-L1E
M (TPS=1%) OUIRARRIEST - BROIFE/NIIFERE
e PSSR ST LERIEREL A T 5 PD-LL Bk (TPS=1%) DOYIFRRE”
T - ﬁ%®#¢ﬂﬁ%ﬁ%%(&k\ﬂﬁRﬁE%Eﬂ%ixmﬂKﬂAﬁ
EFBEOBE T, ZhEh EGFR F1u ¥ & —EHRERNIL ALK 70
ok F—YIRERORREL BT HBE) \
7. TPSIIAT B Y AT (BEFAML) O =3 BEE (RFEA
PD-L1 IHC 22C3 pharmDx [# =] ) Z#RAVWTRETDZ &,

@ Kﬂwm@ éﬁ%ﬁk@ﬁﬁﬂ@ﬁ?i@%ﬁ CBWTASMER RS TY
Do v
o R R UEE RRUTTFHEE L OfRERS  LRRIBEO 2, EGFRE
E%E%kE&UAUZMAﬁh%kiwﬂﬁTﬁﬁﬁﬁ BROERELEK
e/ R BE
o« BNAERTFTFURUZ Y ZFENXidnab-7 V) ¥ XA L OHRAERS L
%ﬁ(ﬁﬁwfxb\@ﬁﬂ‘a&fi@ E%UDE:FJ:E:#/MIHH@BFEJ%E%

@ LFFIREDRVET ﬁ%@#mﬁmﬁr%%mPDU@ETHMJ%E@M
21%) THIE, AFIORMBEEEET 5 & ThH, Ric, MBLEREICH
F B EAMICEER 2V & E 2 bhd BEICY LTI, PD-LIBRRGC PP -
R %n%nw%ﬂﬁ%zﬂb:ﬁ L CEERER LERE L O R EEER T B
TE B, BB, AFIORETHI o TR, BEDEY A K74~ (BAREFSR)
LrsRyazL ®,

@ TE _véféﬁﬁ;ﬂﬁéﬁﬁwﬁﬁﬁoﬁﬁﬁﬁuowfi,$ﬁ®ﬁﬁim
FESLENTELT. Kﬁ@&%ﬁ%&&%&m '
o A HEBIRIE

D g5 2 13 FEBESA KT A v (AAREEEIE) 1BV T, BEFEREENDOECOG Performance
wmw~1@”1ﬁ§ut W iX@ECOG Performance Status 2 &2 D BE TIX, % 3 HFER (Me#
FENE) OBFRERERINTED, hwlntﬁﬁfﬂ BRI 2 AR ER D
RhrEZbND.

2 §COG 0 Performance Status (PS)

Score ‘ EHE

0 | &< B ERTE 5, BRI FAL BEAEESHRRIITZXS,

] %W%k&bw%ﬁﬁﬂméﬂéﬁ\ﬁﬁﬁ%f\%ﬁ%%@of@ﬁ%ﬁﬁﬁttﬁf%ég
Bl BOFRF, BHER

BonzEROEOEY DT L LHATER., B S0%ULEENyY FOHFTBIY,

BT, BAOEOREY O Lz TERV, FEXy FAFFTBRIY,

sl
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* OTHEDOEMERREN TR MLOFIENEIESA & O S

(Z=ek &%‘ZEIE)

O TRIEELSTIBHFIOVTHAROBERBRL SNTWE I 2, BE5%/F
297‘;1/\:}:
. K%'JODEE%@:%U@@E@EE@IE@%%%%

® /é/?ﬁuaf:?ﬁﬁ WRBWT TR Lu/éj_é BEIZOWTIE, ZliﬁlJUD?E'i’%‘—-%i?%"géﬂf&b\
DB, MOBEERFRR 2 WESIZRY . EE] AR EERT DL 2BRTE 5,
c HHEUEMEBOESHIIBEEDH S BE .
©  BEMEGRE CHER LR 5 BE R UTEEIME: O BRI SR g5

BOMICRIERER AR LN D BE
s HEABERBOAB X@ilﬁﬁﬁﬁiﬁﬁb( liﬁ%ﬁ@EEﬁ.Fﬁ%@EEE}ﬁ@
HDHBE

o [EBBEE GEOHMRBEESST) DHHBE
s WEOBRXIIEELETAEE '
*  ECOG Performance Status 3-4 &2 ¢ g%
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6. BEIEBLTERETREEHR

)
@

®

WA TESZ L, BERE %%ﬁ%#?é%ﬂgugo%xﬂwﬁéﬁoﬁmﬁ

oD BEREREFHCEEL THLERTLZ L,

TREBRARIC L B, %%Xm%wﬁﬁkﬁﬁﬁﬁvﬁﬁi%+ﬂm%b REZE

ThboRETHZ L,

EREWERDO<R Y A Y MTDWNT ,

-'%E@%%%ﬁ&gbnacaﬁkémf\ﬁﬁ@&%ﬁ&tofm\mﬁﬁ
® (B0, R EEE, W) OREREOIE X BREOERS. B8 T
SITATH T &, ET, EJL‘L/CH@JWS CT, mﬁv—ﬁ—%mtﬁﬁé‘:%ﬁﬁﬁ‘
BT L,

 infusionreaction BhbbhdZ eRldbsb, infusion reaction 2358 BT
. EERAEEITO L bIT Fk#@@?éif%%@ﬁ%%+A_ﬁé
THZ L,

o HURMBHSGEEREE. TEAHKE E&Ua‘l%‘%ﬁ BEXHOLNBEILEEHDD
T, $ﬁ@&$ﬁhm&0&5%ﬁ¢mﬁ%mrw YIsksEERZE (TSH. 28k
T3, EHE T4, ACTH, m*:wf/—w%mﬁﬁ)%%m#é &,

o FEHSEERE. EERERRHODIDZERDHLOT, AR D 5ERAET&R
O 5 R P i E BRI AT isE @E@mTAu‘wﬂPAw EJWE/%
DEE) BEBETHI L,

. BPHEL (IRARMIEEREAZED) SOEERREERHLDND
_aﬁﬁémr EHRCIROBEOHEEHERT B L, T, RORFEN

b b EAITIL. EONCEREBEEED T oL OBEREET O L.

. $ﬁ®&5 iU BEOAERISICERET 3 L& 2 b b ks RRBORER
RHbbhdZibs, BEIRD ONEHEITIE, EHRLERISLTR
%W%&ﬁ%kﬁﬁ%ﬁo[%&éﬁbf@m&%%%%%ﬁw BEE DFE
KIS k 2 BIFER R EDN 2 1A, AFIOKRETTE, RUBIERER
NEVRIDREEREETH L, BB, BIBKERNVEY ORFITIYENE
BOMERTED HIAVSEICIE, BIBRERVE VU O GBI OB
HLERTDHI L,

. E%%T%.ﬁ@%m&ﬁﬁﬂﬁ@ur#%%ﬁ%#%ﬁ#% TeNBHBED
AROBERTRICHEERORERICHRITERT DO L,

. 1EUERE (B 1 BNERFE LS Bbbbh, ERRAES RV F-VA

L REBRILRHBOT, AW, Bl m&%wﬁ&w%ﬁ%@ﬁﬁwtﬁu+
SESTHZE, | BERBAEDNHEICIERSFEZFLL, AVARY B
KO ELZEDBINRLEEZITI Z &,

$ﬁ®ﬁ%%ﬁﬁ%wf\HWMﬂEMAﬁﬁ&ﬁKmmdm@u%ﬁ?ﬁ&%ﬁ

%w69ﬁiam\mwmnnm9%%@m&%%%#a6ﬁﬁﬁﬁnzﬁﬁ\u

Bx 48 BB ETO@S L. Z0% 128 LT, KEYNOTE-407 RER Tk 5 Bse

e 6EE. REBRCISER. UEI4SERETIORIL, ToR 2EILE

Kﬁ%iwz%%ﬁofwt:&%ﬁ%ﬁ\Kﬂ&@Wﬁﬁ%%KE@ﬁﬁf%%'

DHRETO>ZE,
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 EEREETA FFA
RATnr Y X27 (BaFrE#Z)
GRF4 : %4 hA—F BB 20 mg; %4 hV—F SR 100 mg) |
~ENEEE~ |

TR2 962 A (AL 2 ARAT)
’ BN
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AR ORE, TERBF
& PR RLAR
HERRIZDOWT
BEXHRLIRDBE
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BEICELTERTNEFR
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P3
P4
P15
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1. iZUbic
EEROFLE ﬁiﬁ@ﬁﬁ®t IZiE, A OB E SV EE 2 ER SRS
5ND, SHIC, EEOREEMOESRICL Y | FURELRS 2 & OEFH 28R E R
FEERPERINIFT, 2R b0EER# EICKHERBEICERMET S = L BNEED
AL 2o TR BREMBGEE L WEOEARFH 2016 (R 284 6 B 2 BEBRE)
RN TH, EFWEELEOERAOREHEEZRS - L L STV E,
FRERSFERRSL, BRERSRAM T 07 7 A VRBEEOERR LI L E
BB ENRDDB, 0D, FIMERCERAMEICET 2 HER+LOEHT 3T O/,
UHEESOREEZBRZT I LRAPESNIBECH L TERTS L L bIC, BIE
 ABRER LB LRERREE L B2 ka%& EDEM 2T BRI oA
TEILREETH S, |
L7z o T, AL T4 2 Tid, BRBELINE TIZBELI TV S E2ESEY -
PR RMICESE | UTOERHORE2EHLET 28AN b UREREM, £
FRUEEEELTT,
2B, BAA BT A ik, MIATBIENEE S ERSERAME, ABHFEA B A
BERIEE YA —&ﬁl%kEﬁ%ﬁﬁﬂ[xﬁoﬂﬁﬁﬁﬁkEﬁ&ﬁﬂ?@@%ﬂ
Db &R LT,

R ERDERER A M —F AHEHE 20mg, ¥4 M—F AHEE 100mg (—
e Ravu) X<7 (BEFHERL))
HBLRIPEXIHE . EHEREHE |
ANBLROAERVHE : 8%, AT, RaT7n) X<vy (BEFEHEL) FLT, 1
[l 200 mg % 3 BWRIMFET 30 ZEINT TRIEFET S, =7EL
WRMHERIEDOHEIL, BREHRIX 12 VAETE T3,
¥ & : MSD #R&tH '

%

ct

K

I




2. FAH| DO, wmwﬁ

A P V—F EREEE 20 mg R OFAREHE 100mg (—&4 - a7 w) X7 (ﬁ
ETHEE) . DT TAH] £1v5,) 1%, PD-1 (programmed celldeath-1) &Z DY T
KT 5 PD-L1 RU'PD-L2 & DfEE 2 EHERET 5. EMB@M%/?D—TW#W
ThH D,

Pnl%%mTﬂmﬁEWﬁ%%#Bihét WS ARRBR 2SR A 5 B AR S me il
ZA v FC, PD-1 1%, BERIREEIC kmf%&ﬂTm@@%M§ﬁK%ﬁb‘aaﬁ
BRSPS RUERR R AERS 2R3, T7Rbb, PD-1 ZY AV FEKE
TR LICEVRBESAEERCL BV T VEERACHIET 5ZFRTH S, PDL]
DEEMEBIZB T AERUTD TN THEN, L OBAMRTIE T MEOBEZMZ
51E CBENCRER L TW5, BAMKICET 5 PD-L1 OEERIT. BHllusE, BERE.
: Hmmﬁ\W%ﬁ\#m%@%ﬁ%wﬁk&ﬁhf%ﬁxﬁﬂ%f%w\ﬁwéﬁﬁa
OIEEMSHE SN TVS, '

B D A DEEERES T4 & PD-L1 BEOMEEMED S, PD-1 & PD-L1 ORKIIER
DEEERC BV CEERRE RS 2 L FRINTH D B R BAIRROEN &
LCHfIh TV 5,

$ﬁmIml&HHA&UHMQ@ﬁ)ﬁ/L@FA%m£¢6 Licky. BB
ﬁm%ﬁ¢®ﬁg%imﬂ@%iiT)/AW%%&méﬁ FIEEAE & FIEHEL
45 L CHIESNRERET S,

AR E S BEDOAERINC L ARIERSEN S b, BEEXIIFETIC
= AR 5, AROBRETRORERITIT, BEOBRET/ITTV. AEHFR
B BT AITIE. BE U RIS UMM A & R A RO ER & B LT
ERERNBE 21TV, BEDSRERIIC X 2REAREDN SHEITE, ﬁ%&ETW
LR OB EEDOFENRNBEIT I LERD D,



3. BEERRUE
BB AEOARRICGIMM T o X BERROREL =T,

[F%hiE]
OEWNE IbERER (KEYNOTE 041 FER) _

TEERERORV A VY AvT (BETFERL) UTIA Y AeT] L0 5,)
EEERN2LIRA VETORPRIEREEE T RGBT LB R AERE 42 6

(REDIEARITRE 37 B) 25T, &A) 2 mg/kg 3 BRI (L,LT fTQ3W] &1 5,)
BEOFDER VEL) @bi%ﬁ‘—féhto R, EGFHE CRBEITHRD bh-B41c,
RBET 2R TERSRD bRV EDBRIICEE L T\ 5 BE T REEOE
BEHH TRBETERD b B ETAROBRE2HkETZ - L 73=—IBE & éhto FEF
18 B T 5 ESHE[RECIST ¥ K54 > L1 RRICES < e & 3524545 (CR)
IiTEm RS PR)] i, 24% (95%1:.%?!3%‘3 12~41) Th-7e, teis\ FERTICEREL
ﬁ.ﬁ%ﬁf’ﬂi IO%TB'?)OT_m :

@¥EsE T EBR (KEYNOTE-002 SE¢)

AYY LTI X DREREH T RGBT E EE@E%%%%‘% 2. &AL 2
mgkg Q3W 5K TN 10 mgkg Q3W B EDEMER RN, (LBEE (FhL Y
V. TEYRIR AIVRTTF U, R Y EFEARBINRTSFL+7 ) 2%
L, UTF FIcc #J L3, ERBE LTRSS, 2B, BRI CRBERT
B ONTHRIT RBETE R TERBRD bR VEDBERNICEEL TV S EE
T, Yklﬁlul&@ EHRFFE TREEITIR0 b5 E TAAIOR S MR 5 2 & 487
RE& i, TEFEERIZSEFHM CUF T0S] v 3,) ROMEREAFLSRE (U1
T TPFS] & 5,) L&, FAIHMEFBmEL B LT, PFS 2 ARICIEE LT,

£1 AR (KEYNOTE-002 3RER)

ZAH| 2 mg/kg Al 10 mg/kg d==-¢3
Q3W Q3W -
(180 1) (181 1) (179 )
hdfE [A] 13.4 14.7 11.0
(95%CI) - (11.0,16.4) - (11.3,19.5) (8.9,13.8)
0S | "NF—TFpp2. 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P {E" 0.1173 0.0106
b E [B] 2.9 29 2.7
(95%CD) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | N — K7 0.57 0.50
(95%CI) - (0.45,0.73) (039, 0.64) -
P & <0.0001 <0.0001

CI: KM, *1:RECIST HA1 KT 4 L1 JRICE S BHBHERCIEBEMEIC X 5300,

*2 1 BRI Cox lLBfINHF— FEF NI lék%ﬁ%&@%ﬁ.ﬂ Bhin 7o ke




100 =
: 90-__1\,.

80
'70—_
%.60—_
ESO'_
3 40 7
30
20
10

¢ e Z2mgikg @awW
A 10mg/kg QIW

0 3 6

at risk#
=8 2 mg/kg Q3IW
ZFA10mg/ kg Q3W
{LERGE

131
138
115

180
181
179

LY L

Ll L G R
9 12 15 18 21 24 27 30

SEm (R

70
79
60

61 11 0
67 12 0
48 9 0

95
99
80

1 OS ® Kaplan-Meier #if# (KEVNOTE-002 38%)

| —— M 2mg/kg GBW
—— ZMI0mg/kg QW
o EmeE

at risk# .

&%l 2mg/kg Q3W 180
AFI10mg/kg Q3W 181
{LE2RGE 179

153
158
128

4 6 8
SN ()
53 26 9 4 2

55 39 15 . b 1
22 15 4 2 1

74
82
43

B2 PFS ® Kaplan-Meier Ei## (KEYNOTE-002 HER)



QA E MRS (KEYNOTE-006 3X58) ,

AEV AT EBHRBMBORNRIEIA LY AT EEERN 1 LIRAVETOL
FREEZA T DIRIBTIRT 2B RAERE 2 H5IT. A% 10 mgks Q3W BER
U 10mgkeg2 BREERE CLTF TQW] &\5,) BEDEIERVEZSMER, A ¥V A
<7 eRRE LTRMENE, 28, BEREE CREETIED bh-BAalc, KAk
TR TERPED bRV EDRRMICEE LT 3 BE T, KEIDE O EHEFHE
TRBETHIBDOOND ETRRNOBE 2 ML TS 2 L NTREE Shiz, TETHER
IXOS RU'PFS & &h, FANZA Y A=7 LHEL T, 0S RUPFS 2 EICEE L
7o C

£2 EHPHHRE (KEYNOTE-006 3E)

A A=

AF 10 mg/kg A% 10 mg/kg
Q3W Q2w
(277 B) (279 $1) - (278 f))
PRfE [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0S| NPF—FH"2 0.69 0.63 '
(95%CI) (0.52, 0.90) (0.47, 0.83) -
P " 0.00358 0.00052
g [B] 4.1 55 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | A~ — F2 0.58 0.58
(95%CI) (0.47,0.72) (0.46,0.72) -
P E" <0.00001 <0.00001

CIL: B3, NE: #ERF, *1: FEBIEOF—# :2015€3 380y r4 7. =2 : BY
Cox HINTF— FETFMZ LBV AT L OB, *3: B2 5 7#%E. *4 : RECIST &
A FTA 2 L1RIZES M L BRRER CIEEEMEIC L 2500, *5: PRIETEOS —
Z (WI4FEIA3ZBI Y A7)



278

K 4 PFS ® Kaplan-Meier Eiff (KEYNOTE-006 38%)

14

30 - ——— F0mgkg QAW
207 - -~ Fwomgkg QW
10 —— stuszs
(3 R tagaaxaan: e e e aLaxi e e A sa a1 T
o 2 4 6 8 10 12 14 16 18
at risk# - M R]
ZA10mg/kg QIW 279 266 248 233 219 212 177 67 19 0
#F10mg/kg Q3wW 277 266 251 238 215 202 158 71 18 0
AEULTT 278 242 212 188 169 157 117 51 17 0
K3 OS ® Kaplan-Meier i (KEYNOTE-006 BRE%)
100
90 cen e o A 10NE kG QDN
80 - s e A 10ME G QW
g 70 ] (EULTF
E 60 e
50 - et
B 40 **‘%ng@%* ,
20 T [-..;_-l
107 -1
0 T T "-l"'-""-|"'-"""1"--"'--|"-""-'|"-l"
0 2 4 6 8 10 12
at risk¥ | SN AHR (A]
#10mg/kg QAW 279 231 147 98 49 7 2 0
- FF)10mg/kg Q3W 277 235 133 95 B3 7 1 1
AEULTT 186 a8 42 18 2 0 0



@Elﬁ%r,ﬂ%mmﬁ%ﬁ (KEYNOTE-osmﬁﬁ)
FRUBBORF—DM & pE4REAEERE (EZIKJ\ISW’%ATD’) BRI, fiTe

THEIIRYE & L TAKI200 mg QAW S DELIER UZe oMM |

T7ERERHBE LTH

e, EEMERITEBRREEYR CLF IRES] L1 5,) ké:n AENL TS
BRLHEB LT, RESEARICER L,

#3 kﬁ‘;’fbﬁﬁiﬁ (KEYNOTE-05435%)

Z%1200 mg TSR
Q3W
: (514%1) - (50541)
FdufE [A] NE 20.4
(95%CY) (NE, NE) (16.2, NE)
RFs™ NP— RH2 0.57
(98%CI) (0.43, 0.74) _
P fE" <0.0001

CI : R,

NE : #ERT, *1

: Elﬂﬁ%‘iﬁﬁﬁﬂ%e@?—a 12017410828y b7, *2: BRI

Coxtb NP — FEFMCL BT 7ROl *3: BRIn/F 0 7RE, QW : 3BRER
#45, NE : Not Estimated , ‘

20‘_ —— F#200mg Q3W
0 T T T T T T " e LR

o 3 6 9 12 15 18 21 24
AR [B]

at risk# )
ZFF1200mg Q3W 514 438 413 392 313 182 73 15 0
TStk 505 415 363 323 264 157 60 15 . 0

5 RFSOKaplan-Meierfi## (KEYNOTE-054325%)

&1 AJCC (American Joint Committee on Cnancer) fﬁ%%\’#ﬁ (BTHR) ICESEHE, x5 —VMA TRy
YARERNOEBEN | mm BOBSD R,

8



[Z2t]
OEMNE I b HERER (KEYNOTE-041 HER)

HEEET. 4142 B (97.6%) CBD b, BREL ORRBRPTETERVAS &
=, 34/42 B (81.0%) ITERW b, REARN s%uJ:a)aM’EFﬁ IXTHROLBYT
ol :

%4 SEMA 5%LLLOBHER (KEYNOTE-041 BB (2 SPEART SR

seprr R 4y¥8 (SOC: System Organ Class) 5 rfflf ggiNﬁﬁ
HA&EE (PT: Preferred Term) - 4% o
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2EIER 34 (81.0) 7 (16.7) 2 (4.8)°
RATIEE :
_ FR RS TR 4 9.5) 0 0
BREE : _‘
TH ' 3 (1 0 0
—f - EHEEB L UCREHALORE :
Bk 5 11.9) 0 0
- BRERIRZEE ,
AST $#8/m 3 (7.1 0 0
FEREREIEN ' 3 7.1 0 0
R LU TARES
ZORE : 6 . (143) 0 o 0
B EBRES 6 (14.3) 0 0
SEERRE ' 3 (7.1) 0 0

7ok, TOEMERRE 16 24%) . KB - E@:@Wﬁzw (4.8%) . FFHgaEIEE 3
Bl (7.1%) . TEAHERE 2 f (4.8%) . FREMEEEREE 6 #1 (143%) . infusion
reaction 1 ] (2.4%) KBS &5 B 14 (2.4%) A3 n»u?bei’bfLo k7, REE (X7
v NL—EER) | BT (RASHEEEAS) | BIBEE. 1| BERA.
BEEOKRERE (LEEEIRERER, SWIK, EREES) | B B - BRBUER R
M. EREGENE. Bk - BEERK, LHK, fa ik i/ MR HERBER . BitEE D
B OFRIERRES IERD bR b o o, ABWEARTIRLIIEEESR (FERBREEET LS
i) A EDEHBERETT, :

QWS E I FERE (KEYNOTE-002 k) |
BEESIT. 2 mgkg Q3W B 172/178 £ (96.6%) | 10 mg/kg Q3W BE 178/179 1 (99. 4%)
BONICC BE 167/171 B (97.7%) @D b, BBREL ORRBENIFTETERVAE
EEIT. FREN 121178 Bl (68.0%) | 133/179 ) (74.3%) KUt 138/171 1 (80. 7%)
IR BT, WTNAORE TRERRR S%U\J:@E'H’EFH ITTROEBY ThoT,



£5 WTROORTRREN 5% LOBWER (KEYNOTE-002 REB) (Rt

5 e s ) Bl (%)

iﬁrginﬂg lj:s Sﬁ)}iﬁ (SOC: System > g IV 0 mekg QSWHE =
EAEE (PT: Preferred Term) 178 B 179 41 171@]

(MedDRA ver.18.0) 4 Grade Ggaie Grade 5 4 Grade Gr3a<ie Grade 5 4 Grade G;aje Grade 5
- 2BIfERA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0  138.(80.7) 45 (263) . 0
KB LY v RREE '

=i 5 28 1 (06 0 7 (3.9 0 0 - 35205 9 (53) 0
B Bk FE 0 "0 0 0 (0.0 0 0 14 82) 6 (35 0
FF P ERIBAME 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
/R E ' 2 (1LY 0 0 1.(06) 1 (06 0 16 (94 4 (23) 0
WNOWEE :
FIRRRRIR TE 9 (5.1 0 0 13 (7.3) 0 0 0 0 0
BBEE o '
s 5 (2.9 0 - 0 9 (5.0) 0 0 14 (82 0 0
TR : 15 (8.4) 0 0 19 (106) 2 (1L1) 0 14-(82 3 (18 0
B 8 (45 0 0 16 89 1 (06) 0 56 327) 4 (23) 0
gt 2 A1) 1 (06) 0 10 56) 1 (06) 0 26 (152) 4 (23) 0
— iR - £HFEER LR ESM ORI

&S RE 6 G4 1 (06 0 8 (45 1 (0.6) 0 10 (5.8) 1 (0.6)
wH ‘ 40 225) 2 (1.1) 0 52 291) 1 (06) O 62 (363) 8 (47) 0
- FEE 6 (3.4 0 0 11 (6.1) 0 0 8§ @47 1 (06 0
FRRRE o -

o NR SR 0 0 0 1 (0.6) 0 -0 13 (76) 5 (29 0
KPP LUEEEE ,

BARIRE 8 (4.5) 0 0 17 95 2 (L) 0 26 (152) 0. 0
HERRBIUHGARES ‘

e 13 (73) 1 (06) 0 12 (67 1 (06) 0 9 (533) 1 (06 0
A ‘ 9 (5.1) 2 (1. 0 7 39 0 0 10 (58) 1 (0.6) 0
IR RS '

K= = — N F— 2 (1) .0 0 0 0 0 14 (82 2 (12) 0
SERRE 1 (0.6) 0 - 0 2 (LD 0 11 (6.4 0 0
EEB IR THBES

P B AE 5 (2.8) 0 0 1 (0.6) 0 0 35205 1 (06 0
a7 9 (5.1 0 0 9 (5.0 0 0 2 (12 0 0
€ D FERE 37 (20.8) 0 0 42 (235 0 0 6 (3.5 0 0
%5 21 (11.8) 0 0 18 (10.1) 0 0 8 @7 0 0
BEREBIRES 5 (28 1 (0.6) 0 10 (56)°1 (06) 0 0 0 0
SEEB 10 (5.6) 0 0 9 (500 © 0 0 2 (1.2) 0 0

2B, 2 mgkg Q3W HK T 10 mgkg Q3W BIZBWTENEN., HIEMEES 15

0.6%) RT*4 41 (22%) . KK - BEOTH 16 (0.6%) RU6 6 (3.4%) . #ik
BE (F72  AUERRE) 2461 (1.1%) RO0 6l FFESIEREE 13 6] (73%) &
W15 41 (8.4%) . BHREEE (RAEMEMEBRE) 14 (06%) RO 14 (0.6%) .
TEMEREE 146] (0.6%) RU3 6] (1.7%) . RIREBEREREE 144 (7.9%) ROV15
7l (8.4%) . infusionreaction2 B (1.1%) KRUr3#l (1.7%) . BEEDRERE (B
BERREREE, ST, EREES) 10 (0.6%) KO BI (0.6%) . B 1461 (0.6%)
B0 B, EEHEREOFIRO B (0.6%) . Biss « BERESK 0 IR 6 (0.6%) .
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PO EL 5L 0 FIRU 2 F (1.1%) B@EDB N, £, BITESE. 1 BERR.
sk - BERCRRRIARAE. LAR. ﬁ&ﬁmmmﬁm@%%r\@mrﬁm&0$%ﬁ%m
R bhiehol, Ka‘l(’ﬁﬁﬁ%ﬁ«ﬁtﬁ IEEES (RRREERE 2T ZEDER
HREFRT,

@uEsE MR (KEYNOTE-006 #ER)

HEEST. 10 me/kg Q3 W BE 264/277 41 (95.3%) . 10 mg/kg Q2 W & 275/278 1 (98.9%)
ROV IPL B 239/256 £ (93.4%) IR b, BWREL ORRBANTECTERVAEE
&3, FRFEN 202277 B (72.9%) | 2217278 4 (79.5%) K U*187/256 1 (73.0%) 1T
= br, WENOOBETREARY 5%, EORIERIITRO LBV Tholz,

26 VIRHORCREER 5% EOBHER (KEYNOTE-006 RE) (2Bt Sam)

. N ) B (%)
i%a’%ucjfﬁj;@ (SOC: System 10mg/keQ3WEE 10mg/kgQWEE PIRE

rgan 1ass;) - 27741 2784 2564
EAEE (PT: PreferredTerm) ‘ _ .

(MedDRAver.18.0) £Grade G;a;ie Grade 5 “Grade G;a:le Grade 5 4Grade G;aie Grade 5
2EIEA 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
PISrIEEE - , ' - , ,

FOR IR EETIIEE 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0

FIRBRS AR TE 21 (7.6) 0 0 25 (90) 1 (04) O 2 (0.8 0 0
BEBEE : ' : _ ‘ ~
FE 5 (1.8) 0 0 10 *(3.6) 0 0 15 (59 0 0
K% 8 (29 5 (1.8 0 4 (14 4 4 O 19 (74) 16 (63) ©
TR 40 (144) 3 (L) 0 47 (169 7 (25 0 58 (227) 8 (1) O

DR 11 (4.0) 0 . 0 20 (72 0 0 1 (04 0 0
B 31 (112) 1 (04 0 28 (101) O 0 22 (86) ‘1 (04) - 0
&R : 5 (18 0 0 10 36) 1 (04 0 14 (55) 0 0
— i - éﬁ/ﬁa%a‘o;tﬁﬂaﬁlwowm
B|IIEE 31 (11.2) 0 0 32 (1151 (04 O 16 (63) 2 (0.8 0
B : 53 (19.1) 1 (04) 0 58 (209) 0 0 39 (152) 3 (12). 0
BRI | _ : R
AST #8/1 6 (22) 1 (04 0 14 (50 0 © 0 6 (23) 2 (08 0
Rt L USRERREE ’ : ,

RARBIR ’ 18 (6.5) 0" 0 17 (6.1) 0 0 20 (78 0 0
%ﬁ%%klwﬁAmmE% ‘ - o '

RAEE 32 (116) 1 (04) 0 26 (94) 0 0 13 51) 2 (08 0

meE 6 22) 0 0 19 (68 1 (04 0 5 20 1 (04 0
BB L UR THRRS ‘ _

Z O EERE .39 (141) 0 0 40 (144) O 0 65 (2541 (04 O
%% ' 37 (13.4) 0 0 41 (147 O 0 37 (145) 2 (0.8 0
SEHOH ' 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6 0 0

723, 10 mgkg Q3W BER T 10 mg/kg QQW BEIZIWCTENZH, MEMMERE 4 4
(14%) BO161 (04%) . KB%K - EEO TR 104 (3.6%) RO 13 6 (4.7%) | t##
BEE (X7 - /w—ﬂ%ﬁ%) 28 (0.7%) KO0 B, FFgERREE 14 61 (5.1%)
Br23 ] (8.3%) . BirEREE (RIBERIEMEBRE) 261 (0.7%) RO (0.4%) |
TEAHEREE 146 (0.4%) BB (0.4%) . FIREEAEREE 28 £ (10.1%) K UY33
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Bl (11.9%) . BIREE 14] (04%) RO24 (0.7%) . infusion reaction 7 i (2.5%)
RO 41 (1.8%) . 1 BUREIRT 1 61 (0.4%) BRON0Hl, EEQOKEESE (FRfEHERE
BRE, ZSTEALEE, BRBEES) 0 BIKR U1 1 (0.4%)  BER 1 61 (0.4%) BTN 1 41 (0.4%)
FRR - BRAUARRRARAE 161 (0.4%) RUN0 I, Mg - BEREZA 0 BIR TN 1 1 (04%) . YO0
WEESRK3HF (1.1%) R4 (04%) BRBOLNT, £, BEFENE. 05
%, SuEER/ MR MESRBER ., BWIEE MR OFRFREIIRD bhieh o7z, ABIE
RARIRTLIBEESR BRBREEREL2EL) 28LEHMRREE2TT,

- @OEPREREMARR (KEYNOTE-054 3UBR) | .

BEFLUIARKIRETIL 475/509 B (93.3%) 12, 7T & RBETIX 453/502 6 (90.2%)
R L, BRELORRBEREE TERWEEERIL, AFIBETIT 396/509 4
 (77.8%) 12, T EREETIL332/502 B (66.1%) WCHBE Lz, WTNLDRETREE
23 5% EOBHERIXITRDO LB ThoTr,

£7 VWTHOOBETHEEER 5% EOBWER (KEYNOTE-054 RE)  (RSHMmirseam)

BENX&E (Ssoc : B (%)
SystemOrganClass) AR PlaceboB¥
HEAEFE (PT: PreferredTerm) 50945} , 50241
(MedDRAver.20.1) £Grade  Grade3-4 Grade5  %£Grade  Grade3-4 Grade 5
- 2RIfER 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
AL EE , :
AR IR RE TR E ‘ 49 96 1 (02 0 4 (0.8) 0 0
BRI R T E 73 (143) 0 0 13 (26) 0 0
BBES '
TH 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0
BEi 58 (114). 0 0 43 (8.6) 0 0
—R - EFBEES LUOCREHMLORE ,
E®IIE - 48 (9.4 0 0 34 (6.8) 0 0
" 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
FRlRiRZE .
ALT $#8/m 26 (.1 3 (0.6) 0 16 (32 1 (02 0
BERRR IUEAREES .
B : 51 (100) 3 (0.6) 0 47  (9.4) 0 0
AR 26 (5.1) 0 0 15 (3.0 0 0
HRREE _ ' - :
BEE 37 .(73) $ 0 0 33 (66) 1 (02 0
PRIRER, FAERE & UERREE
IR R ' 27 (53) 1 (0.2 0 14 (2.8 0 0
KEER LU THREE
% 5 EEE 85 (16.7) 0 0 49 (9.8 0 0
B 49 (9.6 0 0 32 (64) 0 0

2B AFIFRICBWCREMERERR 15 6] 2.9%) . KiB% - EE@E@TW 23 51 (4.5%) .
FFEERERESE 46 4] (9.0%) . BHEEE (REEREHEBRSE) 241 (04%) . TEEHE
BEEE 11.4] 2.2%) . EIRIBHEEEREE 105 B (20.6%) . BIBMAEREE 5 6] (1.0%) .
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1 BUBEER S B (1.0%) . B & DL 2 61 (0.4%) . Fh - BAEUHBAREE 1 41 (0.2%) .
BESS 2 ) (0.4%) | ERERFEESE 1 61 (02%) . D% 1 B (02%) TN infusion
reaction 2 5 (0.4%) MWD LN, T, WREE (XF2 - SLV—ERRSE) | BE
DOEEEE (RERBEIEGRRE. SR, BERRES) | MK - RER. REtER
IR LRBER . YR MR I & OFRFEREE IR bivRd o Te, ARIMERRZVIRTLILE
- EES (BRREERELZED) 2aLEMERETT ‘ '
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{RE - BRE] -

RIGEIRARELEERGERE 2x5R L LIBSMERRER (KEYNOTE-002 HER K
TNKEYNOTE-006 3BR) OfER. 2 mgkg Q3W, 10 mg/kg Q2W K1 10 mg/kg Q3W
DWTHNDRIE - AR TOLFAOFEER VZEMICERIIBO bnieho
7o B

ARE| O REFRDBIRERET O R, BHEGERE BT S 200mg G3W HEE D

- AUCssemc (BRRIBIZHIT 2 6 BRI ORE-FERI R TEHE) ©FRE [10%7,90%

#] mg-day/ml) iX 2.16 [1.45, 3.04] mg-day/mL THY . 2 mgkg Q3W &EEED

AUCss 6w (1.32 [0.722,2.06] mg* day/mL) & 3Bl L. 10 mg/kg Q3W HEFFD AUCss 6w

(7.49 [432,11.3] mg-day/mL) % FE-7-,
EMEAERELNEL LAKIOBRBERSFEITORE, Batshiz Ak - BE
mg/kg Q3W #5, 10 mg/kg QW 5K Ut 10 mg/kg Q3W % 5) DHIEHT AUCk
L AR O AN L ORI IR BRI bR o T,
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4, HEERIZHOUVT

AR R AR B R AR 5 ABEN L L CHEARERE (&FRE) SR
BRTVWAZ LD, UEHELEIICERTE AR THIVERDD, TNLET,
EXE ) 27 SEHE RMP) ICES%, A0 EELZLEERIES~OBIER
HAWRTH- T, FEOBRENEZBELDH - HEL, AROREIC I EER
BV 38 L= BICHST 5 2 L BSERED, MTFOO~QD T &M R
EBWTHEATBREThS,

@ HERIZHOWT '

D1 FEO 1) ~ 6) OVWThPCELT IR THE L, |

(1) EASBRENEETDBADREELRRS EERF RS A S FREEILRRE,
ﬂﬁ#h SECEEHLEREE. HUSBSARERRER E) (ffTFE7A 1 BRR 1436

&) ; ' !

Q)%E% BalE (CERL314E4 B 1 BRSER - 86 fEfR

(3) FENEAEIRET 3B ABRELERE (z=AJ SREMIE . B AR
BIEEE. BAREEEHEERRER L) |

() S SRALERIEELRE L, SRRREME | ISR FRIENE 2 Ok A
AR BBHEIT>TVAMER (FR29E7A 1 ARER @ 2531 HEsk)

(5) MEMEEAQLEEMEOHBRERIREIBHET> TWDHER (FK 29 £ 7
A 1 BEE ;1287 HER%)

02 %ﬁ%@ﬁwm%%&&UQWﬁ%ﬁﬁwﬂm F4y TR S & AR F5 IR
(FROVTRPICHEYT 5 E) 2, SHBERORFICHET 5 RROBEE L LT

BESRTVAIL, |

%

. ERIRIFREE 2 FOTUMFHEZET LRI S ﬁu_l:@mhi“ﬁwﬁﬁﬁﬁlﬁﬂl“%
FoTVBTE, 5b, 2B LI, NARMERE L L EREREOFEY
fToTWHZ L, ‘

o EMAFRER ZEODWJ%EM*%{P‘TLTJ’ 5 L LD REE EHE%? 20k
REREAL TSI L, :

) ﬁWOEﬁmﬁﬁﬁﬂwwﬁhowf
EXERIEREBRIHETIELENER SN, BERSENLOERED, FRE - %
SHSRFOFROTER CEMEICT 5 FRRMt. AEFRORBLE LB ORE

7, SRFEOPIATON S EHINESTNWDH I L,

15




@ EBIER~ORIHRIZONT
@-1 EBIERBERFOXRERIC T 5 B4

FEMEIREBEOEERBIERARRAE LRI, 24 BEZEESIO T, MM
TIEEHERICE W T, BRLULZEERIOE U TAREER O CT £0RIER OB
BIRREOERPE B PIIFELN, EbICRIETRERERIE-sTWBZ L,

@2 BERUEEEICLIFEERAGICETEF _

BABRICEDL2EMNLRMB R OEEE2E T3 EREEENEERE=2Y 7
ZEDEERDODRI V—= Vv V2 TVWERE L ERE LA TE 3 F - AERKH 18
BN TNBZ L, 2B, BERHIZOWT, BABE L ZOFRICEHICERSNT
WA, ‘ '
®-3 EBIfEHORE-CRRICBE LT

BIfER (MEMERREICIE . KRB - NBJE - EEO TR, FFHERSE - ik
ER. BHERET (RETHELEBRS) | WOWEE (TEHAMERS, FRERE
FEE. BIBHERES) | 1BERRK. S 5BE, B - BOUGREE, Bk, BEEO
REEE (RGHBEREGR. SHAE, ERAES) | infusionreaction, AN - BEIE
%, BEFENE, BREE (F70 - NL—EERS) | DGR BELDKREE (4
BEtE /MR MESRBER ., MR, FRFRE, EENERES) | MRESERERE.
FERESE) TR LT, SRR LI RERBREORME LT 2 EM L ESE L EUER
DOZERKINICE L THRERUOZBEBZ2ZIT ONIKMGICH DT L) | BB zans
NTEBEHBESTNB L, '
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5. BREXNBLRDBE

[B2hiEic 8§ 5 EH]

) "FnBOD%% BWTHFHIOAEEN RSN TN D,

o LBEERORWEMEEEERD H HRIGEIRARE R EY é%ﬁﬂéﬁ%

o ELFBRBEORT—VM ED oEMBAEEE IR AMERHRE

7233, BRAF BEFEERZHTHHREIB W TIL. BRAF BERICZ 3R bER
v‘za &

@ TRICHKYT2EFORERMERAF B OV TR AR OAMEPHEL SN TR

P, AR OEEXRL R LR,
o fOFEMEES LR LTREENDBE

[Z&Hic BT 5 %EE]

D FTRIZEYTIBREZICOVTRAFOBRENZER L I TNE I &hb, BEZTT

PR L, _
o FFORSIR LBEEDCBEEREDH 5 BE

@ WEAOFEIZIV TR w*é‘?é%% DT, RRIOB SRR S

B3, ALOWEFRIRES R VEEITIRY | BEICARZERT L E2BRTE S,

o FEMMEBOAHFXIIEEDHDBE

« MHEGRE CHERZ LR ?sb6%%&@%@’&@75&%?&?%5@%%@%'&%%
%@Bﬂﬂ;ﬁ%r@fﬂ:ﬁﬂ%Bhé%%‘ '

«  HOGEREBROAPE BMARELIXEREDE Eﬁrﬁ%@@éﬁ)ﬁ@
HoBE ,

o [EBBEE (GhHERBHEELZE) ObLBE

o EEORLNIIREEZETHEE

e ECOG Performance Status 3-4 2 D B3E

@2 ECOG 0 Performance Status (PS)

Score

ER

0

£ BERKERTE S, BRMLALBREESFHIRRIITRS,.

AERCE LWEBISHIRE NS85, SITRIRET, BIEEXE > TOMRIITI Z A TE 3,
fl : EoFRE, FEER

BATRECASDHDEY OZ LiFT_RCASEESEERTERY, AFRO 50%UA LI~y FATHIT,

Boni-ESOEDEY OZ L LATERY, BHO S0% EEXy FAMEFTRIT,

SN -

SENT 2V, BADHOEDOZ LR TERY, BEXy F2RFTRIT,
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6. RETRLTHERTNEFH

O BAXEFITMZ, MERGEEPRET 2BHFICESERF0BIER B IEMFE
RAODITLBERERETZICEB L THLERTIZ L,

@ REBRLRIZEL D, BEXIZOFRICEDHERVEREZHOHBA L, AEL2E
ThoRETBZE,

@ ERBHERO~X YA MZOWT

FEMEREE RS SDIE 2 LRHBDT, AROREREITH>TIL, THE
K (B, MREEE, %) OmBERVORET X BREOERS, Bir+
FTATH 2 &, £y BRECH L THE CT, v —r—S0RELZEH T
Bk, , |

infusion reaction 238 LD Z &35 5, infusionreaction BFBH b IZHEIZ
V3, BEURLABEEZITI &L bz, ERBEET 2 E TREOREEZ +2ICBIE

TBHT L,

FORBSEEREE, TEAMERERVRIBEERER Db I LR b B0
T, AF OB ERMITR OB EHIRE I ESNIC N WAERE (TSH, B
T3, EBE T4, ACTH, M arFY—VEDRIE) 2EHmTHZ L, S
FRgREEE. BILREARH D bNBE I L BiHBDT, AEOEREELITE

OB BRI ELICFTSERE (AST. ALT. y-GTP, ALP, EULELE

DHEE) BEHETS L, |
SEOER CEARIEERAALET) SOBERREERD LIS
ZEWBHHDOT, EHNCROEEOFELHERTHI L, £, BOREN
BOLNLBETIE, EONCERRBEERLT 5 L) BELRET 52 L,
AFOBEIZL Y BECRBERIGICEET 5 &£ X b 58X REBSRKE
RHbbhDZEiHb, RENED bNBEITT, RRLLERTE L
P00 L IRR A O RN & L ORI RERIBE 21TV, BEDRSE
Rz & 2 BIfER SR 2 BAITIL, AROKRER TP, RUBIBERE
NEVRADBRES 2 ERTZ L, 2B, BIBRERNVELOREIC LY EIHE
ROUERRD bNRNBEITIE, BIBRERNE L LSO EmEH o8
bERTDHI L, |

BERTH, BER Ky AREL T LEHERRRET B2 L B3b B0,
AROBRERTHICLBHER ORBCHACEETB 2 L,

1 BOBERYS (BIEE | BUERB 2 21e) b bbh, BRFES, F7Y F—vx
CEBZLRHHOT, OB, B, BHEOEROERCOEED ESIc+
DEBETHZ L, 1 EERFARDNBEITITREEZFIEL, AV R VR
FDE\ELEDFE 2B ZITO Z &,

@ BIRTBRTREL2EREGEREICERATARICE. AHOBERRARICEWNT, #5
BRZEDN D 3 W AL, ENLAKEIL, BEBRLE D 1 FERIX 6 38R = & 1A RMEDETE
fiziT> T2 & 2BEIT, FRREFIIEHNCHROEREZITIZ &,

® %é@%&mﬁﬁ%éﬁﬁﬁmwﬁ%ﬁ%%&&LT&%?%%KH;Kﬁ@ﬁ%
RERIZINT, BEFBEHSERERE T 12 BRI S L KEMEDRMEIT> TV
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T L RBE. ARORERIIELRNICHEORERETO 2L, 2B, WERE
BEE LCHERT AR, AF0BRSHMIT 12 VAL TLTAIE,
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RBEEREET A FT 1
L RaTul X7 (GRETHEHRL)
(RFE4 @ %4 M—F RIEHE 20 mg, ¥4 M—4 KIS 100 mg)
~EHHRAR TR Y L E~

FRR2 941 1A (£ 1 2 AKET)
B A8



B

LI
| RAIORR, TEFIER
ERRERAE
FEERIZ DT
REXIRERDBE
RECELTEETREFHE

AN S ol e

P2
P3 -
P4
P6
P8

P9



1. XU®Iz

EER OEMME - REMORRDO DI, R CESESWEEERFERRRD
BB, S5, EEOREHIFORSIC LY . MEERRA ¥ OBHA 2 58 EFIH
FEESNERINZTT, 2hbDERS 2 B LERBECRET 5 2 L NRED
MEL 2o TRV EEMBCEY L WEOEAFE 2016 CER 284 6 A 2 B EBRE)
BWTYH, EFMEERREOFERAOEEILIEELZRDLZ L L ENTVWAS,

PR REERRL, REERCPEEN T T 7 A AV REEOEER L B b1 E
RBZERDD, TOD, HIMEROREMEICET A BERN+OEET S E TOM.,
WY ERROEELRZI S LRAHMBE SN BEICH LTHERATS & L bz, BIfE
FNFE LB BB R & B 2 L N — T OB 2 T E R R A
THZLREETHS, _ |

LIt o T, BAA RIA 0T, BRERMRZNE TICB DI T\ B EFIEEN -
Rp Rz 5% UTOERROREMER S HET 20 b RERERE, 2
FROBESEY T, ‘ |

BB, ATA BT A 03, BTEIEA B ERSEAAE, ASHEEARA
BRI S, —BHEEA B ABRNBELS R O — IR A B AR MRES OB H
b B LT, ‘

KL RDERES XA M—F JEHE 20mg, ¥4 b —F EHEE 100mg (—
B AT Y XvT (EEETHEREL))
MR RAPENIHR - BRIEREOHHRM KT X ) V3 E
HRLROFERVAR  BF. BAIIE, RAaT7n) Xv7 (BETFHERZ) LT 1
' [E1 200 mg % 3 BEFRE T 30 25T TRFHET 2.
Bl % IR % ¥ #F: MSDBRASHt




2. $ﬁ@ﬁ& TERSRF

XA M F RIERRE 20 mg KU 100 mg (— &z-«A7u)xv7(ﬁh%mm
Z). BATF TAF] v 5,) X, PD-1 (programmedcelldeath-1) & ZDY H> FTHS
PD-L1 BN PD-L2 & DAL EBEEETS, & MbIgGs &/ 7 u—TVHRETH S,
_PD&ﬁ%ﬁTﬁ@ﬁﬁ%ﬁ%ﬁ#B%ﬂétbﬁﬁh%@ﬁﬂﬁ?éi&ﬁﬁﬁ@
RA v FTC, PD-1 13, BERRBICISWTESEE T MREOMBREICERL, Aok
ERS S ANE BRI SERIGZHMET 5, T2bb, PD-1 Y F R
STBZ LI VRESRECLD VS FAVEEZACHETIZEFETH S, PDLI
DEFEMBICBIT A3RRITDT M THH., £ OBAMBTIE T MEOBE 2
21E CRRICRE LTV 5, BAMIZICET 5 PD-L1 ORFEBIT, BHIME, RS,
FFAERORE. DRELE. BRI R & 04 RRATFERRAF TH Y, BVERFR
L OFEMREE STV,

BROBADERNHTH & PDL1 BEOMBHEN S, PD 1 & PD-L1 OREKIIEE
DFFEEREZ BWCTEERBEZHES - L RBRINTRY . Hi 22 AREOER &
LT STV 2, '

. AFliX. PD-1 £ PD-L1 RU'PDL2 O Y Hy ROBAEZEET - Lic k). B
WONBE T OIEERROMIBEEE T Vv SReE b, fBRAEEFEEL.
T3 L THIBBSHRERET B,

AFIOVERMAFICES GREOCRERISIC X 2BIEA%S 5 b b, ERXIFLTI
 EAFREERD S, AROBREDRRERICIE, BEOBER ATV, RESHE
B BNEBA T BB L BRI U PR L R 2 O EE & s LTl
B RERIZNT 24TV, BEOAERGIC L ZEWERAREDN B BAICIX, BIBRERV
E LR DOBRELOBEYRLEBEETT O BERD D,



3. EEPRRRAE ‘
B ITREEE OB RM R D% Y LB ORBRFIC G 217 - 7o EREERREBR O
BB &R '

EaiE] . |
Eps4FI% /I8 (KEYNOTE-087 3X58) ' |
BREXIEEEOHIRN A DX V) LV oERE 2104, BAAN 10 flEEt) OUT
D 3 DOIF— MEREIT, FH 200 mg 3 BREEBREOEIER VREMIHRE S
ni.
- BREMSEBERTRIC. TLrYEivd RRFUIC L ABEYS T -8
# (ar—1r1) | ‘
- BREMBAEBEEESTHY . hoTLr YR v RFFUICLBIEES
B BE (aF—h2) |
- BSEMEBMISBEIETRIC, 7Ly YE i< N FFUIC L BTER (—RISEY
TR EEREO—B L LTOT LYY E s RF U X BFIREITE A
W) BZITTORVESE (3Fh—F3) '

28, EHEEHE CEAETAED b BAIs. EEETETHERSRD bR
ZDOBERMICRE L TV 3 BE T, REUBEOESTE CRBETARD b5 % T
EEIOBREERGET S L BTRELE Shz, TEFMERTHLEDHR (ET WG
criteria (2007) IZE S FREEIZ L 257%2EL (CR) XiiEH4oHES) (PR) OFIE) 1%
#F1OLEBYThotk, 28, FHCRESNEZRESPEIL., WFhoak—kd
20% T -7z,

#1 %‘%ﬁﬁm (KEYNOTE-087 aw

zF— b1 adm— b2 aFk—h3

(694) (8141) (60%1)

52T (CR) 15 (21.7) 18 (22.2) 13 (21.7)

p— HrES (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1717 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

PN 3 (43) 2 (2.5) 0

F$h= (CR+PR) (%) 72.5 65.4 66.7 .
(95%(EE X ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Z2atE])
ISR RSB (KEYNOTE-087 RBR) ,
HEESIIRBRAMET 202210 4] (96.2%) 1Z5R» i, BIfEMIL 144/210 £ (68.6%)
TR bz, FEER WU LOBIERIIR2DLBY THoT,

£2 REEN5%ULOBWER (KEYNOTE-087 HER) (?ﬁﬁﬁﬁﬁﬁﬁ@)

Dagrdll k433 (SOC: System Organ Class) g%itﬁ(é/g:
HAEE (PT: Preferred Term) ; 2"1 ol
(MedDRA/T ver.20.1) . : © 4 Grade Grade 3-4 Grade 5
2BI1ER o144 (68.6) 23 (11.0) 0
MmRE LY RES o
BB E . 11 (5.2) 5 - (24 0
PSS '
R IETE 26 (12.4) 1 (0.5) 0
BEBEE v o
T - 15 (1D 2 (1.0) 0.
B - , ' 12 (5.7) -0 0
—i « REEER L URSHALORE ‘ : « ‘
S 19 9.0) 1 (0.5) 0
B ‘ 22 (10.5) 1 (0.5) 0
WEREE , ' , .

BB 1 13 6.2) 0 0
FEIL SR, MOERE L UWERRES : , :
737 ' 12 (5.7) 1 (0.5) 0

BER I UETaREE ;
%5 16 .(7.6) 0 0

2, EEMERERIZ 6 61 29%). K% - BEOTHNE 3 #l (14%), #HEEE
(X5 - NU—IERBES) 13161 (0.5%) . FFHARREEIL 8 1 (3.8%). FURIRISERRE
13 29 4 (13.8%) . ¢ - BRBUHRMAEAE 1X 2 1] (1.0%) | Infusion reaction 1317 ] (8.1%) |
RE OB 2 6 (10%) ROLHKE1E (05%) TR®bh, £, BEOKE
R (SRR, SWAK. EREES) . TRAORERE, BITRERS, 1
R, BHeEE (ROTHMEEBAS) . Bk, BESENE, Mk - BEL, &
TR I /IR PSR BERS, PR ML T B OSRSFRRES IR 72 v o T ABIHEFIFEE
RILIBEES (BRREEERZET) 2EDEHERETT, |



4. ﬁﬁﬂkob\'(‘

AREHL L THEARERE (2FfRE) 75=n%ﬂi6nfb\5 Lo, HERELE
TNCEMTE IR THIALERD D, 20OLT, ZFOBRERE2BELDH - 4
EL, AROREC LV EEREWERZRR LBICHET 5 Z L BBERD, YT
DO~Q@DFT_RTEMTHRICBWTERT A RETHS, '

@ HERIzONT

D-1. FED (1) ~ (5) OWVWTNNITHEYUTIHERTHB Z L,

(1) BAEFBREIEET BN AZRERILARRS FERRSADREEILSR
HiE A3 ARSI E B IL RO, HUIES A BRI &k)¢¥mm$7ﬂlﬁﬁﬁ.%6

R | |

Q) HEHERERIE (ER31E4 8 1 ArEA : 86 )

(3) FEFRAOENIEET I BADREERE BADREERERRE. NADRERE
Wb, BABDREEREERR R L)

(4) SSRIEFREZEZRE L. SSRLERENE | ISR RRIENE 2 Ol
WRDEHZToTWAIER (ER294 7 A 1 BRR ;2531 HEsk

(5) ABMEBBAAST EEMEOHEREEIR D BHEIT> TV SRR CER 29 4 7
A1 BERA 21287 MR

D2 FHHROKIFLY L EOLBRIER CBIERRERRORSIC+4 72 mmk L s
B OEM (FROVPUMICHKSTZER 2. YEBRBOARICET 518%0
ELEEL LTRESNTVA D L,

#

«  EMRFRER 2 FOTMBMELET LIZRIC 5 FLULEORATRROBRKFHE %
AT2TnBZ L, b, 240 ER, BPARYREREL LBRERZOHES
fToTWaZ L,

o  [ERiGFHFREE 2 EOHMELZET L2BIC 4 B ELOBKRRBREE LTS
Zk, b, 3EL R, ﬁml%ﬁféﬂir@hh%%ﬂ?{f% LR R MR ZFE DOBHE
BITHoTNWAZ L,

) I%I"J@E%nnﬁ*ﬁ%‘ﬂ@ﬁiﬁ idelnka :

ERMEREBRNFETIELENRES L, BECEN LD FE?EL’J? b, A%k - &
ERERZNFROFER CEMFICNT 5 BHREE. FEERRRBE LG ORE
EE., FRELHIUTONLEHINE-TNE T L,




® BIfER~ORBICONT
@-1 HERRikHlic B 3 B4 A

R RO BERBIWERNIA LBIc, 24 BRESHRAR O T, YR X
IR I BT, BB L BIERICE UTAREER O CT % ORIFEA BRI X
BEAREOEENY AFICBLN, EHICRTREREHAE-TVE L,

®-2 ERREE L I3FEESNGICETES

NABEICED S EMFNSBRR UKL ET EREESNLEERT=2 Y 7
BEDEERDOR Y ) —= v I ETFVERE LERZ LA TE 2 F — AEREHIFE
BENRTWBZ L, 2B, BEEREICOVWT, BABE L EZORRCHFICAMshT
W3z,

®@-3 BIfEA DI L T

BIVER (BEMFRBICMEZ, KIB% - NBJ - EEO TR, PRS- SuiER
W, SHEEE (RAMTREEBLAL), NowEE (TEAEERE. FRiEgE
R, BISHEEE) . | BERE. S5k, B - BMEUGRRE. K. EEOK
BREE (RSB, SO, EREES). infusionreaction, B - BERER.
BREGESRE., BREE (¥ - ANU—ERHS) . LHKX. EELOLEEE (K
MM /RO MR, WhERm, R, BEMEES) . LRERERE, &
) oL T, MR ULERERREOEMEZ AT AEM L EEL GIERAD
BOXIGICE L CIRERUOXEL ST b A& 5 L) | ELICENRAES
TEBEERESTNE I L, : ~



5. &#ﬁ%ktéﬁ%.

[BE2hiic B+ 3 EE]

Ko E%ﬁmﬁﬁm%ﬁ;ﬁ#éxmrm@@ﬁ%xm%mi@ﬁ&%f/#/J/
MNEBEICBOYTAFOEDERRINL TN S,

@ TRICHEYT 5 BHFIHT 2EFOBRERERFEIC OV TIL, FARIOBEEN
X INTELT., FROTRERNBL 2L,
*  [LFRERIGROBE, '
o fLOTEMEEREH L DG,

[ 4tz B 5 =E]

O TRICKYTIEZFC OV TIHAFIORERBEL ShTWE S e#% BE5&#1T
bipnwz &,
o ARHIDOREGTR LIBBREDBEREREDH 5 BE

@ ﬁ%ﬁ@ﬂﬁkﬁmf?ﬂ_wéﬁé$%_omfm:Kﬁ@&&i%ﬁéh@m
B, MOBRBRRESZVEEICRY . BEECARZERATIZL2EEB TS,
«  MEMBEBOSHXIIEEDD S BE ‘
o MEEGRECEEE LR 5 BE R UNEEME D BRI S R0 R Yt i 2

BOMICREEELRA LN D BE
. ﬁaﬁfﬁ$®Aﬁ.RHEE%EHL<ﬁﬁ%i®§ﬂﬁfﬁ%®%ﬁﬁ@
- HBEE : ’

- [BRBHERE (SnBMRBHEELED) O0bsaE
o REORBRLEXIIREEETARE
*  ECOG Performance Status 3-4 &V gEE

D ECOG ® Performance Status (PS)

Score | S

0 ‘é(ﬁ%&<%ﬁf%5 %ﬁmkﬂbﬁ%iﬁ#ﬂﬁ&<ﬁiéa

AT LWEBNIHIRE N 323, HITARET, ﬁﬁ%%FoT@ﬁ%ﬁﬁil&ﬁf%én
Bl BWRE, FHEX

RONEESOFOEDIOZ L LHTERY, BREODS0%UEEXy FOBFTRIT,

| <&V, BOEDOEY DI L3 TER, B2ty K BF RS,

B WIN -

BITRIECHSDHDEY O Z L X T S CTAREEREZIITERY, BHO 0% EIXy RATR ST,




6. BEIZELTERT&TH o

D FACEZICNL . BEIREEE NIRRT 5 ERHEICE S & REORFER USEER
BAOSIHBERERETFICEE L THOERTD I L,

BT AT b, BEXIIEOFRICAEER OEREZ +2BHA L. R %5
ThbRETHI L,

ERBEWERD<R YA MTOWT

@

®

REMREEND Db Z ERH DT, FEOREH o TI, FIHME
W (BT, IR REE, W) OSBRI X MREOCEES. SR+
Arﬁbzaoityﬁimmufm%(ﬂ\mﬁv—w—%wﬁﬁ%im?
T, )
infusion reaction &b HHND T LB H D, mfusmn reaction 3388 HNTH/AIT
= ﬁ@&ﬂ%%ﬁ5k&% L ERAREET A TREOREL T HICBIE
THZ L, ' : :
FOREHEEREE . TRAMERERVBIBHRERES SOOI I LEHDD
<. AR OB EEGHROCREE I ESN A IEERE (TSH, 8k
T3, g T4, ACTH, MHanF Y/ —VEORIE) ZEHBTHI L,
ﬁ%%ﬁ%\@mﬁm%%ﬁbgbhélkﬁ%éwf\Kﬂ@&ﬁﬁ%ﬁ&
OB EHETITERAfTHABIRE (AST, ALT, y-GTP. AP, & yrers
DORE) #EETDZ L, ’ | ‘ ,

B 5k IIEARMIIEERALALSD) SOEERBREESHODND

;.k?bi‘a'bé@’c EHIRINT E@%ﬁ@ﬁﬂéfﬁ%@ﬂ‘é:to e, BROEREDR

T b EAIIE., BONCEREEEZZR T LOBELRETLI L,
xﬁoﬁgk;w BEORERIGICEET 3 &£ 2 bn 54 RERORE
RpbbhdZihs, RENTEDONHEACE, RRLLERIE LK
B PR N & IRER A O & L ORI BRI 2T\ BEE DS
RS L 2 BIfER REbh 3 BA ik, ASIOAREIHIE, RUBIBRE R
AEVEOREEYEZEETHIL, 7B, BIBEERVEYOFREICIVENE
B OMERTRD HIRVBEITIL. BIERERAE v SOz 0B
LEETLIL,

BEHTH, BORM» OE ARB L CHLRANERPRERT 2L RH DD

AR OBREXKTHRIZCHEWERORRICHFICERET DT L.
lmﬁﬁf(ﬁflﬂﬁﬁf%ﬁb)m%%bh\ﬁﬁfiﬁb7VP—vx
WCESZ L RHEOT, AR, B, EHZEOEROFERLMEED EFIT+

_%&ﬁ#a:ao1ﬂﬁﬁrﬁ&bnt%%mmﬁﬁémmb‘4yx9y§

OB ELEDBEERMEEITI Z L,

AR DOEERBICRWNT, BEFEND 1282 LICAEDFHEZTT> TVl
L aBE, FARSPIEHMNICERRE CHROWBEITI Z &, '



REEREETA FIA4
RhATnY A<+7 (BEeFHEEEZ)
(R7E4 : ¥4 M —F REBE 20 mg, ¥4 b —F JiFHE 100 mg)
~R¥ LR~

_H

&zgﬁlzﬁ(Aﬂmﬁlzﬁﬁﬁ)
Eé%@é



E&\

XU DI ' P2

AHFIOEH, TEREF P3
B PR AR P4
MERRIT DUV T P7
BREXRLIRDEBE P9

S i ad a i

BECELUCEET_XEE P10



1. Uiz .
ERHOFZNE - BREOHEROTDITIL, FITEZICESWEBERERRRD
bid, BT, EFOREEMOESIC LY, FKEES 2 & OEHH 2 TR
FEERPEABINDIF T, ThH0EERZEICHNERBEICRET S 2 L SAERED
BRELR-oTRY BEMBEE L EDOEAFTE 2016 (FRL 284 6 A 2 BHAZRE)
CBNTH, EFWERREOEAORBIIEEZRE - & L S TS,

FREREFERRT, EREACREE T n 7 7 A VABEOERR AL MCE
RBIENDHD, TOH, HHERORZEMICETHERN+0ERT ST TOR,
WHEELOBEZEL ROIDIEPHBENIBECHLTERTD L LB, BIE
RBRBR LRI RBERM S % & 5 2.8 SRR —E OB 2 - 3 E RS <
THZENEETH B,

LeB3o> T, RAA R4 T, BRBEESCZRE TIREBLN TV AEREEEY -
BEHRHICESE, LTOERRSORERERZHET 3B A DMEREG, £
FROBREFREZTT, .

BB RHA RTA i, MIITEEAE RS ERS SR A S ABRPEEANBAR
- BREBFS. —BRAEEEA B ARBREANESRU—RHEEA B ARBRER 2 DOH
CSIob EERR LT, '

XL IR BEEER %A b— & SIEETE 20mg, ¥4 M—F AR 100mg (— |
: s RaTa ) X<v7 (BEFERZ))
MR ERDPENIHR : DA CERER ICHEE U BB R LR
HBERIRERVRE : BE. BARIZ, Roa7n) <7 (EEFE#EL) LT, 1
5] 200 mg % 3 FWERIFRE T 30 Mg TAFEET 3, '
B ¥ IR % % % : MSD At




2. RO, ERRF '

XA F— & EEHE 20 mg RN 100 mg (—iE4 : RATu ) X7 (BixTFHE
z). T T&# £\ 5,) i3, PD-1 (programmedcelldeath-1) X Z£DYHY FTHD
PD-L1 B PD-L2 & OfAZEEMRET S, ¥ MEIgGs &/ 7 u—TAHETH S,

PD-1 ¥ 1L T MM a s EStRME > DYk B T2 DT S AR AFI 5 2 sl
AA v F T, PD-1 13, RISV TSR T AROMIEREICHKE L, BERk
‘Eﬁm%ﬁﬁxﬁgxm@ﬂ&ﬁﬁﬁm%ﬂﬁﬁé F7bb, PD-1 Y F U FER
AT B LI VRESEERICLS VI NVERERAICHIET 52X EARTH D, PD-LI
DERMBBCI T ZRRTLTHTH P, £ OBAMETIE T MBS ZMA
21ECBRICER L TVD, BAMKICET 5 PD-L1 OFREBIT, BHIISE, RS,
FFHmAcRE, SRELER. #wﬂﬁﬁﬁﬁgwﬁﬁ&ﬁbﬁ%ﬁxam%f%D\ﬁmiﬁ%
& OFBEERHRE I TV S,

BEONRAOEERTF#% L PD-L1 FZHROMEAMES S, PD-1 & PD-LL @é"ﬁﬁiﬂi{%
DAEERBEIC W TEERREIZE S &wrwéhrkb B -T2 B AIREOER &
CLTEIF SR TS,

$ﬂmIml&HHA&UHMJ@ﬁJﬁ/hwﬁA%mifé & XV, EE
WoNBRSE P OEFEFREREEE T U VREREEMAL &8, RUEBAE BRI
43 L THIEBIRERET D,

$ﬂ@¢ﬁ%§ﬂﬁd<@Ewﬁﬁﬁmul5@¢%%ﬁ%6thE%XH%tK
567%&#&6 AFOREFROBRERICIE, BEOBEEL ATV, RENFH
Yoy hiet- ) Mv%ﬁbt$%umbtﬁﬁwﬁﬂ%kﬁ%%ﬁOE%k@%LTﬁ
Bl 7262532 %%ﬁw BEORBERIC X ZEWERR DN 2 HEICIE, BIBRERV
ELEIOBELEDOBEIRMBEITO UNERH D,



3. EREREUE '
DBAAVFERIER ITHEE U RIBUBRTRER R ERE OASRRICE M2 ITo =242
EERRBR DAL T T S .

[FzhtE] -
ERREFRFEMAERER (KEYNOTE-045 R
77 F TR e EDCRRIEET AT 5 RIETEIESEORE LEERE
54261 (BARN 52 BlZETe) R8T, %200 mg 3 BRIBRRE OB HER VS
PR, ABFEE (N7 ) Z3EL, FEFSE/AXIL vinflunine) 225t e LTRSS
i, 28, EEHE CRBETIRD b Ea, ERETERTERIRED LI
RVEORRFRINICEE LT\ 5 BE Tk, KEUBOERIHE CREETERD bh 3
ETHANDOREL MRS 2 Z & NFRE L Shie, TEFME B IT2EFRR (0S) RO
EHBEATHN (PFS) & ah, AFNIMBEELHBR LT, OS 2ABIRERLE (B
1 RCK 1 ,
*1: IS F AR R TR (R RIORBETEROLAE, RO I FTRAR R
(CEEIRIRIC X BA530 - HFL B LSERREE 12 0 A BUNICES L BB AN bz,
*2 1 AR T vinflunine IEIRFEBTH D7D, W7V FXEANI FEZFFEAOOTRNEZRL
T



# 1 KEYNOTE-045 ?ﬁ&@?ﬁﬁb ﬁﬁ%ﬁ

- A%l 200 mg %==2-3r
Q3W .
(270 1) (272 #)
osf FfE [A] 103 74
(95%{SHE X f5) (8.0, 11.8) (6.1,8.3)
NP RE 0.73
- (95%(EFEX ) (0.59, 0.91) —
ER 0.002
PFSTl il [B] 2.1 33
(95%{EHEX ) (2.0,2.2) (2.3,3.5)
NP REE 0.98
(95%IERR X M) (0.81,1.19) - —
p s 0416
t . BREEIEOFT—4F (20165EF9 8 7By FAT
1 J@R Cox KN — FEFIMT L BILEERIE L DHER
$:BRle 7T v RIE
I« RECIST HA K5 A v 1.1 RIS < MSr i Juf)E
Q3W : 3 BEHAREKE
100 7]
90 -
80
70 1
£ 60 o
B 50 1
ﬁ 40{ "-aw-e
3.0- MM——N
20— amocmg GIW
10"“ - CPEE
002 4 6 8 10 12 14 16 18 20 22 24
at riskE - EREmA)
FF200mg QIW 270226194 169147 131 87 54 27 13 4 O
e 7 272232171 138109 89 55 27 14 3 ¢ O

1 OS ?® Kaplan-Meier gi## (KEYNOTE-045 3R8%)




[Z24i4])

EREFEMAERER (KEYNOTE-045 3ER)

BEESIIAKIRE 248/266 B (93.2%) & OMLAEBRIERE 250/255 5 (98.0%) 12580 b5
. BITERIZ T2 162266 Bl (60.9%) R UMLEEMRIERE 2307255 B (90.2%) 3R
bivle, AFIBECTREAZEN 5%ULOBIERIITEDO BV Thotz,

£2 BIERMR5%IUEOBHER (KEYNOTE-045 5B (MM o&EM)

BEBIKSER (SOC: System Organ Class) wféﬁlj(;/;)
FAFE (PT: Preferred Term) o
(MedDRA ver201) 4 Grade Grade 3-4 Grade 5
LA 162 (609) | 38 (143) | 4 (15
RWEE
EF#:B&JI%“E&T 5 - 15 (5.6) 0 6
—Fﬁ - 24 9.0) 3 (1.1 0
. =i 29 (10.9) 1 (0.4 (B
—ft - 2FEER L OBRERAORE , '
R 15 66 | 1 (0.4) 0
B O NER ) i
R 7 64) i) 5
Rs TR R ‘ e
o RERR ' B 0 6
BRE L UE T akEE
Zo5EE R 5 !
%2 22 (83) 0% e

23, AFIBET, BUER L UCRIERIESRIL 1061 (3.8%) . KBk - BEEOTH
X761 2.6%) |\ HREE (X7 NU—ERERS) X146 (04%) | FRERERE
1461 (53%) . FIRIBHEEEREEIS 23 4] (8.6%) . BIRMEREREEIT 14 (0.4%) | Bk
REEE (RMERMEEEBALS) 14 (04%) RV Infusion reaction /% 1 %1 (0.4%) i
RO, £o, BEEORERE (REHBERERERN,. SHOH, BEXEES) . T
ERMREREE, | IR, Bk, B BNERARE. BEGENE. LHE. Mk -
BRI, 5 &0 R, B/ MR EEETR, B m R OREREIRD L
2o lc, ARERARERRIIBESES: BERREERFZ2ED) 25 0ERELTT,



4. ﬁiﬁs?&h_ob\'c

%#kbfﬁﬁ&ﬁﬁﬁ(émﬁﬁ)m%ﬁahfwé Ehih, YHRELE
@;%ﬁrgém R CHENENRD D, TOLET, ARORENEY 2 BEEBW - 5
EBL. AFOREIC LV EERBERERHA LBICRRT 2 2 EBABRERD, BT
PO~@DF AT E W RSBV THAT 5 & Th 5.,

@ HBIZONT. o

®-1- E®(D’v6)@th#uM%T5ﬁﬁf%5 &,

(1) BEAEEBHRESEET 3 BAZRESELARRS EEFRS ABREEILRRE.
%ﬁww%ﬁﬁﬁm URle. HURASABEREERY) (SFTETA 1 BRRR 436
HEER)

() %EHRERlE CER31E4 8 1 AFR : 86 fak

G)ﬁﬁﬁ%ﬂ%#ﬁm?é#h*ﬁ@%ﬁh(#h ﬁﬁ#%ﬁrh 2 A R
BRke. BSAREEEHEERRR L) 2

@)ﬂ%k%ﬁ&%%“ﬁb'%%m;ﬁ&m%1XH%%M%%&ME2®m R UE
WRAEHEI T TWAHER (FER2947H 1 BReR - 2531 JERR)

(5) MEMEEFLSEEMEORRERIMRIBHETo TV SRR (FK 29 & 7
A 1 BERR ;1287 HEER) "

®4‘R%L&ﬁ@k$ﬁ&&@@¢%%ﬁﬁ@ﬁﬁ 243 72 il & BREBR 2 O IERD
(FROVWFRHCHEYS T2 EM) B, YRR OFAICET oHROBREEL L
TERESILTWS Z L, '

&

. EMRHFIRER 2 EONBMFHERET LZRIC 5 EU LOBABROERIFEL |
FoTWBIZ L, 5b, 2R, DAEDERESE L LEBREEZOWMER
FToTWARZ &,

o  EM%FIEE 2 FOFHFHELET LIRS 4 P _EOWRBERF ORI E
PIFoTEY, b, 28 X, RELEBORARYRELSLRAIREDORR
ERHEZRIT-TWBZ &,

@ BRACEEXRFREHROERITONT

ERAFREREET S EEENRE SN, MECE, b ORRED, AME - 2
MR BN OGE R CEMS T 2 IEHRRMt, AEERBRE LLEEORE
I ERFRNITONEEHIBE->TNEI L,




- @ BEMER~ORMIRIZONT

®-1 MERAHIC BT 3 Bl B
FEMERBEOEERBIERNRA LT, 24 BERRASIOT., Y%HERX

TEEERICBWNT, BHLULBERICR CTAREEL U CT £ 0RI1ER D&z %

C ERREOBREPYBEFIBELIL. EBICRGARERERINETWHZ L,

@2 BREEEIC L FEESNRICET 22N

BABRICEDZEMANZABREVOEREL2ETIERKEEENBERE=ZY 7
EEDLEERDR Y V==V P EITVERE L IR 2 18 TE 55— ABEREH 2%
BENTNDZ L, 2B, BHEFICOWT, BARE L ZOFEICHSICEARENT
WaAaZ &, _

@-3 BIfERH R Er- R LT

BER (MEMRERIZML, KEBE - /DNBR - EEO TR, FHgeEEE - B ke
TR, BHEREE (RETREREAS). NoWwEE (TEAEERE, PiRRgee
FEE, RIBHMERES)., 1 BERR. 558, HX - BEHREE. B, EEOR
MR (RRERBIRERRE. SATH, BAAES). Infusion reaction, F% - BEIRL,
BEMHENE, HREE (F7v « NV—EGEES). LR, BEEXNKEE (fE
MM/ RBAD HEERER, MR M, RIFRE, EBEMNIES), MREREREE. &
%) TRt LT, YR UL EEREE OS2 AT AEM & EE L EIER®
WM L THEBRUXEZZIToNI&EICH A &) | ELITETRABN.
TEBEHENBEoTVNE D &, R :



5. BExHLRDBE

(&I B 5 HE] | »

O 75 F AT ST LERERELE T 5 BIETE BB ORYE LEBO R
FLRBVTAROEPEBRIES LTV 5, | |

@'Fm_M%féﬁﬁ_ﬂ?é$ﬂ®&$&wﬁmﬁ&_owfi ARH DA
ST SN TR LT, ARIORERGL RBR,
o FSFFRHBELLEREIC L ARREORVEE,
o EFOMBMLEEE, ‘
o fhoEMEEA L O,

(23 2FE]

D TREZYUTIEZZOVWTIEHARDORENER L INTNWDIZLhb, REZTT .
bnztk,
o AFHDEER kﬁb@ﬂﬁ@%&@@%é%ﬁ

@ é%%@ﬁﬁK%wTTﬂLuéTéﬁﬁkOWTﬁzKﬁ®ﬁ5ﬁﬁ%éhtw

. MLOIBEBRREN R WEAICRY . BEICARZERTLIZL2ERTE D,

o MIEHRKRBOSHIBIEOH S BE

. %%E@mﬁfﬁgﬁéﬁw5%%&0@@&@m%ﬁ%ﬁk%m%ﬁ%*
LD IEEELB A I D EE

o HERERBOAGE Xi@ﬁm&ab<mﬁ%ﬁmﬁaﬁ&ﬁ%w%ﬁﬁm
HHBRE

o lEzE @ﬁ@(%ﬂ%ﬁﬂ%ﬁ@%ab)@%é%ﬁ

o REEORENIEEEZETIERE

e ECOG Performance Status 3-4 &V D HBE

@D ECoG 0 Performance Status (PS)

Score | B

0 | 2<HEREDTES., BFRALALAEERIHRZITAS,

AEECE LVEBIIFIRE N2, SITARET. BIERERE > TOREITI 2283 TE 5,
Bl BWRE, FHIER '

ERMRCASDEDOED D= LixT_RTHRESMEERITERY., BFD S0%U LIy FATEIY,

1
2
3 | ROWEBLOHDOEY DT L LNTER, AHFO 50%ULENy ROKFFTBIT.
4

2{BIFRV. BAOHOEY O EREL TERY, TRy FAVEFTRIT,
| 9




6. EITEL TEEITREHIE .

O ACEZTNL, BUEIRFELE MR 2 B EIC S & AF ORI R USEERE
RO DITHEBERERETDICEBBFEL THhLERTHZ L,

@ WBERFRCEYD, BENIZORRICEIEREREZ +ARA L. REEZH

- ThbEETAZL, .

@ EREWERD<=XT AL MZoNT

FIEEMRBR D bbDZ L BHHDT, ARIOBREILH o TiE, FIHE
® (Btih, FEREEE, BWE) ORERUOKHEE X BREOEES, Bi8%2+
SNEATH T &, Eio, REIGUTHE CT, mF~—b—F0REZEHET
Bk, '

Infusion reaction 3% & 35 Z & 438 5, Infusionreaction 23589 b 7HE I
i, EERABEITD L b, ERAEET S E TREOREL IS
THIE, , :
FURRHEEEREE. TEASERERVRIBHREEERHODLNDZ B HZ D

T, KA ORE BB R OB G LM P ITESIC NS wEEERE (TSH. BEHE

T3, BE T4, ACTH, MH =L F Y —VEORE) &EHTS L, |
FrREEE, BILERERRDL ODbND Z ERNHDDT, FFDREEEETR
U 541 B B 2 fFEAERZE (AST. ALT. y-GTP. ALP, B U L L&
DBEE) #EETH L,

S ESER (MEXRMNMIEEREREZET) SOEERREERS LN
TeRHDOT, EHNOCROBRECTELHEFETIZ L, iz, ROREMN
BOONTEREITIE, BPHICEREBEZZR2T2L5B8F2HEETLIZ L,

FROEEITLY | BEORERISICERT 5 LB 2 DN R REBORE

BHLLNBZERDD, BERFOONHBEITR, BALEERIZSE U
BRI/ 2505 & RBR O EAD & EE U CEIRENS R 2T, BE RS
FGIC & 2 BUER P B B AT, AFIORETHE, RUBIBRER
NEVEIOBRELEREZEETA L, 2B, BBRERVEYOREIC LY EIE
ROHENRRD bNRVBAITIE, BIBRERVE VU OEEHEE 0B
bEETBZL,

BERTH, BRAE» LI AEB L ThHLEWERAREET A2 b A0,
FFIOREHETRICDENER ORRI S CERTH 2 L.,

1BV (BVE | BUERR S0 Abbbh, BREES TV F—v R
WELZLERHDHOT, BB, B, BEHEOEROREBRSCMEED LHIZ+
SEEBTBHZ L, | BERERRDNIRAIIREEZRIEL, AR 8
FOBEEDOBZNEBEITI = L,

@ AFOBERBICBNT, £EBEID 9 8%, TSR EEEND 1 /I
6 ERIMINE, BEBIMA D 1 ELME 12 BRI CEMEOIELFo T e
LEBEIC, ARIRTPEMC ERRE CHROBRBER S 2 L,
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REEREETA R T
Rr7ul) X<7 (BEFEEZ) |
(R4 : %A bzv—ﬁ,ﬁiﬁa%ﬁ 20 mg, %A }zv-—ﬂ'i?ﬁ%iﬂa 100 mg)
~EEE~AIRYT I M RREE

(MSL-High) %&7 % ERE~

Y3 041 28 (FRx4 1 2 AWET)
| | BATBE



Bk

SN AW -

IXEBIT

- ARIORE, RRBF

& R AR

HERIZHOWT
BEXNGRLIRDBE
BEZERLTEETREER

P2

P4
P9
P11
P12



1. IZUBIC |

EE R DFME - RAMORED T DITIL, A STESICE SV EERERSRD
b3, Sbi. IEEOREEHFOESIZ LV, FUREER R & OB 2 SR IERR
ﬁﬁﬁﬁﬁﬂwénamr\_nE@:%m%E_zgﬁ%%;%##5 L HEERD
EE L s TR Y L REMEGEY L WEEDOEAFTE 2016 (FK 28 4£ 6 A 2 B EEHRE)
BEWThH, EHNERSEOEROREMIBEZREZ L LS TNS,

FHR RS E R R . EEERRRAM T 1 7 7 A VBEEOERE, L LI E
RBTENDHDB, Ok, BHERVELEICET 3 ERN+LERET 5 ETOM,
WEEEE OBEEPH RIS L RHF SN BECH L TERT B L & bic, BIfE
ARARE LB LERIEZ & 52 L AR —ENEGHLH - TEREB cER
FHLNEETHS,

Lo Ty AHA R4 Tk, BREBECINETILELN TV S EREFR -
BRI RHICES & uTwﬁﬁmwﬁﬁﬁﬁ%%%@ﬁéﬁﬁmBMEEE# %x

FROCEEFEFERZTT,

RB. BETA BT A i3, MIATBIEA ER L ERESR SRR, /AEH:EI&‘:J\ A&
BRIEE S, —REFEA B AREARESR C—REEEA B ABERFES O
Db R LT,

WE LR AERR ¥4 M —F SHHE 20mg, XA bA—F REEE 100mg (—
B4 RaTu) XvT (BETFHEEZ))

ﬂ%ﬁaMﬂhﬁ #bk%ﬁ&%u%ﬁbt@ﬁ'ﬁ%@ﬁﬁﬁ747D#774
bTﬁEﬁ(MﬁH@)%E?éhﬁf(ﬁ@%&%%#@%@
HEICRS)

#ELRAMERVAE - BE., RAIKIE, RaT7m) X< (BEFHEEZ) LT 1
[ 200 mg % 3 WREIRIFET 30 KR CAFEET 5.

LU Ebi 5% % % : MSD &t -




2. FAORE. 1ERBF .

FA F—F R 20 mg R OF ABEHE 100mg (—iR4 a7 ) X< (&
B z), BUF TARAl &v5,) X, PD-1 (programmed celldeath-1) &% DY H
FT®25 PD-L1 RU'PD-L2 & DR ZEHEMEET S, & MEIgGs £/ 7 v —F il
Th B, :

PD-1 fxﬂﬁ&i T FERR R R B RAE D DI B 7o DI S A MR DSRIFE 3 3 e e HilE
AA v FT, PD-1 1%, BERREICBOCHESER T HMEOMEERICRKEL, BOA
BRGE S ALEXILAR BN EHET 5, Thbb, PD1 XY RER
ETHIELICLVREZEERICLE Y ST GERZACHIET3ZE/ETH S, PDLI

EFHEBICIITHRBRITLTNTHIN, ZOBRAMETIX T MIROBE 2Mz
DI CBRICER LTS, BPAFIRIZIIT S PD-L1 OERERIL. BHIE. RS,
FRMRRRE., SREE. FE/ NI & Okx RBATTFREABRFTH Y, EWVWAEFR
L OBEERHEI LTV,

BEORADOERE T & PD-L1 BB OMEEMEN S, PD-1- & PD-LI @ﬁ%&iﬂ@%
DFEBEERICB W CEERREIZE S Z LAVRRENTRY, %ﬁtfmvﬁ‘%@%ﬁﬁ &
LTI TW3S, '

ZAFliX, PD-1 & PD-L1 EU'PDL2 OF Y H o ¥ 0)#’—“/\%13&;—’?“5 LItk EE
BUNRETOERSENBRESE T V /z\ﬁz%lﬁrﬂtéﬁ PUEE % & BiEE(L
T THRESDRERET S,

ZIK%IJOM’E%%F?K%O“ BEOCHRERIGIC L 2BWERER S bbb, EEXIIFETIC
EDLWRENEE DD, AROREFTRURERICIT, BEOBEL STV, EESHE
D SNIE AL, BER L FRITS U B2 Mk & R 2 R OER L B L OF
YRR 21TV, BEDCRERGIC L 2BWEARRDN A HEITIL, BIBRKRESL
EVRIORGEDBEO R NE ZIT O BENR D D,



3. ERIREG& 4 |

BAACERERICEE LET - BROBEE~A 7 v )7 74 PREEE (U

IMSLHighl &\\5.) &2HT32EME (GEEM2ERSREREAICRD) ORBEE
(Bl 21T o T EREERRBR OB Z T T _

7235, TMSLHigh # B3 5 HB#] 2B L T, TPCRIEIC X Y MSI-High L HiE S 7z
%] #BET 554 (%) 121k MSLHigh (PCRIE) 2 H 5 58%F] LREL. DNA
I Rv v FEEREONRN D2 B2 ERTHEE (KB). T72bLIPCR EITLY
MSI-High Xidf@lfbsgee (AT, MHCI LW 5,) EIC kY I X<y FEEERE
DR\ CLF [dMMR] &2\ 5,) LHIEShBE] 2BHT 5%E12iT TMSI-High
RETHBE] LRELL, HCEIK L5 MMRRZE & PCRILIZ L 5 MSIIRED—H
11 96.6~98.7% FV TH B Z LERPE I TNS, .

[H5hiE]
OEEEILF S T AR (KEYNOTE-164 FABR)
Tofeel 3 DL RPEMEES. AXFVSITFUROA Y ITH /iﬁ@iﬁmﬁ%
2 X BILEREED b 5 ISR REE 721847 - BH O dMMR XiX MSI-High (PCR i)
‘M RET O - EBERE 61H] (AAXNTHIZET) ZREFIC, A 200mg3 B
Rk LT TQ3wWl 2w ), ) BEOHEMERCEEERRN SN, 2B, EERF
i TR BT IR0 DB AT, ﬁﬁa@ﬁ%wrrmx 1D B RVWEDBRINCE
EL T3 BETII, /k[ﬁ]u[f&@ B TRBETARD b E TARORE &k
BT B EREREE SNz, IE:ZFWEET&Z:%;M- [RECIST A KF4 v 1.1 AR
I ES < FREEI LB 5%4ES (CR) XFHAEY (PR)] 1220 T, ARBRICESE
Shie 61 BIDREREIIR 1 DLBY Thote,

<

@1 1 indor 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

) pgpmenghon iz 33\ C. THC HEIC L ) S R v FEEF 2737 Th 5 MLHI, MSH2, MSH6 X i3 PMS2
OVWFRIORERED bNRVBAIT AMMR, PCRIEIZEY 220l kDwA 7 uy T 7 bv—N—T
 RSEETFEOV A OB R S BA1C MSHHigh (PCRIE) CHIESHI

4



#1 %ﬁ%’ﬁ"'@%&t)*%%& (KEYNOTE-164 3RER)
(RECIST ver.1.1, ﬁ%ﬁﬁzﬁﬁ%ﬁlﬂ% PRME, 20074E2 B 0 RTF—F Iy M“?)

gx A B (%)
RERETR 61 B 39 B
2=%h (CR) 0 0
f‘rs \%}J (PR) ' 17 (27.9) 9 (23.1)
ZE (SD) | 14 (23.0) ~ 10 (25.6)
E1T (PD) 28 (45.9) 18 (46.2)
- HEEAREE (NE) ' 2 (3.3) 2 (5.1)
#%) (CR+PR) 17 9
(FEHh=E [95%EERE™] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

*1: BT RER. *2 AT ISRER O 5 © MSI-High (PCR k) 28T 5BH.
*3 : L , :

QEBRERZE DHEFE (KEYNOTE-158 3ER)

—WRIAFRR & U TIEER LR O b 5 ISR R R EST - B%0 dMMR Xik
MSI-High (PCR &) ®? 257 2BEHESE & 2HRIC, A# 200mg QW #ENH
PER NEEERRET SN, 2B, BB CREBETIRY bhiBailc, KB
T RR RS bRV EDBRRINCEE LT3 BE T, RELE OB
TREBETARD OB ETAFOREZMGET 5 2 L BEE Shi-, TEEER
THBEHE [RECIST FA FFA ¥ L1 RICESS PREBIc L 552883 (CR) X
X2 ER) (PR)] 1IZ2W T, MSLhigh & BB SN BICARBRICEG SN 83 fl%

(FN—TFK) DRERIER 2. ARRICRE SN 94 FIZITH1T B BIER OFERITE 3
DERYThoT,

£2 BREREDHRRUEDE (KEYNOTE-158 RE, 7V —7K) 1
(RECIST ver.1.1, EXMEMBITHSRERE, TRHEE, 2017£4 A28 AF—F I > bF7)

o g A BE (%)

REREIR 83 "1 28 4"
5EEZ% (CR) ' 4 (4.8) 3 (10.7)
ﬁrséz%;ﬁ (PR) 25 (30.1) 8 (28.6)

& (SD) 20 (24.1) 3 (10.7)

ﬁﬁ (PD) 24 (28.9) 9 (32.1)
HERE (NE) 10 (12.0) 5 (17.9)

#Z%h (CR+PR) 29 11
(Zh=E [95%EEREME"] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

1 AT NSRER, 2 AU RSERO 5 5 MSIHigh (PCR¥E) 2ET 3 B%E,
*3 . IEREE o )

) BT L iC A~T IS /A — 7 RO MSEHigh DEFERBAE ZRAANTZ I L—T K 5 b

BREN, FNV—7 ATIHIIME (RELER). ZAV—7 B CiIBEE (BERVEEORE), 7Ly -
Ly — ¥ —BREEBEEERL . JA—7 C Tidh, RE, /MG BB ERRUERBREOERASWES -

(BRI RERNSWER) . 7V —7 D T FENESE (RERVEESEEZKRL). 7
N—TE TCIIFERE (RELEE), ZV—7F T eE (RELRE) . 71 —7 G Ti/NBIafbE.
TN—7H TIXHEE. 7 V—7 1T TIIRRBE, 70— T CRIERERE (REXIIREEEEEIIRL).
IN—7 K Tik MSI-High # BT 2ERE (BIE - EREEZRL) BEMEAIANL LN, TA—F A~]
BRI N2 BE D MSHHigh i2oWTit, V hrRRIF 4 THREFIC L VB Shis,

5



3 MSI-High #4735 BREOBEN 0ELHR (KEYNOTE-158 3RER)
(RECIST ver.1.1. AEhitmrxisames, hhfie, 201744528 AF—F Vv b2 7)

S BlE (%) #%h (CR+PR) BiE (%) #=%h (CR+PR)
94 {5 (== (%)) 39 {52 (EHE (%))
FENEE © 24 (25.5) 13 (54.2) 11 (282) 6 (54.5)
(= 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NS 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
R 10 (10.6) "1 (10.0) 1 (2.6) 0
BEE Y 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
B R 3 (3.2) 1 (33.3) 0 0
L EE 3 (32) 0 1 (2.6) 0
/INHR B 3 (3.2) 2 (66.7) "0 0
FESE 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
RN UM EE 2 2.1 0 0 0
IR BRI 2 (2.1 0 1 (2.6) 0
RE R . 2 .1 1 (50.0) 1 (2.6) 0
BRE 1 (L.1) 0 0 0
URELIE 1 (1.1) 0 0 0
BTSRRI 1 (1.1) 0 1 (2.6) 0
BIEEEE 1 (1.1) 1 (100) 1 (2.6) 1 (100)
TR AR 1 (LD 1 (100) 1 (2.6) 1 (100)
AfE 1 (1.1) 1 (100) 0 0
FEREE 1 (1D 0 1 (2.6) 0
R 1 (1.1) 1 (100) 1 (2.6) 1 (100)

*1 ﬁfﬂ’&ﬁ@ﬁﬁ%&%lﬂ * Exﬁﬁﬁ@ﬁﬁ%&%@@ 5 5 MSI-High (PCR k) #F5 5 ﬁ%‘



(2] ‘
OHEELLFRZE DERER  (KEYNOTE-164 #B%)
BEELIT60/61 51 (98.4%) =, BIERIL35/61 4 (57.4%) 128D bz, RER
2SR EOBHERIITROLBY Thots,
R3 BHPY 5% LEOBWER (KEYNOTE-164 RE) (‘féﬁﬁ@ﬁ?fﬁﬁ@)

AERIKRSHE (SOC: System Organ Class) B (%)
FEAEE (PT: Preferred Term) 614] ]
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5

 ZRIEA 35 (574) 9 (14.8) 0

B, RIEEESR 16 (1.6%) . BEEOREBRE (REBHEIREER. SHITH,
- EBREES) 161 (1.6%), AFHEEREE 3 61 (4.9%). FIRIBEEERE 2 6 (3.3%). H%
S K3 (4.9%) . FhK - BERUERRMAERE 1 1 (1.6%) . BXsk - BERER 161 (1.6%) D358®
Niz, £le, KBK - BEEOTH, MEEE (¥F7 v « NU—EGERS), TR Ba
%“\ BIEMEEREE, 1 BERR, BHEES (RETHELEERS) . BEHENE.

. MR MR BER . R Eﬁﬁll FRIFEREE, infusion reaction Z’(U\«Ssc‘: 5
H;%Mim&b bR h ol ARBMERARIRIUIEEES (EG‘EE*%E{EE%%:E?U) BE
DEHBRETRT,

OEBREFF N1ERE (KEYNOTE-158 REr) '
HEZERIL, 91/94 61 (96.8%) 12, BIVEAIZ. 58/94 6] (61.7%) IZERDHbhT-, KB
RN 5% EOBIERIZI TROLBY ThoT-,



4 BERH 5% EOBMER (KEYNOTE-158 RB) (RAeMAEITRE)

BERIH4Y8E (SOC: System Organ Class) FiE (%)
FEAFE (PT: Preferred Term) ' 94 4
(MedDRA ver.20.1) 24 Grade Grade 3-4 Grade 5
3 6| 12 (12 |

11

2B, REMRER 46 (43%), KB%k - EEOTH3 A 3.2%), WEEE (X7
Ve N ERREE) 2 B (2.1%) . FFHSREREE 8 15 (8.5%) . FRIRBRMEAEREE 8 41 (8.5%)
1 EERRY% 1] (1.1%). infusionreaction] B (1.1%) 2R bhiz, £, BEEDOKE
ReE (REREREER. SO, BEREES). TEAEEEE. BIBKERS.
ERCEEREE (RSTIEESAE), Bk, Bk  HNRMEE. EEMENE. OF
g5, Bds - BEREZS. St/ MRIBMEEEER. BILER R, RIFRBEROSE SELX
RS bR o Tz, RBEERARBERIEESES (BEREERELZED) 2808

EHERZTT .



4, HERRIZOWT L
ARBEM L LTHERAERTICET 315 - EBEER< MSLHigh 25+ 3 BFEIC
T HEARBERENRE LN TVWS, AFEZEYD. EER) X/ EHHE (RMP)
CES L AKOEERZLEETEB~ OB IEHRH 2HR ThH o T, R ORE
BWE2BEERW - HFEL. AFOREIC IV EERBERZREHE LB T S 2
EBMERTZD, UTOO~QDTRTCER/ETHRICBWTERTIRE TH S,

@ mRIZOWT

D1 FEo (1) ~ 5) OWVWTRNCEYTIHmETHHI L,

a)Fi“@kﬁﬁ%ﬁ?éﬁhﬁﬁﬁ%mﬁrhgCﬂéﬁ%ﬁh SRR RL R R,
RS AR RE LR, MRS AR SRR &) (HF0EE T A 1 BEEA - 436
MeEx) ' :

Q) ¥EHEEEREE (ERR314E4 B 1 BHERR - 86 HERY

() BWEFEMEREETINADREERE (BAD ﬁ@%&irh PR AHE Y
B, BAREEERERBR L)

@)%%m%ﬁﬁié %L,%%m%ﬁﬁm%lxm%%k%%$MEzmw REUE
R DBHEIT > COBHER (FAR 29487 A 1 BREA : 2531 k)

(%) ﬁ&ﬁ%ﬂkﬁ*ﬂ%%@ﬁ&%@h%é@&%ﬁoTwém (YRR 29 € 7
A 1 B - 1287 MERR

D2 xHER3EETOLAERERCBERRBERORICT o7 mk s R
SER (FROWTHMCEY T3 EM) 23, Y2 BRROARICET 3 18RO EE
FLLTREShTWAZ L,

*

o EMBIFFEER 2 FOVHTHEZET L72RIC 5 FL LOBRABROBERIHEL
ToTWBZ L, 56, 2FU LR, 7313/\/%%4?53%53: Ltﬁﬁ—ﬁfﬂiig%@ﬁﬂk%
FToTNWBRZ &,

o EM&HFREAR 2 EOUHMTHELET LRI 4 £ LOBERBREYE LTINS
Z&. 55, 3EMUEE, HHE R SBESRTONAEYEEL TR ATRED
BRTHEZIToTWA I L,

@ BRNOERRBREEOMEHIZOVWT

EXRERETHIINETIEAE/RB I, BECENOEFRED, ot -2
SMEE2FRO SRR NERL] ﬁ#é%ﬁ%ﬁuﬁigﬁm%ibt BADRE.
. EREONTONIEERESTNE DL,




® EBMER~ORIHIZONT

®-1 fEskHIicEE 5 EH
5@%%%%%@3%&@%%#%&Lﬁwﬁ.24ﬁﬁ%ﬁWﬁ@T é?wﬁx

IREEEERR ISV T, BELLEWERICRE U TAREER O CT £0RIVER D& A

ERREORENY BPIZB LN, EbICRISTRAEHIEs TSI L, '

@2 ERNEHEICLZF %$5l$61‘m:§§ﬁ‘5¥# '

BABRICHEDL ZEMNZABROEREE AT IEREEEVPRIFHATE=S) N4
BEOEEREDORY Y —=U P RITOERE L ERELF TE 5 F— A ERBHIE
BEnTHhaZ L, B, BEgElzOWT, BABE L ZORECHFICAMShT
WwaZ e, ‘

@-3 BIEAORECRIBITE LT

E'H’EFE (MEEMREIC L. KB - MMBR - EEOTH, ATREREE - BR{LIER

. B (RETHEEBAS) . NoWEE (TEAKEESE. FIRIREE

l‘i‘i\ BIRREE) . 1 BUREIRE, 5 & O BR. fhsk - BRBURMIBAE. Bk, EEOK
BIEE (REHBEIRAEGER, AL, BREHES). infusionreaction, % « BEELR.
EEGENE, BEEE (X7 - NV EERS) . OHX BEERLEEE (RE
M/ R HEEEEER, AN, RERE. BENIRES) . MERABIEREE, &
5 oL T, YRR ULERERREOEMEL AT OEM L EE L BIERO
DU L TREROXERZZIT f‘oi’béé’i’%ﬁ:h&;é &), EbITEYRLEDR
TE 5(4:%0%:%0?\1\5 &o ’

10



5. BENHBLARDBE
(B2 B3 5 %]
D FROBFICINCHMOEMERRENTNS
o DBAEFRERICHEBLCET - BROBHEE~A 70V 7 74 MREEHE
(MSL-High) 25§ 2EME © (RENRIBRIBERESICRS)

723, MSI-High 2835 2 Lid AT ul Xv7 (BEFERL) O3 =Fy
%%%(%ﬁZ:MM@E%VF(Hmaﬁ)%ﬁ“fmﬁ?élko

) @uréféﬁﬁ;ﬂ?éxﬁw&ﬁﬁoﬁ%ﬁﬁuowfmA$ﬁ@ﬁ¢i#
M ENTBELT., AFIOBERRE R LA,
o FiFOMBELE
. M®#ﬁéﬁrﬁkﬁﬁbf&5éhéﬁﬁ

: [fé‘fib:ﬁé?‘é?fél

O FRICHST 3 BHI O THARORENRRL SRTV BT Lbb, RELT
PRI &, _
o AFOEAICH LREECRERED D 5 BE

@ BERTOFECB VT TRICEY T3 BHFICONTIE, AFOREFHES LR

2, HOBFERRES 2 WERICRY . BEEXARZERTA L 2EETE S,

s MEMMERBOEHFXIIEFOHIBEE ‘ . :

s MHESHKRE CHEIEE LR 3 BE K OTEEME O BUFHRFilR I Rk ik
ZOMCREMEER A LND BE

. HEAERBEOAH. ULBEMNRELL klﬁ% MED B BB REBDOBEERD
HBHBRE

. B3R %ﬁﬁ(Lmﬁﬁmﬁﬁﬁ& 0)055%%

v REEBOBREXIIEREETIRE
. ECOG Performance Status 3-4 & 0¥

@@MMHgl%ﬁ?éﬁﬁﬁ%ﬁw—%i)/?rﬁﬁfﬁé &#ﬁiéhfwé(MMmAMma
al.: J Clin Oncol. 2018; JCO1800283),
&S ECOG ™ Performance Status (PS)

Score | EFE -

0 | &<MHERLEBTE S, %fﬁﬁutﬂbﬁﬁiﬁiﬁﬁﬂﬁﬁ&<ﬁz_5

I AR LWEBNIRIR SN 548, BITAIRET, BIERPE > TOEEITI 22N TE B,
Bl BVWRE, EBEE ‘

BOREELSDEOEY DI L LHTERY, BRED50%UEEZNy FOBRF TR,

Al

CECENT RV, BADOHEDOED DI LiIEEL TERY, B2y FIBRFTRIT.

11

BT THESOEDORIY D & t:ta“f\r‘laatrb%% ITERY, BPD 50%LL LRy FATIBST,




6. BEITEL THET ¥ EE

)

)

®

WASTEZ I L, BLEREE MRS T A ERSIC E S E AR ORKIER EIES

Db LERERE+HICBELTHLERTEZ L,

VBRI . BE LT ORRICA DR OEREZ +ABBA L, AEEE

THLBETBIE,

ERBWEADOFR VAL MTONT _

. REMEEERD LD LD BT, ZFORETH T o Tik, FIHE
R (BB, R, W) OREER O X BREDERS, BErt+
SIEAFS o k. Eie. BESUTHE CT, hiE~—b—S0RELYEHT
BTk, \

* infusionreaction 233 HN D T & W3 5., infusionreaction NED ONTHEIT
. EERREBERTS & L b, ERAEET 3 E CREOREBE HOICEE
FHZE, |

. FRISEEREE. TEMSERERCEERERESL LN LRHEO
T, AFORGHEEHR OSSR I ESIC RS WHERE (TSH, T
T3. ¥5HE T4, ACTH. MHaVF Y —VEDORE) 2EET 2L,

. FREEREE. BB ARH LR B I LR 50T, AR OREEHRIK
OE BB L E R 1 FTHSERRE (AST. ALT. y-GTP, ALP, BV L E &
DRE) BEETI L, « o |

. RESEA (CPARNIEERELLSD) SOBERREENHLDILD
TLRHBOT, EHHCROBREOEERHRRETIZ L, e, ROREMR

 BDLNEBRAITE, EOPICEREEEER T L OBRELRET I L,

. FHOBEITLY BECRERSICRRET 3 LE X LN RERIRE
BbbbhdZeRhs, RENAD DNEHEITE, BRLELERILGLKE
EPE A L ER B OEM L L CEN BRI 21TV, BEDRE
KRz & AEHERAEDLN 3 BAiE, AFIOKREXIIPLE, RUBIBRESR
LEVHAIOREERERT S L, 2B, BIBRERVEY OREIC LY BEIE
FDWENRTED LNRVBEITIE, BIBEERNVE VS04 HHIF 0B
LEETHE, a

o BEHRTHR BN, LEY ARELTHLEWERRRERT A LRBH LD,
FH OB ERTHICHEWER OSBRI AT EET B2 L,

CIEMERE (B 1 BUERRESD) Sbbbh, BERWEES PT Y RV R
WCELZERHAOT, OB, B, BEHEOEROFBELMEEED EFIT+
SEETHI L, | BERESRDNSAIREEPIEL, A VR Y VB
FOBREEDOBNZLBEITO Z L,

@ AFIOEERBRICIV T, KEYNOTE-164 3882 Ci¥ 9 A Z &, KEYNOTE-158 3

CBRTIIEERAS D 1 ERE BRI L. 1 EMME 12 WS L A ORI

BT o TV D b RBEIC, AFBREPILELNICERRE CHROEREITO
L, ' -
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Bl 1

B HEETA FT A
NRrTu) XeT GREFHHEZ)
(BRFB4L : A PVv—F BIEHE 20 mg, A MV —F SEE#EE 100 mg)
~E‘E‘fﬁﬂiﬂﬂﬁ~

AFEEL 2 B
JEAGEE



HiK

1. XL dic P2
2. AFORK, ERBF P3
3. ERIRARAR ' P4
4. WERIZHOWT P8
5. ®EXBRLRDEE P10
6.

BEICELTEETREEE Pl



1. IT®IC : o

ERL DA - BEMOREEOT DI, BT CESESWEEE2EARRD
b5, EHiT, EEOREEROESIZLY ., HEERR 2 Y OEHARERIERE
FERMPEARBINIPT, T bOEERZEICLERBEICRETZ 2 L AEED
REL 2o TR REMBIEE & WEDOEASEF 2016 (FAL 2845 6 H 2 REHELE)
ICBWTY, EFNERHFOEAOREMMELRDZ L L E T3,

FRERBFERRL. BEERSREE T u 7 7 A VEBEECEES LA LNCE
RBZLB DD, ZOD, AHERVREHICETI2FERB+L0ERE TS ETOR.
UHERSOBELR RIS L AHE SN BB LCERTB L L bic, BIfE
ARRER LZBICBERIGE LD 2 BN —EOEH 2 T BRI oA
THZEREETHA,

LieBoT, KIA FT4 Tk, BREESLINETIZB LN TV B EFERE -
BEORMICESE, UTOEEROKERFEAZHET 2B A0 OMNERER, E2
FROEEEEE T,

BB, AHA RTAV0E, MAATBIEAERRERERRAEE, ABEEBEARR
BREEYS, —REFABEA B AREEARESRU—REAEAN B ARRERNFEDH
HDb LAERL LT, | |

LR DERS ¥ A M —F REEE 20mg, XA b—F AEEHE 100mg (—
B4 RaTu ) =7 BiEaFHEERZ))

ML RDFEIHGE : BIREIBRTRE NI EB M O BHkE

RELRARERVAE : 7TH I F=F L OHAIRBNT, BE. BARE, a7 r) X< |

‘ 7 (BfaF#z) & LT, 1E 200 mg % 3 BRERERET 30 4/H

T TRBFET S,

B 3& B 58 ¥ % : MSD BkRatt

(&%)

AT ZEE 1mg, FESmg (—RE : 7FVF=7) ORISR, AEEOH

=
P==A

REILE : ISR RS IR o B

RERCHE B, RACIET XV F=7L LT 1HSmg % 1 A2 @R OBET 3,
7B, BEORBICIVEETHEBT 52, 1H 10mgl B 2[EF THEET
x5, |




2. FHN O, 1ERBF ,

XA M—& REERE 20 mg K ORI RTEFHE 100 mg (—ﬂxﬁ AT Y XwT (B
EFHE#Z) . AT TAKl] 2v5,) 1%, PD-1 (programmed cell death-1) & & DU U
FT%%PDM&ﬂTDmk@FA%E%m 45, & MbigGeE ) 7 a—THuk
Thb,

PD-1 iRE&1E T MBS BARME D> DN 3 7o DIC S AR FI A5 5 2 sa B il
A v F T, PD-1 1t BERREBIZBOTERE THEOMBREICEEL, HER
BRGSO RALE BRI 2B RE e f#T 5, Thbb, PD-1 YT FLiE
TR LI VARZARC LAV T NEEERICHET IR 2RETH B, PDLL
OEREBICBIT DREBIIDL TN TH LN, L ORAMR T THIROBE ZMA S
1E BRI LTV D, BAKIKIZIIIT S PD-L1 OFEFEEIL. BHRE. BBE. T
FOREEE. DRELE. #mmm%r&a@ﬁa@mwf%%xaw%r&n R AR &
- OMEBEERHESN TS,

@ﬁ@hh@%%%%&kﬂﬂA%ﬁ@ﬁ%&#&lkamnAmﬁ%ﬁﬁgm
ﬁE@ﬁhkmfiE&&ﬁ%ﬂ ZEBNTRENTRY e RBABROEN L L
TEEShTVE, | | |

##iZ. PD-1& PD-L1 RUPDL2 O Y Hv FOREEMET 5 Z Lick V. BER
ﬁ¢??¢@@%ﬁ%%ﬁ@%iéTU/Aﬂ%@ﬁkéﬁ:#ﬁ%ﬁf%ﬁ%i&?
5T kT#E%%%%%E?é

Kﬁ@@%%?ﬂ%0<@E@ﬁﬁﬁﬁﬁiéﬂﬁ%%ﬁ%%bhﬂE%Xm%tt
ELWEMRH B, FHOREFROBERITIT. BEOBRE ATV, REPR
B BT EAIIE, BB L ERITS LB L BRE R OEM S EE L TE
BN ATV, BEDAERIGC X ZEIERREDN 2 5EICIE., BIBRERV
VR OBREEOBE LB EIT I BERH D,



3. ERPRAUR
RIG EIRRR BB SR O BB R O RGRRF I FHE 2 1T - e E 2 R O iR %

[(BEhiE]

EREFFIAERE (KEYNOTE-426 3ER)

AL ZRIERE D 72\ VBIR IR TR RE 5B Ok I R B AR A 861 4] (AA
AN9ABlzETe) ZXHBIC, A=F=7Y VIdEBE UT R=F=7] W5, ) 2%
HRELT AR ET XV F =T LOHRARE BT AR/ T F=T1 20 5,) 3
DEER OESMIRE S, ZEFME B TSETEHE (UUTF fos) L), )
ROEEEAFHR (LT TPFS] W5, ) & &, K%U/Tﬂ%/a‘ T, A=F=.
T LB LT, OSRUPFS 2 EE TR LT, ’

*1 : American Joint Committee on Cancer 5 @?ﬁ?‘? ICESBRHIV

*2:50mg 1 B 18 4 BRI E% 2 BRIARE

¥3 : AAN 200 mg 3 BRI LT TQ3W] &5, ) THIRNEBEL, 7$vF=7%5
mgl A2E (BIF (BID] &5, ) BEBELE, 7HXVF=T7OREEIX, S5mgl
A2 ECHEMET 5 2 3—2 (638 L EBEMRHY ., Grade 2 22 BT XL F=
TOBWERNED b, - oMED 15090 mm Hg Y T B S hi- B4, 7 mg BID
~OHEEEZFREL Lz, ERFROEEEZ AV, 10mgBID ~DOEELFREE Lz, 7
FF=T, BMERAOER, EEESICE U THREIIEE (3 mgBID, RIZ 2 mg
BID) bHA[EEE Liz, '

#1 AR (KEYNOTE-426 3BR)

AR/ T X F TR R=F TR
(43241) (42941)
hRfE (B) NE A NE
[ (95%CI] [NE, NE] - [NE, NE]
OS™ | N¥P— Rik*? 0.53 .
[95%CI] [0.38,0.74] -
P fE* 0.00005
FRfE () 15.1 . 11.0
[95%CI] "[12.6,17.7] [8.7,12.5]
PFS™- ™| ¥ — FER2 0.69
[95%CI] [0.56, 0.84] _ -
PfE" : 0.00012

Cl: 83EK[E]. NE: #ERW, *1 : PEAMBTREOT —F (Q018FE8H24RA Iy bE7) (. 2@
Bl Cox LFINF— REFNMZLDA=F=TBEL OWEER, *3: BRIu /5 7 RE. *4: RECIST
HA RS54 U LIRICES S SR TS il E



100
90
80
70
60
#5097
4 40 7
30 1
20
109 :
0 frrrrmerrrrrer IO T P TR PR prevTTTTT
0 4 8 12 16 - 20 24
S£FHRIR]

(%)

at risk#

FH1200mg QAW KU :

PEyFoT 432 417 378 256 136 18 0
A=F=T 429 401 341 211 110 20 -

K1 OSOH R DOKaplan-Meierfi#t (KEYNOTE-4263E)

100 g

EREFHRIA]

atrisk¥ .
AFI200mg Q3W 432 357 251 - 140 42 3 0
BRUO7F¥VFT ' . _

AZF=T 429 302 193 - 89 29 1 0

K2 PFSOH RARHTRE OKaplan-Meier ik (KEYNOTE-42'6aﬁ)



[Z2t]

ERRL R MAARER (KEYNOTE-426 3RER)
HEESIAR/TFF=TEE 422/429 Bl (98.4%) RURA=F = 7# 423/425 5]
(99.5%) ICBD b, WREL ORRBENREETERWVWEFTERIL, TN TH 413/429
IR BT, b\ﬁ”nb=0)ﬂif§§ﬁ47b= 5%LLE

B (96.3%) KU 415/425 B (97.6%) 1

DEWERIXITRD LBV Thol,

£2 WThPOBTRRERY 5% LOBWER (KEYNOTE-426 RAB)  (REMARFTHSRMER) -
BEIXSE Bl (%)
(SOC: System Organ Class) BE/ T X F=T R A=F=TRE
HAFE (PT: Preferred Term) 429 4 4254
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades3-4  Grade 5
£EWER | 413 (963) 269 (627) 4 (09) 415 (97.6) 244 (574) 7 (1.6)
ML LY RRAEE = ' h
-yl 2. (298 1 (02 0 69 (162) 13 3.1 0
B LBk S 5 (1.2). 0 0 37 . 8.7 6 (1.4) 0
R ERB 6 1.4 1 (02 0 79 - (186) 28 (6.6) 0
MR E 8 1.9 - 0 0 9 (21) 22 (5.2 0
P InES . ’

R BT 52 (121) 4 (09 14 (33) 0
R R TE 135  (3L.5) 1. (02) 119 (28.0) 0
BEpEE o

=2 23 (54) 307 0 16 (3.8) 0
R 31 (72 0 0 29 (68) - 0
T 210 (49.0) 31 (7.2) 0 175 @12 19 4.5) 0
[ NELE 17 @0 - 0 0 "2 (52 0
HET R 2 (28 0 0 48  (11.3) 1 0.2) 0
BRIBVWRERE "6 a4 0 0 34 (8.0) 3 0.7 0
Bi 91 (@12 2 .(0.5) 0 111 (26.0) 4 0.9) 0
ARk 61 (142) 3 (07 0 8  (202) 9 @n 0
MR- 4 (19 1 02 0 56 (13.2) 3 ©.7 0
—iR - SHEER LTREHMORE .
E\E 50 AL 6 (14 0 54 (127) 12 2.8) 0
EH 130 (303) 10 (23) 0 142 (334) 21 4.9) 0
FEEDORIE 55 (12.8) 4 (0.9 0 9% (2l2) 7 1.6) 0
BE 16 3.7 0 0 24 (5.6) 0
BRERBE :
ALT #57m 12 (23.8) 52 (12.0) 0 54 127y 11 2.6) 0
AST #8410 97 © (226) 29 (6.8) 0 59  (13.9) 7 (1.6) 0
sy V7 F =88 24 (5.6) 0 0 36 (7.D) 1 0.2) 0
I H ERR BRI A L LN 2 (51 0 0 2 (52 0
HFRERER D 3. (07 1 (02) 0 48  (113) 29 6.8) 0
[iiWANY 2 el 14 (33) 1 (02) 0 76 (17.9) - 31 (7.3). 0
EERD 4 96 6 (14 0 36 (8.5 0.
SRRz e-e 70 1 02) 0 0 37 87 11 (2.6) 0
RBBRIUREES .
BHBIR 9% (219 9 @D 0 106 (24.9) 2 (0.5) 0
i I Jiikned 6 14 = 2 (05 0 26 (6.1) 11 (2.6) 0
HERRB I UESBERES
BEENE 52 (121 3 (0D 0 15 (3.5) 2 (0.5) 0
aE 23 G4 0 0 16 (3.8 0
HRRREE ' ’
RERE 40  (9.3) 1 (02 0 129 (304) 0
;137 35 (82) 3 (07 0 33 (18 1 0.2) 0
BB I UREBEE
EAR 66 (154) 11 (2.6) 0 39 6 1.4) 0

(©.2)



BENXSE . gk (%)
. (SOC: System Organ Class) AR/ THVF=TE A=F =T
HEAFE (PT: Preferred Term) 429 %) 425 %
~ (MedDRA ver.21.0) £ Grade Grades 34 Grade 5 4 Grade Grades 3-4 Grade 5
MR R, FAERE L UMHREE
73 G ' 32 (1.5) 1 (02 0 12 (28 0 0
REEE 98 (228 1 (02 0 12 (28 0 0
PRI PR 28 (6.5) 2 (0.5 0 16 (3.9 2 (0.5) 0
S 19 (44 -0 0 32 (71.5) 0 0
BEE IR THERRES : v
;417 27 (63) 1 (02 0 35 (82) 0 0
F¥ - RERFORRADEERE 119 7170 22 61, 0 168 (395 - 15 (3.5 0
% 5 BIE 53 (124 1 (02 0 18 (42) 0 0
b2 46  (107) 1 (02) 0 38 (89) 1 0.2) 0
mEEE _
& L JE 179 @417 91 (212) 0 184  (433) 78  (184) 0

BB, AR/ T 2 F=TBRCBOCHEMIRE 1246] 2.8%) . KB - MEsk - BE
DOTFRI39 4] (9.1%) . FWREE (¥ 71 SU—ERHES) 261 (0.5%) | FFERESE (ALT
ROk AST #i072 ¥ OFFSEEREERE 2 AT 150 41 (35.0%) . FIRIREEERES 165

(38.5%) . TERARMEEEE 5O (12%) . BIBHAERE 10 41 (23%) | 1 RUFERA 1 4

(0.2%) | BisEEEE (RMEREEBRSE) 96 (2.1%) | Fifk - BESRARIE 4 1 (0.9%) |
BIEMESE 4 61 (09%) . LFK 260 (05%) . SEIEHK 14 (02%) KT infusion
reaction2 ] (0.5%) RO b, Tio, BEOKRBESE (RBHEIVERR. SALH,
ERBIES) | Bk, Bk - Bk, BEERDKEE GeEti/MRBAEREER, FiltE
B, RIS, WEPRIERE &) . DREFRIEGRR R ORRIIRD b b o7z, ABUER
FERMIBEFSR RARAERE 28T 2ECRHBERETT,



4. HERIZOWT :

EELD 27 EHEEE RMP) ITES&, FR0EERZEMEREE~0H I 5H
BHHIMWRTH- T, AFORENEYRBELZZH - BHEL., FHOREIZCLIVEE
7RBERZRB LIRS T 5 2 L RURERZD, LTFOO~@DT T2
L BRIZBWTHERTARETH B,

@ mERIZT-OWT

D1 TFED (1 ~ (5 ouwFhhsl dﬁé‘u'ﬁ‘ém&f&;é &,

(1) EEFZBRESEET 2 NASEEENARRE GROER RS A BEREEIL SR,
R A BEOERE L AR, HURR AR ) (STETH | BRI : 436
HER%)

(2) - EMERERRE CERR314E4 B 1 RBR/A : 86 FERR)

(3) HEFBRMERIEET 52 A D IEERE (#AJ\%@#%EW& BABREE
BARRE. BAREREEHEERE R L)

(4) S SALBEERZRE L. ARLRREME | T/ R(LERREME 2 Ok %
WRBEHZIT> TWAER (CERL29F 78 1 BRFA @ 2531 Hask \

(5) VFEMEBALTEEMEORREEITRDBHETo VA MR (PR 29 6 7
B 1 BEEA : 1287 HER) - .-

@®-2 BHuREE G{E?—ﬁ&‘&t}‘ﬁlﬁiﬂﬂ%ﬁﬂ#@ﬁfmﬁi‘ YR L BBRA R OEM (T
ROWTINTEG T HIEL) 25, YBEROAFICEAT 2REROEEE L LTERE
EhTnwsdz e,

K

o  EMGFRER 2FOMMFHELZET LIcRIC SFLL EDOR /v?“ﬁ@ﬁf?ﬂiﬁﬂk%ﬁ
S2TWABZE, 556, ZEUJ:M BAEYREY L LEBREEFZOWHELZIT
S2TWBZ &,

o  [ERNGFEBRE 2 FOMEMEEZET LRI 4 FULOWRBRFZORBIKRMEZT
S2TEH, 595, 2 @,u: . BRI O RAEYREY SR ABROBERIME 21T
STWBZE, ' ’

@ BACEEMHFHREBROEHIZONT |

EELFRERICHETIEEENRB SN, BECEMNSOBRED, AUE - &
EMERFHBFROTER CEMEFICHT 2 BHREE FEERNRELLHEORE
¥R, ZRESPITITON D ERINBS>TNE I &,




® BEWER~ORBIZONT
®-1 HEREHICETAEMH _ '

B MR B D EE A BIMEASRAE UERIC, 24 BRERRERI O T, SRR
EERERICBVT, R LZEERICS U TABRESER U CT S 0RITER DERICHE
RBEOERENY A PIIELN. BEHICXGTRRERSESTNDH I &,

@2 ERNEEEIZLIEEESRICET SRR

RABEICHED 5 BN AAMBEOREL AT AERKEENEWERE=2 Y V7
P EDEEROAS Y —= U T EITFVERE L BRELF TE 25— 2ERGHINE
BEnTWAZ e, 28, BEAEEic->VWT, PABE LZOFRRICHFTAMST
W3z, ‘ :

®-3 BEHERORZE LR ICELT

BVER (REMRRAICIE., K% - /NME%k - EEOTH, FFgseREsE - mutei
%%\%%%ﬁ%(ﬁwﬁﬁﬁﬁ%%%xI&%%E%(Tﬁﬁ%%ﬁ%\@%ﬁ%ﬁ :
. BIBHGEREE). | BUERR. S OA, K - BEUHRARE. MR, EEOK
JEREE (RS REIEIRE R, ST, EREES) . infusionreaction, FRFE - BEARAK.
BEGEE, BMEEE (70 - ALERES), Lk, ERRLKEE (BE
ML/ MR IR SR BER . IR N, RS, EEMERES) . LRAAERRE, &
) TR LT, YR URERERSEOEMEr AT IEM L EEL EERO
BEFORGICE L CHRERVOTKELZZIT ONEE&MEEH B2 L) | ELITERLED
T AEEHINESTCND I L, '



5. BExmLIRBBE

[F%hitizBE3 5 EE]

O LFRERED 2RGSO BHIEERE TN T, KB L 7x
F=7 L OHFRAREOEIENT SR TS,

@ TRICHEYT 2 BEITHT B AFI DR E R O H BN TIE, 2RH OFZHEA
B SNTEOT., FHORERG L2 B2,

o EEBIRE
o  AFDBIMEE

« O THAOBRMENRENTWARWLOH

[ZeticEd55FE]

BIERES & OftRRS

€ T?K*é?é%%gow1ﬁ$ﬁ®ﬁ5ﬁkaéhfwé Ehb, BEZIT

birnwz &,

*  FANIDORSTICHR LBBIEDBERED H 2 BE

TR R DML
i

IRBWTTRICKRE T 2 BEFIC O VT, AFOREFIHR S
L DERBIREB 2 VBEICRY , BEECAFZ2ERATI L 2EZRTE S,

s FHEBWRBOAHIREDCHDBE

c MEREGRE CRERZED 2 BE R OTEEIME OB BRI SRR YL i 25
EE B3 A oD BE

FOISIER

xR

* HOERBERBOAH X%il% YRR L < I3 BRI B DAaBRBOBEEED

hHEBE

o BEBBEE (EhSMRBEELZSh) ObsEE
o« EEOBENXIIREEETIEE
*  Kamofsky Performance Status 70%:<i%5 &V 0 BH

(1) Kamofsky Performance Status (PS)

Score |EZE
100 |EE%., KBRICHT3BEORLNRY, BERERS L,
EEORBINRTRE, HHL2EESLERN, 90 |BWEERERITIHAN, EEEHTRE
: 80 |07z D ERARAER 38 % 23, B L CIER OFEBIFIAE
FEHTAZ LR, BB TEBETET, F 70 |BLEFOWHEIITE I, EEDES - 28+ 5 = L xR w4
ém&ahaﬁkm&ﬁﬁk;5%01%5 60 |BDNCHBRIEIITELN, LEVENBHRLE

BaRBEONBELELTS, 50

FREZR LEEER L UOESN 2 ERITANBE

40

BT, EURERE LN LE

BOEYD DT LR ESTTER, e 5] 30 |2 T. AERBERATLS LEE 5T
RREOEE L AEOBEYLRE L+ 5. A 20 FEICEE. NEALE RSO BERLE
AT L OV B ATAEM A 5. 10 |FREE- s

0 (3B

10




6. E#L%Lr@ﬁ?«%@ﬁ

ON ﬁﬁii%;MK.%LM%%%#%#Téﬁﬂ%_gogﬁﬁwﬁiﬁvﬁmﬁ
BoEDIILERERE +FSICEE L THLERTLZ L. _

@ JRERRMRICTHENLD, %%Xi%wﬁﬁuﬁmiﬁofﬁﬁ%+ ﬁ%b FREZH
ThbBRETHZ L,

® FREMEHO<RXY AL MZ2WNT

R MR BN S bhD 2 L Rb 50T, AFDOREICH - Tk, THE
w<%@n PRI KRR, M) ORERRUHIRN X MREOEES, BiEr+
SITAFS = k. e, MBEICE UTHEES CT, mﬁv~w—%@mﬁé%mf

'5 L,

infusion reaction R’ bbb Z & 75> H5, mfusmn reaction B b HE
X, BERAEBEEITY L& bl \fkﬁﬁﬁ?éifﬁﬁmk%%+ﬁwﬁ§
THZ L,
FOR B E, TRAKERER CRIBTHEBRERHODND L BH LD
f\$ﬁ®&5ﬁﬁﬁﬁoﬁﬁﬁﬁ¢ﬁﬁﬁm CASWHERERZE (TSH. R
T3. ¥ T4, ACTH, M =2vFY —NVEOREE) 2EET DI &,
FRHSAEIEE . TE(LIHRE AR H b3 2 L2155 0T, AEI DR EHARTL
OB BRI RIS RERE (AST, ALT. y-GTP, AP, EU L E V%
DEE) BEBTH L,
RS EA (IIEARMIEEREELAZED) SOEERREERD LDND
_kﬁkéwf EHHCIROBREOHEELHERTEZ &, £z, ROEENR
R LNEBAIE, BEONCERBEEZRTILOBEREETLI L.
Kﬁ@&%hib @F@ﬁrﬁm_tlfék%zenaﬁﬁﬁ%%%ﬁ

 BhbbhBZlibB, BESRD LN, BRLELFRIISLL

%W%&ﬂ%k%ﬁ%ﬁot%&@%bfﬁﬂ&%%“%%ﬁw WE DRE
RIS L 3EIER R EbN 3 BAITIL. AFOKREEHIE, RUBIBRER
NVEVHIOBRESE2EEBTH L, 2B, BIBREFRNVEVOREICKVEIE
BROWEDBR D B VEAICIL, BIBERERAVE VUSOREMEIE OB
LEETDHIE,
E%%Tﬁ:&@ﬁ#%ﬁﬁﬁﬁ@bfﬁ%ﬂ@ﬁ#%ﬁ?é ERHBTW
AR OB/ ERTRICHEWERORRICHHICERTDH 2 &,

1 R (BIE 1 BUERFB 2 a) bbb, HEREES R 7Y =R
WWEAZLBHHOT, OB, ﬁb‘%&%@ﬁ%@%ﬁ%mﬁﬁwtﬁm+
FEBTHZ L, 1 BERRIEDNIE Wi EEPIEL, A R) B
ﬂ@&%%@ﬁ%&m%%ﬁbzk

@ AFOEKRBRICENT, REMHEHS REAR. US4 BEETEASE, 20
% 12 B LICEEOFEE T o TV o L 2BEIC, ARSI ESNICE
BRECHROEREITO Z &,
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B 2

REERHEETA F5A v
NRaTuY e (RETHBL)
(BFEA : %A M—5 REHE 20 mg, A hb—5 RIGHE 100 mg)
~ FRSE R ~

afmaE 1 2 A
BTG BE



Bk

ZUHIT

AR O, 1ERBF

6 PR AR ,
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1. X L/?’bh- — ,
= 35 DA B - ﬁéi@ﬁﬁmt i, BHCESICE SO B ERERIRD
bNd, b, IEEORZEEITOESRIT LY | FIREER 2 & OB HiREAB
ﬁE%&ﬁ%ﬁéhé*f\:h&wEﬁ%%EK%E&%%K%ﬁTéz&ﬁ%%w
FELR-oTRY REMEBEE L REDOEAR S 2016 (ERE 284 6 A 2 B EHZBIRE)
IRNTH, BEFNERREOFERAOREIHEZRS - L L ShTn3,
PRI ERRL, EEEASRAM T 0 7 7 A VNEEOERR LA LM E
RBEZLRHD, DD, AHHROEREEICETIERN-0EE T3 ETOM.
HEERROBBEZBRT DI LBHFENIBECH L TERAT B L & bic, BlE
ARRER L ERICLERMNSE & 52 L BARER— E@E#%ﬁt#tﬁ%%fﬁ%
THZLPEETHS, '
L7eo T, BHA RIA 0Tk, BEERESCINETRELNTVWAIEZERZY -
BEPHRHICESE, uTwﬁﬁmoﬁﬁﬁﬁ%%%@¢éﬁ5#62%&%@ EZz
FROEEEEL T,
SN Kﬁ4b74/m miﬁﬁﬁkﬁﬁmtﬁﬁﬁﬁéﬁﬁ &EHE%AEK
BERIEE S, —RHEFEA B ABRARIES, —AEEEA B AT AR S
Aﬁﬁ@&kﬂﬁmﬁ%ﬂ? @%ﬁ@%&ﬁmbto

KRLBRDERER : A4 M—F RBEE 20mg, ¥4 ML—F EEEE 100mg (—
B4 AT n ) X7 GBEFHEIEZ))

B ERHIWEXIDE : BRXITERES 28+ 2EELE -

HRLRBBERVAR : BE. BRAIIE, AA7DJZV7(§h%ﬁﬁz)&LT 1
51 200 mg % 3 BRI T 30 KM TRIFHET 2.

8 3 IR & ¥ & : MSD %44t :




2. AFIORKH., EREF
%4FW—5ﬁﬁ%EMMg&Uﬂﬁﬁ%EHmmﬂﬂﬁﬁ AA7u)xv7(ﬁ
EFRE# L) . BATF TAEl £\v5,) i%, PD-1 (programmed celldeath-1) &Z DY T/
Ff&éHHA&WHMJ&D%Q%E%M%T6~EMEMM%/7ﬂ**Wﬁ¢
Thd, .
PD-1 BRI T AR5 BB s & 3k B To DIC S AMIBE SRR 3 5 S 2r Sn 2 il
RS yFT, PD-1 i, EEERRIBCIVOEER T MBOMEREICERL, HOA
 BRIEEESDALEX TR RRERGZHET S, Tbb, PD-1 XYV e
ATBI LI EVRESAEKCL BV I NVEEZRICHET 2ZFETH D, PD-LL
DEFMEMICIT BHERIIDTHTH L, FLOFAMBETIL T MEOBE A
213 CRRNCREBLL TS, RAMERIZIIT S PD-L1 OBRBRIL, BHIME, RS,
Frompass. SPEAEE. JE/NRBARTRE R & Off 2 RBATTFREARRAFTHY | EVWEFR
& ORBBEERHESI TS, ‘
I DM A OEERETFH% L PD-L1 REOMBEES S, PD-1 & PD-L1 ORERRIXERE O
GBEERIICBWCEERBRE 25 Z L RBRIN TR Y | e RBABEOER L L
TSN TV 5,

A#ix. PD-1 & PD-L1 RU'PD-L2 OF Y H v FOREEBRETS kit kY. EE
B NESE R OIEES RAONMIEEE T U v BREBEE LS ¥, HERREE BEEL
T35 L TCREFDREREET D,

AF OVEFRAMFICES  IBEDRBERITIC ;5@¢ﬁ#ﬁ%5bh,E%XM%tm
Eé?ﬁﬁ#%é AR OB EFROERERICIT, BEOBRL TSIV, B2EFR
D HNTEAITIE, BB LB JE LT_EF%E’J&%%H"&%%OE%&@% LT
@ﬁ%%%%%ﬁw BEORBERIGIC X SEEAREDR 2 BA T, BIBRESV
U ROBELEDOENRNEEFT O VERH B, o



3. Eﬁﬁkﬁﬁﬁ
- BREXLEREY »E T AR OKR FRICFEE 21T o e =R EHRRBR OB 2
AN B ' ' ‘

[B%hiE]
ERRIEFRZFEMMHERR (KEYNOTE-048 RER)
fEFERIEBE D2\ RFERALL DR, & - THEER UGEEOBER T ERES 2 & T
HEEHRE LREEE 882 61 (BAAN 67T Hl2ET) W&, ¥YFi~T (&
EFz) (AT TEYFo<TF) Lni,), Zrtuvsn (BF I5-FUl &
5.) ROTFFFRROHARS ((LBERESH) 2E2xtBe LT, SFU LT ITFHHL
KOG T CARIERE (FRFIGRREH) ° KU 200mg % 3 BREFR (CLTIQ3W)
L H,) BE (FFEMBEER) OFIMERVCEESEIKRN INE, FEFMER O
— ¢ ENTAEFHRE LT oS &Wv3,) oW, ITT EFICRW T, AHFIGF
FARBIMEEERE LB L CARICER L, £, AFEMEEIMbERE L L
T, ITTEMIZBW T, 08 i39E4 %R L, combined positive score™ (LT rCPS_l &
W5, ) 21U EDBEFEEMICENT, OS DAEEREENED iz,
 RFTREICK T H1REE L TEFREZ S DRERER INTWERAE TIX, YE%B
BOKBRBNL64 A U\i‘ﬁiﬁbf\/\é%ﬁl;’c\ HAANFREE SN (2L
WERTARSE T %6 A LITRBET L2 B4138R <), ‘
¥ 2YFUeT (FIE400 mg/m?, 2 B LIEE250 mg/m?) . R T F 100 mg/m? it
NARTZF 2 AUCS (mg - min/mL) KR UW-FU 1000 mg/m¥day (4 B R miEm& 5
DIEIZ QBBW (Y Xy <=7 DA LBRERER) TRRK6az—2&EH, Y X <7250
- mg/m?% 1ARRIR TR E Lz,
*3 1 AFI200mg, V27T F 100 mgm’XidHAVRT T F 2 AUCS (mg * mi/mL) K US-
FU 1,000 mg/m?day (45?3%@5{%3&—@) DIEIZ Q3W THRKR6x—AEEH ., 41200
mg % Q3W TE LT,
%4 BRI RIS PDLIZRE L EEGMRR CRERR (w777 —YRY
B ORERIBSMEREETRL, 10055 U 5iE, |

#1 FAEDERABEOESERE (KEYNOTE-048 3ER)

A AR =
: (2814) (27841)
HRfE (A) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3, 11.7]
os™ NH— REH2 0.77
195% CI] [0.63, 0.93] —
P f&" 0.00335

Cl: R, *1: BEETEDOT —4% (Q018F6A 138y +4 7).,
REFVIZ X DL RRIERE & DR,

*3:@le T o RE

*) - &Rl Cox Hoffl ¥ —




100 |\
ol N /
80 = ‘\5\1“.\ v
70 \\“\ ) ;
3 60 V. A H200mg Q3W. 7 7 FF WAIR US-FU
=~ 80+ N, \“‘1'
] L[
w e / \"" g
04 wvxv~S F5FFMERUS-FU 1“'"“"1*111»
10 'Ht«i—-Jr-i—r—‘-L1
0 T T T T T T I T T
0 5 10 15 20 25 0 35 40
' AR [A]
at risk#
A#1200mg Q3W, . .
7’77“)‘%:%”&0“5 FU 281 227 169 122 75 40 10 1 0
";; ;;g{;u %UsFy 28 227 147 100 51 20 5 1 0

X1 AFIGEREEED OS O RO Kaplan-Meier Hi#f (KEYNOTE-048 3B

2 AFIBERBREOAERR (KEYNOTE-048 3RR)

AEN MR ERE (LSRR
Gk 30141 30041
hRfE (A) 11.6 10.7
v | [95% CI] [10.5, 13.6] [9.3,11.7]
ITTAE | O 1 Tme™ 0.85
[95% CI] [0.71, 1.03] -
. PfE" 0.00014
Bl 25761 255451
FRfE (A) 123 103
CPSZ1D | [ [95% CI] [10.8,14.9] [9.0, 11.5]
BEEE NP — RH™ 0.78 '
[95% CI] [0.64, 0.96] -
PfE™" 0.0086

CIL: XM, *1: PREBHEOT—% (Q018F6A 138y F A7),
*3:BRIR ST I RE (FREMEPE .

REF I L B LSRR & D LBk,
VIWRE (B P E)

%2 : JE Rl Cox FoBI~F—
*4 . BRIla /S



100 h\
@ P
B .
o INS
SN
70 -,i,\\
— Y
E\i 80 Yo A #|200mg Q3W
8 7 \ \Ii - /
& o
H# "\
30| _ 1
- H'““* 1ﬂ "'” WA gy
20+ ¥V F Ve, TIFFEARUSFU Jf H{ l . ”I =i
- = h:"-"l
S 0= T T T T T T T T
0 5 10 15 2 25 0 35 40
AR [A]
at risk#% . :
ZA#(200mg Q3W 301 225 172 125 81 37 18 2 0
Y FIwT, ‘ ,
75 FrMEB U FY W 245 158 107 s % | 10 1 0
100
Hh"
-
e
80 T
70 h Lx,ﬂ\
g 60 ix A#1200mg Q3W
‘ 50 R
=0 S e |
2- iy gy Mgy g HE-H -
ey ELeT, 775 WAR USFU il Ht- Fh
104 i
0 — T T T T T T T T
0 5 10 15 2 25 30 35 4
AR (A]
at risk3X ‘ L
EYFVwT, 255 207 131 89 47 21 9 1 0
75 - H R OS5-FU : , :

K2 FANBEMBED 0S OFREEITRO Kaplan-Meier fi#3 (KEYNOTE-04838%)
(BB : ITT R, TH : CPSZ10BERH)



(PD-L1 FEELRBLAI O HZhE)

EpE LR MARRER (KEYNOTE-048 3BR) A AN DN BEDT —FITEDE,
CPS BN 24T o oG5 (BRI 72 BT % .—:'.U) BEOREHORRIILUTOLEBY

Thol,

AEUL R A OBSMEICE LT, CPS 2 1 REOBEILERIER L &&E‘Iﬂﬁ%@
HRThoT (3. K3),

AFEREE 5O/ %LT(ESmﬁwﬁam%%&ﬁ_ﬁT6$ﬂﬁm&5ﬁ

DA RERSRE fxé@r‘mw&; S, CPS 28 1 KRB OB/ AIWTEINT— RHER 1 2

EEI-7 (R4RVR4., :
2B, PD-LIORBRAIC L 5T, AFOREWT 1T 7 A VIEFERTH > T,

%3 KEYNOTE-048 BREXC 151} B AR LEmttAEE D CPS B To 08!

PD-L1 %R BER %k q]%ﬁ(;;s;%c.ﬂ ’E;’;;&f g ﬁf'ﬁg ?
CPs<1 - Kiggﬁ;# Zi ;(1)3 Ezz i:gg 1.07 [0.66,1.74] 2

1=CPS<20 xﬂgéﬁgﬁ 32 192_ 97 [[89_ 2’1115_'53]] 0.75 [0.57,1.01] *2 0.25
CPS220 Kiﬁgﬁgﬁ ﬁg iig E;O;’l;goij 0.69 [0.51,094] *

ClL: (BRI, *1: PREITEOT—% (01846 A 13 By bA7) *2: 3EEH] Cox WA Y — FE
N (REHIENT), *3 : ECOGPS (0 1) ROVHPV B (B, M) 2BRIRTF L Liz Cox iy
— FEFN

100 1004
o }\\%\ %0 “L-"L'i
. ‘ AN
0] , 80 AN
70 ol o o
? A R200mg QIW. 75 FHAIBUSEU < T ey Eves, 5P HEARUSFU
2 80 S e i .
L
8 9 \ / ¥ \L
B e W lm e S
H - / LWl LTTTTERTE #H 2 / ety
. 20 iy 20 ) ,]1{1
o4 EYEVIT, 7’7%mmmﬁmw -+ 0| FR20mpQ3W. FFFIRARUSY ||
0 . T T T T T T T T 0 T T T T T T
0 5 10 i 20 25 0 B 40 . 0 5 10 15 20 25 30
L etrisk¥ AFEHE [A] : t riskB A7FHR [A]
. AR#200mg QG3W, ' ; . A#2 3W,
. z 7 ;‘;%J&Us 2R AN TSNS I A 9 1 0 z*‘; :W_)?ggm s FU w B B 8 4 1
b4
75 FH IR USFU 235 191 12 83 42 18 . 5 1 ] 3% g-‘;—;%]&w FU 36 25 W 9 4 0

3 KEYNOTE-048 BRI I31T 5 A#IBHH S 58D CPS BITO 0S O MAZHTF D Kaplan-Meier fhifit
(£R : CPsz1 DBELE. A : CPs< 1 DAERH) -



% 4 KEYNOTE-048 BB I3 1T 5 2K HME L D CPS B TH 08™

. *hUufE [95%CI] Y- FH ZEHERD
PD-L1 %3 RS s (mA) [95%CI] p &
AFI M5 44 7.9 [4.7,13.6] . ’
~ CPs<1 iy 45 113 [9.1, 15.9] 1.37 [0.86,2.20]
)RR 124 10.8 [9.0, 12.6] .
1=CPS<20 fiiniang 133 101 [87.12.1] 0.90 [0.68, 1.18] *2 -0.028
CPS=20 AR Eh R R 133 14.9 [11.6,21.5] 0.61 [045,0.83] *

a3 3e5 122 10.7 [8.8,12.8]
CI: S8, *1: PRFEHTREOT—% (Q01866A 1381 v + A7) *2: EBRCoxtbFl~F— FEF L (B
FREOFENT) . *3 : ECOGPS (0. 1) EUHPVEH (BiHE. BM) 2ERIETFL LicCoxtbfiny— FEF1

100 1004 .
hﬁﬁ' o 4
RN 1 v v
80+ oy 80-| 1
- 0 \ @ e L_LH Y F=F, TTFFRERUSFU
S e ‘{\ ‘I 731 200mg Q3W S e I
4& 40 40 y, _"—g o
4 30 / ‘IH.L ||| Ill - I ““lmm ” 4 H a0 / -llhl . HH—
20 D “'H—i_ﬁ
o EYEST, 77?7&%&05411 g o A 200mg QW =}
0 T T T T T T T T 0 T T T T —
0 -5 10 15 2 2 30 35 40 0 § 10 15 20 25 30
ATFHIR [A] - EFHRE (A]
at risk ¥ at isk3%
A F1200mg Q3W %/ 1% | 10 7 % 7 2 0 7 #1200mg Q3W “ I 15 7 3 1
Y FieT, eYF e,
-5 7‘7’%]&'0:5 FU 207 131 8 47 21 8 1 0 7% S8R US FU 38 27 18 10 5 1

121 4 KEYNOTE-048 BRBHC 31T 5 AHI B # 58D CPS Bieo 08 opcpnawﬁw#@ Kaplan-Meier B
(ER : cpsz1 oBELF. HX : CPS< 1 0 BEFHEM) '



[Z£iE]
OE BRI RIS MAEFRER (KEYNOTE-048 FRER)
BEELIIARGERRERE 271276 B (98.2%) . AFIHEMER 57 290/300 1§J (96.7%)
R OMEEERRERE 286/287 B (99.7%) 12380 B, BREr OREBERTETERD
HEERIT. TN 263/276 5 (953%) . 175/300 1 (58.3%) KTt 278/287 Bl (96.9%)
BB b, WTNOAORETRREISGN 5% LOBERIITRO L BY Tholz, .

%5 VTP ORTRESAN 5% EOBWER (KEYNOTE-048 BUB) (RAMEARSTHSIRE)

BERAKRSEE (SOC: System P (%)
Organ Class) AFIGERIR 55 ARG LERERE
#A3E (PT: Preferred Term) 276 1 - 30041 287 5l

(MedDRA ver.21.0) 4 Grade Grade3-4  Grade$ 4 Grade  Grade3-4 GradeS 4 Grade Grade 3-4 Grade S
LEIEB 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (L.0) 278 (969) 195 (679) 8 (32)
il 2N O /»—H%% . :

g1l 133 (482) 52 (18.8) 0 2 @0 2 (07 0 118 (411 42 (146) 0

RN PRI 21 (76) 21 (16 0 0 0 0 2. 42 12 @42 o©

¥ 1 BRI 34 (123) 8 (29 0 2 (0.7 0 38 (132) 16 (56 . 0.

FFrpaRigAE 91 (33.0) 50 (18.1) 0 3 (L) 0 0 90 (314) 59 (206 0

HLMRIRD I 75 (272) 24 (87D 0 4 (13 1 (03 0 63 (220) 24 (89 0
BB X URKEE

g 15 (54 0 0 0 0 . 0 16 (5.6) 0 0
P IEE ‘

RIS EEIR TIE 35 (12.7) 0 0 39 (13.0) 0 0 1 (0.3) 0 0
BBEE o _

B , 28 (10.1) 0 0 (3.0). 0 0 31 (10.8) 0 0

FH 49° (178 3 (LD 0 16 (53) 1 (03) 0 75 @261 -5 (L7 0

=i 124 (449) 15 (5.9 0 2 (40 0 0 131 (456) 16 (5.6) 0

B 67 (243) 22 (8.0 0 .7 0 0 69 (240) 10 (3.5 0

A 75 272 T (25) 0 7 23) 0 0 64 (223) 5 @7 0
—i% - 2HEER X UTRSHAORE .

48 775 33 (1200 8 (29 0 7 @3 1 (03 0 30 (105 6 (21 0

wY ) 84 (304) 19 (6.9) 0 43 (143) 3 (L0) 0 83 (289) 11 (3.8 0

BER% 18 (6.5 0 0 L4 (13) 0 0 9 (3.1 0 0

FEBEDIAE 77 @79 26 (94) 0 8 @n 2 (07 0 76 (265) 14 (49 0

@ 16 (5.8 0 0 10 (33) 0 0 12 42 0 0
RYER X OFARE : '

JNEEZ% 0 0 0 0 0 -0 33 (1L5) 0 0
B, PERBICLEAHE ‘ '
COEACEES RS 2 0.7 0 0o 1 (03 0 0 16 6 3 (1.0 0
BRPRIRE A

ALT #85m : 10 (G6 2 7 0 7 (23 0 0 15 52 2 (07 0

sy v7F=8m 30 (109) 1 (04) 0 207 0 0 15 (52 0 0

SFhERERD 46 (16.7) 28 (10.1) 0 1 (03) 0 0 54 .(18.8) 35 (122) 'O

A REIRD , 51 (185 14 (1) 0 1 03 0 0 46 (160) 9 (3.1) 0

®ERD 21 (76) 2+ (0.7) 0 9 (3.0) 1 (03 0 30 (105 1 (0.3) 0

B BRI 36 (13.0) 15 . (5.4) 0 207 0 0 43 (150 2 (77 .0
R K UsEE

RARBOR 62 (225 12 (43) 0 16 (63) .1 (03 0 62 (21.6) . 8 (28 0

B U & A 16 (58 8 (9 0 4 (13 1 (03 0 36 (125) 11 (3.8) 0

&~ 7% 7 AMSE 29 (105 4 (14 0 3 10 0 0 95 (33.1). 11 (3.8 0
R MY T ARE 23 83 10 (3.6 0 9 (3.0 6 (20 0 20 (700 9 (3D 0

&Y ERMmIE 6 22, 2 (7D 0 1 (0.3) 0 0 19 66 5 (@17) 0
HRREE " : ' _

RERE 16 (5.8) 0 0 I e X)! 0 0 15 (52 0 0

IR =2 —F— 15 (4 3 (1D 0 1 (03) 0 0 6 1) 2 (OO 0



[EBIKLSIE (SOC: System ) Bl (%)

Organ Class) . . AREIGFRR S AKYEh 58 LR
#AKEZE (PT: Preferred Term) 276 %1 " 300 &1 287 i
(MedDRA ver.21.0) 4 Grade Grade3-4.  Grade 5 £ Grade Grade 3-4  Grade 5 4 Grade Grade 3-4 Grade 5
BB LORBIEE ' ' '
AMBEE 15 G4 4 14 0 4 (13 1 (03 0 6 @D 1 (03 o
BRI UK TakREE .
SEERES 1 (04) 0 0 6 (2.0 0 0 82 (286) 6 @1) 0
EEER 5 (L8) 0 0 6 (20 0 0 27 94 2 (07 0
E;  REFFARFEE (14) 0 0 1 (03) 0 0 20 (70 2 ©7 0
T D HE 14 (5.1) 0 0 21 (7.0 0 0 24 (84) 1 (03) 0
3 ' 2 80 1 (04 0 25 ®83) 2 (0.7 0 101 (352) 17 (59 0
BEes 2 @ 0 0 0 0 0 36 (12.5) 0 0

2B, FEFFRAREFHICISWCRESERRR 13 6] (4.7%), K%k - Nk - EED
THOF (33%), HREE (¥ « N —IEERE) o] (33%). FFREEREE 274

(9.8%) . FARIREEEEREE 40 B (14.5%) . TEAMERERE 1 # (0.4%) . BHEESE (R
S REMERERE) 21 6 (7.6%) . LFH% 1 5 (0.4%) K infusion reaction3 1 (1.1%)
BROoNT, £io, BEEOREEE (KREHERERE, SHE. BEXEES).
BIBHREREE . | BUEIRA. BEZC. 7k - SR RIARIE. EEREE. Mk - BEREL,
SOk, ERERMKEE (Gt U ESeR. WLl RIERE, &
FERIBRVES) . MEIREREEBRRORZIEIRD bhiRhoTz,

AHIHEMBZERTI O CRIBEMERRE 16 61 (53%). KB - NB% - EEDOTH 4
%l (1.3%), EEORERES (REMRIRERR., STHAE. EREES) 14 (03%).
FFHSREREE 15 1] (5.0%) . FRIRESEEREE 42 61 (14.0%) . THAHEAEREE 1 41 (0.3%).
BIBHAEREE 1 6] (03%), BHEEE (ROTHEETLS) sH (1.7%). Mk -8
BEA 160 (03%). SE 5L 18] (03%). Bk 261 (0.7%) KU infusion reaction] 451

(03%) BB bNT, Efz, FEEE (FF7 NV—ERES), | BERK. 5
K - BRHRRE, EEMEE, OHK. EELRMKEE (G MRIRA LR
. B, REFHE, EENRES) . NREREERE ORZIZERD bhih
277,

AEEASZERAIEEES GRREEREYSD) »S0EN—RELRT,

10



4, ﬁﬁﬂbu’)b‘f

AEN OB ENEI 2 BEEDW - BE L. FFORE kY BEERBIERERRALL
BRICHR 5 Z &k \E&TJ@ MT@@“’@@?‘AT%?ﬁK?‘ﬁE& WWBWTERT S
RETH B,

@.

®-1

m E

@

3)

@

)

BRIz oW T
_FnE:OD (1) ~ (5) @b‘fj’?ﬂb‘ L—ux':lé'?_éﬁ@uﬁf&bé <E

BB REANIEE T B 25 A BRI EURITS (Bl IR0 A B E L RUREE.
i&ﬁi#h”‘ﬁ@}%%'ﬁr@m HRAS A BERBE 2 E) (SFITEET A | B - 436
HEER)
KeERkREmbE (ERR314E4 A 1 BRFA : 86 HERR)
HEFRAMENSET 2R ADREERR (A DREERE TR, 75%%%3@%
B, A EREEHERRR L)
ASALERIEE R R L, SSRICERINE 1 IS RACERENE 2 ORI
RS BHET-o TWAER (FR2947A 1 AR @ 2531 fERR)
LN & BN D F R 2 TE ugﬁélﬁﬂj%ﬁo’ﬂ\éﬁ'@& (% 29 £ 7
A1 AR ;1287 fEsR

D2 FEEHEOLEFER CBIERBRR ORI H4 2 M & ER & HOEM X
| HHER (FROVTRATERN T S EMXTEHER) 2, SRR ORI
#a%ﬁwﬁ&%ELTM%énrwa_ao

R

EfisriBg 2 EOMPFEERET LRIC 5 FULORABRROBRFHEE

fToTwaZ L. B, 2HULEE, NAEYRES XL UEBREEZOWEL

ToTWNWBZ &,

EfaRE% 2 EOTNPPHMERET LBIC 4 £2 L0 FEERERRTNROBRR
HERTF-TEY. 95, 2&EN T, BAEMERESSOESHEEEEZRO
BERFHEZIToTWVDH Z &,

E s XL E R EMAFRE%OMBFHEZET Lickic 5 £ Lo Rk

DBEEFHEEZIToTHEY, 5b, 2EU LR PARMRELZ S OBARORA

BROBRPHEZIT>TWVDH T &,

22, AN X ZRRITEWTIEE] 1?)%%@%%’&’3’”"@%%‘#671&) BEDOIER

(27 BEREMIZ EOR OV T NATR R &M TR (BRSEERE DL

R OBIVER R ORI 5372 558 & B8R 2 7D EAT) &@i@é{ﬁfiﬁ}%@% &
R THI L,

11




@ BRADERRIEHEEOEHIZONT

EESEREHIIAETIEEENRBS L, BECENLOBERED. FE - &
SHERLNEFEROTER CEMSICHT 3 FRRE, FEESNRAE LEBA0OHE
Y. ERFENIITOoNZKHINE-TWE T L,

@ BHER~OHIRITONT.

®-1 HERAHIICEE 5 B :
MENMRESOEERBIERANRE LEIC, 24 BEDEREROT, YSHERY

IFEEERIZIV T, R LUZEWERICR U TAREER O CT £ 0RIER OERNZ

ERREOBRPEIFIELI, ELICXETRAERHAE-TEZ L,

@2 EREFFICLIZ2FEFSMNSICETIER

PAGRICED DEMNRABROEELE T IEREFEVPRIERE=4) v 7
EEOLEROAT ) —= U P RITOERE L BHL A TE 2 F— ABEREH 218
BENTWBZ L, 2B, BHEEHICOWT, PAVBRELZFOFRKRICHHICAMENT
WAZ &,

®-3 BHEROBEFCRRICELT N .
BIER (MEMMRBICINEZ, KB - NBK - EEO TR, FFRE - mbiin
T, BHEEREE (ROTHELERAS), NOWEE (FTEAKIERE, FREREE
EE, BIBMERES) . | BERR. 5L oA, Bk - SEDEEE. Bk, BEEOK
JEREE (RIGHEIRERERE, SWAE, BRAEES) . infusionreaction, f%Z - BEIEZ,
BEGENE, BREEE (F70  AU—ERHS) . LK, BEERLKES GE
PEIL/ MR EREER ., RAR ., RIS, EENRES), DREAEER, &
B TR LT, UEERDERE RSB OS2 AT S EM L EE L EERD
BRI L CTHRERUOXES ST NI EMCH B 2 L), BHICE LB
TEBREHRBESTNWB L, ' ‘

12



5. REAGERDEE
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