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FMERLFEICHERBHFICRMT I -DICREERMEEST A N5 1 - &2(E
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5— #z2 REFENLSULEORIVER_(KEYNOTE-087 3 | 5 ~— #2 FHEERSYLLEORER (ZatEfitrats:
B) (REMMEITNRER) ££FH)
62—Y | @ MEiIcoOWT 62— D MoV T
D-1 FRED (1) ~ (5) OWVWFhLCHEET O-1 TE®D (1) ~ (5) ODWThATHYT
LHIERTHDHZ L, HEFRTHDHZ L,
(1) EAFBREBFEET S5 AZFEENLS (1) EBEAFBREFEETDIHRAZREESELS
TR (EREATIRAS A BFEEILR R, Hh TRERE  (ERERT IR A A D FHEEIL SR, H
1 H3 A RS RS HILAR R, HIRAS A B O RS AR SRR, MRS A B RRE |
28) (ERR304E4 8 1 ARRA @ 437 55R) 72 8) (EEk204E4 A 1 AREA : 434-565%)
((2) ~ (5) B ((2) ~ (5) )
T oS @-3 BIERDOBZET-CHINCEL T T r2m @-3 BUEHOBZETeRIZBE LT

BIfEH (RMEMMEKRAICIML, RIBR - EEOT
R, ATRRREREE - dR(LMEARE &, EHRREE (R
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. BITHWERSE). 18HERR, 5L, &
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R AMEET A RS54
RhTu ) <7 (BETHEZ)
(AR5E4 : ¥4 M—F ARHE 20 mg, ¥4 bA—F SREHE 100 mg)
~ FE/INA e i ~

¥R 2 9F 2 A (FTe 6 AET)
EAESBE
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1. Xz

ERERBOGIE - ZFLMEORROEDICE, BRAIESIZESWEREERFERAINKD
bid, 6T, ITFEORPEITOERIZ LY, UEEIERR EOEHM2 ST ERE
FEEIVEKREINIPC, ZhbDERMPREICHERBEICRMET 2 Z L PRED
B LR TRY BRFMBGEE L SCEOEARFE 2016 (ERE 28 45 6 A 2 HRERIE)
IRWTH, EFNEERFOMENOERIHEERZHL Z L Lah T3,
SERBFER T, EBEACREAE T e 7 7 A NVBREOCEERS LHL TR
RBZERDD, ZOED, HPELVERLERET EERIH5EHT 5 TOH.
UHERLOBEZRSZTHZ L PHFINIBEICH L THEAT L L bz, B
FRRIR L BICLERINE & D Z LB WRR—EOEH LM T ERER THEH
TAHBZENEETHD,

Ltmof\$ﬁ4b74Vﬁm‘%%&%@:hiﬁﬁ%%ﬂrméﬁ%¥i%-
BRI ESE, DTOREROSERHEREHE T BN b UERER, X
HFRUOBEFERETRT,

238, $ﬂ4b74/m MSCATEE AR SES RS, At EARA
EREIEEYS. —REEEA B ARERARESR., HEHFEFETEAN A ANEEZSE T
—&ﬁ@%kﬁi@& SEROWMADS EER LT,

WL BERS ¥4 M—F ETETHE 20mg, FA M—F ETETEE 100mg (—
fg4 e r Y Xvd (EETHEEEL))

HELRAWEIHPE  BIBRRREREST - BR OISR

WBERIPERCHE  BE. AR, a7 ) X<y GEEFHE#HEL) LT 1
B 200 mg % 3 @EMRT 30 50T CRBHFET 5.

W& B 7E % F : MSD et




2. FAIOFHE, {ERBT

A M—F R 20 mg X ORARHE 100mg (—iRE Rba7e ) X<7 (&
faFH#Hz). BLTF TR#] £vvd,) i3, PD-1 (programmed cell death-1) & ZDY H
FT#H% PD-L1 RURPD-L2 L O 2 EHENET S, b Mb1gGd £/ 7 m—TF il
Thb,

PD-1 #B &1 T MBR LB AR > D ki 2 1o DI S A MRS FIH 5 5 E /s il
AA »F T, PD-1 1E, EFRAREBIZEWCEER T filoMfakmicREH L, HoR
EREEEDARNEXILER 2 aE S 26T 5, $hbb, PD-1 VT FEH
ATARZ LI L VPESREC L3 vV EERRCHET %846 TH S, PD-LI
DEFHMBRITHIT BREBTDTHTH BB, H ORAMITIE T HIEOBE 23z
BEFEERICER LTS, BAMIIZEIT 5 PDL] OEREIL, Bk, BEE.
JfatasE, SRELEE, FE/NRIRliER K Ofie R ATTREARATTH Y, BWAEFE
& OFBEERBE IR TWD,

B OBRADERNTH & PD-L1 R OMEMEN S, PD-1 & PD-L1 OEEITIER
OHREEHHIBWTEERBREZE ) ZEAREENTEY | B ABRROER L
LTHRFENLTWS, .

A#HIE, PD-1 & PD-L1 RUPD-L2 OB Y H o FOFKEAEZMAETHZ L2k v, [EF
BNRETOEESEMMIAESE T U o RemE b sy, FEEREZHEEEL
T3 L THRIESDRERET S,

FROERABFICESOBEOCRERGIIC X 2EWERERH bbb, BEEXIETIC
EDAEERSH D, FFOFRSHRCESHRICIT, BEOBEL -FICTV. AFESR
 oNTAEAICE, BB L ERERITE U SMNRaM L BREFSBEME & LTl
BB 21TV, WEOCHRERIGIC X EERRRDN DB, BITRERNV
ELRIORGEOHENRABEEZIT O LENH D,



3. FeikpkiE
BB REZRHEST - -8 OFE/INHUIR IS ORI REM 21T - 7= R ERIRRER O pliif %
T -

[H 2]
OEBIEFRFBMAERE (KEYNOTE-024 35k)

{LEFRIRE D AR\ EGFR Bis TR, ALK & 8B T BER T PD-LI % (PD-
L1 #3E L EEan 5354 (BUF [TPS) & ).) 250%) " O aE2i
1T - BREOFE/NRIEAERE 305 6 (AAEAN 40 flE2 ) ZxRiIZ. £ 200mg3 &
FIRIRS (LT [Q3W! &5, ) BEOFIMERTESER, 775 F A2 ETeiEsE
Fbsges: (BUF TS0C) &9, ) &xiEE LTRET&E, B, EgEM cKRE
HATHRD b BEl, ERET LR HERSED bW EOBRMICEZE LT
ABHE T, REIPGEOFESEM TREETERD bR T TAHoREE#ET D 2
CATRE L &huie?, EEERE(RE B S EAENM CAT IPFS) &), ) | BIKFE
HIE B4R (AT TSt &5, ) & &n., ZHIZ7 7 7R 2t bR
FELHEE LT, PFS, RU0S (FRIAEIT RAEIERLE,

*1: 3= BB L TIEIRIS AR STV B PD-LI THC 22C3 pharmDx [ 22)
FRVWCHRESNE,

*) 24 A FETHEEEINZHGSIFROREEZFILL., 0%, FRETHED bRIE
BIBEERTED L SN, :

1 FiHEEEE (KEYNOTE-024 3RER)

AH 200 mg Q3W 7777 BAE
(154 151) SibFERE
(151 f51)
i [H] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ - FH7 0.50 '
(95%CI) (0.37, 0.68) —
P fE" <0.001
hoviE [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
08* oY — R 0.60
(95%CI) (0.41, 0.89) —
P " 0.005

CI': (248X, NE: f#EART. *1: RECIST F4 FZ A > 1.1 fRICE-SMarhdeE, *2:
B Cox lINF— FEFAC LB 77 FH R EEREL OEE, #3: Bl /7
THE, *4: PRI T—F 1 20164E5 H 9 E;:by hFT



100 - S
Q0 — EWmg Q3W
80 e TS HREEETEINE
& 70 -
60 -
50 ' ‘q‘
= 40 1
B 30 - p 1415
20 4 “"‘"“"a.d,____a
10 - | s I
¢ 3 6 g 12 15 18
at riskid RNELEEERIE]
HH200mg Q3W 154 104 89 44 22 3 1
TSFHERERGIYSE 151 99 70 18 9 1 0

H1 HIHER L B PFSORKAENT RO Kaplan-Meierfii (KEYNOTE-02438)
(PD-L1ES#E (TPSZ50%) DAEHEE)

y |
e
£ 60 \m.}”

m_ 50 N Mﬂ*-&-&ﬁ

20 " —— AR200E QIW
10 weoew Fszsmmenvicrs:
0 3 6 Q 12 15 18 21
at risk¥¥ : SR A]
EHF200mg Q3W 154 136 121 82 39 11 2 0
TSFHRRESOIENE 151 123 106 - 64 34 7 1 0

X2 OSSO TR Kaplan-Meier fi# (KEYNOTE-0242%5%)
(PD-L1EEHE (TPS=50%) DBAEEM)



QIR A I /MAERS (KEYNOTE-010 #Ekr)

77 FH A R ST U PERT £ F T 5 PD-LL B (TPS21%) 7 OYIERRRERE
17 - BROIE/INARMESRE 1,033 fl (BARA 91 fl2Et) 2RI, £H 2 mgkg
Q3W # 5K 10 mglkg Q3W RS OFPEROERMEN, FEFFErxind (UT

MOCH &W5H,) XM LTRSS, 28, EEHMETRBETSRD bR
BT, FERIETEZ RTERPED bR WEOBKMIZEE L TWABHETIE, KkE
LI O WS CRBETIRD b3 E TARAOR SHE L et Ll Shi?, TR
{BE B i 0S U PFS & &h, FFNIL DOC & H# LT, 0S #FRICER L=,

*1 : EGFR B FLERBN T ALK A EETEBLEOBE T, 77 FFiHE Gy
PEHRIT L B IAEEIEIZ N . F R EGFR FLE /R ik ALK PLE{ER 25 2 HiiEM
MEEHIC L D eRERZ AT 2 BEAREA AN bR,

*2 : PD-L1 [HC 22C3 pharmDx [# 21} OFfFXx » FEAWTHE I L,

#3:24 WA ECRESREESEAROHRE R NEL, FO0O%, REBETRED bhE
SR EFERTE 3L L Shi,

2 AR (KEYNOTE-010 3E)
AF 2 me/kg Al 10 mg/kg DOC
Q3W . Q3w

(344 1) (346 f51) (343 51)

thefE [H] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)

0S8 | ~¥F— KL 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

Cl: 2K, *1 : B Cox lfpln¥F— FEFAC LB DOC LW, *2: FGRln /7 -2

E

100
90 - e 50 210p kg OV
80 e e M HOE KRG Q3W
761 —— FreEen
£ 601 Mﬁ’f
50 H;n%.%
fio k11
301
20 1 ST
10 -
1) 5 10 15 20 25
at risk#y SRR
¥ 2mg/kg QW 344 259 115 49 12 - Q
*F0mg/kg Q3W 346 255 124 56 6 Q
ResFtilb 343 212 79 33 1 0

=3

(PD-L1 B4 (TPS=1%) DEFEH)

OS DEAEARHNTHZD Kaplan-Meier B (KEYNOTE-010 3E)




@EEILFEFTHERER (KEYNOTE-189 3ER)

LB O 22\, EGFR MR TERBMR K ALK BlA MG TFRIEO DR/
iT - BROERELEIENARNERE 616 5] (RN 10 HEETe) 2HRIT, £H
200mg (Q3W) \ A MLFEFFT MU TAKFY AT IRAMLHFEFR] E0V5,)
BEOTZFFRE CRTPFFUIIHNRTTF) OFKRS GRIGHHEE "o
IR ISR, TR, R Xk FRRUTSFFUAOHRRS (b
ER) 23R E LE—EERABR RS SR, MiEE b, 77 FFERNTR Y ER
PDEEZTEWRBRL, B#EEIERK4a—RETL L, 2B, BEEM CRBHETHE
B HNTHEEI, RRETE TR TERSBD bR WEDBEMICEZEL TV BET
i, REILEOESZFMCRABEITERD DRI T THAL 22 it FOFARS
PHtle T D EAFREE Shie®, FEFMIERIX OS XUPFS L sk, FAF. <A b
L&k FROZ I FTHROHARFITT TR, 2A b dt FRUTZ FIT 880
PrAEEE L BL T, OS RU'PFS 2 A EIERE L, '

*] 1 AH200mg, ~<A b LFE K 500mgm?, YAFT T 7S mgmd RIZW AR S5 F o
AUCS5 (mg - mL/min) OIEIZ Q3W (Fo2—RD 1 R ARES) T4a—2#E#H, A
#) 200 mg BTV A b LFE R 500 mg/m? A3 QAW TR E Ehiz, )

*2: 7T ER, RR b LRk F500mgm?, Y ATTF L 15 mghmt ISH AR TS F v AUC
5 (mg - mL/min) OIEIC Q3W (Fa—R0 1 BAIES) T4a—2B5E, 75
ARV A kL R 500 mg/m? 2% Q3W THRE &7,

*3: 24 B AETHRESRIEGEIEIAROKRELPIEL, 0%, BEEETERD NS
aiciEsElTE I ERE,

#3 A (KEYNOTE-180 35

AHGF R (PRI
(410 ) (206 )
FrouiE [A] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
08" AP — RE2 0.49
(95%CI) (0.38, 0.64) —
P 48" < 0.00001
FgufE [A] 8.8 49
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™:™ NP — R 0.52
(95%CI) (0.43, 0.64) —
P fE"™ <0.00001

Cl: {S#¥EEM. NE: f#sEAR7l, *I
SHH#EE & OB, #3 : B w 7S5 I BE.

I FRHE

L REIfRYTRE DT —# (201711 A8 Bh v 47, *2:
ﬁU&x%%ﬂﬁ~F%fwmléfﬁtﬁ,&}FV#ﬁFﬁﬁfi?fﬁﬁﬁmmiﬁﬁw
*4 : RECIST HA K542 L1 RIZESSERT




af risk#
AR200mg Q3W, A
AMAERRUTSF
FERGRCEEE
IS5k, AARLEE
FRUZSTHRmEH
fregms

100 7
90
807
707
& 601
B 50 ]
& 401
307
20
107

Wl‘“ﬂam [P

— g QAW AP RREU SRR REE:
wawene FEEH, AR ERBUTSFFRADALSES

410

206

3 6 9 12 15 18 21
2R (51

377 247 278 163 71 18 0

183 149 104 5O 25 8 0

M4 OS O FEMENRED Kaplan-Meier Hi## (KEYNOTE-189 3R5%)

at risk¥
FH200mg Q3W, X

ARUFEFRUFSF

TR
TS5k, AL
KRUF755Hamim
kgt

100 =<
90 . b —— MM O, AXNACERUTSF RN
80 1 B " e TR, RALFEERCET ST > BRI IGE
g 70 L‘«_t\‘_
i 60 - R
g 50 3 {
40 73 h“)‘
@v 30 ‘“‘*—w“_
20 - L
10 -: o o o o —
0 " L3 1 T 3 +
0 3 6 9 12 15 18 21
a2 clis SN
410 322 256 149 60 17 5 0
206 141 80 40 16 3 1 0

X5 ERTPRHEET LD PFS OHRETRO Kaplan-Meler HliR

(KEYNOTE-189 3\5%)



@EELFAFEIHFAR (KEYNOTE407 HER)

{LEFREEO R, PIRARIERET - BRORY LRIk a8 559 41 (A4
A S0 Bl EEte) BRRIC, AF]200mg (Q3W) | AINRT T FURONAZ Y XN
X U EXEL (FAT I CBEER) (BT (nabPTXI &0 9H,) OHFfEKE (K
HIGERED " OFIMERVREHEN, 7R, INVKRTFTF RPNV EZ2FELXN
I3 nab-PTX OfFFHES (BB 2 2xRB e LEZ_EERER CHRitShi. mi
&b, 7 U FXEARIL nab-PTX 1, AYEMABEZLICERL, BEEEK4 =
—AETE Ui, 2B, BRFM CREBETHED bR B, RBETERTER
BRH DNARWEDEBRMICEE LTV BE T, IREILARROBE@EHE CHRBETH
BOBND ETARRAOEREFHET 2 Z ENREE She®, EEFMMEEA K 08 XU
PFS L &h, FKl, INVRSTF RO/ U # XA XL nab-PTX OGBSI 7
TR, AIVRTIFTF U RUT T #H%EAE nab-PTX OOFHZEG LB LT, OS K
U'PFS 2§ EICEER L7,

*1 : &) 200mg, 7327 U # %1 200 mg/m? X% nab-PTX 100 mg/m?, HAK TS5 F 2 AUC .
6 {mg - mL/min) OIEIZ Q3W (KA, 2 UV FXEALRBIARTFTF o jIga—2R
D1 A BCHEE, nabPTX BHa—20 1, 8, 15 ABHEE) T4 2—xBEE, &
#1200 mg 28 Q3W THRE IR,

¥ 2R, A7) FFEN 200mg/m? X nab-PTX 100 mg/m?, W AR T 5 F 2 AUCGE

(mg « mL/min) DNBIZ QIW (FH, RZ V EX ARV INVAR TS F L EEI—AD
1 HE&RS, nabPTX 3&a—AD 1, 8, ISABRKHRE) T4a—-RE5%, 77
RN QW THREENE,

*3:24 A ETHRESNEPERAFORERHIE L, T0O%, BREFTHIHD bATE

BIBREEHETED L ERE,

F4 FEOERE (KEYNOTE-407 38)

AFBEREEY (R
(278 151 (281 1)
FfE [A] 15.9 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
os'! NP R 0.64
(95%CY) . (0.49, 0.85) —
P A" 0.0008
i [H] 6.4 4.8
(95%C1) (6.2, 8.3) (4.3,5.7)
PFS™.™ AP K2 0.56
(95%CI) (0.45, 0.70) —
p " <0.0001

CI: [BHREME. NE : #EEARF, *1 : FEETIFOT —F 120184 H3 By bA7, *2: B
Bl Cox BBINF—RKEFNMZEZ AT R, IVEFTFREPAZ Y #FEALE nab-PTX
OUFHFREE OB, 3 BT 7 8E, * : RECIST A FI A > 1.1 fRicES< Gk
T s A e E



100
90
80

,.,,?0-_
& 60
5‘3'50—_
&40

.30

20 I FRNOE AW, ANEISF RO BFARAR I T US Eb

12 — e FREH HGHRTSF RIS EAT L T TEEE
0 3 6 9 12 15 18 21

£ R]

at risk&
F0he OW. DK _
T5FURGKI%E 278 2h6 188 124 62 17 2 -0
Rignab- K7 U 551

THEE, hRTSFY
RUNZU2ERARHE 281 246 175 93 45 16 4 ad
nab-t7 U FEEL

H6 OS ORE#HFITEO Kaplan-Meier Eiff (KEYNOTE-407 38%)

100 1
50 ] — A OWY. BNATEF YR SR ENT B T TR
80 i k" e FHER. DUATEFRTYREENR b7 U TR
& 70-
% 60 -
§50 —
gg 40 1 -
,;ﬁ 30 7 L\‘
20 ' . ““i—-a"
10 - T ) et
¢ 3 6 9 12 15 18
at risk™ EREaEFR(R]
FH0mg Q3W, HIR
FSFIRTRUFEEN 278 223 142 57 23 5 (
Zhnab7Y 9+l
I5EH, BRI IFY
RURTUIFELIR 281 190 90 26 12 4 0
nab-N7V It

%7 SRTHRHER LS PES ORREHEITE O Kaplan-Meier #51
(KEYNOTE-407 35)
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OEEEFRFIHERE (KEYNOTE-042 35)

{LEFREREO 72V EGFR B FERRBM:, ALK Bi&B{E TR U PD-L1 Bk (TPS
Z1%) " OYIRARERET - BROFENBMESAE 1,274 8] (AAAN 93 BlEET)
ERRIT, AF 200mg QAW BEDOFHMER RN, 77 7 8H & &b 5HE
AL LCTHRMEhE, 2B, EEFHE CTREBETRRD bhiBal, ERETE
ARTERSFD B RNEDREERICEE LT 5 BFE Tk, KIE B BHE TR TR
BETHERD LN ETEAORE /MRS 2 Z LATEE &nk?, EEFHERIX

08 L &h., AHNIFZ FFHHE S FERBEL B LT, OS 2FREIER L,
¥] ;A A=A B E U TREERFERZE E T 5 PD-LI THC 22C3 pharmDx [# =)
FRHWTHREI N,
¥ :24 B AETHRESNIEBREFROREEPLEL, 20%, KEETARD NS

AIRESTERTEBZ L LN,

#5 AHMEHRE (KEYNOTE-042 3B) (PD-LL B (TPS21%) DEEMHEM)

7T FFME AT
#F 200 mg Q3W (b
FlE 637 51 637 f
g [A] 16.7 o121
TPS=1%
" (95%CI) (13.9,19.7) (11.3,13.3)
&i@%@? 05 NY— R 0.81
(95%C1) (0.71, 0.93) -
P E"? 0.002 :
. 3k 299 15 300 #1
o el [A] 20.0 12.2
ﬁ;@éé 0os™ (95%CI) (15.4,24.9) (10.4,14.2)
- NP— R 0.69 B
(95%CI) (0.56, 0.85) .
lE 338 {7 337 151
o i [A] 134 12.1
ﬂ;;;;f’é; os™ (95%CI) (10.7, 18.2) (11.0, 14.0)
. NP— R 0.92 _
(95%CI) (0.77, 1.11)

CI: {EEKM. *1: PRTEFOT — & (20184E2 H 26 A& w A7, *2: Y Cox |~
— FEFMEE DT 7FTRAZEMEEREL OER, *3: BRI 777 RE

11




90 - e Y 0ME OIW
BD-. ——— EFIERERGEE |

at riski EHFRR A

FRI200mg QIW 637 463 365 214 112 35 2
Tor+ERERLYEE 637 485 316 166 88 24 1

Lo T

8 OS OHRIEN D Kaplan-Meier Bi# (KEYNOTE-042 35%)
(PD-L1 BB (TPS=1%) DBRAER).

12



[ZzatE]
OEEELFRFE NS (KEYNOTE-024 &%)

THEERIIAATE 148/154 61 (96.1%) R T SOC BF 145/150 #l (96.7%) B b, &
BRIK L ORRBEREEGCETE RWEESRIT. ThEh 113/154 §l (73.4%) XU 135/150 #

(90.0%) WRED b, WThPOF TRERN 5% LOBIERIITEROLEY Tho
. '

6 WIAOFCREREN 5%E EOBIER (KEYNOTE-024 328) (ZMAZTSdER)
SFFRIKAHE (SOC: System H% (%)
Organ Class) A SOC B

JAEE (PT: Preferred Term) 154 4 150 {5
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade$

SRR 113 (73.4) 40 (2600 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)

THERETIVARIEE LD e b e
=Yt} . g8 (52 3 (19
& BRI 1 (0.6) 0
P ERMAE 1 {0.6) 0
O/NRBDSE 0

8 (53) 2 (3
34 (22.7) 20 (13.3)

OO O O
oo oo

17 (113) 8 (53)
FLER B R AR 11 (7.1 0
COFRIRREETE 00 12 78 0
CERBREEE
{mz 6 (3.9 0
TH 22 (143) 6 (3.9
B 15 (9.7 0
A% 4 (26 0
o MEet R 4 @26 1 ©6
—X - BHIEB L T RS ORE : '
4RSI 5 (32 1 (0.6)
®E 16 (104 2 (1.3)
B 1 (0.6) 0
. , 16 (104 0
CEERERRAE
ALT $#m0 10 (6.5 0
AST 88/ 8 (32) 2 (.Y
It 7 VP = g 3 (19)
#T AP R 0
Qi N 0
. BmEREEL, 1 (06)
(BB IUREEE 0
LBk iR 14 .10
R IRy Al 1 (@6 o
 WERRBIUWAMMEE
3 89 0 0 4 Q7

o

1en 0

(=33

o
o

17 (11.3) 0 '
20 (133) 2
65 (433) 3 Q0
18 (120) 2

30 (2000 1

cCoo ool
oo oo ol

I (73) 2 (1.3)
43 (287) 5 (3.3)
9 (6.0) 0
8. .63 0

oo o o.
oo oo

7 @7
5 (3.3)
15 (10.0)
20 (13.3)
18 (12.0)
16 (10.7)

oo oo oo,
o0 oo Cc o

BN = R = = -

' '(2'6.Q)“"
(6.0)

[ ]
o
w
D

=
Y-

CRMERBEE -
MRERE I (0.6 0 0 15 (10.0) 0 0
Rffifg=a—miF— - 2 (13 0 0 AN CEU B S (L)) 0
MEIREE, MRl L UWHREEE ) ' '
. Mgz 8 62 4 @28
B LUETAMRE
B=EHE 0 0
HIEEE 3 (5.2) 0
% 9 EEHE 12 (7.8) 0
BiE 1 (.1 1 0.8

o
—

@n 1. @n 0

{8.0)
©.7
2.0
(2.0)

oo oo
L L — N
oo o o
oo oo




72E, AEFIC BV CHIEMERER 9 W (5.8%) . KBk - EEOTH 8 4 (5.2%) .
HREE (FTF 2 - AU—ERES) 24 (1.3%) . TS 22 /4 (14.3%) . FIR
IRAERESE 21 B (13.6%) . TIEAEERE 1 6 (0.6%) . 1 3MWERE 1 81 (0.6%) |
THREEE (REFMEERRE) 16 (0.6%) . L LH (0.6%) . sk - B
BIERL 1 B (0.6%) K Utinfusionreactions # (3.2%) BB ohiz, $i-, BEEOKE
B (ERRIRIRAEERE, ST, J|RAEES) | BIBHaERE, EEMEE. N
7% - BEEEde, KOsk, DR, RS/ NERD MEEREER, SR % OURIFER
FEIIED LR N0, ARHERRERMIIEEESR (FRREERELZED) 280
HiHERETRT, '

QEEERS I/MERE (KEYNOTE-010 R5%)

BEEST 2me/ke Q3W B 331/339 1] (97.6%) . 10 mgrkg Q3W E¥ 3307343 17l (96.2%)
KO DOC # 297/309 ) (96.1%) IO biL, IBRIE L DRRBEBIBEETERWVWESE -
BT, FhER 215339 ] (63.4%) . 226/343 4] (65.9%) KU 251/300 41 (81.2%)
WRH LR, WP DORETREEN SR LOBERIITRO LB ThoT,

£7T WOTUDOH CREHEN 5% EOBHER (KEYNOTE-010 RE) (SRR SuER)

FEBIRSHE (SOC: System {AE (%)
Organ Class) 2 mg/kg Q3W B 10 mg/kg Q3W B DOC &%
IEAFE (PT: Preferred Term) 339 451 343 441 309 #i
{(McdDRA ver.20,1) 4 Grade Grade3-4 Grade 5 4 Grade Grade34 Grade5 “© Grade Grade3-4 Grade5
I 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)
ks LY REEE
gyl 10 €29) 3 (09) 0 14 41) 1 (03 0 40(129) 5 (1.6 0
Rk I 03 0 0 1 (03) 0 0 44(42) 38(123) 0
PSR ,
SRR ARE T A 25 (74 0 ¢ 23 (67 0 0 1 ©3) 0O 0
BlakEE
T 24 (7.1) 2 (06 © 22 (64) 0 0 56(18.1) 7 23) 0
A 37(109) 1 (0.3) O 31 9.0y 2 (06 O 45(146) 1 (03 O
1 P58 13 38 0 0 7 20 103 0 43¢139) 3 (1.0y O
g 12 35 0 0 13 38 1 (03 o 24 (78) 2 (06 O
— %+ £HEER LU BLOIRE
e FIAE 20 (59 1 (0.3) O 19 (5.5) 2 (0.6 0 35¢113) 6 (1.9) 0
] 46 (13.6) 4 (1.2) 0 49(143) 6 (1.7) 0 76246y 11 (3.6) O
AHIEE AT 5 (1.5 0 0 4 (1.2) 0 0 21 (6.8) 0 0
28 10,29 103 0 M@y o 0 17(5 103 0
CRERMRAE ‘ , S y BT e
RS 0 0 0 206 0 0 24 (78 19 (61) 0
| FRgREE _
SRR 309 0O 0 309 0 0 17 (3% 0 0
B LU TR .
R B 3 (09 O 0 2 (06 0 0 101327 2 (0.6) O
T S ¥ERE 25 (74 0 0 32 (9.3 0 0 5 (1.6 1 (03) ©
9B 20 (86) 1 (0.3) 0 44(128) 1 (0.3) 0 14 (45 0 0

728, 2 mghkg Q3W HRL TN 10 mgkg QIW ZEIZBWTENFi, MEMEMEE s il
(4.4%) RON146) (4.1%) . KB - BEEOTH S (1.5%) U241 (0.6%) . B
FEORIEE (KRR ISR B, ZIHBE, SHREIES) 1 7 (0.3%) KU1 # (0.3%) .

14



FREEE (T2« N U—EEREE) 2 51 (0.6%) KU H1 (0.9%) | FFisseRs 23 4
(6.8%) BRU' 2 (6.4%) . FOIRIRMEEERSE 32 4] (94%) RU'3541 (102%) . T
EHEEEREE 1 61 (0.3%) BTV 1 61 (0.3%) . BIEHREREE 2 41 (0.6%) RT 1 #1 (0.3%) |

1 BUBERRS 1 ] (0.3%) ROt 2 fl (0.6%) . BHEERES (RMEHEETRE) 4 4
(1.2%) B of, FEge 141 (0.3%) RU0P ik - BUSCimARiE 1 61 (0.3%) RO
0 %, infusion reaction 2 B (0.6%) RU'6 @ (1.7%) BB D bIi, £, EIEMES
RE. MBiZe - fEMEZE, B &5 MR, LR, ffEthi MR, Btk RO
FREBBTRD bhidof, RREARBERIIEESRES (BRREERT2ET)
rEbEERE T,

@EPRLRF MR (KEYNOTE-189 k)

A ETRITAEIFETRE 404/405 51 (99.8%) R USKIEREE 200202 ] (99.0%) B L
. BRE L ORRBEREETERVWETERIL, T2 3721405 f1 (91.9%) &
T8 183/202 B (90.6%) WD b, WThhOR TRIEEN SKU LORIERIXTER
DEBYThoT,

P8 WPNIAOBETRERR 5% EOFHER (KEYNOTE-189 38 (A ATirsh@s)

ERE IR (SOC: System Bl (%) .
Organ Class) FHIPFARE AR TEEE
FEAEE (PT: Preferred Term) 405 1) 202 4
(McdDRA ver.20.1) 4 Grade Grade 34  Grade5 < Grade Grade34 Grade§
2FI{ER 372 (91.%) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (L0}
fMEB £ Y o REE S ' o
i 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (134 0
BB BRIR A E 25 (62) 24 (59) 0 4 2.0 4 @O 0
B EkEA e 22 (54 8 (20 0 12 (59 1 (05 0
HFHEREE 101 (249} 59 (14.6) 0 45 (22.3) 22 (10.9) 0
o fANEMSE 69 (17.0) 31 (27) 0 27 (134) 13 (64 0
L PRI e e e e e e e
Wkﬂiﬁ“ﬁﬂiﬂiﬁ L2 ¢4 2 (05 0 0 3 (A5 o0 0
_ WeEEn s (126 0 0 14 (6.9 U U
. EemE , PR ' ,
{ER 67 (16.5) 0 0 24 {11.9) 0 0
T 78 (193) 15 (37D 0 22 (109 4 20 0
HED 187 (462) 12 (3.0) 0 90 (44.6) 4 {2.0) 0
AA% 26 (64) 2 (0.5 0 15 (74 1 (0.3) 0
b 74 (083) 7 A7) 0 39 (193) 4 @O 0
DR e 2R RERITEREMTOIRIE s T e e e T B e
HIE 53 (13.1) 16 (4.0) 0 31 (153) 3 (1.5 0
L 134 (33.1) 20 (4.9 0 62 (30.7) 3 (1.5) 0
D PSE 0 (74 3 O 0 14 69 1 (05 0
AT E 27 (6.7) 0 0 12 (5.9) 0 0
ER DR ) T B (V% B 4 Qo 0 o
- BRERIUHANE 0 ST S O A
meliz 220 @49 1 @y o0 10 (0 0 0
CERERE B T
ALT H#1/1 38 (94 2 (0.5 0 16 (7.9 3 (1.5 0
AST $#n 28 (65) 0 0 10 (5.00 1 (0.3 0
M rLPFom 32 (79 1 (0.2 0 12 (59 0 0
B Bk 2 B4 7 (LD 0 12 (59 6 (3.0) 0
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HE WK (SOC: System ¥ %)

Organ Class) AHIGEARE {b SRR
2LATE (PT: Preferred Term) 405 7 202 {5
{MecdDRA ver.20.1) 4= Grade Grade34 Grade5 £ Grade Grade3-4 Grades
REB LU omhe
EX ot IS 84 (207 4 (L0 0 42 (208) 1 (0.9 0
B~ VRyUvhlfE 22 (54) 5 (12 0 3 (19 0 0
] e P : o : L T
SRR 37 @) 1 @y 0 M4 @9 0 0
L ERBLUETASES e - -
b4 =LAy 11 @7 0 0 12 {59 0 0
Z 5 FESE 37 (8.0) 0 0 12 (59 0 0
i 51 (12.6) 5 (L. 0 17 (84) 3 (1.5) 0

2B, AW CRIE MR R 16 41 (4.0%) . KB4 - EEEO TH 20 5 (4.9%) .
FREEE (KT NU—EHERRSE) 1061 2.5%) . FFERERE 62 6 (153%) . FiR
JRHBREREE 32 A (7.9%) . TEMEEREE 2 6 (0.5%) . BITHAERE 1461 (02%) .
1 BUBEERYS 1 B (0.2%) | BHEREREE (RABFMIEMEELY) 2561 (6.2%) . MK 261

(0.5%) RUX infusionreaction5 i (1.2%) M@ LN, £, HEORERHE (2 )&
FEEIRAEREE, ZTAEE, EREES) | R - FRRE. EEMENE. MK -
BifsEze, 5 &AL, DFse, St i/ MR EREER, W R ORI
Ao h ol AEERRERRIIBEEES (BERREMEELEY) 2a30ERH
HRETRT,

@EBELREIMAARE (KEYNOTE-407 #E)

BERSITAARE 273278 il (98.2%) R USKBAEE 274/280 5l (97.9%) K@D 6,
HBRE L ORREENRTETERVWEETERIL, £0FR 265278 # (953%) RU
249/280 1] (88.9%) E¥H bitiz, WIFNLOHE TREAELEMR %L EORWERIITED
EBYThoi,

F9 WOTNIORTEERY SUL EORIIER (KEYNOTEM07 38  (G{EfRirRER)

SEBIF A (8OC: System i %

Organ Class} AFIOFHIRE {EEpeat

EAFE (PT: Preferred Term) 278 280 i

(McdDRA ver.20.1) £ Grade Grade3<4 Grade5 £ Grade Grade34  Grade3

ERIED 265 (953) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1

MR I T VoSREE
i 123 442) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEBEST T ERIR A 14 (5.0 14 (5.0 0 10 (3.6) 10 (3.6) 0
[ i BRBR A . 23 (83) 12 43) 0 19 (6.8) 12 (43) 0
TRk E 97 (34.9) 59 (21.2) 0 86 (30.7y 63 (22.5) 0
WA 81 (29.1) 18 (65 0 58207y 16 (57 0

PR :
PR R RE T E 17 (6.1 1 (0.4 0 2 (0.7) 0 0
FRAR AR AR F A 16 (5.8) 0 0 3 (L) 0 0
P b - . . .
fui 31¢112y 1 (04 0 25 (8.9) 0 0
T 61 (219) & (2.9) 0 47 (168) 4 (1.4 0
D 85(306) 2 (0.7 0 71 (254) 3 (LD 0
Mgt 36 (129) 1 (0.4) 0 25 (89) 3 (L. 0
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#RERIKRSE (SOC: System #E

Organ Class) AFGERIE {LAERR IR
HASTE (PT: Preferred Term) 278 5 280 #
(MedDRA ver.20.1) ﬁ Grade Gradc 34 Grade5 £ Grade Grade34 Grade5
TR R “b-ij:U&gnﬂ‘f"@ﬁﬁE ............ 5-"":"""{-3-233-'3‘-3333:--‘333"33 ..... R
3 46 (16. 5) 3 .1 0 Al (14 G 6
WY 4 _54 (194 7 (25 0 _52 (186)

AST #9)) 14 (5. 0 s (1 )

B ERE L 24 (86) 17 (6.1 0 28 (10.0) 24

/RS 23 (83) 5 (1.8) 0 16 5.7 6

BmERERL . 30 (o. a 28 (100) 18 (36) 0
RS ORI

SRR 47(169) 5 (1.8) 0 57(204) 4 (14 -0
. Wﬂﬁlr o 15 54 1 04 Y 95 33 2 @O 0

BEE 36(129) 1 (04) 0 24 (8.6)
M L RWs 20D 0 2608 1
R R R N R S Or Fi S

BRE S 23 (8.3) 0 0 Kl (2 5)

KM= e 2 ST 55(19.8) 3 (L.1) 0 37 (13.2)

SRR _ 15 (5.4 1 (0.4) 0 13 (4.6)
| RiERE = —n 8- Q1) o0 0 36029 2 09 L0
BREEs LU THREE ' : .

Bt ESE 126 453y 1 (0.4) 0 100 (35.7)

& S ESE 29 (10.4) 0 0 15 (54)

ity 28 (10.1) 0 0 20 (1)

R, AR BV THEERRE 14 81 (5.0%) . REBXK - EEOTH 14 41 (5.0%)
MREE (72« NL—ERRS) 5560 (19.8%) . FFEEREEEE 26 61 (9.4%) . HIR
IREEREIEE 31 4 (11.2%) . TEABEREE 246 (0.7%) . B#iEES (R#ﬂ]r‘tfﬁgﬁ
BRE) 64 (2.2%) R infusionreaction6 il (2.2%) BBH LI, £z, EEDK
GRS (RERBRERR., SN, BREES) | SIS, | TURERM, B
7. WY - BT RMRRE, WA, WA - BEBIE. S U OB, Dk, S
M/NERAHEEEEER . RIS R ORFREBIES bhihoiz, Z:E’J’f/ﬁfﬁ%ﬁﬂ]kﬁ
B EES (BAREEREZSD) 250&EHERETT.

GOEELRFEMERE (KEYNOTE-042 )
Fﬁiﬁgfﬂ:ﬁﬂﬁi& 610/636 B (95.9%) R UMLEEHREEERE 606/615 ] (98.5%) I3 L
. RBRELORRBEREETERVWEEFRIT, Th-Fh 399636 # (62.7%) &
U 553/615 f5ll (89.9%) Wi b, WThDOFE THREZER %L EORWERIT TR
DEBYTCHoT,
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F10 WThAORTRIAREN 5% EOBIER (KEYNOTE-042 335%)

(TR SR

FRERIKSIE (SOC: System Fl (%)
Organ Class) A FURE == 30
JEAEE (PT: Preferred Term) 636 fl 615
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade Grade3-4  Grade$s
LRIFEH 399 (62.7) 104 (164) 13 (2.0) 553 (39.9) 246 (40.0) 14 (2.3)
CMBEBLRY I SREE el e
#in 35 (35 4 (0.6 0 229 (37.2) 80 (13.0) 0
B IERM AT 10 (1.6) 0 0 35 80 10 (1.6) 0
. B ERIER A AE 5 08 1 (02 0 88 (143) 46 (7.5) 0
o BNMRRADIE L3 s 1 yn 0 56 (1) 10 (16 0
Loy e
R IR B R T 37 (58) 1 (0.2) 0 1 (02) 0 0
MORIRBHEEE T 6 (108 1 2 o0 2 @y 0 0
B .
Em 8 (1.3 0 0 68 (11.1) 0 0
THI 4 (53 5 (08 0 46 (15 1 (0.2) 0
Bl 3l (49) 0 0 184 299y 7 (LD 0
O 7 D 0 0 31 (5.0) 0 0
waet .15 @24 0 Lo s asy 2 (03 0
R - ERRERLURGRMEORE R e
R 27 @2 3 (0.5 0 60 (9.8) 10 (1.6 0
_B% S0 (9 3 @5 0 102 (166 8 (13) 0
ERmZE . B e e
ALT #30 45 (1) 9 (4 0 53 (86 5 (0.8 0
AST Hifn 44 (64 4 (0.6) 0 42 (68 2 (0.3 0
PRk SR 2 (0.3) 0 0 86 (14.0) 54 (3.8) 0
aWINSeTE s o 2 03 o 0 64 (104) 20 (3.3) 0
T I BR S 3 {0.5) 0 0 71 (11.5) 32 (5.2) 0
RBHE L UFRER o _ .
X L 40 (63) 5 (08 0 109 177y 9 (1.5 0
HE RS LU ERREE
RIS 27 {42) 0 0 46 (7.5) ] 0
55 s 20 (3.1) 1 (0.2) 0 50 (8.1) 0 0
HIE e | o o
M=o n T — 1 (0.2) 0 0 50 81) 5 (0.8 0
R = — T — 3 (0.5 0 0 41 67 6 (1.0) 0
MRIEER, fAREE L UEEREE
s 43 (68 19 GO 1 (02 0 0 0
RS & UHE TRMEE o _ o
i 2nd 2 (0.3) 0 0 136 (2210 7 (1.1 0
£ 5 EEE 46 (72) 2 (0.3) 0 15 @24 0 ]
B 46 (1) 3 (0.3 0 27 (4.4) 0 0

Teds . AFIFEIT BV CHEIEMERER 49 51 (7.7%) . KIBZE - EEOTH 10 61 (1.6%) .
EFEOREREE (FMENFEIRERAR, SMOK. EREES) 16 (02%) . FRERES

(X5« RU—ERRES) 160 (02%) . FFEEREE 76 ) (11.9%) . HURIRERER
2202 5] (14.5%) . TEACHEEERSE 3 4] (0.5%) . RIBHSAEMEE 3 6 (0.5%) . B
MEE (RAEMEHELE) 36 (05%) « BEE 18] (02%) . DHK 14 (02%) &
7} infusion reaction 6 5l (0.9%) MR LN, Fio. | BIERM., Bk - BB RAE,
RIEMGEEAE, Mg - B, 5 & DMK, RiEthm/ MRS, Bl &
VSRFERBIIRD b ol ARIEARBRRIIEEER (RRBREEEEZST)

- EEDEIERETY,
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4. HEFRIZOWT

FARNOBEMIE G0 LT, AREH L L THEAMERE (2FfHE) KSRt bhTn
BIEhb, YEREZHENICERTEXOMRTHLILERD D, £O LT, [RIERY
A7 BEBHE RMP) IZE-S%, KA OEEDLZL2EEFRFE~D 161235 5 Hufk
Tho>T, FHAOKREPEL R BEEZBE - FEL, AAORGIC LY EERAER%
RBE LIRS 5 2 L BURERED, LTOO~QD T T a2 lRIZIBWT
FHTHRETHDB,

O HERiZH>WT

@1 TEO 1) ~ 65) OVThNEYTHIHERTHH L,

(1) EEFEHRENRET 2BADFEEEWN SRS GRERT RS A EERE LA,
HIR A AL RO AR . S ARSI AR &) (L3044 A | BIEE 1 437
Migk)

(2) FrrEHLRENRIRT (:F-ﬁi 2066 A 1 RFR/R : 85 fisk) _

(3) IMEFERMEIEET HRASIEEHER (BABREEEEHR. BADIEE
WIRkE. B ASREEHEER R L)

(4) ASRALEREEEZRE L. SR EFEEEME | b 5EmE 2 ok R
WEARDEHZEZITo TV o (FE 28427 A 1 AR @ 2540 fEgk

(5) HFEMEEANFEEMEOMRERIMRIBHETo TSR (Ek 28 £ 7
A 1 AR : 1290 Hagk)

@®-2 Eﬁf@{t#ﬁ?ﬁ&tﬁ@”’ﬁﬁ?%ﬁﬂ#@ﬁrL-I—ﬁiﬁﬂ%&ﬁ‘éﬁﬁ%ﬁolﬁ.ﬁﬂi (TED
WERBICERY T S ER) A, HSZERORMICET AIRROREE L LTEEZ
TWaHZ &,

&

o ERHHFREE 2 FOUNFHERIET LiRIZ 5 FU OB AIBROBEKRTHER
ToTWaZE, 55, 2FLLEIX, 73%%%%&%‘:52: L7=BREREEORES |
ToTWaZ L,

» REDRFRGE 2 FOOHTHERET L& 4 FLULEOBRKEBREF LTS
k. OB 3FLUER Hfﬁi”d)yjub%%ﬁ%%ﬁb@&%ﬁ%ﬁﬁﬁﬁiﬁfﬂg%ﬁo
TWaZ L,

@ BRHNOEESEREHEOERICOWT

EELEHEHICHT T IEEEARE SN, NECEMN OBRED, F9 - &
2SR ZNEBROTHER CEMS IR 2 HHRERMLE, ﬁﬁ%ﬁﬁ%i L)‘JE‘.%OD%&%:
¥R e&fﬂaﬁ%mc:ﬁbnéﬁﬁbs%o TWaZE, '
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@ BIER~OXIBITONT

@1 HERRiHIC B3 B H -
MEENRBSEORERFMERRTRA LB, 24 FFEZEEHOT, YikhEsr
SR, BB L ABERICR UTAREERE T CT S 0RIER DEFICHS

ERREOERPY AFIE N, EbICHETR2ERAE-THEZ L,

@2 EREEFCLIFEERASICHETOIENRF

BABRICEEL HHFMMRARROCEELTF T2 EREEENEHERE=2 Y 7
EEDREERDOAY ) —= U FEITVWERE & EREILE TE 575 — AEFREH
HEINTWDBZ &, 2B, BEEEIcOWT, BABE LEZOHRKITHHCHABENT
Wwp ik,

®-3 BHERORECHINIZELT

BIER (BIEMEMEBITIA, KBk - EEOTH. FRERE - BB Ex, &
HEErEE (RAEWEEBLE), AHSWES (TREERERES. FRRSERES, &l
BRAEREE), | BUBEIRIG. S O MR, 4 - BURUTBAE. Mk, EEOREES (X
FESTERRAE (R RE, ST, HRMIEL) . infusionreaction, [zt - BHlESS, EEMES
HE. WURMEE (XT L - NU—ERRES), DR, EBRMEEE (i MR
APEEERERE, TR M, SRIFEE. EIEAERES) . MIRERMEME, &%) 1o
LT, YR UL EBEESEoFEMM 253 2 EM &5 L (BUEA OB
WBLTHEERUTEZZTOAAEFICHD L) | ESITHETIRLERN T 64l
NESTWNWEZ L,
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5. BEXZLLDBE
[(FEICE+3FHEH]
QO FROBMB LRI TREORFICBNTHOENTEN TS,
o (EFEFRER RV, EGFR BIETEREME, ALK G REETEER U PD-L]
f (TPS=1%) OYIERAREZELT « BROIE/Hgfif BE
o TIFFEHIEE TR E T T 5 PD-L] Bk (TPS21%) OUIRFRER
T - BROHNIIEERE (BB, EGFR LT ERBM NI ALK BAE
EFBEOBRE TIX, FhFh EGFR Fu ¥ —EEEAI I ALK Fu
v —PREAOBRELETLRE)
B, TPSIEHRAT oY X< (BETHELZ) Oz =F U BlEE (R5ES -
PD-L1 IHC 22C3 pharmDx X =] ) ZHWTHET S Z &,

@ FHAOMOFUEMESFH & ARSI TROBF BV THAESFT ST
5,
»  NRRA P LFE FROTTFFEE L O RRS - (LFEREBORV, EGFR #
EFEREMERT ALK B BETRECTRTERET - BROFRELE
Fe MR R B
o ANKRTTFURVNRTY) FHEAL L nab-37 U FEENEOHRERE L
FEHRERE D IRV EIBRTRERIETT - BROR T LRI HATMEEE

@ (LFFRIEREORWIET - BRO /R B3, PD-LIKRE T PD-L1BE (TPS
21%) Thiud, AROBMBEEEET D THB, T, B EEREICt
TAHRERIZEER VWL EZ DD BEICR LT, PDLIETREIC,» DD 5
T, FRFNOBREAIC S L CREIRERE SRk L 0)@%1&5%%%?5 - J: 7b§
TE D, BB, ARNOBE I H T > Tid, ESZETA F7 A4 v (BXRIhESE
SEsBTHIL @Y

@ TRICHUT S EHICHT 5 AAOR SR CEAF I SN Ti, AHOF S
RSN TR, ARORERRL LR,
. MR

DI 0 R A ¥ T A 2 (RAPIEEAHE) I35V T, MR T RN A>DECOG Performance -

Status 0~1 2 ¢ 75 LI F. ¥IE@ECOG Performance Status 2 =2 OBE T, 53 SR (Fesy
FLAL) OEFIFESHERIATEY, 0L d2BETE, ERELERECYT ARSI MER D
HEEZILRND,

@D BeOG @ Performance Status (PS)

Score Ei

0 | £<{MERLEHTED, BHEILE LR HEAEENHRRZ TS,

1 PHARIICEL LW ETNZRIR S 528, SITHHET, BEERE - TOMRITI LB TE D,
Bl - VNS, TR

P RVAR N ]

BENAROHDEY O L LMTERY, AHROS0U L2~y FE-ETT,

£ v, BAOHEOED DT Lited TERL, BRicy 17“75>1=&1'~T"G:"§‘a

21
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©  @THAOHIMERT SR TRV OTTEMEIEREH & DA S

[ZaMiz T 59H]
O TRIEEETIBECOVWTHRAROEENERE SN THH I Eh b, FE521T
blianz e, '

AR DR LIBRBUEOREEROH 5 BH

@ WHBERIOFEICBW T TRICKY T3 BF IOV THE, FFOREGIHER S L2V

P
[ ]

DOBFERRER D NWERIBY, EEEARZHEATZ 2L 2EETES,
FEMEMRBOEH I FEDH 5 BE

JOERE G RE CRIER 23D 3 BE R UTHEMEO SR imlE s o et ik
LD RIEER B HON D BE

B ORERBOSH, XITEMHRYRE L ITERED i AaBRBOBERD
HoHEBE

EeE (EnHHnBgHEELEl) ObhHEE

EEOBRLRIRE a4 5 BE

ECOG Performance Status 34 ©2 @OBF
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6. BMEELTEETREFH

O WACEFCMA, BLERTER PERET 5 RS &SRR ORI R UEIEE
ROl bli WERFRZFAIERL THOERTR L,

@ EEEEIBIZEIL L, BE X OFRICESHEEOEREER+4FA L. BELS
ThbRETAZE,

@ FhEHERAO~FXTAY hzonT

MEHEMRARS DN 2 ERB DT, ARDOBREIZH T Tik, TIHIE
w (BT, MR EREE, M) OREEE U X SREDOEME, Bs+
SIATH T L, . KBS UTHERE CT, hF~—b—SoBRELERS
AZk,

infusionreaction 233 b B Z L AR 5, infusionreaction 3R LI FEEIT
Vi, BEARAEEITY & i, ERAEET A CREEOREL oo
TAZE, .

FRIBEEEERD b E 2 LR H A0 T, FH 0B S BETTE U551/

R ERAI PR RSEERES (TSH, EEE T3, BEE T4 SORIE) 2EET S

&
- o

FBRERENRH SN D Z LR H D DT, AH O 5B R UR R I

TEHIRICTHEEERRE (AST. ALT, v-GTP, Al-P, B U AL EDORIE) £l
T5z L,

£ E IR CERRCIIHERELEED) SFOEERREERD bbh b
ZeBHHOT, THHICIROREEOFELZRHERTHZ L, iz, IROBEMR
RO LNIGEIIL, BOPRERBEE2S2I I IBEREETIZ L,
AR OHZEIZ LY BEORERIGNCERT S L Z 2 b siEx RERELHE
BhobhdZ bbb, RESRDONEHEIIE. BELEESIIEUE
HPAR A2 ek L R A FroEAT LB U TERERIZE 2TV, BE0fE
OGS X ABHWERB DR A HEICE, RFOKREX TP IE, RUBIBEER
NERIOESEEEETDZ L, 28, BIBEERLVEOESIZL VEIHE
P OBERTRD HIRVEAITIE. BIBRE A E L DSOS o8
bEETHZ L,

BERTE, TN LEIHRE L THLEERARRRT I EBHI1D,
FHOBER TRIZBBEROREBRIC+HITERETHZ &,

1 BOERR (RURE | B RBE2ED) Abbbh, HREEEY P72 F—3 R
WEDLIEXRHDHOT, AE. Bl BRHEFOEROREHCMBEED LI+
SEETHZ L, 1 BERFBIEDNEEAICRES PRIEL, AR Y /B
ROREGEOFEMRMEZITHZ &,

AHENOEERRBRICIBUVY T, KEYNOTE-024 R L O KEYNOTE-042 SER ClI#y 559
Wb 9 I &, KEYNOTE-189 il TI3i 5B, 5 6 BAK U 12 B, 2L

BiZ 48 BEETOEITE, £0% 12 T &1, KEYNOTE407 B Clri 5RE
b 6EE, 12ERRVISHEHE, EBIT4ASEEETIOMEIE, 20% 2T
KEMEDTMEIT - TV Z L 5B, AR S FRIEMNICERRE CHR
OMERBEITD Z &,
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BRFERHEET A RFA4 v
Rh7Ta ) X<vw7 (BisFHEEZ)
(B4 : %A bA—F SFEHTE 20 mg, ¥4 F—F SHEE 100 mg)
~EERAE~

R 2 9E 2 B (FTnoneFE 6 A EKET)
A B |



B&

AN ORI e

U

FHRIDORHE, (ERBEFF

FR DR R AR

TEERIZ2WT
oGl in A BE
BEIZEBRLUTEETR&EFE

P2
P3
P4
P15
P17
P18



1. iXUHic

ERLOFNE - E2MOREO O, T XEFERESWEERERIRD
BB, EHIZ, ITFEORFEROERIC LY | FIARERRLLR ¥ OB LT/ EfS
FFERLPARBINLIPC, N OOERMTRICHERZBREICRET 5 2 L AEED
BEL RoTRY BEMECEE & SEOEATT# 2016 (ERL 28 £ 6 A 2 H HFERIE)
KHEWTYH, EHNEESEMERORBELIEEZRA ZE & SNTNW3,

SHREARFERE L. BEERSEEME T 7 7 A VPBREGFOERMEALMICRE
RHBZENDD, ZOH, FOERCESMEICETAHERA+-SERET 5 £ TOM.
UHERKOBEEZB ST LPHHINIBECH L TERT L EbIC, BIfF
ABRER LB HE LR E & 52 L RFELA—EOEFEH T ERBECHER
THZELREETHD,

LizdoT, AL FFA4 0T, BRBREERCINETRE LTV BEFIF -
FEr R XS UTOEENLOREAERZHET 2ER» D VEREMY, BX
FROBEFEHEETT,

BB, RKHAFT A id, BITEEAEER ERESAGEM, AR TMEARER
ERRIEE S | — i A AR ES R UAKTREA B AR ERZS 00N
Db LR LT,

WMELRBERN : ¥4 bV—F SHEHE 20mg, ¥4 b—F ATHFFE 100mg (—
B4 RaTul) Xv7 (BEETHREER))

HBLRAPENIGR . BEEGEHE

sarEARERCNE  BF. A, 2a7a ) Xv7 (EETHEX) &LT, 1|
@ 200 mg % 3 BEIFERET 30 2T TRFIFET 5, 2L,
WEMBEREOHEGIE. BREHMIZ 12 VAL TLETS,

B 5 BR 5 ¥ A MSD ettt




2. FRIOFEME, (EREF

FA M—F R 20 mg R UORSHEHE 100mg (— 4 A7 n ) XA+7 (&

EFEH ), DIF TAH £vvd,) ik, PD-1 (programmed cell death-1) & ZdD U
FT#% % PD-L1 RUPD-L2 L OFESE#EHEBET S, & MelgGs =/ 7 u—FAdulk
ThHb,

PD-1 SR T MRS AR SRR D BRI B D IT R AARR SR 3 5 /e Safstil
A4 v F T, PD-1 id, HERRECEOCESEE THBEOHMKEEmDICEEL, BCH
RS EE U ALEIIRR 2AERG T 5. T4hbb, PD-1 YT ML
BETHZ LRV HRESEKIC LD VS EERAICHET A RERTH S, PDL]
DOEEEBZICBTARIETIDLTHTHHD, Z<ORAMBTIE T MAOoB X2t
ARELFBFIZER LTV, PAMIEIZEIT 3 PD-L1 OEFEL, Blars., B,
FrAIREE. SRBLE. /MBS ORKY RBATTFERRRAFTHD | BV EFERY
OHBEESREINR TS, ‘

BEOBAOEKRI T & PD-L1 ¥EOMBEMEN S, PD-1 & PD-L1 ORKKITMELE
OHREERET B TEERREIZES Z EBTFRENTEY , FlkBABROERN &
LTS h TV,

A&k, PD-1 & PD-L1 RUSPDL2 O U A FOMGZBEETIZ Iz L Y, BE
BNREF OB RAOHIAESNE T Y o Re Bt 38, FEERE>BEE L
T5Z & THEENRERET S,

FFOEFARFICE S BEORERSC L 3BIEMERD bbh, BEEUIFETI
EAWEMRD B, FROBREPRUHEERICE, BEOBEZ YTV, EERR
B BITBAITIE. B L FERITE U P07 503k b BBk & F o TEHR & s L O3
FRERMBIEITV, BEORERISIZ L 2EWERBEDNAESICIE. BIBERERL
ELH OB EEOBEIRE 21T O LERD B,



3. BEPRARHE |
BB AEOFGRRICTHE 21T - L ERBARROMEEZ T

(F2hik]
OEAS 1 b ARE (KEYNOTE-041 #ER)

{EFFERORVWYIEA VY A7 @ETFERD) GITIA Y a=T1 L1 5,)
EEFERV 2 VIR VETOFREREEZE T HIRBURTERELEAIRESE 42 6

(LIRS 37 #) Zxt@ic, A& 2 meke 3 HMME (BT QW] &vn3,)
BEOFER RSN S, 28, BRI THERETARD b B eI,
FEEIT 2T TERBED bNRWEOBERIICZE LT3 BE Tk, KEILIEOH
GBI CREERETARD LNAETEROKR S FHET 2 Z LRFREE S, EEH
B B T D EPRRECIST F 1 KT 4 > L1 RIS PRy X 55253 (CR)
XITEZESD (PR)] 1. 24% (95% SRR : 12~41) Thot, ok, FANIHREL
EEIX10%Tho T,

@ E T AR (KEYNOTE-002 3ER)

A ¥V AT IC X BBIREL AT RGBT EREEBABBT 2RI, 542
mg/kg Q3W 5 K O} 10 mg/kg Q3W 5 DBEFMER O REEN, {kFHE (FAIARY
V. TFEYRIFR, ANKTTFU, RV EXCAIIINRTZF o+ 5%
A, BT MICCEE] Evva,) 2B E LTHFENE, 28, ERFEE TRBETH
b LN BEA. REETEZ R TERBRBD ONRWEORENICEE L TWH 8%
Tk, REICAE O T THREEITHIED bhD = TARIOER S /T 2 = L 37
Bl &z, EEFMEEHITSEFEHR (BUT T0s) &9, RUEREEATERR (B
F TPFS) &uvH,) k&N, FANMEERE LKL T, PFSZARBIER L,

=1 HERE (KEYNOTE-002 RAER)

A3 2 mg/kg AH| 10 mg/kg {b2PRRIE
Q3W Q3IW
(180 f51) (181 ) (179 1)
g [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
08 sN— RKE7 0.86 0.74
(95%CI) (0.67,1.10) (0.57, 0.96) —
P {E" 0.1173 0.0106
gl [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS" | ~¥F— K" 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P fE" <0.0001 <0.0001

Cl : {E%IXRA. *1 : RECIST HA FT4 ¥ 1.1 fRICEE-S < UHHRE R UELEM =1 X2 M,

%2 . B Cox Wl NF— REFAC L A{LEFE L OREE, 3 BRv /7 7 RE




100
80 -
80
h?O*_
£ 60 - %
Eso: \\_ﬁ .

40 - :
30 - M—s‘\h“‘“- ———-
20*: A
10 -
0

— mmegaw |
——
e AR

0 3 6 9 12 15 18 21 24 27 30 33 36
at riski | S A]
FMImgkeC3W 180 131 95 70 61 11 0

AMOmg/kg QIW 181 138 99 79 67 12 0
e 178 115 80 60 48 9 .0

X1 OS D Kaplan-Meier fiff (KEYNOTE-002 FRER)

at risk#¥
EM2mgkg Q3W 180 153 74 53 26 g 4
#Mlomg/kg Q3w 181 158 82 55 39 15 5 1
{E%N6E 179 128 43 22 15 4 2

K2 PFS ® Kaplan-Meier #i% (KEYNOTE-002 &)



@B IFRE (KEYNOTE-006 ER)

AY AT EBZEREOCRVWIZA LY AT EEERN 1 LPAETOL
ERIERE AT ARG RTELREBEEANERE 2 HRIC, FA 10 mgkg QW &K
010 mg/kg 2 AR (AT TQawW] & 5,) BEOFIEREZEMEN, A Y A
w7 EFRE LTHREISE, 28, HRFEN CREETARD bREESIC. KRE
TR EIRPRRD bR WEOBEMICEZE L T3 BE T, KE GO B
THRBEITHRED b3 ETAFOREZET 2 Z L AR & Shvi-, FEFDER
12 0S BTEPES & &, AFIZA CY A= LB LT, OS KUPFS 2 FBICiER L
Frall

%2 PR (KEYNOTE-006 FAER)

AFl 10 mg/kg A7 10 mg/kg LY b
Q3W Q2W
(277 B) (279 f5l) (278 1)
e [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
08 | ~F— R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {HE 0.00358 0.00052
g [A] 4.1 5.5 2.8
{(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | ~H— FH™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P " < 0.00001 <0.00001

Cl: EHEER. NE: #EEART. *1 : FRERTEOF —4# :20154FE3 8380y bFd7, *2: BA
Cox AP — FEFAc L a4 ) A7 LD, *3: B 75 Z7BE, 4 : RECIST ¥
A FFA 2 L1 BUcEE-S < Msr LB EE R UEEHMEIC L 25, =5 : PR o7—
# (2014489 H3IBD v bF7)



30— FMiOgkg Q2W
207~ Fmomgiig oW
109 e 2477

o 2 4 6 8 10 12 14 16 18
at risks | HPRRLA]
FWIomg/kg QAW 279 266 248 233 219 212 177 67 19

EWiomg/kg Q3W 277 266 251 238 215 202 158 71 18
AEVLTT 278 242 212 188 169 157 117 51 17

o000

X3 OS ? Kaplan-Meier #i# (KEYNOTE-006 35%)

100
90 1
80

& 70

50

gsc-'
40 -
% 30

20
10

FAEETENIAL

at risk3¥
IRIOMg/kg QW 279 231 147 98 49 7

FMI0Mg/kg Q3W 277 235 133 95 53 7 1
AEULRYT 278 18 .88 42 18 2 0

o =0

B4 PFS @ Kaplan-Meier g% (KEYNOTE-006 3XER)



@EEIEFIMERBE (KEYNOTE-054545)
FLBHEORT -V T oEMREHEEE (ARAIHEET) 2RI, ik

WEIRYE & L TA200 mg QAW S DFZMER O E s,

TE5EREMNBE LTH

FrENTz, FEFEMERITEFRATHR (CLT IRFS) &W5,) t&h, AFI75

EARELEEE LT, RESEFEICER L.

#3 AHPMERE (KEYNOTE-0543E)

ZAH[200 mg il i
Q3W
' (51461) (5054
hofE [A] NE 204
(95%CI) (NE, NE) (16.2, NE)
RES™ MNP R 0.57
(98%CI) (0.43, 0.74) -
P {H" <0.0001

Cl: 2K, NE: #TuAH

CoxHeffi i — FEFIZE 57”-74zﬂ=\‘ L D HEE,

#1435 NE : Not Estimated

*] - AU OST —# 2007410828 4 v R,
*3 . @Rle 7T 7 E, Q3w : 3BERIRE

*2 : [B5HI

100 -
90 -
80
& 701
5&60—
iHSO'
ﬁd,(r
5 301
20
10

1 SW20mg QIW

e T RH

0
0

at risk$y
&FJ200mg Q3W
wavh e

3 6 9

12

15 18 21 24

EEEETFEEA]

514 438 413 392 313
505 415 363 323 264

182 73 15 0
157 60 15 0

5 RFSOKaplan-Meierfi#i (KEYNOTE-054385%)

AN OEBED | mm BOBEE DA,

8

GED A7CC (American Joint Committee ort Cnancer) W14 (5 7)R) -3 <FHII, AT —MA TiEY



[Z24i4] _
OENS 1b 48R (KEYNOTE-041 FHER)
HEHST, 4/2 15 (97.6%) KBRH LI, BREL OREPRSTETCERVAE
THIT, 34/42 5 (81.0%) WD LI, RIMEH 5S%EL LORERITTRDOLBY T
Hot, .

F4 FHEN S EOBHER (KEVNOTE-041 38)  (ZoMMiraadd)

ERERIRSE (SOC: System Organ Class) 5 "Jif{[ (‘ﬁiyme
$AEE (PT: Preferred Term) i 451?1 -
{MedDRA ver.20.1) 2Grade Crade 3-4 Grade 5

7

BNy

AU %_« =L T __ 3

" AST H7 T, 1) 0 0

[Eaatom e

5 s "4, o
BEA EIBIREE (14.3) 0
B 3 (1.1) 0 0

7B, MEERESR 1F 24%) | KBEK  BEOTH 246 (4.8%) . HHEREE3
Bl (7.1%) . TEEEERET 2 5] 4.8%) . FIREHERE 6 # (143%) . infusion
reaction 1 il (24%) RURE HEL 141 24%) BB ohic, Tk, HREEE (X7
oo RNU-FEEREE) | BRERE (RETFHEEBAS) | BIBEE. 1| B5ERA.
BEOKRBEREE (KENEREER. S0, HRAEES) | Bk, H5 - BEE
fEiE, BIEMGEEDIE, MK - SR, Dk, St/ MRRAOEERDRE, g
RORFHREIBD bz of. FRERBRIRIIBEES: BRREERETEZS
1e) EEDEERETT, ‘

QA ETHEAR (KEYNOTE-002 HER)

AEERIT. 2 melkg Q3W B 172/178 #1 (96.6%) . 10 mg/kg Q3W #f 178/179 151 (99.4%)
RUICC #E 167171 5 (97.7%) Wi b, BBREL ORBEERBEETERVWEE
FHT, ERER 121178 Bl (68.0%) . 133/179 B (74.3%) M TX 138/171 4] (80.7%)
KR LN, WTFNRPORETRBARR UL LOBWERIITEN LB Thol,



%5 WTRLORTRERN 5% LORER (KEYNOTE-002 38)  (Fatfbraiism)

Pl o)

f)grganﬂglja:?%ﬁ (8S0C: System 2 mefkg QAWTE 10 mgkg Q3 WEE ocTE

HAGE (PT: Preferred Term) 178 #1 179 § 171 44

{MedDRA ver.18.0) 4= Grade G?ic Grade 5 4 Grade Gl:ie Grade 5 < Grade Gﬁe Grade 5
SEHER 121 (68 0) 20 (11 2) 1 (0.6) 133 (74.3) 25 (14.0) 138 (80.7) 45 (26.3) 0
I LY PoSRIRE T e = , S
i, s (2.8) (06) 0 7 (3.9) 0 0 35205 9 (53 0
(9 1 BR B 0 0 0 0 (0.0) 0 0 14 82 6 (35 0
A EREEADEE 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 35 O
ﬂmmmw;ﬁ 2 (L) 0 0 1 (0.6) 1 (06) 0 16 (34) 4 (23) 0
%ﬁi}??ﬁ% TaE Sl :
AR MR
MR

R 5 (2.8) 0 0 9 (5.0 0 0 14 (82) 0 0
Tl 15 (84) 0 0 19 (10.6) 2 (1.1) 0 14 (82 3 (18 0
i 8 (4.9 0 0 16 (89) 1 (06) 0 56 (32.7) 4 (23) O
WEn 2 (11 06 0 10 (56 1 ©6 0 26 (152} 4 (23) 0
i - S REES SRS R ORE Lm,mwm;aﬁ; B T
. J15E 6 (3. 4) 1 (0.6) 0 8 (45) 1 (©6 © 10 (58 1 (06 0
wE 40 (225) 2 (1) 0 52 (201) 1 (0.6) 0O 62 (363) 8 @7 O
RE . 6@H 0 0 11 @EH 0 0 8 (47 1 @6 0
R e
m’l‘*ﬂ’&?ﬁi’) .00 0. 1 (& 0 0 1376 5 2% 0
R R ORI
RAER L8 @5 o 0 17 (95 2 (D 0 26052 0 0
ERFBLURAMERE e
BA I 13 (7.3) 1 (0.6) 0 12 677 1 (06) 0 9 (53) 1 (0.6) O
P B 2 Gy 0 7 39 0 0 10 G8) 1 (06 0O
ERRE STV S
SAfE = o — 0 3T 2 (LD 0 0 0 0 0- 14 (82 2 (1. ¢
HERREL L lwee 0 6 2@y 6 0 164 O 0
ERBIOTRMERE e et e e
BESE 5 (2.8) 0 0 1 (0.6) 0 0 352035 1 (068 0

1 AR 9 (5.1) O 0 9 (5.0 0 0 2 (12 0 0

T 5 FEE 37 (208) 0O 0 42 (235) 0 0 6 (3.5) 0 0
B 21 (11.8) = O 0 18 (10.1y © 0 8 @n 0 0
Rk sk g ' 5 (28 1 (06 0 10 (56) 1 (0.6 0 0 0 ]
E AN 10 (5.6) 0 0 9 (5.0) 0 0 2 {12 0 0

725, 2 mg/kg Q3W BER TR 10 mg/kg Q3W BEIZBWTENEN., MIEMEMEE 1 #
(0.6%) K46 (22%) . KIESE - BEOTH 161 (0.6%). RU6H (3.4%) . #HE
2 (FF - NU—ERRES) 26 (1.1%) ROV0 #l. FREES 13 # (7.3%) &
RS 41 (8.4%) . BEEMERE (RMERIEMERE) 16 (0.6%) BT 1A (0.6%) .
TEAEEESE 160 (0.6%) RO3H (1.7%) . @kﬁ%lﬁﬂmm(ﬂM)&Uw
5] (8.4%) . infusionreaction2 ffl (1.1%) B3 (1.7%) . EEOKERE (B
RERRIE R, ST, FIREES) 16 (0.6%) ROV #l (0.6%) . e 1 (0.6%)
B0 B, EIERGESE O WA H (0.6%) . HMZe - BT 0 BIEL UM B (0.6%) .

10



WS E SR 0 IRV 2 61 (1.1%) F@BD o, i, RIBESE. | BERRA.
A% - BUSUHEARSE, DFR, REEMEM/MER D MESREER ., iR M R ORI
B oM oT, AREARERIUIEESRS BRREMERTLET) 2ET&EH
RERETT,

@¥EAFE MR (KEYNOTE-006 FU5R)

FEERT, 10 mg/kg Q3W B 264/277 4 (95.3%) . 10 mg/kg Q2W B¥ 275/278 151 (98.9%)
B UVIPL 3 239/256 5] (93.4%) IR b, BRE L OREBEEREE CERVEESR
Bix, TN 202277 F1 (72.9%) . 2217278 # (79.5%) B T*187/256 il (73.0%) i
BOLT, WTNIORETRAEER S%UJ:GJEIH’FF?J ETROLBY Thotz,

F#6 WTEhIORTRERM s%u_l:@‘ljﬂzﬁl (KEYNOTE-006 38 (RS S48 R)

T e £ Hldk (%)
| f)%r ggafljcjl\ais})ﬁ (SQC. System [omgkeQaW T TomeieQI W o
AAEE (PT: PreferredTerm) 27741 - 2789 25641
(MedDRAver.18.0) 2Grade Grade 5 %Grade Grade Gtade 5 ©Grade

FR IR T 7

0 0 17 6D 0 0 6 (231 04 0
@ﬁﬂﬂf‘%*‘éﬂ?ﬁ

0 10 36 0 0
0 4 (14 4 (14 o0
3 (1) 0 47 (169) 7 (25 0
0 20 (72) 0 0
0 0
0 0

28

32 (11.5) 1 (04)

8209 0

i
Eﬁﬁﬁaﬁ 32 (11.6) 1 (0.4 0 26 (5.4) 0

0
K 0

40 0 0 ©4 0

0 0 41 0 0 ©8 0

0 0 25 0 0 4 {1.6) 0 0

23, 10 mgkg QIW R U 10 mg/kg Q2W BEIZBWTENFh, KEHEMEE 4 F
(14%) B (04%) . REB% - EEOTH 10 4] (3.6%) BRIR13 % (4.7%) .
RIEE (¥T2 - SU—SERBS) 241 (07%) KO0 H, IFHRERE 144 (5.1%)
EU 23 41 (8.3%) | BEAEREE (REMBEMERES) 261 (0.7%) RO 4 (04%) .
TERAHREREE 1 f] (04%) RO 61 (0.4%) . FURIRERAEREE 28 4 (10.1%) KR TF33

11



) (11.9%) . BIEHEE1H (04%) RO 24 (0.7%) . infusion reaction 7 ff (2.5%)
RO5 B (1.8%) . 1 BIERIE 1 #l (0.4%) RO, EEORERSE (FREHEREE
BBt SIAEE, FREIRS) 0 FIR O 1 1 (0.4%) | BEZE 1 {81 (0.4%) KU1 £ (0.4%) .
fih2e « BEBUGRMRE 1 B (04%) RTFO I, Madk - B8Rk 0 HIR TN 1 ] (0.4%) . TR
WEEHEL 3H (11%) RO B (04%) RO LI, £, BEEFEDE. L
48, Lot M /N PESEBESS, AR B URZEERE IR b e o 7o, ARRAINE
RN EESES (BEREEREE2ED) 280EHERETT,

@EEHERFHMIERE (KEYNOTE-054 RER)
HEBESIIRFBETIT 475/509 61 (93.3%) 2. 7T BRI TIT 453/502 ] (90.2%)
WHRER Lk, BRELOREBEESTETCERVEEERIT. AFBETIL 396/509 #]
(77.8%) 2. 7 BRFETIE 332/502 ] (66.1%) IZHWBL LT, WIhH O TRER
M 5% EORHERIETERED LEBY Tholz,
=7 WENAORTREREN 5% FORAE (KEYNOTE-054 335 (iRt SEm)

2wk a4 E (soG Fl3 (%)
SystemOrganClass) AR . Placeboll¥
FAEE (PT: PreferredTerm) 50915 502451
(MedDRAver.20.1) 4Grade Grade 34 Grade 5 £:Grade Grade 3-4  Grade 5
SESIH’rm 396 (77.8) 74 (14.5) 1 (0. 2) 332 (66. 1) 17 (3 4 0
QU LTI e T R T R i R
*ﬂikﬂ%&*‘émﬁr 49 (9 6) 1 (0.2) 0 4 (0.8) 0 0
ﬁﬁﬂﬂﬁﬁ?fﬁ?ﬂ LB 4y 0 013 @28 0 0
94 (185) 4 (0.8) 0 82 (163) 3 {(0.6) 0
B 8 (14 0 04 (9 o .0
R 2AMEBRCBEMEORE e
LAt hd 48 (94) 0 0 34 (6.8) 0 0’
ey 143 (28.1) 4 (o 3) 0 135 (269) 2 (04 0
BEPREREE
ALT #8870 26 m__(s.l) 3 (0 6) 0 16 (32 1 (02
WERRBIOWAORMEE - oL e
s 51 (10 0) 3 (o 6) 0 47 9.4 0 .0

mREE ... 26 (1) 0 ......0 15 GO 0 _ 0.
ﬁﬁ—{‘]ﬁ{g’—' S
Eme .

- Iﬁ}iﬂlﬂj’a‘t 27 (53) 1 (0.) 0 14 (2 8) e 0

CEMBSIURTARREE o T e
% 5 HESE 85  (16.7) 0 0 49 . (9 8) 0 0
BiE 49  (9.6) 0 0 32 (6.4 0 0

8. AR BV CEEMEIES 15§ (2.9%) . KB - EEO FE 23 i (4.5%) .
FFESEEREEE 46 B (9.0%) . BRAEEE (RHEMEEERE) 246 (04%) . TEMAE
e 11 41 (2.2%) . ERIRHEEAEREE 105 4 (20.6%) . BIRMEHREREE 5 6 (1.0%) .

12



1 BUFERRIA S 61 (1.0%) , &SE IR 241 (0.4%) . Tk - BEUHRARAE [ 41 (0.2%) |
ES 2 Bl (04%) . EIEGEIE 1 F] (02%) . D% 1 6] (02%) WU infusion
reaction2 ff] (0.4%) BBDbLhiz, £z, HEEE (X7 - N—ERESE) |  &5F
DR EESE (REHEIRERE., SO, JREES) | Bk - fEk, agitda)
WA HESREER . IAMAEE MR USRIFERES I D b o o, ABEARELRIZE
HEZ BRREARTEZED) 280EHERETT, '

13



(R - HE]

o IRVBUIRRREREMEAEBE B L LS ERAE (KEYNOTE-002 B K
TRKEYNOTE-006 388%) D#ER. 2 mg/kg Q3W. 10 mgkg Q2W K U* 10 mg/kg Q3W
OVTHORE - ARICBWTHFROE SR CLERICZERITFRD bhiiro
7o

s B OBEREDEREFETOER. EMEBAEREITIIT S 200mg Q3W #EKED
AUCqeu (EEWRBBIZIIT 5 6 B ORE-FFH AR TR O R [10%:,90%
A] mg-daymL) X 2.16 [1.45, 3.04] mg-day/mL TH Y. 2 mghkg Q3W & 5HFD
AUCq: 6uic (1.32 [0.722,2.06] mg-day/mL) & Z{El L, 10 mg/kg Q3W &%ﬂ#@ AUCss 6wk

(7.49 [4.32,11.3] mg-day/ml) % FEI-7=,

. BEHEEGERELHESE LEARORERISEIOBE. BRI ShaAk-. AL Q
mg/kg Q3W 5., 10 mg/kg Q2W H5 KT 10 mg/kg Q3W £:5) OFFAT AUCss vk
& HMER Ut & OMICHRERBEEIIED bhvied o7z, '

14



4, FERIZ>WT

RIROBRAREREERAEIC T 2EREM, & LTERKERET (2FFRE) 3
BRTWARZ b, YEBAELEIICERMTX MR THILERDD, TDOLT,
EILH Y R 7 EBHE (RMP) IZED& | AHIOEELZAMEERER~D W {EH
HDHHFR TH-T, FAOHRENEN 2 BEEZZH - BEL, FHOBRE L VEER
BIER 2R3 L BBICnd 5 Z EBRERED, LTOO~@033T &?ﬁfd‘ﬁﬁ
Lkwfﬁmﬁémﬁf&é

@ HmRiconT

D1 FED (1) ~ 5) OWThCEYTIHRTHDZ L,

(1) BAEBBREREET 2 RABRESELSFERS @EF RS A ZFOERHR R,
Mg A A B FOENS IR, MBS ARERRR YY) (Ek30F 4 51 BRE
437 Hiz%) :

(2) $EEEml: (ERE294E6 A 1 BRERA ;85 Mgk

(3) FEFRAEREETIVALREERRE (BABRESETERR, 1A DRER
W17k, A BREEEHEERE L Y)

(4) SR{bEREEERE L. A R(CSREEINE 1 s b inE 2 @ﬂﬁ RELHE
ELSRHEEIT>TWAEsR (R 2847 A 1 HRRA 1 2540 Hagk

(5) FiEBEHEEHAG EHEMNEORRERIEIBHET o TV B3R (ERL 28 £ 7
H 1 BERA : 1290 HEsk

O-2 EHECEOC/|PEFEERURIERFBEERR O MG T0 255 & R EFOER
(TEROWTIANCERY T SR 2, YEZHAOFFICET2HBRORLEEL LT

BEEhTHnDZ L,

K

»  [EEMGEHRER 2 FEOWUHHERET LBz 5 ELLLEOBRABEBEOBRENE:R
ToTWaBZ E, 25, 20T, PAEDELEZ T L LrBREEZOHEL
IToTWAZ &,

»  [ERTSRFFREE 2 ﬂiﬂ)fmﬁ,ﬂ?ﬂﬂlg%{lg? L7z 5 Ll L0 R EEEEE 2R OR
KRERZELTNDZ L,

@ BRADERSFREBEDOEHNICONT

EIEMERETRICEETLIEEENREBESh,. MELEFOOERED. APM - &
LHSRINFROTERCEMF I G T 2RI, AEERKNRRE LGS ORE
5%, FHPELPITITONSERNE-THDH L E,

15




® BHER~ORHIZDWT
@-1 BRWERZRBIFRFOREHIC T 5B

MEMEMR BRSO ES R BIERNRA LR, 24 HERERESOT, MR
PSRRI BT, FE LEEWERICHE U TAREEE U CT Z0RIER D& 4
ERBREOREENY AdcE LN, EbIHISTRERERNE>THWB L,

@2 ERTEHRCLZ2EEFSANGCCBTIES

BABRICEDAEMMNR ISR VEEZFTEREEENREERE=F ) 7
EFEDEEROAS ) —= v VETOVERE L ERELFT TE 2F — LERERHE
BERTWBZE, B, BEEHICOWT, PABH L ZOFERII+FICAMERT
WAZ &,

®@-3 RIVEHORE-CHIRNTBELT

BIVER (REMMZEBICINL, RBK - EEOTH, FFEERS - mkEnEL. &
BraEmss (RAAGMENTRS) | AoWES (TERERERS. FRESEES, &
RERRERESE) | | BUBEIRRE. S YO IEL. ik - BUMRRE. Rk, EEORERE

(RS REERRAE IR RS, STAIEE, JFRMEHES) | infusionreaction, ¥k - HEMEAR, FIE
e, MREE (X7 - AU—EEHE) | OHR. EERLERES (GhEMm
INRIB A MR SEBERR, TR L, SRIFERES, MRERRIBRES) | MERERIERERE, &%)
I3 LT, YRR SUIE B E R O F MR F 9 5 [ER L EE L (BHER OB
ML CHERUEEEZ T oIRGB L) | ELICEURAENRTED
EHRARESTNDZ L,

16



5. BREXBLEDBE
[FMEicEl+ 2 FH]
® TROBHIZBWTHFAIOFZMENRSH TS,
o ALEFEREO W R OEEEREREO b 2 RETINFA A EEEAERE
o SEREBREORT—IM T OEMEGERE BT AR MEhEE
728, BRAF BiaFEEPHT3HEIREBWTIL, BRAF AERIC X 21HK HEE
TBIE,

© TR HN 5B DB 5 R O TV Tl AR DB SRR ST
B, ARDBEEE RN,
. OREMIEEA LB LRSS B

[REtEB 4 5 %F5]

O TFTRICZYTILIEEZ SOV TUIAHORESERLE Sh TS Z Linh, BEZT
blrnz e,
s ARORSTH VIBEIEDBERDSH 5 BH

@ WBRATOFMIZB VO TTRICESE T2 BFH I 20Tk, FARoTEFHRIIAZN
3, {BORFBRIRER 2 WEFICRY , HEERAREZFERATIZ L2BETE S,
 BEMMEROARXIEROHLBE
o IHEERE CHEE 2R 3 BE L UTEEE O B Sim g et fisk
EOMICRIEREE(N L LN D BE

+  HOARERROAGE. MBMEMNRE L RERN O HCHEKBOEFED
HHBE

o ERBEE (SLRANBHEEEZET) 0bLEF

o REEOBLEXIIBEEATIEE

»  ECOG Performance Status 34 2 OBRHE

WY BCOG 0 Perf'ormancc Status {PS)

Score TER

M CEERTE S, BFEIERA L AREERHRRITLD,

AEFIZE LU SIS S 525, SITAHETC, BERDE- TORERT I i TE s,
7 - BT, TEEsR

BoNBHOEOEY O LHTELy, AP 50%E EEy FaEFCRIT,

W

EZ<BTRY, BAQEOEYOZ LI TERY, BRIy FRFT-CRTT,

17
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6. HELELTEETREZFH _

O TACESICML ., MERTES SRS 2 BREICE I AR OEE R ONE I
RO BB ERE oIt BB L ThrbERT A2 L,

BEBRtAIC s b, BE X FOFRKRICHFDHERUEREL -43AL. REESE
ThbETHL,

FREWERO<RX Y A M2 T

@

®@

FEHERERH bOND Z L RH B DT, AHOEFSITHiz> Tk, PIHE
R (BEh, PRI EEE, W) ORERE IS X RREOELSE, Bt
SATHZ b, Fio, BBIZISCUTHE CT. F~——S0REEEKT
BT &,

infusion reaction 3% LB = &2 H B, infusionreaction BB Shi=HEIC
13, EERAEET D & &b, RV EET 3 E CREORKEEL 5 IC 8%
THZE,

FORISHEEREE R S b b 5 = L Rb 30T, FH D% SEEHR 51
T EHIAI FUR IR EE (TSH, il T3, 5 T4 FORE) LM 5
Zé&,

SRR ER b b B = L Kb 5 DT, RFIORSBEITR R 5 4RI
EHIRICITH#AERE (AST, ALT, y-GTP, Al-P, LUV EORE) % FEhi
TBHI Lk, :
FBEOER (EARVIIEEREREZED) SORERBRERHODRS
ZERHBOT, EHMICROREOFTELHERT L, T, IRORH®
BHLNT-HAITIE, EPHCERBE*Z2 T I 58T ERETLI L,
AFlOBEIZ LY BEORERISICIERT 2 &£ 2 biudtkc RERESHE
BhbbNd bbb, BENHEDLNEHAIE, BERELEERIZIIELE
B ATk b R A FFOEN & @ L CED B RE TV, REORE
Fiel XA BHER P EDbN D EAIE, FFIOKREIIPE, RURIBEER
NEVRIOFRELEREBTHI L, 28, BIBRKERNVEDREICLYEIE
FOWENED SRRV, BIEKE ALE U0 ERE M OB
LEETHI L,

BEHRTEH, S0P Ly ARBLTHOEWERMMBRERTLIZ L BHDD,
AFOTERTHRICHEHEAORBICHSCERT D T L,

1 BIPERAS (BIE 1 BAERB 25 Hbbbi, #REES T F— 2
KEDHZLBHLOT, N8B, Bl EHEOERORELMEBED LRI+
DEETAI L, | BHERESGDN-ESICEESEPEL, AR D M
HloBELOBEI LB EITIZ L,

RIGEIRA e B RAEEF ICERT 3 BEI0E, AR OHIRRRIZENT, &S
BAshD S 3 W ALIA. R, &5, 0 1 FHIX 6 BM Z L ICFEEDOR
MEIT> TV ER2EEID, FRBRSTIIERNICDROBERZTI>Z L.

=2 EME% OEEEAERE ~ONHEHIRE L UCHERT BRIZE, AFIDERR
RKENTRBWT, B5EE»OERERI T 12 @I MO T > T

18



BT b RBEr . AFOBRE IR EORRETS © b, R, HEHE
Fak e LTEAT2HA8ICE. AFloESHRIE R 1A TETaIE,

19



M REETA N1 v
NATu ) v (EETEEEL)
(R5E4 : ¥4 M —F BFEHE 20 mg, ¥4 M—F STH#E 100 mg)
~HHEROXR ) o E~

FEL2 91 LA (FnJed: 6 HUET)
R4S EE



B

Iz

AHIOFFH. ERBF

s PR B

TEERIZ DT
BERgL s BE
BECELTEET&HEE

IS o

P2
P3
P4
P6
P8
P9



1. Loz

BEEE L OA M « B OTEFEO - DL, T SCELITE-SWEBEREANKD
bhd, &b, EEORFEFHFOHERIC LY, FUEKERMNR EOEFN R PHRERE
FEEGPERENZIPTC, INLOERGLPBERNELRBIICRMT S 2 L ARRO
BB Lo TR REMENEE &L EOEATE 2016 (ERL 28456 A 2 B MEERE)
B\ Th, EFNERSSOENORHEKIEEEZRLZ L LS TN,

FHEARFESELIL, BRERACREE v 7 7 A VBRBEFEOERED LA LME
RHBZERDD, ZOkh, FHMEROREMEICETHHFRATAEET 5 ETORM.
U ERAOBEIMZITAZ LAMFINIBFICH L TERTS L LB BIE
FIMEE LI NERIGE & A 2 E N AER—E0BEG o T RERE A
FTHZLERNEETH D,

Lo T, BHA RIA Tk, BARERRINE TRELNTW B EFIEE -
Bpag Rz E-S5& | UTOEREMOKBREAEZHEET 28RN OHERES, £2
HROCEEFEETT,

B, AHA FTA 03, BOITBEEAEERGERBRRSHEM, AMHHEARS
BPRIEE S, it MEA B ARRRARES R U — R HHEA A ARLEER OB IO
HEER LT,

M@l RBERRD : ¥4 M —F SFEEE 20mg, ¥4 bb—F SiEFE 100mg (—
B4 RoaT7 e ) Xwd (BEFHEEZ))

HBLRAPENNYE : BREIHIREO TR TR Y o8E

HeLhARERCNE : BE. BAE, RaTvn ) X+ @BEFHEBRL) L LT 1
[6] 200 mg % 3 WRIEFE T 30 50 CaFEEET 5.

& R 7R ¥ F . MSD Bt




2. FHORKH., (ERBHF

FA bA—F RFEFFE 20 mg B TR 100 mg (—i4 : _AT e ) X< (BicFH#HE
%), AT TAHF v} ik, PD-1 {programmedcell death-1) & FD Y HY FTHD
PD-L1 ], U PD-L2 & OFEEEFEEMET S, & ME 1G4 T/ 7 u—FAHETH S,

PD-1 R T ISR EAE D DIk B - D IZ B AR RFIB T 2 X2 sl
24 oF T, PD-1 1L, fEELREICSOCELEE T #laoilEEmcRH L., 5%
&Rt S e RS E N THRR 2t G EHET 5, 7725, PD-1 XY REE
TR LI RV HESERC XAV I AMER AT 3286 Th B, PDLL
DEFHRGFCBT ARBUTD TN THIB, Z<OBAMIETIE T Mitofhx 2imx
AT FHEBINCIEE L T35, BAMIRIZIIT S PD-LI ORI, BHilawm, HEE.,
JFHIREES . BRELEE, HVRRMINE R & O 4 RBATTEARETFTH Y, EnAfER
& OMBEREE ShTn3,

BHEORADEENTE L PDLL REOHEMEN D, PD-1 & PD-L1 ORKIXEE
DRFEERREHISWTEERREZE ) Z LATRREINRTE Y i RBAREOEN L
LTHIFEh TS,

FEiZ, PD-1 & PD-L1 KU PD-L2 O U H > FOEAZBEETIZ LICX Y, BE
M REROBRESRNMERESE T Uy Bl s, HEERs2HEED
THZ L THESBHRERET S,

AF OV I ES BE ORERISI L 2EERZ RS bhh, BEXIIFTI
EAWEMRH R, FROBEFROBEZICE, BECBEL /T, BENR
HHEREHAICE, BRELEFRIO L EMNR % RREFOEM L EE LTE
NI 21T, BEORERISIC L B EHERRRDN B EAIE, FIBEERL
LR OB S EOEN L AB T BERH B,



3. EEERERAR
ER VIR HFREFE X U oA EORBERIZEME (T - X/ EREEARO
g E T,

[f%h4]

EEEILFE T ARER (KEYNOTE-087 #AER)

BERUIEEA O R IEIT D% v U L NEBE (210 51, AAA 10 Fl2ET) OMT
D3 oOaF— b ERGI, AH 200 mg 3 AEBERES ORPER USRS
i, .

- BEREEMBHMABERETRIC, TLryFrerd AFF AL I REEZITIZHB
% (zk— 1)

< HEEMSHEEBEERSTHY ., Do L YRivT RFFUIC L BEEY
S BE (ak—R2)

- B s MBI TRIC, TV YR RFEF UL BER (—KBEX
B EREDRELTOT LY~ RNFUCLDANERITEER
VW) 2FFTHRWEE (2h—k3)

2B, B CEREETERD bEGEEI, REETERTERSHED bhiy
LOBEROIZETE LT 5 EBE T RECIEOEGT CRAEETRBOLNSET
A OB EEMETAZ LRTEE &, FEFMEH THLIEHE (&FT IWG
criteria (2007) 2E-S< FBLHIFEIC X B52425ER) (CR) LML ZED (PR) OFIE) i
K1 DEBY Thot, 0B, BRANCHREINBEZENRL, wWThoak—-hYb
0% Th-oT,
1 HPMERE (KEYNOTE-087 345

agk— k1 aFk— b2 2 F— h3
(69%1) (8141) (60%51)
=455 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. #sr2E%h (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) 9ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
1#1{T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

FEm e 3 (4.3) 2 (25) 0

ZE%h#® (CR+PR) (%) 72.5 65.4 66.7
(95%(5 #E P ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Zz4f4]
EERFE S N3 (KEYNOTE-087 FARR)
AEFLIRBRA T 202210 ) (96.2%) 3B Hiv, BIMEMIX 1447210 41 (68.6%)
B b, RREN UL EORHERNE 20 LB) Tholk,

F2 FEEN 5% L-OBWER (KEYNOTE-087 35 (AR REan)

FERXRSE (SOC: System Organ Class) w%ig%
FHATE (PT: Preferred Term) 2108
(MedDRAJ ver.19.0) ‘ £ Grade Grades 384 1=
23

2RI{ER 144
,'ﬁ i 1R
AURIRIERE(S T AR

BB, BIEMERREIL 6 81 (2.9%). KK - BEOTHEIL 3 4 (14%), fHERE
(FET 2« NL—FEERE) 16 (0.5%), IFEEREET Sl (3.8%). RN
4% 29 151 (13.8%) . Fhde - BURUASRLARAE VX 2 1] (1.0%) . Infusion reaction }& 17 #4i {8.1%) .
RESELRL 261 (1.0%) RODESEIL 16 (05%) TEDLNh:, k. BEEOKSE
BE (REREREGRR. SHOK. BRARS) . TEARERS, BISRERS. |
RN, BRAEREE (RAEMENEAS) . Mk, SEHETE. MK - BEL, 4
FHE AR M SRR, BRI R OREREIERD bh b o,



4, HERRIZDVT

ARG L LTHARERNE (2FIFRE) MREELhTWAH I kb, é’l?%ﬁﬁ’ﬁ::ﬁ
BN TE BB THINENRD D, FOLT, KFOWENENREL LDH - 5
EL. AANOBREICE W ERREHERZRE LICBICIE T2 Z L BB ERTD, YT
DO~QD TR TEHETHRBIZBWTER T & ThH 3,

O HagkiconT

D1 TR (1) ~ B OWTFhhZEY Tk Thsdz &,

(1) BEBBAEIMEET 2B ABRESHEHIAREE EERTIRD A B RERELAUREE.
HiUlE 2% A RS HRBEHL S, U S A RFRIR R &) (B 30454 B 1 AFA 1437
HEER)

(2) FeEgaEmEk: CERE 2946 B 1 ABEAT - 85 HEgR)

() FEFRMEREET B BRI SRR ERL, 254 B
ke, B AR FRENEHEE R )

(4) HASRACFIEERRE L. SRR | XA (b3 2 oy Hus
KRB EHZTo T ShEER (P28 7 A 1 ARRA @ 2540 HEsR

(5) PIEMEERIL S EENEOHREREIESBHEITo TV AR (T 28 4 7
A 1 BEER : 1290 JERk

@-2 HHHFRDF U o BEORREER CRIERRBROIGIC 5 ik & &
A EoEM (FEOWTRMIZUTHER) 25, YE2ERPEORBNCETIEED
HEEHFELELTEBEISRLTWA Z L,

#

o  EMGHTREE 2 FOVIAHELIET L2%IZ 5 £ LOR ABREOBRENES
FoTWnaAZk, 5b, 24N T, PAEDERER T LI-BREBEEZOWE:
FoTNBI L,

s EMMGIFREE 2 EOUHTHELET Lk 4 £ EOBKERZALTWAS
Z &, 9h, 3EM HIE, EMIBEEEREO N AEYEEE SURRLEZEOTE
FFoTndI L,

@ REANEXRLKFREBEOHEHIZOVT

ERAEREBCHETTAELENREBIh, HECEI L OFRED, AE- £
SHEIFHFROTRER VEMEIHE T 2 HRRE, AEERZSRELLEEORE
£, EREPHITDOR I EHBEE->THE T L,




®@ BHER~OXHIZ2WT
@-1 Haskikilic B4 5 B4

BB RSO EERBIEANRA LEc, 24 BEZEREHO T, YR Y
ISEEEERIC BV T, BR LARERICIS U CABRSER K CT SORIER DI %
FERREOKRERY BRIZEbN. EHICHISTEREHBE->TWE L,

@-2 BRHEFHC L OEEFEAMRICET 28

BARRICED AEMORMBRROHEEEZE T EREFREREER =V ¥
EEDEEFOAS V- 7R ITVERE L HRPRXG CE 3T — LAERERNE
HEhTWBZE, 2B, BHEEEIoWT, PABRE L ZOREHHICBAEENT
WwWaz &,

@-3 BIfER R MreH B LT

B{ER (MEEMERICIZ, KiEK - BEEOTH, FH#EESE - E{LERER, &
BeelEE (REEREERERE). NHWESE (TEAEERES. PIRRSERSE, Bl
 EERIEREE) | | BRI, S DR, fHE - BRI RIARE., Bk, EEOREEE (K
JEFEBNRAEfERE, 2B, RAESE) . infusionreaction. JM%S - ffifize, EEGES
fE, #REE (F7 2 - NL—EGRRES) ., LR, EELLEES (GEMEIL/MRE
A PEEEEER, WMt E M, FRIFEES, EEREKAES) . MIRER/RIEER, %) ot
LT, SERERUSEHEEREBOEMEZ A2 EM L EE L BIEMNORBBRCXR
WHELTRERUOXEFZITOLABEHICH DT L) | EHLICHEYRAEN TE BEH]
NE-TWNWHZE,



5. BENBLRLAH
(FEhH B3 5]
@ BFREmMSMEBAICEIE X IATHAEOBRR IIEEEO T ROR T F ) v
HNBEFHICBNTEAROFIERT SN TN D,

@ TRICEYUT 2 BEIRT2ERF0ORERUHERAFECONTIE, FAOFZMER
B INTBLT., FHAORSHFELLZERWN,
o ALEREREROBAE,
o fhOBEMHEER & 0GR,

[Z2MIcfEd 3 HIE]
O TERREEYTHIBREIE SOV THRAXOBRERER L ZNTNWBZ b, BE 21T
bz &,

o FHDORLSTCH LEBEORERECH L BEE

@ TRFERTOTHIIZ SV TTRICKE T2 BE O WTH, FRORGEIHEE S22

B, MOBERIRER 2 WEEICRY . HELAREZENTLILEZRTE S,

s MHEMNEBROSHXERFOHHBEE

o JAERE{ERE CRIEE R 5 BHE K UTEEME O MU G 2 o B A gt
LOMICRERERERHR LD RE

«  HOEAFRBOAGE UIEEMAZE L ITHRED B CRERBOBEERED
HDHBE

- [BEBBHEE EnRHRBHEEZS) OHLEE

o FESOBRIINEERTLIEE

»  ECOG Performance Status 3-4 EVDEE

Gk ECOG o Performance Status (PS)

Score | E3E

0 | &< MERLFEHTED, EFHlEFALRERLHRE AT D,

POPRAIIC I LS BHIR S h oA, SMTTRET, EIEREPE > TOMERIIITI JERTE S,
Bl - ABgES, FEER

SAAETHSOFOE Y O 2 LT~ THREREMEER TELR, APO 50%E EIZ_y FATRIT,

1
2

3 BohizBoaoFoEnor L LM TERY, BFO 0% EESy FaliFTRIT.
4 <ty BAOFDED DT Lk TERY, B2y FT TR,




6, BEELCHET_&EHEE .

O GCESIC Mz, BERFRES NIRRT 2 B EEICE-IE FH O R OBEIES
HOl-blilhBRESE TSI L THhLERTH 2L,

BEREBICESL D, BEXRFORBRCH IR CERERZ FE L, AEEZE
ThbRETRZ &,

ERBEMERO<=R P AL MTONT

@

®

MEHRRER DL DND Z LB H DT, AR ORI H o Tk, IHE
w (B, FRREEE, s ORREVIRT X SRE0EKS, fEr+
SIATH L, Fio, BB UTER CT. M~ —b—F0RES EkHT
5T &,

infusionreaction 3% B3 Z & i’ B, infusion reaction A3FR¥D HALHAEIC
X, BEIRAEERITY & &bz, ERAEETIECAEOREE HOICEE
THEILE, ,

FRBHREEREER D b3 Z L RS D0 T, FFIOERSFIERTR C-5- 55
RIS ESRIC FR IR REIAEE (TSH, 0t T3, Wit T4 BORIE) 2ERTD
Zé&,

FEEERH LN Z LR B 20T, AR ORSRREIE R SHR X
EHICATRRERE (AST. ALT. y-GTP. Al-P, YU LAY EORIE) % El
TaZL,

S SR (IMERRVIIHERELEZSD) SOEERBEERH LD
ZERBBOT, EHNCRORFOFELHGETH L, ki, ROREMR
BOLNEEEIE, BEOrKERBEL*S2 T2 L BT EETH &,
FHEIOBREIZ LY, BEOKESICER T3 &E 2 b Ay REESORE
BHbbND L ERH D, REPRDLNEBEEIIE. BRELEERIS UL
HR LG & BB 2O & OB U GEEIZEBET TV, 1BE Ok
BISIC X BEHERAMB RO 2G50, FRIOKRE TR, RURIBERES
NEAHOTEEEERETHZ L, 28, MBERERAEOREICLYEIE
A OWERRD DBEWESIIE. BIBERERAT PSSO fE A oEM
LEETDHZ &,

BESETE, LR OE I ARB LU THLREANRETAZ ENHBTD,
FHIOHEERTZICOEERORBII+SICETTH L,

1 BUBERE (BIE 1 BRI EET) Bdbbh, FREES v 7Y F— 2
WEAZERHDIOT, MG, Eb, EHZE0ERORRLmMEPFEO Ao+
SEETAZE, | HERFEIRDRLESESCRFEZFIEL, AR Y
R OHFES OB ZNEEITH Z &,

AFOERRBICEW T, &EHMAND 12 BIL CAPHORMEET > TV Z
EEBEIL, RARGPIIEYNICERRETOHROBREITI Z L,



EERHEET A RT A1
NRraTvn ) AvT7 (BlaFH#z)
(BReA : %4 R & AW 20 mg, %4 FL—5 AHHE 00mg)
~FRE& L BOE ~

k2 9F1 28 (BFiocdE 6 HET)
JEA S EE



H&

LI

RO, EREE

B PR AR

HRERIZHOWT
BEMB LI DBE
BEZELTHEETNEFEH

S

P2
P3
P4
P7
P9
P10



L. {ZL®IZ

EELOGHNH - BEMOREROTHITH, BN CESICE-SWeEERERNRD
bhbd, &biT, IEOREEFOEIIC LY, HEERR R L OFFNR ST ERS
FEHERPARRENSIFC, INLOEEMEZRICHNELRBHEICIRIET S 2 L ARRO
EERoTRY BEMEGEER L SEDOEAFE 2016 CERR 28 4 6 A 2 A MBHE)
BWTY, EFMERREOFERNOREHEEFZRAZ L EENTNE,

B FEER L. BREERCESM T e 7 s A VPEFEOEES AL MR
RBIENDHD, 0D, APMEUCEREHEICETAERS+SEH TS5 ETOM.
WHERNOEEL R SIT AT LAPFENIBFCHLTERTI L L iz, BUE
FANREER LB AE G E L B2 LB RER— E OB 27+ EREE ¢
TARZENEETHD,

Lo T, BKIA FFA4 0 Tlid, BRERERINETIELNTWAHEZRIESH -
FEEMAHIIESE, UTOEESKORERZEREZMHETIESNLLBELRBENH, B2
FHEROEEFREZTRT,

BB, AHA BT A 0k, BSTHEAEESERBSEASHEMA, ASEEEAER
ERIEESES, —AREAEA A RERARES RO —EEA B AR REBE 2SO
Db EER LT,

Sf L2 DRES : FA M—F AFEFE 20mg, ¥4 A—F KIFHE 100mg (—
Wd : SATn U X GBREFHBEL))

FRERBPETUNE : BAALFHRIERICHEE LI RIGTRR a2 R LR

ABLRAMERCHEE B, AR, a0l X<=7 (BEFHEEZR) LT 1
=] 200 mg % 3 MR T 30 M2 CARSET 3.

B YE IR 5T ¥ & MSD BRRX&




2. FH O, {FRERF

FA M—FEEHE 20mg RUN100 mg (—f4 - RATn ) Aw7 (BEFEE
Z). BT [##E £vvH,) 13, PD-1 (programmedcell death-1) LED YV FTHD
' PD-L1 R PD-L2 & DA EEMETS, b MbIgGs T/ 7 n—FHkTHh 5,

PD-1 REIE T MRS B R RE b B 2 1= DI R AR AR A 5 5 A fas il
ARA »F T, PD-1 i, EERREICBOTIEER T illoMiaEmic®EE L, 2R
BRI & A NE LR E R RERS EHIHT 5, 72bbh, PD-1 XV Vo REHH
BT B IV HESAEIC LBV /I NVEERAREHT2ZA/ETH B, PDLI
DOEFHBIZBIT 2RBITDTNTHIN, F<OBAMBRTIE T HROEXEZIML
BHIECBRIZRERELTWD, BAMBIZET 5 PDL] OERIIL. BHlaE., BEE.
FFAiRaEE, BRELEE, FE/IRafiiEE /2 KOs BRATCTFEARETFTH Y, EW4AFE
& OMBEESRRESHTND,

BHEOBALOBEERYTH L PD-L1 BEOEEMENS, PD-1 & PD-L1 ORKITMEE
DEFEERIZ BV TEERREZEH Z LATRBENTREY . BB ABROER &
LTH#ESATHS, ' |

AFlX, PD-1 & PD-L1 RU'PD-L2 DI H v FOFEESE2EETIZEICL Y, BE
#ﬁ/]\}%fﬁqjmﬂsiz%%ﬁ%mﬂa{%%ﬁ T U R EH(L &, PUERGE > FEEL
5L THIEEDRERET D,

AR OVERBFICE S BEDORERIGNC L SRIVEHS R H b, EEXIIFETIC
BEAAREMENH B, AROKEFRUEEHITIE, BEOBREE 4TV, RESR
B BATEAITE, EE ULERICE U EM 2 508 - BB FOEM & # il UTHE
PRERRE 2TV, BECAERISIC L ZREARRDLR B HAICE, BIBEERL
B0 EEORET)RAE T O LB D D,



3. ERRRAR
B AACFE R I E L RIS g2 JRIE LB O &GRSR 2T - 2%
RO E T T,

[Fantk]
E RS MRS (KEYNOTE-045 3ER)
7T FrBE R ST LB 25T 3 RETETHE RSO RE ERERE
se2 41 (AAEAN52 @EET) xRS, A 200 mg 3 BHEFERESEOFDERESE
DS (b (37 U ¥k, FEF 3B vinflunine) 223 E L THRETE
iz, 2k, EEEICERETARD LSS, REET2RTERIED LN
RDNEOBERMIZEE LTWABE TR, REILBEOEEITM TREBETARBD LD
£ THRROHE LTS 2 LB TRE L &z, FEEE R IX2AFHE (08) RU
EBTEATFIIN (PFS) & &h., AENIFREL LT, OS EFEIER L (R
1ROE D .
¥ 1 S5 FFEHE ST (RN BIKBETERDEBY, RUTFFTHEAEED
{ESfgesic & BT « WiEMBI LR 12 2 AU ER LRl An bk,
*2 : A CH vinflunine HERERTH Ao, <47 ) FXEAXE FES FEAOVTRIEBRL
7=



%1 KEYNOTE-045 RBROF MRS

A 200 mg [tk
Q3w
(270 #5) (272 1)
ost Wil [A] 10.3 " 74
| (95%{E#H X ) (8.0,11.8) (6.1,8.3)
NP— Rt 0.73
(95%{ZHH X ) (0.59, 0.91) -
P {8 0.002
PESTI gl [A] 2.1 33
(95% S5 X[ (2.0,2.2) (2.3,3.5)
N — FER 0.98
(95% (R (0.81, 1.19) —
P {8 0.416

. RO — &  2016EI A TRy b
t: BRI Cox Hefl Y — REF AT L BLFRE & D H

§: RERw ST T RE

I: RECIST # A RS54 > 1.1 fRiCH-S < hsr ol 2

Q3W : 3 B HRER S

¢ 2 4 &6 & 10 12 14 76 18 20 22 A4

at FiskEY & iA]
FWM200mg Q3W 270226794162 147131 87 54 27 13 4 0 O
{EPmE 272232171138109 89 55 27 14 3 0 © 0O

1 OS @ Kaplan-Meier fif# (KEYNOTE-045 78R)



[Ze4axfk]
E RS MERE (KEYNOTE-045 3AB)
HEFEIIEKIEE 248266 F (93.2%) R UMLEEFEERE 250/255 B (98.0%) IZFEH b
., BHERIZ BTN 162/266 # (60.9%) R UMbEFEFRERE 230/255 B (90.2%) 12389
DT, AERETRERY 5% LOBWERIXTROD L BY ThoTs,

#2 BIMEH 5% EOBER (KEYNOTE-045 3B (S #d4Em)
EREBIASSE (SOC: System Organ Class) w?:[fﬁj(ﬁﬁ)
HASER (PT: Preferred Term) % 6{9"]1
(MedDBA ver.19.0) 4 Grade Grades 324 E
fER 162 (60.9) 40 (15.0)
_ FURIRSEREIR T A
LoHBEE
T .
B o o (10.9)
Tl s R RS LU S ALK ke
Eiyabid (5.6)
o 37 (13.9)
B 17 (6.4) :
ROE L2 B8 |
BB EURTMEREE s e
2 5 52 (19.5)
Ress 2 (8.3)

SR, AFEET. BIER L LTHEMNEERIX 10 6] (3.8%) . KIBK - EEOTH
X7 A (2.6%) | FREE (X7 NUERRES) 216 (04%) . FEEEREET
14 6 (5.3%) . RURARHESHEREE L 23 4 (8.6%) . BIEHSAEREEIL 1 41 (04%) . i
BEEE (RATEEERRE 1M (0.4%) KT Infusion reaction 1% 1 ] (0.4%) IZ
Bbbhiz, £, EEOKEEE (BREHIEIRIEREE. LA, EXEES) . T
EAHRAEREE., | BUBERA. Tk, T - BRARIE. EAEMEE. Ok, MK -
BB, B &I IRE, R/ MEBUOYEIRBIR. IR R OFRIFEREFIIED b
o,



4, T ONT

EREEE LTHERARERE (SFRE) AREbhTWaA Z bt Ytk E
PICEBTE R THDIUNERD D, TOLT, AFORENEE R EE LD - 5F
BL., AZFOBGIZ L EELREERAZRBH LB T 5 2 EAMERT D, BT
. DO~@DFT_TERMACTHERICBWTHERTLIRZITHD,

O mERIZ>WT

@1 FTED (1) ~ (5 OWPhRIEYTIHERTHEZ L,

1) EEFBRKENEET ANARREELARS GRET RS A ZECEEEIL AR,
HEARAS A ML R, MU A ERERA ) (ERN 30454 A 1| HREA : 437
HEgR)

(2) HEheialbe (CEAR 294 6 A 1 BRER : 85 HEz®)

(3) FEFRMEINEETIHRADREE R (BABKESEERR, BABIEDS
BT, A SIREEHEERRE R &)

(4) AR ERERLZHRE L., S/ FBREME | IR b BREMNE 2 Ofifk ke
RDBEHET > TWAMEER CERK2847H 1 AR @ 2540 FEFR

(5) PUBMEEAIL G EEME ORBEEICRIBHET-> T 5lEfR (FERK 28 £ 7
A1 BRFA ;1290 5EER)

@2 RELEEEOLFFRER CRIERA IR OIS I H4 205058 & BRE FOEM
(FROWTIMICEY T 2 EA) 2, Y RBOEACETHEEOREEE L L
TEEEATWAZ L,
=

o EfGFRAE 2 FOPMPHERET LEEI 5 FLl EORARROBRTHEL
fToTWazZ L, 9h, 280, BARYEESLT L LEBEREBEZONEE
ToTwnWaZ L,

o ERGTRER 2 FOPHBERET LRI 4 LU EOWMRIBERZORIRIHE
EfToTHY., 55, 28HUER. RELREOHAEMREEZSOSABROE
FHEZ T TWAHZE

@ BRACEELFREEROERICONT

EELBFREHICHETTAHEEENRESL, MESCENLOFRED, FihE- &
SHERZOHROTERVCEMSICNT 2 FHRE, FEFRFRELLBEO%RE
¥ ERFONTONIERIRES TNB DL,




@ BIERA~ORITDONT
®-1 MsEhliciET 2 8H

RIEMMRE B LD BEERBERA AL LB, 24 FERRFER O T, MERX
PEESHERIC W T, BE LUEZEHWER IS CTAREEEC CT £0RIMER O&ERI %
FERREOFERBYBFIIZEOHL., EDICRISWERERPEsTHEZ L,

@-2 EFREFEIC L 5AEERMGCE T 38K

BABEICE DL A EMAN AR UEESZ BT 2 EEEETRRERT=2 )7
PEDIEERBORS ) —= P 2TV EIRE LR E A T 35— AEFREH 25
WENTWBZ &, BB, BHEERIZOWT, BPARBRE L ZOFRICHSITEAMENRT
WaHZ &,

@-3 BIfEA AT CHRIZE LT

BER (MEMMRBICIA, KBK - EEOTH, FHEEES - BeErEEE, B
s (RATHELSLA%), NowEE (TERAEARRRES, TRIBEEES, 8
EHEEREE) | 1 BUBEROR, &8 DR, 72 - BEBUTTRMARAE, BEK. EEORERE (K
FEFSIERAE RRE . STEALBE, FHAMIES) . Infusion reaction, ¥4 - BRRER, EIEMES)
fE. MBREEE (¥72 - NL—EERS) ., ODHR. EBLLERSE (GeEEm /MR
DPESRBERR, IRt M, FRIFERES. WEERERES) . MEKERIEEEE. BT ot
LT, HEERLIBEREEREOFMELZF T EM L ESE L @EHER OB xR
KELTHRERUEEZZITONARHICH A Z L) | HBITEERAEN TX 5 EH
BEELSTNBEIZ L,



5. #ExtgL b BE
[F ki B3 55 H]
QO FIFIEAEELFREREEE T A RIETE X IEBREORE EREOR
FHIZBWTAHIOFERREES TV S,

@ TRIZYTHBHFIEANTIFHOEES RUERFEICOWTRE, FEIOFHHEERN
ML SN TRBLT., FHAOREFRERLRYY,
o TIFFHAEFETEEREC L BREEORNERTE,
o FITOEELERE,
o fhobiEMEER & O,

(ReticBT55E]
O TRHYTBEECOVTHAFOREBERE SN TVB b, REET
blanl ke,

o AFOFES R LEBEORTROH 5 BHE

@ BEAMOFMBOTTFRICEZY T IBEFIL OV, AR OREIHEE I RN
B, MOBFEERER2WGEIRY, HEICFAZERTIZLEZETED,
«  BEMMEEROAMHIIBEDOH D BE
o FHEERE CHERE 2R D EE R OTEEMEO BN BTSSR B gu ik i

EOMICRERELRH LN D EE

«  HEAREREREOAN XTEBHENLE L REREDE CREEBRDOEARED
. HBHEE
o BRBRE (Sh#MagEELET) ObsEF
o HHBOBRXEERETLIES
»  ECOQG Performance Status 3-4 ®UDEE

(1) BCOG O Performance Status (PS)

Score | TEH

0 | 2<MELREHTED, SFEMLALHREESFHIRAZ TS,

PREIZI L WEENSHIR S h 505, TR T, RIEEPE - TOMEEIMT Z L9 CE 3,
B« WV EETE, WEHER

[

W

[Bohi-BSoF0EYol L LTy, BFO 0% B2y FhAlFTRIT4,

.

< Ry, BADFOEY O LIFeEL TERY, Bekty FFERIT,

9

BT TASOHZOE Y O & TR THRESEEER T 2, ATO 50% i~y FATRZT,




6. BERELTHET&HE

O HrBEICnz., MERAESPRETIEHSCESERTAOER CEER
ROTebic b B FRE I BR L THrOERTDZ &,

WBRBsic S h, BENIR T OFREEIEROEREEZ-SHEAL, REEZS
ThbFEETaZ L,

EREHERO=R P A2 Mo T

@

6)

BIEMERERL LMD LRHEDOT, AFOREIZHTz- TIX, PIHHE
1w (BEh, FEIREEEE, L) ORESER O X SAREOERES, LRI
SIATH 2k, ¥, HBERISUTHEE CT. ME~——E0okEL EH ¢
B &,

Infusion reaction 233 Hioh B Z & 23 B, Infusion reaction B3FBH b IFGEIT
WL EEIRMERTTD & &b, ERAEET 3 TREOREE I EE
THIL,

AR REEEN H DD Z L B H 50T, AF & 5FAMEFT R U5
d L E RIAY I ORISR (TSH, 8t T3, TRt T4 E0dlE) 2 EHET5
NP

S EEREER S b N D Z L Ab 50T, A OB 5 IRERT R OSSR I
EHIENCATHEREIREE (AST. ALT. y-GTP. Al-P, YU ALYV EOHIE) % FEhi
THIE,

S ER MEARVIIEEREREAD) EORERREERHLDND
ZEBBHBOT, THNCROREOREELFRT DL L, £, ROKER
FHOLNTHEAITE, HPhKRERBEEZRTALIBEFERIRETLHI L,
FRIOHEEIZ LY BEOGERIGICER T LE 2 bR b Ex REBDRE
BHLLNAZZ LD, BENZBDONEEEICE, BRELEERIZSCR
BRI A & BB A EM & EE L CET RSB ET V. BEDRE
e & AEERBEDRAHAICE, ARIORE I L, RURIEREHR
NEVHIORSSEPEETDI L, 2B, BIBEERLVEORSIZIVEIE
FAOBERRED bREWER I, BIBRERNE UANOEE IR OB
LEETDH L,

BEHRTE, LEEPOEIARBLTHrLRMERANRERT I L BHB D,
HEH OB ERTRICHEMERAORBAIC2ICEET DI &,

| B RRIR (B | BBERBR 2 ST Bbbbil. ERHFES FT L F—2 R
KEZZEBHBZOT, AW, B, IBEHFOSKORBLMFEHED EFIT+
SEETAIL, | HERBEAEDAEBAICEESERLEL, AR AH
FH OB ELEOENLMBEZITI Z L.

AFIOBRRBICEB N T, BRGNS 9%, TNLIRTREAI 6 1 FRIX
6 EERIME, #5E S 1 E£L05T 12 BEHE TEIEORMI 21T > Tz Z
LEBE, ARRSDITESMCEERRE THROMEEITI Z L.
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EHEERMEET A R A v
NRAa7ul) A<w7 (BsFHE#z)
(RFE : %4 h—4 SEHIE 20 mg, %4 F—F SIGHIE 100 mg)
~EHEE~A 7 YT I 4 NREZERE

(MSI-High) %8 ¥ 5 ERE~

Fak3 041 2 A (4FI5ueE 6 A UET)
EETBAE



CH®

HUDHIT

A DR, ERBF

R PR AR -

i i e A
BERR LR HERE
BEICELTHEETR&TE

AN i

P2
P3
P4
P9
P11
P12



1. HU®iz .
- EEROANE - ZEMORMB O DITIE, BT XES I SWEEIERER N RD
BB, EbiT, FEORZEITOEAIC LY, FURELESR & OESFHRFHRIERE
FEELBERBEINIFTC, INbOEEHEZHICHLERBHICREET 52 L ARRED
ML o THY BREMBGEE L o DEATTE 2016 (FRL 28 42 6 A 2 A BMEHRE)
KRWTH, EHNERGSEOFERAORE{LHEEEFRAZ L L ENTNS,
FREMBFEESL, BEEASZEE a7 7 A VBREFOREMEALNICR
RABZERHD, ZOED, ARG LEMEEETAERA+ERT S ETOM.
LHERLOBRELHRZTT B MBS BHIHLTHEAT S & bic, @lfE
FINRE U BBIn RERRE & 5 2 & NHERR—EOBEM2 - T ERERE cE A
THILBEETH S, | |

Lo T, AHA RFA T, BABERSLINETIZELN TV IEFIEFR -
B2 AHcES& | LTFORESOEBMER ZHET 28RO BEREM, E2
FRUEEFEERT,

B, AHA RT 4 i, BNITREAERLERERREHME, AREMEARE
HRIEEY S, — A A AEEARES R OC— A B A B AR EREESOBA
Db LER LT,

MR BEES ¥ A PNA—F EAREEE 20mg, XA M—F AIHEEHE 100mg (—
4 RAT R X2 (BEEFEEEL))

AR LRIGEIRDE : BAFRER BB LAET BROREE~S 70T 74
FARZEM (MSI-High) 283 2EMHE (EENZIBEN R
BEIZRD)

RELhARERURR « BE, RAKE, SATnY v @ETEKRZ) LLT, 1
& 200 mg % 3 WG T 30 42 CTREiET 5,

B35 R & ¥ F o MSD St




2. FEIORK. 1EFEF

F A b —F HRR 20 mg R ORATRE 100mg (—it4 : ~avn ) X<-7 (&
{BFE#Z), BT T4a#] £v5,) iX, PD-1 (programmed cell death-1) & ZD Y H
FCdh 3 PD-L1 RTPD-L2 & OfEE R EHEEET S, tHB@%%/&m—fwﬁw
TH 5D,

PD1ﬁ%mTmMﬁﬁ%ﬁ%ﬁb6inétbkmhﬂmmﬂmT6£&ﬁEﬁ@
AA wF T, PD-1 1L, @ERRBICBNTESEE T HilioMlikmicRR L, BER
ERIGESOAUEIBR 2 aERISERIET 5, Thbb, PD-1 BRIV FEE
BT AT LI XV HESAKIC LA VS FNEGERRICHMT 22 A ETH S5, PDL]
DOEFHBKICBT 3RETIDLTHTHLN, Z<ONRAMETIE T MBOHE 2iMx
HIEVBARICRBE L TW5D, BAMKIZEIT 5 PD-L1 OEFRIRIL. BME, REEE,
PR, BRELE. #&ﬂm%ﬁtgwﬁﬁtth?ﬁTEw%ﬁ%D B ErESR
& OBBMERBE Sh TV,

BEOBADERNT#% L PD-L1 REOHEBEN L. PD-1 & PD-LI ORKITIES
DOGEEEIZBWTEERFE A Z ERRBRENR TR, Hil o BARROEN &
LTHfEIh T3,

A#iZ, PD-1 & PD-L1 RU'PD-L2 OFi Y H> FOFEEEZRETAZ LIz LY EE
ﬁm#ﬁ*wﬁﬁﬁiﬁmm%E%Tan&%ﬁ&méﬁ BB 6005 % BETEMEAL
5L CHEROREERIET S,

AF OIEFBFICE S BEORERIS LAEERSR b bbh, BEEXIETI
EATRERD D, FROBREDPECRERIZIT, BEOEREETHITTV., EEXHE
B HIVEBAITIE, B L HEITIS UMM sk & RB & -0 R &8 Uil
I72ERBIT TV, BEORERINIC L 5 BHERBRDN D BEITIT. RIRERESV
T UEORE5S OB RAE BT I LERS B,



3. KRARHGHE A

BAICEFERICHEE LET - BROGRE~A 7083751 FAREEME (BT

IMSI-Highl &V29,) 2B 5EEE (REMNRBEPEERESICRDS) OER
W EEM % 1T o e B R O BHR T T,

723, MSI-High # 5T 258% ) IZBL T, [PCR#EIZ LY MSI-High L HIES =&
H| #EXTDHE (33 12T TMSIHHigh (PCR¥E) #F 3284 ¢&REL. DNA
ATy FEREEBEOBEREX S ELXEMTIHE (B#&)., T42bLIPCR #Hicky
MSL-High Xi3GEa8k bR Re (BUF, MHCI&EWD,) BT LY 2 A< o FIEERE
DX (LUF [AMMR} & 35,) LHIEShicBE] 2ERT 25461 [MSHHigh
EHTLBE) LRFELAL, HCHEIZL S MMR BFE L PCR #AIC X5 MSTRED—H
1Y 96.6~98.7% U THH Z LERMEEZ N TN B,

(&3] ‘

QEEHLFE T8 (KEYNOTE-164 35) .
7okl I PURFEMEER, A%V U T FUROA Y TR R KT

12 & BALEFRRIED b 2 IREEIRARE AT - B3O dMMR X% MSI-High (PCR ¥5)
W T DR - EIBEEE 61 81 (AAANTHZED) ZXIC, A4 200mg3
IR (BAF TQ3w] &W3i,) BE5EOFDERVEEEIRFTENT, B, HEiET
i CHRBLETHRD bNIFEI, FRETE2RTERERD bRV EOBKRMIZR
ELTWABRE TR, KEDEOEGFE THREETERD b s £ THRAOER 5 21
BT dZLBREL &, TEFMEE THAIEHE [RECIST VA FFA4 2 11K
WEES S HRMEI X A5%EEFL (CR) XIXHaED (PR)] 12 onWT, RRBRICES
Ehi 61 PIOBRERIR10OLBY TH-T2, :

1) 1 indor Naralane M et al.: ] Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: § 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

) pEg R IC BT, THC BT K Y 3 R v FEW F /87 Th D MLHL, MSH2, MSH6 i3 PMS2
OULFRIAORBEIBED LRSI AMMR, PCREIZEY 228l DA 7 03T 54 b= —T
SR T OS 7 XOE{ESHEH SN EEIC MSLHigh (PCRIE) XfEShiz,
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#1 RBBRATERUVHEDE (KEYNOTE-164 ARR)
(RECIST ver.1.1, AEMEfra@ERSE, FREE, 2007F2A 0T —F Ay b 47)

B BiE (%)

| ERBETE oL " 39 B2

273 (CR) ' 0 0
WA (PR) 17 (27.9) 9 (23.1)
#ZE (SD) 14 (23.0) 10 (25.6)
47 (PD) ' 28 (45.9) 18 (46.2)
HEARE (NE) 2 {3.3) 2 (5.1)

#Z%h (CR+PR) 17 9

(TP [95%EIIEMIS] (%) - (279 [17.1,40.8]) (23.1 [11.1,39.3] )

*]  FOMERTRRER. 2 : APMERITHSER O 5 B MSI-High (PCR #) 2H7 15 H8%E,
*3 : IEFEH:

Q@EFIEFZ TR (KEYNOTE-158 350
—WIBHR & LCIEREN R LEIRIERE O & 5 IR 880 1T - BE O dMMR Xt
MSI-High (PCR ) ®2 2313 EMEES O 2HEC, A& 200 mg Q3W 50K
PSR CEAERRTF S, 2B, BRI CREEETSRED bNGEIT, BEE
ITERTERPIRD bR VWEDERINCEE L TWABE Tl RELIEOEGFEE
TERBETHRD ORI ETHA DR G E2HET 2 Z L BFREE Ehic, TEFEHEE
THHEHE [RECIST HA FIA L1 RICE S PRAEIC L 25458 (CR) X
HEZES (PR)] 22T, MSLhigh & 2T =R ARHBRICBRE I N 83 FlE
(FN—7"K) OFERIEE 2, ARBRICRG SR o4 fIEICRBIT 2 EER O RITER 3
DERBYThol, :
: K2 EEBEPERUCEE (KEYNOTE-158 Rk, 71 —7K)
(RECIST ver.1.1, AZMEMITSEMSE, hR¥ME, 200174 28 H5—F Ty b 47)

s B3 (%)

RERATR 83 4" 28 {51
SE42Z% (CR) 4 (4.8) 3 (10.7)
marE=%sh (PR) - 25 (30.1) 8 (28.6)

#E (SD) 20 (24.1) 3 (10.7)

#1717 (PD) 24 (28.9) 9 (32.1)
HEEARGE (NE) 10 {12.0) ' 5 (17.9)

#=%h (CR+PR) 29 11
(BhE [95%EFEEE™] (%) (34.9 [24.8, 46.2]) (39.3 [21.5,59.4] )

*] . AR RRER, *2  HFEMMET LA 5 B MSI-High (PCR %) #H 33 EBH,
*3 - IERER: .

@3) il = 1 Iz AT TS e M — 7 RO MSL-High ORITEISE RS 25 AR 7 A —7 K 5 b
RER, F—7 A TIIIMNE (RFELEE). Y1 —7B CRIEERE (BEZRUHEEORE), X177
74 —BRBEEEEL, FA—7 C T, Ik, b, . EBR O SRR E N SIS

(B e ST T o (LR N ) . A —7 D I TFENSE (AR OIS 2 <), &
N—7 E CHRTEEE (RELER), 7 —7 F THHABRE (BELER), 7 A—7 G Ti/ulahlizg,
Fr—7 H CRPERE, 70— 1 CiaRURIRE, 7 A—7 T TR IS (B0 i Mgk <),
Fh—7 K T MSIH-High 275 2 MBS (G - EBEZER<) B ANnLIE, FA—T A~]
EBE SN/ BHFO MSHHigh lI22W Tk, L he R0 7 FRERICLVHES R,

5



# 3 MSI-High 259 2 BREOBERN 0ZEHE (KEYNOTE-158 &)
(RECIST ver.1.1, BB SERSE, PIoAlE, 2007F4 B BT —F v bA7)
FiE (%) #Z% (CR+PR) B (%) #=%h (CR+PR)

Al BN EPE ) 0BE (BB 00)
B P 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
BiE 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
e 10 (10.6) 1 (10.0) 1 (2.6) 0
REIEFE -9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
B B 3 (3.2) 1 (33.3) 0 0
o R 3 (32) 0 1 (2.6) 0
JINHB AR s 3 (3.2) 2 (66.7) 0 0
FEER 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
PRSI REEE 2 (2.1) 0 0 0
R R 2 (2.1) 0 1 (2.6) 0
REE LR 2 (2.1) 1 (50.0) 1 (2.6) 0
FiRé R 35 1 (1.1) 0 0 0
BRELE 1 (1) 0 0 0
ETRYA;L ) 1 (LD ¢ 1 {2.6) 0
TS EIEE 1 (1.1) 1 (100) 1 (2.6) 1 (100)
I 2 i 1 (1.1) 1 (100) 1 (2.6) 1 (100)
RIE 1 (1.1) 1" (100) 0 0
FEEIEE 1 (1.1 0 1 (2.6) 0
R 1 (LD) 1 (100) 1 (2.6) 1 (100)

*1 o AT ST RER. 2 BT RERO 5 b MSI-High (PCRIE) 2 FT28%



[Z2i]
OEEERSE 835 (KEYNOTE-164 388%)
HEESIT 60/61 F (98.4%) 1=, BIfERIL 35/61 6] (57.4%) Wb b, FBHEE
M S%BLL EORHERETERO LB Thot,
F3 REER %L LOBVER (KEYNOTE-164 ) (i m)
BEMKkSE (SOC: System Organ Class) FlE (%)
HEAFE (PT: Preferred Term) 61 {51

{MedDRA ver.20.1) 4 Grade Grade 34

e, FVEMERESRH (1.6%), EEOREES (MEHEIRERE. S$FLE,
ERERS) 16 (1.6%). FHEREE 3 6l (4.9%)., FRIMEREREE 26 33%).
%36 (4.9%)., 4 - BRAUSRMIBE 141 (1.6%). % - BEIRZ 1 81 (1.6%) BB b
N, £, KIBEK - BEOTH, #RHE (X7 - SL—ERHS) . TEEFRER
=, FIBHERE, 1 BERK., BHERE (RETHEETRSE). EEHEIE, O
k., SaEtEin /R EREERS . FRiPE R M, FRIFEBREE. infusion reaction R UEH ¥ 9
JELRIEERD B0 d-, ABERRRRIUIBEST S (BRREMEE2ET) 258
TEFHERERT, :

OEFRILFE IHR (KEYNOTE-158 35
HEHRESIT, 91/94 F (96.8%) . BERIIL. 58/94 ] (61.7%) 2R i, EH
BB S%LL EORIERIITROEBY ThoT,



#F4 RERHN 5% EOBEH (KEYNOTE-158 38 (Featbefgin i)

HRERIRSEE (SOC: System Organ Class): % (%)
FAHE (PT: Preferred Term) 94 {4 |
{MedDRA ver,20.1) < Grade Grade 3-4 Grade 5

58

ede. MEMESTRE 46 (43%). KiB% - BEOTH 3 F (3.2%), hglE (¥7

v N EREREE) 2 61 (2.1%) | AFERAEIRSE 8 411 (8.5%) | RURBREERERRTE 8 # (8.5%)

1 BUBEERY 1 4 (1.1%). infusionreaction] ] (1.1%) XBH b, £, EEOKF
B (REHERERE, SRR, BRXAES). THRAMERES, BIEHERESE,
FHEREE (RMEMEMERE), BL. HiR - SUHEIEE, BEEMENE. L
. MMk - SEEZ. REMM/NMRECMEERDR. BLEEL, REFERBERVE L S ER
RS b o fn, ARVEARERGIIBEESRES: (BREEEREFZEL) 2504E
FHERETRT,



4. HERRIZHOWT

EAERM L LTHERAEETIC R 25 - EREEER< MSHigh /3 2 EREIC
T BEARERESEE LN TS, FFEEED. BEEMY R FHEHE (RMP)
WESL AFOEX DL 2EERFH~OBAEH R H IR TH - C, FH DRGSR
EERBELZE - FEL. AFoKSIC L EERRERZRR LBIHGT5H 2
EBRPERED, LTOO~@0 T AT TREICEBWHERT L& TH 5,

O HEHRiT2WT .

@1 TEO (1) ~ (5) OWFRNIEYTHIERTHH L,

(1) BEAEFZEXEREET 2 NARRESLAFESE GREFRS ASFEEIL SRR,
Hiig A% A RS FOEEE IS AT, MRS LRI &) (R 30424 A 1 HEFAS 1437
Hagk)

(2) FrEdiembs (FRk 2946 A 1 BRES : 85 HigR)

() FEFFRABENEET VAR ESEFR (BADRESREERP. BASDRER

- BB, SASEREERERERR E)

4) SSR{CEFREELRE L., S-S B EnE 1 ISR NE 2 oL
R BEHZIT> TS (CFR284 7 A 1 HRER 2540 fEsx)

(5) MEMEEALFEENEORBREEIRIBEET> T 5 EHR (FE 28 £ 7
H 1 AREA : 1290 FBs%

D2 W% LR EETOLFEERVCEEARERORNCTORAHE L BRE R
DERT (FROWTNNIRY T HERM) 25, SHLHRAOCFFAICET HIRRORE
FELTEESR TS L,

#

o ERRHFRGE 2 FORMPHMESET L% 5 EU LORABEOHKENESE
ToTWaAZ L, 3h, 2L X, RAEDEEY T L LEBERIEEZONES
FoTWnAZ L,

«  ERRIFERGE 2 FOMPEHERET LiRIC 4 FUEOBRREREZALTVD
Tr, 3b. 3FELEIE, HRERIEERRTONAEMREE SR ABRO
BRTHEZ{ToTNH Z &,

©® RADEEMEREEROEFIZOWT

EELESEHICEETIEEENERE SN, HECENLOFRED, A&
2MESRFNFROEEROCEMSICIT 2 FHEE. AEFH2R8RE LA OHE
B, SRESSHIITORDEHINE-THBZ E,




@ BHERA~DORIGIZ2NT
@-1 MEREHICET2ES

MEME RSO EELRERAMNREAE LRI, 24 BB EEARHOT, YUk
FRELEERIER I3\ T, SR L EHER TG U TABRE B R U CT ZoaIfER 05| L_z\
ERAREOBRENY AFIELN, BEbIMERERERHRE-THEZ L,

@2 EFEEFFICLIFEFRARICET ERE

BABRIZED 2EMAMR MR EUCEELZ G T 2EREEFEPRIERe=% ) 7
PEDILEROAI Y —=r FETOERE L FHRE LG TE 35— AERERNE
HEhTWwaz &, R, BEEFIZOVWT, BABE L ZOFERIZ+FIBRMINT
NnaZ Lk,

@-3 RIEMOBE-CSIZBELT
BIER (MHEMERREBRICNZ ., KBKL - BEOTH, ITHEES - B{EBEE L,
BaeReE (RMEREMNESA%) . WHWES (TEREERS, FIRRERERE. ﬁ']
BHREREE) . 1 BIERIN. S Y OB, 54 - BRABTRARIE., BER. EEOKERE (2
JEHEEIRE RN, WA, FRMEES). infusionreaction, Mk - flilZE. EIEFHIES
fE, MWREE (¥7 2 - SN —EGHS) . Ok, EELMERE (Gl MR
B fi‘“"fﬁf“ Yl , ARIFEREE, BUEREES) . MEREARIERE, #EE o
. YRR ST BEE R OB MM 23 5 EA L L (RIER ORE-eXIS
LF&Q LT#%&U‘&%%""’H BNDEMICHB &), EHICEYRARENTE B A
BESTNBZ L, '
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5. RExKELRZBHE
(B B3 5 FER]
O TROBEFEBNTHEDOHIERRERTWS
o BALFFERIEELLAET BROBEE~A 7vtT 54 MREEME
(MSI-High) 283 2EWE *° (EENORIBESEEREEICRD)

728, MSI-High 2H 432 2~ a7n ) A7 (#BETFHER) oo =Fr
ZWIEE (fR7E4 : MSIRREF » b (FALCO)) ZHWTHIET 52 &,

@ TRICHKET28FIHT AR ORE R OERFHEIC OV T, FFIOF R
WL ENTELT, FHOREHRLRLRY,
v FIRORBHE
»  fHOPUEMEESER L HFH L TRESNILBE

[ZEeHiIZET35H]

@ ?1Lﬁé#5$%kowrm$ﬁ®&%ﬂmukénrmé bk, BEEIT
binr e,
o FEORSIH UVBEECHEEDH D BH

@ F%m®¢ﬁLEwTTQLMéT5$%LOPTmi$ﬁ®&§ﬁﬁﬁéﬂﬁw

%@P%@ﬁﬁ#ﬁ“% WZIBY , HERAREERT L E2EETE S,

. EEMRREBOSHUIEEOH B BE

o JeEHSHRE CHMEEZRY 5 BE R UTEEHE O BUR SR iT RS Bt ik
Lol HESEEERZ LD BE

. Eaﬁrﬁ$®Aﬁ'Xﬁ@ﬁ%&ﬁb(ﬁﬁ%ﬁﬁﬁaﬁrﬁ$®%¢@®
HhoEH

. ﬁﬁ%ﬁ@(ﬁmﬁﬁﬂﬁﬁﬁ%ﬁ@)wbé$%

o HEHOBREXIIHEERET IR

*  ECOG Performance Status 3-4 9 @

©9 MSL-High #675BHEOEO—HRY L FEERTHEZ LARESATVS (Latham Alicia et
al.: J Clin Oncol. 2018; JCO1800283),
&) EEOG O Performance Status (PS)

Score | EF

0 | &< HERIEHTE D, BHALHALBFARIHIRRIITIS,.

: BRI LW RBITHIIR S h 348, SMTTHE T, BIERPE-TOEBIIT > - B TE S,
il mOERE, R

FITARTHAREOE D QZ LI ACTAEERERTTERL, BPo 50%LL B~y FATBITE,

Bohi-BH0F50EY 0z L LPTERY, ARO 0% EE~y FT T8 IT,

Bl

£ fiifiy, AROFOEY Dz L TERY, B2~y FRFTRTY,

I1




6. MERBELTHETEHE

@ BHACESEICMmz, SRS SEET 2 ERSICE-SEFH O RFER CEER
A NERERE2+SICHEBLTHLBERTLZ L,

@ wEMsckLL, BEXRZOFKRCHDEREREETABAL, AEZE
ThoEE5TorT L,

® FHREWEAORI AL MZoWT
o« BEHFRERDBPDNIZERHDIOT, FAHROREIZH > TiE: PIHNE

W (BEh, MRS, RS ORREUIEH X AREOEKES, s
INMZATH T b, Eir. MENDSCTHE CT, miE~—r—%OREL EMHT
3T ¢&,

«  infusionreaction 233 bih B = L 233 3, infusion reaction A58 HIIFAIK
I, BB EITO & &b, ERAEE T S E TREORER HHICEE
T35,

o ERBMEREREEMND LD I N H B O T, FHIOERESFERTR RS
HL R BRI EE A (TSH. B8 T3, EElE T4 FOAE) 2Kk T 5
ZE,

o FEEERLHLDLNRDIZEBHAOT, AF OE SRR RSP
EHRICATELEERZE (AST. ALT, y-GTP, AlP, B NVEEDOHE) #Elk
THILE,

o BE¥OEE (MEARVULFEREREZED) FOEERREERH LMD
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