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ENFRE L S, RN B I M EA I (BAF TPES) &), ) | BlkEE
E B e FHE (BT T0S] w9, ) L Eh, FAKLY 7 F 8K % 5T bER
EEHBLT, PFS, RUNOS (PRI #BEICEE LT,
o 2R =F R L LTSGR S T B PD-LI THC 22C3 pharmDx 42 )
FRVTHRESLE,
*2:124 A AETERGENCEAFEARAOTEE R L, TO®K, RBETHIRD LIS
BIRERHETEL 2 EaNT

#1 FDHEREE (KEYNOTE-024 32BR)

77 F A%
290 e W St LR
(151 1)
e [H] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ VAN N - A 0.50
(95%CI) (0.37, 0.68) =
P {E* <0.001
e (A ] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ NP FEE 0.60
(95%CI) (0.41, 0.89) -
P {f" 0.005

CI: {E#XM]. NE : HFEAR R, *1: RECIST A1 FZ 42 1 m:g«mﬁqnﬂua 2
JBAI Cox b NS — REF NI L 275 F TR L ETLFRIEL O, *3 . Bin 7 T
ZIRIE. *4 DRIEATEOT —F 2016E5 B9 Ay AT




m— MK (I3
C TRFTNREELIE

o 3 & 9 12 15 18
at risklt BiaEEERNIA]
A#W0mg G3W 154 104 89 a4 22 3 1
TEFIRRRSOLSES 151 99 70 18 9 1 0

Bl HURHEGEIC X 5 PFSOERMARITRF O Kaplan-Meierhi# (KEYNOTE-02438%)
(PD-L1ERME: (TPS=50%) DEFER)

bty

-

20 | —— aminmg 3w
107 - ssremmneuires
0 3 3] g 12 15 18 21
at risk#% M LA
FE200mg QIW 154 136 121 82 39 11 2 0
TEFFRARSGREE 151 123 106 64 34 7 1 0

M2 OSOHHfEN RO Kaplan-Meierifif (KEYNOTE-02438%)
(PD-L1EBHE (TPS=50%) DEBFHM)




@E B AR I /N4ERE (KEYNOTE-010 35%)
75 IR B ST FHRIERE 215 PD-LI Bt (TPS=1%) 2 OB HEAE
17 « BROIENHIFaAREE 1,033 ) (HAA 91 flERETe) 2HRIT, A4 2 mgke
Q3IW 5 KU 10 mghkg Q3W B OFMEL ERMEN, FEFXEAKm (CAF
DOC) &vv2,) e UTlitahi, eds, EEFH CRAEITAED bk
BA, RAETERTIERAED bR WEORRIHCEE L TV ABE T, kE
DA O BT TR BEITRED LA E THEMOR 5L FTRE & S/, REF
T8 B i3 OS T PES & &, AANL DOC LT, OS 2 FEIZIER LTz,

*1 ; EGFR B TERBEMIT ALK S8R ETHBMORE T, 77 F AL F k%
BRI L BRI 2. 2 EGPR FREMEA XL ALK FREEH 2B T 25l
JEEANC L ABEREE AT HBENMA AR BRI,

#2 : PD-L1 THC 22C3 pharmDx 14 =] OFEEx v BV TREI N,

*¥3:24 HHETREINEZHERAFOBEEPIEL, 2ok, KREITIRD LM
B GERTE LI EE &N,

#2 HiHEpE (KEYNOTE-010 3B)
A H 2 mg/kg A 10 mg/ke DOC
Q3W Q3W
(344 ) (346 1) (343 #1)
chaufly [A ] 10.4 12.7 8.5
(95%C1) (9.4,11.9) (10.0, 17.3} (7.5,9.8)
08 | ~F— RFEY 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P A" <0.001 <0.001
CI; EHEERE. *1 : B Cox b — FEFAICL A DOC & D bER, =2 BRin 75 78
iE
100 1 —
a4 N T AR Ik QIW
a0 - e SRR BT QIW
70 - e AT R AR
£ 60-
E 501 ! il
j 40 e i a1 b
30
20- ST
10
0 5 10 15 20 25
at risk3% ERNR(A]
8 2mg/kg Q3W 344 259 115 49 12 0
AF10mg/kg QAW 346 255 124 56 6 0
Koo 343 212 79 33 1 0
3 0S ORRAITHO Kaplan-Meier (18 (KEYNOTE-010 &)

(PD-L1 B4t (TPS=1%) DBEHM)




QEBEILFFE M (KEYNOTE-189 #5k)

LRI D 220y, EGFR B FERBEM LU ALK RO B E L Mot R s
17 « BROFER L LB NMIEMEEE 616 4 (AN 100 ET) 2810, A
200mg (Q3W) | A & K R U w7 bkl (BLTF T2 huFk R) 209, )
ROTTFFREE (VAT FF o RIFANVRTIF ) oftRiEs GREIGHHER "o
AR OEEMEN, 778K, <A b ¥t FEOGT 77 FRAOHARE (bR
TERE) PEMRE L ZHERABR TRR S, WL b, 79 F AR Eh
PREILICRRL, BERIFERK4 2—RETL Lin, 2B, MGE0 cRARTNRR
LRSI RBETEZ R TERPZRY b A WEOHREMICEE L WA RET
i, RELIEO B CRAETARD LN E TR E A2 FeF 2 FORAEY
ERERT DS T EATIRES S, FEFMEBIL OS BRUPFS & &h, &AL <A K
L& FRUZ 7 FIRAIOHBREII T 7R, 22 b syt FRUS S FF 8RO
BrH G & B L T, OS R U'PFS 28 EICIEE LT,

10 KK 200mg, ~LA b L FE RS0 mgm?, AT T F 75 mgmE LB AR T T F
AUCS (mg* mL/min) ORI Q3W (Fa—2D 1 HBAIHEE) T4 2—2BE5E. K
A 200 mg B TR A b L& K 500 mg/m? 3% Q3W TIREXh -,

27T R, AR LERE R S00mg/m?, AT T F 2 75 mg/m? LA AR T 5 F L AUC
5 (mg+ mL/min) OHEIZ Q3W (HFa—Am 1 BEICEE) T4a—ARWEH, 75+
REVAA b L% F 500 mg/m? 28 Q3W THRE.Xhi=,

B2 WA ETCRESNESERAROREEDIEL, 0%, BEREETARD LIS
BREBSHBTELZILLENT,

# 3 APOMRE (KEYNOTE-189 35)

AR FEE lns=si-375 55
(410 #1) (206 451)
hilfE (A NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
08*! AN el N A 0.49
(95%CI) (0.38, 0.64) —
P {ji" <0.00001
PdfE [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™.™ AP — R 0.52
(95%CI) (0.43, 0.64) —
P {E" < 0.00001

Cl: {BHHKMH], NE : #ERT, *1: PRFEEOFT— % 2017 1 B8 AV v A 7. *2 . B
Bl Cox MHINF— REFNMLL BT TER, A b L PR T FFREIG RS R
DERIERE L DIeEk, *3 BRIu 75 7, *4: RECIST HA FI4 ¥ LIBIEES<CERT
Bh ST AR




iH 40 -
30
20 7] e AR CAW, SXRLA R SS F W LA R
107] o TR ALY S5 MARE IR
0 — e

0 3 & g 12 15 18 21
at risk#t EF AR
AR200ME QIW, A
ARLERRBUYTSF 410 377 347 278 163 71 18 G
FERBRLEEE

TP, AANF :
FRUZSFFHRINR 206 183 149 104 59 25 8 g
fepmig

X4 OS OPFFEFTEO Kaplan-Meier #i## (KEYNOTE-189 3.5)

100
30 — R I, AL RS TR
80 - e e FHEL R R RO ERI TR
& 70 -

5 60

§ 50 i
B 40 ] Ty ;

20 T .
10 - I
0 . et T s
0 3 & 9 12 15 18 21
AR EFIER]

at risk#y

FH 200mg Q3W, A

AbLFRERUFSF a10 322 256 149 60 17 5 0
THEREL RS

TSR, AAREE

KRUZ 5% F MBI 206 141 80 40 16 3 1 0
I 2553

5 BHRTFRHE XS PFS O BT Kaplan-Meier HhiR
(KEYNOTE-189 &)




OEFRLFEFEIFARER (KEYNOTE-407 #%#)

{ESRIERED T2 WIBCREEREAT - B3 O R IE/ NMERATR B 559 ) (BA
A 50 FlzEte) BB, FA200mg (Q3W) |\ BARTTF U RO Y H b1
XiFox2 V ZFvn (A7 3 A (LT Tnab-PTX) &W9.) offtf#Es (R
HIGEHREE) " OFDMERTEZEER, 758 R, INVRFZTRBAZ ) X3 AT
13 nab-PTX OHFARE ((LARER) 22 BE L " HERRB CRiTES Lk, mEk
Eb N7 D ZFEA NI nab-PTX i, HYEMAEE T LRI L, B#5I3RK4 =
—AETE L, 2F, B{HE CREBETHRD L5810, ERET £ 7R
DFRO BAIVRWEDBREIICEE LTV 5 BE i, W LA 0 il FE TR BT
RO LND L THRAOREZMEET A Z R S, FEIMERL 08 kR
PFS & &3, FH, ANVAT I F - RUZ Y X80 3 nab-PTX ORI G775
TR, ANVETSF RGNV E XA nab-PTX OFFH#EE S HE LT, 0S K&
UPFS 2 HEICKER L,

*1: AF 200mg, /%7 U & ¥ 1 200 mg/m? XL nab-PTX 100 mg/m?, A NVE 75 F 0 AUC
6 (mg - mL/min) ONEZ Q3W (FA|, 7 ) FXENRUPINRT TF i34 a—2
? 1 ABEIZHES, nab-PTX X&2—AD 1, 8, 15 AEIZHEE) T4a—xB5%, &
#i 200 mg 7% Q3W TR E Eh iz,

207 TER ALY U FXEIL200mg/m? T nab-PTX 100 mg/m?, AR 5 F 0 AUCE
{mg * mL/min) ONEIZ Q3W (FHL, <7V XAV BEBINRS T F L iifa—AD
I B RIS, nab-PTX iXEa—2AD 1, 8, 15 BEBIc#E) T4a—xEEH%, 75
ERN QIW THREEN,

3124 G R ETHRESNIBAREERB OS2 FIL L, Zot#, BEETHRD NS
BlIREFRATEAZL L&,

#4 HEHERE (KEYNOTE-407 2B

AFIGFRFE [ E2=375 g
(278 1) (281 )
thaufE [H] 159 11.3
(95%C1) (132, NE) (9.5, 14.8)
os™! A Al 0.64
(95%CT) (0.49, 0.85) -
P fi" 0.0008
hiefli [H] 6.4 4.8
(95%CI) (6.2, 8.3) (4.3,5.7)
PFS*L* AP — R 0.56
(95%CI) (0.45, 0.70) —
P{A"™ <0.0001

Cl: (EHHEME, NE: #EFR, *1: bR T -2 2018 4 H3Aby b4 7, *2: &
Bl Cox |l WF— RFEFNMZL DT IR, WARTFF L BEUOAZ U ZFELTE nab-PTX
DPENBEE L oL, *3: BRID S 5 2 BIE, *  RECIST H4 FI4 2 L1RICE-SS 58
TR ST A S E




100 -
90 -
80 -
_ 70 -
£ 60 -
E 50 -
# 49 -
30 - .
20 - e et s s £ !
ez AEMNE G, AT SEVRIFIISTE RIS TUTE RS
‘}g _ — - FEEH ALETSFHRENPU IR RIS na P EG L K
0 3 6 9 12 15 18 21
at risk#y EFAELA]
BNg QW Hibif
THFIREIIUSEI 278 256 188 124 62 17 s 0
Rlgnab-st7 U85
el AETSF
RUNZUSE LR 281 246 175 93 45 16 4 0
nab-J ¥ U951

X6 OS O EHENFHO Kaplan-Meier if (KEYNOTE-407 3A8R)

100 -
90 - ’ e FOE O, DIHTSFURIITIY P E il Lhoan T Tl
80 - o FEER, DETIFANHG Y LT T U S5 I
£ 70 -
i 60 -
i 50 -
1 4
gﬁ; 40
i 30 - =
20 - "'*"*«.‘-"_,% T )
10 - o
0 3 & 9 12 15 18
at Fisk#t BRREEHRIE]
F200mg Q3N AR
IFFRURTUSFEN 278 223 142 57 23 5 U
Nignat-117U 9% 2
Taefk. R ISFY
RUATUZFELRI 281 190 90 26 12 4 0

nab-f8 79t

K7 ERTFRRUEEICL S PFS ORI O Kaplan-Meier B
(KEYNOTE-407 345k)
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®E LR 5 MAH AR (KEYNOTE-042 3A5k)

{LZERIERE O 70 EGFR BiE T2 RIEM . ALK B A8 E T B R OV PD-L1 Bt (TPS
21%) " OUIERAERAET - R OINRIENEERE 1,274 ) (BARA 93 HlZ2Eie)
BRI, AH 200 mg QAW REOFIMER WEZRMEN, 77 F 1 8HI% &Rk
ZXHRE L THRET i, 2B, BTN CRAETIRD b BA, ERiETY
TTRERARD LIV WEDBREMIZZEE LT 5 BE Tk, KBGO Bi{§ 3E4h -tk
BETPROOLND E TARORG AT A Z LR S22, FEMGEA X
OS L &h, FRANLT S F T A Z ST FRE L LT, 0S8 28 RICIEE L,

1 2 =4 rPEHEL L TRERFEAE I N T 5 PD-L1 IHC 22C3 pharmDx [# =1
EFRWTREINT,

*2:24 7 A ETRESNEBEEIFRFOREE DI L, F0%, ERETLSRD LIS
BREBREBHTES L EENE,

£5 AYMAE (KEYNOTE-042 3BR) (PD-L1 B4 (TPS=1%) DBAHEM)

AFI200mg Q3w | 77 i: fgf K
e 637 $ 637 i
. FoRfE L] 16.7 12.1
{g %S%%%% 0" (95%CI) (13.9, 19.7) (11.3, 13.3)
(A 4EHD) e B 081
(95%CI) (0.71,0.93) —
P {3 0.002
ks 299 i 300 #i]
o FRfE [H] 20.0 12.2
ggé;g‘% 08" (9;%(:1) {15.4,24.9) (104, 14.2)
N — R 0.69
(95%CI) (0.56, 0.85) -
s 338 4 337 i
o PRiE (A 13.4 12.1
Sg;g;f’;é[/" os* (95%CI) (10.7, 18.2) (11.0, 14.0)
" Y K" 0.92 .
(95%CT) (0.77, 1.11}

ClL: {E8EXME, *1 . FEAFEEDOT —% (2018 28 26 Al v A7, *2: BRI Cox HLfl
— FEFMZL L7 7 FFHEAIR S b SRiEE ORI, 3 Blln 735 7 RE

1




100 o
90 1 \
80 -
& 60 -
i 50 -
ﬁiaﬂu
30 -
20 -
10 -

e A HIE O
—eee JAFIRHEEOLPEE

rrrrr

o 6 12 18 24 30 3% 42
4 . Bs
at risk#t SEFERR]

ARI200mg Q3W 637 463 365 214 112 35 3 0
TIFIEUNESUIEESE 637 485 316 166 88 24 1 0

o

8 OS OF O Kaplan-Meier Bi# (KEYNOTE-042 3RER)
(PD-L1 BBt (TPS=1%) D BHER)
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[Zeatk]

OEBFE&REFMAARE (KEYNOTE-024 #5h)
AERGIIAREE 148/154 B (96.1%) KT SOC BE 145/150 4 (96.7%) Wb, 15
B & ORFRRAGE TERWEFEFRIT, TNFh 113/154 8 (73.4%) KT 135/150 4
(90.0%) RO LK, WTNLMAOBECRERRE 5% LOBERIITEO LB Tho

o
6 WThAOBRCRERN 5% EOBMER (KEYNOTE-024 3By (R SEar)
2B BIARSHA (80C: System BIEr (%)

Organ Class) AHIHE S0C ##

HAFE (PT: Preferred Term) 154 5 150 {3
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
2EHEM 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
IS LY s

E=il 8 (52) 3 (1.9 0 66 (44.0) 29 (19.3) 0

R LER A 1 (0.6 0 0 2 (53 2 (1.3 0

IR ER IR E 1 (0.6) 0 0 34 (227 20 (13.3) 0

/AR 0 0 0 17 (113} 8 (5.3 0
P BB

FR PR AR R T 11 (7.1) 0 0 0 0 0

AR A B IR T 12 (7.8 0 0 1 ©n 0 0
BGREE

{a5H 6 (3.9 0 0 17 (11.3) 0 0

T 22 (143) 6 (3.9) 0 20 (133 2 (1Y) 0

i 15 (9.7) 0 0 65 (433) 3 (20 0

Opk 4 (2.6) 0 0 18 (1200 2 (L3) 0

MRt 4 (26 | (0.6) 0 30 (2000 1 (07 0
—fi¥ - 2HEEB LR LB ORE

I 5 32 1 (0.6 0 1 73 2 (AP 0

B 16 (104) 2 (1.3) 0 43 (287 5 (3.3 0

e 1 (0.6 0 0 9 (6.0) 0 ]

U 16 (10.4) 0 0 8 (3.3) 0 0
FRER R

ALT 50 10 (6.5) 0 0 7 @D 0 0

AST #5710 8 (52 2 () 0 5 (3.3) 0 0

7 7 F = AN 319 0 0 15 (100) 1 (0N 0

iF P ER SO 0 0 0 20 (133) 6 (4.0 0

AN 7L ez 0 0 0 18 (120) 9 (6.0) 0

=ik e ox:a0 1 (0.6 0 0 16 (10 3 (2.0 0
fREtR LU mmEE

REkRER 14 @D 0 ] 39 (2600 4 @7 0

= 2 2 AlLAE 1 (06) 0 0 9 (6.0) 0 0
FirE R R L USSR

RAEiE 13 (84) 0 0 4 2.7 0 0
R RIEE

HWRRE 1 (0.6) 0 0 15 (10.0) 0 0

FiE s oo o T 2 (L3) 0 0 9 (60) 1 (07 0
R, MAEEE X Ut E

=% 8 (52 4 (28 0 1 @7 1 0D 0
FEREE LR T

MRS 0 0 0 12 (3.0 0 0

B RER g (5.2) 0 ] 1 (0.7 ] 0

T O HEE 12 (7.8) i} 0 320 0 0

T 11 () 1 (0.6) 0 3 (20 0 0

13




B, AR ISV CHIBESEMER 9 # (5.8%) . KIBAK « HEO FH 8 4 (5.2%) .
MIEREE (¥ 72 N—EHERE) 260 (13%) . TS 2241 (143%) . IR
WREERERESE 21 61 (13.6%) . TERAMAEREE 1 6 (0.6%) . | BBEEE 1 6 (0.6%) .
RHREIEE (RANE R RYS) 16 (0.6%) . BEL 16 (0.6%) . I - MEkrimm
MEIEIL 1 81 (0.6%) MK U infusion reactions il (3.2%) M@BB LT, T, BEDME
RE (NERIIRERRE, SIAEE, BERRES) | BIBSIRMEE . SR, B
% BEIRG, S & OB, Ok, SRR B . B IR M R SR EERR
BirRoohidof, ARERARBRMIEEES CGEREERE 23S 25
HEIERE R,

@EFFLRFE T/IHRER (KEYNOTE-010 3ER)

BERERIL 2 mg/keg Q3W B 331/339 41 (97.6%) . 10 mg/kg Q3W &f 330/343 151 (96.2%)
KO DOC B 297/309 1) (96.1%) ICBH L, IRRE L ORBEBEREE CX AAVESE
FET, TR 215339 1] (63.4%) . 226/343 # (65.9%) KK 251/309 4 (81.2%)
WER LM, WO TRIERN S%U LOBERETEO L 130 Th o1,

7 _DThP O THEEAREMN 5% LOREA (KEYNOTE-010 38 (RS Sa i)

#EAKSIE (SOC: System ¥k (%)

Organ Class) 2 mg/kg QIW B 10 mgfkg Q3W B DOC #

FAZE (PT: Preferred Term) 339 # 343 4 309 f
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 & Grade Grade 3-4 Grade5 £ Grade Grade 3-4 Grade 5
28R 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)
i3 L O o RS '

= 10 29 3 09 o0 M@dn 103 0 400129 5 (16 0

S BRI I (03 0 0 1 (03 0 0 44 (142) 38(123) 0
PR S

FR IR R T E 25 (14 0 0 23 (67) 0 0 1 (03 o0 0
HIBRE

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

o 37(109) 1 (03) 0 31 9.0y 2 (08 0 45(146) 1 (0.3) 0

mJs 13 (3.8 9 0 7 Q20 1 (03 0 43(139) 3 (1.0) 0

Mg et 12 35 0 0 13 38 1 (03) 0 24 (78) 2 (06) O
—i% - RHEER LUR S ORE

1 F5E 20 (5% 1 @03 0 19 (35) 2 (08 0 35(11.3) 6 (1.9 0

¥H 46 (13.6) 4 (1) 0 49(143) 6 (1L.7) 0 76(24.6) 11 (3.6 0

FAGPEEENE 5 (5 0 0 4 (12) 0 0 21 (6.8) 0 0

HE 1029 t (03 0 14 (4.1 0 0 17 (55 1 (03) 0
PR

i3 R RS 0 0 0 2 (06) O 9 24 (78) 19 (6.1 0
T R B

SRE 309 0 0 3 (09 0 0 17 (55y 0 0
A& XU iR

M B 309 0 0 2 (06) 0 0 101(327) 2 (06) O

T 5P 25 (14 0 0 32 (93) 0 0 5 (6 1 (3 0

15 29 (86) 1 (0.3) 0 44(128) 1 (03} 0 14 (4.5) 0 0

728, 2 mgikg Q3W #EE UN 10 mg/kg Q3W BEIZIWTHEILE, BIEMIHRE 15 6
(4.4%) B4 (410%) . K% - BEOTH S 6 (1.5%) BU26 (0.6%) | @&
DR FEREE (BRI BRE . KB, ERMIESS) 1 61 (0.3%) BT 1 4 (0.3%) .
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MRRREE (X7 v AL JEEES) 24 (0.6%) KO3 6 (09%) | FHEHERE 23 f
(6.8%) KU22 4 (6.4%) . HURAMEREREE 3241 (94%) RU354] (10.2%) . F#
{BHEREIEE 1 (0.3%) ROV 181 (0.3%) . BIEFHEHEREE 2 41 (0.6%) B Or 1 4 (0.3%) .
1 BRI 1 F1 (03%) RO 2 6 (0.6%) . Biaeiss (REHEHEAS) 4 4
(1.2%) RO 0@, Bk 141 (0.3%) ROO0E, B - BERCHMAREE 1 5 (0.3%) RO
0 #, infusionreaction 2 il (0.6%) RO 6 (1.7%) M@Edbind, $£i-, EEHES
i, e - B, B8O RER, DR, St MIOED R RN, B iR R O
FIFHBIRD b aho e, REWERERIIERESES (BEREEREE L)
FabEHEREE T,

@HEFEELFREMAHRER (KEYNOTE-189 5R)

BHEFRIIARIGEAEE 404/405 7] (99.8%) K OS] FERE 200/202 7] (99.0%) IKRDHH
., TEBRIE L OREBFRBTE CERWEESERIE, B 372/405 1 (91.9%) K
TR 1837202 B (90.6%) 380 Divie, WM DR TIHEED 5% EORERIL TR
DERDTHT,

#8 TR OBETHRRRE 5% LORHER (KEYNOTE-189 RE) (RS SHaE)

BRI A (SOC: System FE (%)
Organ Class) AH PR [=iedi
HAEE (PT: Preferred Term) 405 {5 202 &
{MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 & Grade Grade3-4 Grade$5
2 RI1ER 372 (919) 193 (47.7) 9 (22) 183 (90.6) 80 (396) 2 (L.0)
HLEE LMY v iRiEE
Hifn 154 (380) 55 (13.6) 0 77 (38.1) 27 (134) 0
RPN PR SE 25 (62) 24 (59) 0 4 20 4 (2.0 0
F i BR g 2 G4 8 20 0 12 69 1 0.5 0
i P BRI AR 10i (249 59 {14.6) 0 45 (223) 22 (10.9) 0
R 69 (17.00 31 (1D 0 27 34 13 (6.4 0
P4 IBEEE
R IR R T 2 G4 2 03 0 3 (L5) 0 0
IRiEE
FHEIEIEm 31 (12.6) 0 ¢ 14 (6.9) 0 0
BB S
(CERN 67 (16.5) 0 0 24 (11.9) 0 0
T 78 (193) 15 (37D 0 22 (109 4 Q0 0
B 187 (462) 12 (3.0) ] 90 (446 4 (2.4) 0
O 26 64 2 (0.5 0 15 (4 1 0% 0
A 74 (183) 7 (L) 0 39 (193) 4 (2.0 0
i - 2 EIEER LU SO R
e HE 53 (13.1) 16 (4.0) 0 31 (153) 3 (1.9 0
P 134 (331} 20 (4.9 i} 62 (307 3 (1.9 0
FhIEE D 48 JE 3 74 3 0D 0 4 69 1 (05 0
S P PR 27 (6.7 i} 0 2 (59 0 0
FRE 4 359 1 (0.2 0 4 2 0 0
BHRER LA B
TEREE 20 @9 1 (0.2 0 0 (5.0) 0 0
ERIRARE
ALT 880 38 (94 2 (0.5 0 16 (1.9 3 (1.9 0
AST #Eh0 28 (6.9) 0 0 0 B0 1 0% 0
by v FF8m 32 (7.9 1 (0.2) 0 12 {5.9) 0 0
A i ERER A 2 G4 7 D 0 12 59 6 (3.0 0
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BB RIA 5 H (SOC: System fFlE (%)

Organ Class) AR B 1L FEiEH
HeAZE (PT: Preferred Term} 405 {4 202
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade5 4 Grade  Grade3-4 Grade5
TClEs £ O R
BEkER 84 (207 4 (LY ] 42 (208 1 (0.5 0
=7 317 AR 22 (54 5 {1.2) 0 3 (L5) 0 0
AR '
R 37 (9.1 I (0.2) 0 14 (6.9 0] i
FEE LU THERE
B IEHIR 1 @n 0 0 12 (59 0 0
%5 KYR N 0 0 12 (59 0 0
5 51 (126) 5 (12) 0 17 @4 3 (15 0

¥, AFIREZ T RV AR 16 41 (4.0%) . KIGZE - EEE O T 20 4 (4.9%) .
PHRIEE (X7 N~ EEES) 10§ (2.5%) | FH#SEmEE 62 41 (153%) . B
PR REREE 32 41 (7.9%) . TERARMERRIES 2 41 (0.5%) . BIBHEEREE 1 61 (0.2%) |
| FUBERRE 1B (0.2%) . BHSREREE (RMEREMETRAE) 250 (6.2%) . Bk 241

(0.5%) & UFinfusionreaction5 ¥ (1.2%) MWD bz, £z, BEOHEEEE (K&
FEIERE R, ST, ERMEYS) | HR - BREURRE. BEREE, MK -
BAMKAS . 52 S, DBge. Serethin MR VESREER, W IR d R ORI BRI
Wb b o, AEEARBRREEERS (BAREERAR LS 28085
HRERT,

@EF RSP MAERE (KEYNOTE-407 #5%)

HEBERITAAEE 273/278 ] (98.2%) A USHHEREE 274/280 # (97.9%) IKHE D L,
BRI ORBBEBRATE TERVAEERIT. ThETN 265278 Fl (953%) BT
249/280 il (88.9%) @B NI, W TNNOB TRBEN %L LORHERIZ TR
BN ThHT,

#9 VDTN ORTRERESER 5% EORIER (KEYNOTE-407 3B  (E&MERTeEE)

FEHIRAE (SOC: System P (%)
Organ Class) AHHAE L RIERE
EkFE (PT: Preferred Term) 278 {5 280 5
{MedDRA ver.20.1) £ Grade Grade3-4 Grade5 & Grade Grade3-4 Grade$5
2EIEH 265 (95.3) 151 {543) 10 (3.6) 249 (88.9) 152 (543) 6 (L.1)
i LY o CRIEE
i 123 (44.2) 38 (13.7) 0 117 (41.8) 43 {15.4) 0
BT P IR RE 14 (5.00 14 (5.0) 0 10 (3.6 10 (3.6 0
H i BRI 23 (83 12 (4.3) 0 19 (68 12 {43) 0
BRI E 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
2 A el L i 81 (29.13 18 (6.5) 0 58 (207) 16 (5.7) 0
43T EE
AR AR AR L AE 17 (6.1) 1 (0.4) 0 20D 0 0
R AR R REAS T HE 16 (5.8) 0 0 3 (LD 0 0
BlI5iEsE
{5 31112y 1 (04 0 25 (8.9) 0 0
T 61(21.9) 8 (2.9 0 47 (16.8) 4 (1.4) 0
B 85 (30.6) 2 (0.7 0 7154 3 (1.1 0
AT 36¢12.9) 1 (0.4 0 25 (89 3 (L) ]
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#ERIKRHH (S0C: System Al ()

Organ Class) ARG e 273751
HAFE (PT: Preferred Term) 278 {7 280 45
(MedDRA ver.20.1) 2 Grade Grade3-4 Grade5 £ Grade Grade3-¢4 Grades
R RS ) O B IR
B 46 (16.5) 3 (L1 0 41 (146) 6 (2.1) 0
i 54 (194) 7 (2.5) 0 52(1868) 7 (2.5 0
EREAIRTEE
AST #8411 14 (5.0 0 0 5 (.8 1 (04 0
I RER SR 24 (8.6) 17 (6.1 0 28 (10.0) 24 (8.6) 0
/|45 S 23 (83) 5 (1.8 0 16 (5.7 6 (.1 6
[ B g 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
s L O s
BB 47(169) 5 (1.8) 0 57 (204) 4 (1.4 0
B %0 AMUIE 15 (5.4) 1 (0.4 ] 9 (32 2 (07 0
HEBBRR L URESHEEE
RS 36(129) 1 (0.4) t 24 (86) 2 (0.1 0
heum 3215 2 w7 0 26 (93) 1 (0.4) 0
R REE
LEREE 23 (8.3) 0 0 7 (2.5 0 0
FfE = ot 55(19.8) 3 (LD 0 37{(132) 2 (0.7 0
SEIEE 15 54y 1 (0.4 0 13 (46) 1 (0.4) 0
FHERAR = —w A~ 31 (112) 0 0 36 (129) 2 (0.7) 0
BRSO TR
il 126 (453) 1 (0.4 0 100357y 3 (1.1 0
& 9 R 29 (10.4) 0 0 15 (5.4) 0 0
#ir 28 (10.1) 0 0 20 (7.1) 0 0

iﬁbxﬁﬁ CRWTHREMRZEE 14 41 (5.0%) . KIB% - BED VA 145 (5.0%) .
ThREREE (¥ T o« N~ ERTEE) 5500 (19.8%) | FREARIEE 26 B (9.4%) . Bk
%&ﬁ% 3140 (11.2%) . TIREHEERE 2 01 (0.7%) . BHEEE (RgmEn:
ERE) 641 (22%) MR mfusion reaction6 5l (22%) PEHOI-, ¥, BEOR
AR (BUBRRIVERRE, SR, EAMES) | DINMmieREE, | TR,
ﬁ\%: ﬁﬁ%m%ﬁ\iﬁﬁﬁﬁﬁ\Mﬁ BRI, S & ARG, DR, S
i/ NS PESE B . B PR i B OSSR IFERBFIZZE 0 B e o To, ABIVE RISk i
HEEFS (BRREMERTESD) 23DHEHAMEL R,

OEBLFF MAERER (KEYNOTE-042 35)

HEERIAHIEE 610/636 4] (95.9%) B OMESFIERE 606/615 # (98.5%) 122235,
N, BRELOERBRNEE CERVAEERIL, FAEh 399636 B (62.7%) K&
N 553/615 B (89.9%) IZFB® b, WTFhLOBECREREN S LOREMRII TS
DLBHThHotz,
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#£ 10 WTh OB CHRERER 5% EORIER (KEYNOTE-(42 BABY) (RS REm)
BRERIASE (SOC: System Bl )
Organ Class) AHIBE i [Meigric:
HAFE (PT: Preferred Term) 636 615 5t
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade5
2FIEH 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
Mg LY i REE
i 35 (55) 4 (0.6) 0 229 (37.2) 80 (13.0) 0
A i Bk A fE 10 (L.6) 0 0 35 (57 10 (1.6) 0
PR E 5 (0.8) I (0. 0 88 (143) 46 (7.5 ]
R A 305 1 (02 0 56 (9.1) 10 (1.6) 0
P IR
BRI A RE T 37 (5.8) 1 (02) 0 I 0.2) 0
FUR RIS REIR TR 69 (10.8)y 1 (0.2) 9 2 (0.3) 0
HiniEE
LE2E 8 (1.3) 0 0 68 (11.1) 0
T 34 (53 5 (0.8) 0 46 (7.5 1 (02 0
i 31 (4.9) 0 0 184 (299 7 (1.1 0
N # 7 (LD 0 0 3l (5.0) 0
g FH: 15 (2.4) 0 0 97 (15.8) 2 (0.3) 0
— - REEER LU SO '
T HE 27 42y 3 (0.3) 0 60 (9.8) 10 (L.6) 0
9 50 (7% 3 (0.5) 0 102 (16.6) & (1.3) 0
Y i
ALT H#4p 45 (7.1 9 (14 0 53 (86) 5 (0.8) 0
AST #n 41 64 4 (0.6 0 42 (68 2 (0.3 0
-7 BR BRI 2 {(0.3) 0 ] 86 (14.0) 354 (8.8) 0
il ARSI 2 (0.3) 0 0 64 (10.4) 20 (3.3) 0
i BR S 3 0.5 0 0 71 (115) 32 (5.2) 0
fogtis LU skpE
BEKFGR 40 (63) 5 (0.8) 0 109 (177D 9 (1.5 0
HE R R L U A kLS
Lyt 27 (4.2 0 0 46 {1.5) 0
piak 20 3H 1 (02 0 50 (8.1 0
TR R
FEME T 28 1 (02 0 0 50 (81) 5 (0.8) 0
FHEMEE - a— o F— 3 (0.5) 0 0 41 67 6 (LD 0
PRI 2R, MEids X OMERRRRE
Pl 43 (68 19 (3.0 1 (02) 0 0
HIER LU THRgES
R EIE 2 (0.3) 0 0 136 (22.1y 7 (L1 0
% H EEIE 46 (72) 2 (0.3) 0 15 (2.4) 0
b 46 (72) 3 (0.5) 0 27 (4.4 0

72k, AFIBE B TR MEMZE R 49 # (7.7%) . KIBZ - HEEO THI 10 #1 (1.6%) .
HEOKEEE (HEMBEIRERNE, S, FREES) 14 (02%) . MHRES

(FF o NL—EEE) 1H (02%) . IFHEREE 76 1 (11.9%) . HURREHERE
= 9241 (14.5%) . TRAHSARGEE 36 (0.5%) . BIBHREEMEIH (0.5%) . BHEe
B (JRANEMIEMLEERE) 36 (05%) . BER 1H (02%) . Ok L 61 (02%) X
X infusion reaction 6 ff (0.9%) B &N, Fio. 1 BEERIN, B2 - BUBUHAMEIE,
HIEREAE, P2 - Bk, BE 5k, LRt OREEREER, 78 IR
VSRFHRBIIED b d o o, ARERRER I EHES (BRI EERE 25

FEDRIHERERT,
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4, HEFIZOWT

FANOBIMBE IS LT, AR E LTHERARERE (@F5EE) AEEohTtn
LI EDL, HEHAELBUICERECEAMBRCHANENRDD, TOLT, EXRRY
A7 EHEE (RMP) (&S & | AROERBL M ERETI~O B AR H 5 i
Th-»> T, AFOREREDLBELZH - BEL, AR ORGS0 EELEER%
FEH U7 BT 5 Z E R EL D BTOO~@0d T ez iRicsnT
ERTHETHD,

O HigRizo>nT

O-1 FRo (1) ~ 8 OWFhhllEYTsERTths s,

(1) BASBKRESEET D08 ARFREENAFES EEF RS AL SR,
HUIEAS ARSI LRI . HURAS A BHOREE R E) (CERE 3045 4 A 1 HIES - 437
i)

(2) HEHEERET CPRL294FE 6 A 1 HBRA ; 85 Mgk

(3) FEFFRMEREET H0NADREERRE (DS ARIREEIEEMRRL. RA DTS
W 719EBE, 3 AR e &)

(4) AHAFFEEERE L, A PBEEMNE | USRI ERIENE 2 Oy i
KRB ET> T BHER CERL284E7 A 1 ARG« 2540 KEEk

(5) PUEMEEEALS EBME O R AR BHEITo TV AR (Fk 28 4 7
H 1 BERE - 1290 KE#R)

O-2  WEOEFER ORITEA BB O RS54 20 508k & R 4 5 EM (FE0
WTNMCECY T S ER) 23, YEBDEROABICETAREOELE L LTRESH
TwWa L,

F*

o EMIGRTFIEE 2 FOMBMIHERE T LRIC 5 B2 Lo RA TSRO BEEIHE %
ToTWwaHZ &, 9%, 24 FELIEIT, BAFKYEEY L LEBEEEZ2OTHE >
THoTWbZ &,

© EMGRIFRGE 2 FOMMIMELE T LB 4 ELLEOBERREFT LTS
Z&o Dh. IFELLER, MR AL ST RS EOBKTHE 217 -
THnoH Ik,

@ BERNOERSESEHEROGHICOWT
EIEBEREHIEFT D HEESRE SN, RGN LOFEED. o9 &
EHERZENHROTH I OBEMEIZHT B ERIRIL, GEELRRAE LIRS OuHE

B, ERESHITTOR BB E-TVWE Dk,
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@ BUER~ORIIZ2OWT
®-1 HEseHc B+ % B

RAE R REDREZRVEMARAE LB, 24 IFHZEERIO T, B X
P IO BV T, B L BIERICE U CARFEE U CT EORITER OERIZ &%
EAREOERN Y APicEoh, B ERIAE-TWDH I &,

®-2 ER{LEHIC LI HEHENINCETLEMR

P ABRICEE D 5 FIM R E R R e T A ERAEENRHERE =2 ) T
RO EROAY Y —= 2 T ETOERE L EWRE A TE 27— AEREHIE
BEhTWa o r, i, BEEfc->WT, PABRE L TOFEERICHHIAmMESHT
WaHIE,

®@-3 RfEHoOBECXHISIZEE LT

AR (MR AC A, KK - BEO TR, FHEERE - sLERER, &
MehemEsE (RADSREMER%E) . NoWRSE (TEEEERS, RRIREERES. 8l
REpHEREE) | | BUEERIG . 5 YO M. R - RRUTRIEE , TRk, O ERE (K
BRI NRE R . STRATEE. BOAWIEY) . infusionreaction, Mk - BllEL, BIEFHIED
. OMRESE (X5 - AL—ERRS) . LK. BEERLKREE (Rt MR
APESEEER . PRILMER ., ARBEERSS, MEMERIERAELG) . MERAAREGER. BES)
L0, YRR LTS E SO S 2T A EM & B L RHERORBRET-CRIG
WL THEEROHEZS T LA RMICH B ) | HHICEERLED TE D44
PEELTNWHZ L,

20




5. ®EWBERDAE
(B4 5 FH])
O AROHMB ST TROBEICBNTHIERFTIA TS,
©  ARFERIRBE O EGFR B FERBE. ALK B e @G TR T PD-L1 1B
T (TPS=1%) OUIBRAREZHETT - HIEOIH/ NGBS
s TIFTRBEBTEEERERE AT S PD-L1 Btk (TPS= 1%) OUIRRiE:
AT - HROF/NRISIERE (B, IGFR BEFLRBIE L ALK B4
CFBEDBE T, Zh2N EGFR Fr v % F—PHERIE ALK 1
YoexF—EHEROGREYET HBE)
mB, TPSRALT ) XvT (BEEFREL) O =4 W (RS
PD-L1THC 22C3 pharmDx  [# =) ) #AWTHIET A2 &,

@ AFOMOPEMIEER & OHAR G I TEOREICB O THEDENTR ST
B,
o NAMLEE FRUSTFHHAL OFHBY  (LREEEOZ N, EGFR B
BT EREMER D ALK BEBGFREO BRI EIT - BROERE LR
FE/ B Bl
. ﬁwﬂfﬁ%yﬂﬁﬂ?U&#f»iﬁm@ﬂﬁv&#tWEwﬁﬁﬁﬁﬂh
FIIEB OO ER AR ET « B OR V5 I6/ N 2 2

@ ALFBIEE O 2V HETT - FR O MBI B L. PD-LURZE T PD-L1EME (TPS
21%) Thivd, AR OKMB5EEZET 52X Chd, Fio. EELAREIC G
TORBEHCMER RO L BZ BB BEICH LTI, PD-LIZILRIC h b b
T ENTNOMBMIANC K L Ol e B S E & OIS A BT 5 - L
T D, el AROREI B Tid, MEZET 1 FI A1 > (AAEE2E)
FEBHETE D E e

@ FIRRICEEST D BB 5 ARIOR 5B O IR T, AR O S
B SN TE LT, AROBERRE 2572,
v iR

BEO )2 BRI A 1T o (A A 1085\ T L i 72 B 7> DECOG Performance
Status 0~1 B2 ¢ 7532l £, XIHDECOG Performance Status 2 %52 OBRE T, 83 HER (Fes
FENE) ORARSSERINTEY . 20X BECH, R SRR I o 2 B 1 PO AS &
HEXFEZBNS,

2 BCOG @ Performance Status {PS)

Score TETE

0 | 2<MELEBHTES, BHAMERALAEEEDHIRE ITL 5,

PRSI LV EBNIRIR S N5 25, BATAET, BIEERE - T OIS C e /TS By
Bl BV RE, EEEE

m%htaﬁmamﬁewzkbm?%&wnH¢®ﬂ%ﬂt%&yFmﬁ%ﬁ@3¢u

Lo RV | o)

Z2<{BURV, BROFOEVOZEFECERLY, BRI~y FOB TR o

21
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o OTHEBOEUDNFRENR TRV OFREMRBER & oS

(Lt 53FmH]
O TREZBTIAFICOVWTRAFORENERL SRTHWLHZ &b, 52T
Dz &,
* ABIORSTCN LIBBUEOBEREOH 5 B

@ BEFIOFMBCB T FRICEY T H2RBF >V TR, ARloREEIHR I

B3, O TEFGRIRIE A R VBRI R Y | HEILAAEER T L5 L EBRTE 5,

o MEMMEBOGHIIBEDLHLBE

o PEE{ERE CHEY R RO 5 BE K OTSE M O SO SR AR SRR 5%
LOMICRIERELS b5 BE

s HOHAEBOSH, IHBMEALE L IXEREo B B RBORERO
HBHHBE

o ERBAME GEmiRBEEEESST) ObLRE

o BEOBYSIMEEET HBE

*  ECOG Performance Status 3-4 2 ¢ B
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6. BEIZBLUTHET&HH

QO WM XEZFITMA., BERFER PRI 2 BRI 55 & ARFI OB K, USE EE
ROl S NBRRER e+ B LT bERT AL,

R EL B, BE IF ORI ER OEfEL Ho3pl L, REL2E
ThbEE4 2L,

FREWEHD <X A MZONT

@

®

FIEMMEERDH b BB L0T, FHOBEIZHE > Tk, F8E
W (BE0, R R, ) OMER UM X igaEOERS, By +
MCATH Z L, Eie, BB U CRE CT, Mif~—b—SomErEkET
LIk,

infusion reaction 23 &0 5 Z & 3% B, infusion reaction HED LRSI
bE, UL E AT 5 & &b, IERMAEE T A F CREOIRES IR
TAHZ &,

- FRBBIEREER H S 2 &8 b2 0T, AFIOR 5 BHEARTR O35 1R

P HRIC FUR B AER A (TSH. 158 T3, M58k T4 S 0RE) 2Eh 3
&,

ITHREREE S B o 5 Z L A3 5 O T, Al 5. B s R U9 5.1 it
EHIRIZITHEBERR A (AST, ALT. y-GTP, Al-P, B VAL E0RE) % £l
THIE,

S EHRR IMEAR NI ERELES0) SOBRELRREERbLLDRS
LEBRHLIOT, EWNCIROBREOEEBEMRT L&, T, ROBRERN
WO LNTBEE I, BEYPCERRELZ2T3X > RELEETA 2 &,
AAROEEZ LY BEDRERICIZERRET 5 LB L b AEE» R RBORE
PHLOLILD ZENRDD, BRESARDONEEICE, BELEERISL
HLPRH R i & RER A OB AN & B U ORI R R 1T B Oy
BIGI X H5EHER B 8 oh 2 541013, FAIOKIEGIRIE . B OB KGR
NVECRIORESEETDHZ L, B, RIBRERVEOB5IC L9 EHE
HOBEDRB D GHR WAL, BISRE R NAE L DSOS i # 0E0
LEETHL L,

BERTH, BOERN LB ARB L THBRERBRIRT A L RLE =0,
AHNOREGHRTRICOBEROBRIC BTS2 &,

| BUEE R (BME | BUBEIRIB &2 &ie) 2d bbb, BIRFMHSY b7 F—v 2
WELHZEBRHDHOT, NE. Bl EHSORR ORI Eo LHIC+
SEETLZ &, VEBRBRREPNBAIEREES T L, £ R Y 8l
FORGEOEYILMELRITH 2 L,

AH OEERRBRIZ I8 T, KEYNOTE-024 354 &% (8 KEYNOTE-042 3%k T134% 554
Wt 9 T LIz, KEYNOTE-189 3B CIIi 585 6 MEK G 12 8H ., LA
Bl 48 MBEECTORMITE, 20 127 LT, KEYNOTE-407 RIR Cl1i 5 B4
H 6B, 2ZBABRCIREE, LBIZ4SEAEZTIOBETL, 0B 28
CHDWEOFMEIT > TV Z L 2B B0, AR5 HLEN I ERRE T8
DR EITH 2 &,
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BEFERHEET A RF 1
RATa ) X=7 (BIeFE#z)
(RFE4 : %4 bA—F AREE 20 mg, ¥4 ML—F HIEHRE 100 mg)
~EEEAE~

ERk2 942 B (RF074E 6 A HET)
RATBE




B

A O e

LI
AHI ORI, TR

88 PR R

BIZDOWT
REXRLIRDBE
RECIRLTHET &S FH

P2
P3
P4
P15
P17
P18




1. BLHic

EHESHOFNE - REEOROHIZIE, TR CESCE W EIEREBRRD
B, S BIC, EFEORSEROEBRIZ LY FUKESES A X oBEHN 5 R ERE
FEEGSPAFREINHIPT, 2o OEHER P ECHERBEICREET A Z & PEED
B o TR REMEGER L SEOEAS #2016 (ERK 28 4F 6 A 2 HEHRE)
BWTH, EFRNERLNEOEHORMEERHAZ L LEh s,

BRIEME R, BEEARE e T 7 s A VRBETFOER M EH L MR
BRHZEMRBD, IO, FPERCEZSEICET AERSTOBEET S TR,
UHEEGLOBEEMZA L ERHFINLBFICH L TERTS & & bic, BIlfE
BB LB MBS E & D2 2N —E OB & T IERSE CFE A
THLENEHEETHD,

Lo T, BAA FZ 40Tk, BABEECZNE TIKE LA TV A EFIEER -
W RMICESE LTORERLOEEREAEZEET IBA» b RERERE, B2
FRUOCEBEHREERT,

kB, RIA FT A L MAITEIk A EIE M EFESRR SIS, ARHREEARAR
B IEE S, —REEEA B ABEARIES ROARHEEIEA BAREER2EO5R)
Db &R LTz,

WRELDIES XA PA—F EREEE 20mg, FA M—F SFHE 100mg (—
4 A7) A7 (BEFERZ)

HRENAMEIHE - B RakE

WL hAMER AR %, A, SA7r) Xv7 EETHERL) L LT, 1
Bl 200 mg % 3 MM MR T 30 2T CREEHET 5. 2L,
Wk mREOLA. BEHMIT 2 vAETETS,

$ 3% N ¥ A MSDBER&RH




2. AHIOFK, ERBAE

XA M— & SHHE 20 mg K ONR AEERL 100me (— i34 RAT7r Y X~ (&
EFEBEZ) . BLT TAAL Evy3,) 1, PD-1 (programmed cell death-1) & #d Y
FT®H5PD-L1 RO PD-L2 & D& X EHEMET S, & MEIgGs €/ 7 n—F A8k
Ths,

PD-1 B #E T T MR RE B ARAAE D Bk 2 7200 1 28 AR AR B 9 2 3270 Sy A
AA vy F T PD-1 L, BEDRIBICBWTEER T MROMAEmcEEL, ACHK
BRGSO BE TR R RS RS 2 HHT 5, bbb, PD-1 i3 H o K&k
BTHZEICLVRRERRICL D V7PV EELT RIS 328K CH 5, PDLI
DEFMBICBT 5BRTHTHTHEN, 2 OBAMETE T MEOCB X 2Mmz
DI ERFPNCREL T B, BAMIBIZET S PD-L] OE3REIT, BN, B,
TR . IREE, FENRIRITES OB 2 R BATTRRARETTH Y, BV EFEEL
OHBEERRE SN TWS,

BEOBADFERNTH & PD-L1 FREROHBMEA S, PD-1 & PD-L1 OREKIHIEE
DHRFEFEBICB W CTEERBREEH S Z LTSN TR Y B AL O &
LTHfFEN TV S,

AL, PD-1 & PD-L1 RUSPD-L2 O Y W o FOBEGEEETA - oty EE
WU NRER OB RAMMRE S T Vo REE L &8, FUEERE & FSMiL
T5HZ & THEESHRE RiET 5,

ARNOERABFICE S BEORERIGIC L ABERZ R b Hbh., BEIETIC
ELWREMRD 5, AFIORSHROCRERICIE, AFOBEL+OIZTV, BERRA
OB EIT, BRI UM i & B A B i & B L Ol
PRI 24T\ IRE O RORIC L ARTERREDh A8 I, BISRE S
FUROBREEOEY OB EITOBERD D,




3. ERPRRRAR
B R a R TG T - - BB ERRORE Y T,

(B %]
OEWNE Tb AR (KEYNOTE-041 35k)

{EFERREO NI VY A~ (BEFEBRZ) AT IAEY A=) v ,)
BEERV 2 LUV RAETORRIERL S T ARG B AR 42 4

(B BRhMEfRT 4 37 B) &8s, AR 2 mg/kg 3 BRIRME (LT Q3w &1 3,)
OB ER R SNBSS, 2B, BRI CERETIRD b BAI,
BT 2 R THER SRS D WEORKMICEZE LTV A B TrL, KRB LARE O &
B CRAEITARD b D E TAFIORE KT 2 2 L BNHEE vl EEF
I H CH 5 EHRIRECIST A K54 v LIURICE-S < P REic L 522553 (CR)
Rk dEeh (PR)] 1L, 24% (95%{SHRIKHE : 12~41) Thot, b, FHElREL
- BHEIX 10% Th - T,

@M ARG (KEYNOTE-002 35k

AU A= AT EAIEREY A4 2 BEUIRRE 2B BAMERE 2RI, A#H 2
mg/kg Q3W 5. % (X 10 mgkg Q3W 5O MR RN, {LFHE (Fhrsy
TRV RI R, ANETTF, A7 DA NIRRT T T AT N R
A, BT NICCHE & D,) BRRE LTRSS, Zds, ST ¢ % BT
O LNIZBEI, RAEEITE R TERSED bRV EOBRKMICEE L TWABE
bk, WEIARE O S EHE TR BEIT R A CARORG 2T 5 Z L8
BB & &N/, FEFHMMEBIZ2EFEH (CATF T08) &vw),) ROESIEA FHIF (B
T IPFS] Ev9,) & &k, AFIMEEEEE RE L C, PFS 2 A BICER Lz,

#1 APERE (KEYNOTE-002 #RER)

AF 2 mg/kg AH 10 mg/kg =33
Q3W Q3W
(180 i) (181 4) (179 #1)
gl (A 13.4 14,7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9,13.8)
08 | ~¥— Fn 0.86 0.74
(95%CI) {0.67, 1.10} (0.57, 0.96) -
P fi" 0.1173 0.0106
HoRfE [A] 2.9 29 27
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | /¥ LR 0.57 0.50
(95%CI) (0.45, 0.73) {0.39, 0.64) -
P " <0.0001 <0.0001

Cl: {S8ER. *1 : RECIST HA FF7 A 1 L1 BUc &S <R E R CHERHEME L 5,

*2 1 BRI Cox LBl — FEF AL DALERR IR L OB, *3: Bn 77 v 7 BRIE




— A Tpiky GOW
e AP WOMgTkg QI
- AEFEE

0 e T peernyg : . syt i Py
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk¥ EFRE A
## 2mg/kg Q3W 180 131 13 70 61 11 0
FAN0mg/kg Q3W 181 138 99 79 67 12 0
=, 7 179 115 80 &0 48 9 0
Bl 1 OS @ Kaplan-Meier Hi## (KEYNOTE-002 325%)
100
a0 i —— AN 2mgikg QW
g 70: - {HERE
g 60 -
50 1
40 -
§ 30
20 )
10 1
G 1 ) ¥ ¥ 1 1 ¥

0 2 4 6 8 10 12 14
ARSI ()

at risk¥y

A 2mg/kg Q3W 180 153 74 53 26 9 4 2
AR10mg/kg Q3W 181 158 82 55 39 15 § 1
= 73 179 128 43 22 15 4 2

X2 PFS @ Kaplan-Meier fi## (KEYNOTE-002 35%)




@A B MRS (KEYNOTE-006 3U5k)

AV AT L BEFREOBRWEA Y AT 25T | VYA ET0IE
TG AT DRGSR AR B R AMAE 2 8IS, AA 10 mgkg Q3W 5K
10 mg/kg 2 B MG (LA TQ2W1 & 9,) BEOFERBZE2MEN, A1) L
<7 hRABE LTSN, 2k, B CRABETARD NS EII, KR
172 R TERAE D B WEORRMIZEE L T 5 BE T, kI DARE O B 314
TRBETIRED GNDETHRAORELMGET 5 2 EFHE L Sz, TEFER
3OS R UUPFS & &L, AANTA Y A= LB LT, 0S RUIPFS 2 A EICHEE L
7=

#2 AHPHERE (KEYNOTE-006 3E)

A 10 mg/kg AF 10 mg/kg A Y e
Q3W Q2W
(277 #1) (279 1) (278 #1)
hdefE [H] NE NE NE
(95%CID) (NE, NE) (NE, NE) (13, NE)
08" NP R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {E" 0.00358 0.00052
Fefe [H) 4.1 5.5 2.8
{(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | ~iF— RH7 0.58 0.58
(95%CT) (0.47,0.72) (0.46, 0.72) —
P{H" <0.00001 < 0.00001

Cl: 58 ERM., NE: #EAFA. 1 FRIEHEOT —& 2001583 H3Bh v b7, 2 BY
Cox AW — FEF AL S D A= LDk, #3: BRla 25 Y BE. *4 ; RECIST H
A FZA 2 1 RRICES ML L 7 iR E R GRS EME I L 2550, *5 : Do 57—
& (2014E9A3AH v 4 7)




100 =50

90 -
80
70 -
& 60 -
B 50
§ 40

30 4

20 1
10

e e BENORTRE QQIW
o AR kg QW
i AEUBYF

0 -

0 2 4 6 8

at risk#

rrrrrrrrr AR AT ELREA AR LALALECRLSRASIASLALE SENEALARS EEEALALLEN LALLRLARES LML

10
EFERR)

FRI0mg/kg Q2W 279 266 248 233 219 212

FTHR0mg/kg Q3w 277 266 231

238 215 202

12

177
158

AEVULTY

278 242 2112

188

169 157 117

14

67
Al
51

16

19
18

17

3 OS @ Kaplan-Meicr Biff (KEYNOTE-006 3®)

18

100 -7
90 -
- 807
@79-_
# 60 -
559_
40 1
g?}ﬂi
20
10

o oe wme K 10MR/KEG LIAW
o A g kg COOW

at risk¥y

FA10me/kg QIW 279
FHomg/kg Q3w 277
AEVLTS 278

2N
235
186

147
133
88

fEEETAMIR)

98
95
42

49
53
18

B4 PFS @ Kaplan-Meier 2 (KEYNOTE-006 328%)




@HERR LRI MRS (KEYNOTE-05435%)

SEEVBEORT— VI ®0 0B RAEBE (AAASHIEET) 28, i
B & L CARAI200 mg QAWIRGOFZMEL R EWA, F7 R RE LTH
&Nz, FEFMNED IMERAFYN (LT RFS] £ ))& &, AFIET T

TREHE LT, RFSEEBIER L1,
#3 APHERE (KEYNOTE-054348)
41200 mg 77 R
Q3W
(5144) (50541)
hfiE (A NE 20.4
(95%CI) (NE, NE) (16.2, NE)
RFS'! NP BT 0.57
(98%CD (0.43, 0.74) _
P fi" <0.0001

Cl: EEEM. NE: #EFRT, =1 PHEAFTFOT —F  20174E10H28 B > FF 7, *2: EBH
Coxtbfl P REF A E B FRR O, *3: Bhla /7 7 #iE, Q3w 3BEMER
¥ E. NE : Not Estimated

100 -

B 60 7 s
] y ) ﬁﬁ‘?—“”’@-@@% -
= %‘3 3

TRRR B A L

— EENng G3W
- ol

i y ¥

0 3 6 9 12 15 18 21 24

HEERETHnA]

413 392 313 182
363 323 264 157

at risk#
AEI200mg Q3IW
St

15
15 0

73
60

o

514 438
505 415

B45 RFSOKaplan-MeierBi# (KEYNOTE-054325%)

W AJCC (American Joint Committee on Cnancer) BHISIE (F 7)) ICEI<CFHE, A7 —YMA TRY
VARNOEBES 1 mm BOBEDOA,




(72 4]
DOENE b HRBR (KEYNOTE-041 %)

AEHERIL, 41/4261 (97.6%) ICRDH O, HRE L ORREBENGETE LVWEE
BRI, 344210 (81.0%) RO BT, BERR 5% LOFHEHIR FRDO LBV T
I,

#F 4 FHEN %A LEORHER (KEYNOTE-041 BB (o imiraedm)
Fl3 (%)

FREMKSIE (SOC: System Organ Class)

HAFE (PT: Preferred Term) 2mg/1£§]3Wﬁ¥
{MedDRA ver.20.1) % Grade Grade 3-4 Grade §

LB 34 {81.0} 7 (16D _ _2 (48)
WRERE. L T T

fﬁﬁkﬁﬁiﬁ*ﬁ{&"bﬁ - 0 . 0
CBIREESE. I T e

T;f“ _3 (7.1) R
g éﬁﬁg%a‘oltﬁ&&*ﬂ{i@fﬁtﬁﬁ el R s
et _ s (11.9) 0 _ 0
ﬁﬁiiﬁﬁ AR T R B D e O T e RN s e

AST #411 3 (7.1} 0 0

LTSRN 3 (7.1) 0 0
BB L OBCFARMRRES i e

% 5 TEiE 6 (143) 0 0

BEW 754k 15 6 (143) 0 0

BEM O 3 @1 0 g

ek, FIEMEIGER 161 (24%) . K% BEO TR 2] (4.8%) . FHBAEREE 3
Bl (7.1%) . TR 2 6] (4.8%) . FRRIMEEERSE 6 Bl (143%) . infusion
reactlonlm (24%) RUSRY Dﬂﬁﬁ% 1 #1 (24%} DERd o, Ein, WiiEE (X7

- AN —REREEE) | BHREREE (REEHEMNEAS) | BIBEE, | wmﬁ
E&E@&Jﬁﬁﬁ% (&J%ﬂ%ﬂ%ﬂﬁa’ﬂ%ﬁ\ ZICHBE, BERRES) | IRk, B4 - B
A, BAERRIESE. B4 - BERER . DA, SrE MR MR MR . TR M
R UBRFHRBIIIRD bhied o, ARHERRERIIBEESS (GRBEEERY S
te) ZETEIERERT,

Qs D HEE (KEYNOTE-002 345k)

HEHERIL, 2mgkg Q3W ¥ 172/178 #1 (96.6%) |, 10 mg/kg Q3W B 178/179 il (99.4%)
K UVICC B 167/171 B (97.7%) IR oh, EHRIE L OERBEHRATETE RVAE
HRIL, ENEI 121178 H1 (68.0%) . 133/179 #] (743%) K OF 138/171 41 (80.7%)
D b, WO ORECRILER 5% LOBERIITRO +BY Tho1,




£S5 _WThpOBTRIAER S%IUEORIER (KEYNOTE-002 BB  (ZoMmiiySam)
. ) . % (%)
éﬁa’a’gl* ?ﬁ (80C: System 2 mg/kg QIWBE 10 mgfkg QIWHE 1CCHE
g’al ass) 178 i 179 #5) 171 i

A58 (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Ggaie Grade5 4 Grade Gr3aie Grade 5 % Grade G;a;ie Grade §
SaElEH 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) ¢ 138 (80.7) 45 (26.3) 0
Mg LT o REEE T T R N T R T
#ifn 5 28 1 (06 0 7 (3.9 0 0 35 (205 9 (53) 0

3 din Bk fel oL i} 0 0 0 (0.0 0 0 14 (82) 6 (3.5 0
FE BRI E 1 (0.6 0 0 1 (0.6) 0 0 14 82 6 (35} 0
2 SRR i 2 (L 0 0 1 (6 1| (06 0 16 94 4 23 0
HLRIRRREIL T2 9 6hH 0 0 1@y o 0 0 o0
BT 5 (2.8) 0 0 9 (5.0) 0 0 14 (82) 0 0
TH 15 (8.4) 0 0 19 (106) 2 (L) 0 14 (82 3 (18 0
Ei 8 4.5 0 0 16 (89) 1 (06) 0 356 (327) 4 (23) 0
EeE 2 (1 (06 0 10 (56) 1 (06) 0 26 (152) 4 (23) 0
R BERES TOREIEORE L e R
$EhAE 6 (3.4) 1 (06 0 8 (45 1 (06) 0 10 (58 1 (0.6 0
" 40 (225 2 (L) 0 52 29) 1 (06) O 62 (363) 8 (47) O
R N L6 G4 0 0 i1 (6.1) 0 Y 8

NRENS 0 0 ) 013

R L USRS SRR

RpkEE 8¢5 0 0 17 95 2 (L) 0 26

FhE R LU A MRS RN T T e

RO 13 (73 1 (06 0 12 67 1 (06 0 9 (5

mewm 96 2 (L 07 (39 0 0 1068

o e R

FA M= e p T — 2 (LD 0 0 0 0 0 14

s Lo 0 0 2 ) 0 0. 11 | |
B XU TS AR R e B :
WEAE 5 (2.8) 0 0 1 (0.6) 0 0 35 (205 1 (06 0
BRI 9 (5.1) 0 0 9 (5.0) 0 0 2 (1.2 0 0
DR 37 (208) 9 0 42 (235 0 0 6 (3.5 0 0
Reib 21 (118 0 0 18 (101) © 0 8 (47 0 0
BER BRI 5 5 (28 1 (06 0 10 (56) 1 (0.6) 0 0 0 0
R I=EE 10 (5.6) 0 0 9 (5.0) ] 0 2 (LY ] 0

88, 2 mghkg Q3W BEK Y 10 mgkg Q3W BEHZRBWCENEH., BIEMRE 1 5
(0.6%) BCraBl (2.2%) . KB - BEO TH 16 (0.6%) K6 H (3.4%) . ik
BE (¥FF 2« N U—ERRS) 281 (1.1%) ROV0 6, FFHREEREE 130 (73%) &
156 (8.4%) . BHEERE (RMEEEMHEBLS) 16 (0.6%) BO1H (0.6%) .
THRBEAERE 1 4] (0.6%) RO (1.7%) . PIRIEHEREE 14 41 (7.9%) K815
Bl (8.4%) . infusionreaction2 B (1.1%) R34l (1.7%) , BEEO K EIEE (7 &k
ERRAERGRRE, Z/PAI3E. SERIEES) 161 (0.6%) KOV B (0.6%) . WEZ 141 (0.6%)
BOv ol BEAEB IO O IR U0 1 B (0.6%) | Mo - BEIEZ: O IR U8 1 461 (0.6%) .

10




WS E & 9 ES 0 Bk 2] (11%) BROLN, T, BIEEE. | BFERRA.
W45 « BERCRRMRE . DERZE . SE P i MRS PESEBERS . IR MR fL B OFREFERIS 1
Wb bie oo, ABTEMARSERN B E S REREEREE 28T 230EH
HRERT,

@ E AR (KEYNOTE-006 #5R)

HEHS, 10 mg/kg Q3W BE 2647277 1 (95.3%) | 10 mg/kg Q2W ¥ 275/278 4 (98.9%)
Jo U8 IPLHE 239/256 B (93.4%) (=3B b, BRI ORBEBENTETCERVEES
i3, FhEh 202277 B (72.9%) . 221/278 ] (79.5%) B OF 187/256 ¥ (73.0%) i
BB, L\Tﬂﬁ>®ﬁ$’cg.§ﬁ4ﬁﬁ> 5% EOBIERII TRO LBV Tholo,

#6 WTNAORTRERY 5% LORBHER (KEYNOTE-006 38 (AWM SEH)

- 5 ) % (%)
iﬁgg'g‘%fﬁ {50C: System 10mg/kgQ3WEE 10me/kgQ2WHE IPLEE

rgan *ass 27743 278431 2564

HAZE (PT: PreferredTerm)

(MedDRAver.18.0} % Grade G;a;ie Grade 5 “2Grade Grade Grade 5 4:Grade G;a;ie Grade §
2EHEA _ 202 (72.9) 28 (10.1) 0 221 (795) 36 (129) 1 (04) 187 (73 0) 50 (19 5) 1 (04)
PRI o B _ G

RIS e TR 7 (25) 0 0 17 (6 1) 0 0 6 (2.3) 1 (04) 0

Pk R E{E&‘Ffiﬁ_ 21 (76) O 0 25 (90) 1 (04 0 2 (08 0 )
gﬂ%ﬁ%% LI R A ]

g 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
KiF# 8 (29 5 (1.8 0 4 (4 (14 0 19 (74 16 63) O
FHi 40 (144 3 (1) 0 47 (169) 7 (25 0 S8 (2278 (31) 0
M PRLER 11 4.0 0 0 20 (7.2) 0 0 1 (04 0 0
s 31 (112) 1 (4 0 28 (6 0 0 22 (86 1 (04 0
MEat: 5 {1 8) 0 ) (36) 1 04 0 14 (55) 0 0
Sy AREEER LU BRI ORI S i
4 35 31 (112) ) 0 32 (115) 1 (04 ¢ 16 (63) 2 (B8 0
w9 _ 53 (191) 1 (04) 0 58 (209 0 0 39 (152) 3 (12) 0O
e i A R T T T
AsTiéjJrf - _ (22) i (04) ¢ 14 G0 0 6 (23 2 ©8 0
KRB ONEEREE L Sl O
BHEIR 18 (6.3) 0 0 17 (6.1 0 0 20 (7.8) 0 0
RS L O R RN St L I RO E
Elketipr ] 32 0 26 (94) 0 0 13 (51) 2 (08 0
ThedE 6 (2. 0 19 (68 1 (04) 0 5 20 1 04 0
BEREE D OB B L R R
% 5 39 (14.1) 0 0 40 (144 0 0 65 (254) 1 (04) 0O
5 37 (13.4) 0 0 41 (147 9 0 37 (145) 2 (08 0O
OB 31 (11.2) 0 g 25 (9.0) 0 0 4 (1.6) 0 0

I,

(1.4%) KU1 %)
WEE (X7 -
KU 23 6 (8.3%) .
T AR

(0.4%) .

AV—E{E‘%M%) 24 (0.7%) R U0,
EEEEERE T (FRANGE R RE) 26 (0.7%) ROV #] (0.4%) |
FOR gt aERE S 28 7] (10.1%) B TF33

FEZE 1 ] (0.4%) RO H (04%) .

10 mg/kg Q3W ﬁ%&o 10 mg/kg Q2W Bz B W CEAFIL, MEMNER 4 4
B - HEOTHE 104 (3.6%) KO 134 (4.7%) | #
RFHEREREE 14 41 (5.1%)




F (11.9%) . FIREHEEE 1 4] (0.4%) RO 24 (0.7%) . infusion reaction 7 1 (2.5%)
ROV s (1.8%) | 1ENERM 161 (0.4%) ROCO0H, BEORBEE (FKFHEIRE
BRE, ZIBALEE, FERIEES) 0 PR UN 1 B (0.4%) | BEZ 1 B (0.4%) KU1 1 (0.4%) |
s« RERTIRLARAE 1 4] (0.4%) ROV OFl, Wzt - BEMEZR O BIR T 1 1 (04%) | M
WS EDRE3H (1.1%) XU F (04%) BB bLhT, £z, BEEGEIE, L
4. REEME I MO SREER . iR R OIRIEERBEIIR D Do o, ABHE
BRI EESES (RRREEAE L) 23R EL T,

@OEERL RS M RBR (KEYNOTE-054 3 5#)
A EHBIIABNITECIE 475/509 B (93.3%) (2, 77 EAREETRE 453/502 #1 (90.2%)
WRBLE, BRE:ORFBEHEAGE TERVAEETELIL, AAIF T 396/509 #i
(77.8%) 2, 77 REPETIE 332/502 1 (66.1%) WHRBE LTz, WThhOR THRER
D 5%LL EORIERIEI TR L BY ThoTo,
£7 WPNRAORTREEN 5% LoEHER (KEYNOTE-054 3B (e fEirat S fim)

#E MW R SE (SO BE (%)
SystemOrganClass) A Placeboitf
EAFE (PT: PreforredTerm) 5094 502441
(MedDRAver.20.1) 4 Crade Grade 3-4  Grade 5 2Grade Grade 3-4  Grade §
RI{EH 396 (77.8) 74 (14.5) 1 (0.2) 332 (66.1) 17 (3.4) 0
PUATIRESS & e S T IR e B
H R R R TL SR 49 (96 1 (02) 0 4 (0.8) 0 0
FR bR R A AR, T R 73 (14.3) 0 0 13 (2.6) 0 0
ﬁ%ﬁ%% R : . . i :.:'E:':':f:':le'j":.:":":j‘.:.". :
T 94  {185) 4 (0.8) 0 82 (163) 3 (0.6) 0
by 58 (11.4) 1] 0 43 (8.6) 0 0
—ff - REEER IO S oRE = P e e T SR
i 5 48 (5.4 0 0 34 (6.8) 0 0
B _ o 143 (28.1) 4 (0.8) 0 135 (269) 2 (04 O
BihE _ RN D DT NPT o e
ALT_iETJ[I _ 226 (31) 3 (08 o1 32 1 02 0
B 51 (100) 3 (0.6 0 47 (94) 0 0
Ll . 6np o0 0 1 @3y 6 0
WERRE Ui e
Wi ¥ @3 0 0 3B 66 L 0) 0
RS ks L R T S R e
ERESE 27 (53 1 (02) 0 4 (28 0 0
ﬁﬁﬁiﬁ&?ﬁﬂﬁﬁ%@ o O AR R AL TS P S _:'::1 o
* D FEE 85 (16.7) 0 0 49 (9.8 0 0
e 49  (9.6) 0 0 32 (64) 0 0

723 ARBC BV TR E MR B 15 ) (2.9%) | KBB % - BEE O T 23 i (4.5%) |
NTFRERERESE 46 1 (9.0%) . BHEEREE (RANFREMNHEASE) 246 (04%) . TR
fekEE 114 (2.2%) . FURIUEAEREE 105 F1 (20.6%) . BIESHEAERRE S H1 (1.0%) .

12




T BUBEIRFE S 61 (1.0%) . 5 & DB 24 (0.4%) | W% - RERCRRRMIE 1 81 (0.2%) .
B 2 ) (04%) . FERERGHEIE 1 F (0.2%) . O 1 H (0.2%) NS infusion
reaction2 ff] (0.4%) B b, i, MEEE (¥F7 v R L—fEFRY) | §1EF
DR RS (MEMEIRERTE, SN, EARES) | Nk - Bk, st
MO VESRBES | BS MR B OSSR EERRB IR0 LA b o 7o, ARMERIFS IR
HES (BRREEREEZAD) 2 S0EMERERT,

13




(R - F&]

RIBEIER T RE7 B A A 208 L Ui R R SRR (KEYNOTE-002 3R A&
{F KEYNOTE-006 3ABR) DR, 2 mgkg Q3W., 10 mg/kg Q2W & T8 10 mgrkg Q3W
DOWTHRORE - ARIZBW THAAOFMER L eMICEZRITRBDH N o
[

AFNORHE S BIEAR YT ORS R, EMBAMAE I 5 200mg QAW & 5RO
AUCx s (EFRIBIZISH 2 6 R R -BFRE AR T AR TR [10%5, 90%
A1 mg-day/mL) X 2.16 [1.45, 3.04] mg-day/mL T, 2 mgkg Q3W HHO
AUCsewk (1.3200.722,2.06] mg-day/mL) & #8{EL L, 10 mg/kg Q3W $ 515D AUCss 6k

(7.49 [4.32, 11.3] mg-day/mL) % FEl-7=,

B RABRE LR L U RBIOBERSMNT O SR, Redsh Bk BHE
mg/kg Q3W #4510 mg/kg Q2W # 5 1 UF 10 mgrkg Q3W #45.) OEHEH T AUCsom
EEDMEROZ 2t L OMICHALREERRD bR T,

14




4. FEFITOWNT

RIGEIER A RE R M B AT )T 50 R M & L CHARERE (2687 258
ERTWaZ b, YBHBEAEUIWCERTE AR THAILERLS, T LT,
ERa D A7 FHEE (RMP) [ZHE-S& | AR OE KL ZDAEEETTE ~O W F1RH 5
HDHMER Th>T, AHNOB GV ETBE 220 - BT L, FRORE DXLV ESLD
BHER 2 BB L BRIZse 32 Z L RBREREZD, LTFOO~Q04 T a2+ iiak
WBWCERTARETHD,

@ HRizoOnT

®O-1 Fie () ~ (8 OVTFANEELTHHERTHDIZ &,

(1) FEAZBRENEIET D8 ABFEEN RS BREAT RS A B EE SIS REET .
DS A BB TRIEBE LR, MU A BB &) (CEAL 3044 A 1 B .
437 1iz%)

(2) FFEMSEERE CPRL29F 6 A 1 RERA @ 85 M)

(3) HEMRMBBIEET 2R ARFEBERE (BADEREMIR TR, SA SR
Wb AIREE. 25 AR HEE R &)

(4) ARICFEFEELRE U, SR bR EEmME 1 A e a g 2 oo s 5 i
CARDEHEZAT > TWDHERR (CERL 2847 A 1 B : 2540 figk

(5) PUBMEIESEANGEEMAEOBREEIGLRHEITo TOB IR (R 28 4 7
A1 BEE ¢ 1290 M%)

©-2 EBHERGMEOLFRER OBIE T BB OG5 e 5k & R & 1o E
(FROWTHRNICHEE T LEM) 25, BHEBRBORFICEGT 2 REOEEE L LT

EshTWHZ &,

B

»  ERGRIFIEE 2 FOMUBHERE T LRIT § FL Lo AISEOBRETHE &
ToTWBLE, 5, 2R L, BPAEYEES 1L LBHKIEES2OHME >
ToTWBHI L,

«  EBSRFFREE 2 FOMBWHERET L% 5 L Lo BEEMEBE 2 O
KRB ERAL AL,

@ BRACERRFREEOERICONT

EEBEREHCEFTHHETENER S h, NELELLOEHMED, 8 - %
EMFEEKINIFROFRR CEMRSIZAT 5 FRIRHMt. A 55808 E LIBS0gs
B, ERECHITTbNIERIRETWE Dk,

15




@ BlEHE~ORHICONT
®-1 EBHERRERFOMNSEEICE 5 E4

FEHENG S BE D EE BRI A4 LI, 24 BB EARHO T, M3%Ea X
CERUEER IZ 3\ L B L A RERICIS U T AR E HE O CT S oaIfER &R 4
EARAEOERENE AREE LN, BEHITHISTRERESINE > TND T &,

@-2 EREEECLIAFESNICHET BN

M AR D EME e il A R R B T S EREFENMERT=4 Y 7
EEOIEERORZ ) == FRITOERE & FREH TE L F— LB EH P E
HWEhTwaZ e, 2B, BEERIC O VWT, PARE L Z2OFKRIC o CAmsShT
WwWhk,

@-3 R{EHORERHIGTELT

BIER (RIEMERAICI A, KB - HEO TR, FFHSEEESE - S {LRE R, B
HREPEE (RANEMEEBAS) | NomiEE (FTEEEREE. FRIMEEEE, Al
B HEREREE) | 1 BUBERIE. S EOMBER, R - ERUTRIARE. R, BEORBEE

(P FEEEIREARAE BTE . ZTRIBE, BERMIES) | infusionreaction. MM - BEIEZ, BAE
W AE, MRMEE (X7 - NL—fRERS) | Ok, EBLOREE (REEn
AN YESERESS . iR . ARIEERSS . MUIERIBRIESS) | MIRE R, BEE)
Wt LT, MaiETR )ULIT B E SRS B O B A AT S EAT & L (RUER o2
HACE L THRERUCIERZZITONLIRMICHHZ L) | EHICHEIRNENTED
EHINESTWNH I &,

16




5 BEXNHBLLBE
(H2hiic B4 % 4]
O FTROBFZEDNTHRROEPENRERL TS
. m%ﬁmﬁwﬁwﬁom%ﬁﬁﬁw%5&%@%%%&%@%@@%%
¢ ERUREORT VI EY oESBEEBE T A MRS
2. BRAF ERTFERE AT HHAEITBWVTIL, BRAF [HEAIC L ABRKLEE
THE

@ TRICEUTIAAOEG R OERAFHEICOWTI, AR O ERHEL S TE
b9, AKBOEENB LR LR,
o OB L H L TR E S ARE

[Zeepic B4 5 HH]

© TRERIATIBECOVTHAANORERBERE SN TWAEZ &G, BEETT
bilgnz &,
o ARIOMS R LIBBREORITE O H 5 B

@ WBFEAOFMICB W T TS T 5 BE OV T, ARORS3HE S L0

B, MOTRERBIRE A 2 WHAICIRY | HBECARSERAT A Ly EBTE D,

o MEMEMERBEOAHEIEEOHARE

o JERES IR THIEE 20 5 B R OTE BME O KU BTSSR i 25
FOMICKIERTE LN R LN BE

o ACEEEBOAN. ULIBMALE L ITHREO A AR OBLED
H5HBE

o EBBHER (EmEBRsEEL ) 0bsBRE

v OB EREAET S EE

*  ECOG Performance Status 3-4 2 o

W2 ECOG @ Performance Status {PS)

Score E#

0

S BER(EHTE S, BRI ALAEEEIMEL<ITLA,

BHREHTI LOEBHIBIIR S 243, SMT AT, BIRECE - COREEIIT Y 2 BT 5,
Bl VR F, BHEE

BENEZHSOHFOED DI & LATERY, BP0 S0%ELEE 2y RIBTFGRTT,

| we

ELET RV, AROHFOED O Fi3E TERY, BRIy KPEECRIT,

17
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6. HEZHUTHETEEHE

WA CES TN, BUER R ER PRI 5 BRSO RS & ARB O R K& U B
HoOlble B FRE B LT ERT A L,

BRI D, BE XX E OFRKICA M E et s @A L. RELRE
ThbiRETDZ e,

FERBEVERO <R A M2 T

@
@
@

BB MER R D bbb 2 ERbh 0T, AFOREIZHIZ » Tk, F1H5E
W (R, MRS, B OmMBRE I X HmEoEZ s, Bt
AT H 2 b, Fie, BBITE UTHE CT. mig~— 1 —%0miE 4 i
Bk,

infusion reaction 238 b5 Z & 3 5, infusionreaction D3RO LB A
L, ETAAERITO & & LI, ERAEHE T 5 ¥ THAEORES oo #ls
THIE,

FURIREERS S 5 b B 7 L BB B O T, AF OB 5 FAMRETR O 5B
PILERB R R IR A (TSH, WERE T3, W0k T4 SFORE) 23T 25
T,

SRR E R H B A 2 L 05 5 0T, AFIOR 5RO 5 HR i
TR THEEERE (AST. ALT. y-GTP, AP, B U A Y EORE) % Eit
TAHZ Lk,

Sk (IMPALECIEEERREED) SORERREERL bbb
ZEMHLOT, EMHCBOREOFHELERTL L, /2, IROREHR
RO LNHEIL, EXHCEFRBELSR 2L 0BEF2BETL 8,
AENOEEIZ LY | BEORERIGIER T 2 &3 2 b A k% R EBORE
BHLLNDHIERDHD, RESABEDONILEEIE, BRLLERIIEC
B ZpdnEk & RER A FE oA & U ORI BB R 1T, BE OfE
RIS X ARIER B EDLN 2H 810, FRRIORIE IR, R UEIERESR
NECRIDORESEERT AL, B, BIBEERNVE L OREICEYRIE
HAOUWENTRD LRSS I, RIS R AT R O miiA o@ i
LEETDLI &,

BERTH. BRABIOE Y ARAL THLEERANRRT I L BH 51D,
FEOBEHETHICORERORBUCHZFCEET L &,

1 FUBEERY (BE 1| BUERIG 25 1) bbb, FRIEMS b7V KA
REAZERHLZOT, OiE, B, IBHEOEROBBRCOMED LR+
SEETAHZ L, | HERFEAELRZESITREEPIEL, A A 3
Bl 5L OmRnBE1TH 2 &,

RGBSR B REEAE AT AT, AAOBRKARICBWT, &5
BRiADN B 3 0 LA, FR L, #5685 1B 6 BE 2 & ITHMEDRE
fli%1T > T el &2 BBIZ, RAREHLTEHRNIDROEELITI Z &,

st bR O B AR E ~ O R HIRE & L THERT 2RI, ARORK
HERCIBNT, WEBRMOLEBRERET 2 BT EIHOTEERITo T

18




leZ & B BHBI FROREGDLEMINCHROMERETH 2 &, Ao, ik
B LTHERT 28803, ARORSHEIZ 2 0AETET52 L,

19




B R ETA R 1 v
Raval) X<wT B FE#z)
(BiF4 : %A M —4 S 20 mg, %A M —4 STEHEE 100 mg)
~HHER T ) N~

TR 2 941 1 A (SF07E4F 6 A UET)
B A B




H&

ISR

H LDz
AR Ok, ERBERF
il PR Rl A
WA 42V TC
wEwG LD BE
BB LTHEB T & HIE

P2
P3
P4
P6
P8
P9




I. IU®I

EEL OB - BEMOREROTDITIE, B CESICESW B IE2ERSRD
Hivs, S5, ITEOREHFO#ERIC LY | FUEEREN L YO TR e
FERLNRKBEINLPT, TLOEELEBEICHELREECRMTS 2 L8R
PR E o TRY REMEGER & O RAHE# 2016 CEAL 28 4F 6 A 2 B E@IRE)
BWTH, FHMEELSOERORBLEFRLZ L L Eh T3,

FHERRF RS, EMERAREZEMN T 0 7 7 A VRBTEOERES LR
BB ENDD, ZoRD, HOERCLZENMICET BRI SBT3 To/.
UHEEGMORBEEZRZTAZ P IR BF I L CHERT S L & b, BHE
MPRRE LRI BB dIn g L 52 LSRR —E OB & 5%/ E RS cE M
TAHZLENEETHD,

LIcBoT, AFA FTA TR BARERESILE TIRB LN THAIESEEEN -
BEMRMICESE DTOERMOFERFERN 2 HET 80 6B EHE, X
FRUHBEFEHRERT,

B, BHA FTA i3, WEATBIEANEE MG ERBERAEE, AREEIEARR
BRIRIEIE Y=, — AR A A AR NBE S R O BB A B A Es2oBho
b EERR LT,

MR ERDERS  FA P R 20mg, ¥ Fb— & ST 100mg (—
My RAT Y AT (EETFHEE))

HELROPENIPR - FRIOIFEEOHME A % Y o3 E

HELRAMERUAE 8%, AL, A7 r) vy (BEFMRBL) LT, 1
[ 200 mg % 3 AR T 30 ST CaERHET 5,

5 AR e % #&  MSD MRS




2. FAORE. (EREF

FA F—FHHERE20mg ROV100 mg (—f4 - =a7n ) <=7 (BETHEH
Z). LUF AR &v5.) iX, PD-1 (programmed cell death-1) & FD U H L FChH 5
PD-L1 KU PD-L2 & OFG R EEMET S, b M 1gG4 &/ 7 o —F ik Th 3,

PD-1 #RIR4Z T ARR S A B MRS 7 5 Wb 5 72 D0 M AR S FIL R - 2 70 508
AA wF T, PD-1 ik, @ERREBICE O TESEE THEOMEEmICKEL, AcA
FERUG & B SE IR S RS A T 5, bbb, PD-1 XY H P
BT5ZLICLVRRESHERICLS 7P EEFRICHET 25/ ETH S, PD-LI
OEFRBRICBT3RBTOTHNTHLIN, 2<OBRAMETIE T MiEo@E 2z
HIEERPIIZRBR LTV D, BAMKRIZET S PD-L1 OFBELL, BHAE., KRS,
AFAHREE, SPEOE., FE/HBRITRE R & O 2 AT TPRARBTF CHY | KW AETTE
& OFHBEMERBRE S THA,

BEOPALOBERF)TH L PD-L1 SEEOMBEMED B, PD-1 & PD-LT ORKIEE
ORISR BV TEERHE RIS 2 LIVRIBEN TR Y SR AR OER &
LTHFIR TS,

AFNX, PD-1 & PD-L1 B PD-L2 D Y H Y FOFBAEMRET A L2 Ly, HE
BNBEDPOBEESEOMBESME T U BREEE LS, FUREGE % FiEH(L
TAHZ L THIBERARET 5,

AR OV IS GREORERIGIC X 5BHEAE R 5 bbb, BB IETIE
EDTHEMEN S D, ARORE PR U 5T, BEOBREL T4V, BENR
O OLNTEAITE, BB L FRIIE UM Mk & BB A RO EMD & i L Ol
S7aEER B 1TV IBE OREERISIT X 2RHEAM BEbI 5 B& 11T, BIERE RN
B AIOER G EOBNLMEZIT S LERD D,




3. FRPR AR
P9 ABEAIE D IS 2% Y SR ARTBIGAT ST 247 - 7 2 72 AR AR 0D
R E T,

[H2ntE]

[ERR LR T AHRER (KEYNOTE-087 #ER)

B EEAME O E AR P % ) o YEBRE Q1061 BAAN 10BZEE) OLT
D 3OO ag— FERARIC, AH 200 mg 3 B MREEOFMER MBS
i,

- BEE MBI RERITERIC, T L yd e ARFUICLABERESZITEA

#H (aF—HD ‘
- BESE MRS IEEETHY , ho 7 LY X v T RRF AL D HREY
S EE (aF—h2)
- AFE MRS %RIC, 7L Y F e SRF L DIRER (—RIBEX
R LERED —BRELTOT L YF T AR FACLARTERITIEE R
W) EZTTCWRNERE (2tk—13)

k. BRI CRBETRRD LNIESIT, KRET 2R THERARD Sy
BORRKINCEIE LT 2 BE T, REIZIEEO G CREBETIBO LI ET
AFOREEMET DI ENATRE SN, FEFEEHE THLEME (WHET WG
criteria (2007) {Z&-3 < HIPIEI & 5552 RT) (CR) XL ELD (PR) OFG) 12
F1OLBYTholz, kb, FIMCRESNEHAEESHRIT, wThoagk—Fb
20% T o7z,

#1 CHDERE (KEYNOTE087 RE)

aR— k1 c17R— b2 = b3

(694 (814i) (6041}

e (CR) 15 (21.7) 18 (22.2) 13 (21.7)

ik Wor3Ezh (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) LE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#47 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

FR N 3 (4.3) 2 (2.5) 0

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

(95%{E FHEX ) (60.4, 82.5) (54.0,75.7) (53.3, 78.3)




[Z2]
HPE LR DR (KEYNOTE-087 35#k)
HEFRITRBR LT 202/210 $1 (96.2%) (2383 Hh, BITERIL 144/210 ) (68.6%)
AR bivls, BN SULLLoOBERIIZ 20 LB Chot,

F 2 REBHRS%LEORER (KEYNOTE-087 3  (RMMRIIT a4

#EBIAZHE (SOC: System Organ Class) {g{:ﬁgﬁ;
FHAFE (PT: Preferred Term) -

210
(MedDRA/] ver.19.0) 2 Grade Grades 304 &

LA 144 (68.6) 23 (11.0)
B LRy oo rSHmEEE AL AREREES] SERTRChEy D e e
PRI . 1 62 5 ey
SIS T I R e
| Eﬁmﬂﬁ%ﬁﬁﬁﬁﬂ“ |26 T T S )
BREE B A T R T e e e b
FH 15 (1.1 2 (1.0)
il 12 6en | 0 - (0.0)

S RARRER L USRI OIRAR o
"E 19 (9.0) 1 (0.5)
SEB _ 22 (10.5) 1 (0 5)

SRR U e e e g

L R B ey o .(00)
I 12 5.7 1 _‘_(0.5)

BB EUSCRRIMRES o i s i i
L 16 (7.6) 0 {0.0)

g, FVEMEMIRBIL 6 1 (2.9%), KB - BEO FHIIL 3 £ (1.4%). whigpss

(72« N ~JERFEE) 1B (0.5%), NTHEAEREEIE 8 B (3.8%) . MR IpHEhEps
F 29 41 (13.8%) , A4 - BESUARRRAEAE 1% 2 1 (1.0%) . Infusion reaction {3 17 1 (8.1%) .
SESREE 261 (1.0%) BROLRIL 161 (0.5%) T bk, 2. BEOKE
E (RERIEIREGRE, SWALEE, BUSHES) . TEEBERE, BImEmEs. |
TUREIRA, EHRRERE (RIS MEMEERS), Mk, BEEMHEOMm. Bk - 8% 5
R ME ML/ RIS IREER . IR MR B ORI IR b o 7o,




4. FERIZOWT

HERLE L L CHIEETRE (2FERE) B oh TWnaZ edh, YERELE
PHCER TEX AR CHLIVERD L, T0O LT, AROREPEY R EH 220 - 5
EL., AFOREIZ L0 BEERAER 2R LBRICHN 5 Z EBSRERD, LUF
DO~ T AT EM I HRICB W THERTARETH S,

@ HEgricownT

D-1 FED (1) ~ (5) OWThPCEETIHRTHDZ L,

(1) FEASEBREIMGET 2 ASTOEEMN AR (FRE TR 3 ARSI T,
HiieE A3 A 22 B EHE N SIS, HIBE S AL BBHRRRRR TR &) CFAR 30 4 A | AREA - 437
%)

(2) M TEHREREE (CERK 29 4F 6 B 1 AR - 85 fEdR)

(3) EBEMEMERIEET D08 ADEEEER (BABFOEREEERb. AR
BARBE. DS A REREEE R R )

(4) A RALFHIEELRE L, AR HREREME | UM R EERENR 2 Ok
AR BRI AT > T D% CERC28 4 7 H 1 ARFAL : 2540 Fiak)

(5) FLEMERERIA G A EINE O AR AR ET > T ok (FRt 28 4 7
A1 R 1290 fEE%)

-2 aﬁ%mv#yuyﬂﬁ@&?ﬁ%&@ﬂ@%%ﬁﬁ@ﬁw R AR Ik Rl
Bk i OEM (FROWFANTEYTHEM) A, 2R OFRAICET 2ERO
BEEE S LTEEESNL TS Z &,

*

o ERTGIFERIEL 2 EOMBITHERET LizHBII 5 EFLL EOPAREOREKTHEL
FoTWhIE, dbh, 24F0 Hik, BAEDFREE £+ LEBEFEERESOMEL
ToTHhBIE,

o EERTIREE 2 EONBHERE T LERIC 4 £LLEOBRERREALTHD
k. 9h, 3EL R, i BEEEE O 2 ASRPRE S R g R OHE
FIFoTWnAHI &,

@ BRAOERLEHEEOEHICONT

EHEREECEETAEEENEE I, BECENLOEMED., A9 - &
AL O EE CEMSI ST D ERIREE, AEFRRIRE LB ORE
W EPNHLHIITONEREIRESTNS 2 L,




® BUER~OREZ->NT
@-1 MR IS 5 A

PELPENG IR B O B 7RI 309 L7 Be . 24 MRIRIHIO T, M3Mar X
EESIERIT 50 T, F85 LI BRI 1 CABSE IR X CT 5 O BIER OEANC 2
BRREORKRRS A RICB LA, IS TR AR E-> TS - &,

®-2 ERHEFEIC L2 EFESMISICET 5 EY

BABRCHED D EMP R HRE R EE AT S EEESRERBERE=5 ) 7
EROEFRDALZ Y —nr P ETOEHRE L BRALE T 55— ARRIKEH AV
HENTNWDZE, 7B, BHEEHIZOWT, BABH L F0FRICHSCRAMENT
WAHIZ &,

@-3 BIfER ORBEIHIICE LT

AER (RIEPEMZRRBICI R, KM - BE O TR, SRS  miERE L, &
WeaRkEE (RMEMEMNRRS) . NOWEE (TEAKAEME, FORRHEEEE. 5
TEEREE) . | BRI, 5 & 5 %, I - BIEU B RE . BEZR . BIEO M ERE (F
FERERENRAE (R RE . ZTHLHE, RIS . infusion reaction. fMZS - BARESA . EEMHEH
AiE, MORREE (F T« NL—JERIES) . LIk, EEAMKMEE (Com i M
AVESREEN, PRMLPEE M, SRR, EEDREES) . MIRESERLE. A oy
LT, SRR ST B E RSB O P 2 - 5 AT &I L (BIEH O 2Mo0t s
CHLTHRERCIREZIbNIAMTH D 2 L) | EHICHEYROEN T X 5
BESTNBEZ L,




5. REWBLRLIBE

(A 4hiic B4 5 g

@O AR U R RA O B UL e o i BASE OF v )
HNEBEIZRBWTAROEHER RS TS,

@ TRIEEKET 2 8HITHT HARR OB ROERAIEC ST, ARFOH SR
ML SHTELT, KAOREHE L2520,
+ ARERIRRIGR O BE,
o OFENEEE & O,

(22t B4 5 5]
O FREHMETLIRFC OV THAROREREDL SN TWAZ 2hb, BELFT
r o AN
o AFORSH LIRBEREOBETBE O H H BRE

@ BERIOFMICBW T FRICEYT 3 BH IOV, AFORSIIHE S 2N

B, MOIBHRERBEAS R WEEICBY . EEICAREZER T 2 BB TR S,

«  MEVEREAOSH IO S D BE

o JOREGHRE CHEE ¥ D D R R UTE B O R I 7 S0 R e i 4
BRI RIERERDB AL BE

s HERFEBOSIE, MBS L AR08 Damsk B o BEED
& DA

«  EEBERE (EmEBNRBEEEZESD) OoboBY

v BEOBRIIMEERAT LIRS

*  ECOG Performance Status 3-4 EPD @B #H

@D BCOG 0 Performance Status (PS)

Score | E3E

0 | 2<HBER{EBTES. BHEALFELAEERISIRAE<TLE,

| AEBCE DO EBERIRES N 55, BT T, B{EEEE - COTRRIIT S - LA R B,
Bl - BOEE, BRI

ROohEBAGOFDEY O L L TERyy, Bhd 50%E L&~y KT BT,

L LV o]

Z<ET V. BGOHFORY O BT TERY, BRI0Ay RET TR 5T,

BITAETAS OB ORIN OZ 2 @34 TAREMERIITE 2V, BPO 0% LR~y FA DT,




6. BMETBLTHET&HR

D B CESOMA, BEREERPRET D EREICE S E RB O R R UEIERE
AOESILELRERE IR L THbATH 2 L,

@ WEBIAIC ST, BE I FOFRICHEA OEREE+STRA L, REAH
ThhbEETHI L,

@ ERBEMERAO<RI AL MI2NT

BIEMEMEEN D D Z e Bh A0 T, KEO®GIZHT- - Tik, FEE
W (B, R R, ) OfRRE UEL X RE O RS, BEE
SIFFH Z b, i, LEISCTWE CT, hF~—r—F0kE L £+
LTk,

infusion reaction 233 S B Z LA H 5, infusionreaction AFR D HNFEEIT
ML EERAEELT S L &b, IR EE T A F CREOWREL i Bl
THZ &,

FURIBREEER L b5 Z LA H 50T, AFIOF SRR U 511/
I EOIC PRSI (TSH, Wit T3, WSt T4 S 0RFE) 2515
&,

IFBEREE R H b s 2 A5 50T, AREN DR 5 BRI O 58T
EHIRIC R A (AST, ALT. y-GTP, Al-P, EU A %ORE) #EiE
THIL,

AE DS (AERECIEEREREZET) SOEBLRBEERD LD
LEBRHLHOT, BEHNCIROREOTELHERTLHI L. £, ROBFER
R LNEHEAITE, #ehCERSEES2 T L IRELHETH L,
AFNOBEEIZ LY | BEORERIGIZEET S & B 2 Hh b1k % 2 ERSRE
RhobNdZ ENEHDL, BESEDLNESEAICE, BHELEBERIEUE
PR 720 natk & BRUR & R0 B & S U TRt e R R & 1TV, R O RE
B X BERMERA SIS EA T, ARAIORIE ik, R ORISR E S
NECRIOREERZETHZ L, B, AERERNVTOREICIDEIE
AOWENRED HNRWEEICE, B R RAE LS o a8 ik Al o8
LHBETHZ L,

L THE, AR OEI ABRBL TOrLEERRRETI BB DTZD,
AAOFEHETHRICOEHWER ORI+ HIcEE T &,

| B pRIE (BUE | ISR B2 &) M bbh, HRFES, b7 F—2 2
WEAHZERHLOT, OB, Bl EMZORROERLOEED LA+
SEETAHI &, 1 BEREARDhESSCEREEREL, £ R H
Bl 55 O LB R 1T 5 Z &,

@ FFOBHFERBICBWT, #5EAL 2B LCEDHEOFEMEZT T D
LEBEIL, AFIEEDIENNICELRE COREOMRLITOI T &,




BEEHEET A R T A v
~NAhTu ) A<wT (BEFHEBRZ)
(BEFE4 : %A b —F BTEHE 20 mg, ¥4 " —F SIEHE 100 mg)
~R¥ bR~

Rk 2 91 2 (FFxE 6 AET)
B4 B EE




R/

LB

A ORHE, TEHBT

(1Y 3%

FEERIZ 2T
RERBRE I HEBE
RHEICEBLUTERE T x3BH

e

P2
P3
P4
p7
P9
P10




1. LB

ERBOFEE - ZEMORR O DI, A CESICE DWW ERFE AR
HILD, &6, MEOREFIFOMAC LY . FIRERIL R & ORI 2 HE e R
FEERLPERINZPT, 2o 0EEHEHEICHERBEIZRET I L BB
B E o TR Y RFHEMBOEE & YCEEOERTH 2016 CFRL 28 4F 6 A 2 H BERIE)
BWTh, ERNEENEOCHERORBIEEZRSL Z & & ShTna,

RS ERL, BAERR 2 n 7 7 A VPBEFEOERS LA LR
RHZENHD, ZOD, AMEECREMCET BRSBTS F Coll.
UHERLOBEZBZTAZ EXPFINABREICH L THERTZ & & bic, BlE
MARE LB B e d i g & A Z LS alfEl e — B OB & Fs T ERMSE CER
TAHLEBEETHSD,

Liziio T, RAA FIA T, BAREESZILVE TR LAV TV AEFESR -
HER R E-SE, LTOERLOEBERERZHET 28O MNEREY, B2
FEUEBREL T,

RIS, BHA VT A bk, MSEITEEAE R ERBSAE SR, ASHHEA R A
RIERES, —RAEEA B ARBRANR B2 R O—AEEEA B ABRER PO
J0h EER LT,

R EIRAERS XA P—F HEEE 20mg, ¥4 b—F AMEEE 100mg (—
s aTn Y Xvr (BinFHEER))

HEERDMEIBE « B AALFIRIES EE U RIRYBR AR R LR

HBYRAMERCHE  WE. KA, 2Aa7n) Xv7 (@ETHERL) LT 1
B 200 mg % 3 BWMRFERT 30 202 T TRBEIET 2,

| B iR 58 # #F . MSD #atk




2. AFIORH, ERBF

XA P HHEEE 20 mg RV 100 mg (—fftd - RA7 R Y X< (BE
Z)v BUT THRF) &vv9,) i, PD-1 (programmed cell death-1) & FD Y H FCH D
PD-L1 X O PD-L2 L OfEGEERERETS, © ME 1gG4 &/ 7 o —F VK TH B,

PD-1 BRI T MIA SIS B A 1 O ik 2 12 b ie D3 A M 31 37 B 35 e S 4
AA 2 FC, PD-1 i, BEDKECBOCESRR T HBOMBREmICEE L, BO%
BBOGE ST RSB URR e GIE RSB HlET 5, bbb, PD-1 XU A R &S
BT L LR IVHFESERICE D V7 I mdEr AICHET 2285 CHh 5, PDLI
OEFMRIC BT HRBUILTHTH LN, £ OBAMBTIE T MO = 2z
DIEEBFNTRBL T D, BAMESIZIBITS PD-L1 OEREL, S, P,
Fruiass, SREGE, IR & Ok 2 RBATTRRREF CH Y, v s
EOMHBMRREIN TN E,

BHODB A OFENTH L PD-L1 FBOMAMED 5. PD-1 & PD-L1 ORI IS
DREERH I THEERHFZE S Z EARBINTEY | H e AR OEY &
LTI S T3,

AANL, PD-1 & PD-L1 RUFPD-L2 Ol ¥ X o FOFEEEETA - LIz Ly | IS
WNEREE P OREE R RIS ENE T U o7 SRA ML &Y., PUEERE & By
15 & THBENR&%ET 5,

ARIOERBFICES GREOGRESIGC L DRMERS RS b, B8 g
EDFAHEMDDH D, AROBREHR GRS, BEOBSE STV, BERR
0 HATHE T BB LI I U - R0 72 il & R A B o IRl & Hi L il
NIRRT BEORERIRIC L BRIERPEDN A BEI, BIRRESL
EURIOREFEOHIRNE LT O LBERH B,




3. BEERRE
DS AAC R BRI L 7o RGO AE 2 RIS B OB S 2 1T - - 7
FeRABROE 2 71,

[GahiE]
PRI RIS MARRRER (KEYNOTE-045 #5k)
7T F T RE R G b AR BT 5 REDEITEE X ORI LR R R
54201 (AARAS2BIZET) &RtEic, AF 200 mg 3 BB REOF %L ORE
PR, (bR E (RS2 D F XA, FEZ BT vinflunine) 2% 3B & LTRELS
Mol 73, BRI CREBEITARD LNES, KRBT AR TERAED LR
IROBROBERAICEZE LT 2 BE Tk, RELEO B0 cRBETRRG b D
ETHBOEEG LT 5 2 LR L Shvl, TEEME T A4AENM (08) 2O
FHTATHIE (PFS) L i, RANIEIE L B LT, OS 2 BInEE L (&
LEGI )
' T I P RANESTHEERE (B BICEAETARMEAE. RUTISFREARED
LSRR L DR - IR R e 12 0 BUNICER L AE SRR AN b,
*2 1 AZINCIE vinflunine IERARTH L0, AP DV FIXEANE FE 5 EAOWERMERENL
7o




# 1 KEYNOTE-045 iAo A2t g
Al 200 mg b SR
Q3W
(270 1) (272 1)
oSt Hrefi [A] 10.3 74
(95%{5HH X [H) (8.0, 11.8) (6.1, 8.3)
NP— P 0.73
(95%fE fH X R (0.59,0.91) —
P {j¥ 0.002
PFST hdufE [H] 2.1 13
(95%IEFHIX ) (2.0,2.2) (2.3,3.5)
ANH— RERE 0.98
(95%{ZHR X 4] (0.81, 1.19) —
p fis 0.416

b RIS — & 2016

EORTAN Y bAT

T @R Cox Hfil A~ — RETF T L BIFHRE & Dk

SRl ST O RE

I; RECIST A FF A o 1.1 BRI E-S < Ay e i

Q3W : 3 MM R 5

100

90
80 1
Fithy
# 60
g SQ«
H 40
30
pithy
10

i G SEINY

O e

g
at riskie

FRTEET R TRTRY Y Y

4 & 8 10 12

FIRTTPRTY SIS

2

8{A)

14

P

HEWOME QIW
(LRI

= 1

270 226 194 169 147 131 87 54
272232171 138109 89 bR X7

16 18 20 22 24

27 13 4

o o
4 3 0 0 o

0S > Kaplan-Meier fi#f (KEYNOTE-045 #5%)




[Z4H]
EFR AL EHE MRS (KEYNOTE-045 #5%)
A EFRITARRIT 248266 1 (93.2%) K UYFEENIEEE 250/255 1 (98.0%) 1283 5
tu, BERIZENEN 1620266 B (60.9%) B UMEFRIERE 230/255 6] (90.2%) uﬁ&)
LTz, AR CHEEER %LU EORERII TED LBV Thotr,

F2 BALN 5% EOBIER (KEYNOTE-045 B  (RAMMmiTxSam)

FEBIKEE (SOC: System Organ Class) {ﬂjﬁﬁﬁ(&)
EAFE (PT: Preferred Term) 2664
(MedDRA ver.19,0) 22 Grade Grades 3EL
2EIER] 162 (60.9) 0 50)
SRR T T T T R
Fﬁﬁﬂﬁ%ﬁﬁ?f i Lo 68 0 (0 0)_ _
B sl i ] A T e AT L
T 24 9.0) 3 an
By 29 (10.9) 1 ©4)
g CREEEBLOREAORIE e e e
W 15 (5.6) i (0 4)
g 37 (13.9) 3 (L.1)
Fa 17 (6.4) 0 0.0)
CARHEB XUSBIE e s s s e
ﬁwﬁ.ﬁ.. e 23 . @6 |
R 52 (19.5) 0 (0.0)
%5 2 (8.3) 1 (0.4)

mF, AFRET, BIEA S U TRVEMEME R 10 6] (3.8%) . KB - BEO TR
78 (2.6%) | #pEREE (:\‘»“3‘/ ANV —REREEE) 1L 1B (0.4%) | FTHEREREEY
1441 (53%) . HIRIMEREREE X 23 4] (8.6%) . BIMSARIEEL 1 (0.4%) . Bi%
AopEE (Mm"ﬁﬁa‘i@ﬂz%‘é&%) i1 (0.4%) K UF Infusion reaction i3 1 #8 (0.4%) -
D bV, Eln, BEORERE (KAGHEMEIEGER. 2WA08, BRAES) | T
EFIERSE . 1 UBRIE, BRR. A - MO RMIBE . BRERSE IR, Ok, M -
BB, 5 & D BER ., St NRIE A MR R, B MR R OV IEEREE 19300 B
Tahea i,




4. JERRICOWT

ARG L L CHEHBRERE (2FHE) SBEELRTHEZ e, HiHELH
T ERTEX MR THLLERDH S, TO LT, AR OEENEZEBE LB - ¥
FEL, AROBRGIC LY EELAERERE LEBICHST 2 Z BB ERD, LT
OO~@DT R CEWETHRRICBOWHERTLRETHD,

@ Mo

D1 FE® (1) ~ (5) OWTRNCEETIMERCHD T L,

(1) BEABERENEET DS ARHEEILSREES (BREAFR ABREYEIL SR,
DS A B FOEIE L AR, RS A BPREEe &) CERL 304 4 A 1 R : 437
HiE)

(2) FEtgaEmlE (ERR 294 6 B 1 B 85 MGk

(3) FGEMRMERIETT A BADRELETR (BRADERIEREER. KABRER
WA, DS AR EEEHEER B &)

@) AFALFFIEE R E L, AR b EEmBE | U3 SRR 2 Ofgk k%
CRARHET> TV AHEE (FER2847 A 1 ORA 2540 HEdr)

(5) FiEMEEAINT EEMEOHREBIRABHEIT> T 5Ek (Frk 28 F 7
A1 RERA 1200 figR)

O-2  FRE &P bR R R O RIVE AR O 5 40 e 0k & R 2 /o E M
(FROWTNMCYE T HERM) 23, YRR OAAMBET 2HEOEEE L L
TEHEBE S TWAZ &,

®

o ERiGRFFEREE 2 FOMBEHERE T LRI 5 EL EORAIEROBERMES
ToTWAZE, oh, 2EM X, PAFEGREY T & LIZEEEE-OWEL
fT>TWHI &,

o [ERMGTEGE 2 FOMMIHEZET LRI 4 FLLLOWBRBAEORKIHE
BTk, 96, 2L kR, RE LERBOBAEMEEZE0NRAIEROE
RMEZRT -~ TWnH L .

@ BRAOERMEREFROEHITOVT

ERMEHRETRICHE T SHEESRE S, RECENLOFRED, AOE - £
LS EFHHROFHRL CEMBIZ S 2 FRBM, S EERSBE LG5 ORE
EH. BREOPICTONOERINE-THLZ &,




@ BUER~OHIBIZ2NT
@-1 MasRAWIC 4 2 E#:

RN REDSEOBEELAIEMANIA LRIz, 24 HRESEERNO T, YERX
VB RERR 1T, BB L RMERIZIE U CABRE LR O CT S ORI1ER ORI %
BRRBEORKERNY BB o, BEhioswigdkbngE-tna ok,

@-2 EREFEIC X 3 HEESNCET 2B

BABRCED 3 EMN R MR R AT 3 EREEESRERT=2 Y
EROIERDOAL ) == TEITOVERE LIEE 2 54 TX 55— ARBREH B
WS TWwaZ &, 28, BERARICOVWT, PABRE L FOFRICHDIEM ST
WAZ L,

@-3 BIER OB B LT

RIVER (RIEMERRARICIN A, K% - ¥ O TR, FHHREREE -« B (LiEpRE 4. &
BRERRES (KB REMER%) . WOWRE (T IREHaEmE, R, &
EHSEERRE) . | BUBEIRIN, 5 & O MRk, fR4 - AR RLEAE . EAS . B O SRS (O
R RIRARAE (R RE, ZTAIHE, SARMES) . Infusion reaction, IMZs - SIS, EEMEH
E, MRERE (K7 S LERERS) . DBE. BESMKEE (StEf MR
DPEREDR ., EIPEE, FRIFEGE . MEERIEES) . mMIREAIEEEE, M) Io%
LT, SR TN E RSB OEML 2 61 2 B 2 EE L @HER OB
CELTHERVIBAZT ONARMICHD L) | BHIENRAENR TE K
BESTNDHI L,




5. RENRLRDLBE
[H i 4 5 %]
O 77 FFREEETALFRERE AT 5 RPTETHOIES O R EE ERUEO B
BB CARDHEMERBRES L TV D,

@ TRIZEYT D BE T 2 4RO S R USEHH R 0T, RO IS
L ENTELT, ARORGHRE LB,
o TP FREAE SRR L SIEFB OB,
v Fiiomn bRk '
o LOTUBREEEA & OFFA.

[ Zestkic B4 2 HmH]
O TREEUTIAFIIOVWTHAFAOBERES L SN THA T Eh, |EEIT
bk,

o ABIORKS I VIBBUE OB H B BE

@ WREFIOFMICBW T TRIZEY T 2AF I 0T ARl oRGEHEI W

. OIEFEIREAS R WIFEICIRY . EERANEHEA T L E2BETE D,

o MEMEREBOGHIIREDL 5 BE

o JWERER R THE R &R 5 BE R ONEEME O SR AR Bl o R Gutt i &
FEOMIT RSB DI D BE

s BOSEERBOSH. OFBHAYLE L RO B R EL OBTEREO
HAHBE

o [EZRERE (GhipiegiEEsr5t) OboSEE

o HEBORENIIEEERTLRE

»  ECOG Performance Status 3-4 VDB H

D BCOG 00 Performance Status (PS)

Score | EF

0 | 2{MELEBTE L, BRELE U HRAEENHIRL TR S,

PIRENZI LV MEBNIRIIR S 528, HITAHE T, BERELE - TOERIMTI Z LR TE S,
B BVEER, FHIEE

RBoNEEHFOFOEDOI L LATERY, HFOS0% U EE Ly FARFTBIT,

E- LV I o8

2{#Fal, ASOHFOREN O S TERY, BRIy FMET TIBIY,

9

BRI CHAOEOE Y O % L3 TS THREA BRI TER. APO S0%LEE~y FATEIT,




6. WHICELTHETREEH

© BEXEFC A, PSR S EE SR 2 TR S RA OB R s T
MO S LEREREZ T ES L CThbERTAZ L,

@ TARBAIZSES L, BE I FOFRICAGHR OEREL 53 L, REL2E
ThbEE42Z 8,

@ FTAREMERO~FRYRA L Moo T

FIEEMEBYRH Gohd 2 BB 50T, AROREIZH - - Tk, MIE
W (B b, FRREEE, ws) ORREUIEE X REoEmE, Bsse 1+
AT D 2k, Hlo, BB UTCRE CT, miE~—br—%0MmE% £t
HT &,

Infusion reaction 234 &35 Z & 133 B, Infusion reaction 73388 B /- A1z
WL EEARMBEITO & L b, ERBEET S L TREORER e
T5HZ &,

RRBMBREREE N b L5 Z LD 5 0T, AKIOF 554451 R U 5 41/
PIUEBIE I BRI AR (TSH. 58 T3, W0 T4 S OWE) &£ BT 5
ek,

FHEREEENRDH LA 2 ENRH L DT, AFIOW S BRAHT MK O 5 8B
EHMIZATHEREME (AST. ALT. y-GTP, Al-P. B ) LU BORE) % #HH
THZE,

S ESRE PR LR I EREREZET) SOEBLIREERH bR
ZEBBLOT, EHINCIROBREOAEEZERTDIZ L, -, BOREHR
O bLRHEITE., BPPCEREBREE SR T BEMEETL L,
AR OEEC LY | IREORERINTERT S LB 2 b 514 REBOEEE
DHLOLNLZEBHD, BEPBOLNZEBEITE, BELEFRIISTE
MR N & IRBR & R0 [E M & L CESIARERIRM 21TV, BE O GE
R LD BERD B A HEITIE, AFIOREIHIE, RUBIBRE R
WECROBRGEEEBTSH L, B, BIBRERVT O8R5 L RIE
ROEESRD LHRWCEEICIE, BB EE R Lo me M 0B
LEETLH L,

BEKTE, TEM»LEIRARB L THLEIENARE TS LRH 510,
AR O ERTRIOHAHEHORBBRICHSICEET 2 &,

1 HUBERRYR (BUAE | BISERIR 2 Sde) bbb, HREES F 7 F-v R
WKELHZERHLOT, B, B, BHEOEROBEC MBEEO LRI+
SEETDHZ &, 1 RERES DN ERAICERESPIEL, AR ) il
Ao GEOBEELRAEEZ{TH 2 &,

@ AHORERRBRIZIWT, BRGNS 9 BE, LRI GMHEAE T HEMI
6 BN, LML | FLEL 12 HERR CHEDEOG AT Tz
EEBEIL, AFREPIIEYNCERRE CHROMIEEITOZ &,
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REERHETA FF4
RATa) AvT (BEFHHBREZ)
(BF4 : ¥4 F—F SHFEBTE 20 mg, %A PA—F AR 100 mg)
~BREE~A 7 a7 74 PAREEM

(MSI-High) %7879 % EFE~

Rk 3 041 2 H (HFace 6 AED
B4 S EE




B &

Sk W=

Uiz

AF DR, TEREAF

PRR XA

MRz - T
5L i s BE
FHITBRL CRET & HEF

P2
P3
P4
P9
Pl
P12




1. XC®ic

E# L OA M - BEMEOTEO DI, WA STES IS EIERER N RD
LD, & B, EORSFEEHROMERIC L, FRERM R E OERN R HBIERR
FEELAARINIPT, 2nbOEEREHICHERBEICRIET 5 2 LPRED
BRE & 7o T Y RS MECEE & B0 REAT ¢ 2016 CEAK 28 4 6 H 2 B BIRRIRE)
BN TH, BEHHERNSOMHORBIKEEXHLIZ L ST,

R MRS L, KRR e 7 o 7 v A AMBBEFEOEREMEP R
BAZENBB, ZOEDH, HPERCEENICET ERSTERT L L TOMR.
Wapmw O BB SIS D SR ENSAFICH L TEAT S L &bz, BifF
FASEEER L - B B i % & B T & AR — i OB & il e T R B T A
THZENREETHD,

LitiRoT. AAA KF 4T, BEBIEL T CRELN TV DEFIER
B R 5% | DT o ERRORELEREMEET2BE0 O BEREG, B2
HROCBEEEERT,

. AHA FT4 ik, MarTEiEA BEDERSRRAHME, ABEEEBEARS
KE BRI A B ARBRERPRHE & & O iR L EE A B AR IBIREES O )
D EERRE LT,

St b HAEME A B A—F SHEENE 20mg, ¥ bA— & IERHE 100mg (—
ek _RATa ) Xv T (BRI

HEELAMEUINE  BAALFRERICEE LT - BROGHEE~A 77 74
FRZEE M (MSI-High) 24+ 2 ERE (EREiERSmEER
BRI S)

HERAMERCHE | ¥, AR, a7 r) Ay (BEFE#HER) LLT
[ 200 mg % 3 MR C 30 23 WA CAliET 5,

5 i 7 ¥ A MSD Bt




2. AA O, (ERBE

FoA SRR 20 mg SOOTRLEIEFRE 100mg (—4 : RAT Y Xv 7 G
AR Z) . LAF PRAD 205 .) 1, PD-1 (programmed cell death-1) » 2@ Y 4o
FTH S PD-L1 RV PD-L2 & DA & EEAET S, b Mb1gGs &/ 7 o—F ik
ThHD,

PD-1#RBK 1T T AMALSOIZ B HLMEAE 7 B 3k 5 7 I S AL AR ST -4 5 20 o 40
AA T T, PD-1id, ERERIRICB W CENR T AlanMiEEmEIzRE L, 506
B B % B e A PR R R B S 2 T 5, Tt PD-1 XY H o R ek
BTV RER AR L AV 7 MR BT 5256 Th D, PD-LI
@Eﬁﬁ%ﬂﬁﬁé%ﬁmbfﬂf%éﬁ\%<®ﬁh%ﬁﬂiT%ﬂ@@%%ﬂi
HIEEMRFNCRILL T D, BARBICIIT S PD-L1 O &SRB L, Sk, TEs.
FERRLE . SREE, FE/NBEBIE R ¥ OB BRATTHRARR T ThH Y | #RyETEER
& ORBEWERRE TS,

WEOBADEIRE) T L PD-L1 BEOMBMA S, PD-1 & PD-L1 OFRKIEE
DHRIZEFHZ BN CHERREIZE S Z LARBR SN TR Y | Hik AR ATAEOEE &
LTS TWS,

AFlEE, PD-1 & PD-L1 K ORPD-L2 D ) H o FORAEETSZ 2 &z v | JEE
UNREE P O BB RGBS ENE T U 2 SERE IS S ¥, YilBs a2 Bisiy
T5Z & CTHIEBS R L REY 5,

AANOIERBT IS SREORERIGIZ L 2 BHERSRH 5 b, BE LI
EOFEMERH D, ARORETRORERICIL, BEOBEL 2TV, RENE
H BRICGARITIE, R LIRS I BEMR 2 0l b RER & 15 AT & i L O
s BRI 21TV BEORIERIGIC & D RHEM RO B EAICIT, BB R
T HIOR S SO RINE ETH LERE B,




3. BRBRRLAR

NAALFFERICBE LT - BROBHEE~A 707 74 PREERE (LU
IMSI-Highi &\ 9,) #F15EEE EERRTAEPRERBSEICRD) OARR
VR & AT - I LR ERRB O RE R T,

f2¥s, [MSI-High 284583 2B LT, IPCREIZ L Y MSI-High & $#E i i
# 2 BHTAEE () ik IMSI-High (PCREE) #HTHBE ] LEL L. DNA
I Ay FEHESBROMESH L EEBERTHE URR). TR 5LIPCR LD
MSI-High X psoiesiiibaea (BUF, THC W H,) iz kb I X< v T B
OXRB (BLF TdMMR] v 9,) SHIESHEZBE) #ERT 5846143 IMSI-High
PHTARE] PERTL, HCIEIK LD MMR & L PCR #C L 2D MSTED—E
T 96.6~98.7% TV CH B I LERREIN TN D,

[H#hE]

OE PSR % T35 (KEYNOTE-164 328k)

7oALY I P RAEREER, AV T F RO Y 7 IR KR
W X BALFERIERE O H DB YR N ER /e AT - RO dMMR XiX MSE-High (PCR i£)
WD AT AR - EEEE 61 fl (HARNTHZ S 26RIC, AKH 200mg3 8
IR (LT fQ3wW) &vv3,) BEOFMMER ARG Sz, 2k, BT
M CHEBETRRD b BEI, FKRET 2R TERARD b WEORKAICL
E LTV HBE G, REICUE O &N CREBEITARD b 5 F TR0 G 2 it
B nm bamEEE Shit, FEFER THHEDHE [RECIST HA FF7 42 11K
WS PR X A5eEY (CR) WA EL) (PR)] 0o T, AMEBRICEE
A6l FIORRERRIOLEBY ChoTz,

Ly 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.: ] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,; JAMA Oncol, 2017; 3: 1197-203

(2) premgue - 300 CL THC BB L D S 2w » T8 4 /37 Ch 2D MLHI, MSH2, MSH6 X i% PMS2
DO TRAORENRED LA VEESIT IMMR, PCRIEIC LY 200t~/ a P75 hv——T
R BETEEOY A KON &84 MSI-High (PCRiL) LHEERI,

4




#1 BERBEVRERCEFE (KEYNOTE-164 )
(RECIST ver.1.1, HEMEMATHBERMYS, PRYUE, 2007E 2 0BT —F I v h37)

A FiE (%)

%E%ﬁu%j}% 61 ﬁlj*l 39 W‘JQ
&R (CR) 0 0
#5r%E% (PR) 17 (27.9) 9 (23.1)

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

1T (PD) 28 (45.9) I8 {46.2)
HEEASHE (NE) 2 (3.3) 2 {5.1)

Z=% (CR+PR) 17 9
(FRE [95%IEHRE] (%) (279 [17.1, 40.81) (23.1 [11.1,393] )

1 BT BER. ¥ HERT I BEMO 5 5 MSIHigh (PCRE) #AT+58%E,
*3 . IERRTE

QEBALE S T+A3E (KEYNOTE-158 #%)

—IRIER L L TR L R RIER O b 5 IS IR R AR/ 1T - B% 0 dMMR X132
MSI-High (PCR #5) B2 &4+ 2 EBEBRE ™ 6440, AH 200mg Q3W #5074
MR L 2RI SN, ok, EEFE CHEBEITRED LB, Rl
T2 RIERPRD DR W EOBRENCEIE LT 3 BEF Tl kIELAKEO BEL T
CTHRBEITHED HNEE CARAOR G 2k T2 2 L3 ARRE Shi-, FEFIEA
THLHEHR [RECIST HA K740 L1 RICES hiflEic L 52524584 (CR) X
%% (PR)] 2OV T, MSLhigh & BT S himBic KRB IO S8 ST 83 pijs

(FN—T"K) OFERTE 2, ARBRITEGER SV o4 B0 5 A EIER ORI % 3
DLEBYTHosT,
K2 BRBSYEXROCEHR (KEYNOTE-158 3R, S —7K)
(RECIST ver.1.1, AZWEMATHBENS, FREE, 2007848 B AF—2 v b A7)

A A B (%)

RAREDR 83 451" 28 {312
SEEEE (CR) 4 (4.8) 3 (10.7)
HES (PR) 25 (30.1) 8 (28.6)

ZHE (SD) 20 (24.1) 3 (10.7)

#77 (PD} 24 (28.9) 9 (32.1)
HEEARE (NE) 10 (12.0) 5 (17.9)
#E4h (CR+PR) 20 11

(TR [95%IETEE"?] (%) (349 [24.8,46.2]) (39.3 121.5,594] )
¥ MM RER. 2 FOMMTERERO S b MSI-High (PCR ) #4592 HB%E .
*3 . IEREE

53 0 L 40 A~T 125372 70— 7 B UK MSI-High DM TRIEEAE 282 AR 2 -7 K 105 1
MEN, ZA—7 ATIIEPE (BT LE#E), 70— 7 B ClllaEs (R oS OB . =717
72 —BREMEG R . V—F C RN, B, N, B5IE. ISR OV SE MR P S R

(AL U RS E R YY) . 2V — 7 D CRETH PSS (MR CRIBEIEE A R <). 2
A7 B CHLT S (R L), 70— 7 FCIsaE (R LR . 20— 7 G T MU,
IN—7 HTHEPRME, ZA—7 T CEPRIREE, 27— 7 ] TR (PN 3 RS e < )
T A~ K T MSI-High %87 HBEME (R85 - EBBE20R<) BRESELANLBIT, Fl—F A
WA S NI BE O MSHHigh I2oWCHL, b FRANZ T 4 TRIFIFIC L D HIE Shi-,
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#3 MSHHigh 2859 2 BREOBIEN ORSHE (KEYNOTE-158 3E)
(RECIST ver.1.1, AEEMETRBRERS, PRYUE, 2007E4 B 28 B —F Ay b4 7)

il B (%) #%h (CR+PR) Bl (%) #% (CR+PR)
- 94 f4i|*! (TR (%)) 39 45" (TR (%))
1B N - 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
H i 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
ERT=R 1) 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Bl R R 3 (3.2) 1 (33.3) 0 0
M B B 3 (3.2 0 1 (2.6) 0
/ISR 3 (3.2) 2 (66.7) 0 0
TR TR 2 (2.1 1 (50.0) 2 {5.1) 1 (50.0)
TR PN S R IS 2 (2.1 0 0 0
GIETNS) 2 (2.1 0 1 (2.6) 0
JR I RO 2 (2.1 1 (50.0) 1 (2.6) 0
BRiRE 1 (1.1) 0 0 0
SR .90 1 (1.1) 0 0 0
I SZ AR 1 (1.1 0 1 (2.6) 0
% R R 1 (L. 1 (100) 1 (2.6) 1 {100)
MR Jlgb 1 (L) 1 (100) 1 (2.6) 1 (100)
PR 1 (1.1) 1 (100) 0 0
- ¢ 1 (1.1) 0 1 (2.6) 0
FRHkE 1 (1.1} 1 (100) 1 (2.6) 1 (100)

*] : AR R, *2 . AT SRERO 5 b MSI-High (PCRE) 2 FT58%




[Z42]
OEIFESILFS T35 (KEYNOTE-164 35)
FEFHRIL 60/61 #1 (98.4%) 1=, BIFEMIL 35/61 6 (57.4%) IR hnl, RER
M S%EL EORIERII RO LB Thot,

I HBEEN %L LEOFHER (KEVNOTE-164 3B (2 iipirdSan)

FREBIRLE (SOC: System Organ Class) FlE (%)
FAFE (PT: Preferred Term) 61 |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5

i, BMEMEMRE 18 (1.6%), BEEORBIEE (EHEIRIEGERE. £,
HERIEES) 161 (1.6%) . BFEshEREE 3 6 (4.9%) O I RRREE 2 1) (3.3%) . ﬁ
%361 (4.9%) . Wide - BRERRAREE 1 61 (1.6%) . M7 - BMEEZS 1 41 (1.6%) 2338w
z’w‘:ﬂ o, KIBK - BEO TR, MHEEEE (X7 0« S U—EERY) | FRiiiap

. BIERRERRRE . 1 BUBAIRA. EHkERE ‘”ﬁi URAMEHEM SRS, EEHE I, O
ﬁ"ﬁﬁé Tyt i /MR SR BN . YRR AL, FREEERES . infusion reaction B TAER E S
BEAERO SR o7, ARERARERIVIEESES (BRREBERE ST 22
DHRIHERERT,

@EBEEF S T 4B (KEYNOTE-158 348&)
HEFERIL, 0194 61 (96.8%) 12, BIERIL. 5804 #1 (61.7%) 3B b, I
BB S%ULEORERIITED BN Thal,




# 4 FBERN UL LOBER

(KEYNOTE-138 #E) (RS LRI S 4H4H)

B RIR S (SOC: System Organ Class) FlEk (%)
HAFE (PT: Preferred Term) 94 47
2 Grade Grade 3-4 Grade §

(MedDRA ver.20.1}

8

[
—

(8.3)
(11.7)

(1.1)

eds. FEMEMER 46 (43%) . KIBR

- EEOTH3H (3.2%). WWRIEE (¥

VoS L SERRETE) 2 41 (2.1%) | ITHEREIESE 8 41 (8.5%) |, FK IS RERE'E 8 1 (8.5%)
| BUBEIRTA 1 1 (1.1%), infusion reactionl # (1.1%) A8 bz, £/, BEORE
B (BEMRENUEGRTE. AN, EAEES), TERREMEE, AIRiSisEs,
EREEE (RME R EMER RS, BER. B - ShRAE, ERESEIE, O
g6, M - BENEEZR . o MR MRS MESEEIR, MR, FRIEERE R O Y 5 IEL

HER 8 LA ho T,
aHtE AR ERT,

FIYERAIVRILIBIE SRR (BRAREMREE L2 2808




4. FEBRICTOWT
AR L L THEMEEBTICRT 55 - EIBE %R < MSI-High %484 % BREEIC
T HEHARERERREOLN TS, ARAELEY. EERRY X7 EHHE (RMP)
WES AR DIERLZ 2HEERIEB ~OW RIS 25T Th > T, A DR 5.3
HWER A DR - SEL, FROREICL Y EELBEMNZRE L BICss 5 2
EBREIRIZE, LT OO~@0F < TEWHE TR B AT 5 2& Th b,

@ HERIZ>WT

O-1 TR 1) ~ (5 OVTFhIrEELYTIHRTHA L,

(1) BAEF@HREPIEET DD ABREEI RIS (BB IR A A SRS IS .
HIR S A RS HEEEL AT, IS A BB &) CERR 3045 4 A 1 AR%A - 437
MagR)

(2) WEMRERET CPRR204E 6 A 1 HIA « 85 Fagk)

(3) FEMIEMENRET D BA DR (AR ERR. S AR
A9k, 2 A S REEEHE R &)

(4) ARACFIEEERE U, A R(BBBRENE 1 SUIA SR EREME 2 o ek
L%é?ﬁ%ﬁormémﬁ($&m&ﬂﬂ1aﬁﬁ:%mm%)

(5) PUBMERREAL S EBMBE O MR AR BHEITF > TV AHER (FRE 28 4E 7
ﬁlaﬁﬁ 1290 k)

D2 FHBR & 75 R COLARE R OB AR O S 45 mik & B i
DER (FROWTIPITEES TS EM) 25, YR EMOARICET 2AROEE
HLLRESh TSI L,

#

v EMLTFREE 2 FOYHPHERZE T L71-RBIC 5 B OB ABEOEETHE S
ToTWaZ b, b, 2FELLEIL, BAEYERES XL UBREBRBSOTHES
FFHoTnBZ L,

«  [ERBFTFREE 2 FOPETHELET LI-BIC 4 FU EOBEBRRIF LTS
ZE, Oh, 3L RIL, W ERDBIETEE COMN AL R ST ATEED
BRHEEIT T DH D &,

@ BAOERLBREROEKHIIZOVNT
ERMEFBREBICEFTOEMTESRE S h, MECEILOBMED ., FOit - &
M FHEENFROEFHR CEMS IO 5 BRI, AEESR8RAE LEEA W

L. HRHECHTITORABHINE > TnE D b,




® BUWER~ORBITONT
@-1 MEFREHICET 5 B

RBDPE I 1855 00 B 7 BT A 36 LT, 24 ISR RR AR . M iR
OB IV T, R L BB U T AR B R OF CT S0 B O3
BAREORERESY BRIB O, EbICHRTiRAERE-TnE D,

®-2 ERMEFICL3F5FHSNGICET 5 EHS

DBABRICHED 2 EME B R OEELE T 5 EREFLEPBMERT =2 Y
EROIEFERDOAY ) — = T EITOFRE LIEHE 1 T& 25— L ERIEH 28
SN THWaZ &, ol BHEEEIZOWT, BAUBRE EZOFRICTSREMENT
nWasZ &,

®-3 BHFHOBEreMRICELT

BEM (FEMEMSREEACIAZ, RIB%K - HEO TH, FFEEEE - @bdmE s, &
WREEE (REHEEERE), NowEE (TREWMERS, FREEEEE &
BHEEREE) 1 BBEIR, 5 & 9 B, B - BRBURIRAE . Bk, EEOMERE (K
ERRIRAE Y, ZMHLEE, JHFIEIES) . infusionreaction, M#¢ - §HMEA. EIEMMES
fE. #REIEE (¥ 7 v » A —EEHS), LR, BELOEEE (GEdki/ MR
AESEDER, AR, FRIFEREE, MIEREKESS) . MERA AR, %) o4
LT, MR UL B E AR O F MM 2 4 A R &8 L (BIER OBE-entis
AL THRERUEZEREZTONLGEMCHH L), BEHICHEERNER TE 5 EH
BEESTNDH T &,
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5. BRERBRERDEE
(Hoi B84 5 3$mH]

@

TROBFILBWTHEAOFHENREN TS
o DBALFEERERICEE BT BEOREE~A et T I 4 PAREER
(MSI-High) #f 7 3EBRE = (EEMALHEESEEERHEEICIRS)

7ef. MSI-High # T2 Z Eidarn ) A< (Binriaz) oar_=3%r
2 (R4 MSI#EX v b (FALCO)) #AVWTHIET S 2 &,

TROCRZ S "2 BE TN T S AR DR 5 K OGOV TR AR O A 8k
SN TRELT, FAOBRGRHRE B,

o FiFoHlisEgis

o OTUEVERSEAL A L TRE Sh O BE

[Z2tEiz 9 5 4]

@

@

TRICEYTABRFIC OV TRAROBERED L ESNLTHWAZ LG, BHEE2T
F YA ANl
o AKHNOESIR VIRBIEDEEREO S 2 BE

TEFERTOFHEIC B W T FRICES T 2 BHE D0 Ti, ARIOR G S iy

B, HOEFRERIEAVBGIRY, EEICRAZEHTA A L2 EBTE S,

o HEMEMREROGHIIREOD S BH

IR A CHEVER &30 D BE R ONEBHE O F R 2 R0 rE YLt Bl 4%
LD RIEMEILDS b5 BE

»  HORERDBOEH, LB L ERED A DRERBROBERED
o HBHE

s lESRBHE EhRRBEELSD) oboBE

o OB ERBREEETLRE

e BCOG Performance Status 3-4 9 D@ %

2 MSI-High #4815 ERBAZO—HILY » FHEERCHE - L AHWESATHS (Latham Alicia el
al.: J Clin Oncol. 20185 JICO1800283},
W3 BCOG 0 Performance Siatus (PS)

Score

e

0

2B EBTE S, BHEFIEFL AFEESHRR TE 5.

1

FHEMICE LWISENERB S hah, HITHE T, BIEEPE - TOFERTS 2N T 5,
B BFE, EEER

BTAHTASOEOED D7 L BT STAREMEFEI TERY, BHPO S0%EL LR~y FATRIT,

RONGEEGOFOEYOZE ULHTERY, BROSO%E EEF~y Ff o+,

LN PSR B

2Ly, BAOFoBR O FiEaed TERD, B2y FAEFBRTT,
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6. WEIEL CHETNEHE

O BAXEFICNZ, REERES PRI 5B 23 & ARF oo Ktk USE IE
RO MR ERE BB L ChLERTE D L,

BREAC KD, BENIIITORRICEMEROEREZ H4o3BE L, REL2S
ThbLiG35I L4,

ERBHER ORI AL Mz T

@

@

MEHRERREH L bRD 2 ER3H50 T, RINOESIZH T - Tik, JHbE
N (BBIAL. PRORIAEE, W) OMERE O X BmEoRkS, BEr +
SWATH 2k, Efn, MBS LTHE CT. miE~—b—Somd % =T
HIE,

infusion reaction 23% b5 Z L A5 %, infusionreaction BFEH LB A
I, ERNERITO L LI, ERPEHET S CREOREEEY 5 IC S
TAHZ L,

FURIRMBREREE S S S 3 2 L3S 2 O T, AR O 5. BI04 71 & U 5117
POERIEC BRI B RERR R (TSH, WM T3, Wl T4 ZoWE) % FEHid 5
ek,

HHEEEE NS LN 2 L3 H 50T, AR O 5B HENT R O 58P
ERZFFEAERA (AST. ALT, y-GTP, AP, UL ZEofiE) 4 Eik
THZ L,

SRS (WERR M EHEERLEED) SORELREES D LbIA
ZEDRBHLZOT, EHMCIROBFOFEERNR TS &, T, BoRERN
RO ONITEEIE, B ERBEE 2T L o8B RETLI L,
AEOFEC LY BEOGERIGICERT 2 BB D82 R RBRFEER
BHbbhadaZdWds, BEARDLNFHEICE, BHLUEFRIOL LR
HEE A R0 & BRI A RO EAD &Y L CE IR ERIRRET 2T, RE R
BRI A RHER B LR B BAIT I, RBIORIE TR I, R ORI YR
NECRIORESEREERTH L, B, BIBRESRVEOREICLYEIE
M OBCEDFED HARWVIGEE T, BB ERE AT LS o ikl Zl o8
LEETLHZ &,

BEETH, AN GEY ARB L ThHEIERRRETIZENBDTD,
ARG THICOEERORBIC 2 mEBETAZ &,

| B R (BIGE | RIS 25 e) ’d bbh, BRBEESY F T F—v R
WELZZERHHOT, 0B, Bl BHEOER OB CmHED LR+
SEETHZ L, VEERER DN RS ICERSEPIEL, A
FlO 5% O R MEEITH = &,

FHIOERFRFRBIZ BV T, KEYNOTE-164 B TrX 9 B~ . KEYNOTE-158 3
BRTIIRGBAME S 1 ERMT 9 MM T L. LRI 12 @ T & Ao R
EIToCWeZ L 8B, AEFRES PR FHNCEERE COHREOMREITY =

Ca
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