ewafE HHEE T A KT A >
NRAT7 ) X< (GBRaFHEHZ)
(BR5E4h © A bL—X S EE 100 mg)
~ HEME B A il ~

Wk 2 942 A (4Fn 348 A UkET)
JEA T EA
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AR S

XL HIZ
AHNOFFE, FRET
[ IR AR

WEER IO T
BhxtG L 70 D A

BEICER L THEET ~&HH

P2
P3
P4
P16
P18
P19



1. ZL®ic

IS OGN < REMEOHEROT-DITIE, WA STEZEITE SVl E el 23R D
Bib, 5T, IEORARMOMARC L0 | FUREIRG 22 & OB 72 Hid/E %
FFEIMPEARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & OO FEAR T #2016 CEAL 28 4F 6 A 2 H BRI E)
ICBWTH, FHERLEOHEHORBEHEEZXS Z LS TWn5,

R ESR S, EE RS R 27 0 7 7 A VBB FEOES L & S MR
RHZENRNHD, ZOih, HMEROEEMEICET A ERNH0ERT 5 E TOR,
WHEILORBEEZ R 2T D 2 ENHIRF SN EE IR L THERT S & L bz, BYE
FDFEBL LTI B ekt & & D 2 & DS AREZR — 8 O B & Jiii 7= 3 A% B CiE A
THLENEETHD,

Lo T, KA RT4 Tk, BRBBEESLZNE TILELN TV D EFHETH -
BHER M EED & | LU O B3 O it 708 FH 2 HEHE 3 2 8LA & B2 2 B %
FROEEFERREZRT,

I ARITA BT A 0%, MSIATEOE NESE SRR S, A E AR AR
BRR BRI o . — M E A B ARERRNRHE S L AR N B AR &R 2 O )
Db EER LT,

KRG L IR HEINL XA b — F EEERE 100mg (— R4 a7 X~vT (Eis
TR Z))

R LR DMREIHR - BN R

MELRHOFEROHE . WH . BRAIZE, XA7el XA~v7 (BarfHfiz) LT, 1
[0 200 mg % 3 3 ] fHIFR I3 1 5] 400 mg % 6 3 [ [l T 30 43 [
DT CTRIEFET 2, 7272 L, i liBRIEOGE L, &5
X112 AETET S,

il 3& Ik 58 3¢ & 0 MSD RSt




2. AHIOFE. 1FHET

XA M —F BIEEE 100mg (—#4s - RAT7r ) X~7 (BIEFHEEZ) DU TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEEZEHERET S, B MEIgG4 £/ 7 v —F AFURTH 5,

PD-1 #2813 T M S B R AE > D kL 5 72 D12 A AR 3 R 9 5 T 70 S i il
AA »F T, PD-1 (F, EFRERREBICEWDCEER T MildoMiamic BB L, 3%
P e % B o AR LB TR R 7o SB35, 37eb B, PD-1 (XU H o REfE
ATHZ LKV PURZRBRICL D v VT VinEZAICHIET 5Bk TH 5, PD-L1
DIEFAMEICB T 2HBUT DTN TH L0, Z< ORAMTIE T Moz 2z
HIF EWENCFHBL TV D, DAFIIBICEIT D PD-L1 OEFREBL, B, Il
FefAasE. SBLE, e/ VRS O 2 2B A T THRARIN - TH Y | (RWERFE L
OFEBIMEDHE STV 5D,

BED D A DEGIKRI T4 & PD-L1 FBLOFEEAMEN S, PD-1 & PD-L1 OFfRBILEE
DOPERRREC BV CHEERKREZE S Z LRI TR Y | Hiiz e N ATEEORER &
LTHIfFSh T 5,

AANE, PD-1 & PD-L1 X ONPD-L2 Offi U > ROFESEREST 52 &2k v, g
W NBRBE TR O RS OO S T U S ERA TR &8, HUlEE 6 2 FEE L
T 52 & THEGIR RIS D,

AAND MR 35 < BIE DRAFUGIT & 2 BIERSEN b b b, B XTI
LR b D, ABI OB TR OB 54T, BE OB 5T, 1538
o HAVTBAITIE, FEHL LT RIS U7 SR 72 ik & SRR & RO R AT & S Lol
Y72 BRI 21TV IR DR ISIC X D EIER RS 25581213, BIRERE RV
LRI OB G DI YR AT 5 BN D D,



3. BRIRRE
R R ARE O AR SR 21T > 7o 2R B R EER O il 2R,

[H2hE]

OEMNE I bMHRER (KEYNOTE-041 #X5%)
EFRERE DI NIA BV A~T GEG ) CLF A A~T 1 0 D,)

EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao i AR B 42 4]

(CH MR XI5 37 Bl) Z X8I, AAI 2 mgkg 3 @M CLF TQ3W] &v9,)
B 5 OB MR VL EMESRE STz, 7ol IR CHREAEETARD D GE 12,
PREBHETT 2 R TR D3FR8 B AR W DORFRINIZZ E L T 5 A T, IREILIFE O]
GRHE CRABEITARD DD £ TAAIO B G2k 25 = LN ATRE & &z, HERT
MHIE B CTd 5 N [RECIST H A R A > 1.1 BUZHEES < dheflliE iz L 5 524:28%h (CR)
SOEERS 7R (PR) ] X, 24% (95%(EHHIXH @ 12~41) Thol-, 7k, FRNIEHEL
7-BREIX 10%TH - 7=,

@i/t MAHRER (KEYNOTE-002 #X5R)

A Y AT K DIEEEAE AT HIRIGYIRAGE /e B RO 2 Xt R, ARH 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W e 5-DHIWER L REN | ALTFHRIE (XN
V.TEYORIR, AINVRTTF RXT VEXRARIIHVRT TF o+ ) B
B, DUF TICCHE) &Ev9H,) ZRRE LTREIS T, 7ods, iGN C%EEE TN
RO BN AIT, TREEAT 2 R IR SR DR WEDO KRNI LZE L WD EBE
TUE, KIBICARE O B FEM TR BT AR b D F TARAIOER G Z ki35 = &3l
REL SN, EEFHMRE B XA (LT T0S) &9 ) OIS AR (UL
T IPFS) &9 ,) & &, RANILFRIE L g LT, PFS #( BEIJIER L7z,

#£1 AR (KEYNOTE-002 #5R)

AH 2 mg/kg AH| 10 mg/kg o==2)-37
Q3w Q3W
(180 1) (181 #1) (179 1)
e [ A 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — K™ 0.86 0.74
(95%CI) (0.67, 1.10) (0.57,0.96) —
p ™ 0.1173 0.0106
heiE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS* | ~H— RE2 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: [ZHEXH. *1: RECIST #A F7A > 1.1 RUCIES < FOHARFHE B ORI 6 B (2 . % 24

*2 0 JER] Cox eI — FET /T K D05 RIE L DIk, *3 : @hln 7'Z 7 /e




100 -
90 1
80
70
& 60
ESO-_
# 40 7
30-_
20-_
10

——— % 2mg/kg Q3W
——— Z#10mg/kg Q3W
{EF 8L

at risk#
&% 2 mg/kg Q3W
FAE10mg/kg Q3W
{EFHoE

180
181
179

131
138
115

1 OS @ Kaplan-Meier A7

9 12 15

18 21 24 27 30
&7 (R]
70 61 1" 0

79 67 12 0
60 48 9 0

33 36

95
99
80

(KEYNOTE-002 #XE#)

&

100 -
90 -
80
70 -
60
50 -
40 -
§3°t

20 1

10 -

£ (%)

at risk#
A 2 mg/kg Q3W
F&110mg/kg Q3W
{LFWoE

180
181
179

153
158
128

RAERETEM (A]

53 26 9 4 2
55 39 15 5
22 15 4 2

74
82
43

2 PFS @ Kaplan-Meier it (KEYNOTE-002 iX5?)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AV LTI BIEERO L NIA Y AT EEERN 1 LI AL ETO(L
SIEIE 2 T DARTR UIBR A RE 7 B SRl R 2 kBRI A 10 mg/kg Q3W BEhH- K&
10 mg/kg 2 BRI (LA TQ2W1 W9 ,) BEHEOFE RO 2N, A B A
~ 7 ERHE LTS SN, ks, BEgEHE TRDEITARD b GaIT, Rl
T2 RIIER DT D BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B LA
THREMEITRFRO D £ TAFOE G 2k 3 5 Z LA AHE & Sve, EEFHEEE
IZ0S OVPFES & &, AANFA B Y A~7 LHi#g LT, OS XO'PFS # HEICHERE L
76

#2 HRMEAGEE (KEYNOTE-006 5457%)

AF) 10 mg/kg AF 10 mg/kg AV b~
Q3W Q2w
(277 f51) (279 1) (278 f31)
tfefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip7 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P fil* 0.00358 0.00052
i [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | Af— RE2 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P " <0.00001 <0.00001

Cl: {3#EX[M. NE: HEEARA], *1 : PRAEITREO T — 4% 1201543 A3 B v b4 7, *2: J@Hl
Cox HBINY—REFNVIC L DA Y A~=T L O, *3: @3lla 7'F 7 iE, *4 : RECIST #
A KT A > 11U IS ST U 72 iR e K OB BT B2 1 K B 3T, *5 : R REARTERF D T —
Z Q0149 H3 A v hA7)



100 -
90 1
80
70

& 60

B 50

{40
30 | ——— zmmiomg/kg Q2w
20 ##10mg/kg QIW
10 ] —— +srunzr

at risk# EFERA]

FH10mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULIT 2787 282 < I12 188180 A8 T 1Dl il 0

3 OS @ Kaplan-Meier lift (KEYNOTE-006 7X5#?)

100 “v
90 4 T e e 258 10mg/kg Q2W
80 - "y 2 10mg/kg QAW
g 70 ] ) APULTT

at risk# SRR

FH10mg/kg Q2W 279 231 147 98 49 7 2 0
FH10mg/kg Q3W 277 235 133 95 53 7 1 1
AEULRT 278 186 88 42 18 2 0 0

4 PFS @ Kaplan-Meier i (KEYNOTE-006 7X5#?)



@EFRILFRFMAHRER (KEYNOTE-05435#)

FRUIRGO AT — VI WY oL RAEEE (AR ZET) 2X%RI2, ik
B & U CTARAI200 mg QAW 5- DA WER N2 atEn, 77 Rz xtifie LT
PN Te, FEFHETE B I ERAGAHIN (LT TRFS) W9 ,) & &, AFINETZ
AR L L C, REFSEFAEITIERE L1z,

#3 HWERRE (KEYNOTE-054345%)

AA200 mg 7R

Q3W
(514%1) (50551)
thefE [A] NE 20.4

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

RFS™ NP — R 0.57
(98%CI) (0.43,0.74) _
P {3 <0.0001

Cl: XM, NE: #iEAA], *1 : PR — %  20174E10H28 7 v A7 *2 1 &Y
CoxlbBINY— RET VLD T TR DR, *3: Bhlue 77 7 BE. Q3W : 33 ks

¥ 5., NE : Not Estimated

100 -
90 1
80 1

— FHI200mg Q3W

PAActi

at risk#%
AFJ200mg Q3W
ISt

3

514 438 413
505 415 363

6 9 12 15
HEEREEHR(A]

392 313
323 264

182
157

18 21 24

15 0
15 0

73
60

5 RFS?®Kaplan-Meieriiif# (KEYNOTE-0547%%)

(D AJCC (American Joint Committee on Cnancer) JiliZ088 (55 7 1) (&S <G, A7 — YA TiLY
VXEIN OB ED | mm B OLA D,



[Ze 4]
OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 41/42 61 (97.6%) (23D b, BRI & ORRBEBENEE TE WA
L, 34/42 1] (81.0%) IZFRWD HALTZ, FEBLERD 5%LL EOREWERIZT TERD LBD T
HoT-,

F 4 FHEDN 5%LL EORWEA (KEYNOTE-041 35R) (& VEMAT eI 4 M)
B (%)

FRERIRS¥E (SOC: System Organ Class)

JEAFE (PT: Preferred Term) 2 mg/l;“; {%3WE$
(MedDRA ver.20.1) -
“=Grade Grade 3-4 Grade 5

2RIEH 34 (81.0) 7 (16.7) 2 (4.8)
PG WA

B B A REAR T i 4 (9.5) 0 0
B ke E

T 3 (7.1) 0 0
— % - EFEER OGO

(Y=Y 5 (11.9) 0 0
AR AR A

AST #40 3 (7.1 0 0

LB ER B HE N 3 (7.1) 0 0
FEE R KOV T AR

Z O PEIE 6 (14.3) 0 0

IS INTRZ3IN>- &2 6 (14.3) 0 0

M AL 3 (7.1) 0 0

7k, VEMERTRE 1 F] (2.4%) . KGR - EEDO THI 2 6] (4.8%) . JHFHERERESE 3
Bl (7.1%) . FEAEHERERES 2 6 (4.8%) . FRE#ERE 6 #1 (14.3%) . infusion
reaction 1 4] (2.4%) MONSE HIERK 161 (2.4%) RO BT, -, #hRfEE (X7
Voo NU—IEGRIESE) | BRRERETE (RMEREMERRE) | BIEEE. 1 BHERIA.
HEOREES (REMEIRIEGRE, AL, FRRIES) | R, Mk - BT Rt
e, EERREESIE, MOk - BEMRLE . O de. MRl MRBAD PSRRI i
M ORIFEREF IR D b e o 7z, REIWEHRBUR LIRS ES: (KRR T 25
i0) ZBULEFERETRT,

@i/t T AHRER (KEYNOTE-002 #R5R)

BEHFLIT. 2mgkg Q3W BE 172/178 1] (96.6%) . 10 mg/kg Q3W #E 178/179 4 (99.4%)
Je OV ICC B 167/171 5] (97.7%) 1238 HAL, JRBRIE & ORI EBEENEE TE RVEE
FRIT, TNTN 121/178 61 (68.0%) . 133/179 Bl (74.3%) KT8 138/171 51 (80.7%)
IO BTz, WTIUDDORETERIELERD 5%LL EORIWERIZ FEDO LB Tho7-,



5 WINOORETRIEDN 5% LORIER (KEYNOTE-002 #k5R)  (ZE2VEfRNT X S4E M)

B (%)

ZRE IR 4% (SOC: System

2 mg/kg Q3WHE 10 mg/kg Q3WHE ICCHE

Or%gjlggglails’)ﬁ Preferred Term) 178 # 179 1 171 )

(MedDRA ver.18.0) 4> Grade Gr})a(ie Grade 5 4 Grade Grade Grade 5 4 Grade G;a;ie Grade 5
2EIEA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (263) 0
MmEFs KOV >R fmE

2 1fn. 5 (28) 1 (0.6) 0 7 (3.9 0 0 3505 9 (53) 0
i Bk e 0 0 0 0 (0.0) 0 0 14 82 6 (35 0
U HR BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
M N iE 2 (1.1 0 0 1 06 1 (06) 0 16 94) 4 (23) 0
PN 0 AR T

FRODR IR RE A T 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B RS

(T 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82) 3 (1.8) 0
G 8 (4.5) 0 0 16 89 1 (06 0 56 (327) 4 (23) 0
M i 2 (1.1) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) 0
— % - REEER KOG OREE

I RE 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (5.8) 1 (0.6) 0
957 40 (22.5) 2 (1.1) 0 52 (29.1) 1 (0.6) O 62 (363) 8 (47) 0
FEEL 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
BRI IR AT

1SR 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
R L O S

RAEOR 8 (4.5) 0 0 17 (95 2 (1.1) 0 26 (15.2) 0 0
B R R B X OSSRk =

RAHi 13 (73) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1 (06) 0
5 R 9 (5.1) 2 (1.1 0 7 (3.9 0 0 10 (5.8) 1 (0.6) O
PR SRR

K= 2 —m RF— 2 (LD 0 0 0 0 0 14 (82 2 (12) 0
BERLTE 1 (0.6) 0 0 2 (LD 0 0 11 (6.4) 0 0
FEJE 3 KOV TRk R

Jibd, 7 i 5 (2.8) 0 0 1 (0.6) 0 0 3505 1 (06) 0
B2 i Je 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2) 0 0
Z 5 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5) 0 0
W5 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7 0 0
RN SN 22 5 (28) 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
FH BB 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2 0 0

7285, 2 mgkg Q3W BEML TN 10 mgkg Q3W BHICRH W TN, FIEMERESE 1 41
(0.6%) KN4 6] (2.2%) . KiF% « BEO FHF 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—EERES) 2 6] (1.1%) KO0 fil, FHHEEEREE 13 41 (7.3%) M
OV 15 1 (8.4%) | BHEREFES (RMEFEMER ) 161 (0.6%) XK1 4l (0.6%) .
TEAHEREREDE 1 6] (0.6%) KO3 61 (1.7%) . HRIBEEREREE 14 1 (7.9%) KON 15
5l (8.4%) . infusionreaction2 il (1.1%) KO3 H (1.7%) . BEEOEZEREE (FZFEH,
MERRAEBERE . ZTEALEE, JERIEIESE) 161 (0.6%) L1 1 (0.6%) . BEZR 1451 (0.6%)
KO0 i, ESEAMEIE 0 IR OV 1 B (0.6%) . ks - BEREESE 0 IR TN 1 411 (0.6%)

10



WNTESE DR 0 Bl 2 B (1.1%) 23a8d b, £7o, BIFEREE. 1 RUEERM,
A% « BRUTBIRIE, DA A . Soe i/ MRS PESRBER VAR i M ORI BRP 3
BNl ARWEMAREBRIUIEE RS FRRRAEERE 2 5T) 28 ER
%%%%‘g—o

@A FMAHRER (KEYNOTE-006 #X5#)
BEFLIT. 10 mg/kg Q3W £E 264/277 1] (95.3%) . 10 mg/kg Q2W # 275/278 1511 (98.9%)
S ONIPLAE 239/256 5] (93.4%) (Z388 B AL, TRBEE & ORIRBERNA G E TE WA EHESF
GUE. TNEI 202277 B (72.9%) . 221/278 B (79.5%) K TN 187/256 B (73.0%) (Z
RO LI, WTIDDORETHRILED 5% EORWERIZTERO LB Y THh o1z,
6 WTILDDORETHEEEDR 5%LL EORIEH (KEYNOTE-006 35R)  (Z2 AT <t 54 )

B (%)

FERHIRHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPTHE
Organ%Class) 2774 2784 2561
FARFE (PT: PreferredTerm)

(MedDRAUver.18.0) 4:Grade G;a;ie Grade 5 “Grade Grade Grade 5 “4=Grade G;a;ie Grade 5
ERIEM 202 (72.9) 28 (10.1) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
R A

B A RE TUAESE 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (0.4 0

R B RE AR T i 21 (7.6) 0 0 25 (9.0) 1 (0.4 0 2 (0.8) 0 0
B Ik
i3 5 (1.8 0 0 10 (3.6) 0 0 15 (5.9) 0 0
INTN 8 (29 5 (18 0 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1.) 0 47 (169) 7 25 0 58 227) 8 (3.1) 0

H N Hz A 11 (4.0 0 0 20 (7.2) 0 0 1 (04 0 0
CTIN 31 (112) 1 (04 0 28 (10.1) 0 0 22 86) 1 (04) 0
M i 5 (1.8 0 0 10 36) 1 (04 0 14 (5.5) 0 0
—i% - RHEER OGO REE
1 9 31 (112) 0 0 32 (115) 1 (04) 0 16 (63) 2 (0.8 0
9 57 53 (19.1) 1 (04) 0 58 (20.9) 0 0 39 (152) 3 (12) 0
Y7 N
AST #4710 6 22) 1 (04 0 14 (5.0) 0 0 6 (23) 2 (08 0
R L OvesrEE
BAEIE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B RS R & O SRRk 55

BA &R 32 (116) 1 (04 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
P9 6 (2.2) 0 0 19 (68 1 (04 0 5 (2.0 1 (0.4) 0
R ¥ KOV TRk R
O PEIE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (0.4) 0
St 37 (13.4) 0 0 41 (147) 0 0 37 (145 2 (0.8 0
= L EE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6 0 0

723, 10 mg/kg Q3W B TN 10 mg/kg Q2W BEICIRB W CENLH, RIE MM A 4 4
(1.4%) KON 61 (0.4%) . KiFZ « BEO FH 10 61 (3.6%) KO3 6] (4.7%) . f#
TR (X7 2« NU—IEBERESE) 2 61 (0.7%) & ON0 B, FFkReRES 14 61 (5.1%)
MR 23 f51] (8.3%) | EHERElEE (RIS B RE) 261 (0.7%) KOV 6 (0.4%) |
THAFEREREE 161 (0.4%) KOV B (0.4%) . FUIRIRFEREREZE 28 1] (10.1%) K& TN 33

11



B (11.9%) . BIRFEZE 16 (0.4%) K2 4] (0.7%) . infusion reaction 7 i (2.5%)
KOs B (1.8%) . 1 BUBEIRIE 161 (0.4%) LONO0 B, BEED R ERE (52 EEIRiRE
ERE, ZIALEE BURIEIESE) 0 il K O 1451 (0.4%) . a1 1 (0.4%) X OM 1 1 (0.4%) .
e - BB RARAE 1 451 (0.4%) B OV 0 i, g - BEMEZR 0 IR OV 1 81 (0.4%) | TR
25 E G 3] (1.1%) KOVl (0.4%) 3R Bz, Fiz, EEMBEIE, LFff
P, P RO SR B . IR I OURIFERIE IR D Lo 72, AEIE
RFBLRDUIBIHE RS (BAMRAEERE 2 5T) 2B 0EHHERE =T,

@FE I FEFH AR (KEYNOTE-054 #5R)

HEFERITIARAIRETIL 475/509 1] (93.3%) 12, 77 BHREETIE 453/502 1] (90.2%)
ICRBL LT, 1R ORREBEENEE TERWAERGIL, AFIFETIE 396/509 i
(77.8%) 12, 77 BAREETIL 332/502 il (66.1%) ([ZHBLL Tz, WT I ORECTHRILE
D 5%LL EORIWERIZTTRDO LB THoTo,

# 7 WTIOORETEEEDR 5%LL EORIES (KEYNOTE-054 35R) (22 2T <t G 4E )

WoE ook 4y E| (o soc: B (%)
SystemOrganClass) ARHIEE Placeboft
HAFE (PT: PreferredTerm) 50943] 50244
(MedDRAver.20.1) 4 Grade Grade 3-4  Grade 5 “4Grade Grade 3-4  Grade 5
2EIEM 396 (77.8) 74 (145) 1 (02) 332 (66.1) 17 (3.4) 0
R s
FOIR IR RE TUESE 49  (96) 1 (0.2 0 4 (0.8 0 0
PR IR RE A T 73 (14.3) 0 0 13 (2.6)
B IBEE
] 94  (185) 4 (0.8) 0 82 (163) 3 (0.6 0
L 58  (11.4) 0 0 43 (8.6) 0
—i% - R EEL LU G ORE
) 9E 48  (9.4) 0 0 34 (6.8) 0 0
9 57 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
BRI AT
ALT #5/0 26 (5.1) 3 (0.6) 0 16 (32) 1 (02 0
B R B L O & LRk =
RE A 51 (10.0) 3 (0.6 0 47 (9.4 0 0
5 R 26 (5.1) 0 0 15 (3.0
PR R B
GIE ) 37 (1.3) 0 0 33 (6.6) 1 (0.2) 0
MR, MERFS I OViEhR F
) K] 5 27 (53) 1 (02) 0 14 (2.8) 0 0
FEE R KOV PR ARRE
Z 9 I 85 (16.7) 0 0 49  (9.8) 0 0
B 49 (9.6 0 0 32 (6.4)

7ok ARFIREZ BV CTRIE MR 15 61 (2.9%) . KB - EHEE O T 23 5 (4.5%) |
JFHSRERRSE 46 B (9.0%) . BiHRErEE (RMIAE M R%E) 2 6] (0.4%) . F IR
REFEE 11 61 (2.2%) . FURAREEREREZE 105 1] (20.6%) . EIIBMERERESE 5 1] (1.0%) .

12



1 RUBEPRIE 5 61 (1.0%) 5 &5 g% 2 B (0.4%) | Fh4k - BRRUH@IRIE 1 61 (0.2%) .
Pege 2 B (0.4%) . BEREAESGE 1 6] (0.2%) . Dk 1 1] (0.2%) W ONZ infusion
reaction2 5] (0.4%) 238 LTz, F£7o. MRS (%7/ NU—IEERESE) | HEE
DRZEEE (R JEREEIREGERE . SIALEBE, FEREIESE) | M - B, e/
MRV PESREES R . W IR 1 e DR IFERS 1358 H v o 710 ARRIMERZE SR DU RS
HHESR (BAMEMEET L) 230EHERE =T,
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Uik - HE]

RIGUIBRARE 2 M BB B 2 x5 & L= MM AR SR (KEYNOTE-002 55k &
UNKEYNOTE-006 &) D%, 2 mgkg Q3W. 10 mg/kg Q2W K T 10 mg/kg Q3W
DT LD HE - HEIZBW T HARANOF R LRI ZRITRD e o
77
KN O RHE S EhREfRMT DA 5, FEMERAEREE 2T 5 200 mg Q3W # H-Kf o
AUCsenc GEFIRBEBICISIT D 6 WM DR FE-FRef b #R FiEAg) ol [10% 47, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W G KED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &FA{EL L. 10 mg/kg Q3W 5D AUCss 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
MR AMEEE 2R & U ARH OWRER OGN OFE R et S ik & Q2
mg/kg Q3W #5-, 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
EAINE R OV & ORI R BIEIIER O b o7z,
AHNOREMARYEEET LV EZFA LY I 2 b—2 3 280 KK 200 mg %
Q3W. 400mg % 6 MMM (LLT TQeW) Lvv9,) XX 10mgkg (KHEH) % 2
ik (LT TQ2W] W) ,) TEE LIZBEORAIO Mg HIRE P E S iz,
ZDFER., KA 400 mg &2 Q6W TG L 7=BOARK| O EH IRREIZ I 5 FH M iE
HREE (LT Cavgss) &VM20) 1. A 200 mg &2 Q3W TH L L7ZFED Cavgss &
JRT 5L TFlEnTe (FR), £, KAI400 mg 2 Q6W T L L 72RO AHA|D
EHRRBIZ BT D e m g FIREE (LLT TCmaxss) & VY 96) 13, AFAl 200 mg 2 Q3W
TEG LTEBED Chaxss E L CEEZ T L THIESNTZH 0D, BARANBEIZE
WTHAMEDHER SN TWDH L - HETH HAH) 10 mgkg (REH) % QW TH#
B UTZBED Craxss & I L TIREZ R & Tl S (FR), S 6, BEERANHE
B 2R RITAHK 400 mg & Q6W T L 7=/ B 1AHFR (KEYNOTE-555 #l5%)
L 0EONT-FERMEIZE S S EYBRE T A —FF, VI 2 b— a3 Tk Tl
L7cEWEhie 7 A —2 LHFEIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE 2D & | RFIOREE & &AM X T 22 & OB A2 G 2 BB T
TIVIMEF XL, AA| 200 mg 2 Q3W X 400 mg & Q6W TH 5 L =R OIRFE &
AT N & OB OW TR S Lo )Ry EREOE - HEDORTH
SR R OV BRI 7 22 BT 7 & PRl S Tz,
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#* 8 ARFNOFEMEHEE T X —
FE PR | g | GgmbD | GgmD | Ggeb | GembD | GgmD
200 mg Q3W! (58.5'5(,)519.7) (27.27?38.1) (17;;?’11 8.3) (91.3?'984.1) (49.?3(,)’;1 1.0) (30.35(,)'39 1.4)
400 mg QOW' (12;,2?2_4) (32.%)??2.7) (10.2(,)'160.@ (142?49) (50.51(,)'57 13) (192?50.9)
40(0%%?&6)\)\1 (1351.2,6.10;6.4) NA (14.1:'?;4) NA NA NA
10 mg/kg Q2W! (21%,2223) (14;“1‘45) (11;,1 ?21) (422,2233) (272,7282) (19;9;00)

t:n=2,993, 100 [HlDY I = L— 3 2L Y HHIN T RTEEO P RAE (2.5%4, 97.5%45)  Cmax : F[H]
By 1% O B MG FIEE . Cave : MEHE G- OFEJMIE FIREE . Coin = WG (1 702 Felail) DRk
TEPIRIE . Cmaxss © EFIRIEIZIT D B MIEHIREE . Cavgss :
RBIZ I 1T D Bt 17 i
156 BIDBAT I (95%(= HE X))
§ 41 BIOREEIE (95%(FHIXH)

NA : 472 L

15
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4. FERZlZOWT

RIGOIBRARE 22 A A (e~ D KGR A & LT kiR A (B Blfias) 23aRke
BNLTNWDHZ LD, Ul EAZEUICEBETE LA THLILER DD, £D LT,
I Y 2 7 EEGEHE (RMP) (ZHD & AHI OB G 22 VR ARTE B~ {7 ) (R 238
b HhiEk T > T, AANOFGN#EY 72 BEZ22W - FE L, AAlOREIZX Y 'EZ
RIERZIBL LTRSS T 2 2 & REE el LT DOO~@ DT & il 72 T ik
IZBWTHEHT 2 XETh D,

O MEFRIZHOWT

D-1 T%@(Uﬂvs)@w?Mﬂ_&éﬁéﬁ ¥ CThHhDH I L,

(1) EAFZEBREIGET D0 A2 REENLTRPE S (BRE RS A S HEIL SR .
%ﬁﬁh%ﬁ@%%ﬁ%%\%ﬁwwﬁﬁr%ﬁk)

(2) FrEHRERPE

(3) HBEAFERFNFENIEET D0 AR (DS AU EEHEIEEWRPL, 23 At
Wb, DS AR EEHEE R e &)

(4) FRALFEIEE 28 L, S RALFHREMNER 1 OISR 2B 2 Ofiax 5L 1E
AR D EH AT > TV D filisk

(5) PUEMES AL BN Of % S TAR D Jm H 21T - T 5 fitiak

®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ﬁ%?ﬁ&(ﬁ%‘”’ﬁﬂ%%E‘E%H%E@iﬂi N WA SIE Rt 17t S RO ]
(FROWFTNNITEEY T HER) 23, YEZEROAFICET 2IGROBEE L LT
BlESNTND Z &,

ESS

o [EAIRFFESE 2 FOPINHEZET L7cRIZ 5 L EOR AIRROEIRIHE 2
ToTWHZ &, 96, 2FU RIX, DAFMIREL T & UIZBRRERG - ONHE %
ToTWHZ &,

o [EEMCFFEUS% 2 FOYMNHEZE T LRI 5 FELL Lo R EEMEESZ RO
KRR AR L TWD I &,

@ BENOEIESFHE B ORIV T
I EHRE B E T 2 LA DR E S, REEEEN O OERED ., AR - &
e i%MME®£ﬁ&UE%$:ﬂ¢5%$%&:ﬁ%iﬁﬁ%ibt%é@ﬁ%
EH, HEDNESHIATONDIEHIRE S TND Z &,
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@ REIEA~OXIEIZONT
-1 FIVERFEBLREO A HZ B3 2 i

R PERR B D EE AR BITEA R A LT-BRIC, 24 BRRIZ2IRIRHIO T, Mk X
VB R (23T, B L 2 BIENCS U CABRE L O CT £ O FIVER O BRI
B EDORERN Y HHRIZE G, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 EEEFEICLD2EEFELICICET 5 E

DN AR 2 B 2 Jnsk B OB RE A2 AT D IR HE NEIER =X U v 7
EEDTERDOA 7 ) —= T HTOWERE L EHE LA TE 5 F— LR 23
fiEShTnWabZ L, 2B, BiAHICOWT, RABRE EZOFBEICHTITEAMmENT
WhHZ L,

@-3 EHWEHOZWox ST LT

AUER (FEMHEMEBIZINZ . KIBX - /DMak - BEO N, BIEFX - A2 - 1T
FERERR S - T2 - M LMEAR/E 28, AR S R EMERBRSE) | NoWRESE (F
MAEEIE T, FURIE RS, BB HEEES) | L ABEIRA, SR, Mk - 55
WU RLRIE . e, B OKREREE (R EEREEERMAE, RERIRIRE R, 2
ALEE, JHRJEIESE) . infusionreaction, AMZ% - B, HEAEMMESGE, MPREFEE (7
Vo NU—IEGRESE) | D, BEERMERES (i MOBA M EREER . I
A, ARIFERES, MERERIERESE) | MEREEFEMEE, M%) ICx LT, Haxhiiak X%
ITRE RSB OB A2 A AT & HHE U (RIVERH Mok 2B L TS L TV
BEZITONOIEHICHDZ L) | EHITHURLENTE HEHNPESTNWDZ L,
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5. &G LR DEE
[B2h B+ % 1]
O TROBEIZBONTAROFENIEN RSN TN D,
o ALERBRIERE D 72 R OMESRRIERE O & 2 HRIG UIBR A RE 20 v B iE R
o ERYIBREBEOAT -V EY oEMEAEBE BT DT E
728, BRAF G AERZAT HHREFIZEVCIL, BRAF [LEARNC L 276F L EE
THI L,

@  FREIZCEEY T D ARBIOPEE K OMEFH 5 IEIZ DWW TE, ARAN OB ZIMERHESL SN TR
59, AFlOEERE /B0,
o fhOPUEMREEAIEOPH L TR S D EE

(‘e EIC B4 2% FH]

O FRACELTHEFICOVWTIEAFIOR LGN EEZ L SN TWDHZ Enh, &5 51T
brpnz &,
o ARFNDEITIZHT LIBBUE OBEERE O & 5 B

@ VRERTOFHIHIZ B W T FRRICEZS T 2 BF IOV TL, AAORGIFHEIE I 7w

D, AOIRFRPUR A 2 NGEICIRY | HEICAHZEHT 22 L 2BETE D,

o [HEMMEEOEDUIBED & 5 B

o B AR A CRHVE S 258 6 D A K ONE B 0D HH i ¢ <0 G 1 it 2%
LD RIEMZA LN B D BE

o HORERBOAOF SUTEMR A L IEFEHMEO B o R B OB TR D
RN ey

o JiEEREE GEMSHIRBHEEL 5 T) Ob D EE

o MDY I E AT HEE

e ECOG Performance Status 3-4 2 »EH

(2 ECOG @ Performance Status (PS)

Score EFH

0 |EMERIETE 5, BWATE R LA EAEESHIRZR AT D,

PREIZIE LW EEN SRR S 4525, BTHRE T, AR > TOERIIT O Z &N TX 2,
Bl BEOFE, FHEE

BATRRETH S OE ORI O Z L33 X TREEEDNEEILTE 20, HHFO 50%LL Eid~y R4 Cild 29,

ROENTZESOHEDEY DZ L LTERY, BHRO 50%L EE2 Xy R+ TimId,

F G VS I O]

ELET RV, BGOHFOEIY O Z LT TERY, BRIy Rk T#IT,
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6. WEIZBL THETREFHH

@
@
®

WA SCEF TN 2 BOEIREEE D TR 2 RS 1T D & ARH O FEME K OV EAE

MO OIZ B ERE B L T oAT 2 &,

TRIRBIARICIENL S | B UTE OFIRIAMER ERMEZ 2 L, [FEZ2 15

TmbEGT5HZ L,

FERBEER O~ XD AL MZHONWT

o [WEMMEENHLONDZ ENH DT, KEIOEEIZHT- > TiX, YIHE
W CEEIAL, PR RIS, mkaE) ORERR & OO X #Rfnd o Fhass, Blggs +
AT H T ke Flo, BEITSUTHE CT, MG~ —F —EOMRA % Ehi 7
HT L,

* infusionreaction 23&% H I 5 Z L 3%H %, infusionreaction 237D H AL AT
I, WY RALE 21T O L &I, ERNEIE T D F THREDOREEZ oI 8l%
T5HI L,

o HURIEEREFRETE . TEAEREREELXORIBEEREN O LDNDHZ EDBHDHD
T, AANOFH-BRAART K O G- IR R I3E WIS N ef &2 (TSH., bERfE
T3, 8 T4, ACTH, I =L F >/ —VEORE) ZFEMidT 252 &,

o BIENTR. AR, IFEREREE . IR, LERERRH LoD 2 &b 5
DT, AFN O E-FlbEET M OF G- F i3E eI iTpeaeR & (AST. ALT,
y-GTP, Al-P, BV /LEHOMIE) 2EfT 52 &,

o SEIERK (MEREOMLEEHREREEGT) EOHEERIREERH 5D
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEF N
RO OLNTHEITIE, HONCERENZZ2 T2 L )BEFELRETLHZ L,

o ARHNOEHIZLY | EEDORIERIGZERT D &EB 2 LDk A I EBWE
DHOLOLNDZ ERDHDH, BEDPBOONTLEICIE, BELEFRIIS U
B 20 ik & R BR 2 RO [l &l U ClE vl e iR M 2 1T\ R EE O sk
FOSZ & 2 BWER N B 25561213 AFIORIESO I IR, K OREIE RE R
NEVRIOBRGEEZBETHZ L, 2B, BIBRERLVE L OREIZEYEIE
HOYGENFED B2 WIGEIZIE, BB B AR VE LSO & 1 Fl o e hn
LEETDHZ L,

o BHKTH. BOHMN Oy ARRE L THOERWERNREET D2 B3 H D720,
AFNOFGHETRIZHEWEHOFBU A 2ITEET D 2 &,

o I AUMERRIE (BUE | BUBEIRIFE A E5T) b bbiv, FERFEMES FT v R— X
IZELHZENRHLHOT, Ag, Fl, EHZEDEROFEELCMBEEO R+
SEETHZ &, 1 AERBEN SO E IR GEERIEL, AR Ul
H OGO R LEZ1TH 2 &,

IR UIBRASRE 2 M R AE AR (IRE T 2 BR IR, AFIOBIRRERIZIS W T, &5

BRLEDN G 3 I AL, ZLAREIX, #5866 1R 6 ) Z & oA 2h kDR

fiZzAT> TN\ Z & &2BBIT, AFERGTIXEMIDROMREEZ1TI 2 &,

SEARYIERE O M BANEERE ~OM S MBIEE & U CTEHT 2 BICIX, AR OERK

RERICBWT, B OREFRE T 12 B I L ICHEIMEOFHL 21T > TV
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122 & BBEBI, AFOERGTITEBNROMRE 21T O Z &, ok, ki)
ke LTHEAT 25E810E, ARIOFEGHIZ 12 VAETET D L,
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