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1. ZL®ic

IS OGN - REMEDHEROT- DI, WA STEZEITE SVl E el 23R D
Bib, 5T, IEORARMOMARC L0 | FUREIRG 22 & OB 72 Hid/E %
FFEIEMPEARINDLH T, 2N O DOEHKNZEICLEREE IR 5 2 &L 3BRED
R & 7o TR Y RIFMBGER & SO FAT #2016 (R 28 A2 6 A 2 HEERE)
ICBWTH, FHERLEOHEHORBEHEEZXS Z LS TW5,

BFORERBE ST, B ER L 2T 0 7 7 A VBBF O EE S, & B 5 i
RHZERDD, ZOD, HIMELROLRMICET D EHMN 0SB 5 £ 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,

LR T, ATA KT 4 TlE, BIBERESSINE TITHE LTV A EFIRFR -
B RIS & | LT ORI O i 7o i 2 HEET 2880 b B R EE & %
FROEEFERREZRT,

I ARITA BT A 0%, MSIATEOE NESE SRR S, A E AR AR
R IR I 7 ax . — At IE AN B ARERIRNELE S K OAS A E N B AR EE 2 O 7)
Db EER LT,

RGe L I BEIS, - A b V— & S 20mg, A b L— & S FE 100mg (—
ks a7 nl) X<v7 (EfsHEEz))

MG L RDMEIHE - B R

MBEERDHERORAE : @H . RAIZIE, Xa7 el X~v7 (Barf#z) LT 1
0] 200 mg % 3 HEFERHIFE T 30 32T CTRlFHES 5, 72720,
MERMPFREOLA X, E5HMIT 2 VA ETET 5,

s W 98 ¥ A& MSD MRS




2. AHIOFE. 1FHET

XA hV—F g EE 20 mg X ONELSEETE 100mg (—#%4 : Xa7n ) X~v7 (&
v z), AT TARAl w9 ,) 1%, PD-1 (programmed cell death-1) & ZF DV 4
RTd % PD-L1 XKUPD-L2 & DfEG # EHEET 5. b MbIgG4 £/ 7 v —F gk
Tbh o,

PD-1 & 13 T HIAQ o0& BEARKSAE 2> & 6 2 72 O IZ 3 AVKIBE AN FI FH 9- 2 T 7 s 2% il i
AA wF T, PD-1 1, EFEZRREBICI WD TEER T MifaoMinLmic BB L, B %
e I s % B o AN LB ST R 72 e SO & 95, 370 H, PD-1 (XU W REfE
ATHZ LRV PURZERICL D V7T VinEZAICHIET 2% B&KTH 5, PD-L1
DIEFFMEIZB T 2 HBUTDOT N TH LI, Z<OBRAMIETIE T M@ 2z
DI EBFNRIBLL TWD, DAFIZIZI T 5 PD-L1 O &3 8L, Bk, .
FEfAasE, SRBLEE, E/ VRN O~ 2B A T THRARIN - TH Y | (RWERE L
OB HE ST b,

BED N /DGR T4 & PD-L1 EHOFEEME S, PD-1 & PD-L1 OFfRIKIINEE
DO PERRREC BV CHEERKZEZE S Z L OVRB I TEY | Hiiz e N ATEEORER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X OPD-L2 Olj U > ROFEREREST D Z Llck v,
W NBRBE TR O RS OO S T U S ERA TR &8, HUlEE 6 2 FEE L
T 52 & THIEG IR ZRET 5,

ARFNOVERBE 2D < E O RS X 2EIERFEN & b oh, BESUIELTIC
EDLWREMD D5, ARNORGH R OEEGRIZIT, BEOBIEL TITATV, RE DR
O BTG AT, I L2 F RIS U7 MR 2 ek & R 2 R oAl & s L i
BN 8RR W 22 ATV P DSERUSIC & D RIER 2 B 2 56 1213, BB RE AL
RO GFEDWY) IR ALE 24T 9 WER 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 DN UIA BV A~T GEG ) CLF AU A~T 1 80 D,)

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

(CH MR X 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]
BRHE CRABEITARD DN D £ TAAIO B G225 2 LW ATRE & &z, HERT
MHIE B CTd 5 N [RECIST H A R A > 1.1 BUZHES < dheflliEic L 5 564:28%h (CR)
SOEERS 7R (PR) ] &, 24% (95%(EHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

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

A Y AT K DIEEEAE AT HIRIGUIRARGE e B BAREBE 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, LT TICCHE) &Ev9H,) ZRRE L TREIS T, 7ods, iGN C%EEE TN
RO BN AIT, TREBEAT 2 R TEIR RO DR WEDO BRI LZE L WD EBE
TUE, KIBICARE O B FEM TR BT AR b D F TARAIOER G Z ki35 = &3l
REL SN, EEFHMRE B XM (LT T0S) &9 ,) M OERE AR (UL
T IPFS) &9 ,) & &, ARANILFRE L g LT, PFS (4 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)
rhoefls (A ] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S N — R 0.86 0.74
(95%CI) (0.67,1.10) (0.57,0.96) —
P fii™ 0.1173 0.0106
rhoef (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | /~\¥— RE™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZAEXH. *1: RECIST #A F A > 1.1 RUZIES < FOHRRFHE B O 6 B (2 . % A

*2 0 JER] Cox eI — FET /M K D b5 RIE L DIk, *3 : @hln 7'J 7 /e




100
90
80
70

& 60
ESO-_
# 40 7
30-_
20-_
10

——— & 2mg/kg Q3W
——— Z#10mg/kg Q3W
{EF8E

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 1
70 -
60 -
50 -
40 -
§3°t

20

10 -

£ (%)

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

180
181
179

153
158
128

RRERETEM (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 LA ETO(L
SEIEIE 2 T DARTRUIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE - K&
N 10 mg/kg 2 BRI (LA TQ2WI W9 ,) BEHEOF MR OLZ 2N, A B A
~ 7 ERHE LTS SN, ks, BEgEHE TRDEITARD b GaIT, Rl
T2 RIIERDFED BN WEDRRRINIZ L E L T2 B Tk, B LA O B LA
THREMEITRFRO D £ TAFOE G 2k 3 5 Z LA AHE & Sve, EEFHEEE
X 0S X OVPFES & S, RANFA B Y A~7 LEg LT, OS XO'PFS # HREIZIER L
76

#2 HRMEAEE (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— K7 0.69 0.63
(95%CI) (0.52,0.90) (0.47, 0.83) —
P fil* 0.00358 0.00052
i [A] 4.1 55 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | A— R 0.58 0.58
(95%CT) (0.47,0.72) (0.46,0.72) —
P i <0.00001 <0.00001

Cl: {3#EX[M. NE: #EEARA], *1 : PRAENTREO T — 4% 1201543 A3 B v b4 7, *2: J@Hl
Cox HBINY—REFNVIC L DA Y A~ T L O, *3: J@3lla 7'F 7 iE, *4 : RECIST #
A KT A > 11 UZ IS ST U 72 iR e K OB EEFT B2 1 K B 3T, *5 : R REARTERF D 7 —
Z Q0149 H3IAI 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
AEVULIT 278 242 212 188 169 157 117 51 17 O

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

100 ||v
90 ] the e e 258 10mg/kg Q2W
80 - Ny #10mg/kg QAW
g 70 ] ) APULTT

at risk# AR

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-05435R)

FRUIRGO AT — VI WY oEgERAEEE (AR ZET) 2R%RIC, ik
B & U CTARAI200 mg QAW 5- DA WER WMk, 77 R axtifie LT
PN Te, FEFHETE B I ERAGAHIN (BUT TRFS) W9 ,) & &, AFINETZ
TR L L C, RFSEZFAEITIERE L1,

#3 HIWERRE (KEYNOTE-054325%)

AA200 mg 7R

Q3W
(51441) (50531)
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: #EEAA], *1 : PR — %  20174E10H28 7 v A7, *2 1 &)
CoxlbBINY— RET VLD T TR EDLRER, *3: Bhlue 77 7 BE. Q3W : 33 fikE

¥ 5., NE : Not Estimated

100 -
90
80

— FHI200mg Q3W

PA=act

at risk#§
A&200mg Q3W
ISt

3

514 438 413
505 415

363

6 9 12 15
EEREFIR [A]

392 313
323 264

182
157

18 21 24

73
60

15 0
15 0

5 RFS®Kaplan-Meieriif? (KEYNOTE-0547%%)

() AJCC (American Joint Committee on Cnancer) JiiZ388 (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 HIER 16 (2.4%) DRO LT, F-, #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 BHICRB W TN, FIEMERESE 1 41
(0.6%) KN4 6] (2.2%) . KiF% « BEO FHF 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—EBERES) 2 6] (1.1%) KO0 fil, FHHEREREE 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 Hl (1.7%) . BEEDOEEREE (FZFEH,
TERRAEBERE . ZTEALEE, JERIEIES) 161 (0.6%) L1 61 (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
B NIRRT, ARWEMAFEBRIUIEE RS FRRRAEMERE 2 5T) 2 a &R
it R,

@A FMAHRER (KEYNOTE-006 #5#)
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
GUT. TNEI 202277 B (72.9%) . 221/278 B (79.5%) K TN 187/256 B (73.0%) (2
O LT, WTNDORETHRELERN 5% EORWERIZTERD LB Tholz,
6 WTILDDORETHEEEDR 5%LL EORIEH (KEYNOTE-006 35R)  (Z2 AT <t 54 )

B (%)

FERHIRHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2 Wit IPTHE

Organ Class)

HAZE (PT: PreferredTerm) 27741 2784 2564
(MedDRAUver.18.0) 4:Grade G;a;ie Grade 5 “Grade Grade Grade 5 “4Grade 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
Rtk L Ok E

BAEIE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B SRS & OV Rk 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
95 37 (13.4) 0 0 41 (147) 0 0 37 (145) 2 (08 0
= L EE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6 0 0

728, 10 mg/kg Q3W FEM N 10 mg/kg Q2W BEICEBWTCENFh., MR R 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%) |
TEAEEEREE 1 6] (04%) KOV 61 (0.4%) . FUIRIRERERE S 28 B (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%) XM 1 1 (0.4%) .
e - RERCTHRMAEE 1 61 (0.4%) KO0 B, Bk - Bl 0 IOV 1 B (0.4%) | IR
25 E G 3 (1.1%) KOV (0.4%) 33D bz, Fiz, EEMBEILE, Lff
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
HESR (BAMEMEET L) 230EHERE =T,
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Uik - HE]

RIGEIBRARE 2 M AR 2 3t G & U2 A iR R (KEYNOTE-002 55k &%
O'KEYNOTE-006 #t#) O#EF. 2 mg/kg Q3W. 10 mg/kg Q2W K O 10 mg/kg Q3W
DT LD HE - HEIZBW T HARANOF R LRI ZRITRD e o
77

KN O RHE S BhREfRMT DA S, FEMERAEREE 2T 5 200 mg Q3W # H-Kf o
AUCenc GEFIREEBIZISIT 2 6 WM O FE-FRef b AR FiEAg) ol [10% 5, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W 5 KED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &FA{EL L. 10 mg/kg Q3W F 5D AUCss 6wk

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

MR AMEBE 2R & U ARHI OWREE ROSNT OFE R et S ik HE Q2
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
&AM OV & ORI M2 BIEIIER D v o Tz,
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4. FERZlZOWT

RIGOIBRARE 22 A R A (e~ 5 /KGR A & LT kiR A (e Blfiar) 23aRke
BNLTNWDHZ LD, Ul EAZEUICEBETE LA THLILER DD, £D LT,
I Y 2 7 EEGEHE (RMP) (ZHD & | AHI OB G 22 ARG ARTE B~ {7 ) (R 23
b HhiEk T > T, AANOFGN#EY 72 BEZ22W - FE L, AAlOREIZX Y 'EZ
BIEA 238l L2 BRICxHE T 5 2 ENRER2 720 LT OO~@ DT~ C & 7= 7 gk
IZBWTHEHT 2 XETh D,

O MEFRIZHOWT

O-1 Fieo (1) ~ (5) OVWTINLICHEY T AR THDHZ &,

(1) EAEGHERENEET 225 ARREEEEIL RS GERENT IR A A2 B R T
I A A2 FEIEIL SR T, MRS A2 &) (PR30 4R 4 A 1 HIFEA -
437 fiig%)

(2) HrEksREmbt CERL294E 6 H 1 HIRS © 85 figk

(3) HBEAFERFNFENFEET D0 AR (DS AR EEHEIE EWRPL, 23 At
W DIEBE, S ARs R HERE R R )

(4) I RALFHEIEE A2 FRE L, AR RIEINE 1 USSR AL REIEIN R 2 O fsk 57
AR DR AIT> TV Dftiax CER 28 4 7 H 1 HIRFAL : 2540 fiiax

(5) PUEMERES AL BN O ik LI R D i H 21T > TV D ek (Rl 28 4 7
H 1 HEEA 1290 Sk

O-2 MR AREO(LFEE K ORIVERFEBLRE O XIS 4420 7 Fnak & B8R 2 R D Al
(FROWT NN YT DIER) 23, YEZ2FEBOARANCET 2B OFLEHE L LT
BlE SN TWnbZ &,

#*®

o [EHithFFEEE 2 EOPIHAHME ZME T L7212 5 4ELL E DD ATRIED B RIHE %
fTHoTWAHZ &, 95, 28D R, DAKEMIREAY L L-BRREEZOHHE %2
fToTWVWBHZ &,

o [ERRFFIAGER 2 FOMWIHEAZE T L7cRIZ 5 FLL Lo BRI 2 O
IR Z A LT\ D Z &,

@ BEN ORI G RE B OAEHIZ DT

PR S E A PRI 2 BEE AR E S, RSN L OFRAE D, A - %
EVEEIEHE R OB I L N ERZEICRH 2 EHmiedt, AEFEBBAE LS5 0o®E
EH, SEDNESCHIATONDIEHINE 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
EEE R (23T, FEEL L 2 BIENCS U CABREHE L O CT O FIER O BRI 2
B EDORERN Y HHRIZE G, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 EEEFEICLD2EEFELICICET 5 E

DN AR 2 B 2 Jnsk B OB RE A2 A9 D IR HE NEER =X U v 7
EEDTERDOA 7 ) —= T HTOWERE L EHE LA TE 5 F— LR 23
fiEShTnWbZ L, 2B, BiAHICOWT, RABRE EZOFBEICHTITEAMmENT
WhHZ L,

@-3 EHWEHOZWox ST LT

BIEA (FTEMEEEI A, KBk - HEO TR, F#ERE . BaEkE (R
EREEBRE) | NowbEs (TEAKERDE, FRIEREREE . BIEHERE) |
1 BUHEPRI . 5 & 9 MR, Mk - BRBURMRAE . BEZR, B O EREE (B REIRRSE
Eft, ZICALBE, JERIEIESS) | infusionreaction, XS - BEESS, FAEMMESIAE, R
fEE (F7 2« NU—IEBRIESE) | DR, SR IR SR BER . E AR
IREFEREEE) 1Tk LT, Yikhaak ST B B O B P 2 A3 5 [l & ddE U (F
YER OZWr-oRHIIZBE L TIRER U SREZ T o NL5MICH 5 2 L) | BEHIZHY) 7
LE N TE DRGNS TnWD Z &,
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5. XL HEE
[H2hElc B4 % $1H]

@

TREDBHFIZB W TAAIOFIENREN TS,

o ALFIIERE D 72 L OLREIERE O & 2 iRIGUIBR R RE 22 BB B iE R

o ERUBEBORT—VI FY o RAREERE BT DAk

728, BRAF B T EREZHTHHEFITEB WV TIL, BRAF [LEANC L 215%LEE
THZ L,

@  TRAIZEEY T D AFN OG- K OME T IEIZ DWW TCE ARBNOFZhIED S S TE
53, AFNOEERRE 2B 720,
o OPUEMEGEH EOFH L TG-S D EHE

[ZeatEicB 3 % F1H]

O TRRICEETHEFICOWVWTIEEAR OGN EZE INTWDE Z EnE, 51T
DI L,
o ARHBIDFITIT R UIBHUE DBEERE D & 5 B

@) ‘7“‘7%?%0)??% IZB W T TRRRL Z%ﬁ%?é BT HOWTE, AR OB GIIHESE X L0

. MOIEEEIRE RN 72 WIGEICRY | HEICAKZHEH T2 L 2EZETE 5,
. %Eﬁ%ﬁ%@AﬁXi%E®%5$%
o IR AR A CRVE R 2 38 5 A K ONE B O U i i 2 <0l Yu v it 2%
FEDRZRIEMEAL DA BN D B
o HOREREOAEOE TR L < IXHRMEO B B EEOBERE D
b5 HBHE

o JEISBMEIE (GEMERBHERE L GTe) OboHBE
e ECOG Performance Status 3-4 2 O H#H

(2 ECOG @ Performance Status (PS)

Score TE e

0 AL ERIERTE 5, BRI E R U HEEENHRRITA5,

: PRA I LU ENIHIRE SN D28, HITATRE T, BAEERRE - TOMEEIIITO Z LN TE 5,
Bl BONFE R, FHEE

5 BATARECH D OH ORI O Z LI T X CTHEEZEIMEEIZITE R, B O 50%LL EiZ~y K4k
T,

3 ROENEZESOEDEIY DZ L LTERN, BFD 50%LL EEXy R+ il 21,

4 ELET RV, BOOFOEY OZ Li3eL TERY, BRIy KRBT Tl I1,
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6. WEIZBL THETREFHH

@
@
®

I SCERE TN 2, SEIREER D3RI 9- 2 BRI T D & ARH| O Fei I O

MO OIZ B ERE B L T oAT 2 &,

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

TmbEGT5HZ L,

FEREWER DO~ A MTHOWT

o [WHEMMEERNHLONDZ ENH DT, RKEOEEIZHT->TiX, YIHE
W (B L, PR IR EE, k) OGRS O X frfr s O LS, Blgiz 1+
AT H T ke Flo, BEITSUTHE CT, MG~ —F —FEOMRA % Ehid
HT L,

* infusionreaction 73d% H DI D Z L3 5, infusionreaction 23788 HALVIZIG AT
I, WYRALE 21T O L &b, EERNEIE T 5 £ THREOREEZ o128l
THI &,

o HURIMEREEZENH D Z &1 H 5D T, KHF O H-BRIAHT M O 5111
E MR PRI RERR AL (TSH, 078 T3, FHE T4 SSOME) 2 FEHid 5
ek,

o JFHEREREENH O DD Z ENH D DT, AFIOPEBGET R O G- H X
EMRNCHTRERER A (AST. ALT. y-GTP. Al-P, B U LB FEOWE) % Ehi
T5HI &,

o FEIEL (MERKEOMLEEHREREZET) EOHEERIREELH Hbid
ZENHHOT, EFICIROEF OFBEMHRT 52 L, £, IROEF N
RO OLNTHEITIE, HONCERENZZ2 T2 L )BEFELRETLHZ L,

o ARHNOEHIZLY | WEEDORIERIGZERT D EB 2 LIV A I EBNE
DHOLLND I ENRDHDH, BEDPBROONTLEICIE, BB LEFRIIS 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
NECRIOBRGELZBRETHZ L, 2B, BIBRERLVE L ORGIZEYEIE
HOYGENFED B2 WIGEIZIE, BB B AR VE LSO & 1 Fl o e hn
LEET DL,

o BHKTH. BOHRMN Oy ARRE L CTHOERWERNREET L2 DB H D720,
AFNOFGHETRIZHEWEHOFBU A 2ITEET D 2 &,

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

RIGEIBRARE 22 B A E A (T H 3 2 BRI, AFIOEKRRABRIZB N T, &5

BRLEDN G 3 I AL, U LAREIX, #5866 1 FERIX 6 B Z & ica bk DFE

i 24T > TV Z & 2B, AREGTITEHIICR ROMRZITO 2 L,

SEAYIERE O M BANEERE ~OM S MBIEE L U TEHT 2 BRI, AR OERK

RERICBWT, B OREFRE T 12 B I L ITHEIMEOFHL 21T > TV
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122 & BBEBI, AFORGTITEBNROMRE 21T O Z &, ok, ki)
ke LTHEAT 25E810F, ARIOFEGHIZ 12 VAETETDHI L,
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