3 1.

hER #-—3—1

1. 16

REERHEET A FT A
NATr Y A<7 (BioFHEKEZR)
(T4 : %A ML— 4 ST 20mg, %4 hL— 4 STHE 100 mo)
~ERAE~

TRk2 942 A (FEK3 041 2 AR
BB



THRDE
スタンプ
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1. ZL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIRAGE P4
4. FEFRIZHOWT P15
5. BHxtGL e b P17
6. HEHEICELTHETRXHIRA P18



1. IXT®IC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
Bb, 5T, IEORFAROMARNC L0 | FUREIRG 22 & OB 72 Hidi/E A%
FFEIMPEARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
AR & o TR Y RIFMBGER & SO IR T #2016 (Frk 28 A% 6 A 2 HEERE)
ICBWThH, EHERLEOHHORBEHEEZXS Z L LS TWn5D,

AR AR E SR S, EE RS R 27 0 7 7 A VBB FEOES L & B S MR
RHZENRNHD, ZO7h, MR OLEEMEICET A ERNH0EMT 5 E TOR,
WYHERLOBE LR 2T D ENMR SN BEICR L THERT2 & &b, BIFE
R U7 BRIC LB ekt 2 & D 2 & DN ARE 7R — 8 O E % Jiii 7= 3 A% B C i A
THZENEETHD,

L7eRoT, KA T A4 TiE, BARBERESLZNE TICHELN TV D EFITH -
BHER RN EED & | LU O E IR O feii 7o ) 2 HEE 3 2 8LA0 6 B g B %
FROEEFRREZRT,

B ARITA KT A %, MSIATEOE NESE SRR S, A E AR AR
BRR IR oy . — RN B ARERR R E S L OAS RN B AR &R 2 O )
DY EER LT,

RS L 7 HEIS, - A b V— & S 20mg, A b L— & S EE 100mg (—
k% Ravnl) X<v7 (En AR z))

MG LR DEEIHE - B R

MR ERDHERORAE : H . RAIZIE, Xa7 el X~v7 (Barf#z) LT 1
0] 200 mg % 3 M [FRHIFE T 30 32T CRlEFHES 5, 7272 L,
MERMBRIEOLA X, E5HMIT 2 VA ETET 5,

& W 98 ¥ & MSD MRS




2. ARIDOKE, 1ERBT

XA hV—F g EE 20 mg & ONELSEETE 100mg (—#%4 : Xa7n ) X~v7 (&
v z), AT TARAl w9 ,) 1%, PD-1 (programmed cell death-1) & ZF DU 4
RTd % PD-L1 XKUPD-L2 & OfEG #EHELET 5. b MhIgG4 £/ 7 v —F L gifk
Tbh b,

PD-1 & 1T T FlAQ o0& BEARKSAE 2> & 26 2 72 O IZ 03 AVKIRE ASFI FH 9- 2 3= 7 s 2 il i
AA w F T, PD-1 1, RIS TEER T MiluoMinLmic BBl L, B o%
e I s % B o AN LB ST R 72 50 SO 2 95, 370 H, PD-1 (XU H o REfE
BTHZ LKV PURZERICL D v VT VinE 2 AICHIET 2% B& K TH 5, PD-L1
DIEFFMEICB T 2HBUTDOT N TH LN, Z<ORAMIETIE T M@ 2z
DI EBWFNHRIBLL TWD, DAFIZIZI T 5 PD-L1 O & 388X, Bk, .
FrfaasE. SBLEE, e/ VRS O~ 2B ATTRARN T THY | RWERFE L
OB HE ST b,

BED N /DGR T4 & PD-L1 EHOFEEMEN S, PD-1 & PD-L1 OFRIKIINEE
DO PERREIC BV CHEERKREZE S Z LRI TR Y | Bz N ATEEOER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 L OPD-L2 Oiij U > ROFEEZRET S 2 &gk, 5
W NBRBE TR O RS OO S T U S ERA TR &8, HUlEE 6 2 FEE (L
T 52 & THIEG IR Z T D,

ARFN ORI < W E O RS X 2RISR & boh, BESUIELTIC
EOAREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TITATV, BEDR
O BTG EITIE, I L2 H RIS U7 B MR 2 ek & R 2 R oAl & s L i
BN 8RR W 22 ATV B DSERUSIC K D RIER 2 B 2 56 1213, BB RE RV
RO GFEDWY) IR ALE 24T 9 R D D,



3. ERPRARE
TR B0l O ARG IR 21T o 72 R R IR ERBR O AliE 2 R,

(B 2]
OEWNE 1 b fHRAER (KEYNOTE-041 #5#)

EFRERE DI UIA BV A~T GEG X)) CLF AU LA~T 1 £ D,)
EEERN2 LY A ETORTFRIERE 2 AT SRR Ao ik AR BT 42 4]

(B DERENT R 52 37 Bl]) Z x5, K 2 mg/kg 3 BRMMRE (BLTF TQ3WJ L1 9,)
B 5-OFIER NZEMEDNRET S 7z, 2B, BiG R CREBET RS DN HEIT,
PREBHETT 2 R IR 3588 B AL 2 WE DORFRINIZE E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DN D £ TAAIO B G225 2 LN ATRE & &z, 1ERTE
MHIE B Td 5 MR [RECIST H A R A 1.1 BUZHEES < dheflliEic L 5524285 (CR)
SOTERS 7R (PR) ] &, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

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

A VY AT X DR AT DRI AR B BAE RS 2 XU, RAI 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHINER L REN | fLFHRIE (XN
V. TEYOIR, AVRTTF XTI VAN IIINR T TF 3T ) H ¥
T, LT TMICCRE) LW H,) X E LTRSS, 728, Mg CRABHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEDORRICZE L TV S HEE
TUE, WRIEI LA O WG R TR BEIT B0 B D £ TAAIOB S ikt 25 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) OIS AR AR (UL
T IPFS) &9 ,) & &, ARANILFRIE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3Ek)

AH 2 mg/kg AH| 10 mg/kg (L IEE
Q3w Q3W
(180 1) (181 1) (179 1)
rhofls (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 fii5™ 0.1173 0.0106
rhofef (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | A~Hf— R 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 < FOHARFHE B ORI 6 B (= X % A

*2 : @RI Cox eHl N — RET M L BLE L Db, =3 J@hln 7o v 7 RE




100
90 ] — & 2mg/kg QAW
80 __ — FA10mg kg G3W
70 i {ESEREE
£ 60
B 50 .
# 40 -
30 -
20 -
10
C' SRR LU UL LUULLLRRL UL LU WLLLLLALY WAL RARLULLLLL LU BLULELALLY BULLLL
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# 7R (R
#H 2mg/kg QAW 180 131 95 70 61 11 0
##110mg/kg Q3W 181 138 99 79 67 12 0
ez 7y 179 115 80 60 48 9 0
1 OS @ Kaplan-Meier #i# (KEYNOTE-002 #5%)
at risk#\ IR (R)
F& 2mg/kg Q3W 180 153 74 53 26 9 4 2
F&|10mg/kg Q3W 181 158 82 55 39 15 5 1
=253 179 128 43 22 15 4 2 1

X2 PFS @ Kaplan-Meier fi#f (KEYNOTE-002 3A5%)



@UFFMFHMAHRER (KEYNOTE-006 35#%)

AY LTI BIEERO L NIA Y AT EEERN 1 LI AL FETO(L
SRR 2 T DARTR UIBR A RE 7 B SRl R 2 kR A 10 mg/kg Q3W BE 5K
10 mg/kg 2 IR (LA TQ2WI W9 ,) BHEOF RO 2N, A B A
~ 7 aRRE LTl SN, ks, BEgAHE TRDEITARD b GaIT, Rl
T2 RIIER DT BN WEDRRRINIZZE L T2 B Tk, REILLRE O B AR
THREMEITRRO 5D £ TAFOE G 2k d 5 Z L AlHE & S e, ZEFHEEE
IZ0S OVPFES & &, AANFA B A~T7 LH# LT, OS XO'PFS # HEICHERE L
7

#2 ARk (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV b~
Q3W Q2w
(277 f51) (279 1) (278 131)
tfefE [A ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
OS™ | NHF— Rip? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P {5 0.00358 0.00052
HdafE [A] 4.1 5.5 2.8
(95%C1) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFES™ 5 | AA— R 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 — % 1 20154E3 A3 B v b4 7, *2: J@hl
Cox HBINY—REFNVIC L DA Y A~ T L O, *3: J@3lla 7' Z 7 iE, *4 : RECIST #
A KT A > 11 BUZ IS ST U 72 iR Rk e K OB EEFT B2 1 K B 3T, *5 : R RARTERF D T —
2 20149 H3HA By b+ 7)



B 50

——— F#10mg/kg QIW
F710mg kg Q3W
—_— fPuLTT

at risk#} M A]

##10mg/kg QQW 279 266 248 233 219 212
##10mg/kg Q3W 277 266 251 238 215 202
AEULTT 278 242 212 188 169 157

177
158
117

X 3 OS @ Kaplan-Meier fi#2 (KEYNOTE-006 :A5%)

e e 28 10Mg kg QIW
A7 10mg/kg QIW
fPULTS

{)-""""'I"'"""I""""'I""""'IIIIIIIIII rTTTTTTITTTrTT T

0 2 4 6 8

at riskE

##10mg/kg QW 279
##10mg/kg Q3W 277
AEULTT 278

231
235
186

147
133
a8

98
95
42

49
53
18

FRTEFEM A

X4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 :A5%)

14
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@EFRILFRFMAHRER (KEYNOTE-05435R)

FERYBBEO AT VM W oEAREEERE (AN ZET) Zx5uc, itk
FIBIFRIE & L TAFI200 mg QAW E-DANMEKR OZ2MN, 7T R ExtE LTH
Ao, FEFHEE B I EERAGFHN (BUT TRFS) LW ,) L&, KFIETZ
AR L L C, RFSEZARITIERE L7z,

#3 HEhMHREE (KEYNOTE-0543R8%)

AFI200 mg 7T R

Q3W
(51441) (505451)
e [A] NE 20.4

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

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

Cl: 2. NE: #ERT, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5]
CoxlbBINYF— RET VLD T TR EDLRE, *3: Bilue 77 7 BE. Q3W : 33 Rk

¥ 5., NE : Not Estimated

90
80

— ZFHI200mg Q3W
TSR

at risk#g
AF1200mg Q3W

3 6 9

HEREFHEA]
514 438 413 392

PAmA 505 415 363 323

18 21 24

73 15 0
60 15 0

K5 RFSMKaplan-Meierfi# (KEYNOTE-054735%)

(D AJCC (American Joint Committee on Cnancer) JiliZ348 (55 7 1) (&S <G, A7 — YA TiLY
L ERN DERFE LS 1 mm AR DA D Fx,

8



[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBEBENEE TE WA
L, 34/42 5] (81.0%) ZFRWD HALTz, FEBLFD 5%LL EOREWERIZT TERDO LBD T
HoT,

#£ 4 BHEEDN 5%LL EORIER (KEYNOTE-041 3RER) (LM REHR)
Bk (%)

2 mg/kg Q3WHE
42131

SRERIARSYHE (SOC: System Organ Class)
HARGE (PT: Preferred Term)

(MedDRA ver.20.1) 4=Grade Grade 3-4 Grade 5
2RIEA 34 (81.0) 7 (16.7) 2 (4.8)
Rl A

R B RE AR T iE 4 (9.5) 0 0
B Ik E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

P IR 5 (11.9) 0 0
B AR AR AT

AST #471 3 (7.1) 0 0

B Bk A5 N 3 (7.1) 0 0
FEIH KO T kb= &

% 9 FEE 6 (14.3) 0 0

BEIR Bk 5 6 (14.3) 0 0

R EBE 3 (7.1) 0 0

7. MEMEMEER 1G] (24%) . KIGK - HEO TR 2 6] (4.8%) . NTHERERE 3
Bl (7.1%) . FEAEHRERES 2 6 (4.8%) . FARE#RERE 6 5] (14.3%) . infusion
reaction 1 i (2.4%) KNS E DK 14 (2.4%) DBBOLNT-, T, MfkkESE (X7
Voo NU—IEGIESE) | BRREREE (RMEREMERRE) | BIEEE. 1 THERIA.
HEORERES (REMEIRIEGRE, A, FRRIES) | R, Mk - BT R
e, EIERREESIE, Mk - BEMRLE . O de. MRl MR MESREER . iR i
M OSRIFEREF IR D b e o 7z, REWEHREBURDLIREES: (KRR AEER T 25
i0) ZEBUEFERETT,

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESLIT, 2mg/kg Q3W #f 172/178 151] (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC BE 167/171 7 (97.7%) (258D B, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 #1 (68.0%) . 133/179 il (74.3%) K TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th-o7-,



F5 WIFNLORETHRERN 5% EOBIER (KEYNOTE-002 3ABR) (REMAIrx24EH)

1% (%)

FRERIKy$E (SOC: System

2 mg/kg Q3WE: 10 mg/kg Q3WH ICCH
Orga”f'aSS) g1798(1257‘IJ i 9178 gﬂJ i 1714?;]
FAGFE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
2EIEM 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) O
Mg LY /R fEE

2 ifi. 5 (2.8) 1 (0.6) 0 7 (3.9 0 0 35 (205 9 (53) O
I BRI E 0 0 0 0 (0.0 0 0 14 (82 6 (35 0
B BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 O
M N iE 2 (1.1) 0 0 1 (06 1 (06) 0 16 (9.4) 4 (23) 0
PN 3 AR 5

AR IR B REAEC T E 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
B IR E

A 5 (2.8) 0 0 9 (5.0 0 0 14 (82 0 0
] 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (1.8) 0O
G 8 (4.5) 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) O
M Pt 2 (11) 1 (0.6) 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) O
—f% - BEEER XOREENOREE

0 6 (34) 1 (0.6) 0 8 (45) 1 (06) 0 10 (58) 1 (06 O
957 40 (225) 2 (11) 0 52 (29.1) 1 (0.6) 0 62 (363) 8 (47) O
FEEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47) 1 (06 0
PR IR A

1SR 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
Rtk L O EE

RARIOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L OFE ARk S

EfiRnil 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (0.6) O 9 (53) 1 (06) 0
PR 9 (51) 2 (1.1) 0 7 (3.9 0 0 10 (58) 1 (06) O
PR SRR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) O
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 K OVEE T ARk R 7

it 7 i 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06) 0
B2 R 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
B2 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
ZRINIIRZ SN2 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0 0 0 0
M A BE 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2) 0 0

7285, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICEB W TENFh, I VENRE 1 41
(0.6%) KN4 (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 261 (1.1%) KO0 fi, AFHEEREE 13 61 (7.3%) M
V15 5] (8.4%) . BHERElEE (RANEMEMEBLRE) 161 (0.6%) KO1H4] (0.6%) .
TEEAEEREREE 1 6] (0.6%) KNI B (1.7%) . FUIRAREEREREE 14 61 (7.9%) MO8 15
B (8.4%) . infusionreaction2 fii] (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 i, EEE AR )HE O il Je OV 1 131 (0.6%) . Ak - BRSSO il K O 1 5] (0.6%) .

10



WONZ S E 5 BEZE 0 B TR 2 ] (1.1%) AR b, 7o, BITHEE, 1 AR,
526 « BRACTRRIMIE . D52, Se i/ MBI ESRBERS . V3 P 20 O BRI I
Wb bV te, ARIEMBERRABESES FRRERRE 26T L EtEs
KR % T

@A FMAHRER (KEYNOTE-006 #X5#)

HEFESLIT, 10 mg/kg Q3W £ 264/277 151 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B L, TRBEE & ORIRBEMRNA G E TE WA EHESE
Lid. FAFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K TX 187/256 1 (73.0%) |
WO BTz, WTIUDDORETIBLED 5%l EORIWERIZTED LB THo7-,

K6 VDTN TREED 5%LL EOBHWER (KEYNOTE-006 #R) (LM REM)

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPIFE
O;ga”f'aSS) _ 277451 278451 25613

FEAGE (PT: PreferredTerm)

(MedDRAwver.18.0) 4>Grade Ggra;ie Grade5 #Grade G;aile Grade5 “Grade G?:ajle Grade 5
ERIEM 202 (72.9) 28 (10.1) O 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
RN s
FRR B R TT M E 7 (25) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
AR B RE AR T iE 21 (7.6) 0 0 25 (90) 1 (04) 0 2 (0.8) 0 0
B N
i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
PN 8 (290 5 (18 O 4 (14) 4 (14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1) O 47 (169) 7 (25 0 58 (227) 8 (31) O
PN RS 11 (4.0 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (112) 1 (04 0 28 (101) O 0 22 (86) 1 (04 O
M A 5 (1.8) 0 0 10 (36) 1 (04 0 14 (55) 0 0
—f - A EFER L OB G OREE
e 3 31 (11.2) 0 0 32 (115) 1 (04 0 16 (63) 2 (08) 0
9 57 53 (19.1) 1 (04 0 58 (20.9) O 0 39 (152) 3 (1.2) O
PR AR AL
AST #40 6 (22) 1 (04 O 14 (5.0) 0 0 6 (23) 2 (08) 0
R L OvesrEE
AR 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R L O A LRk
BA &R 32 (116) 1 (09 0 26 (9.4) 0 0 13 (5.1) 2 (08 0
5 P 6 (22 0 0 19 (68) 1 (04) O 5 (20) 1 (04) 0
B K OV T ALk RE
% 9 FEE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
Ei 37 (134) 0 0 41 (147) O 0 37 (145 2 (0.8 O
0 P BE 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W Ef M O 10 mg/kg Q2W FHIZRBWTCENEh, MR R 4 4
(1.4%) KON (0.4%) . KAFZ% « BEEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7« NU—IERESE) 2 61 (0.7%) M OV0 B, ATHREREE 14 61 (5.1%)
J O 23 i (8.3%) | EFEEREREE (JRAE BN RE) 261 (0.7%) KOV 4 (0.4%) |
TEAHEEEREE 1 6] (0.4%) KUV1 61 (0.4%) . FUIRARRERE S 28 f31] (10.1%) KT 33

11



Bl (11.9%) . FEIEREEE 161 (0.4%) KOY2 4] (0.7%) . infusion reaction 7 1 (2.5%)
KOVS i (1.8%) | 1 HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (B RREARE
BERE, ZLTEARLEE, FERIEIESE) 0 5 2 O 1 451 (0.4%) . 4% 1 451 (0.4%) 2 OY 1 431 (0.4%)
e - RERCTRMAREE 1 61 (0.4%) K ON0 B, Ak - Bl O IR OV L B (0.4%) | IR
25 E S 341 (1.1%) KOVL A (0.4%) D bz, Fiz, EEMBEIE, LFff
K. SRR RO SR B . IR I ORIFERIE IR D Lo 72, AREIE
RZEBLRDUIBIHE S (BAMREERE 2 E5T) 23 0EHHERE T,

@EREILFRFE MR (KEYNOTE-054 #ER)

HEFERIIARAIRETIL 475/509 1] (93.3%) (2, 77 BHREETIL 453/502 f51 (90.2%)
IZRBL LT, BB L OREBEAGTE CERWEEFRIT, AFIFETIT 396/509 4
(77.8%) (2, 77 ZHREETIX 332/502 1] (66.1%) (ZHH L1=, WTNNORETRIAR
2 5%LL EORIERIZTTFRDO LB THoTo,

KT WTNHIORETHREEN 5%LL EOBIEA (KEYNOTE-054 3RER)  (LEMEARTRREMN)

#= B B K 4 & ( socC: B (%)
SystemOrganClass) AFNRE Placeboff
HARGE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

ARIE 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
PO WAREE

FR R RE TDHEAE 49 (96) 1 (02 0 4 (08) 0 0

FR PR R AL i 73 (14.3) 0 0 13 (26) 0 0
B RS

T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0

TN 58 (11.4) 0 0 43 (8.6) 0
—i% - R EER LU G OREE

4 )9 48 (9.4) 0 0 34 (6.8) 0 0

il 143 (281) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
i R A A

ALT #4711 26 (51) 3 (06) 0 16 (32) 1 (02 0
B i R B L OV SRRk RE &

BE A 51  (100) 3 (0.6) 0 47 (9.4) 0 0

A 26 (5.1) 0 0 15 (3.0) 0 0
PR R P

£ 37 (7.3) 0 0 33 (66 1 (0.2 0
MR ER, MOERES KON R P &

1% IR 27 (53) 1 (0.2 0 14 (2.8) 0 0
FEREF X OV MRk =

= 5P 85 (16.7) 0 0 49  (9.8) 0 0

5 49 (9.6 0 0 32 (6.4)

728 ABIBEZ RO TRV MERIZE R 15 41 (2.9%) . KBS - EHEE O T 23 1] (4.5%) |
[ RERESE 46 1] (9.0%) . BiHRErEE (RMERIEMERE) 26 (0.4%) . A
REREE 11 651 (2.2%) . HUIRARHERERRE 105 61 (20.6%) . FIBFEAEREE 5 61 (1.0%) .

12



1 BUBEIRIE 5 1 (1.0%) . 5 & 9 %K 2 6 (0.4%) | gk - BT AAEEE 1 41 (0.2%)
Wege 2 51 (0.4%) . FEIEAREEAE 1 61 (0.2%) . DA% 1 %1 (0.2%) IONT infusion
reaction 2 5l (0.4%) 2358 LTz, Fio, MRFEE (X7 « NU—EERESE) | BHE
DZJEEE (FRRRIEARIEGERE, ZIALEE, JAEES) | Nk - k. o)
BB PEEEBESR . PR IMAER I M OVIRZEERIBHIFED D72 o 7o, ARRIWER R BLIRPLIXES
HESR (BAMEMERET L) 280EHERE =T,
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[k - H&E]

RIGUIBRANRE 22 M AR 255 & L 72 ys R R ER  (KEYNOTE-002 35k &
N KEYNOTE-006 #4B%) O#fEH, 2 mg/kg Q3W, 10 mg/kg Q2W K OF 10 mg/kg Q3W
DT DAL - HEIZBW T O ARAOF R OZ I EZRITRD b o
7=

AFN ORFEE A S B REMEAT DA% F . EME R AEEF 1B 5 200 mg Q3W B 5-FED
AUCqewc (EHIRREIZISIT 5 6 A O YR -] di#R T fE) O RfE [10%55, 90%
A1 mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W FHHED
AUCs 6wk (1.32[0.722,2.06] mg-day/mL) & &L L, 10 mg/kg Q3W £ 5-HF?D AUCqs swk

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

EMERAMEEE 2R L U AHI DR RIS OFER. et S Ak A& Q
mg/kg Q3W $¢5-. 10 mgkg Q2W 5% Y 10 mg/kg Q3W #5-) DFiH T AUCss 6wk
BN R VRN & ORI BEITERD b v o T,
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4, FEFRIZOWVWT

TRV UIBR AN RE 22 M R AR O3 2 kGRS & U CRE M G A (Rflfid) 23
LBNTWNDZ ENnD, YEHELHEUICE R TE DME THLIMLERNH D, D LT,
S U A 7 EBETE (RMP) (ZHED & | AHI O BE R 22 MR RIR B~ 1 14 25
b HHiEX T o> T, AFNOE G Y72 BF Z22Wr - FiE L, AR OREITL Y HER
BIVEF 2363 U-BUCHIST 5 2 E AN EER D . UL TFTOD~Q D4 T %7 ik
IZBWTHERT 2 X&ETH S,

@D #EHRIZHOWT

D1 FRed (1) ~ (B) OWVWTNMNITHES T IR THDH Z L,

(1) JEAFBREDIEET 205 A REHEILRPEE GEE A RS A2 RGEEEIL U5 P
IR A3 A2 FEIEILRUR T, MRS A2 &) (PR 30 4R 4 A 1 HIFEA -
437 Jiti %)

(2) HrEkgREIRRE (CERR 2942 6 A 1 H B S - 85 fik

(3) HEMFIRAFENFREET 203 A2 HGEEEFFE (DS AR EWRPL, 23 At
W EBE, 3 AR EEHERE B e &)

(4) ARACFHIEEZHE L, S REFFREME 1 SUISSRAL BB 2 Ofsx 5L 1E
AR DR AT > TV Dftiag CER 28 4 7 H 1 BIRFAL : 2540 fiigx

(5) PUEMEIEEAIA S EEINE Ok EUEI R D mHZIT > TV D liek (PR 28 4 7
H 1 HEEA 1290 Sk

O-2 EVERANEOLFRE K ORIWEHFEBLRE O XS IZ 443 72 Jak & B8R 2 R D Al
(FROWTINNTEZYT DIER) 23, YEZ2FEBOARANCET 21EEOFLEHE L LT
BlEINTWnWbHZ &,

#*

o [EHithEFFEEE 2 EDOHIHME ZME T L7212 5 4ELL ED D ATRIED B RIHE %
[ToTWAHZ &, 95, 28D RIT. DAEMIREAY L L-BRREEZOHHE 2
fToTWVWBHZ &,

o [ERRFFIGER 2 FOPWNHEAZE T L7cRIZ 5 FLL Lo R REMEELE 2 O
IR Z A L TWND Z &,

@ BENOEXRLFREBEOMEHIZOWNT

PR S A PRI 2 BEE N E S, RS EL oFmAE O, A9 - %7
PRSI AR OE I OCERS ST 2SI, AEFSNRE LGS 0WE
EH, HEDNESHIATONDIEHINE S TND Z &,
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® BIHER~DRRITDNT
@-1 BIERARBRE ORI 2 B

VR PEMR B D EE A BITEA N A LT-BRIC, 24 BRRIZIRIKHIO T, Mk X
VB R (23T, FEEL L2 BIENCS U CABREHE L O CT &0 FIER O BRI 2
B EDORERN Y HHRICE G, EHICRIGC TR AEHINE > TWNWD Z &,

@2 EERFEHICLH>AEFFSNICET HEH

DN AR 2 B 2 ik B OB RE A2 T D IR HE N EER =X U v 7
EHEDITEIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
SN TWbZ L, BB, BHEKEICOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BHERADZEr xRN LT

BIVEA (RVEPMERREICIN A2, KGR - HEO TH, IFsREREE, BHGEmRE (R
BB R | WowkEs (FEREEERE, FIRIREERS . FIREERSE) |
1RUBEPRI . 5 & DMK, Ak - BRBURLARIE, Wk, BEOKERE (RERERIRE
BERE, ZIGHLEE, FRBIES) | infusionreaction, MM « BElEJS, FIEFFEESE, #RE
[ (KT« NU—SEEREE) | DR, M RIS MESE BN A i
IREFEREE ) 1Tk LT, Yk XX M i B O B2 & 9~ 5 BEfili &odifs L ()
TEROZKHCHRIGIZE L CTHRER O EEZZ T OO H D 2 L) | BEHIZHEb7
WLE IS T E DAREINIE S TND Z &y
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5. Be5xH LD BE
(AP B9 % H1H]

@

@

TRLOBHEIZBWTAKIOE N REN TN D,

o ALEEBRIERE O 720 R OMESERIERE O & 2 IRIGUIBR AR RE 22 v B iE s

o ERUBHBORT VI FY o RAEERE BT DAL

728, BRAF B FARZ AT 2ERFIZE VL CIL, BRAF [LEARNC X 2716% L EE

T5Z L,

TEUCEE Y T D ARHK| D5} O A T IEICOW T AR OGN HSL SN TE
59, AREOEGRHR L 725720,
o fhOBUEMEEAIEOPH L TRE SNBSS

| 7S et A pRAR ) |

O TRUIY T HRFIIOWVWTIIAF OB ENED E SN TWD Z Enb, &G 21T
DI L,
o ARHIDOEATIT xR LIBBUE DBEEE D & 5 B

@ RERTOFHMIZIB VT FRRICE Y T 2 BE T HOWTE, AFIOBGIIHELE X L2
3, MOIEERIE N 72 WGAICRY , BEICAHZHEHAT L2 L E2EBETZ D,
o [HEMMEEOEI I ED & 5 BFH
o IR EG R A CRIE R 2 R0 D A K ONE B 0D S il 2% <0 e Yt it ¢

FEDRZRIEMEAL DA O D B
o HCOSMEEBOEOE UM L IIHERMEO B O R B OB D
&) 5 l%%‘

o JEISBMEIE (GEMERBER L ST OboHBE
e ECOG Performance Status 3-4 2 0 H#H

(2 ECOG @ Performance Status (PS)

Score TE e

0 AR IEBTE 5, BFaiE R C R EAEENHIRRITZD,

: PARIIZ L LUMEENIHIRR S 528, BITA[REC, BAEESE > TOMEEIIITH Z LW TE 5,
B RNFE, HEEE

5 HBATARETH S OF DOEIY O Z 1T T X THEREE DM ERIZTE 2, B0 50%2L i3~y Rt
‘Gi@ \):\T;—o

3 BoNFESOHDEY DL LTERY, O 50%LL EE2~y Rk T4,

4 EET RV, BOOFOEY OZ Li3e TERY, BRIy KRBT Tl I1,
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6. REICELTHET NEHH

® ® ©

I SRR TN 2, BEIREIER D3RI 9 2 R T 55 & ARH| O e I O

HOTOIZ B ERE B L TR T 2 &,

TRIRBARITIENL S | B UTE OFIRIA MR OERMEZ + 23 L, [[EZ2 15

TbEGTHZ L,

FEREWER DO~V A MTHOWT

o [WEMMZERNHLOLNDZ ENH DT, RKEOEEIZHT- > TiX, YIHE
W CEEIAL, PR RIS, mkaE) ORERR KL O X #RiRd o FEhass, Biggs +
AT H Tk, Flo, BEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

* infusionreaction 73d% H DIV DH Z L3 5, infusionreaction 2378 HALVIZIG AT
I, WY RALE 21T O L &b, ERNEIE T D £ TREOREEZ o128l
T5HI &,

o HURIMEREREZENH LI D Z 1D 5D T, K OF:H-BRIGHT M O 5111
TE MR RS RERR AL (TSH. 078 T3, FHE T4 S OME) 2 FEHid 5
ok,

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

o FEIERK (MERKOMLEEHREREET) EOHEERIREELH 5D
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF N
RBOOLNTHEITIE, HONCERENZZ2 T2 L BEFELRET L L,

o ARHFNOEHIZIY | EEORIERIGICERT D &EB 2 DIk A I EBEWE
DHOLLNDZ ERDHDH, BENBROONTLEICIE, BB LEFRIIS U
B 22 ik & R BR 2 e o [l & U ClE vl e iR i 2 1TV R EE O
FOSZ & B BWER B 25551213 AFIORIESO I IR, K OREIE RE R
NEVRIOBRGEEZBETHZ L, 2B, BIBRERLVE S OREIZXYEIE
A OYEERFRD IR WIGEITIE, B RE ARV o LISt O Sz i Fl oisin
bLERET DL,

o BHKTH. BUAMN Oy ARRE L THOERWERNEET L2 B3 H D720,
AFNOEGHETRIZGEWEHOFBU A 2ITEET D 2 &,

o I AUMERRIRE (BIUE 1 BUBEIRIF A 5Te) b bbiv, PERFEES R T v R—v X
IZEBLHZENRHLHOT, Ag, Fl, EHZFEDER ORI EO LA+
SEETHZ &, 1 AERBEN OGS &R GEERIEL, AR Ul
H O bEDOMY R LEZITH Z &,

IRIBOIFRARE 22 B R AE B I 2 BRITIR, AFIOEKRBRIZIN T, &5

BRLEDN G 3 I AL, ZHLAREIR, #5866 1R 6 ) Z & oAbk DR

i 4T > TN Z & A2BBIT, ARFEGTITEMAICRROMRZITO 2 L,

SEARYIERE DM BANEEBE ~OMSMEE & U TEHT 2B, AR DERK

RERICBWT, BEHMEOOREFRE T 12 B I L ICHEIMEDOFH L 21T > TV
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722 & BBEL, AHOKREGHITEHNRINROMREITO 2 &, ok, ik
WiEE LTHEMAT 256123, ARORSGHRIZ 12 VAETESS L,


THRDE
楕円


