xEFERHEET A FF A4
RA7Tul) XAv7 (BIEHEEEZ)
(BR7%4 : ¥4 b —& SRERE 100 mg)
~EfEAE~

ERR2 942 A (4Fn 24 8 AKET)
BEEBE




Bk

1. IL®ic P2
2. AANIOFHH. (EHEF P3
3. ERIKRGE P4
4. FEFRIZHOWT P16
5. BHxtGL e b P18
6. HEHEICELTHETRXHIRA P19



1. IXT®IC

IS OGN < REMEDHEROT-DITIE, WA STEZEITE SVl E el 23R D
Bid, 5T, IEORFAROMEARNC L0 | FUREIRS 22 & OB 72 Hidi/E %
FFEIMPARINDLH T, 2N O DOEHKNZEICHLEREE IR 5 2 L3RR
PR L 72 o TR Y RREMBGEE & O FEAR T #2016 CEAE 28 4F 6 A 2 H BRI E)
IZBWThH, EHERLEOHHORBHEEZXS Z L LS TW5,

HRE RS T SRR M T 0 7 7 A VDB RO EI S, & B S 2
RHZENRNHD, ZOdh, MR OEEMEICET D ERN SR T 5 E TOR,
WHEILORBEEZ R 2T D 2 ENHIRF SN BE IR L THERT S & L i, BIE
FDFEBL LTS LB ekt 2 & D 2 & DN AREZR — 8 O E & i 7= I A% B T A
THZENEETHD,

L7eRoT, KA T A4 Tid, BARBERELZNE TICHELN TV EFITH -
BHER LM EED & | LU O E IR O it 708 ) 2 HEHE 3 2 BLA b B2 g B %
FROEEFRREZRT,

I, ARITA KT A %, MSIATEOE NESE SRR S, A ANR AR
BRR IR oy . — M E A B ARERRNRHE S KON RN B AR ER 2 O )
Db EER LT,

RIG L IR B EINL A b L—F EEEE 100mg (— R4 Na T X~vT (Eis
THAHLZ))

R E R DEIHR - AN R

MELRHOFEROHE . WH . BRAIZIE, XA7r ) XA~v7 (Barfiz) LT 1
[5] 200 mg % 3 3 IR I3 1 5] 400 mg % 6 3 [ R T 30 43 [
DT CTRIEFET 2, 7272 L, i liBRIEOLGE L, &5
T 12 AETET S,

il 3& Ik 58 3¢ & - MSD RSt




2. AAIOKK, 1ERKERF

FA ML—F iEEE 100mg (—4 - AT R U X~ 7 (BisHEfz), LUF TR
Al EvyH,) 1X, PD-1 (programmed cell death-1) &% d VU 4> KT % PD-L1 KON PD-
L2 L OfEAEZEHERET S, b MbIgG4 €/ 7 n—FAHKTH 5,

PD-1 & 13 T FAQ o0& BEARKSAE 2> & 6 2 72 O IZ 3 AVKIRE ASFI FH 9 2 3= 7 s 2 il 4
AA »F T, PD-1 (F, fEFEZRREBICEWDCEER T MildoMiamicgE L, 3om
P& SO % B e A X Tl 72 e g OS2 %, 705, PD-1 (XU v R Eff
AETHZ IRV PURSEERICL D v VT VinE 2 AICHIET %A KTH 5, PD-L1
DIEFMHMIZB T 2HBUT DTN TH LD, 2L OBAMITIE T Mlao@ s 2Mmz
HIFEWENCIE L TV D, DAKIICIIT S PD-L1 O & EIL, B, el .
FERMARE ., IRELE, FE/ NIRRT S O 2 A TTPRARRKR T TH Y | IRWAEFR L
OEBEMENRE I TWD,

B OB A DGR T% & PD-L1 BB OFHEEAMN S, PD-1 & PD-L1 ORI
D PERREIC BV CHEERKREZE S Z LRI TR Y iz N ATEROER &
LTHIfF ST 5,

AANL, PD-1 & PD-L1 X ONPD-L2 Dii U T2 ROFERZILESTH Z Ll kv, [EE
W NBREE T OISR AR ENE T U v SERATEMA L &, HUEE S 4 FHE (b
T2 Z L THEGNRARET D,

AFN OVEFIRE AT IS < M8 O G5 FORIC & 2 BIERSE 2 & b, B XTI
B AN B D, AFIORG R OB GHIIE, BH OB E 0TV, B RE
W BV AITIE, FEBL L7z WIS U 7= B 72 itk & 0B % O AT & s L Col
BI85 B2 24T\ IR EE DR RS K D RITER DN b 256121, BIRKRE RV
L FI OB GE DY L AT S LR D B,



3. ERPRARE
TR Bl O ARG IR 21T o 72 7R BRI R BR O Al 2 R,

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

EFRERE DI UIA BV A~T RGBT CLF AV LA~T 1 E0nD,)
EEERN2 LY A ETORTFRIERE 2 AT HRIGUIRAGE Ao ik AR B 42 4]

(B DR R 52 37 BI) Z x5, K 2 mg/kg 3 BRMRE (BLTF TQ3W) L1 9,)
B 5-OFIER NZRMEDNRET S 7z, 7B, G FEM CREBET RS D HEIT,
PREBHETT 2 R IR 3FR8 B AL 2 W DORFRINIZ R E L T 5 B T, IREILIRE O]
GRHE CRABEITARD DD £ TAAIO B G225 2 LN ATRE & &z, HERT
MHIE B Td 5 MR [RECIST H A R4 > 1.1 BUZHES < ddeflliEic L 5 524:28%h (CR)
SOTERS 2R (PR) ] X, 24% (95%IEHHIXH @ 12~41) Thol-, 7k, FRNIEHE L
7-BREIX 10%TH - 7=,

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

A VY AT X DI AT DRI AR B RAE RS 2 XU, RA 2
mg/kg Q3W 5 & Y 10 mg/kg Q3W 1 5-DHIWER L REN | ALTFHRIE (X ANy
Y. TEYOIR, ANVRTTTF XTI VAR NI INR T TF 3T ) H ¥
T, LT TNICCRE) EvH,) X E LTRSS, 728, MM CRAHETTA
R LN HAIT, TREEIT 2 R TER AR DN WEORRICZE L TWSHEE
TUE, WRIEI LA O WG FEAT TR BEIT B0 B D £ TAAIOB S ikt 425 = & 237
REL SN, EEFHMRE B XA (LT T0S) &9 ,) M OERE AR AR (L
T IPFS) &9 ,) & &, RANILFREE L g LT, PFS A BEIJIER L7z,

#1 BB (KEYNOTE-002 3E&)

AH 2 mg/kg AH| 10 mg/kg e==2-30
Q3w Q3W
(180 1) (181 1) (179 1)
rhoefis (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
rhofefl (A ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | Hf— R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

Cl: (ZHEXH. *1: RECIST #A F A > 1.1 RUZIES < FOHARFHE B ORI 6 B (= . % A

*2 : @RI Cox eHl N — RET M L BLE L Db, =3 J@hln 7o V7 RE




100
90
80
70

& 60
ESD-_
4 40 7
30
20
10

— 39 2mgrkg GBW
——— Z10mg/kg QAW
(R

at risk#
## 2 mg/kg Q3W
##110mg/kg Q3W
{ES8RGE

180
181
179

131
138
115

ekl LU R Rl BULARLALL (LU WL
9 12 15 18 21 2

33 36

27 30

S77R (R)
95 70 61 1 0
99 79 67 12 0
80 60 48 9 0

1 OS @ Kaplan-Meier #i# (KEYNOTE-002 35%)

—— 3 2 mg/kg Q3W
——— A 10mg/kg Q3W
eC 3

at riskEy
A 2 mg/kg Q3W
##10mg/kg Q3W
{LZERGE

180
181
179

153
158
128

4 6 8 10 12 14
SRR (A]

74 53 26 9 4 2

82 55 39 15 5 1

43 22 15 - 2 1

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



@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 kRIS A 10 mg/kg Q3W BE 5K
10 mg/kg 2 BRI (LA TQ2WI W9 ,) BHEOFEMER LN, A B A
~ 7 aRRE LTS SN, ks, BEgAHE TRDEITARD b Ga I, Rl
T2 RIIER DT BN WEDRRRINIZ L E L T2 B Tk, REILLRE O B AR
THREMEITRRO D ETAFOE G 2k 5 Z L AHE & S v, ZEFHEEE
IZ0S OVPFES & &, AANFA B A~T7 LH#g LT, OS XO'PFS # HEICHERE L
76

#2 AuhRkEE (KEYNOTE-006 3ER)

AFI 10 mg/kg AF 10 mg/kg AV L~T
Q3W Q2w
(277 f41) (279 1) (278 f31)
tgefE [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 {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)
PES™ 5 | AA— 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: HEEARA], *1 : PRAEITREO T — % 1 20154E3 A3 B v b4 7, *2: J@hl
Cox NP — REFMIC L DA B Y A~T7 L Ok, *3: @Hlna 75 7 E, *4 : RECIST &
A RTA4 2 11U IS < SE U 72 BFHR R E K OB PR 12 X 2 A, *5 : R REfARATRE D 7 —
Z 20149 H3HA By bF7)



B 50

——— F#10mg/kg QIW
#F10mg/kg QW
—_— PuLTT

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
11F

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

e e 28 10Mg kg QW
## 10mg/kg QIW
fPULTS

at riskE

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

2 4 6 8 10 12 14

HREREFEM A

231 147 98 49 7 2 0
235 133 95 53 7 1
186 a8 42 18 2 0 0

—

Xl 4 PFS @ Kaplan-Meier fi#f (KEYNOTE-006 3A5%)



@[E BEIL A 2 MAHRER  (KEYNOTE-054345Rk)

TERUIRGO AT — VI WY o REAEEE (AR ZET) 2XRIC, ik
FIBNFRIE & U TAFI200 mg QAW L-D A MK O 2MN, 7T R ExteE LTH
PN Te, BEFHEE B I EERAGAHIN (BUF TRFS) W9 ,) & &, KFNETZ
AR L LT, RFSEHFITIERE L1,

#3 HEhMHREE (KEYNOTE-0543R8%)

AA200 mg 7R

Q3W
(514%1) (50531)
e [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: 2. NE: #EART, *1 : PRETEOT —Z  20174E10H28 0 > A7, *2: J@5l]
CoxlbINYF— RET NI LD T TR EDLRE, *3: Bilue /7 7 BE. Q3W : 33 RikE

¥ 5., NE : Not Estimated

100 -
90 |
80 hh""-\“-
;g e \H—-‘“—h*\'-\.
# 60 "~y
lI:E|-|I..b 50 A .'H\-ll-l-u—i
MR 40
g 30
20 | —— #FAI200mg Q3W
10 ] TStk
0 T 1 T T T 1 1
0 3 6 9 12 15 18 21 24
1 H
at risk% ERRLEFHAE B8]
ZAF1200mg Q3W 514 438 413 392 313 182 73 15 0
TSt 505 415 363 323 264 157 60 15 0

XI5 RFSMKaplan-Meierfi#t (KEYNOTE-0547335%)

(U AJCC (American Joint Committee on Cnancer) 12348 (55 7 1) (&S <FHM, A7 — YA TiLY
L ERN DEEREEL)S 1 mm B DA D Ix,

8



[Zz421E]

OEMNE I bR (KEYNOTE-041 #X5%)

AEFGIL, 4142 5] (97.6%) (258D b, IBBRIE & ORRBBENEE TE WA
L, 34/42 5] (81.0%) IZFRW HALTZ, FEBLED 5%LL EOREWERIZT TERD LBY T
HoT-,

#£ 4 BHEEN 5%L EORIER (KEYNOTE-041 3RE)  (RAeMMTxISER)
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)
s

AR B RE AR T iE 4 (9.5) 0 0
B ke E

T 3 (7.) 0 0
—f - FEER L OB G ORRE

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

AST #471 3 (7.1) 0 0

TP BR A5 N 3 (7.1) 0 0
Bl H KO T kb= &

% 9 FEE 6 (14.3) 0 0

R INIR S IN A 6 (14.3) 0 0

R B 3 (7.1) 0 0

. EVERIZRE 1B (2.4%) . Kz - EEO TR 2 4] (4.8%) | IFHERERT 3
Bl (7.1%) . TEAHEERE 2 61 (4.8%) . FHRIERERTE 6 61 (14.3%) . infusion
reaction 1 5l (2.4%) KOS E D IER 161 (2.4%) 23580 bz, Eo, PREE (F7
o N LERERESE) | BIRRERRTE (RMAEREMER RS | BIBEE, 1 BRI,
HEDORGEE (BEHMBEIRIERRE, ZIPHEE, HREES) | R, HiR - BUUm
e, EUEREEE, Mot - BEIRAR, GDAhZR. SRR PR MRS PESRBER ., YA IR I
K ORIFERBSHIRR D S e o 7o, ARWEMZEBURILIBNESR SR (RRMAMR T 25
) ZELEFRREZ TR

@iEsh i 1 AHRER (KEYNOTE-002 i5R)

HEFESRIT, 2mg/kg Q3W #f 172/178 51| (96.6%) . 10 mg/kg Q3W #¥ 178/179 15| (99.4%)
JZ OV ICC B 167/171 ] (97.7%) (258D DAL, 1RBREE & DR EBERN B E TERWAE
FRIL, TNTFh 121178 # (68.0%) . 133/179 fil (74.3%) M TX 138/171 i (80.7%)
WD BV, WU ORETHILRN 5%LL EORIWERIZTEDO LB Th o7,



5 WIN»ORETRERN 5% EOEIEA (KEYNOTE-002 3RBR) (2Pt REH)

% (%)

FREBIKr$E (SOC: System

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

(MedDRA ver.18.0) 4 Grade Grade Grade 5 4 Grade Grade Grade 5 4 Grade G;aje Grade 5
EIEM 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
T BRI A 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 T

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% - BREEER LOREENOREE

0 i 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

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

RARIBOE 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (15.2) 0 0
B R B L O%E A Rk 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 TR

KM= 2 — T — 2 (11 0 0 0 0 0 14 82 2 (12) ©
BERLTE 1 (0.6) 0 0 2 (11) 0 0 11 (6.4) 0 0
B2 6 £ 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
ZIRINIIRZ 3N A2 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

728, 2 mglkg Q3W K TX 10 mg/kg Q3W BEICH W TENFh, I VENEE 1 41
(0.6%) KON46] (2.2%) . KiFZ% « EEO FH 161 (0.6%) K66 (3.4%) . ik
[ (T« N U—JEGERES) 2 6] (1.1%) KO0 fi, AHHEEREE 13 41 (7.3%) M
V15 5] (8.4%) . BHEREEE (RANEMEMEELRE) 161 (0.6%) KU1 H4] (0.6%) .
FEEAEEREREE 1 6] (0.6%) KON3 B (1.7%) . FUIRAREEREREE 14 1 (7.9%) KON 15
B (8.4%) . infusionreaction2 fiil (1.1%) &3 B (L.7%) . EHEDOKERESE (K&,
TERRAEBERE . ZTEALEE, JERIEIES) 15 (0.6%) &M 141 (0.6%) . ML 145 (0.6%)
K ON0 3, EEEAREE DHE O il Je OV 1 131 (0.6%) . Aide - BRSSO Il K O 1 5] (0.6%) .
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WRCHE 55 0 BIRTH 2 B (119%) AR BITz, Eho, BITHE, 1R,
5% - BRECTHARSE, DAfJ6, SemebEiL MSRAPESRBER, T ILPER R AR 1
Wb B o T, ABWERITRBLI B S (AR 2 61) & aTkdt
AR

@A FEMAHRER (KEYNOTE-006 #X5#)

HEFESIT, 10 mg/kg Q3W £ 264/277 1511 (95.3%) . 10 mg/kg Q2W F¥ 275/278 4] (98.9%)
SO IPILAE 239/256 5] (93.4%) (1Z388 B AL, VRS & ORIRBERNA G E TE WA EHESE
Ld. FAFER 202277 1 (72.9%) . 221/278 f4] (79.5%) K X 187/256 1 (73.0%) |
WO BTz, WTIUDORETIBLED 5%l EORIWERIZTED LB THo7-,

K6 WTNADORETREED 5%LL EOBHWER (KEYNOTE-006 #U) (LM REM)

B (%)

B BIRSIHE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WHE IPI#E
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)
iR
FRR B RE 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
-0 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) 0O

PN R 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 ORE
1 5 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) ©
PR AR AR
AST #40 6 (22) 1 (4 O 14 (5.0) 0 0 6 (23) 2 (08) 0
R L OvearEE
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) 0 5 (20) 1 (04) 0
B K OV T ALk RE
Z 9 FEE 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (04) 0
B 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 BHICRBWTENFh, MR B 4 4
(1.4%) KON (0.4%) . KiFZ% « BHEO FH 10 61 (3.6%) MK ON13 6] (4.7%) . f#
fEE (X7 2« NU—IEERESE) 2 61 (0.7%) K ON0 B, ATHREREE 14 61 (5.1%)
J O 23 5 (8.3%) | EFREREREE (JRAE B RSE) 261 (0.7%) KOV 4 (0.4%) |
TEAEEEREE 1 6] (0.4%) KU1 61 (0.4%) . FUIRARAERE S 28 f31] (10.1%) KUY 33

11



B (11.9%) . REIBkEESE 161 (0.4%) L2 4] (0.7%) . infusion reaction 7 5] (2.5%)
KOVS i (1.8%) | L HUHEIRIE 161 (0.4%) K ONO0 B, BEEDKERE (FERREARSE
e, ZTEALEBE, JEHRIEIESE) O 5] L O 1 51 (0.4%) | S 1 451 (0.4%) J N 1 431 (0.4%)
e - BB RARAE 1451 (0.4%) KOV 0 i, g - #lMEZ O 5l Je Y 1 f31] (0.4%) | TR
IZ5E IR 3B (1.1%) KON B (0.4%) DB bivlz, £7-, EIEMEIGE, L
P, So I N PE SR BN . VAR I B OIRZFER GRS e 1=, AREIE
MFBLRDUIBIE RS (BAMAMERE 2 5T) 230EERE =T,

@EBE LR FH MRS (KEYNOTE-054 #5R)

HEFERIIARAIRETIL 475/509 1] (93.3%) (2, 77 BHREETIL 453/502 51 (90.2%)
IZRBL LT, 1R L OREBEGEATE CERWVWEERERIL, AAIFETIX 396/509
(77.8%) 2. 77 & AREETIE 332/502 ] (66.1%) (ZHHL L=, WFNNORETRILE
M 5%LL EORIERIZTTFRDO LB THoTo,

KT DTN TREED 5%LL EOBIWER (KEYNOTE-054 3UR) (LM REM)

#= B B K & & ( soc: B3 (%)
SystemOrganClass) AFNHE Placeboff
HARFE (PT: PreferredTerm) 50941 50241
(MedDRAver.20.1) 4:Grade Grade 3-4  Grade 5 4:Grade Grade 3-4  Grade 5

SRIE 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
o WiBE

FR IR RE TDHERE 49 (96) 1 (02 0 4 (08) 0 0

FRL 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

AT 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
e R A

ALT #4111 26 (51) 3 (06) 0 16 (32 1 (0.2 0
B i R B L OV SRRk &

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

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

TS 37 (7.3) 0 0 33 (66) 1 (02 0
MR ER. MOERES KON R P =

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

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

B 49 (9.6 0 0 32 (6.4)

7p B AFIFEZ BV CRIE MEMIR A 15 61 (2.9%) . K - BE O T 23 6 (4.5%) |
FFFREREE 46 61 (9.0%) | BHEEREREE (RAEMEMEBRLE) 26 (0.4%) . FEAHE
REREE 11 4] (2.2%) . AR IREERERSE 105 4] (20.6%) . EIFEHERERSE 5 4 (1.0%) .

12



1 BUBEPRSF 5 51 (1.0%) . 55 & 9k 2 6 (0.4%) | fh *ﬁ% e 1451 (0.2%) .
g 2 B (0.4%) . ESEMESIE 1 ] (0.2%) . DAsZ 1 61 (0.2%) I ONT infusion
reaction 2 5l (0.4%) MFRH LTz, Fiz. ffkkEE (%7/ NU—IEERESE) | EE
DR REEE (B RERERARIEWERE, ZIRLEE, *”ﬁf@g%‘:) o AR - RS SEME L
B PESEBESR  PRIMAME R i M OVIRZEBR S X b%ﬂfmwto AR ZEBLR DR
HESR (BARMRAEMET L E5T) %a@%#ﬁ%%%%
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Uik - HE]

RIGUIBRARE 2 M BB 2 x5 & U= MBs M AR SR (KEYNOTE-002 75k &
O'KEYNOTE-006 i) O#EF. 2 mg/kg Q3W. 10 mg/kg Q2W K O 10 mg/kg Q3W
DT LD L - HEIZB W THARANOF R LRI ZRITRD e o
77
KN O RHE S Eh REfRMT D S, FEMERAEREE 2T 5 200 mg Q3W # H-Kf o
AUCenc GEFIRBBICISIT 2 6 MM D FE-FRef b #R T EAE) O [10% 5, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL T&H V. 2 mgkg Q3W FHKED
AUCss 6wk (1.32[0.722,2.06] mg-day/mL) &Fa{EL L. 10 mg/kg Q3W F 5D AUCqs 6wk
(7.49 [4.32,11.3] mg-day/mL) % F[a]->7=,
M RAMEEE 2R & U ARH OWRER ROSNT OFER et S ik & Q2
mg/kg Q3W 5., 10 mg/kg Q2W $£5- K TY 10 mg/kg Q3W #£5-) D T AUC swk
A INE R OV & ORI R BIEIIEER O b o7z,
AHNORHEMRYEEET LV EZFHA LY I 2 b—2 3 280 AH 200 mg %
Q3W, 400mg % 6 MMM (LLT TQeW) & 9,) X 10mgkg (KHEH) % 2
Mk (CLF TQ2W] W5 ,) TEAE LIZBEOARAIOD Mg HIRE P E S iz,
ZDFER., KA 400 mg &2 Q6W TH G- L 7=BOAK| O EH IRREIZ I 5 FH M iE
FIREE (LT [Cavgss) &VM20) 1. A 200 mg 2 Q3W TH L L7ZFRD Cavgss &
T 5L FlEne (FR), £/, AAI400 mg 2 Q6W T L L 7ZBROAHA|D
EHIRRBIZ BT D e m g FIREE (LLT TCmaxss) &V 96) 13, AFAl 200 mg 2 Q3W
TEG LTEBED Chaxss E I L CTEEZ T ETHIESNTZH 0D, BARAANBEIZE
WTHARMENHER SN TWD L - HETH HAH) 10 mgkg (REH) % QW TH
B UTZBED Craxss & I L TIREZ R & Tl Sz (FR), S 6, BERANE
B 2R RITAHK 400 mg % Q6W T 5 L 7=/ B 1AHFAR (KEYNOTE-555 #5%)
L 0N FEREIZE S S EYBEE T A —FF, VI 2 b—T a3 ISk D Tl
L7cEWEhe 7 A —2 LFRIL7. (TR), M T, HEEOEEIZH T 2 KRR
BREGRE IS & | ARFIOMREE & &AM X T2 & OB A2 REH 2B SE
TIVIMEZ XL, AAl 200 mg 2 Q3W X 400 mg 2 Q6W TH 5 L 7-BROIRFE &
AT N & OB OW TR S Lo )Ry EREOE - HEDORTH
SR R OV BRI 7 22 BT 7 & PRl E Tz,
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£8 FHNORMBERE T A —H

[ Cirax Cavg Crnin Crnaxss Cavgss Crinss
(ng/mL) (ug/mL) (ng/mL) (ng/mL) (ng/mL) (pg/mL)
200 mg Q3w (58.55?§9.7) (27.277-38.1) (17.%35,3.118.3) (91.3?.984.1) (49.?3??1.0) (30,2(,)'3?1,4)
400 mg QBW! (12;,2;4) (32.%?';2.7) (10.%1(.).50.8) (14%3%?49) (50.?%1.3) (19.33(,)'230.9)
40(032%%\,\/ (1351.:633?.10;6.4) NA (14_1:: 'i§5.4) NA NA NA
10 mglkg Q2w (21;2223) (14?41‘45) (11%,1221) (42?1,2?133) (27(23,7282) (19;,,9200)

+:n=2993, 100 DI = L—3 =3 02 K 0 B S SEEO hIUE (2.5%45, 97.5%45) . Cmax : A
BEHOREMEFIRE. Cag : FIEHEG%ONEMIEFIRE, Cmin : FIEHEGHE (A 7V 2 5051 OfKin

(%EF'/&%};E\ Crax,ss :

RIS I 1T 2 Bt 17 i B2
11 56 BRI (95%(F FHIX[H])
§ 1 AL BRI (95%(= FHIX[H])

NA : 472 L
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4, FERIZTOWVWT

VG EIBR AR RE 22 M E R B 1253 2 kGRS & U CTHRE G IIE (A1) 2355
BNTWNDZ END, YEHELHEUICERTX HMHTHILERNH D, TD LT,
I Y 2 7 EHGEHE (RMP) (M5 & AHI OB G 22 MR ARTE B~ {7 ) (R 238
B HMEE T > T, KRN OG- DEO) e BFELD2W - FE L, AFOFREGIZ XD HER
RIERZ B LTRSS T 2 2 & BB el LT OO~@ DT & il 72 T ik
IZBWTHERTHIRETH D,

@ #EHRIZHOWT

®-1 T%@(nﬁvw)@wﬁMﬁ_&éﬁém Y CTHDHI L,

(1) FEAEFBRKENEET 20 A2 EEHENSRRES B RA A REEEIL SRR
HIE S A2 S S ML R P i&iﬂzﬁw;ﬁﬁif BeZa &)

(2) FrEEREIFLL

(3) HEMFRAFENFRET 203 A HGEEEFFE (DS AR WL, 25 At
Wb IIEBE, S AR HERE R R &)

(4) AKRALFHIEEZHE L, SREFRENR 1 SUISSRAL 2B 2 Ok KL UE
AR DR AT > TV D e

(5) PUEEMERERL AL BN O FEHEI AR D 21T > TV D ek

®-2 %‘Tﬁ%@ﬂ%@ﬂﬁ?ié?ﬁ&(ﬁ%’”’ﬁﬂ%%\éiﬁﬁ%@iﬂi oy i RN & R BR A RO RN
(FROWFTNNITEEY T DER) 23, YEZEROAFICE T 2IGROBMEE & LT
BlESNTNDZ &,

B

o [ERIRFFISR 2 FOPWHEZE T L72RIC 5 FLLEO D ATBIRDOERIRIHE 2
ToTWDHZ &, 96, 2FURIE, DAFMIREL T & UIZBRERG - ONHE %
ToTWHZ &,

o [EEMEFFEUS% 2 FOYMINHEZE T L72RIC 5 FELL Lo R EEMEESZ RO
KRR AR L TCWD I &,

Q@ PBENOEEBEREEDOMEHNICONWT

EEGERERICEE T 5 TEDEE S, BESENSOEFRE D, A - &
e ﬁ%ﬁ’)fﬁ?&@”@fi&()\[:ﬁﬂiﬁ X AR, AEERDBAE LGS oS
RS, EDRHESODITON D IEH RS TWNWD Z L,
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@ EBIERA~DOXRIZOWT
@-1 BIERARBREO MR 32 B

R PEMR B D EE A BITEA N A LT-BRIC, 24 BRRI2IRIRHIO T, Mk X
VB R (23T, FEEL L 2 BIERNCS U CABREHE L O CT &0 FIVER O BRI 2
B EDORERNY HHRIZE G, EHICRHIGC TR AEHINE > TWND Z &,

@2 EERFHICLH>AEFFSNICET HEH

DN AR 2 B 2 sk B OB RE A2 9 D IR HE DN EER =X U v 7
EHEOITIROA T ) —= T EITOERE LR EZ LG TE 5 F— AEFRRH] 235
s TWbZ L, k. BHEKEIZCOWT, DABRE L ZFOFBEICHFSICEmENT
WhHZ L,

@-3 BEHERADZEr xRN LT

BIVER (RVEMERMREECIN X . KBS « /D2 - EEO TH, ITFHREREE - fE(LM:E
B, BHREREE (RMEMEEERE) | NOoWES (TEEMEERES, FIRIRERE
pREE . EIESERGERETE) | LAUBEIRIE. SE DR, Bk - BRRUTHEARE, Bk, EED
FeRghE (FhaptEae Bz SEAUmIARIE . FE FEREARAE BERE . ZIALEE, JERIEIESE) | infusion
reaction, 7% - BlEESE . BIEM M E, MRkREE (F7 2 - S U—IEREESE) | Ok,
S e MRl (et IMRIR D MESRBER . VIR i, ARIFERS . BERERIERIESE) |
MEREAFEWERE, AEESE) 1Sk UL MY ST MR B R O B 2 3 2 = Hil
EEfE L (BERHORZE-CXISICE L CRER VIR ZZ T ONLIEZMHICH DL L) |
BB U 72 /L& 78 T E DARHINE > T D Z &,
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5. B#GxtB Lt BE
(G 2hEcBE§ % 31E]
O TROBEIZBOTAROHEDEN RSN TN D,
o ALTFIERED 720 L OMEHEIERE O & D AR OISR ANRE 70 B A fE s
o ERYIRBOAT -V TV OEMEAREBE BT Dk MBhERE
72%. BRAF BicARZAT5HEICHVTIL, BRAF [LEANC L 160 H EE
THI L,

@  FREICEEY T D ARBIOPEE K OMEFH 5 IEIZ DN TE, ARANI OB ZIMERHESL SN TR
59, AFlOEER LB,
o fhOPUEMREEAIEOPH L TR S EE

(e EIC B4 2% FH]

O FRECEY T HEFICOVTIEAFIORGENEZE SN TWDH Z &b, &5 51T
brpnz &,
o ARHFNDEITIZHT LIBBUE OBEERE O & 5 B

@ THRERTOFHIHIZB W T FRRICEZS T 2 BF IOV TR, AFORGIFHELE I 70 n

D, AOIREERPUR A 2 NGEITIRY | HEICAHZEHT 2L 2BETE D,

o [WEMEMEEOEIUIBED & 5 B

o B AR A CRHVE S 2 AR 6O D A K ONE B 0D FH It 2 <2 R G 1 it 2%
LD RIEMEA LN B D BE

o HORERBOAOF SUTEMR A L IEFEHMEO B o R OB T RED
RN ey

o JEEREE GEMSHIRBHEE L B T) Ob o EE

o MO IIBEE AT HEE

»  ECOG Performance Status 3-4 "2 D EH

(2 ECOG ® Performance Status (PS)

Score EFH

0 |E&SMELIETE 5, BWATE R LA EAERSHIRZ AT D,

PIRENZIE LWEENIHIR S 1525, BTHIRE T, B > TOERIITO 2N TE D,
RS N 2

BITRRETCH Y OHOEY O Z L3N THREZSMEEITI TE 20, BH O 50%LL x> FAACilE 29,

ROENTZESOEDEY DZ L LTEXRY, BHRO 50%L EE2 Xy R+ TimId,

F G VS I O]

ELET RV, BOOHFOEIY O Z L34 TERY, BRIy Rk THIT,
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6. REICELTHET NEHH

® ® ©

I SRR TIN 2, BEIREIER D3RI~ 2 BRI T 55 & ARH| O Fei I O 4

HOTOIZ B EHRE B L TR T 2 &,

TRIRBARICIENL S | B UTE OFIRIA MER ERMEZ + 2 L, [FEZ2 15

TbEGT5HZ L,

FEREWEH DO~ A MTHOWT

o [WEMMERNHLOLNDZ ENHDHDOT, RKEOEEIZHT->TiX, YIHE
W CEEIAL, PR RIS, mkaE) ORERR & OO X #RiRd o Fhass, Biggs +
DATH Tk, Flo, BBEISUTHE CT, MG~ —F —FEORA % Ehi 7
HT L,

* infusionreaction 73d% H DI D Z L3 5, infusionreaction 23788 HAVIZIG A
I, WY RALEZ1T O L &I, EERNEIE T D £ TREDOREZ o128l
T5HI &,

o HURIRBERERETE . TERMAMEEREL OFEIBHKERENHODbNDLZ ENHDHD
T, RHNOFH-BAGET L O G-I R I3E SN werssie iR & (TSH, 78
T3, #HfE T4, ACTH, i = vF Y —VEORIE) % FEhid 5 2 &,

o JHHEEERETE . M LMEIRERNH D DID Z ENH DO T, KA OG- BRIGHT &
O G- S I E I IR EER A (AST, ALT. y-GTP, Al-P, BV LB %
ORPE) Z=FEhT 5 &,

o FEIERK (MEREOMLEEHREREET) EOHERIREELH b s
ZENHHOT, EFICIROEFE OFBEMHRT 52 L, £, IROEF )
RBOOLNTHEITIE, HONCERENZZ2T2 L )BEFELRET L L,

o ARHNOEHIZIY | WEORIERICCERT D &EB 2 LIV A I EBWE
DHOLOLNDZ ERDHDH, BENBOONTLEICIE, BELEFRIIS U
LR 70 ik & B8R 2 e o [l & U ClE vl e iR Wi 2 1T\, R EE Ok
FOSZ & D BWER R B 25581213, AFIORIESO I IR, K OREIE RE R
NWECRIOBRGELEBETHZ L, 2B, BIBRERNLVE L OREIZEYEIE
A OYEERFRD IR WIGEITIE, BB RE ARV o LIS O S i #l oisin
LERET DL,

o BHKTH. BOHAMN Oy ARRE L THOEWERNREET L2 B3 H D720,
AFNOFGHETRIZGEWEHOFBU A 2ITEET D 2 &,

o I AUMERRIE (BIE 1 BUBEIRIEAZ 5T) b bbiv, PERFEES R T v R— X
IZELHZENRHDHOT, Ag, Fl, EHZFEDEROFEECMBEEO R+
DEETHZ &, 1 AERBEN OGS &G ERIEL, AR Ul
H O bE DO R LEZITH Z &,

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

BALEDN G 3 I AL, Z LA IR, #5866 1R 6 B Z & oAbk

i 4T > TV Z & A2BBIT, AREGTITEMAICRROMRZITO 2 L,

SEARYIERE O M BANEERE ~OM S MBIEE & U CTEHT 2 BRI2IX, AR DERK

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