wemfE HEE T A K7 A4
RAh7a ) A<7 (B Z)
(BR5E4 « A b—F EEEE 20 mg, F1 b L—Z ST 100 mg)
~ HEE EL i~

YRk 2 942 H (ToTHE 6 H G
R TEA
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1. 1ZIL®HIZ

EIG OB « REMEDHEROT- DI, WA STEZFIZE DWW E e 23R D
5D, IHIC, IEORERFTOMEANT L0 | FURE IR e & 0551 72 Bf /e %
FFEIRMPARINDH T, TN O DOEHKGNZ EICLEREE IR 5 2 L3RR
P L 72 o TR Y RRIEMBOE S & B O FEARTTE 2016 Gk 28 42 6 H 2 H R E)
IZBWTH, EHERLEOHE A ORBE(LHEEZXS Z L LS TWn5,

HRE R T, SR E LM T 0 7 7 A VDR DO EI S, & B S 25
RHZENRNHD, ZOd, HMEROLEMEICET RN 0T 5 E TOR,
WYHEIRLOBEEZ R 2T 5 ENHIR SN EBE IR L THERAT S & L iz, BIE
RSB LTI etz & D 2 & DN ARE 7R — F O B % Jiii 7= 3 A% B C
THIENEETHD,

L7eRoT, RIFA RT A Tlid, BARERELZNE TIZELN TV D EFH TR -
B R S & | LT OERS O e 2 HEET 2800 b B2 ik & %
FROEEFERZ T,

I ARITA BT A %, MSIATEBOE NESE LR G . A E AR AR
R RIS s . — MR B ARERR N ERLE 2 & VAR FE N B AR FEF 22 O W /)
D EERR LT,

RfG L IR HEIN  F A M L— ST 20mg, ¥4 b L—ZSTEFE 100mg (—
s Rav vl Av7 (BB Z))
MG L RDREIHR - B R AE
MEERAHERORE : lHF ., RAIZIE, a7 nl X<v7 (Barf#fz) LT, 1
B 200 mg % 3 JHHIFNE T 30 43 2T CTRIEEEST 5, 72720,
MRMFEOEA X, GEHEIT 12 VA ETET 5,
3 # . MSD #RStE

B R

il

ok




2. RANIOK. ERT

XA hb—F SR 20 mg L OVELEHEE 100mg (—#%4 : XA 7n ) X~ (&
R z) . AT TARKI Evv9H,) 1%, PD-1 (programmed cell death-1) &Z DU 4>
RTd& % PD-L1 XN PD-L2 & DfEEZBEHERET S, b Mb1gG4 £/ 7 v —F Lk
ThD,

PD-1 #2813 T M S B (RS 2> D kL 5 72 D12 A AR 23 R 9 5 T 70 S i il
AA > FC, PD-1 1%, fEFEZREEICE W CTIEMER T Mo mcgil L, Bo®
P I s % B Lo AN LB ST R 7 o SO & I35, 370 H, PD-1 XU o REfE
BT HZEICL VSRR L D vV T T VREERICHIET 525K Th 5, PD-LI1
DEFMEICB T D2RBBUTI DTN THLD, Z<OPAMBTIE T Mldo@E 2
HIFEERENCHI L TWD, DAMBIZISIT 2 PD-L1 O &I, BMAaRE . .
FEMERE . IRELRE . FE/ Nl S Ok 2 R BRATTRARIKFTH D | [RWAEFR L
OB RE STV D,

BELD D A DEFIRH T & PD-L1 FELOFERMED G PD-1 & PD-L1 OFREE XML
DOFFEEREZ B W T EEREE 2 Z EAVRBREINTEY | Bz ATBREROEN) &
LTI ST 5,

AFNZ, PD-1 & PD-L1 }xOXPD-L2 Ofi U T ROFEAZET D Z L2k v, [EE
T INBRBE TR O S OO HIRE EE T U S ERA TR S8, HUlEE s 2 FE (L
T 52 & THEG IR E T 5,

AEN OB IS B E O SOGIZ L 2EIENER & b b, HEXIIETIZ
BLRMEND D, AFOEKGH R URE%IZIT, BEOBIEEEZ 712470, B A5
D BTG EIZIE, FEH U F RIS U RPN 2 ik & BB & R DRl & L T
G172 8RR 2 ATV B D SIERURT & D RITER 2 e 2 55 i3, B RE AL
RO GEDOWY)IRLE 21T 9 MEDR B D,



3. ERARRAE
MR O GBI FHAG 24T o 72 372 BRIRFRER D plifs 27”77,

[H2hE]
DENE T b MHkER (KEYNOTE-041 3X5%)
BB DN T A BV A~T GRE L) CLTFIA UV A~T ] &0 ),)
EEFERN2 LY A ETORTHRIERE 2 AT HIRIGUIRAGE Ao v AR BT 42 4
(B ZIERRT X5 37 B) 2 X%F5RIC, KA 2 mgkg 3 @REME (LLF TQ3W]) &\ H,)
B 5-OF MR VL EMEDSRE STz, 7ol BRI CEEBETARD b2 LA 12,
PRIBETT 2 R TR SR BV WEEOBRIRAVIZZEE L TV D B T, RIEILIRE O ]
G TR BEIT RO DD £ TARANOE G- kg5 2 ENARE & Sz, EERF
E A T D RN [RECIST 14 KT A > 1.1 U IS < e @iz k 55847850 (CR)
X285 (PR)] 1. 24% (95%IEHEIXH : 12~41) Thoto, 2P, FANIHE L
7-BMEIZ 10% TH - 7=,

QA T AHFER (KEYNOTE-002 #5%)

A Y AT K DIEREEL AT HIRIGUIRA R e e BANEEE 2RI, A 2
mg/kg Q3W #£5- &% Y 10 mg/kg Q3W ¢ 5- DA ME R OB | AL FRIE (X "y
V. TEVAI R, ANKRTTF RXTVEXFEVXIIANR T TF o +R7 ) 2%
T, LT TICCRE] LW 9H,) X E LTRSS, 728, BT CR ARG TH
R BTG AIT, TREBMEST 2 R TEIR RO DR WEDO BRI ZE L WD BHE
T, KIEILARE O B CHRBETT AR D G D E TARAIOE G 2kt d 5 2 &3]
HE & ST, FERHMIE B X AEAHE (LT T0S) &9 ,) KOEERSEAZHIRH (LA
T TPFS) & 9,) & &h, ARANILFRIE L R LT, PFS A EITIER LT,

#1 ARG (KEYNOTE-002 iX5R)

AH 2 mg/kg AH 10 mg/kg o= 30S
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 NP — K™ 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P fE™ 0.1173 0.0106
rhoefi [H ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS™ | NHF— RE™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

CI : {E#EX[H, *1 : RECIST HA KT A > 1.1 fRIZHEES < B RRHE & ORISR P 12 X 2 R,

*¥) 1 BRI Cox LN — RET M X DAL FRE L OB, *3: Bin 77 v 7 BE




860‘_
ESOj
# 40 7
30
20-_
10

0

at risk#
## 2 mg/kg Q3W
#710mg/kg Q3W
{L286E

180
181
179

0 3 6 9 12 15 18 21

131
138
115

T

24 27 30 33 36

S0 (A)
95 70 61 1" 0
99 79 67 12 0
80 60 48 9 0

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

—— M 2mg/kg QIW
———— ZMM10mg/kg Q3W

at risk#¥
7 2 mg/kg Q3W
##10mg/kg Q3W
{LE8eE

180
181
179

-

153
158
128

FNRETEM (7]

74 53 26 9 4
82 55 39 15 5 1
43 22 15 4 2 1

2 PFS @ Kaplan-Meier #if% (KEYNOTE-002 3X5#)



QA EAHFER (KEYNOTE-006 #t5k)

AY LTI BIRERO L NWIA Y AT EEGERN 1 LI AL FETOLL
LR G T DARIRUIBR AR RE 7 B R B R 2 KR AAI 10 mg/kg Q3W FE - K
W10 mg/kg 2 BFEE (LLF TQW] W9 ) BEOAMER O Z2MER, A BV A
~ 7 e LTHRE S 7o, s, BB CREEEITARE O b GaIT, REE
1T 2R IIERDFE O BN WEDRRRINIZ L E L T2 B Tk, REILLRE: O B AR
THREMEITRFRO 6D £ TAROE G kT 5 2 &L AlRE & S e, EEFHEEE
IZ 0S LNPES & &, AANIA Y A~T7 LH#EEL T, OS X O'PFS 4 EICHERE L
776

#2 ARMERSE (KEYNOTE-006 iX5R)

AH 10 mg/kg A 10 mg/kg AEY L~T
Q3W Q2W
(277 1) (279 B1) (278 B)
o [H] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13,NE)
0S* | NHF— REp? 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P i 0.00358 0.00052
el [ A 4.1 55 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | MNH— RER"2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P " <0.00001 <0.00001

Cl: 1EEXM. NE : &R, *1 : PEEFEEOT —% 20153 A3y 47, *2: &5
Cox i —RETNIC L DA ) A~T L Ol *3: Bhlla /o 7HE. *4 : RECIST &
A RTA4 2 1.1 RIS ST U 72 BB E K OB R RIS L 5
(201449 A3 By +A7)

A, 5 SRR ERR O T —




30 ] ——— Fmiomg/kg QW

20 AM10mg/kg QIW
10] —— svvnzz
0 2 4 6 8 10 12 14 16 18
at risk# EFMALR)
FA0mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FH10mg/kg Q3W 277 266 251 238 215 202 158 71 18 O
AEULIT 278 242 212 188 169 157 117 51 17 0O

3 OS @ Kaplan-Meier Hi#t (KEYNOTE-006 3X5#)

at risk® EETEM (A7)

F#10mg/kg Q2w 279 231 147 98 49 7 2
FH10mg/kg Q3W 277 235 133 95 53 7 1 1
A1EVLIT 278 186 88 42 18 2 0

4 PFS @ Kaplan-Meier #i#f (KEYNOTE-006 3X5#)



@E BRI FE ZE A RER (KEYNOTE-054:R5%)

FRYIBRBEOAT—VM WY oEEREEESE (AN ZET) 2550, itk
B & U TARAIR00 mg QAW 5- DA WK Ve, 77 BRZxtifie LT
PSS To, FEFHEE B IR AR (LT TRFS) £WH,) & &, AFNLT 7

TR &I LT, RFSEZAEICHEE LT,

#3 FHuEE (KEYNOTE-054:45%)

A #1200 mg 7R

Q3W

(51441) (50531))

HidefiE [A] NE
(95%CI) (NE, NE) (16.2, NE)

RFS™ NP R 0.57

(98%CI) (0.43,0.74)
P fE" <0.0001

Cl: {2HEXH. NE: #ERT, *1 : PO T —Z  20174E10H28 0 v A7, *2: J@5
CoxlbBINYF— RET NI L DT TR EDER, *3: Bhle 77 > 7 KRE. Q3W : 3T HNE

¥ 5., NE : Not Estimated

100 -
90 i
80 - S s
& 70 e
B 60 -
i
P 40
g 30 -
20 | —— FW20mg QIW
10 TS

M‘
N e,
L- 50 ] m\ﬂ-l-‘lf—v

0 ‘ : .
0 3 6 9 12 15 18

at risk24 HEREFHMB]

A#I200mg Q3W 514 438 413 392 313 182 73
PAmach 505 415 363 323 264 157 60

XS RFS?Kaplan-Meier i (KEYNOTE-0545X5%)

21 24

15 0
15 0

(D AJCC (American Joint Committee on Cnancer) JRHI433H (55 7 ) (ICEES<FHMl, AT —YMA TV

N OFEBEA 1| mm B OEE D Hx,



[Zz421E]
DOENE T b MHER (KEYNOTE-041 35%)
HEFERIT, 41042 6] (97.6%) IZBD L, 1BFRHE L ORREGENGE TERVWAE
FIL, 34/42 1] (81.0%) IZ@RD BTz, FELED 5% LORWERIT TERD LBV T
HoT-,

F 4 FHED 5%LL EORWER (KEYNOTE-041 #58) (2R 6 G4 M)
Bl (%)

IRERIRS¥E (SOC: System Organ Class)

JLAFE (PT: Preferred Term) 2 mg/ljé 1%3WE$
(MedDRA ver.20.1) -
“=Grade Grade 3-4 Grade 5

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

B BB R T i 4 9.5) 0 0
B I

T 3 (7.1) 0 0
—i% - BHEER OB G OREE

s 2k 5 (11.9) 0 0
R AR A A

AST #8)0 3 (7.1) 0 0

T B ER B N 3 (7.1) 0 0
FEIE 8 X OV T AL RRRE

% O FEIE 6 (14.3) 0 0

IS INITRZ SIN> 47 6 (14.3) 0 0

=M EBE 3 (7.1) 0 0

e, MIEMERMER 16 (2.4%) . KIBK - HEO THI2 6] (4.8%) . JHHEREREE 3
Bl (7.1%) . FHEAERERES 2§ (4.8%) . FRIREEEERES 6 151 (14.3%) . infusion
reaction 1 1l (2.4%) M ONSE SR 1 (2.4%) 2B SN, £io. HREE (X7
Voo NUIEERESE) | BRREREE RMERIEMER %) | BIEEE. 1 ABERA.
HE OGRS (RERBEIREGR, BB, FEREES) | L, Bk - B
fRdiE, EIEMMERE, BMZ% - B, DA, oS Mk IR PSR BN . PR i
K OFRIFFERBS TFR O D e o 7o, REWERFEBURIITBEHEFSR (BRREERT 25
te) HELEHERETRT,

@i THRER (KEYNOTE-002 #&5R)

AEFLIT, 2mg/kg Q3W FE 172/178 1] (96.6%) . 10 mg/kg Q3W HE 178/179 1 (99.4%)
K OVICC B 167/171 5l (97.7%) IZFRD H AL, IRBRIE & OREERN G E TE RWEAE
FRIT, TNEN 121178 B (68.0%) . 133/179 Bl (74.3%) K& T¥ 138/171 il (80.7%)
IR BTz, WT DO RETIRIELERD 5% UL EORIWERIZTED LB TH -7,



#£5 W ORETHIEDN 5% EORIEA (KEYNOTE-002 545%) (MM <t S 4EH])

B1% (%)

ZRE IR 4% (SOC: System

2 mg/kg Q3WH 10 mg/kg Q3WH ICCH
Organ Class) g”gg%” i g17§ 1Q§IJ i 1712
JEARFE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Gga(ie Grade 5 4 Grade Gr?)a(éi‘e Grade 5 4 Grade G;a;ie Grade 5
2EIEH 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (140) 0 138 (80.7) 45 (263) 0
Mgk KOV >R fEsE

Zif 5 (28) 1 (0.6) 0 7 (3.9) 0 0 35 (205 9 (53) 0
P i Bk s 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 E 2 (1.1 0 0 1 (06) 1 (06) 0 16 94) 4 (23) 0
o WAE

PR BRFS REA T E 9 (5.1 0 0 13 (7.3) 0 0 0 0 0
E e

(& 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
] 15 (8.4) 0 0 19 (10.6) 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
[ 2 (L.1) 1 (0.6) 0 10 56) 1 (0.6) 0 26 (152) 4 (23) 0
— % - RHEER L O G OIREE

T 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) O
FEEL 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
B AR A AT

LIIRAN el 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
R L OVesEhEE

RAREOR 8 (4.5) 0 0 17 (95) 2 (1.1) 0 26 (152) 0 0
B R B X O ARk &

RA & 13 (7.3) 1 (0.6) 0 12 (6.7) 1 (06) 0 9 (53) 1 (06) 0
7% P9 9 (5.1) 2 (L.1) 0 7 (3.9) 0 0 10 (5.8 1 (0.6) 0
PR TR B

K= 2 —m 5 — 2 (1.1 0 0 0 0 0 14 82 2 (12) 0
BERA 1 (0.6) 0 0 2 (L.1) 0 0 11 (6.4) 0 0
R X OV T HRREE

i =57 5 (2.8) 0 0 1 (0.6) 0 0 35 (205) 1 (0.6) 0
i A 9 (5.1 0 0 9 (5.0 0 0 2 (1.2) 0 0
% O 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
BOR Bk 22 5 (28) 1 (0.6) 0 10 56) 1 (06) 0 0 0 0
M BB 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2 0 0

728, 2 mgkg Q3W BEL TN 10 mg/kg Q3W BEIZEBWTCENZE L., FEMERIZEE 1 6]
(0.6%) KO 4% (2.2%) . KK - HEO TH 1 H] (0.6%) KOV6H] (3.4%) . ffk
[ (7 2« NU—JEERESE) 261 (1.1%) KLV 0 B, FFeReERES 13 61 (7.3%) &
D15 6 (8.4%) . BEHERERES (JRANEMIEMER %) 161 (0.6%) KOV 1 (0.6%) .
TEAFEREREDE 1 6] (0.6%) LOV3 6] (1.7%) . HIRIREREREE 14 1 (7.9%) KNS
5l (8.4%) . infusionreaction2 f5] (1.1%) M ON3 B (1.7%) . EEORJEREE (FERs
TERRIEBERE . ZTALEE, BIREIES) 141 (0.6%) O 1 B (0.6%) . S 141 (0.6%)
Fe OV 0 B, ESEMEESIE 0 IOV 1 B (0.6%) . fidde - Bl 0 IR O 1 61 (0.6%)

10



AT 5L 5B 0 BIRTR2 B (11%) 25 BLd, i, WIS, 1 HERA
55 - BERCISRMRIE D%, Sere LN D MESEERS VAL ME R B OVAR B B 1
B> bR T, RRWERRBRDUIBEH S FRRERRE 28T &6 %t
AR

QWS MAHFRER (KEYNOTE-006 #57)

AEFLIT, 10 mg/kg Q3W £E 264/277 1] (95.3%) . 10 mg/kg Q2W & 275/278 151 (98.9%)
Je OV TP #% 239/256 151l (93.4%) 1Z38® H AL, RBREE & ORILBRN G E TE WA ESF
Bi%. TNEN 202277 B (72.9%) . 2217278 B (79.5%) KX 187/256 il (73.0%)
RO LT, WTIDODORETRILED 5% EORWERIZ TEDO LB Y Tho Tz,

K6 WINORETHRIEN 5% EORITEH (KEYNOTE-006 #8R) (XS MEMEHT X SR M)

% (%)

FEHIR¥A (SOC: System

10mg/kgQ3 Wit 10mg/kgQ2WHE IPIRf

Organ Class)

FAGFE (PT: PreferredTerm) 27751 27851 25641
(MedDRAUver.18.0) 4>Grade Grade Grade 5 “Grade Grade Grade 5 “4=Grade G;a;ie Grade 5
2FIER 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)
P o s REs 55

FOIR BB BE T HESE 7 (2.5 0 0 17 (6.1) 0 0 6 (23) 1 (0.4) 0
B B A R T i 21 (7.6) 0 0 25 (9.0) 1 (04 0 2 (0.8) 0 0
Bl E

i3 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
KIG% 8 (29 5 (1.8 0 4 (14 4 14 0 19 (74) 16 (63) 0
T 40 (144) 3 (1.1 0 47 (169) 7 (2.5 0 58 (227) 8 (3.1) 0
1 N RS 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0
CLIN 31 (112) 1 (0.4) 0 28 (10.1) 0 0 22 (86) 1 (04) 0
M Pt 5 (1.8) 0 0 10 36) 1 (04) 0 14 (5.5) 0 0
—i% - BHEER OB G OREE

&) RE 31 (11.2) 0 0 32 (115 1 (04 0 16 (63) 2 (0.8) 0
I 57 53 (19.1) 1 (0.4) 0 58 (20.9) 0 0 39 (152) 3 (1.2) 0
R AR R A

AST 4 6 (22) 1 (04) 0 14 (5.0 0 0 6 (23) 2 (08 0
A IPSRNION i

RARIHER 18 (6.5 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B RS RS & OV SRR b 55

RA M 32 (11.6) 1 (0.4) 0 26 (9.4) 0 0 13 (5.1) 2 (08) 0
ik 6 (2.2) 0 0 19 (68 1 (04 0 5 (2.0) 1 (04) 0
FEIE R KOV T AL RRRE

% 9 FEIE 39 (14.1) 0 0 40 (14.4) 0 0 65 (254) 1 (04) 0
it 37 (13.4) 0 0 41 (14.7) 0 0 37 (145) 2 (08) 0
SHEHR 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W REM Y 10 mg/kg Q2W FEICEBWTCENE., MM & 4 4
(1.4%) KON B (0.4%) . KAIBZ% - HEED FHI10 61 (3.6%) KON 13 61 (4.7%) . #h
TRREE (X7 2« NU—EGERESE) 2 61 (0.7%) MOV 0 B, AFFEREREE 14 61 (5.1%)
SN 23 4] (8.3%) . BHkRERET (RS RIEMEERSE) 261 (0.7%) KOV 4 (0.4%) .
TEAPEEREE 1 6] (0.4%) KOV B (0.4%) . BUIRERFSRERR S 28 1] (10.1%) & TN 33

11



Bl (11.9%) . BIEEE 14 (0.4%) &KO26] (0.7%) . infusion reaction 7 51 (2.5%)
KOS i (1.8%) . 1 BUHESRIS 1 61 (0.4%) KOV B, BEEORERSE (FEREEIRE
BERE, ZLTEALEBE, FEHRIEIESE) 0 Bl OY 1 1] (0.4%) | D 1 1 (0.4%) KON 1 431 (0.4%)
il 2% - BT RARIE 161 (0.4%) KTNO0 B, ke - BEREZR 0 BTN 1 f31] (0.4%) | WO
2S5 E IR 3B (1.1%) KON (0.4%) DF8 bz, 7o, EAEMHEIE, O
P SRR PRI RIS D PSR B . BRI A I N DR ZEER R I X3 D B Lo T2, AREIE
MBI DU RS (BARAEMEEE 2 5T) 2308 RER~T,

@EFILFEFHMARRE (KEYNOTE-054 7415#)

A ERELQITAKIRETIL 475/509 ] (93.3%) (2. 77 BREETIE 453/502 61 (90.2%)
ICHIL LTz, TRRHE E OREBIRAEE TE VA EFGIT, AARETIL 396/509
(77.8%) 12, 77 & RBETIE 332/502 B (66.1%) IZHBL LTz, W ORECHRBLFE
0 5% EORIWERIZ FRO LB THoTZ,

7 DTNAOBETHIEN 5% EORIER (KEYNOTE-054 315 (4 At 4 4IH)

&oE oA oK o o (soc: Btk (%)
SystemOrganClass) AFRE Placeboff
FARGE (PT: PreferredTerm) 5094 5024
(MedDRAver.20.1) 4=Grade Grade 3-4  Grade 5 4=Grade Grade 3-4  Grade 5
2REIEH 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
o WAE &
FRODR BRFS RE TU A SE 49  (96) 1 (0.2) 0 4 (0.8) 0 0
FOPR BRFS REAR T E 73 (14.3) 0 0 13 (2.6)
E e
T 94 (18.5) 4 (0.8) 0 82 (163) 3 (0.6 0
B 58  (11.4) 0 0 43 (8.6) 0
— % - 2HREER X OGN ORE
I 48 (9.4 0 0 34 (6.8) 0 0
i 143 (28.1) 4 (0.8) 0 135 (269) 2 (0.4) 0
B AR A
ALT 40 26 (5.1) 3 (0.6 0 16 (32) 1 (02 0
B RS R L OV SRRk
RE A 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
77 PO 26 (5.1) 0 0 15 (3.0
PR R PR
SR 37 (7.3) 0 0 33 (6.6) 1 (0.2) 0
MR, HERES & OMithR R
IR R 2 27 (53) 1 (0.2) 0 14 (2.8 0 0
KR X OV TR E
% ) FENE 85  (16.7) 0 0 49  (9.8) 0 0
W5 49 (9.6) 0 0 32 (6.4)

7ok ARFIFEZ BV CTRIEMEIZE R 15 61 (2.9%) . KBS « T O T 23 1] (4.5%) .
JFHSRERESE 46 B (9.0%) | BHERErEE (RMIERIVEMEE%%) 2 61 (0.4%) . FEEARHE
REFEE 11 61 (2.2%) . HUIRARESREREEE 105 1] (20.6%) . REIBHEREREEE 541 (1.0%) .

12



1 BUHEPRI S B (1.0%) « 5 & IR 2 f51] (0.4%) | ¢ - BEBUHALARIE 1 61 (0.2%) .
S 2 B (0.4%) . FEIEMIEIE 1 61 (0.2%) . L % 1] (02%) AONZ infusion
react10n21ﬂ (0.4%) BNROH LNz, Flo, RREE (72 - N —JEERSE) | J5E
DRZFEREE (REREIRIEGERE, STRALBE, FRRIES) | M - fllEs, S i)
BRI PEEE SR . PR IMAME R i M OVIRZEERBHIRRD DR Do T2, AREIVE R BRI B
HHESR (BAMEMERET L) 200EHHERE =T,
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Uik - HE]

RIGUIBRARRE A M BB E & 6 G & U= s iR B (KEYNOTE-002 5{5% &
O'KEYNOTE-006 #tB#) O#5EF. 2 mg/kg Q3W. 10 mg/kg Q2W % O 10 mg/kg Q3W
DWT D L - HEIZEB WD T HARFIOF MM VL EPEIZZERITERD b o
77

AHN O RHE S Bh REFRMT DOFE 5L, FEM R ANEREE 2T 5 200 mg Q3W & H-kfd
AUCssowk GERIRREIZISIT 2 6 W [F O J FE-IRe I AR T i) oI E [10%47, 90%
] mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL T& Y. 2 mgkg Q3W 5D
AUCss 6w (1.32[0.722,2.06] mg-day/mL) &FA{EL L. 10 mg/kg Q3W & H-IKFD AUCss 6wk

(7.49 [4.32,11.3] mg-day/mL) % Flrl—>7-,

B RANEBE &t & LT ARKI OGRS OFE R, st Sz ik - HE (2
mg/kg Q3W # 5., 10 mg/kg Q2W % 5- & T 10 mg/kg Q3W #:5-) DHEiPH T AUCss 6wk
&AM R OV & ORI B2 BEIIER O v o Tz,
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4. MigRlZoOWT

VB EIBR AR RE 22 M E R AR 53 2 KGR & U TRE G E (RFIRHE) 2355
HBNTNDHI D, Yl EAHEUICEETE LA THINENR DD, £D LT,
RIS U X 7 EHEEHE (RMP) ([ZED & | ARAI ORI G 22 M B SIS B~ O B SR 23
b HNEE T > T, AFNOFGNEY) 2 BEZ2W - FrE L, AFlORGIZXE Y HEZ
BIEA 2538l L2 BRICxHE T 5 2 ENRER 720 LT OO~@ DT & 7= gk
IZBWTHEHTX&ETH D,

O MEFEIZHOWT

O-1 FEd (1) ~ (5) OWTHNICEYT IR THDH Z &,

(1) EAEGHERENRET 205 A2 REEEIL RS (BRENT RS A2 BE L U T
HIE A A2 FEIEIL AR BT, M S V2R &) (R 30 - 4 A 1 HIFRA -
437 fitis%)

(2) HrEHERERBE CERL 29 4E 6 H 1 BN « 85 fiigk

(3) HEAFERENFENFEE T D 0 AFEEERE (DS AU EWRPL, 25 A iais
W IEBE, 23 AR EE HERE B e &)

(4) ISRALEEIEE 258 L, S SRALFRIENE 1 USRS EE N 2 Ol sk 5L e
AR IR A T > TV D fiex (R 28 47 A 1 HIRFAL : 2540 fiiag)

(5) PUEMAEBEAIL T E IR O B IR D R A2 1T > T D liae CERk 28 4F 7
H 1 BEEAL ;1290 fiix)

O-2  EMERAMEO LR E K ORIVE A BLRE O 5S40 22 Jnak & R 8R 2 R D =Rl
(FROWT N Y T DIER) 25, B2 FEROARANCET 2EROEMEE L LT
BlEINTWbZ &,

#

o [ERMFFESE 2 FOWMFHEZE T L7212 5 FELL LD AIEREDRMHE %
IToTWHZ L, 95, 24 I, NAERYRERZ T L L-RKRBESEFOIHME %
IToTWVWBHZ L,

o [ERFFEISE 2 EOVHINHE ZE T L2112 5 4ELLE O B2 & BRI 2R O i
REERAEZA LTS Z L,

@  BEN O 1= L E HE B OARHNZ DO\ T

I IERE BT 2 LA DR E S, MEAENOOERED, Ao - &
PSSR RE RO S B OERSEIC T 215 @I, AFEFSNRE LGS 0WmE
EW., HEREHSODIITON A IERHINESTWAH Z &,
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@ EMEHA~OXIRIT DT
@-1  BIVEHFE B O i B4 5 B

VMR RS O EE R BITEA 2834 LIZBIC, 24 BERIIEIRHIO T, MaZhisk X
EEE R (23BN T, FEEL L 2 BIENCS U CABREHE L O CT & O FIWER O BRI 2
FRRAEORERN Y HRICELIL, EHICKSTRERAEKH N > TnD Z &,

@-2 ERMEHEE L DAEFFRIISITET 52

IR AR D 5 BB M OB 2 A D IERICFE DR E=2 ) 7
EHOCEROAZ V== T 2ATWEIRIE LR & A TE 55— L ERH 2
flishTnD Z L, b, BiAHICOWT, DABE L ZOFEIZHHIIAmENT
WwWnHZ &,

@-3 EHEMOZWLxIEIZE LT

RIWER (FMEMEMERIC A, KIBK - EEO NH, F#ERESE - sibrERE R, &
BBk (R RIEMEEXE) . WowbES (FERAEREREE, FIRREERESE, &
BRERERETE) | 1 AUBEIRIE . S & MK, Mk - BRBUTIRIARIE, EZE. B O K EREE
(R JEAREIEIRAE(BERE . ZTALBE, JERHIESE) | infusionreaction, J¥#% - BB, HJE
e E, MRkEE (X7 2 « SU—EREHS) | OfR, BEERMEES (Goz M
IHRIBUD PSR B | T PR L, ZREFERES  MERRIERIESE) | MERE BIEMERE, FEL5E)
2% UCL YakhEak ST B R B O B P 2 A 3 2 Al &l L (RITEH o2l
KISIZBE L CTHRER OB EZ T ONOGMHEICH D 2 L) | EHICHURUENTE D
Kl #ESTWDZ L,

p—t
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5. BHEXIG L b BE
(B2 B3 % FH]
O TROBFIZBWTAFOAGHMEN RSN TND
o ALEERIERE D72 L OMESRRIERE O & 2 IRIG UIBR AR RE 2 v A iE s
o ERUBHBOAT VI TV omEMRARERE BT D% B E
708, BRAF B EREZHTHEEFIZE W TIL, BRAF [HEFIC L 21RFE L EE
THZ L,

@  TRLICEEY T DAAN DOBG K O IR W TE AFIOAZPENHEL ST
53 AFIOBRG R LRGN,
o OTUEMEGA L O L TiREG Sh o B

(ZatEicB¥ 2 FH])
O FRICELYT 2ROV TIARKOEGENEZLE SN TNDZEnD, 5 21T
rOVA AR
o FAIDRITI R LBUE DBEERE D & 2 B
© TBFERTOFHIIZ VT FECL C%ﬁ%ﬁ“é BEITONTIL, AFNOFEGITHE S N2
D, MOIEFEERINE N 2 WIGEIZIR Y, HEICAKZEHT 52 L 2EZETE 5,
. ﬁEﬁMF%@AHXi%E®%6$%
o JfOESE AR A CRE R 2 58 5 BB K ONE B 0 Jil S it ik 2% <0l e M il 2%
FEOMMIZRIEMZE R A BN D BE
o ACOREERBOADE XM L IXFERMEO B R R OBEERED
b DA
o IR CEMBMIRBHEZGT) Ob b EE
o OGN IIEEE AT S EHE
e ECOG Performance Status 3-4 2 o H#

(£ ECOG ® Performance Status (PS)

Score EFHR

0 | &<HERTEHTE 5, Ml Ll U HHAEESHIRZ ATZ D,

PRENZIE LR IHIR S 112 25, BTHHE T, BAFEDHE > TOERITIT S Z &N TE D,

Dol moss, s

3 BHNT-ESOEDEY DZ & LTER, HEO 50%LL FE Xy RO+,

ELET RV, BOOFOEY O Z Li34aL TERY, BRIy R R+l I1,
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6. HEICEL THET EHHE

)
)
®

I SCGERE TN 2, BOEIR B R D3RI 2 R IT D & RA| O FeM M UG

OO B fE R E H B L T BT 2 &,

TRIEBRABICIENL D | BB UL OFEICAIMER ORI Z i L, FEE5

TrbiEET5Z L,

FREWERH O~ %Y A MZONWT

o [MEMMEENSLbND Z ENDHDDT, REOEGIZHT-> TiE, PIHIE
W (BGIv, PR IREE, WWkes) ORER L OWIE X #iRds O Ehiss, #l5ix 1
FATH 2k, Fo, MBS U THE CT, Mg~ —7 —%FOMR& 4 JhE 3
HZ L,

e infusionreaction 23& 5D Z £ 3% 5, infusionreaction 233D H IV H AT
. EUIRALE AT D &L BT, IR RIE T D £ TREDIRREE I £
THZ L,

o HURMMEREREEND Db D Z N H 5 DT, AEIO 5Bl T K O 531
HFE IR BRI Re R A (TSH. ERfE T3, W0#ffE T4 FOWE) 2 FhT 5
ze,

o HEREREENDH S DOND Z LN H D DT, AEIOF 5 BHAART K OG- IR X
EWIICITRERERR A (AST. ALT. y-GTP, Al-P, U /L EDORIE) % Fhi
THZ L,

o SEIER (MERLOILEEHRERELEGT) EOHEERIREENH 5D
ZERBLOT, EWHNCIRORFOABAEMET D &, o, IROEFEM
ROLNTHEEITIE, BHONCERENZS2 T2 L BFELHFETLHZ L,

o ARFNOEHIZIY | WEORELIGTRINT 5 LB X BN DHER A R IR B EE
NHLPONDZENH D, BRENRD LNZHAIIE, BELEZFRIILS LU
B 72 05k & RRR 2 e Rl & i U Cu bl e B RRs Wr 21TV 1WA O
FOSIT £ 5 RWER D G 2355 121E, AR ORIE T I, R ORIE E AR
WEVRIOBRGEEZZETHZ L, ek, BIEKRERLVECOREGIZEYAIE
R OYEERFRD BV WIGAIZIL, BB RE AR IVE 2 DSOS i Fl 0B
LEETDHZ L,

o BHEKRTH,BEMMNSE Y ARGBE L TOHrLRIERANRERT 2 Z 8B D70,
AHN OG5 THRIZHEWEHORBUCHITERET 5 2 &,

o LAUMERRIFN (BUE | BIBEIRIW 2 5Te) b bbiv, PERPMES F T v R— X
IZELHZENRHLOT, Aig, Fl, EHFEOEROFEE L MEEO FAIZ+
DEET L Z L, 1V ABERBEN DN GAICIT R EEZRIEL, AR ) UH
RO HZHEOWY @& 21T 5 Z &,

RIGEIBRARE 2 M R A B T 3 2 BT, AFIOBKRRBRICIBW T, &5

BAda D 3 B HUN, ZHLAREIE, BB G 1 FR-IE 6 W Z & ICHZMMEDR

iZAT> TN Z & E2BEIC, AFIEGHIEMNCROMRE LTI Z &,

SEAREIERE O M BANEEE ~OWZMBEE L U THEHT 2 BRI, AR DEEIR

AERICBW T, BGBESHEEBFERE T 12 #HEZ L oA 24T > T
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22 L BBBI ARORGHITEMINCSNROMR 21T O Z &, 7B, mdh
WiEE LTHEMT 2561203, ARORGHEIX 12 VAETETS L,
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