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BITRRECH D OFOEI) O Z L 13T X CRIEEZEAEEIL TE 7200, B D 50%LL E1E~ > R4 Tl TF,

[RONZBESOHOEY O L LTERY, BHEO 50%LL B2y RO TiRIZ 4,

Wi

ELE;T RV, BOOFOREY OZ LT TERY, BRIy R+ I7,




IS 2

EEFERAREET A A v
RATRY v (BEFEBRZ)

~EMEAE~

Y2 9F2H (5F0 84 2 AHET)
BA T EE



B

A e

XU ®IZ

KENIORS, (EREF

B PR AR

FEEXIZ DUV T

BHEXGR LI HBE
BHEIZBE L THEETN&EFH

P2
P3
P4
P18
P20
P21



1. IIU®IT

IS O « ZEMEOHERO T2 DT, A TR ISV ol E e 23 ke
HD, DI, IEOREHROMESRIC L0 | PUREIRS 72 & OE ) 72 8 R
FFERMMAAR INDHP T, 26O ERNZ2 B LERBE IR 2 2 L B3RO
AR L 72 o T 0 RFMBGEE & O AT #2016 CF-EL 28 4F 6 A 2 H MlEERE)
IZBWTH, FHERSEOFHORMEIHEELZXD Z L ST b,

BRI IR ST, KB ERRO L BT 0 7 7 A LV DNEAE O EI S, & B & v R
RHZENDHD, ZOd, AR OZEMICET A ERA &R T 5 £ ToM,
UHERGOBEZRZ T2 2 ERPFRF SN2 BFICH L TERT 2 & & bic, BlE
M U= BRIC BB e ki g & D 2 & N ARE e — B OB % i 72 97 [ SR A BE < A
THIENEETH D,

L7eo T, RAA RTA Tl FIBBEERS ZNE TILHE LTV D EFIETFH] -
BHER RIS & | DUT OB IRS O i 7o (8 ] 2 HEME T~ 2 Bl b MR i B 2
DD AONNER: 5 T-E T

R ARTA BT A A%, MSIATBIE N EHE G SRR G MR A EEEN B R
BRI MRS 7 . — M ERTE N A ARBRIRNRHE & K OV FERTE N H AR SR 2 O )
Db EAERR LT,

KR ETRDEIRN  FA F— X BRERE 100mg (—f4 : RXAa7 ) X~v7 (Eis
TR 2 )

REERDPEUTAR « M B E

RMEERDRMEROHE - R, RAIIE, Ra7n ) X~7 (Gl i) LT, 1
[B] 200 mg % 3 M HIFEIRE 313 1 [5] 400 mg % 6 i [H A1 T 30 75 ]
DT TRIEET 5, 7272 L, RmBREDOSG &1, G-
X122 WHMETET 5,

3k By o8 ¥ & MSD Bl i




2. AFIDORK. 1EREF

XA ML—F SHEE 100mg (— k4 XA T7a ) X7 BB R L) LT TR
#l Ev9,) 1%, PD-1 (programmed cell death-1) & %D U 77> R T&H 5 PD-L1 & * PD-
L2 L OfE L EEME TS, © MblgGs £/ 7 n—F AHUETH 5,

PD-1 #R &1 T MR o0 % B AR 2> B 3k 2 72 012 A AN 23 R 97 5 32 70 Sy il 1)
AA v F T, PD-1 1%, fEREZREBIZ IV TEMAY T#HHEOD%HH@%%@GZ%’E‘%%L\ H %
P2 SO % e R LB ST R 22 S SO A il 2, 9772205, PD-1 132V o R ek
/a\?“é LR OBRZERIC L D T VREE AICHIET 2% /IR TH S, PD-LI

IEFMEMRIC BT 2B DTN TH LN, Z<ONAMITIE T Moz 28z

ié:ﬂ%l ICHBLTWD, BNAMIIIZIIT S PD-L1 O@3EBIE, B, el .
IR . MBS, B/ NS O A B ATTPEHARK T TH Y | RWAEFFR L
OEBEAEDRHE TN D

BED N A DRI T2 & PD-L1 FBEOMEBEANE S PD-1 & PD-L1 OFRIKITIEE
DGRPERREZ B W TEERERI 29 Z EAVRBR I TR Y | #7722 BATRIROFER &
LCHfF SN T 5

AN, PD-1 & PD-L1 X UPD-L2 O ) H > ROFEEZET L Z Lk v, JEE
W NBRES Th O IES R BRI ENE T VU o SR TEMAL S8, PUBEE S 2 FEMAL
T2 Z & CHIME R A RIHET D,

AFN OB LD DS RN L D BIEM%E2 & b b, EEUISELIC
E‘é—fﬁbf@ﬁ&;é AANDOE - K O 54%121%, BE OB 2 +01AT0 BE DR
D BTG AT, B LI HRITS LtiﬁrFﬁE’Jiﬁ%ﬂﬁa&fiﬁﬁ%ﬁoliﬁﬂika_iﬁ L Tl
’GJJ&E@E&%'JEOLE?%{TD\ WEE O SPERISIC X D REIER S 2 561213, BB RE L
BRI OG- FEOBY) RLE AT O BN D D,



3. BREREGE
S IR O TR A 24T o 72 72 B R ARBR O Al 73,

[ 2]
OFENE 1 b kB (KEYNOTE-041 i)
EFRIERED 70 IA B A~T (Barfliiz) CLLFIA Y AT 20 9,)
HEERN2 VYA E TOLFIRIER 2 AT 2 IRIA IR RE 7o B R BT 42 6
(B DM 5 37 1) Z %P8z, AH| 2 mgke 3 @FMEIRE (LT TQ3wW] &\ 9 )
P 5D A G K OV Ak S *ﬁﬂ‘ézhto 72, WG R TR EBEI TR b
BB T 2 /R TIER SR B R W EDRRIRIIIZ ELTM%%%T&:&EMV@H
SRl CHE BT AR D DD ECAAR OG22 Z & ﬁxﬁf EJ: Sie, FEF
ME H CTd 5 FMRIRECIST A KT A > 1.1 U5 < drde e EZ84) (CR)
XS (PR) ] 1, 24% (95%[SHEIXM : 12~41) TH o7z, f;is\ HRNZRRE L
BMEIX 10%TH -7,

@i/ WHHER (KEYNOTE-002 #X57%)

A BV A~ TR DI E AT 2 RIGUIBR A RE e B R G E R 2 P AH 2
mg/kg Q3W £ 5% U 10 mg/kg Q3W &5@%@3@&0%@@75\ {b2Egis (X sy
U.TEYABI R, ANKRTTF ORI VBV IIINVRT T F AT ) 2 X
B BUF NICCHE) Lvvd,) Zxtie LTz, eds. BIGaE CraEl T3
D LT AT BT 2 R TR SR80 DR WD EFIRINCZE L T\ 5 B

TIE, WAL O BN CHRIBEIT RO HILD £ TARR OG- 2kt 25 2 & 23a)
AE & ST, FERHE H XA (LT ToS) &9 ) ROV AR (DL
T IPFS) Lvv9,) & &, RANIMEFRGE L G LT, PFS A BIZHTER LTz,

#F1 AZMERE (KEYNOTE-002 3ER)

KA 2 mg/kg A 10 mg/kg b
Q3W Q3W
(180 i) (181 ) (179 f51))
defi [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 {3 0.1173 0.0106
dhdefi [ ] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8, 4.7) (2.5,2.8)
PFS™! | A — K™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0.0001 <0.0001

CI : fEHEIX[H], *1
*2 : JBRI Cox Fuffl 1 —

: RECIST HA RT A > 1.1 I HD SRR K ORISR L 5 5,

RET A K DALFRIE L Ol *3 : J@hla 77 7 E




100 -

90 ——— &7 2mg/kg Q3W
80 ] ——— e 10mg/kg QIW
70
& 60 -
i s0 .
# 40
30 -
20 -
10
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# S (A
#H 2 mg/kg Q3W 180 131 95 70 61 11 0
F&I10mg/kg Q3W 181 138 99 79 67 12 0
(EeFCE 179 115 80 60 48 9 0
K 1 OS ® Kaplan-Meier fif (KEYNOTE-002 35#)
100 1
—— & I mg/kg QIW
—— F#10mg/kg Q3W
g 70 - {EFEEE
## 60
&
& 30 1
20 ]
10 ]
0 T T T T T T T
0 2 4 6 8 10 12 14
at risk¥ RN
ZF&l 2mg/kg Q3W 180 153 74 53 26 9 4 2
Z&10mg/kg Q3W 181 158 a2 55 39 15 5 1
{ES8eE 179 128 43 22 15 4 2 1

X2 PFS ® Kaplan-Meier fi## (KEYNOTE-002 %)



O/ FE AR (KEYNOTE-006 #5#%)

A ) AT EDERBEORNIA ) AT 2 EERN 1 LI AL ETOL
FRERE 2 T D ARG UIBR R RE 72 M A NE BT 2 XI5, K] 10 mg/kg QAW &5 &
O 10 mg/kg 2 HERIE (BLF TQ2WJ &9 ,) BHEOHEIMEL NZEMEN, 4 U A
~ 7 &5 E U TRa STz, el BN TR EEIT RO b7 a s, R
T2 R TIER RO BN WE DRI EE LTV 5 B3E Tk, RIEI LI O mi{g S
THRBETHRD N D FE THRAIOER G ZMke T 5 2 L B A[EE & S iz, B E
X 0S LTNPFS & &, AAFlEA YU LA~T7 LHEEL T, 0S KOPFS A EICHERE L
77

#2 APHERE (KEYNOTE-006 35R)

AFH 10 mg/kg AFH 10 mg/kg AEY A~T
Q3W Q2W
(277 1) (279 ) (278 #)
FoefiE [H ] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0s*! NP — R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) —
P " 0.00358 0.00052
rhf [H ] 4.1 5.5 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | MNH— RE*2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P {3 <0.00001 <0.00001

Cl: {E#EXE, NE : #ERA, *1 : FRMBITREOT —% :20154FE3 A3 By h4 7, *2: Ehl
Cox tEINYP— REFNC L DAY A= T L Oig, *3: J@0la s o 7 #7E, *4 : RECIST &
A KT 4 2 1.1 BRI HEES ST U 72 iR E & OME S ST 12 & 2 55, *5 : P RIITEED T —
% (20144E9 A3 B hA47)



100 =55
90
80
70

& 60 1

B 50 -

{40+
30 | ——— #mmg/kg QW
20 7 FA10mg/kg QW
107 —— svvn=z

at risk# £ R

ZF0mg/kg Q2W 279 266 248 233 219 212 177 67 19 O
FE10mg/kg Q3W 277 266 251 238 215 202 158 71 18 0
AEULNYT 278 242 212 188 169 157 117 51 17 0

X3 OS ® Kaplan-Meier Hi#R (KEYNOTE-006 35%)

123_’ :!ﬂ e A WM kg QTW
N B'D-: ™4 3 10mg/kg QIW
£ 70 ]
# 60
ﬁ 50
B8 40
é 30

20
10
0

ERT LM ()

at risk 21
FF10mg/kg Q2W 279 231 147 98 49 7 2 0
FH10mg/kg QAW 277 235 133 95 53 7 1 1
AEVLRT 278 186 88 42 18 2 0 0

X 4 PFS ® Kaplan-Meier fi## (KEYNOTE-006 35%)



@FEBEILE S SR (KEYNOTE-054 #5%)

FRYRGEOAT VM ™ oEEREAERE (BAN 1S flzET) 2812, i
BRI & U CARHI 200 mg Q3W & 5- DG ZMWER LMD, 77 R Zx i E LT
BatE iz, FEIHNE A AR A M (LUF IRFS) W) ,) & &, AFNEY
TR L LT, RFS 2 HEIZIER LT-,

#3 ARERE (KEYNOTE-054 34BR)

A #1200 mg 7SR

Q3W
(514%1) (50551)
e [H] NE 20.4

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

RFS™ N R 0.57
(98%CI) (0.43,0.74) _
P " <0.0001

Cl: XM, NE : HEEARFA, *1: PREETIEOT —% 1 20174E 10 H2 By FA4 7, *2: )8
B Cox LN — REFTINAC L D7 TR E DR, #3: Bha 7 Z 7 KiE. Q3W : 3

b 5 5-

at risk#4

AF200mg Q3W

TSR

— ZFH200mg Q3W

IStk

3

514 438 413
505 415 363

6 9 12 15
HERFTFHR[A]

392 313
323 264

182
157

18 21

73 15
60 15

XI5 RFS ® Kaplan-Meier iR (KEYNOTE-054 3A8%)

24

o

5D AJCC (American Joint Committee on Cancer) JHA53H (38 7 i) 1TSS < FF, 27—V IMA TIXY
IREIN OERBES | mm B OBE DI,



OEBEILFE S MRS (KEYNOTE-716 #t%)
FERUBBEOZT— B INC "2 ot RaERE (HAN3 flxEiy) %
KGRI, B & L CAH 200mg Q3W e 5- DG RME KR e, 7T 'R
xR E L CHiR &SNz, EEFHMEEE L RFS & &, AFIET 7R &g LT,

RFS Z A EIZHER LT-,

# 4 AR (KEYNOTE-716 iRAER)
AF1200 mg 77 R
Q3W
(48711) (489131])
e [H] NE NE
(95%CI) (22.6,NE) (NE, NE)
1 4£ RFS % (%) 90.5 83.1
RFS™ (95% CI) (87.1,93.0) (79.0, 86.5)
NP — R 0.65
(95%CI) (0.46, 0.92) -
P fa" 0.00658

CI: fRHEX ., NE: #E AR A, *1: 1[0 B OFRMBITEEOT — 4 :20204E 12 A4 Bl v N4 7,
*2 : @RI Cox b N — REF ML DT TR EDHE:, *3: @RHla 2 J v 7 iE, Q3W : 3

18 ] TR 3% G-
80 i [T
£70
4 60
¥ 50
&R 40
BE 30 -
20— &m200mg QAW
10 ISk
0
0 3 6 9 12 15 18
at riska EEREFHRIA]
Zﬁﬁ'J?.OOmg Q3W 487 465 401 340 249 149 71
TSR 489 475 400 336 229 149 77

|

21 24 27
21 1 0
27 1 0

X1 6 RFS ?® Kaplan-Meier Bi#R (KEYNOTE-716 3R8%)

#2 AJCC (American Joint Committee on Cancer) R4y (55 8 i) 1243 < 2R,

9




[Ze41%]

OFENE 1 b ERER (KEYNOTE-041 7kER)

AEFRIT, 41/42 5] (97.6%) 12380 L, WK L ORRRERNAEETERVAEE
UL, 34/42 6 (81.0%) (ZEBH BT, FBLIERD 5%LL EORWERIZ TERO LBV T
HoT-,

#£5 RERYE %LU EOBEIER (KEYNOTE-041 RE)  (REMMiTSR4Em)

B BIRSFE (SOC: System Organ Class) 3 W’Jiﬁ( (/;)ngi
FEAFE (PT: Preferred Term) me 4§ 1%

(MedDRA ver.20.1) 4Grade Grade 3-4 Grade 5
2EIEH 34 (81.0) 7 (16.7) 2 (4.8)
P Wk

FUIR A RB AR T 4 9.5) 0 0
B EEE

T 3 (7.1) 0 0
—f% - BHEEL L OB ORE

N 5 (11.9) 0 0
R AR AR AT

AST 3 (7.1) 0 0

AFEAERECHE N 3 (7.1) 0 0
KRG ¥ & O TR

9 FEE 6 (14.3) 0 0

BER BBk B 6 (14.3) 0 0

M EB 3 (7.1) 0 0

ks, MVEVERRE 1 F (2.4%) . KEK - EEO TH 2 6 (4.8%) . HHEREREE 3
Bl (7.1%) . TEEAHERERETE 2 6] (4.8%) . FARIRHERERET 6 151 (14.3%) . infusion
reaction 1 f5i (2.4%) KOS E IR 1] (2.4%) BRD BTz, Fi-, ikbEdE (X7
Vo NUERESE) | BT ORAERVEMER RS | RIBREE, 1 AURERE.
HEDOREES (BEMIEIRIEGERE, ZIALBE, BORHEIRSE) | WER. Mk - BkUmEt
figdie, EERIE S, A% - RIS, SRR OB PESEBERR Ve i PR 1
K OIRFFERPF TGRSO D72 o 7=, AREITEHFBURIIEEF S (IR RAM R 25
te) ETOERERT,

@/ AR (KEYNOTE-002 #5#h)

HEFHGL, 2 mg/kg Q3W £ 172/178 #1] (96.6%) . 10 mg/kg Q3W H¥ 178/179 151 (99.4%)
KOVICC #£ 167/171 5 (97.7%) T3 v, 1RHHE & ORIFEBENGETE Vg E
FRIT, FNEN 121/178 #1 (68.0%) . 133/179 #il (74.3%) KON 138/171 #i (80.7%)
WIZRBRD BTz, WITNDDORECTRILEN 5% EORWERHIZTEDO LBV TH-o7,

10



#6 WTRLDORTREEER 5%U EORIER (KEYNOTE-002 38) (R2MMENT x5 EH)

MBI KM (SOC: System PIE %)

Oroen C1 )*’ ' 2 mg/kg Q3WHE 10 mg/kg Q3WEE ICCHE
Tpen ass 178 {3 179 4 171 4
FEAZE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Graie Grade 5 2 Grade Grade Grade 5 % Grade G;a;le Grade 5
2REIEA 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0
MEE LY 2 RfEE

A ifi 5 (28) 1 (0.6) 0 7 (3.9 0 0 35 (05 9 (53) 0
M if Bk 0 0 0 0 (0.0 0 0 14 82 6 (35 0
A H BRI E 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
M/ NI E 2 (1.1) 0 0 1 (06) 1 (06) 0 16 (94) 4 (23) 0
M5 insbEE

FUIR A RB R T 9 (5.1 0 0 13 (7.3) 0 0 0 0 0
B S

f5ERY 5 (2.8) 0 0 9 (5.0) 0 0 14 (82 0 0
T 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82) 3 (1.8 0
L 8 (4.5) 0 0 16 89) 1 (0.6) 0 56 (32.7) 4 (23) 0
M - 2 (1.1) 1 (0.6) 0 10 (5.6) 1 (0.6) 0 26 (152) 4 (23) 0
—f% - BHEER LG ORE

S RE 6 (34) 1 (0.6) 0 8 (45 1 (06) 0 10 (5.8 1 (06) 0
st 40 (22.5) 2 (1.1) 0 52 (29.1) 1 (06) 0 62 (363) 8 (47) 0
FEEL 6 (3.4) 0 0 11 (6.1) 0 0 8 47) 1 (06) 0
B AR AR AT

RN i el % 0 0 0 1 (0.6) 0 0 13 (7.6) 5 (29 0
Rt L OREEE

AR 8 (4.5) 0 0 17 95 2 (1.1) 0 26 (152) 0 0
B RS KOS ARk

BAEE 13 (73) 1 (0.6) 0 12 (67) 1 (0.6) 0 9 (53) 1 (06) 0
5 R 9 (5.1) 2 (L.1) 0 7 (3.9) 0 0 10 (58) 1 (0.6) 0
TR R E

KM= 2 — 1 RF— 2 (L. 0 0 0 0 0 14 82 2 (12) 0
PR, 1 (0.6) 0 0 2 (L. 0 0 11 (6.4) 0 0
g R X O T ks

JitEHE 5 (2.8) 0 0 1 (0.6) 0 0 35 (05 1 (06 0
P R 9 (5.1) 0 0 9 (5.0 0 0 2 (12) 0 0
Z 9 EEE 37 (20.8) 0 0 42 (235 0 0 6 (3.5 0 0
W% 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7) 0 0
SR NI SN 22 5 (2.8) 1 (0.6) 0 10 56) 1 (06) 0 0 0 0
=M EBE 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0

728, 2 mg/kg Q3W BEL TN 10 mg/kg Q3W BEIZIBWCTENE AL, MEMEMMZE 1 61
(0.6%) KN4 61 (2.2%) . KBSk - EEDO T 1 H] (0.6%) KO6 I (3.4%) . fifk
EsE (72« NU—JEGERSE) 26 (1.1%) KO0 B, FFRSREREE 13 61 (7.3%) K&
V15 i) (8.4%) | EHERERET (RANEMEMERRSE) 14 (0.6%) KO 4] (0.6%) |
THEAFEREREE 1 F] (0.6%) KO3 B (1.7%) . HURERERERE S 14 61 (7.9%) K TOV15
5] (8.4%) . infusionreaction2 %] (1.1%) KO3 f] (1.7%) . EEDKEREE (B
AR AR, ZIREE, JERIEIESE) 161 (0.6%) SOV 1 B (0.6%) . 2 1 1 (0.6%)
K Ov0 il ESERFEEIIE 0 KON 1 B (0.6%) . Mg - BllESE 0 BN 1] (0.6%)

11



W5 L S REd 0 FIRD 2§ (11%) B bz, £, BIBRE, 1 HHERR,
Wi+ ERCTR RN , D25, Selfe L IO VESEBIE VA 220 e OV 35 B
D &N T, AEIERIRBIRIIEBLE RS (R 2 a1 &ttt
B AT

QU EMFEFER (KEYNOTE-006 #5#)

HEFSLIL, 10mg/kg Q3W £ 264/277 11 (95.3%) . 10 mg/kg Q2W #¥ 275/278 1511 (98.9%)
e OV IPIFE 2397256 5] (93.4%) 1258 A, TEBEE & ORREBIEN B E TERVWAEFFR
B, ENEN 202277 B (72.9%) . 2217278 6l (79.5%) KT 187/256 i (73.0%) I
BNz, WTNOORETIEREN 5% U LORIERIZF TEO LB ThH-o 72,

£7 WTNHOBETREEN 5% EOBWEA (KEYNOTE-006 3REY) (LM REN)

FE (%)

FHERIRSEE (SOC: System

10mg/kgQ3WHE 10mg/kgQ2WH IPIH
Organ§C1a55> 27715 27843 2564
FEAFE (PT: PreferredTerm)

(MedDRAver.18.0) 4 Grade G3ra;ie Grade 5 “Grade G3ra;le Grade 5 “2Grade G3ra;ie Grade 5
2EIEM 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)
MWk

FR R RE LR 7 (2.5) 0 0 17 (6.1) 0 0 6 (23) 1 (04 0
FR R REAR T E 21 (7.6) 0 0 25 (9.0) 1 (04 0 2 (0.8) 0 0
H ks

20 5 (1.8) 0 0 10 (3.6) 0 0 15 (5.9) 0 0
NN 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 PRz 11 (4.0) 0 0 20 (7.2) 0 0 1 (0.4) 0 0
L 31 (11.2) 1 (04) 0 28 (10.1) 0 0 22 (86) 1 (04 0
/Al 5 (1.8) 0 0 10 36) 1 (04 0 14 (5.5) 0 0
—fi% - EHEER X OEREENOREE

) 9E 31 (11.2) 0 0 32 (115) 1 (04) 0 16 (63) 2 (08 0
I 57 53 (19.1) 1 (04) 0 58 (209) 0 0 39 (152) 3 (12) 0
BRI A

AST 4/ 6 (22) 1 (04 0 14 (5.0) 0 0 6 (23) 2 (08 0
REHR L OB REE

BARIE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8) 0 0
B R B KON ARk

EERr 32 (11.6) 1 (04) 0 26 (9.4) 0 0 13 (5.1) 2 (0.8) 0
i PR 6 (2.2) 0 0 19 68 1 (04) 0 5 20) 1 (04 0
FERGH & O TRk b

Z 9 PEIE 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (04) 0
J95 37 (13.4) 0 0 41 (147) 0 0 37 (145) 2 (08) 0
S AP 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6 0 0

723, 10 mg/kg Q3W BEM N 10 mg/kg Q2W BEIZHWTEN L, VMR 8 4 1]
(1.4%) K141 (0.4%) .« KI5 - EEED THI10 61 (3.6%) KON 13 41 (4.7%) | Hf
BREE (X7 « NL—EGERYE) 261 (0.7%) KO0 B, FFHEEERE 14 61 (5.1%)
Je 23 1] (8.3%) | EBERERETE (RS VEMER R5) 2 41 (0.7%) MOV1 i (0.4%) .
AR E 1 F] (04%) ROV 6] (0.4%) . FRRRESHEREEE 28 6] (10.1%) KO8 33

12



Bl (11.9%) . EIEFEE 161 (0.4%) KO2 4 (0.7%) . infusion reaction 7 il (2.5%)
KOVs il (1.8%) 1 BUBESRIE 15 (0.4%) KON0 ], EFED GRS (BEREIERRAE
(BT . ZTEALEE, FHRIIESE) 0 Bl U8 1 1] (0.4%) | S 1 1 (0.4%) O 1 151 (0.4%) .
o« BREUTHREAARIE 1 61 (0.4%) M OV0 B, Mgk - B2 0 il ) OV 1 ] (0.4%) . I
IZSE IR IB (1.1%) KOV B (0.4%) DR bz, Fio, BEREMMEIAE, O
%, S PRI/ NSO PESRBER . IR IR I e OVRZEERBEHEGER O B N 7e o 7=, KREIE
MEBLRDUIEE SRS (RARAMREERT 23T 23 0EFRIRZ =T,

@FE I MRS (KEYNOTE-054 7-#%)

B EFRGIIARFBETIT 475/509 61 (93.3%) 12, 77 BAREETIE 453/502 6l (90.2%)
WZRBL U7z, 1RBREE & OREEGENEE CEX RWAEFRIT., AAIRETIX 396/509
(77.8%) 1. 77 BARBETIX 332/502 B (66.1%) (ZRBLLTZ, WTNHORECTHRELR
5% LOBIERIZTRDO LB Thol,

£8 WVWTNIHOHETREEN 5%L LOBWEA (KEYNOTE-054 3E8)  (Z2MARNTXHSERM)

#E A K 4 E| (soc B (%)
SystemOrganClass) AHIRE 7o AREE
HAGE (PT: PreferredTerm) 5094 502451
(MedDRAver.20.1) 4Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade 5

2RIVEH 396 (77.8) 74 (145) 1 (0.2) 332 (66.1) 17 (3.4) 0
M WS

R IR RE T RE 49 (96) 1 (0.2) 0 4 (0.8) 0 0

R IR RE AR T E 73 (14.3) 0 0 13 (2.6) 0 0
Bl

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

TN 58  (11.4) 0 0 43 (8.6) 0 0
—f% - BHEEL LOBREEHMORE

T 48 (9.4) 0 0 34 (6.8) 0 0

957 143 (28.1) 4 (0.8) 0 135 (26.9) 2 (0.4) 0
[{CYZR b

ALT #8/0 26 (5.1) 3 (0.6) 0 16 (32) 1 (02 0
B R L O ARk

BA &R 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0

5 PG 26 (5.1) 0 0 15 (3.0) 0 0
IR RIS

SHR 37 (73) 0 0 33 (6.6) 1 (02) 0
M. MRS K OMithRiEE

IeF-1% [ 27 (53) 1 (0.2) 0 14 (2.8) 0 0

KB R X O TRk

Z 5 FEIE 85  (16.7) 0 0 49  (9.8) 0 0

St 49 (9.6) 0 0 32 (6.4) 0 0

72k AFNEHZ B O CHIEMEEE 15 61 (2.9%) . KIES « EEO T 23 6 (4.5%) .
FFREREREE 46 1] (9.0%) . BHgRERESE (RN RVEMER RS 2641 (0.4%) . FHEARE
REREE 11 61 (2.2%) . HUIRIGEERERSE 105 6] (20.6%) . RIFEHEREREE 5 6] (1.0%) .
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1 BOBEPRI S 1 (1.0%) . S5 E DI 2 6] (0.4%) . g - BERUTHRARE 1 61 (0.2%) |
e 2 B (0.4%) . EIEMHMESGE 1 6] (02%) . L%k 1 6 (0.2%) A ONT infusion
reaction2 il (0.4%) MO LT, T, RREE (X7 0 - N U —JE@ERES) | B
DR EREE (FERNEIDERERE, ZIALEE, BRI | M2 - B, ki
MO PESRBER , TR IMAPEE M K QR ZEERIES T8 B /e o 7o, AREIEH S BLR LR
WL (BIRREMETE L 5T) 25 0EERE =T,

OEBILFEF MR (KEYNOTE-716 #kl#)
BEFGUIARHFIFETIL 461/483 5l (95.4%) &, 7T BAREETI 444/486 B (91.4%)
WZHREBL LT, TRBRIE & OREBGENEE TEX 2 WA FEFRIL, KA TIE 400483
(82.8%) 12, 77 EARBETIL 316/486 B (65.0%) (ZHRBLLT7Z, WITNHORETHRIELR
23 5%LL EORWERIZTRDO LB Th oz,

£9 WTNPLOBHTRERN 5%ULEOBIVEA (KEYNOTE-716 3B (R2M:MimeR4EMH)

S BIR K (SOC: System gk (%)
Organ Class) AHIHE 7T B REE
HAGFE (PT: Preferred Term) 48341 48614
(MedDRA ver.24.0) “Grade Grade 3-4  Grade 5 4 Grade Grade 3-4  Grade 5
eRIEH 400 (82.8) 82 (17.0) 0 316 (65.0) 24 (4.9) 0
P AR
FOPR IR RE TUESE 48 (99 1 (02) 0 6 (12)
IR AR RE AL T E 75 (15.5) 0 0 14 (2.9)
BIBES
T 90 (18.6) 5  (1.0) 0 55 (113) 1 (0.2)
L 38 (1.9) 0 0 33 (6.8) 0
—i% - RHEER X OGN ORE
e 45 (93) 1 (02) 0 4 (9.1)
W F 102 (21.1) 1 (02) 0 88  (18.1)
R AR AR AT
ALT /0 38 (7190 4 (0.8) 0 23 @47 1 (02)
AST #4m 30 (62) 1 (02) 0 12 (25 2 (04)
B RE L O%E ARk S
BHH 78 (16.1) 2 (0.4) 0 39 (8.0)
5 P 32 (6.6) 2 (0.4) 0 17 (3.5)
BI&F KO MlfRES
Z 9 117 (242) 3 (0.6) 0 51 (10.5) 0
B2 76 (157) 7 (1.4) 0 36 (74 1 (02)
RN NGRS 35 (71.2) 2 (0.4) 0 8  (1.6) 0

B AR O THEMEMZRE 8 B (1.7%) . KIBK - /NBK « HAED Tl 22
Bl (4.6%) . EEORJEET (hath R SRERIRAE, BRRIIRIE e, ZIEAL5E,
BORRIESE) 16 (02%) . #h#ERES (72 - NL—EGEES) 4061 (0.8%) . BHE
JIT9e « P4 - JITHRREMET - T4 » AALMEARE 28 59 1] (12.2%) . HUIRIRBERERE T 101
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Bl (20.9%) . THEEMAHEEERE 12 ] (2.5%) . BIBHREREE 2 61 (2.5%) . 1 BHER
i 2 51 (0.4%) | EHERERETE (PRAE MVEMER 8. SRERIRERSE) 361 (0.6%) . SR
1] (0.2%) . fide - BESUTRMEAE 5 B (1.0%) . EAEFHIEAE 2 #l (0.4%) . SED
fE2% 1 %1 (0.2%) . infusionreaction2 {51 (0.4%) M ONEEE /R MiygladE (SoE MELL /MR
DVESRBEIN . PR IR L, JRIFERES, MEERIERIES) 1] (0.2%) DR bz, £i-,
2% - BENEZE . Dok, EEOB K, MEKEBIERER &K ORBITRO behrol, K
RIVEIFEBLR DL R S5 (BRRMRA IR 2 5 1e) 2 a it RER~7,
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Rk - A &]

IR UIBR A A 72 v B E RS 2 55 & U 7= s AR (KEYNOTE-002 #X5% &%
O KEYNOTE-006 #&52) OfiH. 2 mg/kg Q3W, 10 mg/kg Q2W K& T* 10 mg/kg Q3W
DWFT IO HIE - HEIZBW T H AR O A MK VRIS 2R ITRD Hiveino
72
AHN ORHEF S B REMENT ORGSR, M RAMEERIFT 12 5 200mg Q3W B L RFD
AUC 6wk (EFIRABIZISIT 5 6 MM O PR E-HEH]HAR T infg) Rl [10%55, 90%
] mg-day/mL) % 2.16 [1.45, 3.04] mg-day/mL TH Y. 2 mgkg Q3W 5D
AUCqs 6wk (1.32[0.722,2.06] mg-day/mL) &AL L, 10 mg/kg Q3W 5D AUCqs swi
(7.49 [4.32,11.3] mg-day/mL) % Flal->7-,
B REOIERE 265 & U To AR O EE BOS AT OFE R, Bt S vz ik - & (2
mg/kg Q3W 5., 10 mg/kg Q2W £ 5- K TN 10 mg/kg Q3W #£5:) D T AUCqs swk
EAINE R OV & ORI /2 BB EER O B o Tz,
AANOREMEDFREET VAR LIZY I 2 b—3 a3 12k v, AH| 200 mg %
Q3W. 400mg % 6 MG (DLF TQeWJ &5 ,) XL 10 mgke ((KEH) % 238
MRRE (LR TQW) L9 ,) TG LIZBRO AR O i A i S iz,
FOFER, KK 400 mg & Q6W THE: L7 B A O i BB 3515 2 I M
FIREE (LAT TCagssl EVN9.) 13, AHI200 mg & Q3W THEE LTZFED Cavpss &
B2 EPHlsne (PR, 7o, A41400 mg 2 Q6W TH G- L 72RO A D
ERRIBIZ B B @ Mg FIRE (LLF [Chaxss) EVN9 ) 1E, AK) 200 mg % Q3W
TG LTEBED Craxss &R L TEMEZ T & THIENTZb DD, AANBFICE
WTHBEEDHER SN T HIE - HETHHAH 10 mgkg ((RE) % QW TH
B UTZBED Crass & I L TIRAEZ R T & PRIS N (FHR), S 512, EIERAHE
BE R BITAAK 400 mg & Q6W TG L 7= /B IMHFRBR (KEYNOTE-555 ikB)
LB ONTEAEICES S YT AT A —F L, I 2 b—a 0280 il
L7cEENRENRT A —2 EFRI L7z (FR), MA T, #EEOBEEICI T 2 ERARR
BREAR IZ HE D & | ARKI OMRTE 5 & A 9ME T2 ek & o B A et 2 i NS E
FOVIMEE S, KA 200 mg &2 Q3W ik 400 mg & Q6W TG L 7B OIg &
EAIMENT LML OB EIZ OV TR S fE R, B ML - HEOR TF
MR OV RIS IR 72 22 BT e & Pl S 47z,
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£10 FAHAOEMERR T A —F

Fﬁ{f . )EH% Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
501 279 18.1 928 504 309
A
200mg Q3WT | (5¢'5 597 (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8,51.0) (30.5,31.4)
123 324 10.6 148 507 203
:
400 mg Q6W (122, 124) (32.0,32.7) (10.4,10.8) (146, 149) (50.1,51.3) (19.8,20.9)
400 mg Q6W 136.0¢ 14.9%
(ERE) | (1356, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
A
10mgkg QZWT| (518 553 (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
F:n=2993, 100 [EDY I 2 b— a3 Nl L VEEINZEMEEOFRIE (2.5%8, 97.5%5) « Cmax : FIE]

B G52 OREMIE PIRE, Cavg : HIFREZ OFEHME PIRE, Cuin : FIEHREH (V1 702 HB5dD) O
TEPIRE, Coass | EFIREEICBIT DR E MG TIRE. Cavgss ©
BRIZ 31T 2 AR iy R
1056 Bl OKMEEIE (95%(F X )
§ 1 41 BIORTFEIME (95%(FHEIXH)

NA : %472 L
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4. HEERITOWT

TRVAUIERASRE 70 BV R AR ISR 5 KGR & L CRET AR A (BFld) 23kt
HNTWND I END, YiREZEYICETX Dl ThHLERH D, D LT,
I Y 27 EPEHE (RMP) (ZHED & | AH O B3 gL 22 M BE BLIR 8~ oD 1 1 (I 73
b LM Th o T, AR OG- WEE 7B 2 2W - FrE L, ARG LY HER
BIVER 2388l L7 S T2 2 E BB R 720 LLFODO~@ DT % 7= 3 htisk
IZBWTHEHT 2 XETH D,

O MERIZONT

D1 TFio (1) ~ (5) OWTNNITENT I THDHZ L,

(1) JEAEFBREDRET 2 DA 2B EERLSIR TS (BRE TR DS A2 i L e
HU S /U2 B EEHL R BT, U ARSI B AR )

(2) FEERSRERPTE

(3) HEBENFRINFEA NG E T D AR (D3 A Fa R E b, S Al
Wb JIIEBE, D3 AR EEHELE P 7 &)

(4) AFALTFRIEE 2% L, SRS L RIEZIEE | SRS b PR IEZ R 2

XA BRI FHEZIER) 3 Oftiak eI LR D a2 1T > TV B filiak
(5) DUEPEREEE A AL 7 48 BN O Jiti 5% FEHEI AR 2 i HH &2 4T > T D ik

O-2  HMERANEO (b5 K OEINE R FEBURF O RIS A53 72 50k & 25k 4 KO fil
(FEOWTNNIHEE T DIEAM) 25, LB OARANCE T 20O BEEH & LT
T ER=Y AN QAT

#

o [EMGIFEISE 2 EOWHIHHEZE T L7211 5 ELL EOR ARIEDIERIHE %
{THoTWBZ L, 96, 240 R, DNAEYEE 2 L LUEBRESZOIHE %
fToTWAZ L,

o EMIGREFFEUTER 2 FEONIPIBHEZE T L72&IC 5 LR BRI R O
KR ZA L TWD Z &,

@ BtNOERZBFEREBEROMKHIZOVNT
PSR S T B CHE T 2 BT ML S, BRSNS ORFRA D, A - &
AHEEIRPE RO IR OEMS 3T 2 iRt AFFE0NRE LS AORE
W, FEOHESLHIATON D RIS TND T L,
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® EIER~DORIRIZDONT
®-1 EBIEARBERORSEEICET 2 Bl

VMR B O EE R RITER A LB, 24 BRSO T, Yikliisk X
R IC B\ T, BEL L ZBIERNIZG U CABREHEL O CT Z O FIVER ORI &%
PRRA ORI Y APIZG L, B OIS TRER KRN > TnD Z &,

®-2 EREFEHICL2FEESUNCET 2 EH

ARSI HE D 2 B 20 1k R O BE & 3 2 IR R IE R B D RER =2 ) v 7
EODIEROAY ) —=2 T HTOEIRE EHFREZ LA TE 5 F— LB KRG
HENTNDZ &, BB, BEEHEIZOWT, DABRE L ZOFECHIEmMENT
WhH Ik,

@-3 RIEAOZEORISIZBE LT

RIVER (RYEMERERBIZ A, KGR - Mk - EEO TH, BERZ% - FA4% - I
PERERET - AR - S LMENBAE 2. ERERERE S RS RIEPER 28, RERIREF22%) . N
SWEE (TRAFERERE . HUIRIMERER S, BIBHMRRREE) | 1 BERE, SE8 )
R WK - BESUTRIIRIE, EJe. AN IAHERE N2, BRSO R (thagtiak st
RLARIE . P JRREIARAE (B, ZIRALEE, JERIEIESS) | infusionreaction, 7% - HfifL% -
g, EIEREENE, pRREEE (T2 - NLU—JEERES) | O, mEAR MK
(I B PSR B . PRI PR I, SRIFERES . MEERIERIESE) | EEDOH K,
M2, MERERIEMRE, M%) 1Tk LT, Yakiak IR o B e 4 A
T 5 R & L (RHEH ORZEr-OXHGICE L THREROSEZZ T b2 &4 CH 5
Z L) | BEHICHYRER TE LEFINESTND Z &,
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5. B-EXHR LD BE
[H IR 5 ]
O TROBHFIZBOWTARAAOFIER RSN TND
o ARERIEIEO 72 L O EREIE O 3 5 AR TR IR RE 7 N R R
o BRURREOAT—TIB, NC %2 I WY omEpE B Bg s 56

A RIA
728, BRAF B AR ZATHHEIZB W TIL, BRAF JEANC L 518E L EE
?‘5 ~— k o

@  TRUSHEE T D ARH O E K O TIEIZ W T AR O A IEDR ML ST
5. AROEEHZRE R B2,
o MOPUBMERERGA & O L TR Sh o B

(ZeEiC BT % ]

O TRICEYTIEFICOVTIAROEENRAT L SNTND 2 Enh, &5 21T
bpnz &,
o KAIDRSY WWHEOE OREERED & % B3

@ RFERTOFHmIZ BV T FRE Cﬁi‘é’lﬁ‘%ﬁ%%é:ob VTR, ARAN OB GIFHEDE S 7
D3, MOIRFEETIL A R WG IZIRY | HEICARZEN T2 2 2B/ TE D,
o REMMEBEOE U i%ﬁ@ébé BE
o JREBEGAR A CRVE R 2 78 60 2 FRAE B ONE B 0 Al ST 5 Atk ¢ 0 S e 1 it 2
EOMICRIEMZLR B b D BE
o ACHEEBOAM, UTEBMERZRE L IXFRMEO A O R B OBETIE DO
boHBE
o lmsBHE (EmsMREREL &) OboEE
o OB IR AR T HBE
e ECOG Performance Status 3-4 "3 03

(3 ECOG ® Performance Status (PS)

=
Score EF

0 |E<MEREHTE S, BMalsF L RAFEREIHIRRATZ 5,

PRRNCI L DEBNIHIIR S D 25, BTRIBE T, SIEHERE > TOEHEIITH LN TE 5,
Bl BOFE EHIEE

BATRRETH D OHDEIY O Z LT FT N THEELEAEEITTE R, HTO 50%2 L3~y FATid 29,

RONTZHSOHDOEDY OZE LNTERY, BHFOD 50%LL EE2 Xy R Tl 24,

=W

2L ;T eV, BOOHEDEY O LIFEL TERVY, FEIIy R+ TiRId,
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6. REIEL THEEINEHEH
W SCEETIN A BOEIRTE3E A DR AT 0 EORHE IS5 & AHI 00 Rt K OV IE A
MO T DI G WA T B LTG5 2 &,

ThhbRETHZ L,

)
@ TRFEBRLAIZIENL D | B TE OFRITAIMER Ofartez2 +osll L, REx2 5
®

FEREWEHDO~R T A2 Mo T

MEHEMERNS NS Z ENH LD T, KROEGIZH T > TIE, YIHPE
W CEBI L, PR INEE, k) ORERE M OO X f i o Ehid, #legs 1+
AT T & Fio, REIIS U THE CT, MG~ — 0 —%0m& % Fhid
HZ ok,

infusion reaction 23% H i 5 Z L 3% %, infusion reaction 23538 HALTZHHE T
X, WY ALE AT 5 & L BT, SERDEIE T S E TREORELZ oI Bl
THI L,

HOR SRR . T R RERE K ORIB R ELN H 5O Z &R H DD
T, AFIO LGB hG T K O G-I T E I N wssre s (TSH, i
T3, W7 T4, ACTH, M =25 —VEOWE) ZFd 52 L,

BIEZ ., T4, RS, TR, bERERR S b D Z b b
DT, AANOEE-BhART & O G-I M I3 E S iFsé e A (AST. ALT,

v-GTP, Al-P, BV LEVEDOME) 2FEiid 52 L,

SR (MR R NLEERERZ ) SOEERIEERH bbb d
ZENHLHDT, EMMICIROREOFHEAHERT 22 L, 7o, IROEE R
PO BT AL, WeNCEREEAL 2T Lo BE RS T &,
AFNOBEHIZ LY WEDORERINTERT 5 &5 2 LD Ekx EBORRE
DHODLIDZENDDH, BRENEOONTHEITIL, BB LZFLRIIL U
B 722 05k & R BR & Re D R Al & e U Cali Ul 2 BRI 2 ATV il D e
FOSZ L 2 RIER RSSO D 5E 121, AR ORI IR, K ORIE R A
NERIORGHELZZETHZ L, ks, BIEEERVEORGIZEDRIE
M OUEEDTED SR E IR, B BB A VE PSSz il ] o8 0
bEET S &,

BeGRT R, BOR G5y ARRE L COORWERDZ BB T2 2R H D729,
AR OBEHE TR HRWEH ORI FITEET 52 L,

1 BUBEpRI (BIE 1 BUBEIRIN 2 5 de) 238 Dbt BRI T v R—o &
WZEDZENHLOT, Mg, b, WS ORER O R MbEE O L1+
SEET S Z L. 1 AERE S DN A IR G AL L, AR U
F DG DY) R LEZ1T H T &,

@ ARIGUIBRAREZ M B ANERE IS 2 BTiE. AFIOBRRBRICHS T, Bh
BAGE O 3 I A LI, ERLARIE, GBS 1 FRIX 6 M Z & oG EDR
izfT> TV Z L 25EIC, AFEGHITEMIICIROMREEZITH Z &,

® FERUIERE OEMEROERE ~OMEMBRE & L TEMT 2ERICIR, AHIOREK
ARERICBWT, BGBIBOHEBERET RBEM I E XTI 6 D HM I & A whE

21



DO ZAT > T2 2 & B SEI, AFIOFRGFILEMINC I ROMEEITH 2 &,
k. WEMBREL LTHERT2EAICE. AFoREHEIE 12 VAMETE
THZ &,
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REEREET A KT A
RrTaY X7 GRIETFHEBRL)

~FE R~

T3 12 H (584 2 AKET)
BT A

IS 3




Bk

X C®IT

KARIOFE, TERERF

BRI Bl

FEE% (22T

BEXG LD B
KEICERE L TEE T NEHH

Sk

P2
P3
P4
P14
P16
P17



1. IL®»IC

EFGOFIE « ZERMEOMELROT-DITIE, TRASEEFIC AW IE 72 ARk Hivd,
I HIT, ITFEORFHEAMOMEANT L | FURERES e & O  EHRFEERE O EGR S
NAHHT, TNHOERN A EIVEBEI T2 Z L HWEBROMEL 705 Tl | #EAITWIE
T L UOEOHASTEF 2016 CTARE 28 4F 6 H 2 HEIERE) 1BV T, i ER LD
A ORGE(EHEEZ D Z & & STV D,

BrEERREFFE R, SRRSO N7 1 7 7 A VN EDESS & B SR A 5
ERBD, ZO7D, AIMEL ORI T 2 1EHRN T %I 2 £ TOM, MEIMD
B ZIT D 2 LR SN D BEICK L TERT S & & bic, BIMERA A LRI
WBETe kA & D 2 LIS AIREZR — E OB A - T EREEA CHER T2 Z ENEETH
Do

L72ido T, BHA RTA4 T, BFEBRERZNE TIC/R LN TV D EFHTR - 7
FHIRMNC IS & DUTFOERG O/ 2 Wt 280 b BB B2 5 RO
BEHREAZRT,

RIS, ARTA RTA X, A TBAENERE SR SIS, St EEA A AR
Brras, —WAHIEN BAERNRHE S R OVARSHHETE N BANS NI 7D /100 6 & ERK
L7z,

KGR BIERG XA M A—ZETEEE 100 mg (—fR4  SaTn ) X< (&
BRI z) )

RELERDPENIHNE - E1T - RO E A

W ERAMEROAE - M OHUEMEEEA & ORI N T, @, AT, _A7
nY X~7 (s Hz) & LT, 10200 mg & 3 @RS
I 1181 400 mg % 6 B RIFNE T 30 43N CATRERET D,

B3k I 58 2 & - MSD BRett




2. ARIORE. (ERBF

FA M—ZERHEE 100 mg (%4 XL T7 ) X+ (EHfEz) . UT
IARH] Evv9, ) 1%, PD-1 (programmed cell death-1) %DV > R THSH PD-L1
K ONPD-L2 & DG HERHELET S, & MbIgGs €/ 7 v —F AHiKTH D,

PD-1 #&#&I T MRS BB 2> 5k 5 72 D12 28 A KRR ASFI 9= 5 = 7 g e il
AA »FC, PD-1 1%, BEFEZIREEIZIS W CTIEMEA T ML OMIf R m ICHBL L, H O
P2 FO 2 3 T R B S T R 72 g BOS 2 il 95, § 726, PD-1 (XU v R &k
BTHZ LKV PURZRIRICE 5 7T gz ISk 528K TH 5, PD-
L1 OIEFHMMICBIT 2RBBITHOT N TH DL, Z2< OBAFMRTIE T Mo 250
ZDIFEWMPENCHEBLL T D, BNAMIIZIIT S PD-L1 OEREBIE, B, B
. PRI, UREE . JE IR e & Ok &2 e A TTRARKRT-TH Y, KW
AL OMBENHE SN TN D

ﬁ@@ﬁ&@%%%?%kﬂﬂj%ﬁ®mﬁﬁ#%\HH&PDU@%%@@%@
TR B W CEEAREE 2 Z LR SN TE Y, Hirce S ATREOREN) &

LTHIFf STV D

AFNX, PD-1 & PD-L1 L OPD-L2 OljV 7 ROFEAZEET L Z Lok v, HE
W/ INBRBE T O RS AR S EME T U LN ERE IRV L S8, BUES S & FHE ML
T 52 & THIMEI R AR D,

AFNONERRE IS SEEOGRERINC L 2RIERSEN S O b, SEEIIELT
EéTm@ﬁ%é AAN O 5 J O 541213, BEOBIEE2+H012Tv, B
R BTG AEITIE, BB LI F5 uﬁiI/f;EﬁFﬁEﬁiﬁfné&é:f‘%%%f#?’)[iﬁﬁ<k HHE
L’Cl@’@]?@cﬁi%u U?%ﬁb\ WD SPERONC LA EWE-H A BEDbN 2 5E1CE, B
PBE AR NVE R OF G O Y 2L 21T D %\%75%3 %



3. BEREERE
HELT « PR OB OAGRIRF R 21T - 72 72 BARRBR O ik 2777,

(A1)
O EEEILFES AR (KEYNOTE-775,/E7080-309 5{5%)

7T FFREN G AL TERIERE O & 5 IR RE e AT - RO RE R 827 14
(AN 104 il 2 & te) Zxtgic, AAI200mg 3 BMME (LT TQ3w) &\vwo, ) #&
HELonRF=720mgl A 1 FRGOIHEE (LT TRAl/ Lo A"F=T) Lo, )
DN LEVER, ALFEE (RXR YA IR 2 U Zx kL) xtiRe LT
Bat S o, FEFHmE H X AAEFYIR (LIF T0S) &9, ) K OVEERS 77 1
(LLF TPES) &9, ) L&, KA/ Lo A_"F=T1F, (bE L LT 0S KO
PFS Z AEICIER L7z (F 1, K1 KOX?2) |

#F1 AR (KEYNOTE-775,E7080-309 3R8R)

AE|/ Lo F =T B (LT ERE™
(411 1) (416 1)
RfiE [A ] 18.3 11.4
(95% CI) (15.2,20.5) (10.5,12.9)
0s™ NHP— R 0.62
(95% CI) (0.51,0.75) -
P fig*s <0.0001
e [A ] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PFS*3’ *6 /\‘Hj‘—‘ ]\\\H:M 0'56
(95% CI) (0.47, 0.66) -
P fig*s <0.0001

CI: [ZHEXRE, *1 : A&H] 200 mg Z Q3W, L > "F=720mg (&0) &1 A 1[ETHEE L,
¥2 0 F% VLB Y 60mg/m? % Q3W, XiF/X7 U H XL 80mgm> 242 —A (1 2—A28 H
i) ®1, 8 KO'15 AEIZHEE L1z, *3:2020410 A 26 A7 —# H~ hA 7 *4: J&5 Cox k.
BN — REF ML 2E (RXF YL T AZ ) 2XE0) Lo, *5: @hln
7T U URE. *6 : RECIST HA RT A > 1.1 MUZHE-S < BTN e &



100
90 - R\
80 - “

70 y \\

& 60 1 !

B 50 - \‘\"‘.

3 40 e

30 1 e g,

20 T e — —

10 11— F#H|200mg QIW BULNFZT

0 1 ———‘ﬂ:??ﬂiﬁl . . . | ; |
0 3 6 9 12 15 18 21 24 27

at risk# ERMRE A
AHFI200mg Q3W KU
LYNF=T 411 383 337 282 198 136 81 40 7 0
{EZEx 416 373 300 228 138 80 40 11 3 0

B 1 OS ® Kaplan-Meier #if (KEYNOTE-775,E7080-309 %)
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90 | — FHI200mg Q3W RULVNF=T
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&30 g
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O i dnd donl | t bbbl b oot bl 1 bbbl Tkttt bl LioebE bl by A CRCdd b (bl ettt bty rEvarey
0 3 6 9 12 15 18 21 24 27
at risk#% a4 ARG [H]
fi“fg‘;m_ggm RO 411 316 202 144 86 56 43 17 6

EZEE 416 214 95 42 18 10 4 1 1 0
B4 2 PFS @ Kaplan-Meier Bif# (KEYNOTE-775,”E7080-309 3R5%)



@ ERBLLEFEIHERAER (NRG-GY018, KEYNOTE-868 i)
{LIRIEE D 72N LT « RO =R EE810 B (AAAN 7 fl&ETe) &R%RIz,

BEDOI Ay FEE (MMR) OIREEIZHE-SE MMR EH (pMMR)
MMR K{f (dMMR)

(588 1) Xix
(222 ) DOEMBNT, ARFEALFHRE X7 ) ZXBAKLOD

NRTTFL) L OUERFEELOZ OB OARFEMEE? (LT TAFIRE Lo, )
DENMER VL BN 7T R LbFRE L OHFFIRIERRZEDHRO T T v Rk E
LLF 7R 09, ) ZxEE L EERdBRclatan, EEFHhE
FiZ PFS & &, pMMR 8 AMMR OW TN OEM THARFIFEL T 7 B AREE & el L
TPFS Z#AEITIER L7z (2, K3 KUX4) |

*1 :

*2

*3 .

*4

ite B E & U CTESIRIERE N S 2 BEF OB Uik T% 12 WA %28

2 CHERE LIEEEITMANTRE L S,

UTFTOWTNNCEEY T L RBED R E INT,

> RECIST ver.l.l (23 -S5< HIEFHE/R AL % H 3 % International Federation of
Gynecology and Obstetrics (ELT,  [FIGOJ ) 47%E (2009 4EhR) IMHASIZIVA
DO ERERE

> RECIST ver.1.1 {253 < JIEATREIRZ O A 4 #1072 FIGO 7338 (2009 4EhR)
IVB # XL P36 O+ & (g FR

AHKl 200 mg Q3W &5 (F=2—20 1 HEKHES) &/37 U Z %%/ 175 mgm® [EE

JERIS DO 7 U 2 X2 LN TERVWAFICHLTIZ, FEZxtkL

75 mg/m> (H AL 60-70 mg/m?) XX 7V I UEREALI 7 U X 81 175 mg/m? DF S

NAREL ENT=] ROHILART T F 2 AUC 5 mg-min/mL AR EONEIZ Q3W %5 (£ =

—2D 1 BEICKYS) 26 a—A#E L, Z0O%, HERPEEL L CTARA 400 mg 6 FH[H#H

b (LR TQeW) L5, ) THEEG L7z GRUERBALAK:, HMERFRIEHI O AANL 200 mg

Q3W &G Th o728, RBERT T 400 mg Q6W HGIZEFE S Tz)

TR QW HEE (F=—AD 1 HEIL#RE) &*3 LRI—DILFRELY 6 = —Ah

L. ZO%, #EEEL LT TR QoW THE L7 RERBIIARE, HERERO

TERIZQIW L TH oo, REET T QW B HIZEFT I |

#2 PFS" OEZERME (NRG-GY018,”KEYNOTE-868 A8k, MMR DIREERI)

N R
MMR D3 fE B 5. s FIAE [A] (95% CI)
(95% CI) .
P {3
X 13.1
AR 294 (10.6, 19.5) 0.57
pPMMR 2 . (0.44, 0.74)
"5 R 7 <0.0001
7R 294 (8.4, 11.0)
X NE
AR 1o (30.7, NE) 0.34
dMMR™? (0.22,0.53)
S R 8.3 <0.0001
7R 12 (6.5, 12.3)




Cl: X, NE : #EARA[. *1 : RECIST FA KT A v 1.1 BUICEDS < 1B Y E Al E .
%) REAENTIF DT — X 2022 FE 12 A 6 B> bA 7, *3 : REfESTEEOT —Z 2022 4F 12
A 16 By A7, *4: B Cox lbPINF—FETNVICEL BT T BAREELE D, *5: Ehn

75 BE
100
90 -“\ﬂ% — FREIREEL OHERE
80 . ,,;:;\N 75l AP R E DHBRE
R 70 \
B 60 | “'*;\\“
o] \
:H'l 50 _— .. K L‘ﬂn
I 40 | i
ﬁ 30 __ iy H L
20 ] B "tk
10 - T Y L
ot S .
0 6 12 18 24 30 36
at risk2% mIgEETFEA]

FRILEEEECOMEEE 294 162 57 29 7 6 0
TR EEEEOHBEE 294 144 36 15 4 3 0
X 3 PFS ® Kaplan-Meier #i## (NRG-GY018,/KEYNOTE-868 35) (pMMR D HE¥E)

100
90 W"m
80 — l1t‘|“ \L%m__”
5 60 - ' : e
i 11
i 50 -
E—E 10 ] 5 1 fi FE - -
g 30 il o
20 | —— FmelemEeonmmE ¥
10 1 TS uREPEEE OHREE
0 6 12 18 24 30 36
at risk REEEFRRB]
FRLEZEELOMAREE 110 85 45 24 10 9 2
TSR ERECOHARE 112 69 25 9 4 3 0
X 4 PFS ® Kaplan-Meier #i# (NRG-GY018,/KEYNOTE-868 3{8) (dMMR D %)



[ 2241
O EREIHFS I

=B (KEYNOTE-775,”E7080-309

Al R)

HERFRRIIAAF/ L _F =T 405/406 1] (99.8%) . LSRR 386/388 51 (99.5%)
RO HIL, BRI OREBEBRA G E TCX R WA EFRLIL, TNE 395406
(97.3%) K (N364/388 f1 (93.8%) T3l Bz, WL DORETERIVEIG A 5%l LD

RITEIEITRO LB Th o7,

£3 VTP OETHEBREED 5% EORIWEA (KEYNOTE-775,/E7080-309 3388) (2T SEM)
T o e 2 % ;
:jstaemgcj)r;njélfs) ( 2oe WJ?’;[ (%)
%emﬂ; g% ( PT: Preferred A/ L AT =T r—
(MedDRA ver.23.1) 406 {5 388 51
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
ERIER 395 (973) 314  (773) 6 (1.5 364 (93.8) 230 (59.3) 9  (23)
MR LY > SRlEE
B if 57 (14.0) 8 (2.0) 0 150 (38.7) 45 (11.6) 0
FEEELF BRI E 1 0.2) 1 0.2) 0 21 (5.4) 21 (5.4) 0
A i BR gD E 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U 2 BRI E 15 3.7 2 (0.5) 0 26 (6.7) 11 (2.8) 0
T BRI AE 24 (5.9) 4 (1.0) 0 129 (33.2) 96 (24.7) 0
1/ MR A E 33 (8.1) 4 (1.0) 0 22 (5.7) 4 (1.0) 0
WIS
RO IR RE TUEEE 42 (10.3) 4 (1.0) 0 1 0.3) 0 0
R IR RE IR T 222 (54.7) 4 (1.0) 0 0 0 0
H B EE
HEZgm 34 (8.4) 4 (1.0) 0 13 (3.4) 0 0
REE 29 (7.1) 0 0 12 (3.1) 0 0
(A 36 (8.9) 0 0 53 (13.7) 0 0
T 171 42.1) 26 (6.4) 0 'y} (10.8) 3 (0.8) 0
PNz f 34 (8.4) 0 0 10 (2.6) 0 0
CIYIN 158 (38.9) 12 (3.0) 0 157 (40.5) 4 (1.0) 0
HPZE 70 (17.2) 8 (2.0) 0 46 (11.9) 2 (0.5) 0
A 98 (24.1) 10 (2.5) 0 60 (15.5) 7 (1.8) 0
—f% - £EFEER L OB SEMOKE
4 ST IE 76 (18.7) 17 4.2) 0 76 (19.6) 9 2.3) 0
5 113 (27.8) 15 (3.7) 0 92 (23.7) 12 (3.1) 0
FERE D JIE 47 (11.6) 6 (1.5) 0 35 9.0) 3 (0.8) 0
FEN 26 (6.4) 1 0.2) 0 4 (1.0) 0 0
7R EE
775;_‘/);%;[]/ h7o2 6 163) 12 (3.0 0 14 (3.6) 2 0.5) 0
72T —EHIN 22 (5.4) 6 (1.5) 0 1 (0.3) 0 0
;\/7;?;;/_%;%;”/ b 62 (15.3) 12 (3.0) 0 12 3.1 2 (0.5) 0
_Jﬂg;mww ImATZ 7 2 27 (6.7) 4 (1.0) 0 5 (1.3) 2 (0.5) 0
1 HRER R A L 0 (103) o o . ©3) o o

#m



#= B A K4 E (SOC:

System Organ Class) P (%)
%emzi 7% ( PT: Preferred I r—
(MedDRA ver.23.1) 406 f 388
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
Y R—E B 36 (8.9 20 4.9) 0 2 0.5) 1 0.3) 0
U o SERERR D 10 (2.5) 3 0.7) 0 23 (5.9) 14 (3.6) 0
i ER A D 17 (4.2) 7 1.7 0 93 (24.0) 82 (21.1) 0
IR ER A 44 (10.8) 7 1.7) 0 20 (5.2) 3 (0.8) 0
(RERD 91 (22.4) 25 (6.2) 0 7 1.8) 0 0
A i BRER 15 (3.7) 4 (1.0) 0 60 (15.5) 41 (10.6) 0
it LU REE
AAREOE 151 (37.2) 24 (5.9) 0 65 (16.8) 0 0
#RYZ YR RinfE 23 (5.7) 2 (0.5) 0 1 (0.3) 0 0
&~ 73 AfUiE 39 9.6) 3 0.7) 0 12 3.1 0 0
il B Rds £ Ot & MLk
BA &R 87 (21.4) 4 (1.0 0 17 (4.4) 0 0
AL 54 (13.3) 3 0.7) 0 13 (3.4) 0 0
09 9 21 (5.2) 4 (1.0) 0 9 (2.3) 0 0
R R
R R4 32 (7.9) 0 0 27 (7.0) 0 0
HE 55 (13.5) 1 0.2) 0 14 (3.6) 0 0
KM= 2 —m RF— 9 (2.2) 0 0 22 5.7 1 0.3) 0
Bk L ORI REE
EAR 105 (25.9) 17 4.2) 0 4 (1.0) 0 0
MR R, HEREs K OIS
F el E 77 (19.0) 0 0 2 (0.5) 0 0
Bt i 26 (6.4) 0 0 7 (1.8) 0 0
FiRE ¥ L O TRk
MBIE 17 4.2) 0 0 117 (30.2) 2 (0.5) 0
gfﬁ REZFAETS 84 (20.7) 11 2.7) 0 3 (0.8) 0 0
% 9 FEIE 29 (7.1) 0 0 7 (1.8) 0 0
5 50 (12.3) 2 (0.5) 0 6 (1.5) 0 0
1 B
& I E 249 (613) 149 (36.7) 0 4 (1.0) 2 (0.5) 0

B, AFNL U ARF =T RECB W CRIEMEREER S B (1.2%) . KEES - /MBS - &
FEOTH 50 6 (12.3%) . BEEOREREE (WPt R REEFERARIE . 2L IEIRE R
ZIHCEE, FREIES) 4 B (1.0%) . fhiRmEE (X7 « NL—JERRES) 9 #

(22%) . BUEMFZ% - A4 - IFgReREE - R - sEErEIRE R 109 6] (26.8%) . H
WIRERRERE & 237 5] (58.4%) . THEMAHERERE 2 #] (0.5%) . EIEFEREREE 4 4

(1.0%) . 1 BBEIRIE 3 1] (0.7%) . BHaEREE RMEREMER R, RERIKBRE)
1361 (3.2%) . WEK 461 (1.0%) . Ak - BREUHREAEIE 2 B (0.5%) . FEAEMH I )E 1
Bl (0.2%) . Mg - BEMEZE 1 61 (0.2%) . SE ISR 3 H] (0.7%) . DK 161 (0.2%)
KON infusion reaction 5 %l (1.2%) 72388 Hiv7=, F7=. BEERMIERESE G vt i

9



WO PESRBEN, Wb, FRIFER, MERRRIERIESE) | IERERE G M OERZ 1358
D ORIz, ARWERFEBURDLIRE S SR (R 2 5T) 234
RaRwT,

@ [EBELFESE IR (NRG-GY018, KEYNOTE-868 7tlk)

Z %’%% IARKIRE3T76/382 11 (98.4%) . 7T BREEITS37TH] (99.5%) 123D B,
TRERIE L O RBEBRA B ECERVWAEFFRIL, £ Eh 365382 il (95.5%) KX
358/377 5 (95.0%) 258D BTz, WIT I ORECTREEIG N 5% EORIERIX F#
DEBY THoT,

AEFG, BHWEH. ZeMERETFHOREHEEIE X pMMR LT dAMMR Ol % &
LCHEH L,

F4 VTP OBETREABIEH 5% EOBIVER (NRG-GY018,KEYNOTE-868 3RE) (Z&M:ARNT I &4£H)

BB K2 E (socC:

System Organ Class) P (%)
%erf) #& ( PT: Preferred T SRR

(MedDRA ver.26.0) 382 fi 377 f3l

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2REIEM 365 (95.5) 171 (44.8) 1 (03) 358 (95.0) 120 (31.8) 2 (0.5)
MikEs LY v REE

=ik 178 (46.6) 53 (13.9) 0 162 (43.0) 29 (7.7) 0

T ER R E 20 (5.2) 12 3.1 0 19 (5.0) 8 2.1 0
NS AR

FOPR IR RE TUHESE 23 (6.0) 0 0 9 (2.4) 0 0

FOPR IR B AE I T 41 10.7) 0 0 11 (2.9) 0 0
H Gk

fEFK 112 (29.3) 2 (0.5) 0 90 (23.9) 1 0.3) 0

T 110 (28.8) 5 (1.3) 0 103 (27.3) 4 (1.1) 0

L 146 (38.2) 4 (1.0) 0 129 (34.2) 4 (1.1) 0

BRSPS 31 (8.1) 2 (0.5) 0 15 (4.0) 0 0

Mj: 48 (12.6) 2 (0.5) 0 37 9.8) 4 (1.1) 0
—i% - 2HFEEL J OS5 ORE

57 225 (58.9) 5 (1.3) 0 197 (52.3) 7 (1.9) 0
BRYLE 5 X O AR HBUE

PRI G 19 (5.0) 7 (1.8) 0 3 (0.8) 0 0
BE, FER L OLEADHE

EALLSE D KO 42 (11.0) 3 (0.8) 0 43 (11.4) 5 (1.3) 0
AZR &
77:;:/);%;; b7 2 (11.0) 3 (0.8) 0 31 8.2) 2 (0.5) 0
_77;; \77:;/_%%}”/ Moso 05 6 (1.6) 0 18 (4.8) 0 0
E;:%;ém VEA77 S 35 9.2) 1 (0.3) 0 33 (8.8) 1 (0.3) 0

g7 v F = 39 (10.2) 2 0.5) 0 12 (3.2) 0 0
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WmE MK E (soc:

System Organ Class) P (%)
%er:f) #& ( PT: Preferred A 5 R
(MedDRA ver.26.0) 382 fi 377 {3l
4 Grade Grade 3-4 Grade 5 4> Grade Grade 3-4 Grade 5
U v REREE D 62 (16.2) 15 (3.9) 0 60 (15.9) 13 (3.4) 0
i ER AR 87 (22.8) 42 (11.0) 0 81 (21.5) 39 (10.3) 0
i RER D 93 (24.3) 14 (3.7) 0 77 (20.4) 7 (1.9) 0
RE R 25 (6.5) 1 (0.3) 0 16 4.2) 1 (0.3) 0
A ifiL Bk & 97 (25.4) 26 (6.8) 0 107 (28.4) 23 6.1) 0
BB L OEREE
FAREOR 66 (17.3) 1 (0.3) 0 65 (17.2) 2 (0.5) 0
T 1L 24 (6.3) 7 (1.8) 0 16 4.2) 0 0
&7 A7 2 v fE 22 (5.8) 1 (0.3) 0 15 (4.0) 0 0
&4V ¥ AdfLAE 31 8.1) 3 (0.8) 0 39 (10.3) 11 2.9) 0
ERe e SSAVN] | K 41 (10.7) 2 (0.5) 0 34 (9.0) 0 0
&7 U o AfE 32 (8.4) 4 (1.0) 0 14 (3.7) 1 0.3) 0
B R E L OV ARk
RAER 80 (20.9) 3 (0.8) 0 97 25.7) 1 0.3) 0
B 25 (6.5) 1 (0.3) 0 26 (6.9) 0 0
R 25 (6.5) 0 0 20 (5.3) 3 (0.8) 0
P 61 (16.0) 2 (0.5) 0 52 (13.8) 4 (1.1) 0
UY s 37 9.7) 2 (0.5) 0 26 (6.9) 0 0
R R
FEIED F 30 (7.9) 1 0.3) 0 28 (7.4) 0 0
PRAE R4 26 (6.8) 0 0 29 (7.7) 0 0
SH 32 (8.4) 1 (0.3) 0 22 (5.8) 0 0
K= 2 —nr XF— 98 (25.7) 3 (0.8) 0 86 (22.8) 0 0
SERE 27 (7.1) 1 (0.3) 0 27 (7.2) 0 0
_ﬂﬁm@ﬁ: =TT Gos) 4 (1.0) 0 13 (30.0) 2 0.5) 0
MR R, MIEREs K OMiERRIE S
Ak 21 (5.5) 0 0 5 (1.3) 0 0
PR R 34 (8.9) 2 (0.5) 0 28 (7.4) 0 0
FERE B L O Tk
it S E 163 (42.7) 0 0 167 (44.3) 0 0
Z 9 EE 47 (12.3) 1 0.3) 0 34 9.0) 2 (0.5) 0
52 44 (11.5) 3 (0.8) 0 25 (6.6) 3 (0.8) 0
BER B IRE B 43 (11.3) 6 (1.6) 0 17 4.5) 2 (0.5) 0

2E. AFIBECB O CRIEMEREE 46 (1.0%) . KBk - /N - EmEO TR 114
(2.9%) . MRRElEE (F7 2 - NLU—JEGRESE) 98 B (25.7%) . BUEATR - A4 -
FFEERERETE - BF¢ - AALVEARE 25 91 B (23.8%) . FLIRARFEREREDE 54 6 (14.1%) . F
HEAEERERE T 2 B (0.5%) . BIEHEEERE 3 61 (0.8%) . 1 HERIE 161 (0.3%) . B
PeRERE S (RAF MR K. SRERIEBERE) 4 61 (1.0%) | FEE 1 61 (03%) .
7% - RREUTRLRAE 2 51 (0.5%) . EEAEMMESIGE 1 61 (0.3%) . HMZe - BfESE - s 1
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Bl (0.3%) . SE MK 2 6] (0.5%) . 0% 14 (0.3%) KO infusion reaction 52 14

(13.6%) DRBO BT, Fo, BEORERE (P EMER AT, B R FEIR
JEERE, ZIALEE, FORRIES) | SR MmbEE (St MGs O PESR B . 1
M, JRIFERE;, MEERIEKIESE) | EEOBER, MERERIEMRE R OFEZITRD 6
o lz, REWEMFEBLRDUIEES S (BRRAME T 2 5) 25 0EFERE R
R
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(M- HE]
AFNOREHEYEEET L EZFIH LI I 2 b—va 2k v, AH| 200 mg %
Q3W, 400mg % Q6W XiX 10mg/ke (fKH) #Z 2 MR (LLF Qwy Lwo, ) T
B 5 U= BEOAA O i P E R RR Sz, T ORER, Al 400 mg 2 Q6W THH-L
TeBRDOAFN O EFARBIZ 51T D FHMIETIRE (LAT [Cags) &9, ) 1. AHAl 200
mg % Q3W THG LT-FED Coss LHARIT D L TSN (FFR) , 72, AHKI400 mg
Z Q6W THH LB OARAN O EFIREIZE T D@ iE TIRE (BLT [ Chaxs) & W
9o ) X, AK200 mg & Q3W THG L7ZBED Chaxss & HHZ L TEEZ RS & THIS L
bDD, ARNEEIZBW THRMERHEZRE SN TWDHE - HETH HAH 10 mg/kg
(RE) %2 QW THE LIZBED Cuass &L TREZRT & FHIS T (FHR) .
X 5T, EEERANEERE A RRICARA] 400 mg & QoW THE L 7-ESNEE 1 AR
(KEYNOTE-555 &%) X 01§67z FZHMEICE S EYEE AT A—21F, v Ialb
—ya kY FRIL-EYEiE T A —2 LHER L (FHR) . Mz T, EEOEE
(BT D EARRBR R I D & | ARAIOIREE & & ARSI etk & OB E A2 BT 5
BREE — DOUGTE T VSR S, AAI200mg & Q3W i 400 mg & Q6W T G- L7=FE D
PR B &AM T e L oI OV TRE SRR, EREOME - RO T
ANER OBV R 2RI T v & Tl STz,

#5 FHOKMBIE T X —F

ik - Al (ugmL) (g (g G (gD (g
200 mg Q3W' (582?997) (27%?5;1) (17%??83) (91%%5?4) (492??10) (302?§L4)
400 mg QOW' (125??24) (32%5?27) (102??08) (142??49) (SOi?gl3) <19§?§oy)
e | asse e NA (144154 A - -

10 mg/kg Q2WI (212?223) (14§??45) (11;}?21) (422?333) (2727282) <19§?§oo)

T:0=2993, 100 BlDY I = L—3 3 AL HH S BMEHEO R I (2.5%5, 97.5% )
BOBREMIEFIRE, Cag : PIEEEGEZOFEHMIEFRE, Cun: PIEERSHE (V1 270 2 BERI) ORRMIE PR

fg\ Cmax,ss N Eﬁﬁ%ﬁl%ﬂfé%%ﬂﬂz%ﬁqj/%g\ Cavg,ss : Eﬁﬂ(%@liﬁﬁésﬁfﬂﬂﬂ?%qj/%g\ Cmin,ss N

% FrefB i i o AL

156 BlDRATFELEME (95% 5T H)
§ : 41 BIORATEEIE (95%IFHE X M)

NA : %472 L

13
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4. HERRIZDOWT

AFNDPEG-0389) 72 B3 2720 - FrE L, AFIOLKGIZ L0 BEEZRIVER 25381 U 72 B
(kT 5 Z &3 =8 LLFOO~@ DT X_TC A7 ikl BV AT 5 &
Th b,

O MERIZOWT

O-1 TR (1) ~ (5) OWTHNTEET DM THD Z &,

(1) JEAEIFBREAEE S D D ALl (ROE I IS ARt L o
HOBeAS A HREHEHLSIRAIGE, ) s A hdiile /2 &)

(2) FEEERERRL

(3) ERFRINFAFEET 2 05 At ile (8 AR, 75 A RSttt
e, 23 ARSI EHEENRE 7 &)

(4) SR PHREE A RE L, SIS PRSIt 1, SRR LR iekt 2 33
SIRNBIEHA LA WSR3 DRI IEMEAR 2 i H 21T > T D Jiie

(5) PUBMEIESFAIALST B BUINE O M A YE AR 2 i 21T - T 2 ik

O-2  FEBREOSFFEN ORWERE B OXIIGIT 0 75k & iz FroEil (T3
DWFTINDNIEE T DIERN) 23, HX R OAANCEE T DIROREA & L ChLE
EhTnsz e,

*

o [ERGFFIAGHE 2 EOYMINHE & T L 721212 5 LA LD AR DRFIRIHE 21T -
TWbHZ L, 95, 24U T, BASEMIREZ T & LIZBRIE 2 ONHE 21T - T
W5k,

o [ERIGFFEISE 2 FOYHIWHEAE T L7212I1C 4 FLL EORIRERAZ A L TWDH Z L,
OB, 3 LT I ARHEIG O M AR 2 G T 3 AARIR DEFIRIHE 21T > T %
Z &,

@ BENOERKMEREROMKHIZONT

IS A B AR 5 BYTE D S, RERAZED OIFRED, A2k - 228k
TP RO E P OERTSE AT 2 e tt, AEFRORAE LT GE0oWEEE. %
HERCNNATON D IRHINE->TWDH Z &,

14




® EBEIMER~DORIRIZOWNT
@-1  fERRAHIC T 2B

VB ML B O B RRIWER 28 3AE LB, 24 BEREIZPRIKHIO T, Mi%htiz X
VR Z BT, B UT-EWERNIDS U CABEE L OY CT ZZORIWEH ORI SLE 7R
A OFRE R Y A DAL, BB ATRER AR 3 - T D = &,

@-2 EEREFICLZ2AFFSXIGICETEMS

DSAZIRIZHED 5 HPR 2R ki e ORE 2 A 3 5 BRI HFE PEERE=42 Y 7/
EEDIZERDOAY == 7 2{TWERE L IFR A LG TE 2 F — LEBRIKH 238
SN TND &, 7B, FERAHNZOWT, BARE & ZOFFHAIEmIhans
ze,

@-3 BHEROZECRISICE LT

RVEH (BRI 2, RIBR - /DK - BEO TR, BIERFZX - P44 - BT
PEREMEE - IF2C - S LMEIRAE 8. BRREmE ORMVE HIEMER & SRERIRERSE) |
Wb (THRRHERERE S, FURIRBERER S . RIS | 1 BRI, 5E 9
WS, ok « BREUTIRMARIE , W, WEAN WS RE AR &, BHE O FREE (P ErERK
BEFERARIE . BERESERRIE e, ZIALBE, BURIEIESE) | infusion reaction, 4% - #6
gk - ik, FIEMEE G, MifkfEE (87 0 - SU—JERES) | Ok, BB
7Rk R (o MM RIS YESRBENS . WS MER f, AREFERES . BEERIERIESE) |
HEOHK, MER, MEREABIEMGREE, &%) (LT Yazhisx TrBE R
DOHFMPEZGT HERTEEEE L (BITEH OZE-CX IS L TRER IR EZ T b0
LRIFIZHD Z L) | EHITHY)RALED TE DA THD Z L,
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5.

BRERBLRDEBE

(A2 B3 % F]

@

@

(%
@

7T F R G e D AALFIRIE R T L YIBR A RE 2 AT - IO E KRR
FIZBWT, KAIL Lo ANF =T AV & OFFERSG THEMEN RS TS,

{LRIER D720 ETT - RO FERBEEFICB T, REIE 7 XXtk
OCHONVRT T F 2 & OPFHEE R OF DO ORF B S- OAZMENR R I T
%)O

TRCZEZ Y 9 2 REITx 9 2 AR D% G- F O HEICHOW T, ARFIOF
LS TE LT, AFOFEXRISR L 725720,

FIGO 734 [ # L OV ] o> i85
DOXUTOTAHIDAZMEN TR S TR ML OHTTEMERRES & o BRI 5
{LFERE DI WNEIT « TR OFERERE T 587 & L R"TF=T 2oL
st & OO G-

Tt A B

EVEIZBT % HFE]
T£_&éﬁé$%_owfiﬁﬂmﬂﬁﬂﬁﬁkéMTwé:kw%\&5%
Tz &,

AFN DRI K UASHUE OBEEIE D & 5 B

@ BBATOFHICB W T TFRICE S T2 BE T VTR, AFlOKRSGIHERE S

L]

WD, ORI S 2 W BICIRY | EHEICARZHEH T 2L e BE TS
60
%Eﬁ%ﬁ%@AﬁXi%&@%éﬁﬁ

Hia S ) {5 A A C R BLRE A 5R 0D 5 JBAE M ONEENE O B R iBE 2 oI Qe ME T ¢ 55 oD
Rl ZRIEME LN I B D BB

H O REBOGOR, USRI L < IXHEREO B O B OB D &
o iE

s Q& MmarIfB i 2 5de) Db 5

Ttz DRGSO I 2 A3 5 -

ECOG Performance Status 3-4 "V o

(ED ECOG ¢ Performance Status (PS)

Score

2
JE TR

0

<L HERES TE 5, BRATEFE U HFEEEPFIRR ATX 5.

1

PIRRYICIE LOEENIHIR S D23, BATARE T, BIEECE > TOMEEITITH 2 LR TE D,
Bl - BOEE, HHEE

HTRIRETHOH DB O Z LT T X TAREEDMEEIL TE 22y, BHO 50%LL Bid~y RAAC T3,

RONTZESOEDEY DZ L LNTERY, BFRD 50%L EE2 Xy KRG 27,

Bl

LTV, BOOHDEY O Z L FEL TERY, BRIy R imFTiRId,

16




a

BEICBE L THETREHR

A SCEFICIN 2, BB R DRI T 5 BRI IS & ARH O Rt K OVl IE

R DT DIZ MBI G R A+ B LTI 5 2 &,

TBREBRARITSEST b . BF T F OFRIBICHE IR Ot 2 a3 L, FE4

[ MQEYSE S A RV I

FAREWEH DO~ R A MZHONWT

MEMEEEBER S HbiILd 2 ENb DD T, KAIOEEIZHTZ > Tix, YIHER
(BRI, MR AEE, k) ORI O X BURE 0 R, #2501
1928, Fo, REIZS U TIE CT, i~ — " —S0ORExEiT 52 &,
infusion reaction 23% H 315 Z & 3% 5., infusion reaction 235 H AL E T,
WE R ALE 21T 9 & &b, SERDBRIET 2 £ TREOREE +H0IcBlsid 52
L,

RO RERRE . TR AHRBREE L OEIB B ER S bbb Z e RH 5D T,
AFHN OB 5-BRAART M OF% 5-HIR T X @ RIS Ny Ik RERR A (TSH, 7Rk T3, ifF
Bt T4, ACTH. Ifiith = F Y —VEORE) 23+ 52 &,

BIESTF2, HFA4A, TFREREDE . R KO EEIEE RN b bbb Z Enb 5D
T AHIO P 5B bAET K O 510 i3 e B0 I A fE A (AST. ALT. y-GTP,
Al-P, B UNLEVEOWE) #EMmTH L,

SE IR MCER K LY EHRERZET) HOTEERIREENH DD Z &
NDHDOT, EPICIRORE OFEZERTHZ L, F72, IROEFENRERD L
NIGEITIE, O EFEE 2% 2T 5 L ) BEEZEETHZ &,
AHNOFGIZE Y | WEORELISEKN T D &5 2 b HHkx RIRBWER H
SNDZENHD, BENRDLNZEAITIE, B L-FHRIIS U HME
TR & AR A FE O R AN & s L T Bl e BRI M A ATV R O RS IT &
LEWER DD DL AR, RAIOKRFEIH IR, K OFEE EE A VE H O
WSR2 BETDH L, B, BIRERERLVE L OREIZL Y EERHOSENE
D HAVRWGERITIE, B RE R VE DS OGREIEIF OB EET S 2 &
B He T, Bl S5h AR L ChBRITERNRIIT 2 Z R"b 5720, K
R OEEE THIZORIERORBUZADITEET D 2 L,

1 AUBERRIR  (BIE 1 BUBER G 2 5de) 2N b, BERFIEY b7 v K= A2 E
L2 ENRBHOT, 1, O, EHEOTER OB MIEE D LA +0EE
52 &, 1 BERE ARSI G2 RIE L, A R Y HIA O # 5%
DG RAGEZAT D Z &,

@ AHFNOERRBRIZIBV T, KEYNOTE-775,E7080-309 Bk CI3EE/ELEIFIT 6 8

W Z & (BRRAICSEZRGAEIT L Y HRD ICAEMEOFHEI 2T T2 & &
Y NRG-GYO018,/ KEYNOTE-868 &l Cidi gD 9 7 AL 9 M T &, DT 12
W Z L ICAREDFME 2T - TV 2 & 2B EI1C, AR S I3E W mig ks
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1. XL®HIC

=IO « ZEMEDOHER O T2 DI, A SCEEI ISV il E e 23k
HD, EBHIT, IWHEOREREMFTOMEARIC L0 | FUREIRL 72 & O 0 72 BrR Ve
FRESAA DA SN DT, 2D OEEMN 2 BIZ N E R BF IR 25 2 & 3R o
AR & 7o TR Y RFIMBOEE & SO AT #2016 CERL 28 4F 6 A 2 A Rl E)
IZBWTH, FRmEERLEOMHORBEIHEELZND Z & L3hTnb,

PORVERBS T RS, EER K &M 1 7 7 A VBB ORI LB DI B
RHZENDD, ZDd, BHEROZEVEICET 2 EN 0S5 E TORM.
MHEIRLOBEABZ T2 2 ERMFRFESN L EFIC L THERT 2 & & i, BE
DR U BRI LB e ki & D 2 & AN ARE R — E O B % jii 72 97 [ SR B i A
THZENEHETHD,

Lo T, BRIA RT4 Tk, BABEBOINE TITHE LN TV D EFIRTF -
B R IS & | LU O =K 5 0 St 7o 8 i 2 HEE T~ 2 8L b B e gipk | 5 2
D) AON =R TR TN

B, RITA RTA %, MSIATBOE N ESE L ERESR SRR, ASEENEABAR
BRPRNES 7as . —MetRHE N B ARER R NRHE 2 K O— A HIE N H AR IR 7= O W /)
Db EfERR LT,

MR EIRDERMN A M—F S EE 100mg (k4 XaTr ) X7 (B
THEHEZ))

HELRDMRUIDR © D AACLTFIRIER ITIEE L@ WIS SR -2 2 & (TMB-High)
AT HMEAT - R OETERE FEER RN EE 22 55812 BR D)

WEERDPMERORE @, AR, XATr Y XAvT GBEEHE#fz) SLT 1
[8] 200 mg % 3 #[E kA 1B 400 mg Z 6 FH [ HFE T 30 5[
T TR RHET D,

#il 5 ¥ F . MSD Mt

;3
=
N




2. BAN DR, 1ERER

XA M—F T 100mg (4 XA T7r ) X7 GEE L) LT TR
A1 Evv9H,) 1E, PD-1 (programmed cell death-1) & %™V 4> KT 5 PD-L1 L PD-
L2 L OfEGZEHERET S, B MblgGs &/ 7 n—F APk TH D,

PD-1 B8 IE T MR S0 22 B AL RE 25 B 36 D 72 012 28 AR 23 A1 97 5 = 7 S i il 4
AA v F T, PD-1 1, HEREZDREBICR W CIERER T Ml o filam o BB L, 3o
P52 O % 3 T R LB ST R 72 0 BOG & filH 95, T7720 5, PD-1 12U v R e
HET 52 LRV PUEZRIRIC L D v 7 vsiEE AT 5= F K CTh 5, PD-LI
DEFHICB T 2HBUID T TH L, Z<OBRAMIETIE T MiaoM s 2Mmx
HIFEWENCREILL TS, BAMKIZIIT D PD-L1 O 3HIE, B, e,
MR . INEEE . FE/NRaiE 7L & Otk AU TTRARKFTH Y | RWAEFHR
EOFEMENHE I NTND,

LD DA DEFIRI) T 1% & PD-L1 BELOMHEBEMEN G PD-1 & PD-L1 O I3 HE
DGERPZRREZ B W TEEREHIZH 9 Z EAVRB I TEY | Bz 2B ATRR ORI &
LTHIfff ST 5,

AANZ, PD-1 & PD-L1 },(XPD-L2 i Y 7> ROFEAREIEST S Z &k f#E
W NBRES th oD IR BRI EME T VU o S ERETEMAL S8, PUBEE 5 2 FREMAL
T 5 Z & CHIEEN R AT 5,

AANDOVEIBE IS < WL DS SOSIZ X 2 BIER D & b oiu, BE XTI
EOWREMD &5, ARNOFEE PR OREGZICIE, BEOBIEL 5TV B
D BTG EITIE, I LSRG U B A2 ik & BB 2 Ff O IRl & it L Cil
Yl 8RR W 2 ATV R E DRI K D BITE 2N B D 2 561213, B RUE ARV
FUHIOBRGHEOWEY) R AE AT O LER D D,



3. ERERASR

DI RAEZI T E L om0 EEER A RE (LT ITMB-High) £\W9,) &f
T 5T - FFROE BN BEUER 7GR N 5 GRS ) ORRIFICEHE 217> 72
T BRI RER O RGE & 7~ T,

[F5htE]
[EIRE LR S T AERAER (KEYNOTE-158 7kl%)
1E%f§{£lﬁ<*‘®&;étﬁﬁ FROBEEEEE (DBAMI L2507 A~L D& T L—
IZBUVDTHI 200~1,595 i) Z 5681, AHI 200 mg 3 BRI (LT TQ3w) &
9 ) 5 0% i&Uﬁﬂili#Tﬁﬂéﬂto ARAN DA FoundatlonOne CDx IZ &
Y TMB A =27"3 73 10 mutations/megabase (mut/Mb) LA | & B H & 7-35-5 12 TMB-High
LHET DL L L, fRNTEENCRE - T 7»~7A~J_“ﬁémtlﬂﬁ$%_o
WTTHRNT 3Tz,
TMB-High #f9 % 102 #fl (HAAN 6 fflZETe) LU TMB-High 24 L 72\ 689 4
(H$A7rﬂ%€@)’*fé FEFIEH Tdh 5 RECIST HA KF 4 > 1.1 fic
HAOSHPIHEIZ L DB EORE 2019F 6 H2THT—4 Iy bA47) FFR1DE
bSh) “C‘b‘?)oﬁ_o
— IR E U TEEMICERB SN TV AL FEET I EZE CTHOY LN TWA T
m&om%ﬁ%&%aaﬁﬁ CHEHUME T RIS O B S A AN STz,
¥ BT N—T BT, TREN T OBREBHEAAN DI,
A LM R FEEEE) . B : fHEy (HEROEEORE. 727207 7 — & — R ES
ZER<) ., C: i, B, NI, . R R OWENR SR ORI S EE (5 bR S
AT RN UWAEE) . D - TENEE (REXIIEERERE 2R, E: #2598 UF
SRR, F oo (RSB . G /NMiaities, H: fRE, 1. RS, T MR
P (PORESUIMEERIEE 2 FR<) . K %ﬁf“vmwmﬁf*?% NRZEM (LLT TMSI-
High] & 9,) 263 2ETHEERE GEM - BEEZR<) . L (FEOZA) : MSI-High %
BT HHETHEE

*3 0 S%LAEDT VIOVHARE TR Sz FIRA B K OFJERZBRA B MRS 0% B

ROBERSUIMENBR RN O D L BZ DN ERERN A IEEST- Y OEROK
(mut/Mb)
#F1 BAZERE (KEYNOTE-158 3ER)
TMB-High Non TMB-High
102451 689131
CR 4 (3.9 11 (1.6)
PR 26 (25.5) 32 (4.6)
fil%x SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
ZZ5h% (CR+PR) (%)
(95% CD 29.4 (20.8,39.3) 6.2 (4.6,8.3)
CR : 522F%). PR : HFER, SD : &, PD : HKAEIT. NE : FHliARFE. CI : S X

* EPH%#IJ;ET KGR IR E CCIHBIERZE 2 L & &, 1R5R 3B 51412 Non-CR/Non-PD & FFAfi X 4




TMB-High 7% 102 il (HARN 6 flZ5Ede)) KU TMB-High Zf L7324 689 fi

(AARN T BlZ2ETe) (285, RECIST HA KT A4 > 1.1 BUZES L havil@Eic k %
DAFERDOZZNROFER Q0196 H2T HT =Xy v47) 3FE20DLEEY TH-o
776

#2 BDAREROAZERE (KEYNOTE-158 #AER)

TMB-High Non TMB-High
28 ATE B (%) #%) (CR+PR) B3 (%) %) (CR+PR)
102 451 (FEHER (%)) 689 i (FHE (%))
/N AR B g 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
T S 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
T NI 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
NGRS 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
AN =3 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
PR N 3 WA N I 5 (4.9) 2 (40.0) 82 (11.9) 1 (1.2)
W Y7 R 3 (2.9) 1 (33.3) 79 (11.5) 3 (3.8)
FOIR e 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
Hh Rz 1 (1.0) 0 84 (12.2) 9 (10.7)
JIERER) 0 — 63 (9.1) 2 (3.2)
—  HEEAT]



[Z24tk]
[EIBR AL 55 I AHRAER  (KEYNOTE-158 #R)
AEFHRIT 103/105 Bl (98.1%) (2. BRI 67/105 6 (63.8%) (T3 bz, FEH
A 5% LORIEMIZTED B0 Tho7-,

#3 FEBR 5% LEOEBIER (KEYNOTE-158 RE) (ZEMHARTI54ER)

#BERIK5¥H  (SOC: System Organ Class) Bl (%)
HAZE (PT: Preferred Term) 10541
(MedDRA ver.23.0) “2Grade Grade 3-4 Grade 5

EIEH 67 (63.8) 15 (14.3) 1 (1.0)
N

FUIR R RETUEESE 7 6.7) 0 0

FOPR AR RE AR T E 13 (12.4) 0 0
H ks

T 8 (7.6) 0 0

L 6 (5.7) 0 0
—i% - 2HEER L OGO R EE

M7 AE 13 (12.4) 1 (1.0) 0

e 17 (16.2) 0 0
REHR L OREREE

AR 11 (10.5) 0 0
B R E K ORE S RRkEE

7% PR 6 (5.7) 0 0
R K OVE TRk E

& 5 EERE 12 (11.4) 0 0

W5 9 (8.6) 0 0

¥, EVERRE 4 61 (3.8%) . K% « /MEo% - HEED THiI3 B (2.9%) . BPEM
R A2 IR RE IR - T 2% - AL MR REAE 2% 5 1] (4.8%) . IR IRBEREREE 15 1] (14.3%) |
AR RERETE 1 61 (1.0%) . 1 BUBEIRIN 1 5 (1.0%) . FEFRRRERRETS  (PRHE MIEMER R
SRERIRRS 25%5) 161 (1.0%) M O infusionreaction 1 5] (1.0%) 23iR® iz, £7-. &
FED R RE (hatE R SO EARIE . PR IEIRIE e, ZIRALEE, FREIE ) |
PRI (57 2« N U—EGRES) | THEABERERE . PR, Ak - BEBOHRlAYE, &
JEMEJRE, Mok - #iEEs, 5 & 9Bk, Ok, BEERMEES (Gl i Mo
PESRBEIA . PR PEE I, ZRIFERES . MEEURIERESE) | MERE IR L ORI 6
NI o To, ARERMRBLRMUIIEES S (RAREEEE 2 5T) 230EFERE
NE IR



[k - H&E]

AFNOBEMEMBETT VAR LY I 2 b—2 g 280 . AH 200 mg %
Q3W,. 400 mg % 6 H[HHME (LAT TQewW) &5, ) XX 10 mghkg ((KE) % 2 M
filE (DLF TQ2W1 &9, ) TG L7ZBEOARF O Mg H IR ES M S iz, €Ok
. Al 400 mg 2 QoW THEE L 72RO ARHFN O & FARRIZ 31T 5 P Mg hiRE (LA
T TCuvgss] EWV9, ) 1E, AHKI200mg 2 Q3W TG L72BED Cuess & LT 5 & T
Stz (FF) . £z, AAI400mg 2 Q6W TG L 7-FEOAA D EHIRIEIZ BT 5k
A IEPIREE (LLT [Cmawss) EVM9. ) 1. AHI200mg & Q3W THE L7ZFED Craxss
LB L TEMEEZ T LTSN OO, BRNEFIZE O CERERHR S TWY
DL - HETH 2K 10 mgkg (KH) % Q2W THE L72BRD Chaxs & Ll L TIK
flaZzrd&Plsinz (FR) ., &5, EERAEERS %2 XU AA] 400mg % Q6W
TG L= TR (KEYNOTE-555 i) L 0 45 6 7= SEHMEIC IS < SRpEh e
NRIA=FFT T Iab—a /R0 PRILTZEYEIE AT A—2 LB L2 (FR),
MMA T, BEORATEIZIT D AR D & | AAIOIRE & &AM X TL 4
PE & OB 2 FRE T IR ST T VD S, AHK 200 mg 2 Q3W XX 400 mg &
Q6W TH#hH L7-FEOMRTE R & Ao X3t & ORIz DWW TR Sz /R, b
LD L « HEOB TR OVREVECHAME 2 2R3 0 & Tl Sz,

&6 FHOEMBE T A —F

Mg R | o gm) (ugon) ) Gan) ()
200 mg Q3W! <58-55?'519.7> (27-27?298.1) (17.511 83) | o1 .97?'984.1) <49.§a(,)? 1.0) (30.35(,)’39 1.4)
400 mg QOW! (12;,%24) (32.?)??2.7) (10.11(,).169.8) (14221349) (50.51(,)'57 13) (19.2(,);0.9)
40(%5%”?56)\)\/ (1351.2,6.10316.4) NA Qa 4,12 '?;_4) NA NA NA
10 mg/ke Q2W! (21%,2223) (14511145) (a 1;1 1) (422?233) (27;7282) (19:1§,9;00>

+:1n=2993, 100 EDI I 2 b — a LV EH SN S TEEMED FRIE (2.5%55,97.5%5) . Cmax @ HIEHE
L% O Mg PR, Cag @ FIEHELHOF)MIEFIRE | Cuin : FIEIEEH (A 702 Bebal) Ok
HRPE . Ciaxss ¢ ERIRIEICIIT DI MIE T IREE . Cavgss 1 EFIRAEICIBT 5 FIIME FHEEE . Cuminss 1 EFIRARIC
BT B IR i 2 fE
10 56 BIDOKMEEIE (95% S HEX[H])
§ : 41 FIORTFEIIE (95% (S X M)

NA : #4782 L




4. HEFRIZDOWT

At EED, EHKG Y 27 EHEE (RMP) (255 < ARHI 0 EIK 2 M RTEE)
~OWIIEEIDN & 5 ik Thd - T, AR OBG- D 72 BE 220 - FeE L, ARFIO#
A X 0 EERFEIEM 2B LIZBCE T 5 2 E RN ERTZD, LFOO~@DF X
THI-THRICBWTHAT & TH 5,

@ MEgRIZONT

@-1 Fid (1) ~ (5) OWTNNITHEY T D% THDH Z &,

(1) EAEFREDNIEET 5 2 ABHEHEILURRE S (FGE RS A is ISR
HII 2 A RS HHL L SR e . IO A BB e e &)

(2) FrEHRERPE

(3) FHEFRM TG ET DM AR (03 A REEEIRERPT. A AR
B mlE. 28 ARl HEE e e &)

@) RfbFRIEE 2 U, SRR LA 2RR 1, S RIS L2 ik 2
IO KNEA LR 3 ORisk EEAE I R 5 | 21T > T D ik

(5) PrERMEEE AL BN O ik FEEICAR D Ja H 21T > TV 5 ik

@2 5L 722 % D3 ARE T DAL SFHRIE K ORIEI S BURF O G 1 143 70 Jnadk & #eBR &
FroBERT (FROWTNMNMIEE T DER) 25, BB OARANBI T 21RO
EEE LTRESATVD Z L,

*

o [ERIGREFEUSE 2 FOYMIHEZE T L7212 5 LU EO D AR O IEIRIHE %
IToTWbHZ L, 956, 2L EIX, BAEYIRIELY EL LTZERESE-OMHE %
1THoTWAZ &,

o [ERCIFEISHE 2 FEOYMIHEAZE T L72%IC 4 FEU EOBKERBREZAL TS
ZE, b, 3HEDEIE, w8 LD AFRREI T O AR B ST e DS TR IR
DEFRIHE ZIT> TN D T &,

@ BEHOEXKSFEBREEOKHIZONT

PSR AL T B HE ST 2 BT S L Sy, BURBEN O OERE D, A0 - L
EHEEIEA RO S B ORISR T 2 et AFEFLBRBAE LG AOWmE
ETS, FERHDIATON A IEHINE S TNWDHZ L,

® BUWER~DORIMZONT
®-1  HaE AR By DB

MR B EOEEZRAIEM A L2, 24 RSO T, Mi%hik X
RERE iR (VT FEEL L2 EINWENIZG U CARBRE B O CT % ORI O #RNZ 2
LB DORRN L APICE LI, EOISHEARER AR E->TnD 2 L,




@2 BERUHEEICLIAEERANCICET 5 EH

S AR D B MR 2 A L O AT 5 IR G S RNERI T =4 ) v o
EEDIETROAY Y — =2 7 2TV EIRE L& 6 T & 2 T — LEHRIRH] 2
i S TVDZ &, 2B, BHEHICOWT, BABRE L ZOFEECHIAmENT
WnHZ &,

@-3 RIMEADOZErCxHNICE LT

RIVER (RTEMEMRE SN A . KIB% - /MR - EEDO TH, BEEATZK - T4 - iF
PEREMEE - P28 - M LPENRAE 28, BRRERREE (R IEMEE &, RERIEERE) . N
ST (AR RERE S | FURIRBEREREE | BB HEREIEE) | 1 AUHEIRIN, 5 & D Bk,
de « BERUTRRMARIE . e, BEAN I IWHRE R4, BE O REREE (haalER R se R fif
it S ERIEARIEAE, Z2IEALEE, BRIEIESF) | infusion reaction, M{Z% - BEFZ - 4l
K. EIERGIESNE . ARERIEE (XT 0 « N LB | DA, BEAMEEE (%
Pk SR PSRBT IMAEE ML, JRIFERES . MERIEKIES) . EEOH R, E
%%, MERERIEMERE, #2510k LT YaZhiis U R E R O F M2 F 9 5
FERf &odE U (RIVER OBk IaIcB L CTHRE R O EEZ T O ND&MEICH D =
&)L ELICHEE R ALE N TE DIERHIDIESTND Z &,

1

I



5. BEXRLERDHBE
(G EICBE 9 % 1]
O TROBEIZBNTERAOAMERRINTND,
o BNAALTEIRIER ICHEE L /Z TMB-High 284 21T « 3O R GEYER 72
TR N 725512 R D)

2%, TMB-High ICBT 2 AF D a o N=F o BWrdsE L LT, W4 :
FoundationOne CDx 23A %7/ L7 0 7 7 A VINEKRIN T\ 5,

REIZHT=»> TE, BEEZEOTA KT A4 VEDOEHONERE B, iTDlk
FRAEFIT L D TMB BRATFE R~ DB K O (2 O 2 B R O BRIURF I DU C
95 &,

@  TRACEEN T D BT D ARAI O 5 K O IR DV CiE, AAIOA D
N ENTELT, KFAOEGHR LB,
o FilrotBhEE
o fLoOBUEMMELA & OFH L TG SN S B

10



[ZatEIcBE4 % FE]

)

TRUCHEY T HHREIZOWVWTIEIARAOEK ERED L SN TWAZ e, G217
brnwz L,
o RHIO KSR LIdBEUE OBEERE D & B B

IRIERTOFHMINZ B W T FRRICEZ Y T 2 BT OV TE, ARl ORI HERE S n

Dy, M OIEFEIEL S 2 WG EICIRY | EEICAFZENT 52 L 2ZETE D,

o MEMMEBEOEI UIBED & 5 B3

o S G AR A CRVE R 258 0 D R M ONE B M 0D KO B i i 2 <o B e M Jidi 2%
LD RIEVEZEAC D B D B

o ACHEEBOLO UTEMERZRE L ITFRMEO B Ok B OB O
b o BE

o JRERBAE (GEMESABE L ST O b5 EHE

o RO IR A AT HEE

e ECOG Performance Status 3-4 ™V D ##

UED ECOG @ Performance Status (PS)

Score | EFE
0 | &<MERIEHTE S, BFEmEFE U A FEAEENHIRR T 5,
| PRI LDTEEHNTHIR S p 28, BATAMEE T, BIEESCE > TOERIIITHI 22N TE 5,
Bl BOFE, EBIEE
2 BATRIRECH D OH DOEID O Z 133 X TRBELEBAEEIT TE 220, BHD 50%LL B3~y RACil 29,
3 RONTZEHZOHOREY OZ L LNTERY, BHEO 50%LL EE Xy RO T2 7,
4 | <Ry, BOOHDEY O LiTel TERY, BRIy R EFTiBId,

11




6. BEIZBLTHEEITREHEHE

O  WSASCEFIOIN X, MR TEES DRI 2 BRI LD & ARAF O Fe: K OVl 1E
R OT= DI R A 3 ICHfR L T bERT 5 2 &,

@ RIRBIRICIEN B BB U E OFECAEINE R Qa2 o L, WS 215
ThoEGETHZ L,

@ EREWEHO~%T A MZOWT

MEMEERN S bbb Z ENH DD T, ARDOEGIZH 7= - TiE, WIHE
W CEGAL, PEVRINEE, B5E) OmMERR L O X S & o FZ s, BlEi4+
AT O T & Fio, REIIS U THES CT, I~ — 0 —50m& % Fhd
HZ ok,

infusion reaction 23% H i 5 Z L 3% %, infusion reaction 23788 HALTZHE T
X, B RAE AT O & &b, SERDEIE T S £ TREFEDOREL I B
THI L,

HOR IR RERE . TR EREE X CRIEEEREEN L O bND 2 EBH DD
T, AANOFEH-B b M O G- I E I N g RE R AL (TSH., WBEHfE
T3, i T4, ACTH, 1=y —VEORIE) 2EEid5HZ L,
BIEIFZe, HFARA, IHHEREREE . o, (LMEIRE R H OO D Z L 03d 5
DT, AHNOF5-BlbaT R O G-I R 3E I TR RERR & (AST. ALT,
v-GTP, Al-P, BV LEVEDOWE) 2FEiid 52 L,

SEIER MR KR I BRER 2T T) FORERERIREERH Hb D
ZENRHLHOT, EHNTIRORFE OFELMHRT L2 &, 7o, IRORER
RO LT AT, W EREEE 2T 5 Ko BEEEET L2 L,
AFNOFGAZ L0 | WEORE NIRRT 2 &5 2 b Dk~ 22 RBCRRE
NHOLDLINDZEND D, BENEOLNTHEITIE, FBLIZFLRITL U
B 70 05k & AR 2 Rr o Al &l U CE bl e BE RIS M A 1TV I O
FOSMZ £ A RIER RSB 255 121%, RFIORIESUIH IR, K ORIE R R
NEVRIOBRGHEZBET L2 L, ek, BIBRERNVE L OREIZE0ENE
HOUEENRD DR WIGEITIE, I BB RV DA Oz il #l o8 n
bLEET DL

BeHET R, BORBN OB HRRE L T LRWERD BB T A2 Z R H D729,
AFNOF G THRIZHRWERH ORBUZ /31T 5 2 &,

1 BUpE RS (BIE 1 BUBEIRIG 2 5 de) 236 bt BERFMES 7 v R—o &
WZEDZERHDHOT, N, by, MEHEEORER OB MbEE O FH-1Z+
DEETDHZ L, 1 RIBERPBR DN G A IR EEZFIEL, AR Y Ul
Hl O 5EDOHEYI IR NEEZITH Z &,

@ AFIOEEFRFABRIZIBV T, KEYNOTE-158 38 TlI % 5-BaE25 1 AERIE 9 W =

N

1 LRI 12 B Z S ICHIMEOFHI 21T > T\ = 2 L 2538, AAIR S

PUEWIANC M R TR OMEREZIT S 2 &,

12



REERHEEY A RT14
_Ra7ul) XA<7 (EFHE#EZ)

~FE R~

T4 9A (584 2 AHET)
REFBE

KIS 5




Bk

X C®IT

KARIOFE, TERERF

BRI Bl

FEE% (22T

BEXG LD B
KEICERE L TEE T NEHH

Sk

P2
P3
P4
P16
P18
P20



1. XL®»IC

EFSDOARME « ZRMEOREROT-DITIR, I SCEFITIEDWaIE 2R EH ARk o,
I HIT, ITFEORFHEAMOMEANT L | FURERES e & O  EHRFEERE O EGR S
m& T, ZHH OB A BB TS5 2 L AR O L 725 THs Y | R

' LU DOFEATTEE 2016 CT-K 28 42 6 A 2 HEREIE) 12\ TH, FEHMERLED
ﬁﬂﬂwﬁmﬁﬂﬂﬁ@%lé LanTtnag,

B PR T, SRRSO RN T 1 7 7 A VDS FOESR N, LB SN2 5 =
2:75% Do ZOT=, FIWERORZRIECET D 1EWAT-0 &3 5 £ TOM, YikEEh0

AL ZIT 5 2 ENMIF SN BEIT L TERT 2 & & bic, BWERAREE LZERIC
M%ﬁr‘;xﬂ“m% & DT MR E OB A - I RSB CE T 2 L NEE T
b5,

L7=NRoT, KAA RTA4 Tk, BIRBEREC 2 E TITHE LTV D ETFIRE) - B
FHIRMICIESE . PUFOEIRTOFE 2 H 2 HE T 28 DR B B2 7 MO
BEHREAZRT,

¥, ARIA RTA %, WS TBAENEIRS ERE AR O, A HREA B AR
Brras, —WAHIEN BAERNRHE S R OVARSHHETE N BANS NI 7D /100 6 & ERK
L7z,

KR LI BHEIEN - XA F—HFEEEE 100 mg (%4 RXATr Y XAvT (&
B %) )

WG L BDMEUINE - AT ST IO 1= S
JRIPITHES T SR

B ERDHEROCEE  <HETUIFRO 7= EE >
O HUEMEELRA & oI W T, #BE., KA, XAT
0l X~7 (Baffz) & LT, 1\ 200 mg 2 3 @EFFE

X 1 [F 400 mg % 6 HE IR T 30 43I CRGRRET 5.

<)%F)TJE1T%“W It >
VAT T F vk W T RIRHME SRR R & O BFRIZ BV T
WE. AL, ey n ) X~vT (EafFliz) LT 1
[7] 200 mg % 3 @ EIEIRE I 1 18] 400 mg % 6 S [E[FRE T 30 75
DT CRIEEET 5, &GHMIZ 24 TAMETET 5,

W E g 58 ¥ & 0 MSD iRl At




2. ARIORE. (ERBF

FA M—ZERHEE 100 mg (%4 XL T7 ) X+ (EHfEz) . UT
IARH] Evv9, ) 1%, PD-1 (programmed cell death-1) %DV > R THSH PD-L1
K ONPD-L2 & DG HERHELET S, & MbIgGs €/ 7 v —F AHiKTH D,

PD-1 #&#&I T MRS BB 2> 5k 5 72 D12 28 A KRR ASFI 9= 5 = 7 g e il
AA »FC, PD-1 1%, BEFEZIREEIZIS W CTIEMEA T ML OMIf R m ICHBL L, H O
P2 FO 2 3 T R B S T R 72 g BOS 2 il 95, § 726, PD-1 (XU v R &k
BTHZ LKV PURZRIRICE 5 7T gz ISk 528K TH 5, PD-
L1 OIEFHMMICBIT 2RBBITHOT N TH DL, Z2< OBAFMRTIE T Mo 250
ZDIFEWMPENCHEBLL T D, BNAMIIZIIT S PD-L1 OEREBIE, B, B
. PRI, UREE . JE IR e & Ok &2 e A TTRARKRT-TH Y, KW
AL OMBENHE SN TN D

ﬁ@@ﬁ&@%%%?%kﬂﬂj%ﬁ®mﬁﬁ#%\HH&PDU@%%@@%@
TR B W CEEAREE 2 Z LR SN TE Y, Hirce S ATREOREN) &

LTHIFf STV D

AFNX, PD-1 & PD-L1 L OPD-L2 OljV 7 ROFEAZEET L Z Lok v, HE
W/ INBRBE T O RS AR S EME T U LN ERE IRV L S8, BUES S & FHE ML
T 52 & THIMEI R AR D,

AFNONERRE IS SEEOGRERINC L 2RIERSEN S O b, SEEIIELT
EéTm@ﬁ%é AAN O 5 J O 541213, BEOBIEE2+H012Tv, B
R BTG AEITIE, BB LI F5 uﬁiI/f;EﬁFﬁEﬁiﬁfné&é:f‘%%%f#?’)[iﬁﬁ<k HHE
L’Cl@’@]?@cﬁi%u U?%ﬁb\ WD SPERONC LA EWE-H A BEDbN 2 5E1CE, B
PBE AR NVE R OF G O Y 2L 21T D %\%75%3 %



3. ERERAE

AT 3L IE O~ S0 S OV R BT A T -5 SR8 D ARGRIRRL SR A 24 T > 72 7 AR RABR

DRSAEZ ~T,

(2]

@O [EFRIE[R 5 IR
FARAITRIRE DI A3 75 <

R (KEYNOTE-826 it#)
{LFHIERE D 22 (LR R & L CORG R IXbR

<) AT XIIHREO SRS 617 5l (HARN 57 plzEde) X5, KA L fho
PLEMEER] (X7 ) 2B KOS T FFHE RN v (L{ﬁ%ﬁ’ﬁ#ﬁ'&z)
LT TRy X2 7] b,
7T R M OPUEMRGER & OFRERE (77 BRE) 2 2R E L CEE R
TR Sz, FERHMEGE B X 2AFHE (CLF ToS) Evd, ) ROV B £

Bl (LT TPFS] &9,

HICEER L (R

O HUEMEREE A

) ) LOUFREE ORARE) ™ OfAMER O 4

1, X1 K02 ,
*1 0 AFI200mg 3N (LLF TQ3W) 2WH,) #E5 (FHFa—2xo1 HABAIWKCES) LUTF

PEDS,

) LEN, AABEXT T B ARREL Ll LT OS XUV PFS 24

(GRERE Y ERINBE 2 L ITER) oozt L,

s X7 Y XXV 175 mgm? KOV T FF A (AT T T2 50 mg/m? XX B AR T T
%/ AUC 5 mg-min/mL fH% &) OJEIZ Q3W (HF=2—AD 1 HRHIZEKS, VAT T F
VidFa—A0 1 BEXIX2 HBICEE) TS,
TIFFHE (AT TF 50 mg/m? I HNVRT T F
N AUC 5 mg-min/mL AN &) RONAY A< 15 mg/kg DIEIZ Q3W (Fa—AD 1
IZHE, VAT SF UK T—AD 1 BEXIZ2 HBICEE) TS,
*2 7°?tn”i‘ QW #h (F=a—AD 1 AHICEY) &*1 LE—OFUEEREA (5N =
FANERE Z L ITEIR) onTFiurE i L,

s X7 U Z XTI 175 mg/m?,

F1 BFIMRE (KEYNOTE-826 3RBR)
AHNE WA AN
(308 ) (309 1))
Hhoefi [A ] 244 16.5
(95%CI) (19.2,NE) (14.5,19.4)
os™ NP R 0.67
(95%CI) (0.54,0.84) —
P {3 0.0003
e [A ] 10.4 8.2
(95%CI) (9.1, 12.1) (6.4,8.4)
PFS™L ™ SN — R 0.65
(95%CI) (0.53,0.79) —
P {3 <0.0001
Cl: f3#E KM, NE : HEEREE, (20215 A3 AT —X Ay bAT, *2: BRI Cox bl N

— RETNCRD T TEREEE 031:[:@4

11 RRIZ 25 < TRBRHE X4 [ A E

3 @Hla 7T v 7 BIE.

*4 : RECIST HA R4




100 “H“-\,_
-
70 A \“
£ 60 ",
Eso \-.\___ e
# 40 s
30 T
20 — R
10 rs5erm
0 : ' . .
0 3 6 g 12 15 18 21 24 27 30
at riske% S£EMM(B)
AHKIE 308 291 277 254 228 201 145 89 36 6 0
75 AREE 309 295 268 234 191 160 116 60 28 4 0
X1 OS @ Kaplan-Meier Bift (KEYNOTE-826 3A8R)
100
80 - \ 1
£70- Pl
i 60 :.\M
50 - A 7
o -
'.—-\-“
! ’ o \o&--.
‘30 . ‘.
‘.‘\.Iln
20— Wechay
10 e TTEREE
0 . reeerereeey v — .
0 3 £ 9 12 15 18 21 24 27
at riskB RINNSTFIEM (B)
AFHNE 308 263 229 155 123 110 70 35 10 0
7R 309 259 195 113 89 7N 39 13 1 0

X2 PFS ® Kaplan-Meier B (KEYNOTE-826 #5%)



(PD-L1 FEBLIR BRI O AF &)

E R RIS MARERER (KEYNOTE-826 &) I[ZHAANDNIZBE DT —FZ K-S
X CPS"BINCHENT 24T - o e (BREBRI R 2 &) R OZEMEORERIZLLT
DEEBH Th-oT,

AHNFEDFIMEIZEI LT, CPS 23 1 K DEHHEIZ, PFS KON OS DIERNRIT/NE
VME SO Bz (2 RO 3, £ 3 KUK 4)

7238, PD-L1 OFBURMIZ L 6T, RAIOLEMET 07 7 A VIXEETH - 72,

* o JEEMARICIH T S PD-L1 A%H Lo (EEME, ~27 a7 7 =R >
) FERREEMEETRL, 100 % U/-E

2 PD-L1 BEURIHID PFS O FRIMENTFEE (RBREUERHIE, 2215387 —F by b4 7)
A SERE AR N HIE [95%CT) =R REERO pfE

(%) (H) [95%C1] (mf) 2
CPS<1 ﬁﬁﬁiﬁ 35 23 (65.7) 8.1 [6.1,12.6] 0.94
TR 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] *3
ARHNEE 115 70 (60.9)  11.2 [8.3,15.3] 0.68
1=CPS<10 77 vREE 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] *3 04269
CPS2 10 AAIRE 158 87 (55.1)  10.4 [8.9,615.1] 0.58
7T vREE 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]

Cl: BHEIXE. *1 : PR T 2EBEEE (FIGO 2009 HHICHESSIVBE) (b, L) . _"NU X
<~ 7HHOFE (HV, 72L) KOPD-L1 ®FILREL (CPS 1 K3, CPS 1 LIk 10 KfE, CPS 10 Ui L) Z&@H|
K+ & Liz@R] Cox LN — RET I/, #2: Q%G @PD-L1 RBERNL OQHGHE L PD-L1 BIURIL &
DORENEA 2258 L UIZIEER Cox LBl — REF /L, *3 : ERE RN



100

- I
|T 100 5
0 - — T 11—"_
< by : Se.}
= 499 L = 80 W \
£ T = e N
8 ] \ AR £ - AR
=1 - b
60 b= E |
7 - 2 60 |
-3 & a A g
g I-H 3 o
o iy — () | e
-l o — £ 0 —r—
= | = - i
Z k 3 & z =l Ly
a | 5 4y —
220 ; 0 20 =
= S ) 1 = i A
£ 7T IR i £ 1 F7ELR#H g
fes
0 - - T T T T T T T T 0 : + 7 ¥ T T T T
0 3 6 9 12 15 18 21 24 27 3 6 9 12 15 18 21 24 27
Number af risk Tine from Randomization (months) Nutber at 1isk Time from Randomization (months)
AHIRE 35 25 21 12 11 9 4 1 0 O kpme 115 100 84 63 50 43 3l 13 3 0
75wRp 4 30 25 10 8 8 1 0 0 7IkARpE 116 98 73 13 3 28 19 10 1 ]
100 By
T
0 L
& 4
= g0 v
£ oL AFHIHE
:;_E: Go ] \ I“‘“‘ /
3 "
2 L
£ 5 by
L 404 " i "
= L.
2 i s e | TR
& 20 7R Ny
0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
A 158 138 124 80 62 58 i5 21 7 0
FoeRp 159 131 95 60 47 35 19 3 0 0

3 PD-L1 RBEREFID PFS D REAFENTEED Kaplan-Meier Bifi
(RRHEYERHEIE, 220185387 —F v b2 7)
(LK : cPs<1£H. £EX : 1=cPs<10£H. T : CPS=10 £H)

# 3 PD-L1 BERERID 0S ® 1 EEOFRENER QIESAIBET—F I h47)

. v ANV N HRfE [95%CT] ANF— KR ZHAEAD pE
_ < F g
PD-LIFER  £58 B ) [95%CI] (W)
CPS<1 AHIEE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
7T vREE 34 20 (58.8) 189 [11.7,21.3] [0.53,1.89] *
AR 115 52 (45.2) 244 [18.2, —] 0.67
I=CPS<10 77w AREE 116 66 (56.9) 15.9 [13.4,23.5] [0.46,0.97] = 0.3278
CPS= 10 fﬁlﬁf 158 66 (41.8) — [19.1, —] 0.61
7T AREE 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]

CI: {FHEXM, — @ HEEEE,

*1 : YIEIZEIRC B 51ERES  (FIGO 2009 433EIZ &5 < VB #))

(b, 7¢

L) . AU THAOEFE (HY., 7&L) KOPD-L1 ORHRH (CPS1 FiE. CPS1 L. L 10 #5E. CPS10
PLE) #BRIK YL L7z@hl Cox il — KET L, *2 : OEG#E, @PD-L1 BEEURIL L 0@ 5.8 & PD-LI
RERM E O ENEAZ IR L UIERRI Cox LBl — RET L, *3 : SRRAI22 T



1007 S——
_- H.L T )
g ol e N0 AR
—~ +
= & LW 1 /
< T = Y H—LL\_
—_— = ! Ll
g 607 2 A S Jﬁ\_‘—q
2 o T = _h'r‘H'L|_1
=] T = il B
7 &= ~ s it
= 40 = 407 il S
= & FH
T 5
- =
') et 20 s .
1 s 7 7R
0 3 6 2 12 15 g 21 a7 30 0 3 6 a 12 15 18 21 24 27
Number al sk Time from Randomization {months) Number at risk Time from Randomization (months)
AHIBE 35 ER| 27 25 24 20 13 7 0 0 At 115 m 106 97 86 75 56 36 13 3
Fswap 4 33 2 23 20 16 5 0 0 Fowrpe U6 110 100 90 73 59 44 24 10 3
100- g
- ‘-‘\_‘—\_\
) s eau| AHITE
\
_— L
=° 4 A < ‘._‘1\..\ /
-~ A _,"“
2 501 2 * -h\m 4
c 1 T, gt
":'3 1 N 4 i
= 404 ;
= 1
5] '
= = e ==
~ 204 i i L (] . i; t
0 T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
A 158 149 144 132 118 106 76 46 21 3 0
Fowap 159 151 135 116 95 8l 56 3l 15 1 0

X 4 PD-L1FEZHREFID 0S @ 1 [E E O REEHTE D Kaplan-Meier Hifi
Q2IESHIET—F Iy b2E7)
(LK : cPs<1£H. £EX : 1=cPs<10£H. T : CPS=10 £H)




@ EFEEFES ISR (KEYNOTE-A18 #5#k)

RIGHE O FIGO2014 EITHI 0 DIB2~TIB # (U > Hilizf k) SUIM~IVA #
(U BRI TE T2 E) O /TS T = S B 1,060 51 (H AN 90 fiil 2 & de)
PRI, ARA & RIS GHREE (277 F U RO T COMNTRE ., KO
ZDHO/NREIEIEH)  (LLF TCCRT) &9, ) EDOPFH (KHI+CCRT BE) 2 0f
WME M OV, 7T 'R E CCRT & DFH (777 AR +CCRT #E) “ Zxtiil L7z
THEERABR TR SN, FEHMIEH X 0S L ONPFS & &, AH|+CCRT B~

TR +CCRT BEL L LT OS LUNPFS # 4 EICAERE L2 (4, K5 KUK 6) .

*] - E SIS D ARIBH TN, BERIEE XL ST REEZ T TR LT, hoRERE
I L AIRIERO I N BE

*2 0 A 200 mg & QAW (F=a—AD 1 HEIZHEE) TS a—X, VAT T7F 40 mgm? &
1 AREREET 5 BIXE 6 EREG R OHRBRRRE MBS & 2 Otk o /NMRIRTEE)
%, AHl 400 mg & 6 MR AT TQeW) &9, ) L ($=—20 1 ARICHE
5) T15 a—2%E5 L,

#3778 RE QW (Fa2—AD 1 HEIWKEE) T5a—XAKU*2 &[F—0 CCRT JFH%.
7T/ ARE QW (Fa—AD 1 HEIWLEY) TI15 a—x L L,

#4 HIMERE (KEYNOTE-A18 3ABR)
AF|+CCRT #F 72 % R +CCRT #f
(529 #) (531 f1))
HefiE [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
os™ NP — R 0.67
(95%CI) (0.50, 0.90) —
P {3 0.0040
HrfefiE [H ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ ™ AN — R 0.70
(95%CI) (0.55,0.89) —
P {3 0.0020

Cl: XM, NE : HEETREE, *1 : PEEHIREOFT —4% 12024 £ 1 A8 B Ay A7, *2: &

B Cox LN — REFT VL DT TR +CCRTEEE DI, *3 : BRla 7T v JRE. *4
IR IE D7 — % 12023 4E 1 H 9By FA 7, *5 : RECIST A R4 > 1.1 fRICESL 1B
B X R Al H] E



e M
-\_-

TR (%)
885833888

o K|+ CCRTHE

‘g o 7T ER+CCRTEE
0 3 6 9 1215 18 21 24 27 30 33 36 39 42
at risk % EFMRA)
AFH|+CCRTHE 529 527 522 509 500 463 412 374 326 273 210136 63 11 1

77 EA+CCRTAE 531 527 518 508 493 455 405 366 316 259 194 125 58 12 0

5 OS ® Kaplan-Meier Hi#t (KEYNOTE-A18 358)

100 o
90 - Q“*\»
ao‘ \ ‘.\‘\:.—1‘..“
870 "\""-\‘.m & L S 1
60 - N o e <4
50 -
40 -
& 30-
32 = KA+ CCRTHE
sl 75 ¥R+ CCRTEE
0 3 6 9 12 15 18 21 24 27 30
at riski% FINEEFEM(B)
A+ CCRTEE 529 462 400 331 282 222 171 100 26 3 0

7R +CCRTHE 531 463 379 306 263 208 149 88 20 0 O

X 6 PFS ® Kaplan-Meier fiff (KEYNOTE-A18 35%)
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[Zz4fE]

O HEEEHEEZFEIHRE (KEYNOTE-826 75r)

HEFEIIAFIRE305307 6] (99.3%) . 7T BAREE307/309 6] (99.4%) (2588 HiL,

BRI & DR EREENEE T RWVWAEERT, 221 298307 # (97.1%) KO
300/309 Bl (97.1%) ZFED BT, WTIODORETREEIEN 5% EORIERIZ TR

DEEBH Th-oT,
K5 WThIOBTREAFEN 5%UEORWEAR (KEYNOTE-826 3RBR)  (REMARMTXIREMH)
BERIA D
(SOC: System Organ Class) AFRE 7 Z v REE
HAFE (PT: Preferred Term) 307 {4 309 {4
(MedDRA, ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

2EIEM 298  (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4  (1.3)
MiRE LV SR fEE

# i 149 (485) 76  (24.8) 0 132 (42.7) 65 (21.0) 0

FEBPELF R BRI RE 21 (68) 21 (6.8) 0 13 @2 13 (42 0

= i BR s E 38 (124) 14 (4.6) 0 31 (10.0) 7 2.3) 0

i BRI E 68 (22.1) 37 (12.1) 0 57 (184) 29  (9.4) 0

/R Is A E 55 (179 21 (6.8) 0 58 (18.8) 12 (3.9 0
o UsIEE

LR IR RE TLIEESE 19 (6.2 0 0 7 (2.3) 1 0.3) 0

PR RE (R T RE 52 (169) 3 (1.0) 0 25 (8.1 1 (0.3) 0
HIBEE

fEsm 15 (49 0 0 19  (6.1) 1 0.3) 0

fEfi 49 (16.0) 1 (0.3) 0 49 (159 1 (0.3) 0

T 76 (248) 5 (1.6) 0 58 (188) 5 (1.6) 0

GV 104 (339) 3 (1.0) 0 120 (388 4  (13) 0

AN 20  (6.5) 1 0.3) 0 15 (4.9) 0 0

ME 63 (205 5 (1.6) 0 66 (214) 3 (1.0) 0
—% - RFEER L OB OREE

179 51 (166) 5 (1.6) 0 56 (18.1) 4 (1.3) 0

W57 70 (228) 8  (2.6) 0 77 (249) 13 (4.2) 0

A D JEE 20 (6.5) 2 0.7) 0 9 (2.9) 1 (0.3) 0

FEL 16 (5.2 0 0 9 (2.9) 0 0
ERULE 5 K O A HUE

PRI IR G 16 (5.2) 5 (1.6) 0 12 (3.9 6 (1.9) 0
BE, hER L OLESIHE

AR S RO 16 (5.2) 2 0.7) 0 13 (4.2) 2 (0.6) 0
%;§:V7i S hTATET=E g (10.1) 10 (3.3) 0 23 (74 5 (L6 0
S5 :7;;%;;“ BT RT AT = 2 (72) 8 (2.6 0 16 (5.2 1 (0.3) 0

M7 V7= 16 (52 0 0 13 4.2 0 0

i P ER B 56 (182) 40  (13.0) 0 47 (152) 26  (8.4) 0

/MRS 49  (16.0) 21 (6.8) 0 40 (129) 14 (4.5) 0

11



BERIRSHE

Bl% (%)

(SOC: System Organ Class) AANEE 7T R
HEARFE (PT: Preferred Term) 307 {4 309 {4
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RERD 17 (5.5 6 (2.0) 0 15 (49 2 (0.6) 0
A Bk 37 (121) 21 (6.8) 0 21 (68 12 (3.9) 0
{ite LU bEE
FARIHGE 45 (147 4 (1.3) 0 33 107 1 0.3) 0
BRI £ O & MLk
B 53 (173) 1 (0.3) 0 57 (184) 3 (1.0) 0
ik 53 (173) 2 0.7) 0 53 (172) 3 (1.0) 0
0u Fcs 17 (5.5) 1 (0.3) 0 11 (3.6 0 0
PR R EE
HRE R A 12 (3.9 0 0 19 (6.1 0 0
[ 15 (49 1 (0.3) 0 19 (6.1) 0 0
K= 2 —m/3F— 75 (244) 8 (2.6) 0 76 (246) 9 2.9) 0
SR, 26 (8.5) 0 0 24 (1.8) 2 (0.6) 0
KR = 2 — /38— 69 (225 3 (1.0) 0 78 (252) 6 (1.9) 0
Bt K ORI IEE
EAER 38 (124) 6 (2.0) 0 22 (7.1) 3 (1.0) 0
MR ER . HRSES K OvithRiEE
LAy 26 (8.5) 1 (0.3) 0 36 (117 1 0.3) 0
FERE ¥ L OV TRk
it B i 171 (55.7) 0 0 172 (55.7) 0 0
€ 9 FEIE 29 (9.4) 2 0.7) 0 17 (5.5) 0 0
% 33 (107 3 (1.0) 0 27 (8.7) 1 0.3) 0
S NITRZHIN 2 17 (55 6 (2.0 0 8  (2.6) 0 0
fik=dies
7 L E 54 (17.6) 20 (6.5 0 55 (178) 23 (7.4) 0
7B, AFBECRB O THEMEMZEE 3B (1.0%) . Kigdk - /AR - BEE O T #2341

(7.5%) . HEEOKERE (PErER R EECRARIE ., FRERIEIRIE R, SIEAIBE, $H
FRIES) 1 B (03%) . FhfefEE (X5 « NU—EERS) 75 6] (22.4%) . BE
JIFSe « A4 « IFRERERE S - JIFSC « B EPERR/E %5 56 5] (18.2%) . FMRAREERER:E 70 (51

(22.8%) . THEARERERT 1 # (03%) . FIBEHERST 4 # (1.3%) . BHEEREE

DRAE VMR 25, SRERIKEARSE) 1161 (3.6%) . BEK 261 (0.7%) . gk - KRB
ALARIE 2 B (0.7%) . AMZE - BEREZE 1 B (0.3%) . D% 161 (03%) . HEDHK?2
Bl (0.7%) J TN infusion reaction 37 ffil (12.1%) 233D HT-, F7-. | BUERF. EIE
EDE, S E DR, EEMEEE (et MU EEREER . iR ., IR
SRR, MERIERAESS) | MEREBIEMERE L ORI b v o, ARIER T
WIUEEE S (BARRAERT 251 28 0EHERETRT,
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@ [EESEH

BB (KEYNOTE-A18 #5x)

HERELIIAK+CCRT & 525/528 #il (99.4%) . 7 &R +CCRT &t 526/530

(99.2%) 127 B,

ek & R OYISE S PERIN
512/528 5l (97.0%) KM TX513/530 %1 (96.8%)
5% EORIWERIZ TRDO LB Tholz,

BRETETRVWAEERIT, thth
CRBO LT, W ORETRERIEIS

£6 DTRLOETHRABIEH 5% EORIER (KEYNOTE-A18 RE)  (RESMARNT X SEM)
B (%)
BRI
(SOC: System Organ Class) AH|+CCRT # 77 AR+ CCRT B
HARFE (PT: Preferred Term) 528 {3 530 5
(MedDRA ver.26.1)

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEM 512 (97.0) 365 (69.1) 2 (0.4) 513 (96.8) 324 (61.1) 2  (0.4)
MiRE LY v 3 REE

=ik 317 (60.0) 101  (19.1) 0 296 (55.8) 85  (16.0) 0

A i Bk Js M E 125 (23.7) 67 (127 0 92 (174) 57  (10.8) 0

U U SERBE 49  (93) 45  (85) 0 47 (89) 40 (7.5 0

T BRI 114  (21.6) 56  (10.6) 0 9  (177) 52 (9.8) 0

ML/ MRRAE 73 (138) 8 (1.5) 0 60 (113) 6 (1.1) 0
BB L OkgEE

Hg 28 (5.3) 1 0.2) 0 34 (6.4) 0
53 I

R IR B RETTHERE 56 (10.6) 2 0.4) 0 15 (2.8 0

RS RE IR T E 112 (212) 3 (0.6) 0 30 (5.7) 0
HIBEE

fEsm 32 (6.1) 0 0 37 (700 2 (0.4) 0

fEF 72 (13.6) 1 0.2) 0 66 (12.5) 1 0.2) 0

T 268 (50.8) 24 (4.5 0 271 (51.1) 22 (4.2) 0

CIYIN 304 (57.6) 7 (1.3) 0 317 (59.8) 10 (1.9) 0

AU 135 (25.6) 3 (0.6) 0 150 (283) 7 (1.3) 0
—% - 2FEER L ORI ORE

77 HE 77 (146) 2 0.4) 0 63 (119 2 0.4) 0

%t 84 (159) 4 (0.8) 0 9%  (17.7) 4 (0.8) 0

FEEN 35 (66) 3 (0.6) 0 2 42 2 (04 0
RRYME 5 K O A= HUiE

PR B I G 38 (7.2) 7 (1.3) 0 37 (7.0) 2 0.4) 0
BE, hER LOLESIHE

P8 SR AN RS 28 (5.3) 3 (0.6) 0 28 (5.3) 4 (0.8) 0

Tk R R 1R 32 (6.1) 0 0 31 (5.8) 0
FRPR A
1@7?;7]?:‘/7i ShTLAT=TE g (16.9) 10 (1.9 0 58 (109) 5 (0.9 0
ai;g;#‘ﬁﬁ? SIRTAT= g (152) 5 (0.9 0 51 (96 2 (04 0

MLz L7 F =8 42 (8.0 0 0 42 (7.9 0

U 2 SERERR D 70 (133) 65 (12.3) 0 83 (157 75 (14.2) 0

T ER AR 156 (29.5) 79  (15.0) 0 148 (2790 78 (14.7) 0
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B (%)

BERRYE -
(SOC: System Organ Class) AH|+CCRT # 77 &R +CCRT B
HAFE (PT: Preferred Term) 528 {5 530 {3
(MedDRA ver.26.1)
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

/N AR 116  (220) 25 (4.7) 0 109 (20.6) 13 (2.5) 0

RERA 55 (104) 6 (1.1) 0 54 (102) 3 (0.6) 0

A MRS 173 (32.8) 104 (19.7) 0 183 (34.5) 111 (20.9) 0
R KOS

RARRGR 83 (157 3 (0.6) 0 88 (166) 2 (0.4) 0

A vy o A fSE 26 (4.9) 6 (1.1) 0 29 (5.5) 4 0.8) 0

&7 U 7 L 74 (140) 22 (42) 0 58 (10.9) 15  (2.8) 0

&~ 732y 7 AUEE 91  (172) 13  (2.5) 0 88  (16.6) 11 (2.1 0

T~ U U AdE 45 (8.5 5 0.9) 0 45 (8.5) 7 (1.3) 0
AR L O%E & MLRkRE &

BE i 39 (1.4 2 0.4) 0 34 (6.4) 0 0
R R

R R4 22 (42) 0 0 28 (53) 0 0
BB L ORI R

PR A 60 (11.4) 1 0.2) 0 47  (8.9) 0 0
AR R L OSLEREE

BT 29 (5.5) 3 (0.6) 0 29 (5.5) 0 0
RERE ¥ JOVE TRk

€ 9 FEIE 28 (5.3) 1 0.2) 0 17 (3.2) 0 0

5 30 G 2 (04 0 21 (4.0 0 0

708, AKI+CCRT BRI W TRIEMEMZER 8 #] (1.5%) . KiGHK -

NG - BED

T 40 B (7.6%) . EEOJRERES (hEERICESLRARIE, SRR R, £
AL, FEAIEIES) 1l (02%) . MfREE (X7 - NU—JEBEHE) 16 f
(3.0%) . BUEATZ - IFAR4E - IFRERERET - T2 - i bMERRE 28 139 6 (26.3%) . H
RIS RERE S 147 B (27.8%) . FIEHERERED 4 61 (0.8%) . 1 AUHEIRIS 1 651 (0.2%) .
EkRelEE RME B &, REIKERE) 1061 (1.9%) . BER3 6 (0.6%) . ik
P - B - FHER 1 B (02%) . SE SR 1 ] (02%) . infusion reaction 3 il
(0.6%) BOEEDOHLE 240 (04%) BB bilz, /-, FEAEERE, ik -
KRR . BEREAL BEDRE, OB, B2 MUKEETE (S ki MRs R SR . T
MR, FRIFERE;, EEPRIERAES) | MERE RIEME & OREZITRRD b o7,
AREIERFBURIUIIBE RS (BRMRAEERE 2 51) 28RNSR 2R,

14



(M- HE]

AFNOREHEYEEET L EZFIH LI I 2 b—va 2k v, AH| 200 mg %
Q3W, 400mg % Q6W XiX 10mg/ke (fKH) #Z 2 MR (LLF Qwy Lwo, ) T
B 5 U= BEOAA O i P E R RR Sz, T ORER, Al 400 mg 2 Q6W THH-L
T2 BE DO ARFN O i FEARBEIZ BT 2 FEMIEFIRE (LLF [Capss) &EWVV9 ) 1H. AAl
200 mg & Q3W TG LEBED Cups EHET DL THISNTZ (TR) o E/o0 FHAl
400 mg % Q6W TG L7ZBEROARAI O EFIRFEIZI T 2 Fm MG TRE (LU [ Chaxss)
EVH, ) 1E, AAI200 mg & Q3W THG L72BED Chaxss & HEBE L CEEZ T & T
SNTEHOD, HANEFIZBW TARENHER I TWDHE - HETH D AHA
10mg/kg ((KEE) % Q2W TG L7ZBED Cuaxss & I L TIRMEZ 79~ & PRIS Lz (F
%) . I, EMERANEBI ARG 400 mg 2 QoW THL- L72igsh e 1 HHER

(KEYNOTE-555 &%) X 01§67z FZHMEICE S EYEE AT A—21F, v Ialb
—a Nk PRI LR EiE R T A —Z LB L (FFR) , M2 <, #EON A
HEIZ 51T 2 BRARBBRAAR I FE D & | AN O & & AT 2 & oo B £ fst 7
DU SOGTE T VIMESR S, ARAI 200 mg 2 Q3W X 400 mg & Q6W T h- L7=BED
PR B &AM T e L oI OV TRE SRR, EREOME - RO T
ANER OBV R 2RI T v & Tl STz,

#71 FHROKMEIE T X —F

ik - Al (ugmL) (g (g G (gD (g
200 mg Q3W' (58.55?-519.7) (27.27?298.1) (17.18?11 8.3) (91.97?’984.1) (49.58(,)? 1.0) (30.35(,)’39 1.4)
400 mg QOW' (125??24) (32.?)??2.7) (10.11(,)’160.@ (142%1349) (50.51(,)’57 1.3) <19§?§o.9)
el NA (144154 A - -
10 mg/kg Q2WI (212,2223) (14;1‘1‘45) (1 1;1 ?21) (422,2233) (272,7282) <19;,9;oo)

T:0=2993, 100 BlDY I = L—3 3 AL HH S BMEHEO R I (2.5%5, 97.5% )
BOBREMIEFIRE, Cag : PIEEEGEZOFEHMIEFRE, Cun: PIEERSHE (V1 270 2 BERI) ORRMIE PR

fg\ Cmax,ss N Eﬁﬂj{%ﬁl%ﬁ{)%%ﬂﬂ{%qj{%fg\ Cavg,ss : Eﬁ%%c:is Uéqzi@ﬂ']l?%q:‘/)%fg\ Cmin,ss N
2 R ML R EE

156 BlDRATFELEME (95% 5T H)
§ : 41 BIORATEEIE (95%IFHE X M)

NA : %472 L

15
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4. HERRIZOWT

3 Y R 7 E PG (RMP) (2D & ARH DG 22 B ERE IS B ~ DO 1 )R
Hil23 8 2 fiigk Tdro T, ARANOEHI Y72 8E 220 - FE L, AFIORGIZ L0 &HE
TeRWER A RBL L7 RISk T 2 2 BB e 7o LLTFOO~@ D3~ T &7 3 fisk
IZBW AT 2R&Th 5,

D MRIZ>W\WT

@-1 Fio (1) ~ (5) OWThNICEY T Dl ThHDH Z &,

(1) EAFHHREAFRET 52 ASHEE LIRS (BB RIS A RSO e L SR e
HEHS ARSI HLSRIE,  Hs ARSI 7R L)

(2) FFEREREHET

(3) HEAFRINFENIEE T D03 s Inbt (03 U ROBHETEERbT, 2 A 2HERE
TR, A IOEEEHEER e &)

(4) IR RtEEZRE U, SRR L RE2IRE 1, SORIEE bk iekt 2 X34t
SKIEEA LR IEZIREL 3 Olitisk KAEICIR D JEH 21T > T D ifink

(5) PUEAMERESEAL S & BN O fas S MEI LR 2 i 24T > TV D Jitik

O-2 &S0 OB ORIWER TS BLRF ORI A2 7205 & ik A R olEfl (T
DWTIVNTEEE T D ERN) 3, SRR OAAN BT 21RO ETA & L THlE ST
WwWnHzZke,

#*

o [EANRFTHIUGE 2 FOWBINHE ZAE T L7121 S 4ELL LD 28 ATRIR DEGIRIHE 217 -
TWbZE, 95, 24U L, BAFMREZ T L LIRSS ONHEZ1T - T
W5k,

o [EMRFFIUS R 2EDWHINHE ZE T LIZRIC4EU LDz A L TnD 2 &,
9B, 3 LR AR O 25 A SIINRIE 2 3 e DS AMRIR DERIRIHE 21T > TV
5T &,

@ BENOERMEREFEROEHIZONT

IS RE B AR D BYTE DR S, SRR D OFRE D, A3 - 228k
ARG ROE PR OERNEI T 2 R, AEFRVRAE LT GE0oWE¥EE, &
DESCONZATOI D IEHI P E S TNDH T &,
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® EBEIMER~DORIRIZOWNT
@-1  fERRAHIC T 2B

VB ML B O B RRIWER 28 3AE LB, 24 BEREIZPRIKHIO T, Mi%htiz X
VR Z BT, B UT-EWERNIDS U CABEE L OY CT ZZORIWEH ORI SLE 7R
A OFRE R Y A DAL, BB ATRER AR 3 - T D = &,

@2 EERFEFICLHI>AFESINICETIER

DABIRICHED DB 22 ik e O e 2 B T 2RI EENBER =2V v 7
EOWIEROAT ) —= TERTWEIRE SE#E2 A TE 5 F— AERFRIR 3
SN TWAZ &, 2B, BHIAHIZOWT, BAERE & ZOFRH MM ESnTng 2
L,

@-3 BHEROZECRISICE LT

RVEH (BRI 2, RIBR - /DK - BEO TR, BIERFZX - P44 - BT
PEREMETE - IFZC - BE(LMEIRAE 8. BHRERE URMVE MBI 8. SRERIRBFRSE) |
Wb (THRRHERERE S FURIRMERER S . RIS | 1 BRI, 5E 9
WS, ok « BREUTIRMARIE , Wk, WEAM WS RE AR &, EHE O JFREE (P ErERK
BEFERARIE . BEREISERRIE e fE . ZIALBE, BURIEIESE) | infusion reaction, 4% - #6
gk - ik, FIEME G, MfkfEE (7 0 - SU—JERES) | Ok, BB
7Rk R (o MM/ RIS YESR BN . WL MR ., REFERES . BERRIERIESS) |
HEOHK, MEK, MERERIEMGRE, ) (S LT, Makhiax XL BRE R
DOHFMPEZGT HERTEEEE L (BITEH OZE-CX IS L TRER IR EZ T b0
LRIFIZHD Z L) | EHITHY)RALED TE DA THD Z L,

17



5. BRExXRLLRLBE

[FPEIZBE 9 5 3]

O RIBATER OB T2 < o ALZFIRER O 220y (2RO R & L COREREITER
<) AT IR O TESm AT B WT, KAl <7 U ZX2B LV EOT T T35
(AT ZFUIIANRT ZF V) OFFRBEEGITNCAHF, ~7 V) 2x8wr 7FIF
FRE] (AT TF NI INRT TF ) ) KON X~ 7 OO GO A0
PRIINTWND,

@ T ITERO T E AR IO LT, EBILFEEIMERAR (KEYNOTE-826 i
BR) (BT, PD-L1 BHHR (CPS") (ZX 0 AMEN R D\ RSN TV D
Z L (p6~8 M) M6, CPS BIDOAKF DA INEIZ DN T4 IZHR iR L 7= E Tl
BEOBINEZIT) ZENEE LV, CPS 1 R ThH DI ERMRINIBEIZE
WL, RAILSOIERRERINE & ET 5,

* o RKFIOZMIFE L LT, PD-L1IHC 22C3 pharmDx [# =] (BR5E4) HNEREN TN D,

@ KIEFED FIGO2014 HEATHISMFEDIB2~IB W] (U o/ HilmBtE) UII~IVA i
(U > BRSO TIRME) O RFTETFESREE 12V T AHlE CCRT (¥
AT T F RO T COMBRE, RO ORO/NREER) & OBFR#E S OHZ)
PEAVREN TV D,

@ FRICHST BARORST R ORI SU T, AAOE SR ShTHS
T AAOR GG E RSB,
. iR RS
. OO TARID DR SHUCTOARNBO YIRS

[Z2ePEIC B4 % 41H]

DO TFTRICHEYTIBEEICOVWTIIARAOEENED L SR TWDLZ b, 5%
1Thhnz &,

© AHNORGITK LIEBUE OBAERE D & % B

@ WBERATOFHIIZ BT FRICZ YT 2 BE IOV T, AFORGITHERE SR
WD, ORI S 2 W AR Y | HEICAAZHEN T 5 2 L2 BT
60

o [AEMIREO S IBEED & 5 BE
o MoERmi R A CRIE R A R80 2 FBA K ONEEIME O T BRI A SR Gt 28 55 0
18



i RIEVEZEA LN - 0 % JRAE

« ACREREOEH, UXEBMERZE L RO B QR B OB~ O &
% BE

« RSB GEElaBiEL S OHDBE
© ORGSO EE AT D BE

e ECOG Performance Status 3-4 "*V D F

@1 ECOG @ Performance Status (PS)

Score

T

0

<L HERGEHTE S, BHATEF U HEEEPRIRRATZ 5.

—

AR LUVEBNIHIR SN2 28, BATRIRE T, BAEEE > TOEHEIITH Z LB TE 5,
il BOFE, FBIEE

HMTARECH O DOHDEY) O Z LT X TAMEEDMEEIT CTE 7o, HHO 50%LL B~y Rl 27,

RONTEADOHDOEIY O L LTERY, BFOD 50%LL L2~y R CilmId,

Bl

ELENT RV, BHOFOEY O LIFES TERY, FEIINy R TRId,
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S

BRECBELTEETNEHE

ISP SCEIDIN 2, BIEIGOE 3EH DRI T 2 BRVE 2 -5 & ARK 0 Feik: Je OV 1Efl

ROT=Iz etz ol BiE LT BT 5 2 &,

TRIEBRLEIZ e S . BE T OFIRICA ER etz + o L, REx2 5

ThboEGT52 L,

FAREWEH DO~ R A MZHONWT

BEMWHERBEN D 5N ENHDHD T, KAOEGIZHT-> T, FIHFER
(BO0du, MR REE, ) OmMER &L OO X BRI O SRS, BlEia oI
1928, Fo, REIZS U TIE CT, i~ — " —S0ORExEiT 52 &,
infusion reaction 23 H 115 Z &3 5., infusion reaction MERD HILT-HE TN,
WE AL 21T 9 & &b, SERDRRIET 2 £ TREOREE +Ho0IcBlsd 52
L,

HURIRESRERRE . T IR AHREIE S L ORIBHREEEN L b D 2 ENHDH DT,
AFNOFe 5-BRbE T O G-I I3 E OIS N IS RER AT (TSH, #8E T3, i
Bt T4, ACTH. Ifiith = F Y —VEORE) 23+ 52 &,

BIERF 2, A4, IFEReREE . R, S{EERERR b CbND Z &N LD T,
AHN O BB bART X O G-I I E In I iFféRER & (AST. ALT. y-GTP, Al-
P, BV B VEONE) #EMTDHI L,

SE IR LR K ML ERERRZET) FORERIREENH DD Z L
NHOT, EHIICIROREOFELMRT 22 L, £72, IROBRFEIRD S
NIGEITIE, O EFEE 2% 2T 5 L ) BEEZEETHZ &,
AHNOFGIZE Y | WEOREFISERN T 2 &5 2 b Hkx RIRBRER H
SN DZENHD, BENRDLNZEAITIE, BERL-FERIOS UM
TR & RER A FE O R AN & s U CHE Bl e BRI M ATV W O E RS I K
LEWER B EEDN DL AR, REIOKRIETH IR, K OFEIERE AR VE CFO
WSR2 BESTDH L, B, BIRRERLVE L OREIC L EERHOSENE
D HIRWREITIE, BB RLVE U OGEIEIRI OBMG EET 52 L,
B H T, BN S5 ARGB L T LRIERNRBIT 2 Z L8 h 570, K
R OEEE THIZORIERORBUZADITEET D 2 L,

1 AUBERRIR (BIE 1 BRI 2 5re) 23d Db, BEIRFINEY BT v K= RICE
HZENHDHOT, MY, B, M ORER O R B BEHE D EFIC s
THZ L, 1 BRSO ZIGA &G 2R IE L, A R Y CRF o 55
DG RAGEZAT D Z &,

@ AFIOEEKRABRICIB VT, KEYNOTE-826 RER CITHEM LB TG, 54 BEF T

X9 BT L, FNLEIL 12 BB S S ICESEDFM AT T2 e, KDY
KEYNOTE-A18 il TiX CCRT 72 T#7>5 2 4ERIX 12 W[ & L ICAMED T 21T
STWEZ L EBEIC, RAFRS P IXEWICEGRESE CHEOMEEITH Z &,
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REEHMEETA KTA4 v
Roav7nl) <7 (BiaFiH#z)

~ IR FE MR oM i B BRI U o~

FM5HF6H (¥ 84 2 AKET)
EAEFBE

I 6




SR/

1. IZL®IC P2
2. KANIOFH, (FRERF P3
3. ERIRAAE P4
4. FEERIZOWT P9
5. BEXGLRDLEE P11
6. HEHEIZEL THETNEFIH P12



1. IXC®IC

EH S DOH N - REMEOFELR DT DITIE, WA SCEFITES Wz E e A3k Hi
Do SHIZ, IHFEORERETOMESRZ LY | FUREIR e & OFH0 7 Frf (E A EIR G
DERBENHLHF T, 2D DERMLEZ BICLEREFITRMT 5 2 L AR E 2> Tk
0. RBEEGE R L SOEO AT #2016 CER284E6 H2 H BREILE) 128\ T H ., i E S
SO A OREHEEZ XD Z & L ERTWnd,

FOREP 3L, SEMERSL 2T 1 7 7 A VBB OEIKS E B O MR 5 &
ENRDD, ZOD, AR OLRMEICET WA EMT 5 £ ToOM, YEEKMLO
BREZBZT D 2 ENMF SN BFICR LTS & &b, BITERMNREL L 2B
MRS E & D Z LN AERR — E OB AT T EREEE TR T L REETH D,

LIei3o T, KIA BT A4 T, BFEMS 2 E TITR LTV S EFFEN - B2
MRS & BUF O ESE S O i 72 8 2 HEME 3~ 2 BLA0 O E 7e il 35 2 5 RO
EHEEATRT,

I, RITA BT A A%, ISIATBOE N EH S ERESSR O, A ERE N B AR
MBS e, —AEEEA A ARBRRNEHE & L O EE A AARIME S O o b & 1ERk L
77

MR E TR DEH - XA PA—ZRREHEI00 mg (— kA - XA R Y AT (&
a1 %))

RS L RDREUINE: PR ST EEG M D IR PERERR ISR R B U o Nl

M ERDMERORE - EHE, RAIZIE, XA7n ) XAv7 (BrHE#Z) LT, 1
[F1200 mg# 33 [E] 1@ S 13 1151400 mg % 638 [ ] fE T3055 23T T
R FET 5,

i 3E Ik o2 ¥ F  MSDEERHE




2. BAIDRE. 1EABAF

XA F—FEREEL0mg (—fE4 e T ) X=T GEIG TR Z) . LIF TAR &
W9, ) 1, PD-1 (programmed cell death-1) &%V 4 KT HPD-LI K UPD-L2 & D& %
BT 5. b MEIgG4E ) 7 o —F Pk TH 5,

PD-17% % 13 THI I 60 22 B SUREARE 70> B 380 2 72 012 208 AR 23 Rl -4 2 5 7 S i il 4 2
v F T, PD-1E, fEFEADRREICRB W CIEMARI T O R IC B L, H eSS % &
e ARME TR 22 e E OGS 2 5, 7205, PD-UXY T FEREETHZ LIk
DHURSZBEMRIZ L D> 7T REZAICHIET 2 KK TH D, PD-LIOEFHKIZIIT S
REIIDOTHTH AN, < O AFIE TIITHEOM X 212 51F EEEICRHEL TV 5,
DIAKIBEIZ 35T 2 PD-L1 D m 8 BLIL, B imbass, Wesom, I, JREUE. FE/ et
R E DR RIS/ TTHRARIKFTH Y | ARWAEFER L OIS RE STV 5,

LD AV DEFIRE T & PD-LIFEBLOAEBAME) & . PD-1 & PD-L1 D H (XI5 D so iz [a]
BEIZRBWCEHEERKRE 2D Z EAVRRINTREY . B2’ ARROEN E LIRS h
TWA,

AFNE, PD-1LPD-L1NXUPD-L2DO Y T ROFEGELEST 52 Lk v, g BrEE
H O JEE R AR S T U o RERZ TR L S8, Pl 2 a9 % 2 & CHilE
R AR D,

AHNIOVERMFZ LS BFEE DRSNS X 2EWERZSR S b, EE I TICED
WD D D, AR OFG-H KR OERGHIIL, BEOBEZ 01TV, RENRO LN
A id, FBL U 72U U= SR 7 etk & B8R 2 RE- o PRl & s U Cilib) 22 88132 1 &
T, RO GIERISC X 2EWER RSO 25612, BB RERLVE RO G200
B2 B AT O MER S D,



3. EREERE
R ST HEETB M O JEU3E M HERE SR B A E U > S O A& GBI I GEAN 2 1T - 72 T 72 B PR
FRIER DO RS & T,

(%]
OEWNH 1 FHRER (KEYNOTE-A337#R)
P ST IR I OO JFEMERERS S AIIRIBHIAL U > RIERFETD (761]) & %502, AFKI1200 mg
WM CLF TQ3W) o, ) BEDFHINER L EMED fE Sz,
THEMITEEH T 2 B8R [&ETIWG criteria (2007) 12383 < YL EIC L D 522750
(CR) MiFHm2e%h (PR) OFIA] X, Flo LBV Tholz,

D (i) HFEEMEMIRBREZICHEN RO b EE, (i) BFEmain iz
HEOINIZCREAE L < IEPRBE L V2o 723, T (i) B F & mEsiia S RiErg <
H DA, 2L EORNREZZ T, 508 L < IXELEOIRERICHR LIz BE

#F1 AR (KEYNOTE-A33RER)

7451

55278%) (CR) 1 (14.3)

%k 5252 (PR) 2 (28.6)
(%) ZiE (SD) 1 (143)
#4171 (PD) 3 (42.9)

Fh% (CR+PR) (%) 429
(95%fE X [H) (9.9, 81.6)




@S E RSB (KEYNOTE-17035%)
FI36 ST VR ME O JFS EMERE KA R B U > (R E D (5341]) & xfgiz, Al
200 mg Q3W £ 5 DA I K V&2 MR STz,
FTEMER TH 520 F [WETIWG criteria (2007) (2355 < LB IZ X 5 58 28
(CR) XixfsrZs%h (PR) OFIE] 1L, 20 LBV ThoTe,

H2) (1) BFREMSEMIBREE ICHENRO bN-EE, (i) HFEEDLSHRBAEE
60 H LANIZCRF L < IZPRAF LN o 72 . T (i) H FiE MBI R
THH5AE. 2 EORHERZ5 ), HohE L ITETOIRFREZICER LT BE

#2 APMERHE (KEYNOTE-170308%)

53431
7255 (CR) 10 (18.9)
s iﬁﬁ%iﬁ (PR) 14 (26.4)
(%) ;rm_ (SD) 5 (9.4)
#17 (PD) 13 (24.5)
A A~ RE 11 (20.8)
Fh% (CR+PR) (%) 453
(95%{ZHE X [#]) (31.6, 59.6)




[Ze4E]
OEWNE 1B (KEYNOTE-A3355k)
BEBEGITABREMTT/7H] (100.0%) (25D S, BWERIEXS/7H] (71.4%) (2589 Lz,
BWERIZEID LB ThoT-,
#3 BIfER (KEYNOTE-A33RER) (REMMATISER)

ZREBIKRSHE (SOC: System Organ Class) FEAGH 11@;?;:
(PT: Preferred Term) : '"7 il

(MedDRAJ ver.25.0) 4= Grade Grade 3-4 Grade 5
ERIVEH] 5 (71.4) 2 (28.6) 0
MR LV >R pEE

FEEMELT TR AE 1 (14.3) 1 (14.3) 0

I H BRI SiE 2 (28.6) 2 (28.6) 0
TR RIEE

SESE 1 (14.3) 0 0
M. FaERds K OMithm S

gk 1 (14.3) 0 0
R X O Tk

HLEBE 1 (14.3) 0 0
—fk - BEEE R L OGN OREE

FEEN 2 (28.6) 0 0
W AR IR AT

TI7=vT ) N TUAT 2T —BHN 2 (28.6) 0

TANGERT I ) NI AT =T — B 2 (28.6) 0 0

7ed3, NTHEREREE 26 (28.6%) TRl bz, Fio, MUEMEMEE, KX - DG -
O TR, BHREREE RMEREMEER K, SRERERBERE) . WomiEs (TR iERerEEs,
FORIREERERE . BIBHRAEIRTE) | I BUBEIR ., S & S, sk - BUECARMRAE . EJe. ik
fEE (K72« NIRRT . BIEORERS  (h et R OESRARIE, BRI AR
e, ZIALEE, BRHIES) . Mk - B K, SEIEM I, Ok, EE R MKES
(Ve OB PEER B . VPR I, ARIFERES . MERERIERIES) | HEDH &, MmEk
BRIEMEAEE. infusion reaction 2 OERZITRR D B V72 hr o 7z, AEIME AR BUK DX BE S5
(BRI 2 5 de) Ao OEREREZ R T,



@/ T AHRER (KEYNOTE-170385%)

B EFGTRBR R T50/5361 (94.3%) (258D Hiv, BWERIZ30/5341 (56.6%) 1238 B
77 FBRNS%LU EORWERIZE4D LB THH- T,

#4  BEENS%IULEOBWER (KEYNOTE-170 3RE) (RAMARNTISEH)

B BIRSHE (SOC: System Organ Class) @fgﬁ/(_—é/{oﬂ)i

JEARZE (PT: Preferred Term) . 53 i
(MedDRA/J ver.25.0) 4 Grade Grade 3-4 Grade 5
2EIEH 30 (56.6) 12 (22.6) 0
MR LY >/ RfEE

T H BRI E 10 (18.9) 7 (13.2) 0
ABaRIA e

FOPR R AR R R T 4 (7.5) 0 0
—i% - BEFEER X OGN OREE

%S IE 5 9.4) 1 (1.9) 0

it 3 (5.7) 0 0

FEEN 3 5.7 0 0

7Es. FPRERERET (3401 (7.5%) . WoriiEE (FI(RBREERE ., HURIRRERE T |
(3561 (9.4%) K OphgRES (7 2« NU—JERIESE) (13161 (1.9%) TRO LT,
/NS - EEED TR, EEEREETE  (RANE VB MR 28
fihge - BUBOTMIRIE, B, BEEOREMES (hEk

RERE
Fo. WEVEZRE, KBk -
IR %) . VRUBEIRI, 5L D%,

A

AREKR

RPCHIERRAE . BORARIEIREBRE, Z2IBALE, JERIESE) . Mk - Bk, SEfE)
AE, DA, EEARMEEES (G rEi MR PEREER . IR, JRIFERES, IR

ERAESE) . EFEEDOH R,

TERZEBLIRDLII B RS (BRRMRAMRE 23 Tr) AR 2R,

MEREAIEMERE, infusion reaction & OERZITERO Lo 7o, AH



1% - &)
AFNIORHEMEYEEET L EZFIH L2y 2 2 b—2 3 Ik v, AHFI200 mgz Q3W,
400 mg A6 (LLF TQ6WI &9, ) Xitl10 mgke (KTE) #20ERIRME (LLF
QW &9, ) THEELEBEOARFOMGHRENRFT SN, ZO/FE., AH
400 mgZ Q6W THe G- L 7= BROAF O EH R ABIZ I 1T 2 EHMiE T EE (UL T [Cups) &
5. ) 1. AHI200 mgEQIW T LIZBEDCoess £ BT 5 & Tl SN (FF) o 77,
AHI400 mgZQOW TH G- L= RO AKI O EHARBEICF1T D Fem MLIE IR (BLF T Craxss]
LD, ) T AHR00 mgAQIW THE G LIZBED Conaxss & LI L T A & THIS N b
DO, HARNBEICBOTIERMENHZR SN TWD HE - HETH 2 A710 mgkg (KH)
BQIW TH G L2 BED Coass & B L TR 2R & PRIS N (TH) . Sbic, EiER
(AT % 5 RIS AAI400 mgA- QoW THE - L 7S 1 #likBRh (KEYNOTE-555:8) £ v
NI FMEIZILS S B E AT A—2F, v a2 b—a AR Pl Ly S
TA=LZEFRILT (FFR), AT, #EOBEICR T 2BEARRBRAGREIZ D x . ARFolg
P L AN ST RN & OB ARG ARG TE T AR S, ARFI200 mgE
Q3W X 13400 mgZ Q6W TH 5 L 7 BR DMk EE & & A0 XIF 224tk & D BIEIZ DWW Tt &
Nkt R, Lo MiE - HEOR THIMER L EMEICHfE /2R T v & TSz,

K5 FHORYERE T A —F

- R Crnax Cavg Chnin Crnax,ss Cavgsss Chnin,ss
(ng/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL) (ug/mL)
200 mg Q3W! <5s§3§97) (27%?381) (17;5;83) (91%%541) (4928?L0) <3o§8§14)
400 mg QoW (12é?iz4> (32.%)2,?2.7) (10.11(,)-160.8) (142?49) (50.51(,)’2 1.3) (19,33(,);0,9)
42%2%%§N (B;Z?gﬁﬂ NA 042?;® NA NA NA
10 me/ke QW (21;2(2)23) (14?}45) (1 1;1 ?21) (42:,2233) (27?,7282) (19;9;00)

F:1n=2993, 100 FIO¥ I 2 b—r g TRV EHINTZEMPHEO R RME (2.5%K, 97.5%5) |
Cunax : FIEIG-1% O fic i MG FIREE, Cave @ FIEIR G OFHMIETIRE, Coin : FIEHREHR (FA 2702
B GRT) ORARMEFIRE, Coass : EFIRIBICB T D REMIEFIRE, Cags : EFIREBIZE T 5 FH 1M
TEPIREE, Cuinss : EFIREBIZIT D AR MIE IR AT

I 156 BIOBTFIIE (95%IEHH X )

§ 1 41 BIDORMFIIE (95%IFHIX )

NA : %572 L



4. HEFRIZDOWT

R3S A 7 FEREHE (RMP) (ZHED & ARHI D5 I S22 AR RIS E ~ D i SR 23 &
Hisk T o T, RAIOE G w7 BT 2 W - FrE L, AR OEG12 L0 EEZ2FEIER
ZRBL LT BRICRIG T 5 2 R ER TS, LFOO~@ DT T &7 3 Mgk Cff
HT & THs,

@ HERIZHOWVWT

O-1 T (1) ~ 5) OWTHNTEYT DR THHZ &,

(1) BAFGERENTEET 20 AFEEIL RS EOE RS AR HLS R, H
S AR ROEEE LR E . HUBAS ARSI &)

(2) FrEHREIRPTE

(3) HRENFRREIFDRE T D DN AR (03 A PEE R TR, 23 A SiE i /)
JRBE, 3 A RSB HEHEER L 7 &)

(4) ARACTFIRIEE AR E L, SRIES R . S RIE S b PR RS sk S 34t
SREIGHA L FIRIE IR D ik FEHE AR 2 i 24T - T 2 fiak

(5) BUEMEREBS AL T BN Ofi s F 4R D R 24T - T B fitigk

O-2  JFURMERERE R ML R BHI U > SIE DAL ZERRE K ORI FE B OIS 5 72
ik & R A R OERT (FROWTNNITEE T HIER) 25, YURESHRB OAANZEE T 5 105
DEEE L L TRHESh TN Z &,

*

o ERTRFFEUSR2EDMIINHE 2 & T LI RITSELL LD AR DRIRBHE 21T > T
WHZ L, 9b 2L RE BAEYRREE T L UTBIRIER S OHE 21T > T\
5Tk,

o [ERMGFFESE2EOWINHE ZE T L= BICHEL EOEREBREZG L TW\WbH Z L,
I B, ELL BT, o gV 0 A3 A K R A G e B IR IR S OWHE 21T > C
WaHZ b,

@ BEHNOERLEFEREHROMEKHIZOWT

R A B T DB A BLE S, BRSNS OFRE O, Ak - Zaett
SHLIOE R O E H N OERZ 6§ DRI, AEFERNRE LGB OWEER, &
DHLONZAT O DRI > TN D Z &y,



@ BIER~OXIRICZONT
@-1 MR B 5 B

VBT R 45 0 B A IR 23 38 2 L T2 BRIC, 24RFIRIBIR ARG 0 T | % i 513
PMIEIZ BT, FEBL L2 RITERICIS TR B OCT S ORIl R OSNC 4 ZE 7
DFRERDY HPIIOI, B BICHISATRERAHI A > T D 2 &

@-2 BFRIEFEEIC L 5AFFLAINICET 2 E MG

DI D 5 MR e Hik e OBRe 2 A 1 A RIEEFE PRIEHE=2 ) v 7% &
DIZEROAT U —=2 T E2ATWEIRE LA A T 2 F — LEFERGI B ST
WBHZ L, B, EHRHIZOWT, BARE EZOFRICHFIIEMENTND Z L,

@-3 BIEA D2 MBI L T

RIER (RUEMEMREBIZ, KIBK - /MG « HEDO T, BUEATS - T4 - ITHRE
PR - PR - BEALPEARAE 78, B RRRERE T RS MV EMER R, SRERIRRE R5E) | b

(FEE(ArEReRE T, FURIPEREM S . BIRTERERRE) | RBEIRIN, S & OMRK. sk - AU
RIRRE, BEZE. BEANWHEREAN 2, BEFZOPEIEE (iR AEERARIE , BRREIEARE
felE, ZIRLBE, JERIIESS) . infusion reaction, JiX¥7% - BEEE - Fhlise., FIEMMESNE, ff
RFEE (X7 0« SNBSS . DR, EE2MEEE (G M Mas A 2B |
IR, JRIFERES, MEEURIERIES) . EEOH K, MER, MEKEBIEGRE, %)
Wb LC, Mg U BEEREB O MM 2 4 2 i & i U (RITEH OZBroxtG
WL THRE R OSEEZ T NIRRT H D Z L) | EHIZHEE) 2R ALUE 53T X 25 R 533
STNAHZ &,

10



5. REXRLRDBE
[(A2hPECRE 3 2 3]
O FRICEATHEEICBW TR RENL TN D
o AFEMEMRBHE ICEFRENRD b BE
o HZFEEMESMAEME60 H ANIZCRIUIPRAME B e o 7= R
o BZREMEMBIEICRNER Ch 50, 2MEU EORIERA T, B L <
BT ORI FSE LB

@ TRICEY T DEHHIEICONTIE, RAOEDERHELENTE LT, KFIOE G
KR L 72 B0,
o ABFRIERIBEO B
o fhOHTENEELA & OO

[ZetEIZRE 3 5 5]

O FRUICHEYTL2BEICOVWTIARIORENED E SN TWDH I Enb, BEA2{Th
WZ &,
o ARHNDORATIH TIBBUEDBEERED & 5 HE

@ TEFEATOFHHIZI VT FRLISIES T 2 BFIZHONTIE, AR O GITHERE S 72 a3,

L OVEFERPIE DR 22 WG IZIR Y | EEICAKIZEH T 5 2 2BETE D,

o [HEMEMFEROEGO UIBEED & 5 BH

o B G ARAR T RVE R 238 0 £ B M ONE B D B i i gt 2% <0l gL it
REDINRIEMELE( I B D B

o HACREEBOATE, SUTEMERZHE L IXHEFREMED A Qi ik B OB T E
D% BHF

o EEREAEEDO B 5 BE (B & LB 2 R <)

o FEBORBYIIMFEE AT HBE

»  ECOG Performance Status 3-4"*V o>

(ED ECOG @ Performance Status (PS)

—
Score | EF%

0 | &<MERFBTE S, FFATE A LA FEESHIRRITA D,

PIRRIC IR LU NEEN SRR S 415 2%, HATRIRE T, BEAERERE - TOMERIIITI Z LN TE 2,
Bl BOFE, FHIEX

SATARE T A OH DB O Z L 13T X CTHREENEEILTE 220y, B O 50%LL BT~y RAVCil 29,

RONIZEHDOHDOEIY DZ L LTERN, BHD 50%LL LA~y R Cil 2,

Hlwro

2LE;T R, BOOHFOEIYOZ Lidel TERY, BRIy FoFEFTRId,

11



6. BREICERL TR REHE

@

@

®

AU 2, BOEIRTEEE DRt T 2 BB IC IS & AR O FeME K OV (4 FH

T2 DI R &2 I BfR LS bHT 5 2 b,

WIRBRIRIZ NI D | B UTE OFIRICAE IR OEBMEE o L, REZ5 T

nobET 5L,

FREAWEH DO~ A MZONT

o [WEMMNEENRHOLDLND Z ENHDHDOT, RKFIOREGIZHT-->TiL, FIHER
(EGIAv, PRk IREE, k) O QM XA D i, Bleis +5 1247
Ik, Fo, LEIDN U THECT, i~ — b —S0OMmELXEHRTH &,

e infusion reaction?3 % H DO D Z L3 &H B, infusion reaction3Fd D H AL AT,
WEIZRAE 2T D & &bz, JERPEIET 2 £ CREOREEZ+SICBIEZT L2 &,

o HURIMEREREE . TEAHWERT R OREIBEEREN S LDND Z EBHDHDT,
AN O $e 5-Brba a1 L O 5331 R P i E IR N s g RE R &S (TSH., WEBET3, %
HET4, ACTH, M=oy —nEONE) #FE i+ 52 &,

o BPERTZR. WA, ITtEReEREE . TR, EHEIERDH OO ZENRH LD T,
AHN O P G- BabtET R OB G- B TP X E I FRERERR & (AST, ALT, y-GTP, Al-
P, BU LBV EFEOHE) #EMTHI L,

o SEIMRRFOEEREEEND LONDZ ENHDHDOT, EHMICIRO BE Of
MAMGET DL, 2. IRORENFRD ONGEITIE, HEOICERERE A%
ZTLOLOBELRETLI L,

o AAIOEEHIZLY | WEORIERINICERT D & B X b DEEL R RBREEN H b
PdZENnd5H, BEVBRDONIGEITIE, BB LI H4I0 U H MR 72 m
ik & ARER A FEOE R &S U CRE O 2 #2217V B O RE RIS X B EIE
HRgEON L5612, ARIORE TR IR, KORIEE R VE RO %%
BRETHZ L, B, RIBEFRVE L ORGIZEVBWEHOUERRD b/
Bra i, BB BB AVE LSO IR OB b BES 5 Z &,

o BHHTIR, BB OEI AR L CHORIERAN BT D Z EB3B D720, KA
O THIZHEWERH OB 2IEET S Z &y

o VAIBERRI (BPEVRIBEIRIGZ5de) 23 bbb, MRFMES 7 F—2 RIZE D
ZERBHHDOT, A, Bl NEMEOIEROFHLMAEED LFIC+0EET D
b, VEBERI NS DN TG AT ZRIE L, A v A CREI OG5 O
OB 21795 2 &,

AFNOEFRRBRICIN T, GGG 128 2 ICHEIMEOF M 2T > W Z & &

BB, REIEGHIXEMBC G R A COROMERE AT O T &, FROAEE BRI

ITRENZ 2B E L, BERMGHI12EE IR LIERBIETH 2 L,

12



