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E £ 17 OXI1C piderma TR L 2w &,
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17.1.1 EINEEASE 148 (G5 A RUEER B)

(25 61) Az G tipiE (160, iE (76) 255,
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Btz B W Cid, #RPEEo s e h o729,
HEARPCBIZBWTHEOONEEHIZUTOLEE) ThH-
720

7L — F 3 Lo E A BERAEEE A, FImERE 10.0%
(14/140 B1) . P EREGR D 28.3% (39/138 ) . ~NEZ T K ¥
17.1% (24/140 B1) . I/ MREGRA 2.9% (47140 B) Tho7z0 F
72 7 L— K 3L Lo T 7% BRI L AR 5.0% (7/140
). L - WEH2.9% (4/140 1) 9575 5.0% (7/140 ) T
> f:ﬁ)])o

(B
17.1.2 EINE 1 R

FIRNZBUT 27 0y 5 €y B 52 & 2 R oLk p) |G
BN RS 5 55 THEER (LN 2048 1 2 — A0 A8 1 [ 7 3858
Bt 5-E) 2B W, &, EIEA o ff & & O Karnofsky
Performance Status (KPS) % #& 12 EF-H 9 2 KRR 5 %
VTR 4T o 7ok S EDIRAIR) 1 BT 2 3R R Bl T oA
K($28.6% (2/76H)) TH-o729,

R B 2EIEH (R MERE LS % &) 13 11 #0d 11
Bl (100.0%) (2588 HN7ze T BRREM R 2L, Hmsk
WA 90.9% (10/11 B1) . fFrEkA 72.7% (8/11 1), NEZ B E
VA, y-GTP EH. T H Y 74 A7 75 —¥ EARERLEN
63.6% (7/11B1). M/IHGEA. ALT EH. AST ERZh2h
54.5% (6/11 1), CRP L5, LDH A2 45.5% (5/11

ZEED RO HMIEE 3 OLBY Th - 72100,

F3 JHEREICBIT DT LD Y Y L R 0 2852 g OV A7
SxEp ZRNFRIED A AE I 14
e (B0 L Hfps

17.5% (7/40)

MR

B 1/23 (FLEE

HE 070, [IHEENE

1/18. WFoMIBE

0/5) MR EEH

6/17 (FLEEHBIE

3/6, HZENE 2/4.

MBS 1/7)

W 4) BEEAG NSRBI DS AALS R R R 2 FR e (2 H > CTHIE L

72s

25 TR

(n=40) 76n

25.0%

AABRZ BN TROSNIHEHIRUTO LB ) TH 7219,
PN (BRMRA R R A8 2 & ) (340 F 40 #1 (100.0%)
RO LN, EEZREHE LT, SRR, i, TR, &
Lo RN, IREREGe, AAGRE, FEILD T, 5. mIE.
MPEy 2 v 7. EMERAHEE GO 5/,

B RRRA MR E AR, TR,y -GTP ¥, ~NE
7uav yigd. ALT ¥, HmEkEGRA. AST #hn. i~
Y ARA T VA ) RA T 7 & — BN, RinEREGRA . U v
ISEREE A R MG TS - 72,

(Ri& Rz

17.1.5 @58 MHERER
HVECHENE S N BT L E R & AT A IR B E oL
SEFRE RS (Stage IV) (XX LT, KAy ¥ ¥ U HmiE L o~
AT TF oS (GCHEFEA4HEME 1 a—AL LT, 74
&Y 1000mg/m? & 1 HH, SHEAK 15 HHIZ, Y AT T F
¥ 70mg/m? % 2 H HI2#%5) % M-VAC## (A b ML FH—
b Y75 AF UHEE, PV EY VERBER Y A 755
UPEREE) & el L 7288 T AHERBRIC BT GC i 203 . M-
VAC # 202 A3 0 FHi Sdn, o hziRizR40LlB) TH

- 7210,

,4,



F4 RB I BT D7 A0 5 ¢ BRI O RR)E R O A

GC B M-VAC # | HR (95%CI) p fE

acyea il i 1.08 ws
ityn 12.8 7 H 14.8 7 H (0.84-1.40) 0.55

Hi%{%?jci 1.02 .

Tn 7.4 7.6 7 H (0.82-1.28) 0.84i%5

R g ‘ :
. 49.4% 45.7% B .
A VR0 | (1 164 m) | (69,151 1) 0.51%¢

7 5) log-rank #i5E
6) A 2 FHE

I/ ALY U (LAY EUEREE VAT S F L OPER
H#5) ISROSNZZEWEIDTOEBY TH-o72,

BIVER (BRI A 2 &) (1203 F1 191 B (94.1%)
WO LNz, FAEIWEHIZANEZ OV VA (188 1), Ik
Bomd (184 B) . W ERERA (176 B) CTd o720 EELRRIER
k. #f 38 B (18.7%) . /M AME 32 1 (15.8%) K UN5s 2k
2261 (10.8%) HTH-o72. [7.1 K]

(FTHeX 3 BFILE)

17.1.6

x5 TTAEE

B E LR [JHQG HE&]

HHETHERE S AT RIS T > I A 2 ) v REUEEE
P 2 P 5 S N2 YIBRARE . AT I3 U B M fL e R & k)
RED AV FEUBERRE L 32) ¥ R oS (GT
3% 1a—2EL LT, lHHIZZ A Y% ¥ Y 1250mg/m? 2 O
Ny ) & F B 1Tmeg/m? G L, SHHICZY AV ¥ E Y
1250mg/m? & #5) %/37 1) 7 F )V EMES (T#H3 A% 1 2
— 2L LT, 1HHIZ/SZ Y 7 ¥ 175mg/m? 235 LIEL
7 T MR Z L 720 FTORRIIERSDEBY TH 7217,
7)) BEMIZT b I3 A4 7)) U RPUEREEROMH IR T
flid 1 Lo A > DALSEFREHNC X B ITHT - R E R O A
REIHRIEEZE O RBHICHEEIN T D,

BESIIC B B 7 A S 5 ¥ BRI ORI

O A=A
GT B T B HR (95%CI) p i
0.817
H] £ 8) £ 8) i 9)
AR | 18.6 0 HEY | 15.8 9 HED | 70,0489
ﬁfiﬁ% iE8) E8) 0.74 i1:9)
gpgpy | O8N 3ARTEN () 6y gg) | 00008
o~ 41.4% 26.2% B OFEF 115.1%
A (110/266) | (69/263) (95%CT : 7.1-23.2)
E8) HLE
7 9) log-rank #i5E
7 10) GT BE-T B

17.1.7

RO LY 7 CUBIZBY AEIEN (BRRE MR E L8 &
) 13262 B 256 ) (97.7%) (ZED STz, EREIWERIZIE
fE (231 B1), =2—m/3F— (167 #)). NEZ OV HD (158
BI) Tholzo FHELRBWEAIZIEBNET P EREAE 8 61 (3.1%) .
TFREREORA 6 51 (2.3%). ~NEZTY Vi, 5846 (1.5%)
HETHol [7.2 ]

EpEHFEE MHEEER (KEYNOTE-355 iER)

R - RIS A £ B HEOTHEREO 2 Wik - TR
FHEATIED RV E v ZERE 2D HER2 Bt o FL3E B4 847 B
(HARAN 87 Blx&te) Xz, R4 70 X< 7 200mg3 H HE
@5+ (Fay s CUEmE 3% 1a—2L L. 7
AYH Y Y 1000mg/m?2 &% a—AD 1 HH, 8 HHIZHES] RO
HNETFTF o, 7)) & F L)V Lk nab—7327 ) ¥ F 1)) OB
1D ORI R O REMED, 7T b R+ (Fav sy
CUHBRER O HIVERTS5F >, 32 1) & £ ) Lid nab-732 1)
5 X)) OPFEEER 23R L L EEREBCRET S
Too MHEE S, FAV Y VBB R A NKRT T F 2 280 ) %
F v )b it nab—/327 ) ¥ Fbovid, HYEMAER L ICEIRL
720 7B BIGEFCHEEAEIT R0 S N A1 RAEEIT 2R
FRERDTRD 5N VEEDRERIIZZE L T b BE T, wiE L
D WG CHRAEETIRED SN L T TRATOY AT T DK
LAk 5 2 LA & SNz FEEFAGE B (2 Mk T AR AR
il (PFS) KOv&EFHIR (0S) & &, Na7u) A< 7+
BEOBE R 7 T £ R LR OB & B L <. PD-
L1 Bt (CPSE =10) of# 32361 (HAN 28 Fl%& &) 2B
W PFS 2 FEIIER L7z (6 KU 1) 18,

PD-L1 Btk (CPS=10) O RA 70 ) XX T+ 7 L3 % VIR
RO NKT T F PG SN BRI B B VAT *T
G0 125 il 122 51 (97.6%) (HAN 14 Bl 14 % &) 12E
TERRRO SNz ER2EMER (20%2 1) &, £ 75 %l
(60.0%)+ s 64 61 (51.2%) . WP ERIAME 63 61 (50.4%) . f
FREREGE A 44 B (35.2%) \ 557 42 B (33.6%) . I/ IMREE A 41

Bl (32.8%) . I/NIBAE 40 B (32.0%) . F1IfER R AME 35 61
(28.0%). ALT B5hn 35 %1 (28.0%). W& 30 1 (24.0%). FIiLEk
Bk 30 B (24.0%) MUY AST B0 27 61 (21.6%) TH -7z,
(7.2 ]
i 11) PD-L1 %58l L7-#Mfa%h (gAML, ~7a 77— RO
) VRER) EARIESSIGECCRR L. 100 &3 U0 fE

#6 ARG (KEYNOTE-355 #tB%) [PD-L1 Bk (CPS=10) o #]

VN AR
<7 AN
200mg Q3W L)
LSRR 12) (103 1)
(220 1)
PFST HoLft [H] 9.7 5.6
(95%IZHHIX 1) (7.6,11.3) (5.3,7.5)
N — RIEF 0.65
(95%EHEIXH) | (0.49,0.86) — -
P18 0.0012

T 1 RECIST 74 FJ A4 ¥ 1.1 IS < HRRTF Az de &

T JER Cox HBINY— FEFIIZ L 2 T T RHLFEBE L O E
§ 1 JERlu T o BE
Q3W : 3 b5
H12) RA70) <7 200mg Q3W (%a—2d 1 HEIHRYS) EUTF

DAL (HYEMA SRS T8 12#

) BPFHLE [(Fav sy ey

1000mg/m? K U H VK75 F > AUC 2mg - min/mL H24 & (1 32— 2 21
HiE, £a—2o 1, 8 HEIZHES), 78271 % F ¥ 90mg/m? (1 I—A
28 HM, &a—2m 1, 8, 15 HHIZH#YS) Xidnab-/¥271) ¥ ¥t )
100mg/m? (1 73— A28 HEl, #2a—2m 1, 8, 15 HHIZHES) ],

H13) 7R QW (Fa—2m 1 HEICHS) & UTofbyss: (8
MEMASHEE L IR ZM L2 [ 432 €Y 1000mg/m2 KO
WARTFF > AUC 2mg - min/mL 4= (1 72— A 21 HiE, £33 —AD
1. SHHIZ#KS), 787 1) % %+ )L 90mg/m? (1 2—Z 28 HIH. & 2—
20 1, 8, 15 HHIZ#HYS) Xidnab—/$2 Y # F+ )L 100mg/m? (1 2—
A28 Hi, &a—2d 1, 8, 15 HHIZ#HKS) ],

100
90 RLTTVZT200mg QIWHLAERE
80 ——— FouR
X 704
4 60
50
H
$40—
&30
20 g s
10 T
0
0O 3 6 9 12 15 18 21 24 27 30 33 36
at risk# BN (A]
RATTYZ27200mg
220 173 122 96 63 52 44 37 25 12 5 0 O
Q3W + (L35
TR+ kg 103 80 41 30 18 15 12 8 8 7 3 1 0

1 PFS ® Kaplan-Meier fii## (KEYNOTE-355 #k%) [PD-L1

Bt (CPS=10) o ##]

18. ZExhIRIE
18.1 fERA#F

PV E Y (AFAC) N TREF S M TFMRM o 2 7 LA F F
THhH) YEALY (dFACDP) RU=Y v E{b¥) (dFACTP) &%
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