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1. IZU®IC P2
2. AHIOFE. 1EREFT P3
3. ERAREGHE P4
4. FEERIZHOWT P16
5. \ERRERDEE P18
6. BHIZEL THETREFHE P20



1. XC®IZ

EFELDOFINE « ZEMEOREROT-DOITIL, MISEEEIZEDVWVSREIERFERASKRD Hivs,
SBIT, IWEORFEMOEHRNT LY | HURERESR R & OG5 8 M SRR R
NOHT, ZNDDEHEMAEICVENEFITRT 5 2 LB OE L 72> T 0 | BRAMBL
EE L UEEDFEATSEF 2016 CEAK 28 4E 6 A 2 ARERE) 0B\ TH, FHMERMLED
EHOREIHEEZX S Z & LEnTnd,

BrEERMEFFERRLIT, REERCZ 2T 0 7 7 A VSEEFEOER S B HMNNCRAR 5 2
ENBD, ZDIH, AR OLEMIZEET HIFERN+0EET 5 TOR, YiEELD
BREEZBRZITD 2 ENMRSNLBEITH U CUERT S & & bia, BIERNREE LRI
Bkt Ina & D 2 L NAREIR — E OB A I T EREMBE CER T Z ENEET
H5,

LIziio> T, BAA F7A o Tld, ABREESLINE TR TV DEFE SR - §
FHIRMICESE | DT OEROF#E/ A A HEET 280 ORI B2 5 RO
BEFHEETT,

B, ABITA RTA %, ISATEIE NEE R BRI AHEE, ORIFEAN B AERHRIE
Brras., —IHETEAN B ABRANRIES K OASHEEN AR NBIBE 2O Db & AERL
L7z,

KB LI DHEIRY XA ML—F EEEE 100 mg (—k4% a7 el X~T (G&E
mFHfaz) )
MEERDHMENINE - EITUIFEROFESEHE
JRETET T E SR
MNELRDAERVHEE « <MHETXUTERO T2 SEE >
fhOPLEMIEGEA & OFFICB VT, BE. RAIE, a7
nl) X~7 (EEFEfZ) & LT, 108 200 mg % 3 EEREE
I 1 [8] 400 mg % 6 NG T 30 2T CEEEET 5,
< JRPT AT S >
VAT T TF RV R EE R RS E ORIV T,
WE. AT, a7 e ) X+ (ErFERz) LTI
8] 200 mg % 3 AR MENE UL 1 [E] 400 mg % 6 @G T 30 4R
T CREERET 5, HEHRIX 24 VA ETET 5,
: MSD B &t

ha
i3
S
Sl
M
o




2. FAIDOKE. TERKRF

XA ML—FEiEE 100 mg (—fk4 : XA7r ) Xv7 (ELETFHEBEZ) . OT
[AAH] EvvH, ) &, PD-1 (programmed cell death-1) & 2D U > RTH5 PD-LI
KOPD-L2 L O HEEEET S, & MEIgG4 £/ 7 n—F AHUETH 5,

PD-1 R IE T AR S BEARREAE D & 38 2 72 02 3 AVHBREASFI F 9- 5 3= 70 S % il
AA »F T, PD-1 (&, BEEZRREBIZEWTEER T MlaoMiaRmcBE L, B %
PR % & Lo A TR R 72 e RS A flH 5, 3725, PD-1 1LV T FEfE
BT LI VHREZRERICL DY VP vinErAICHET 228K TH D, PD-
Ll OEFMHBICBIT 2HBUIDT N TH L0, < OB AMETIE T MlaoOM@ 2
ZHFEBBENZRE LTS, NAMABIZEIT S PD-L1 OFEFBEHRIL, BiE. K
FE. RFMARE . IR, FE/NIBRME /L & O 2 e BN A TTFHRARKFTHD . K
AR E OMBENHE STV D,

B DDV OEEREI T & PD-L1 BB OMBNE) S, PD-1 & PD-L1 O IIES O
FEEREIC B W CEERFAE 2 Z AR IN TR, Bz ATGREOIER &
LTHIfFS LTV 5,

AFNZ, PD-1 & PD-L1 X OXPD-L2 Ofi U H> ROFEEEZBEET L LIcL 0, EE
W NS OIS BAHIEENE T U o ERATEM(L S ¥, FUEEGRE 2 FiEtil
T5Z L THERESRARET D,

AFN O NE ST 3 < BE O RERIGIC L 2BERE R H bbh, EEIEE
ICEDLTREMEN S D, RFIOEEHRROEEHRICIT, BEOBEL YTV, B
IO SNTHAITIE, BH LEFRIO0 U M8 225k & R B4 B E A &
L CHEg 2 BRI 21T\, BEORERIGIC L SEIERANEDN D HEICIE, BIE
BB VE VRO S O@EY B T O LERD D,



3. BRIRARE
AT XTHE R OB S5 &k ONBFTET = S ORI CEHE 21T - 7- £ 72 R bR
DRGHEE R,

(B3]

O EERIEFEZFEIHERER (KEYNOTE-826 #5R)

RIGHIRIE OIS 7 < . ALFRIER O 72 ((LEBEREE & L CoR5REIXR
) EITXIIHROTESEEESE 617 fl (RN 57 flazETy) Zxtgic, AF & o
PLEMEELR (N7 VXLV EOT T FFTRHEI RN X7 (B T7HEBRZ)

(LT TR X=T ) Lo, ) ) LOREE (RAR) " OBFMER OZ2MEN,
77 R LMMOTIEEEES & OFREE (77 R P AMEE L _EERAR
TRE SN, EEFMEEIIEAEFESM (LT T0S) &vvo, ) KON EA T
M (LT TPFS) &9, ) & 3h, ARFIBHL Y 7 B RBEL B LT OS XU PFS #H
BICER L (R, K1 EUOK?2) |

*1: AKI200mg 3 WM (LT TQ3W) &\W)H,) &L (F=—AD 1 ARICEE) LOT

OPUEMIEEA] (RERMY EHNEE Z L IGRR) ounThaa0iH L,

c 7Y ZFEIL TS mg/m? KOT T FF A (AT TF 50 mg/m? I ANVRTZ
F> AUC 5 mg'min/mL fi4 &) OJAIZ Q3W (F=2—AD 1 HALKE, VAT 7T
ViFFKa—A0 1 HAXIX2 HEIZ#EE) TFE,

s 7 ) Z xR 175 mgim?, T F T (AT T F 50 mg/m? IUTANVRT T T
> AUC 5 mg'min/mL Y &) KON X< 7 15 mgkg DIEIZ QAW (Fa—AD |
HEICEE, YA7IF 03K a—20 1 HAXIE2 HRICHKRS) T#HE,

77 8RQBWEE (Fa—20 1 HEIZKRE) L*1 LRE—OFuErEmgA GRHH Y E

FliZS B 2 LIS onFhnid it Lz,

#£1 A3ERE (KEYNOTE-826 3AER)

AHIRE AN
(308 1) (309 i)
hoRME [A] 24.4 16.5
(95%CI) (19.2,NE) (14.5,19.4)
0s™ N — R 0.67
(95%CI) (0.54, 0.84) —
P {3 0.0003
FoRfE [H] 10.4 8.2
(95%CI) 9.1, 12.1) (6.4, 8.4)
PFS™L™ ANY— R 0.65
(95%CI) (0.53,0.79) -
P {3 <0.0001

Cl: f3#EX[M. NE : #ERHE, *1 :20214E5 H3 B7—4 v b4 7 *2: J@HI Cox bl W
— REFNICLAT T EREEL Ok, *3: @il /S5 7fE. *4 : RECIST A RS A >
11 AR EE S < TRBRLY =Rl E



‘00 “"-o\~-
90 T

80 .
70 o

£ 60 o .
50 \.-:.‘Eh-no R}
b TV
4 40 Re
30 -0 4
20 — KA
101 rs5exm
0 3 6 9 12 1S 18 21 24 27 30
at riskey EFNE(R)
AHHE 308 291 277 254 228 201 145 89 36 6 0

77 e REE 309 295 268 234 191 160 116 60 28 4 O

at risk#

1 OS @ Kaplan-Meier Bi## (KEYNOTE-826 #%)

40 Dy ~ .._\‘.~"‘
g 30 T ‘ Ser—a
49 \.‘ .
201 Besey
101 ss5erp
0 3 6 9 12 15 18 21 24 27
RNEEFEMN(A)
KAIRE 308 263 229 155 123 110 70 35 10

77 REE 309 259 195 113 89 71 39 13 1

2 PFS ® Kaplan-Meier it (KEYNOTE-826 3X5%)



(PD-L1 ZEELRILA D F 20 1HE)

EPRILFEFMAERER (KEYNOTE-826 #ER) I[THAANONTBEDT —ZI1TED
X CPS'BNZFEMNT AT o 1= B 20 (BB RENT 28 Tr) ROREMOREITLLT
DEBYTHoTZ,

AFIBEOHZIMEIZE LT, CPS 2% 1 RFHOHEIZ, PFS KN 0S DIEEZHRIT/NS
VEAIARD bz (R2 KO3, £3KVH4)

723, PD-L1 OFRBURGIZE T AFOZEMET 10 7 7 A VLR TH o7z,

* o AR D PD-L1 3B Lot (@G, v~/ e 77y —Y kO o
) A imEE g chr L. 100 23 U7 fE

# 2 PD-L1 REBLRHBID PFS O ISR QRBEUERMAEIE, 20214ESA3ZHAT—4 0y b4 7)
B wEm A M HRfE [95%Cl] ANP— R RHEAEHO p A

(%) (H) [95%CT] (T fa]) "2
CPS<1 ZIKﬁIJa‘# 35 23 (65.7) 8.1 [6.1,12.6] 0.94
77 vARREE 34 28 (824) 8.2 [6.2,10.4] [0.52,1.70] *
AFIHE 115 70 (60.9) 11.2 [8.3,15.3] 0.68
1=CPS<10 7w REE 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] 04269
CPS= 10 A 158 87 (55.1) 10.4 [8.9,15.1] 0.58
- 7"3sz%¥ 159 116 (73.0) 8.1 [6.2,8.8] [0.44, 0.77]
Cl: FEXMH, * %)JIEIE WrREIZ B B EMREIEE  (FIGO 2009 JEICESSIVBED  (HV., 722L) . "X
vﬂ%ﬂ%@ﬁﬁﬁ 72L) KOVPD-L1 OIFEHLRM (CPSI?F@E CPS 1 LA E 10 i, CPS 10 LA k) #J&hll

R+ & L-ER] Cox tl:{ﬂ/\*f REF L, %2 O 58, OPD-L1 HEIURI L C@FEE#E L PD-L1 RELRI &
OXREERZ TR L L72IEER] Cox BN — REF /L, *3 : RN



100

1007 M
c:; 801 O‘o’ 80
R A £
& 60 Z 60
L; 40 A 'm.: 40
1731 -— 1 =2 g
£ ] 7oEdEE \ & 75 R —
g — G
3 6 9 12 15 18 21 24 27 3 6 9 19: 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
AR 35 25 21 12 11 9 4 1 0 0 AFHIRE 115 100 84 63 50 43 31 13 3 0
75 R 34 30 25 10 8 8 1 0 0 0 I wREE 116 98 75 43 34 28 19 10 . 0
100 Iy
U
3 i 7 i =
(=3 My H"1|
: 801 l‘ '| .
£ | AKIRE
: i i
é 601 Vol 2
) " H\
s ] 1=
ﬁ 1 ! 5 T,
zu 20 7 7 REE ik (R
g ]
0 + - - - - - - - -
3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months)
AT 158 138 124 80 6 8 35 21 7 0
sopRp 159 131 95 60 47 35 19 3 0 0
3 PD-L1 FEIRWMFID PFS O EIFEHTED Kaplan-Meier Hik
(RBREMEMAEE, 20214 5A3 87 —2 0y b47)
(£ EX : cPS<1#£H. £ FEX : 1=CcPS<10£M. T : CPS=10 £H)
£ 3 PD-L1 RBURHRAID 0S D 1 BB OFEMITHER QU ESHIHT—¥ Iy b47)
. o AU N R [95%CT] Y= R REEHO p E
PD-L1 % 5i I
EE gam AR ) [95%CI] (W) "
CPS<1 AHHE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
FZRAREE 34 20 (58.8) 18.9 [11.7,21.3] [0.53,1.89] ™
ARFHNRE 115 52 (45.2) 244 [18.2, —] 0.67
1=CPS<1 o ’ . .
CPS<10 v AREE 116 66 (56.9) 159 [13.4,23.5] [0.46,097] = 0.3278
fiz 158 66 (41.8 — [19.1, —
CPS=10 fﬁﬁ%\ (41.8) (19.1, —] 0.61
FSEREE 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]
Cl: B, — : HEERGE., *1 : FIEZKENCR T RIS (FIGO 2009 EICES<SIVB H#)  (Hv. 7%

L) . "R X=THHOFE (HY., 72 L) KROPD-L1 ®FEIIRM (CPS 1 A, CPS1 LAk 10 . CPS 10
b)) #RAKTE L= R Cox el — RET L, *2 : Q&R @PD-L1 FEERN L O@#% 58 & PD-L1
FEHARI L O ENER 2R L Uz3EEYI Cox Y — ReF1, *3 : ERR T



100 ] 100
v
- ] AFAIRE
9 o
& &
E 60- £ 6o
£ 2 . ‘
= 7 = 1 .
w2 ©n i by ™
©uo ] = o i
= 40 = 40 HA-H
5 =
5 o
i i G s +
B * 7T eRE
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
I 35 31 27 25 24 20 13 7 2 0 0 g 15 11 106 97 8 75 56 36 13 3
-5 R 34 33 28 23 20 16 5 3 0 0 rswrp 116 110 100 90 73 59 44 24 10 3
1007 —~eg
- =X
\ AFHIRE
807
o
?i E ‘_"‘|\1 /
2 e
3 R
= 40+ \
= !
5 4
S 77t R =
20_ /. \
0 T T T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time from Randomization (months)
AR 158 149 144 132 118 106 76 46 21 3 0
75 R 159 151 135 116 95 81 56 3l 15 1 1]

4 PD-L1 RBURERAID OS @ 1 B B O HEEHTED Kaplan-Meier ikt
Q02IESH3IBT—# v bE7)

(£EX : cps<14£H. £EX :

1=CPS<10£H. TX : cPs=10 £H)



© EEELFRFEIFERE (KEYNOTE-A18 #ER)

HRIGHE D FIGO2014 EITHSFEDOIB2~1IB # (U VR EilnfE M) UIIM~IVA #i
(U BB UIRENE) O RFTEIT = AR 1,060 61 (HAN 90 il 2 & 1)
BRI, BA L FRLEREHREE (A7 T F R T TONERHN, KO
Z D% O/NNRIRIER)  (LLTF TCCRT)] &9, ) DO (KAI+CCRT #) 2 0fF
hitE R NZetEn, 77 'ARE CCRT & DA (77 BAR+CCRT #f) SaktlRe L7
“EHERRB ORI, FEFMIER X 0S KOPFS & &iv, AHKI+CCRT #ix~

T AR+CCRT BEL L TOS K INPFS # A EICHER L7 (F4, X5 KUK 6)

*1 o E RIS T DIRIER TN, AR X 2 EIRIEE T TR LT, hofEiREk
W X DIRRE D 72 R

#2 0 AH) 200 mg 72 Q3W (=2—2AD 1 HEIZHEYE) TS a—x, YAFT7F 2 40 mg/m® %
1 AR ST 5 BXUX 6 B R OHEEHBIGR MBS & Z D% O/NMRRIRE)
#%. Al 400 mg & 6 WEIMK (LLF TQeW &9, ) &5 (Fa—=2o 1 HEICHK
5) T152—2f5 171,

#3778 RE QW (Fa2—AD 1 HEIZES) T5a—AXRKU*2 L[H—o CCRT ffH#%.
TR E QW (Fa—AD 1 HACKE) TIS a—2&K5 17,

#4 BAHERE (KEYNOTE-A18 3#BR)
AF|+ CCRT & 7 ¥R +CCRT B
(529 1) (531 f3))
g [A] NE NE
(95%CI) (NE, NE) (NE, NE)
0s™! AN — R 0.67
(95%CI) (0.50, 0.90) -
P fE" 0.0040
e [A ] NE NE
(95%CI) (NE, NE) (NE, NE)
PFS™ ™ AN R 0.70
(95%CI) (0.55,0.89) -
p fE* 0.0020

Cl: {E#EXM. NE : #7E~He.

*] o MEREEOT —% 2024 1 A8 ATy AT, *2: /8

B Cox LI NP — REFNVIC L AT TR +CCRTEEE OER, *3: @il /5 v 7 KE., *4:
RN D — & 22023 4E 1 H9 HB v A7, *5: RECIST A4 T4 > 1.1 lCHKS <A
B 2 [ il ) E



100 7~
90 - N
80 \ .
70 -
£ 60 1
z 50
40
30
L — AFHK|+CCRTEE
‘g e PSR+ CCRTEE
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
at riskEy £WEM8)
AH+ CCRTRE 529 527 522 509 500 463 412 374 326 273 210 136 63 11 1

77 &R +CCRTE 531 527 518 508 493 455 405 366 316 259 194 125 S8 12 0

X 5 OS ?® Kaplan-Meier #i#R (KEYNOTE-A18 35#)

100 “ﬂ
90 il \\‘\
80 3 .-
e T
670 \\'\:\“o " o. ‘.
60d \.‘.s'"-o‘o
50
40
&30
fg = HA|+CCRTHE
4 o 77 &R +CCRTH#E
0 3 6 9 12 15 18 21 24 27 30
ok ik ARSI ()]
AH|+ CCRTHE 529 462 400 331 282 222 171 100 26 3 O

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

B 6 PFS ® Kaplan-Meier Bifk (KEYNOTE-A18 3ER)
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(2]

O ERELFEFIFEFEE (KEYNOTE-826 i#5#k)

HEELIIAFEEI05307 6] (99.3%) . 77 BAREE307/309F (99.4%) T3R80 S,
BEBRIE L ORREBEENEECTCEIRWVWEEERIT., 2N F1 298307 5] (97.1%) KW

300/309 il (97.1%) IO HNT-e WTNHOEETRBFEIED 5% EOBIERILZTHR

DERYTHoT,
£S5 WThh OB TREBABEN 5% EORBIERA (KEYNOTE-826 RER) (REMMTxR4EMH)
BRI LD
(SOC: System Organ Class) ARANEE 7T AR
HAFE (PT: Preferred Term) 307 f1 309 1
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEH 298 (97.1) 209 (68.1) 2 (0.7) 300 (97.1) 197 (63.8) 4  (13)
MRF ZOVY 2SR EE
2 149  (485) 76  (24.8) 0 132 (42.7) 65 (21.0) 0
FEENAE AT ERIBA iE 21 (6.8) 21 (6.8) 0 13 4.2 13 (4.2) 0
M BRI JE 38 (124) 14 (4.6) 0 31 (10,00 7 2.3) 0
T H BRI E 68 (22.1) 37  (12.1) 0 57 (184) 29 (9.4 0
/RIS 55 (179 21 (6.8) 0 58  (188) 12 (3.9 0
P AR
FOPR IR AR RE TTHEE 19 (6.2 0 0 7 2.3) 1 0.3) 0
FOPR IR REAR T E 52 (169 3 (1.0) 0 25 (8.1) 1 0.3) 0
Bk E
-2 15 (4.9 0 0 19  (6.1) 1 (0.3) 0
{ER 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
by 104 (339 3 1.0 0 120 (388) 4  (13) 0
Nk 20 (6.5) 1 0.3) 0 15 (4.9) 0 0
Mg 63  (205) 5 1.6) 0 66 (214) 3 (1.0) 0
—% - EHREER L UBGEM ORRE
I 7 9E 51 (16.6) 5 (1.6) 0 56 (18.1) 4 1.3) 0
5 70 (228) 8 (2.6 0 77 (249) 13 (4.2) 0
FERE DR E 20 (6.5) 2 0.7) 0 9 (2.9) 1 0.3) 0
FEN 16 (5.2 0 0 9 2.9) 0 0
TRYSAE 5 L OV A e
PR Y 16 (52) 5 (1.6) 0 12 (3.9 6 (1.9) 0
&5, TR L OWES JHE
EALE D KOG 16 (5.2) 2 0.7) 0 13 (4.2) 2 (0.6) 0
B PR AR
%7’;?:‘/7“: SPTeAT=TE g (10.1) 10 (3.3) 0 23 (7.4) 5 1.6) 0
7?;:;;,]#‘/%7 SORTEATE (7.2) 8  (2.6) 0 16 (52) 1 (0.3) 0
M7 vy F =4 16 (52 0 0 13 (42) 0 0
i HRERER D 56 (182) 40 (13.0) 0 47  (152) 26  (8.4) 0
BN el % 49  (16.0) 21 (6.8) 0 40  (129) 14 (4.5 0

11



Bl (%)

BERRSE
(SOC: System Organ Class) AHIE 7T v REE
JLRGE (PT: Preferred Term) 307 4 309 14
(MedDRA ver24.0) 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
RERAD 17 (5.5 6 (2.0) 0 15 (4.9) 2 (0.6) 0
B i BRI 37 (12.1) 21 (6.8) 0 21 (6.8) 12 (3.9 0
R LU EE
BEARIBOR 45 (147) 4 (1.3) 0 33 (107) 1 0.3) 0
B R £ O ARk E
BAEfE 53 (17.3) 1 0.3) 0 57 (184) 3 (1.0 0
P 53 (17.3) 2 0.7) 0 53 (172) 3 (1.0) 0
DU PR 17 (5.5) 1 0.3) 0 11 (3.6 0 0
PR R T
RS 12 (3.9 0 0 19  (6.1) 0 0
GEER 15 (4.9 1 0.3) 0 19 (6.1) 0 0
KM= 2 —m /35— 75 (244) 8 (2.6) 0 76 (246) 9 2.9) 0
BEIRK 26 (8.5) 0 0 24 (1.8) 2 (0.6) 0
REMER = 2 — X — 69 (225 3 (1.0) 0 78 (252) 6 1.9) 0
BB L OURKIES
EHEYS 38 (124 6 (2.0) 0 22 (1.1) 3 (1.0) 0
MR R, FERES X OMERERE
B i 26 (8.5) 1 0.3) 0 36 (11.7) 1 (0.3) 0
BB X O T hilkkEE
B RE 171 (55.7) 0 0 172 (55.7) 0 0
9 EIE 29 (94 2 0.7) 0 17 (5.5) 0 0
3% 33 (107) 3 1.0 0 27 (8.7) 1 0.3) 0
BEMR LB IR 5 17 (5.5 6 (2.0) 0 8 (2.6) 0 0
A REE
& I E 54 (17.6) 20  (6.5) 0 55 (17.8) 23 (7.4) 0

ek, AFRBECRB WO CRHEMEMERI B (1.0%) . RIBX - /MG - BED T 23 41
(7.5%) . BEOKREEE (WEMERLEFMARE, KERBEIREGER, a8, 38
KREES) 1 6 (03%) | MREE (X7 - SU—EERS) 75 61 (224%) . BUE
R - A4 - FFHERERESE - T - BE(EMERRE K 56 5l (18.2%) | HRARMEREFEE 70 1
(22.8%) . TEEHERERES 1 # (03%) . BIBEERES 4 6] (1.3%) . BEEES
RAME RVEMER 8. RERIEBRE) 116 3.6%) . BER261 (0.7%) . Fik - BEH
RAEAE 2 51 (0.7%) . MMk - BEREZR 1 6 (0.3%) DK 16 (03%) . HEOFR?2
5l (0.7%) TN infusion reaction 37 ffil (12.1%) 23388 b7z, F7o. 1 BUPERKE, BHIE
EE, SEHMEK, EERMKRIES (MR MESRSER, BiEgim, 7=~
FEREE, EIENEKES) | MEKEREMER K ORZITRO bivk o7, RENWERIEL
WIFEEESR (BRREERT 250 22DEERE =T,
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@ HEELFRZFEINHERER (KEYNOTE-A1S #5x)
HEESRIIARA +CCRT BE 525/528 il (99.4%) . 77 &R +CCRT B 526/530
(99.2%) @O HAL, BRELORRBEBRILSETCERVWEEERIL. ThTth

512/528 f5 (97.0%) K TN513/530 1 (96.8%) (2588 BHiLlz, W nORE THRIEISEH

5%U EOBRIERIZTRO LB THoT,

K6 WTNHLOBETHEABEN 5% EOBIER (KEYNOTE-A18 BRE) (REMMITXHRE)
B (%)
PRERIRSIE -
(SOC: System Organ Class) AFI4+CCRT £ 77 &R +CCRT B
FAFE (PT: Preferred Term) 528 {3 530 fil
(MedDRA ver.26.1)
£ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2EIEH 512 (97.0) 365 (69.1) 2 (0.4) 513 (96.8) 324 (61.1) 2  (0.4)
iR S SR INFAE -
=din 317 (60.0) 101  (19.1) 0 296 (55.8) 85  (16.0) 0
M ifn BRI 125 (23.7) 67 (12.7) 0 92 (174) 57 (10.8) 0
U U RERIBE 49  (93) 45  (85) 0 47  (89) 40 (7.5 0
T BRI 114  (21.6) 56  (10.6) 0 94  (17.7) 52 (9.8 0
/MR AME 73 (138) 8 (1.5) 0 60 (113) 6 (1.1 0
B L Ok fEE
Hg 28 (5.3) 1 0.2) 0 34 (6.4) 0
P AR
FR B RE TOENE 56 (106) 2 0.4) 0 15  (2.98) 0
FOR AR REAR TAE 112 (212) 3 (0.6) 0 30 (5.7) 0
Bk E
iy 32 (6.1) 0 0 37 (7.0) 2 0.4) 0
fERY 72 (136) 1 0.2) 0 66 (125 1 0.2) 0
T 268 (50.8) 24  (4.5) 0 271 (51.1) 22 (42) 0
by 304 (57.6) 7 (1.3) 0 317 (59.8) 10 (1.9) 0
Mg 135 (256) 3 (0.6) 0 150 (283) 7 (1.3) 0
—% - RHREER L UBGEMORRE
5 T10E 77 (146) 2 (0.4) 0 63 (1190 2 0.4) 0
5 84 (159) 4  (0.8) 0 94  (17.7) 4 (0.8) 0
FEEN 35 (6.6) 3 (0.6) 0 2 42 2 (04 0
FEYSIE S L O A HUE
PR B R 38 (72) 7 (1.3) 0 37 (7.0) 2 0.4) 0
BE, PER LOWEAPHE
A LR ATEN 0 28 (5.3) 3 (0.6) 0 28 (5.3) 4 (0.8) 0
TSR R R 1R 32 (6.1) 0 0 31 (5.8) 0
PR AR
%;]—7:‘/7 S/ RIVRT=T—E 89  (16.9) 10  (1.9) 0 58 (109) 5 0.9) 0
ﬁi;g;jﬁyﬁw S/RTEAT= g (152) 5 (0.9) 0 51 (96 2 (04 0
ez vy F =4 42 (8.0 0 0 2 19 0
VU RERE D 70 (133) 65  (12.3) 0 83 (15.7) 75 (142) 0
I HRERER D 156 (29.5) 79  (15.0) 0 148 (279) 78 (14.7) 0
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Bl (%)

HERIRSIE
(SOC: System Organ Class) AH+CCRT #f 77 AR +CCRT £
FEAKFE (PT: Preferred Term) 528 1 530 43
(MedDRA ver.26.1)
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

RN el 7 116 (22.0) 25 (4.7 0 109  (206) 13 (2.5) 0

R E R 55 (104) 6 (1.1) 0 54 (102) 3 (0.6) 0

M ifn ER S 173 (32.8) 104 (19.7) 0 183 (34.5) 111 (20.9) 0
R X Ok REE

AARIBGR 83 (157) 3 (0.6) 0 88  (16.6) 2 0.4) 0

& L A LE 2600 (49 6 (L1 0 29 (55 4 (08) 0

&4V 7 AffE 74 (140) 22 (4.2) 0 58 (109 15 (2.8) 0

&~ 7% 7 AfUE 91  (172) 13 (2.5) 0 88 (166) 11  (2.1) 0

{liowal NURVN | F 45  (85) 5 (0.9) 0 45 85 7 (13) 0
B RE £ O A MRkEE

RAETm 39 (74) 2 (0.4) 0 34 (6.4) 0
PR R

BREARAE 22 (4.2) 0 0 28 (5.3) 0
BB L OURKRES

HEoR IR % 60 (11.4) 1 0.2) 0 47 (8.9) 0
AFEREB L OFEREE

BRI 29 (5.5) 3 (0.6) 0 29 (5.5) 0
FERG$ KO TRk E

Z 9 EE 28 (5.3) 1 0.2) 0 17 (32 0

% 30 (57 2 (04) 0 21 (4.0 0

728, AHI+CCRT BB W TRIEMEMZERE 8 # (1.5%) . RIBXK - /NMEZK - BEOD

T 40 B (7.6%) . BEEOREEE (hWEERELRMARLE, RERRIREREE, £
SRLBE. EREIES) 1 B (02%) . EEE (F7 > - N —EREE) 16 f

(3.0%) . BUERFA - BFR4: - FFHERERES -

FFds - A L PEREE R 139 #1 (26.3%) . H

IR RERE S 147 B (27.8%) . BIEHRREREE 461 (0.8%) . 1 BBERIA 161 (0.2%) .
BiknelEE (RMEREERE R, REREBEXRE) 106 (1.9%) . BEXR3F (0.6%) . ik
K- BEER - BREKR 1 B (02%) . SEIMEK 1 il (02%) . infusion reaction 3 5
(0.6%) KMOEEDOEFR 261 (04%) DRDLNT, Fio, TEMEKEEEREE, ik - K
W RARE, BEIEMEDE, OHRk. EERMKES (GREMIL/ MO ESRBER, &
MM, FRIFERE, MEEREVES) | MEREREEHEE NEZIIFRO bivehoTz,
AREWERBRBLRIUIBEESESR (BAREHEREE 2 E50) 2308 RE =T,
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[HiE - AE]

AR OREMBYEEET LEFIH LY I 2L —v a2k b, A& 200 mg %
Q3W, 400mg % Q6W XiX 10mgkg ((AE) % 2 EMME LT TQw]) &5, ) T
5 L7-BRORF O M FIRE DRI Sz, ZORER, AA| 400 mg 2 Q6W TH# 45 L
T2BEDOARF O EFIREIZE T 5 FEHMIEFRE (ULT [Caps) &V, ) 1, KAl
200 mg & Q3W TEE LVZBRD Cupss EELT 2 L FHISNT (TR) o 2. KA
400 mg & Q6W T E L7-BROAAF| O EFIRBIZHIT 2 &@mMiEFRE (CAT [ Coaxss)
EWVI, ) . AHI 200 mg & Q3W THEE L72BED Chaxss & B L TEIEZRT & T
ENTmbo, BANBFICBW TCERENERE SN TV HE - AETH L EH
10mg/kg (KE) % Q2W THEEE L7ZFED Coaxss & I L TIREZ RT & FRIS N (F
) . 6T, BEHEREAHEEE ZXIBIIAH 400 mg 2 QoW TH G L2 1E/NE 1 fHRER

(KEYNOTE-555 #f®) KV EONLEAEICESSEYHENTA—-FT, Iz
—3 a2 TR FEILEYEEE T A —Z LU (T£) . AT, B&OBA
FEIZ T DERIRABR AR ICE S & . AHIORE R & A ZE T Z 2N L OFE 2 HEFT
BT STE T VDMEE XL, AAI 200mg 2 Q3W XX 400 mg & Q6W T E- L 7o
BEE L AIME I REN L OBEEIC O W TR SN ER, ERROAE - BEOMT
BRNMER R &SR ZR T VW E TSN,

R FHROEDEIE T A —F

[ Coe Cove Coun Crons Coes Coons
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
200 mg Q3W' (58.55?’519.7) (27.27?58.1) (172’11 83) (91.97?’984.1) (49.?;(,)? 1.0) (30.2??1 4)
400 mg Q6W (12;2?24) (32.?)??2.7) (10.18’16 0.8) (145?49) (50.51(,)'57 13) (19.?3?50.9)
e | (s 60 NA (14.1:?2.@ A A -
10 mg/kg Q2W' (21%?223) (14;??45) (11;}?21) (4zi?§33) (27%7382) (19;?300)

T:n=2993, 100 HDOT I =L —3 3l K0 EH I EHEO TR (2.5%45, 97.5%5)  Cmax : #IEIIRS
B OREIMIE FIRE . Cave : MIEIRGHZOFELMFEFRE., Cuin : PIEIEER (A 70 2 B5RD) ORARLE R
FE. Cmaxss : ERIREEIZE T 2 & METIERE., Cagss 1 EEIRREIZIT 2 FMETIEE, Cnins : ERIKREIZIST

% foc A 17 e

156 BIDKMEIIE (95%(EFIXH)
§ : 41 BIOKMFELEE (95%EHEXH)

NA : 47 L
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4. FEFRITOWNT
EHELY X7 EHEEE (RMP) ITEOE, AAIOEEDZEMEGIEE ~DOH K
ﬂ%lmxz!%)‘éﬁm X CTho T, AEIDOEENET/BEZDZH - FEL, ARIOREIZLVERE
REWER ZHB LRSI T 2 2 EBREERTZD, LIT OO~@D T Z il fiak
IZBWTERT2RX&ETh D,

@ HMERRITOWNT

O-1 TED (1) ~ (5) ODWTNNITHELET D THLHZ &,

(1) FEAFBRENTEET 20 ADEEEILSFREE (B RS A SERE ISR
HES AU RSIFEEE LIRS A2l &)

(2) FrEMREIRPT

(3) FENRAFNIEET D0 AIFEEERPE (DN VISR ERPE. A REER
TIFRBE, D AREEERRERT L &)

(4) IRIEFIREELRE L, SSRERUFRIEZRE 1 SSRIER LRI 2 334t
SREBA L FRIERZ R 3 O EEIR D JEH AT > TV Dk

(5) BUBAHEA AL BN G O MR AR D B & 17 > T\ D i

O-2 FEHEEOFRER ORIERRERE OG5 7 ki & &5 2 FroER (TR
DWTINIEEE T D ERR) 23, U BEROARFNCET 2IBEOETE L L TEIE SN T
WnHZ &,

*=

o [EEMRFFIUSE 2 FOMHINHE ZAE T LIZ1RIC 5 FELL LD ARIR DEGRIHE 21T -
TWbZ &, 96, 28R, BAEWRELF L LIZBRIESFONHEZ1T > T
WhHZ &,

o ERNGRAFEUSE 2FEDOWHWHE ZAE T L7-1&IZAELU LOREBRZF L T D 2 L,
5B, 3 FULEE SARHEZEO ) AFEMIRIEZ G0 ABRROBRRIHE 21T > T
5Tk,

@ BENOEELFEREEOMEHIZONT
ERMIERERINERT HHTENERE S, REEREN O OFRED, AoE - B2k
SIPRIEROEERL OERS T 1R, AEFEORELGEOREES, &

DECPNATON DRI ES>TND 2 &,
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® BIEA~DOXIHIZOWT
@-1 MEREHIZEET 5B M

MU MR B O BELRRBIEANIAE LZBIC, 24 BFEREBEAEHIO T, Y%z X
I REHERRR I C BT, R L-RWERIE U CABREELRL O CT Z0ORIVER OERN S B
BREOERNY BHICELN, BEHICHRNAREREHRHNE S TWND 2 L,

®-2 EREEFICLI2FFEESIMSICETIER

DABIRICED 2EMN R MEBRLR OERE BT 2EREEEDEWERE=421 7
EEDEERORAT ) —= T HRITOWEIRE L IF#RE ILH TE LT — LEEEH
STV DZ &, 7286, BRIEFNZOWT, BABE L EDOFRBEZHSIEBmSNTNDH 2
&

®-3 EBEHERDOZWr-ORINZE L T

BEAH (BEMEMEEIMZ . RBK - /NEK - BEOTH, BIERZ% - e - T
PEREFESE - T4 - BRALPEARAE . BREREREE (RMEMEMER K. REKEBRE) |
WNHWEE (TEAEERE, FIRREEES, BIBRERES) | 1 BERR, 589
BEge. Fhk - BRI ARIE., FER, BEEOREEE (WEMERKERRAERE, ”EH
FEAREMERE, ZTHLEE, JERJEIES) | infusionreaction, ANZ% - BEFEZ - FHEA, HIE
i e, MREE (X7 - SNU—JEREFEE) | OHR. EERNRES (REHE
M/ RIBAD MESRBER . TRt E I, ARIFERE, EIEREKES) | EEOBR, MKE
BREMBRE. M%) (X LT, Highis U BEERERE OB 2 F 3 5 ER & EE L

BHWEROZE-ORNICE L CTHRERVOIEBZZ T ONAFHICHLZ L) | BEHIC
EYRLEN TE DIFFINE->THD Z L,

17



5. BEXMBLRLBE

[BE2hi4IcBI+ 2 FIH]

O RIBHREOEIS D 72 < | ALFRIERO 720 ((LFEHREE & L CoOREREITER
<) EITXIXHEHROTESHEEE TN T, £, 7V E2XBAROT T T A
(AT TZFUXIFANRT ZF ) OB ONCEHF], <7 ) &xtEN, TT7F
FHRIF) (AT TFNIINRTTF ) ) RO X7 OG5 O FZME
PRENTND,

@) %ﬁx IEROTEREBEBRE N L L, HEEFSIHEAS (KEYNOTE-826 X
B?) 1B\ T, PD-L1 ZELE (CPS") IZL VAN R ZBERPREZINATND
ze (p6~8 BER) D, CPS BIOAEIDE BT SV TH43 I BAR bfci:‘f“iﬁf‘“
BEOBREZIT) ZENEE LV, CPSN 1 KW THD Z L BHERINT-EBEEIC

WTIE, RFILSOTEEEINE L ZET 5,
* o KFIOZME L LC, PD-L1IHC 22C3 pharmDx [# =]  (JRFE4) HEARINTW5,

@ RIBED FIGO2014 ETHHDFHDIB2~NB # (VU L HEsBGE) IIM~IVA #
(U U R E I IRENE) DO RFTEIT FESEEERE BT, AAlE CCRT (v
AT T F R T COMNTIRE . ROZFO%O/NMERIEE) L O REREOEL)
PR REN TN D,

@ TRICEE T HARAN OG- R OBERAFEC DN T, RAIOFIMENHELSNTED
T FAIOEGHE LR B0,
o INERMBIIRIE
o OXEFQTHRADEMENT S TORWIOTTEMEEER & Off RS

[Z2ticBd 5 5FH]

O TFTRICEYTIRECOVTIIARORENED L S TWS Z Lk, #5%
Tz L,

o AREIDORAITHR UIBBUE DR ERE D & 5 BE

@ TRBRETOFMICIH VT TRICEY T 28E IO VL, AFORGITHE SR
WS, OIGFREIRE D 2 WVBEIZIRY , HEEREICARZHFERT L 2BE TS
Do

« REMMREOES I SUIBEDOH L BE
o ETEGRE CHER 280 L BE R OTEBE O BRI ORI 2 % O
18



FZIIEERA LIS 2 b % B

« HOREREBEOSH, SUTEMERRE L IIHEREEO B B REDORILERED &
o BHE

« IEEEBEE EhelepEErE) OboEE
© EROBRIIEEE AT L EE

«  ECOG Performance Status 3-4 "*V o HBE

GED BECOG @ Performance Status (PS)

Score | EF%
0 SR IEEITE 2, BFaL R LR FEAESHIRZ: <AITA2 5,
! AARRICEL LUEBNTHIIR S D A3, SITAIREC, BREESE > CTOERIIITO Z &M TE D,
Bl BNFH, FBIEE
2 HATRIBETH O H DB O Z LT N TRIBEIZAMEEILTE 2y, BHROD 50%LL B~y RAAVCE T,
3 [RONFZESOHDEY OZ L LTy, BHPO50% EE2Xy RO+ CRIT,
4 2L TRV, BoOHEOEY 07 Li3el TERY, BRIy ROEFTRIT,
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S

BRECELTHETR&EEE

WA CEEION A, BEIRFEER D IREET 2 @ BRI EE D S RE| O Rt K OVl E
OO LERERE oI BE L ThoERTZ L,

TBRBAIRIZESL D, BEIZ OFRICEIMER NMalEtEx o L, RELH
ThoEET5HZ L,

FEREWERAD~ XY A MZOWT

MEMEREENL DN DZ ERHDHD T, RAOEEIZHT--> TE. FIHER
(EGi, MRURIREE, uksE) ORI OME X MREOFEmE, BEL 71
7528, Eo, REIISUTHE CT, MiG~— W —FEOBELFEMT L L.
infusion reaction 3% H I 5 Z & A3% 5, infusion reaction 3588 HALZHEITIL,
WU LB 21T 5 & &bz, JERPEET L2 TREORELZ+2ICBIET 52
L,
RIS ElE S . TRAEREEER ORIBEREREE N, HLOND T ENHHDT,
AAHN O 5-BAIEET & O G- H M I E SR N iiirere & (TSH, WfEfEE T3, iF
HE T4, ACTH, M =L F > —/VEDORE) Z2EET 52 &,
BERFR. e, IFERES. TR, BIHEEERR S DN 2 ERH LD T,
AFI OB 5B faE & OB G M T IXERICAF¥RERMR & (AST. ALT., y-GTP, Al-
P, B UL EVEORIE) #EMT DI L,
SEIER (MERAK LY ERGEREZEGT) FOEERREENHHONLD Z &
DHLHOT, EFMICROERFEOFEZEZR T 528, £/, BOEFENROL
NIEHEITIE, HONCEREELZ2 T 5 L0 BELHET L2 L,
FAIDHEEIZ LY | BEOREFISICERT 5 L& X DN LEkA RRBIRENH
LA ENDHD, BEPRDOONTHEITIT, BELI-ERITS U-HEMH
TR & RRBR 2 RO [EAT LB U CE D) e ERBIRZ M ATV mE O RERIGIC &
LEMERD RO D HEITIE, AFIORIETHIE, R ORIBRERVEFH O
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