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#£5.13 RABIHAAN S NTZBEORIAFIC OV, [17. K
Al OHOWNEZBHL . RRIOAZER L2 Z 157
IR L7 BT, BICREORREZITS> 2L, [17.1.16 &
]

(BEREN L =ZFEREZE T DIREERE)

5.14 KH DM B MBIBEIC B 2 EWER ORI LL TV
T\,

5.15 RA MBS OEAmHRIE. PD-LIFHEK (CPS) IcXD R
% AIEAASRBEINT WS, CPSICDWT, [17. EERAEE]
DEONBEZRA L RAIOERMER VR et &+ 1 B
L7z BT, BILREDOEREZITH & [17.1.17 B3]

5.16 [17. KREE] OHONEZRH L. KB OFEMERORE
HETFICHBLEZET, BSEFOREREZITS Z &,
[17.1.17 1]

GRIBYIFRTEEINETT - BREDRIESRE)
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A, Ra7aY Xv7 GEBETFHEZ) LT, 10
200mg % 338 BRI FE 13 13 400mg % 658 ks T304 A 13
THTFET 5. PALEBRERICHEEL ZPD-L1EEORE
YVIBRRBE 2 AT - HROEBERFLEEIC LTIk, A% H
M5 HIEBLTE S,

(D AAEREEER [TIBE U YIBRAREIEST - BEDFEE)
VIYNFZTAVLVBEEOHAIZBNT., @F. KA.
NRATaY AT (BEFERZ) & LT, 1E200mg % 33EH
FEIFE S 1& 1 [E1400mg % 638 B fE T30 B2 T riifEiEd %,
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BEORERISICE ZEIFRPEDN S HEICIE., BIBRE
RALVEVRHIORGEZERT S L, £z KARGHER TR
WCEEBZEERAP D o bNEZENH LD T, RAREGHKT
ROBIZEZT3ITI &

8.2 MEMMEEY»HSLND LN BH 20T, MHER (B
M PRIRIRIEE, REBRSE) O RERS K O AR XARAR A O E
BREzTDIITO &, Foy BEITSCTHERCT, MmiF
Y= h—FOMELZEMT S L, [1.2, 9.1.2, 11.1.1 &
H]

8.3 HURIRtErEMEE . TERAKERE R CRIEMRERErH5D
NBZENH2HDOT. NOWHKRERE (TSH. EHET3. Bt
T4, ACTH, IfHaLF vV —LEDRIE) % EMINATS C
Lo oy BEWLSCTHEHERESFOE/BLEERT 22 &
[11.1.7-11.1.9 2]

8.4 BIREAF7¢. FF A&, FHMRERE. JFK. B{LHEERY S 5
DNBEIENDHBHDOT, IEEREZERN (FiCT7Fv7F
7 EOMRABERIIED) 1T, BEOREEH3IC8
£ILHI &, [11.1.6 ]

85 1EIERBAHS5bNEIENHHDOT, B, FD., IEH
FOERORERELCMBEMEDO LRI+ IERT S &,
[11.1.10 1]

8.6 BEENHODLND I ENHHDT, BEEEME 2 EHMIC
T, BEOREZ T OICBET I L. [11.1.11 3]
8.7 Mk, MRHRENHS5DOND I ENHHDT, HIET.
i, CKER, P RURPIA 7oy EREOBE R

TATS 2 &, [11.1.13 2]

8.8 HIEMENIEN HSDONZH I ENHBHDOT. FHMETR. R
TE, PREE, BIEREFOBREZ DTS I L.
[11.1.14 2]

89 DEHIRMBHESLNBZENBHZHDT, . CKER, LEX
BEFOBZZ 2T 2, [11.1.15 2]

8.10 RESEAE (IERAKMILEERGERZEL) FOHEELIR
BEFHODNDEZENFHHOT, MOREOHEZ EHH
ICHERR T A &, 72y ROBENRD S NIHEHITIE, &
PRIERKEEEZRZEZ I AL OBECHEET S &, [11.2
ZHH]

Y%,

9. REDERZHI BFEICET IR
9.1 BHHIE - BIEEEDH 2 EBE
9.1.1 BERFEEDEHN FEMENE L FERMENESR
BRBOBEREDS 2 HE
SEBEORERAP RN IEET 6 BENDH 5,
9.1.2 MEMEMERDSH 3 EEXIFZ DEHEEDS 5 HE
FEEMREPRBEIEET 55T PH 5. [1.2,
8.2, 11.1.1 ]
9.1.3 [@EBIEE (EMFMRBERZSE) 0HZBE
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LERERRS  (BIRE LB IRIB 2 &) (0.4%) Db S5bh,
BIRRETr 7Y RF—Y ACELBENDH 5, 1BIER
WHhEDNIHEICE, REloRGEzHREL, 2
YBEI OB ESEOBY L LEZITD 2 L. [8.5 B

A1 BEE
BAE (1.7%). RMEREEER (0.2%). RIREE R
(0.1%Ki) FOBEENHLDLNDIZZENDH S, [8.6
2]

A2 B (0.4%)

A3 8K (0.3%). HEEREERE (BEAH)

[8.7 2]

14 SEREIE (0.1%)
BEMBEIEICK S 7Y =¥ D7z 053 FFIRA 2 A5
TI22EXPH2DOT, FIRREOEILICHIERT S
Z &, (8.8 3]

A5 DERk (0.2%)

[8.9 ]

16 Bk (0.1%). BERERR (0.1%)

17 EERIMRES
GapEtth M/ RIBA I EEBE  (0.1%K0) . Bt Em (38
EARR) ., REFRE (R, BERHE (GEEAH)
FOHEELRIMKBEENHO5DNDZZENDH S,

11.

1.1

11.
11.

—_

1.1

1.1

11.
w111

_

*11.1.18 EEDEX (0.1%)
GRERIBIERT 5 EEZX6NBEEOBRNHS5DI
HIENDHD. BENROONIHEICIE, BIBERES
LVEVHIOBRSFEOEY R LEZITD &

11.1.19 MIREBIEIREE

(BHEEARBH)

11.1.20 #&#% (0.1%AKH)

[9.1.4 1]

11.1.21 Infusion reaction (1.5%)
7+ 7 4T F—%&EInfusion reaction? iR 5Nz
LBEICIE. AFOBEFIEZOFEY ZABEZITH> L LD
2 ERPEET 2 TREORERZ HDICBET S &,

11.2 ZDfDEIER

10%LL E 1~ 10%K1i 1%
Mg K oYY (&, | /R E mER |G B ERIE HRE
VISREE | BREA WA U U ISERRE
D FENMEIF IR
DRE
H RO KK HIg
65
W IR E M TSHIE N M TSHE A
AR P AREZIE. WRIEHEN |BH. 5 &5 H
SN ZE 2y - TN
RE ML RD
T A =27k /N
W - T AR R
BEEE ED, MRHBEH. ORN%., FBOENBE. B,
. ONEE. EBRTNEE, §RE
. HIEAR. BE[WREREE. B
ERYE [, sils. ORE
PREBTERK
— % - &5 EH WIRE. FEE MRRVERE. Mo, KW
R = % O B DRI, BRE. K
58 AL 0 R WtEEE, EE, A
5 VI NI U YRERE
BEGLRE M O fifig¢ FEESS . FRIESEEYL,
B4 HUE CfEH > 2 ¥ 5E,
ARG
KRB K R BREGE |~ 7 % ¥ L MAEH L7 L IEE.
EpEE SE. KT MU T LAM|E A Y 7 L ME .
FE. EAH Y AP I L AT O —
E. US—EHEM. LN, ma L A
7 It &7 u—IVIIE. &
Mg, ik, & bV |RERIE
7+t RIMAE. K
U R IMAE
i B A% R K BAARE. AP, DU |\BEER. BER.
O HE A FH A% R, BEbE. BR| A EAE. B,
= i B A
1o AR BRESE . TR, VR FEER. BB
= D E L, Kt
BE =2 — 0/
F—. $EE. RR
fE
B R EAR., b7 L7
PR F = HE
N ] FEEE. LR COREWEER. 2R,
2% Uit FR BN, BN, |ELE. K.
[ Leo<b S5 A I I R
B RO Z D EE. | REBE. X - BEES. FEX. &
THRREE (RS REMBEASALEMBRERERR. £
B REEE. BOR|EMRE. CAR
EERERE. F%E. 8. KEa
H3E. FI3E FiD . FEREE.
KERE. BiF.
ZIFRE. JEARE
RIS, BB, £
s
Mg REE S EIME. 1FTYH.
AL
Z DAt {RE R meELDHEE, 1
FRCKHEM. (REHE
o, HLaA R—
A

) [8.10 ]

—4-



14. BALODES
14.1 EFFERMOER

#14.1.1
14.1.2

14.1.3

NATILERELZNWT &,

NA TN ZERICEL. FRANCRET 2551013, #8E
Ty 25CUUR T4 5 2 & [20.2 2E]
FHFC, NPRYESRSECOEREBHRICK VERT
B2 L. WRTFAPROSNDIFEITIE. NS TILEEE
IT5ZE,

14.2 ZEIARBOIR

14.2.1

14.2.2
14.2.3

HEE (AmLLK) 24 726K EW0. HRER
BRI HRS% T R 7 BEEHR O 516N v ZIHEA Uy
BRKEEZ2]1~10mg/mLET 5, Ny 72 0oL D
RESETEREMT S &L, BEICRRT &, EBHD,
SHEOY YN EHEORTHRAOGNDZENDH D, N
BHEEMPRDSNIBERIFEH LTV E, N1 T
FORKIIEET S &

FHRBIFEE SRV &

REANFZRERZEE RV, HREE T ICHALTHRE
TEHHEAICE. FRPOBEKT ETORMBEZ, 25CLL
TTORELINRIZ2~8CTIRBILINET S5 &, &
TR 2 WATRE L= 5E810k, BERNIICEBNY 7 2%
BICRY Z &

14.3 RERSEHOIE

14.3.1

14.3.2

BROKEICHIZ>TIE A vF4 T4 LT — (0.2~
S5um) 2FHATS L,

F—DERE T A > 2 L T3 2 ff H RIS L
Wl &,

15. ZOfEDER
15.1 ERRFERICE D <I1ER

15.1.1

15.1.2

EWANOERRBICE VLT, RENCNT 2 HiEDEED
WESNTWD,

BEPRERERIC I W\ Ty AFNC & B IAER I [FIEE M fa
BHESERSNZEN T, BELBEANEIREOR
TEREE S HHENTRD 5z,

16. EYEhRE
16.1 MepieE

16.1.1

BOgs
EME [ (KEYNOTE-0L13#t5%) <. HAAOETHELHS A
BE AR 10me/kg & BERIRAFGHZEY Lk e 20, miF
FBEMBERIIC, BYBERNNT XY 2RIIRT. 7UT TV AK
O3 HARMOEMPEEIHER (2% 10mg/kg) THEL TRRKT
Holo

M1 HAABEOMEMBERER (FHLRERE)
(KEYNOTE-0113%%)
1000

%‘ —e— 2 mg/kg

\g —a— 10 mg/kg

i

B

™

»

X

o

™

4

<

+

T

€ 1T+
0 168 336 504 672

5 %EER (hr)
#1 AH2L10mg/ kg% HIERS L7z & & OFEMBAL T X — ¥ OBHEHR

(KEYNOTE-01135%)

Crmax Tmax T AUCo-28day|  t1/2 CL Vz
(1 g/mL) (day) (pg-day/ml) | (day) | (mL/day/kg) | (mL/kg)
Zfﬁ/ﬂk 47.4 0.223 507 184 | 2.46 65.3
(3%,”‘% (18.6) |(0.002080233)| (20.0) |[(56.1) ¥| (44.7) | (21.3)
mﬁﬁ'jk 250 0.00903 2219 | 181 | 293 76.5
(7{%)‘% (232) |(0000694-0232)| (32.4) [(684) ¥| (56.5) | (34.4)

M2 HAABEZEOY A Z V1KUY A 7LD IMiEHIEEHR
(P4 £ EHEfFZE) (KEYNOTE-04135%)

MEHRRLTOY X T EE (ug/mL)

100 5

N
o
i

1+

N

—a—HAY)L1
YA IL8

0 72

144 216

288 360 432 504
5 &8 (hr)

#2  AfI2mg/kg % SAMBRE TG Ll & 2 DEMBIHE 5 2 — & OB E
(KEYNOTE-0413E%)

Cmax Ctrough AUCO—Zlday CL
(pg/mL) (pg/mL) | (pg-day/mL)| (mL/day/kg)
HA 71 40.9 11.37% 393f NA
(42451) (28.1) (19.0) (18.2)
P78 61.8 24.581 7975 2.51%
(2861) (24.5) (48.8) (32.4) (32.4)

AT GRIATZSRE [%])

T o414

YA IV 2R EHIOMIEHRE

§ 1 256

[| 25 7 VOB EHTO MEHRE

NA @ #diz L

(UIBRTBETREST - PRSI/ HRRRAHTE)

ERAFRSIHERE (KEYNOTE-024i#8%) T. PD-L1BHOUIRAEE
AT - RO NIRITEEE CEMEIRBMAITIR1526]. HAA21
Bz &) 1o, AFI200mg % 3B EE kR T REBIRNFRR S Lz & &
O, ARARCHEANBZICB HIEF b5 7 BEHRBEZRBICRT .
E (4 27 )]1) OCmaxDEAITFEY GEAEBRE) 1367.5 1g/mL
(23%) T, #5218 (F A7 18) O b 7TEETOMRAFY (H{A
EEIRE) 1330.6 ug/mL (50%) TH-7zo

T YA 7SR EHIOMIE IR

M3 HAARUHEANBEOMES -7 7 REHR
(P45 £ #EfRZE) (KEYNOTE-02435%)
60

& (pg/mL)

40 |

i
g

20 o

MERRLTOYRTD

o+H———————
0 10 20 30 40 50

5% GB)

16.1.3 BEFEYERERENT

AFI200mg % 3MEHE (Q3W) XIF400mg % 6AMEIE (Q6W) T
5 U7z & & O BEFSM BT IO MBI ST A — & L)
% 138 (KEYNOTE-55588) | TARHI400mgz Q6W TH#5 L
T2 & & DERBICHESD EMBRE ST A — & % Hlt L RIE, #30
EBVTH o, BEFEYERMITICIE, ERELRZE D/ MHRE
(KEYNOTE-01038) . EFE#£ RS MRS (KEYNOTE-02435) .
WA E T HRAB (KEYNOTE-001#5) . wssE 1 HRB
(KEYNOTE-00238) % UE4h4 MAARE: (KEYNOTE-0065t8#)
CHEAANS 7= BE2,9930DF—5 (5 5HRNEIH) % &t

K3 KAHRGROEMIE ST X — 5 DB

MR (RTZEENREL (%))

T FRfE (EEFE)

I Tast2BX 201226 T2BE 12 FHEICED

16.1.2

REKRS

(BEREE)

EWE 1 HHBE (KEYNOTE-04158) <. HARADIATIRRRER
ENEOERE ICRR2mg/kg % 3ERIRIRE ©REFIRMNFHH S L
L&D, PE (FA 7] ROBEE#21E (F1 718) D+
REHB 2212, YA 7ROV A I L8DIEMBE/NT X —5 2K
21RT . A ZNBIIBITF S, KAID T 7 #EEKRVAUCO-21dayD 3
fIEEIE. 22245 0g/mLKUT797 ug - day/mLTd > 7z ARA
DT 7BEETA I8 (21#) FTICBBLRAEFRBICFIEL ..

. Chmax Cavg Ctrough
ik - (pg/mL) (pg/mL) (p1g/mL)
59.1 27.9 18.1%
R
200mg Q3WT | (56’5 50.7) | (27.7.28.1) | (17.8,18.3)
123 324 10.6%
R
A7V | 400mg QOWT | (15704 | (320,32.7) | (10.4, 10.8)
400mg Q6W 136.08 NA 14.91
(FERIE) (135.6, 136.4) (14.4, 15.4)
92.8 50.4 30.9
R
i 200mg Q3WT | (91 7794 1) | (49.8,51.0) | (30.5, 31.4)
ERIRE
400mg QEW 148 50.7 20.3
(146, 149) | (50.1,51.3) | (19.8,20.9)

T 12,9930 x 100D I 2 L— 3 YIC & D EH U7 & FH{E o oo fE

»»»»»

Cavg * I IMIE IR
YA V2R SHIOMIEHIRE

§ : S6HIDMMFME (95%FHIXMH)
I+ 41BIORFIME (95% EHIXIH)

NA : §%7% L



16.8 Zft
KA QRN ORI 2 BE- RIS ORER, AHI200mg 2
QW TG L7 BE & AHI400mg %z QoW T 5 L - BR OB R e O &
I =R W ETRIS Nz,

F) AROARRAERVCHRR. BE, RAICE, Xa70YXv7 (B

EF%Z) & LT, 1E1200mg% 338 R 1 1[E1400mg % 638

M2 PFS®Kaplan-Meiergi# (KEYNOTE-002i5%)

100 =
90 -
80 -
&70-

—— % 2mg/kg QAW
—— &AI0mg/kg QAW

jle=2=23

FEIRR T 3053 [l 20 1 CRE#E S 20

17. BRPRAYHR
17.1 EIERURLHCHT HHR
(BHREE
17.1.1 BRI 1188 (KEYNOTE-04158R)

LEBERDO WA ) AV T EEER V2L I AV ETOILERE
HEREEET HRANRARE 2 B R aEEHA20] CEREMITHR37
Bl) 2HRIC, AA2mg/kg BERERFRESED OBFIMER R
MEtSNiz. B, EEEHE CREETHRD 5 NG EIC, REET
ZRTERPRD SN2 VWEOEKNICKE L TWAHERETIE, KEILL
O E GG THREETIRD 5N TRAORS 2T 2 &H
AHEE SNz, EEIMAEE THHEYR [RECISTHA RS A 1.1
MRICED < RIRHIEIC & 552 %EL (CR) XIE#EaZE% (PR)] &,

24% (95%fEHXME  12~41) TH o7z

TRV RBEI4261h346] (81.0%) ICEWERADP D SNz, i
HIFER (10%2L L) & 25 EERE6MH] (14.3%). BEIRELEIREE6H]

(14.3%) KRUBRESH (11.9%) TH-7.
17.1.2 BB T4EHER (KEYNOTE-00255R)

AV LAY TIC K BIREREEET HRATRRE 4 Bk R EERE 2
RiZ. AHI2mg/kg IMREERFIRSED KO 10mg/kg 3@ R 5ED
DEWUE R OREWD . (LZBE (FHULNY Y, FEVT IR, AL
RTSGF o T )VIFEVRBANRTSF o+ 7) 7 FE)) %
W E L TR Sz, b, BSEHE CREETHPRO S HEIc,
BRHEGEIT 2R TIERD RO SN2 WEOBKWICKE L TV 5 EHETIE.
WR[E] LU O BHEEHT TRBEIT RO 55 £ TAR OB S 2 /T 5
ZENHEEE SN, EEFMEEE X2EFHE (OS) RUEHEESA
FHI (PFS) &ah, AANMLEFEEHE LT, PFSAARICER

L7z (Rl K1KROR2) D,

17.1.3

0 2 4 6 8 10 12 14
E:3

at risky AR (F)

A#2mg/kg QW 180 153 74 53 26 9 4 2

A#0mg/kg Q3W 181 158 82 55 39 15 5 1

=73 179 128 43 22 15 4 2 1

S IERER (KEYNOTE-00655%)

AV LT TICEDEBBEOLEVWIIA Y AT T2 EELVIL IR
VETOEREREEZ AT HREURAELEERGERE 2RI,
AHI10mg/kg 3BERHFFERSED K O10mg/kg 2R 5ED OF
MR OREEDS, AV LT TEMBE L TRET SNz, BB, iR
FHl CREETARD SN HAIC. REET2RIERARD 5 hk
WEDBERINICEE LTV A BETIE. WIE DI O BEif{§ il ¢ R EET
RSN ETHRAOHG 2T 5 LA ATEEE SNz, EEFl
HHZ2EFHR (0OS) RUEMEELEHE (PFS) &3h. KA
ALY TEHB LT, OSRUPFSZERICERE Lz (£2. K3K
UR4) 2,

ARHI10mg/kg 38 RE R SED DR EERNTHREI277H 2024
(72.9%) KUOARAI10mg/kg 2EHRRRESED %2R 5]
27822161 (79.5%) ICEIWERARD 6Nz, ELFEIER (10%LL
) & ARAILOmg/kg 3BEEMERSED TREHS3M (19.1%). FHF
401 (14.4%). Z > FERE39HI (14.1%). FZE37H] (13.4%). BHRE
3261 (11.6%). EO31H1 (11.2%). EIE3LH (11.2%) RUEHE
HEBE31H (11.2%). A#110mg/kg 2 BERFREZSED T %5841
(20.9%) . FHA7H] (16.9%). FEALH (14.7%). &> FEIEA0H]
(14.4%) . #HRE320H] (11.5%) KROEL28H] (10.1%) TH-7z.

F#2mg/kg MBS D O% 2 H AN R 5178051216
(68.0%) KRUAA0mg/kg BB EE) 0% IR R
17961513361 (74.3%) ICEER P RO 5Niz. E2EWER (10%2L
B) ., AF2mg/kgn BEBBERRSED TEHA0P (22.5%). €5
FEEI7H (20.8%) RUFEE21H (11.8%). A#I10mg kg 33ERIR
W 5D RSS20 (29.1%). Z 5 HEEA201 (23.5%). FAIL9M
(10.6%) KUFZE18%] (10.1%) TH-7z.

#1 AR (KEYNOTE-002:5%)

ARHI2mg/kg ARAI10mg/kg sk
Q3W Q3W
(180#1) (18145) (179%1)
OS |HhfE [A] 13.4 14.7 11.0
(95%fE X [H) (11.0, 16.4) (11.3,19.5) (8.9, 13.8)
N — R 0.86 0.74
(95% 15X ) (0.67, 1.10) (0.57, 0.96) -
P& 0.1173 0.0106
PFST |thskfE [A] 2.9 2.9 2.7
(95%fE X H) (2.8,3.8) (2.8,4.7) (2.5,2.8)
NH— R 0.57 0.50
(95%fE A ) (0.45, 0.73) (0.39, 0.64) -
PfE*$ <0.0001 <0.0001

Tt RECISTHA B 74 ¥ LIKICED <AL U 7z FRAHRBHE K OE5 HFER IC &

B

I A Cox HBINY — B ETIC K BIL8EE: & DMk
§ EHa YT Y IBE
Q3W : 3EMMREHRS

1 OS®Kaplan-Meiergi#t (KEYNOTE-00275%)

100
90 —— #7 2mg/kg QAW
80 - ——— FHl0mg/kg Q3W
70 4 (=2 2
€60
B 50 1
ﬁ 40 +
30
20
10+
0
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk#y R R)
Z#) 2mg/kg QW 180 131 95 70 61 11 0
AHI10mg/kg Q3W 181 138 929 79 67 12 0
{E2E 179 115 80 60 48 9 0

F2 ARERA (KEYNOTE-00675%)

ARAI10mg/kg | AHI10mg/kg LYV LTT
Q3W Q2W
(27741) (279f1) (2784)
OST |HofE [A] NE NE NE
(95%( 5 HEIX ) (NE, NE) (NE, NE) (13, NE)
N — RHF 0.69 0.63
(95%({EH < H) (0.52, 0.90) (0.47, 0.83) -
PfE*$ 0.00358 0.00052
PESIV | hRfE [H] 4.1 5.5 2.8
(95%( 5 X ) (2.9,6.9) (3.4, 6.9) (2.8, 2.9)
NY— RHF 0.58 0.58
(95%({5HE < H) (0.47,0.72) (0.46, 0.72) -
PfE*$ <0.00001 <0.00001
T R O 7 — % : 201583A3HF 1Y hE T
I ERICOXHFINT = RET ML B A BV A~ 7 E DR
§ (J@RIR ST Y ORE

2 i

9\ RREf#TEEO T —4 : 20144E9A3H A Y v AT
Q3W : EMHERERS. Q2W : 2EMHEE# 5. NE : Not Estimated

3 OSmKaplan-Meierihi#i (KEYNOTE-0067#5%)

SRECISTH A BT A > LIBICEED <AL U BEHRBHE R OTES EMEIC &

100 ===

20 -
107

AEULTT

——— #F0mg/kg QW
#H10mg/kg QAW

0 T T

0 2 4

at risk#

AEI0mg/kg QQW 279 266 248 233 219 212 177
AHFI10mg/kg QW 277 266 251

AEULTT

6 8 10
S

238 215 202 158
278 242 212 188 169 157 117

14 16 18

67 19 0

51 17 0



M4 PFSoKaplan-Meierfift (KEYNOTE-006i5%)

F4 AHERE (KEYNOTE-189i#E%)

100 Jmg g KA200mg Q3W. A | FTEAR, XX FLFELF
907 W, rtomgig QoW FLFE RF DU TLKE|F YT LK O TS
@ jg 1 v WROT T F F B F - BYFIE3)
B 60 (410f1) (206f1)
£ OST [dhsf [A] NE 1.3
B 40 | ey (95%(ZIBX ) (NE, NE) (8.7,15.1)
%g 304 g NF— RIEE 0.49
20 | t; (95%fE A ) (0.38, 0.64) -
10 - PfES <0.00001
0 ‘ ‘ ‘ ‘ ‘ ! PFSTI|rhofE [A] 8.8 49
R O T, S (95% () (7.6,9.2) (4.7, 5.5)
at risk# TR NP — R # 0.52
FHI10mg/kg Q2W 279 231 147 98 49 7 2 0 (95%ZHEK ) (0.43‘ 0.64) _
A#10mg/kg Q3W 277 235 133 95 53 7 1 1 PfES <0.00001
AEULIT 278 186 88 42 18 2 0 0 -
T RO S — % 1 2017411 A8H N v b4 7

17.1.4 EEHESENEEER (EORTC-1325-MG,/KEYNOTE-054558)

FEYRBEOAT -V [MAH (V) >/ Ei#zE Immid) . MBI XV
MCH] oEMREERE (HAANSHzET) 20RIC, MkmHBR
HE UTAAI200mg 3BRMRRS OAMERTZ2EN, 7Rz
WL LR S iz, 2BFEFAT, AR T IR LT, X
HAHEEE T 2 EERAEFENM (RFS) 2ARICER L (R3RUY
X5)0

LRGS0 39661 (77.8%) (HAANIBIHSH % &)
CEIERAPRY o, EaEIER (10%5 L) &, 551434
(28.1%)+ THI94H1 (18.5%). & SFEIESSH| (16.7%). HUIRRHRE
ETE73 (14.3%). BD58HI (11.4%) KOBIHEHES16] (10.0%)
Tholz. [5.1 BH]

#3 FHRERAE (EORTC-1325-MG/KEYNOTE-05475%)

A#I200mg 7T R
Q3W
(51441) (5054)
RFST [HsRfE [AH] NE 20.4
(95%(E X ) (NE, NE) (16.2, NE)
NHF— Rt 0.57
(98%(EHEX ) (0.43, 0.74) -
Pf#ES <0.0001
T PRETR O T —% 1 2017 10H2HA v v A7
fBRICOXHBING — REFIIC KB TSR EDH#
§ TET YT Y UKE
Q3W : 3EMME#S. NE : Not Estimated
X5 RFS®Kaplan-Meiergif#
(EORTC-1325-MG,/KEYNOTE-05475%)
100
90 + R
80 R
g70 “\m\ﬁﬂ\
60 e
E 50 1 e
R 40 4
& 30
207 — FH200mg Q3W
107 FseR
0

0 3 6 9 12 15 18 21 24
WEREFPR™IA]

at risk#g
ZFHI200mg Q3W 514 438 413 392 313 182 73 15 0
TSR 505 415 363 323 264 157 60 15 0

E1) BRREEOBE. AROAZRAERCHARE. B, RAE R

A7V AvT7 GRIZFMIEZ) & LT, 1E200mg% 38R k& X
13 1[E1400mg % 638 f ] FE T30 A 1 TRUEENES . 72720, iff
BRABREDZ A, RGHEIXI2, AMETET %,

CUIBRANBEIRIEST - FEFEDIE/ \HBRRAHTE)

17.1.5 EBRHESE MEEER (KEYNOTE-189515%)

LBk O 2 EGFRBIEZFA R K CALK# &R F IRt
PRANRE 2 4T - RO IR LRIE MRl R E 61661 (HAA10f
E2EL) RIS, AH200mg. XA M LFE RS YT LKA RO
77+ WA OHMAFESERBRR S OEWER RN, TIE
Ry R UF L RF YT LKRMROT T 5+ BF OO AL 5
Be Lz —HERRBORE Sz, MlEd, 757785 (27
FTFYREANRTTF V) BHEYEMAERE S EIGBRL, #5135
KA4T—2FTE LTze 4B, EHGFHE CHEEETPRD s h 581,
PREHEIT 2RI RERARE D 5 N WEDERKAYICLE L T2 BH T,
WRIEILRE D EGFHIE CREETARD SNLETHRAERA P LF LR
T N U LK O RS 2T 2 C EAREE S, EERHb
HEB2EFHE (0OS) RUHIEEAFNR (PFS) &ah. &Hl
RAPLVFEFF YT LKRIKROT T FFHAOHRRER T I
Ay R VFERF YT LKRMROT T 5 BE OO L E
LT, OSKUPFSEARICER L7 (F4., ROKUVKT) 3.
LRI RBI4056 37261 (91.9%) (HAANABIH3H 2 &)
CHIER AR 6Nl EREIEM (20%0 1) & BL1874]
(46.2%) . EIM15441 (38.0%). 95513461 (33.1%). HFHERHAE

101f (24.9%) RUERRBEESAH (20.7%) ThH-7z. [54. 7.1 &
1]

I ERICOXHBINT - FEFIMICL D T TR, XX PLFEFF MY T LKA
MROT 7 F F HE O G FIFE E Ok

§ DEHa YT Y I RE

|| : RECISTHA FIA ¥ LIMICHED < B ML SEE

Q3W

171

: 3EEERER S, NE : Not Estimated

H2) AH200mg. XX b LFt RFF bY T LAKAYS00mg/m2, ¥ RS
FF > 75mg/m2XiEH VAR TS5 F > AUC Smg - min/mLAEYED
JEICQ3W (Fa—ZAD1HHEICHRE) T4a— 2% 5%, AF1200mg
KORA b LFE R+ Y7 LK09500mg/m2 2 Q3W Tt 5 L 7z,
TIEAR, RAMLFEFF YT LKAP500mg/m2, AT T F
>75mg/m2XiE AR TS F > AUC S5mg - min/mLAEYEOIEIC
QW (Fa—201HBWIHSE) T4a—25%, TILRAKRVR
A S LFE R Y7 LKAYS500mg/m2E Q3W TS5 L7z,

M6 OS®Kaplan-Meierti# (KEYNOTE-18938%)

%3)

207 —— #m200mg QAW. RARLFERF RIS LKIIIRU TS FF 57
107 —(—— TSR RXMUFERF D LKIIIRY TS F - EA
0 0 3 6 9 12 15 18 21

at risk# EERRA]
A#200mg Q3W, ~
ARUFERFIIDLA 410 377 347 278 163 71 18 0
KRV TSF 85
T3tk RANFE
R MUDLKIIYRY 206 183 149 104 59 25 8 0
T5FFER

X7 PFS®Kaplan-Meierhi## (KEYNOTE-1897#5%)

100
90 ‘\‘ — FH0Mg QW. AXMFERF MY LKIRYTS5F T 8E
80 ‘nﬁ —— = TSl XL ERS RS LKTIRY S5 8
701 M.
60 - it
ﬁ 50 1 i
gg 40 .
20 T
20+ H"‘WH
10 ] J EPE—
0 ‘ ‘ ‘ : : :
0 3 6 9 12 15 18 21
at risk#t EREFHRA]
A#200mg Q3W, ~
ANUFERFISL 410 322 256 148 60 17 5 0
KRV T 57+ EE
TStk AP
RFMUOLKIURG 206 140 80 40 16 3 1 0
T5F 5

.6 ERHEIS IR (KEYNOTE-407:5R)

(LEFRERED 2, PIRARREZEST - BHRORF LRI/ Ml RaifE 8
55961 (HARASOfIZ&T) ZXRIC, AFI200mg. HVRTFF >~
RUONRZUZ XL LI 7 ) ZFE)L (FILT IV EER) (nab-/%
70 & Fv)V) OOREEERMERER SO R OREES, 7T
TR, WIVRTTF RIS )& F ) idnab-/37 Y ¥ FL L OHf
AgEAENBE L ZEERRB ORI s nz, WigEed, 75+
TV idnab-/87 U & F L)Lk, HYEAMAEE S EIGERL, #51E
BARAT—RAETE Lz, &8, EGFETERETIRAD S NIHE
12, EERETZ2RIIERDIED 5N RVWHEOBERNICEE L TWAHEE
Tl REDFEOEGIHE CHRBHETHFRD 5N 5 F TRFIOKRG 2
BidH EHRREE SNz, EEFHMEEE X 2EFHE (0OS) KU
HWEAFHE (PFS) L&h. KA AVRTIF U RUNRTY ¥ F+
LEnab-/827 ) ¥ 2L VOBRREZ ST LR, AVKRTSFURD
870 % FE I idnab-/7 ) ¥ L LOHRBEEE HEIL T, OSK
UPFSZERICER L7 (£5. RBRUK9) 4,
BRVERAT G127 861726561 (95.3%) (HAAN224IH22M1% &Lr)
ICHITER RO 5Nz, EREIER (20%2L E) &, BEREL264]
(45.3%) EMm12361 (44.2%) HFHRERBAEI7H (34.9%). FD85
Bl (30.6%) I/IMRIEARES LA (29.1%) KO THI6LH (21.9%) T
Holz. [7.1 ]



#5 ARERGE (KEYNOTE-407:#ER)

6 AMERE (KEYNOTE-042:5k)
(PD-LIFHATPSZ 1%D )

AHI200mg Q3W 77 FF 8% &R
(6373) (63741)

OS™ |thifE [H] 16.7 12.1
(95%(EHEX ) (13.9,19.7) (11.3,13.3)
N — RHE 0.81
(95%(EHEX ) (0.71, 0.93) -

P 0.002

AH200mg Q3W, NLAKRT | T5E R, HVKRT5F >~
FTFYRUONRTIZFENN | ROIST )& FEILRIE
dnab-/$7 ) & F L) nab-/¥27 Y ¥ & LS
(27841) (28141)
OS*t |HfE [A] 15.9 11.3
(95%(EEX ) (13.2, NE) (9.5, 14.8)
NP — RHF 0.64
(95%fEHAX ) (0.49, 0.85) -
PES 0.0008
PRSI hgefEi [H] 6.4 4.8
(95%(EEX ) (6.2, 8.3) (4.2,5.7)
NY— RH# 0.56
(95%fEHAX ) (0.45, 0.70) -
PIES <0.0001

T R O T —4% 1 2018F4H3H Y v AT

I BRHICOXHBINY = RETIMICK DT TER, AIVKTSF U RUNT ) 7+
TV Xidnab-787 ) ¥ F L OHF R & O H

§ I @Hla 5 Y oE

|| : RECISTHA RS54 > LIRICED < BN IMS s E

Q3W : 3:EMEE#S. NE : Not Estimated

#4) ARH200mg, /87 Y & F+£)L200mg/m2¥idnab-,87 V) ¥ F )L
100mg/m2, #NLAKRFFF »AUC 6mg - min/mLIHEEDIEI
Q3W (AAl, WVATSF U RONZ IS FELIEEI—-ADIH
Hic#5, nab-/$7 U ¥ FtLidga—20l, 8. 15HEICHKRS)
TA43— A 5#. AA200mgzE Q3W T E L -,

H5) 7IEAR, 7Y ZFEN200mg/m2Xiknab-/87 ) ¥ F &)L
100mg/m2, #ILAKRFFF »AUC 6mg - min/mLHEEDIEIC
Q3W (FFER, WVKRTSF U RONTY I FEIVIEFET—AD
IHEIZ#®E, nab-¥7 ) ¥ F V3K a—201. 8. 15HHEICHK
5) c4a-2%5%. 7 REQIWTHE Lz,

X8 OSmKaplan-Meierthi# (KEYNOTE-4077#8%)

100 T
90 %
80 - o
701 “‘““\
L60 "
B 50 4 N,
i+ Ly
#H 40 ‘
30 ] e
20 ]
—_— g \ HIVRT5F: I J9*tll
1 g ] ——— T3tk ARTSFURUIIVIF R Enab- 17U IF LI
o 3 & 9 12 15 18 2
at risk# ErERAA]
FHN0mg QIW. AR
F5FURUIUSEEL 278 256 188 124 62 17 2 0
Rinab-1*7Y 5%
T, IRT5FY
RUKJUSEELRE 281 246 175 93 45 16 4 0

nab-/S7U 5%t

X9 PFS®Kaplan-Meierffi#} (KEYNOTE-4073{5%)

100
90 4 \ —_— g QAW ALK )95t
* -, ——— 75tk ARTFFIRUINIUSF IR dnab-ITTU S+ I
_ 80 “\
g70 ~
i 60 - “'
oo | .
i 40 - 1
& 301 .
20 e
10 T
U ——
3 6 9 12 15 18
at risk# RIEERETEA]
HEN00mg QW, A
TSFURUIOUSEEL 278 223 142 57 23 5 0
Rgnab-/t7U5F 2l
T5ui, hET5FY
RUKJUSFELRE 281 190 20 26 12 4 0

nab-/{7U9%tlb

17.1.7 EBRHESEMAEEER (KEYNOTE-0425158)

{LEBEEREO W, EGFREE TR R, ALKRESBETRIERD
PD-L1f3# (TPS21%) OYIFRAREZRET - FFEDIE/NHIaNfiEEE
(HARANOflZ&Ty) 2XFIC, AHI200mg 3BHMFELRS OAWER
ORetR. 777 MR gb ke e U TR s iz, &
B EGEHE TRBMET RO S NIHE I, BERMET 2R TERYER
B 5N WEOEEKRIICEE LTV 2 EBH T REILIEOE§HE T
REETHRO 5N 2 THRAOKRG 2T 2 2 EAFFREE Shi.
TEFMEEE E2EFHE (0S) Lah, ARSI FFlAE2 &L
fLREE B LT, OSEARICIER L (R6KXUKILO0) 9,
BRI RBI636HIFH3996] (62.7%) (HANATHIH 344 % & )
ICHWERP RO 5Nz ERBIERM (10%20E) 1EFIRIFHREE FAECO
Bl (10.8%) TH-7z. [5.3. 5.4 B3]

T g O T — 4 1 201882H26HA Y AT

T ERICOXHBINYG = RETINIC & B 7T F F A% &b L O ik
§ EHa YT Y IBE

Q3W : 3EMERERS

10 OS®Kaplan-Meierii#f (KEYNOTE-04235)
(PD-L1F#HEANTPSZ 1 %D EE)

100
90 - \\ ——— #H200mg Q3W
80 ‘\ ——— JSFrEAESUILIEE
70 1 :
£ 60 N
B 50 - \
4 40 "‘-..\h
30+ \«-»«1.4..4<
20 | e
10
0
0 6 12 18 24 30 36 42
at risk# EFHRIR)
A#I200mg Q3W 637 463 365 214 112 35 2 0
T3FHEREZOERE 637 485 316 166 88 24 1 0

17.1.8 EHERE N EHE (KEYNOTE-02455%)
(LEEERED 2\, EGFREIZ AR, ALKRAEBETFERERY
PD-L1FaHE (TPSZ50%) OUIRRAREZ AT - R OIE/NMERfiE 8&
(HARANAOFIZ&T) 2HRIC, AFI200mg 3ERMBFER S OEMHE&
UREWN, 755 82 ECLFREENBE LTRSS N2,
2B, EEFHETREBETORD S NIGEIC. BEETEZRIERY
BOOLENEVEDEKRMICEE LTV EBRE TIX. KREIDIEO E{SEH
TREETPRD 5N 5 ETARAOKRG 2 R/kiT 2 2 EMPAREE Shiz,
E A E B L E AR (PFS) . BIXEHGEE (& 2 EF M
(0S) &an., AFNET T FF8F 2 ETL¥RE S B LT, PFSK
VOSEARICERE L7 (R7. K11KUK12) 6,
BRI REILSABIF 1136 (73.4%) (HAA21HIH20M4] % &)
WCEIMERA RO 5l EaaIfER (10%E 1) &, RH224)
(14.3%). #1661 (10.4%) RUFEH1I6H (10.4%) THoiz,
[5.3. 5.4 Z&]

K7 AR (KEYNOTE-024:#5%)

(PD-LIFHMPTPSZ50%0D £ #)

AAFI200mg Q3W 75 FFEAE ST LEEE
(15441) (15141)
PFST |Hhfl [H] 10.3 6.0
(95%( 5 HEX ) (6.7, NE) (4.2, 6.2)
N — R 0.50
(95%fE A ) (0.37, 0.68) -
P S <0.001
oSl |l [A] NE NE
(95%( S HEX ) (NE, NE) (9.4, NE)
N — NH* 0.60
(95%fE A ) (0.41, 0.89) -
P s 0.005

P RECISTHA B I 4 ¥ LIRICED < sz o] E

P ERICoxHBINY — RETIIC & B 7T F F8A % SR E & O L
CERa ST I E

| @ RO T —% 1 20165E5H9H 1y AT

= W —

Q3W : 3AMEE# 5. NE : Not Estimated

11 PFS®Kaplan-Meierffift (KEYNOTE-0247t5%)
(PD-L1FHATPSZ50% D £#)
100 1=
901 ™
80 k 757 BRESTILERE
g70] o

—— #H200mg QW

FIEEER.

oy,

e

0 3 6 9 12 15 18
at risk® RISRAEFMRA]

FRE20mg QW 154 104 89 44 22 3 1
F5FrEAESUIEEE 151 99 70 18 9 1 0




12 OS®Kaplan-Meiertfift (KEYNOTE-02475%)
(PD-LIKHEAPTPSZ50% D E#)

100 =
90 R
80 iy
70 ] H‘W»-l
K60 Ve
B 50 e ——
5 40
30
20 | —— #m200mg W
10 7 FSFF RSO RE
0 0 3 6 9 12 15 18 21
at risk# R A
ZFHI200mg Q3W 154 136 121 82 39 11 2 0
TIFrEREROILEREE 151 123 106 64 34 7 1 0

17.1.9 EBRHRESE T/ MHEHER (KEYNOTE-010558)

75 7 F BAl % & LR £ 7 5PD-L1BK (TPS21%)
DUBRFEEES - BROI MRS (HAAOLFZED) 24
Uz, AA2mg/kg BMBBERZSED % U10mg/kg SRR 5D
DEMIER LR, FEsF el 20BE LTRIS N, &5,
E{EFH RS RD 5 MBI, BB R TRRARD 5
N WEOBRIICRE LTV 2 BE T, KELEOERIFHECRE
EFHED BNDECRAIORG 26T 5 EATREE Sz, T8
FEEE R 2EFHN (0S) RUBMEEFMM (PFS) L ah, &
FAllZ Ry FwL EHBELT, OSEARICER Lz (FR8RUKI3) 7.
A#2mg/kg MM 5ED O% AT RFI33HH 2156
(63.4%) (HAA28HIF2201% &), ROAHI10mg/kg @M AR
5D R R FERATG34305 226/ (65.9%) (HAA34HH30
) ICEIERARD BN, EAENER (10%8E) 1&. A#2mg/kg
SEBBRRREED) TR0 (13.6%). RAHEA6H (13.6%) KO
ED37H (10.9%). ARAI10mg/kg 330 EERRESE) %490
(14.3%) KRUFE44%] (12.8%) TH-7z. [5.3. 5.4 2E]

136) EGFREILFERBGIEIZALK#ABRIZFHBIEOBE TR, FI7FF

BH| 2 ETLAEIC X BERIBEICINA. TN ZhEGFRIEEER X
WALKIEEEH 269 2 FUBEEGAIC L 2 10RE2 A9 2 BEHPHE
HAANS NIz,

*8 AR (KEYNOTE-010:%E8k)

FEHEE THH LR [WETIWG criteria (2007) 12D gk
HEICK 25%42%E% (CR) XIdEH5ZE% (PR)] &, R9DEBO T
Holzo

7B HANCHRESNBEZHERIE. WIThoar—bb20%TH-o 7.
DRI REI2106]H 14445 (68.6%) (HAAN1OHIH8H%E&Tr)
WCEIWERDRE S hiz. EaBIEM (10%EE) &, FRIREAEE TE
26f (12.4%) KUFEE22M (10.5%) TH -7z, [5.5 ]

K9 AR (KEYNOTE-087:#5k)

JAR—11 IR—12 IR— k3
(69f) (814) (6081)
T2EY (CR) 15 (21.7) 18 (22.2) 13 (21.7)
#RaZEY (PR) 35 (50.7) 35 (43.2) 27 (45.0)
{E”H/ff %% (SD) 13 (18.8) 9 (1L1) 13 (21.7)
#fF (PD) 3 (4.3) 17 (21.0) 7 (11.7)
A 3 (4.3) 2 (25) 0
ZMHR (CR+PR) (%) 72.5 65.4 66.7
(95% S5 HEX [H) (60.4, 82.5) (54.0, 75.7) (53.3, 78.3)

(WM AAEZE AR ITIBE U o R BYIBRABE I3 FRES L2 E)
17.1.11 ERHRESEIHEHEE (KEYNOTE-04555%)

75 F >8R % & TLEREIREES) 25T 5 RFTETE S EBEOR
¥ bREBESA2H] (AARNS2H% &) 2HRIC, AFI200mg 3[R
MRS OEHE R ORRED, (LEFE O )7 FEl, FesyF
T idvinflunine) 9 23l LTI SNz, B, ERFHGT
BEEITHRD 5 NIZHE I, BERETE2RITERPRED 5Nz 0WED
BERAVICERE LTV 2 BE Tl RIE LR O EH§EHl CREEBEITHARED
5N5ETAADRES 2T 52 EATREE Shiz. FEFMEEE X
LEFHM (0OS) ROEMEARFHM (PFS) &ah. RANLER
HEHBL T, OSEARICER L (RIOKRUKIS) 8,
AT R BI26661H 16261 (60.9%) (HAAI0FIH1661% &ts)
ICEIERAPEY SNz, ELBIER (10%BLE) &, 25 ERES2H
(19.5%) . ¥%3761 (13.9%) KRCEL294] (10.9%) TH -7,
[5.7 18]

H8) OF T FF 8% &L {bEfE (—KIGH) BICEREBET2ROE
BROQT T F F 8% &TLEREIC K a0 - it miB LRk
%127 ADRICEHFE LI-BEPHAAN S N,

19) ARFTIEvinflunineldRERTH 5720, N7V FFLLNEREY
FELOVT AP EBIRLz,

(PD-L1FHPTPSZ 1% )

FFl2mg/kg | AAIOmgkg | Py FtL £10 AR (KEYNOTE-04575)
QW QW RA200mg e
(34441) (34641) (3434) Q3W
oS HhofE [H] 10.4 12.7 8.5 (27041) (272451)
(95% 15X ) (9.4,11.9) (10.0, 17.3) (7.5,9.8) OST |HofE [A] 10.3 7.4
N — RHT 0.71 0.61 (95%( 5 HEX ) (8.0, 11.8) (6.1, 8.3)
(95%fEHAX ) (0.58, 0.88) (0.49, 0.75) - N — RH* 0.73
PfE* <0.001 <0.001 (95%fE A< ) (0.59, 0.91) -
T ERICOXHBINT = RETINIC LS R ¥ FLIL&EDHER Pf&S 0.002
frEa YT IBE PESTIN | HhsfiE [A] 2.1 33
Q3W : SRR S (95%( 5 HEX ) (2.0, 2.2) (2.3,3.5)
. R N — RH* 0.98
X13 OS»Kaplan-Meierfif (KEYNOTE-0107t5%) (95%(ZHEIX ) (0.81, 1.19) _
(PD-LI;%OIfijTPS% 1%DHEE) P § 0.416
90| —— #2merkg QW T PO 7 — % 1 20165E9HTH A Y A7
80 4 AAOmg kg QW T EHICOXHBINY — RETIC K BLFERE L O ik
70 — kbsEtL § 1 @Rla T IRE
60 Il : RECISTH A RJ 4 > LIRRICEES < sz chofilE
ﬁ 50 Q3W : 3RS
Hgg, e K14 OS®Kaplan-Meierffif# (KEYNOTE-045:%5%)
100
?8 i 1 90 4
0 ‘ . ‘ . 80
0 5 10 15 20 25 _ 707
) 47z [ 260
at risk#
A8 2mg/kg QAW 344 259 15 49 12 0 #5017
AAI0mg/kg QAW 346 255 124 56 6 0 hi
rEIFEIL 343 212 79 33 1 0 23 ] i TT
W7) MRS - BROFMIBIEOBE, AAOREREROH 10] T e
Bl BE. BAICE. Ra7aYXvT7 (BEFERL) LT, 0 .
115200mg % 3R 214 1 [E400mg % 68 R <3053 A1 T 0 2 4 6 8 10 12 14 16 18 20 22 24
RIS 5. at risk#y £ IA]
. N . FE200mg Q3W 270 226 194 169 147131 87 54 27 13 4 0 0
(BRXISHBEOLEARSF> U Y/ NE) fem ¢ 272232171138109 89 55 27 14 3 0 0 0

17.1.10 EHEISE T485058 (KEYNOTE-087:15%)

BRI EREOEMI A D ) SO ERE (2106]. HARALOfZ
Zt) OLRO3D0aFk— b 2RI, AHI200mg 3EEHERERS O
AR OREEPRR SNz,

- BREMBMEEGETRIC, TV YR T RFFUICLBIERE

R 7EE (ak—11)

- BREMBHRBEIESTHD, POTLIYFITT RFFUICL

ZIEMEZ I BE (IR—12)

- BREMBMARBERTRIC, 7Ly YR v T RRFUICLBIEHE

(=B IRIR LRI —BRE L TOT LYY F T RRFY
CEBRARIEEEHV) 2ZTT0RVEE (I4h—13)

BB, BSEHI CRBHETARD SN HEIC, REETZRIERD
R 5N VEOBENICKE L TWABETIE. WIE DO mEi{§ i
TEREEETIRED 5N 5 ETHRAIOREG 25T 2 2 LA AREE Shiz.

—9_

(BPAEREERICIBE UICEST - BROMSI-HighZ B I 2EME (5N
IREBENEHRZEICRS))
17.1.12 EHES T8 (KEYNOTE-16458 Jh—H~A)

7oL IV REBEEEAL AFFVTSIF ROV I ThY
12 K BALEFEIED & 2 VIR RE 5 RFRET BB D I 2~ v 7
B (MMR) REXIIMSI-Highz A9 24 - EREEECLH (HE
ANTBlZ &) 2RI, AHI200mg 3BEHBFER S OBEMWEROE S
SRR SN iz. b, ESFHE TREETVRO S hGEIC, HE
EITZRIIER DR 5N WEDERIICKE L TR BETIE. R
[E] DA D EHEFHAl THEERHEIT AR 5N 2 F THRAIDR G 2kt d 5
ENHREE ST, BEFMEEE TH HEWHE [RECISTHA FI4 »
LIRICED < hfEIC & 278255 (CR) XIIESEY (PR)] &
KRIIDEBVTH T,
BT RGO 1FIH356] (57.4%) (HARNTHIRSHEZET) 1F
ERP S 5Ntz EREWER (10%2 L) &, @106 (16.4%).



ED (14.8%). TH#IdHI (13.1%). BARETH (11.5%) KUVZS

#14 AtEEE (KEYNOTE-4263E)

FRETH] (11.5%) TH-o7z. [5.12 B3] A#I200mg Q3W. 2= F = 7LD
%11 HAERE (KEYNOTE 16438 THk— 1 A) 7w F = SE0
! o : | (43241) (429f1)
_ 6151 OST [dkfl [H] NE NE
z2F (CR) 0 (95%(EHAIH) (NE, NE) (NE, NE)
i # %% (PR) 17 (27.9) NP — R E 0.53
IE (SD) 14 (23.0) (95%/E X ) (0.38,0.74) -
BRI (PD) 28 (45.9) PfiE § 0.00005
FHIiAEE (NE) 2 (3.3) PRSIl |Fhoefi [H] 15.1 11.0
Z#ER (CR+PR) (%) (95% 5 HEX [H) (12.6, 17.7) (8.7, 12.5)
(95%{EHEIX ) 27.9 (17.1, 40.8) NP — R 0.69
17.1.13 EELES 11855 (KEYNOTE-158558) (95%fEHEXHD) (0.56, 0.84) -
— VBT E L TR 72 (LR RERAE O & 5 YRR A7 RT3 B8 PfEs 0.00012
WD I A<y FEE (MMR) RIEXIEMSI-Highz &9 5 Ef#EERE T PO T —%  20184%E8H24H A v v 47
4%l (HARANTHI%Z &Lr) 2RI, AREI200mg 3B ERER S OER) I BRICOXEFINT — REFNICL B A=F =T EDHEE
PR O T e ARt 37z, MSI-High & 203 h 7= 2 o R38R B4 § :BRn Y S s
I

EN7=830 (FL—FK) BT 2XENMEECTH 2 LML
[RECISTH A T A » 1.1 ICE D s IC & 55224 (CR)
RIZEAZE (PR)] BRI20EBVTH -7, &b, BEETHECER
EATAFRD HNIHEIC, ERETZRITERIRD S LWEDEK
MICRE L T2 BETIE, REDIEOEGFM CREBETIRO 5N
2 ETAROBE 2 IET 5 AL Shiz.

BRI REIOAGIFRS8H] (61.7%) (HANTHIHSFIZE&T) 1F
TERARD N7z EEWER (10%ME) & EH116 (11.7%) &

P RECISTHA B I 4 ¥ LIRICED < B Mgz JHIE

#10) AFI200mgEQ3W., 7F ¥ F=7HtaARE & LT5mg (&) %bidT#H

U7z,

E11) 2=F=750mg% 4BMqdfE OB 5% 2EMKEL 7.

Q3W : 3iEM#EkE# 5. NE : Not Estimated. bid : 1H2[E], qd : 1H1[E
R15 OS®Kaplan-Meierifi# (KEYNOTE-42675)

100 v
90 Thes

OZSEREL LB (11.7%) TH -7z,
12 AWESAE (KEYNOTE-158#5#%)

T N—T7K

83%1 1

7E2%% (CR) 4 (4.8)

- #3%% (PR) 25 (30.1)
(%) ZE (SD) 20 (24.1)
BEEST (PD) 24 (28.9)

FHfiANEE (NE) 10 (12.0)

& (CR+PR) (%
ﬁﬁ(fss/o %ﬂiHIZF'E).El)( ) 34.9 (24.8, 46.2)

T BARA3flzE

RRERICB RS N04GICB T 2P AR OZEZHR [RECISTHA FF
A VL IRICED S RRUEICE Z57E2EY (CR) XIFEHIEY

(PR)] 13E130EBV TH 7z, [5.12 BE]
£13 AR OENIESRE (KEYNOTE-15835%)

17.1.15

R BI% (%) %% (CR+PR)
AR 4% [BHE (%)]
FENRE 24 (255) 13 (542)
BB 13 (13.8) 6 (46.2)
IINIGE 13 (13.8) 4 (30.8)
R 10 (10.6) 1 (10.0)
REEE 9 (9.6) 2 (22.2)
R T 362 1 (333)
D 32 0
N 332 2 (66.7)
FEE 2 21 1 (50.0)
R 221 0
AR 221 0
PRI bR 2 (2.1) 1 (50.0)
izt 1 (1.1) 0
[T (L) 0
AL (L) 0
BRI (LD T (100)
WE (LD 1 (100)
Al (L) 1 (100)
[ (L) 0
TRPkE 1 (1.1) 1 (100)

GRIGYIRRANRES IF Enie 1 D B fHAasE)
17.1.14 ERFHERZEIEESR (KEYNOTE-426515%)
LB v, RIBTIERARE

VIR 1t D ¢ A e B A e e R

86161 (HARNIMZ&Ty) ZRRIT, AHI200mg JBEHHERRS &7
FF=THMARE L Tomg 1H2EIRS O ABEOBMEROR
2N, A=F=750mg 1H 1 EI4E 5% 2ERAREEZ MRS LT
MEt SNz B, ERFHEl CREET IR s N aIc, BREET
ZRGEERAFRD 5 N2 WEDHERIICLE L TS BETIE, KELL
R OB CHRBMETHRD 5N B ETRA L 7 F ¥ F = 7 OO
ST 52 EMMREE Shi. ETEFMEE X 2EFHH (OS)

ROEHEEAEFGRE (PFS) Lah, KAE T F 25 =7 ORI,

AZF TS & B L TOSKUPFSEARICER Lz (K14,
H15KU16).

REPERIT R REIA2061F41361 (96.3%) (HAANA4f|rh446l % &)
WCEIERARD bNhic. EAREEM (20%80 1) & FHR2104]
(49.0%) .\ @IMEL17961 (41.7%). HRIZHEREME FAEL356H] (31.5%)
JEI713061 (30.3%). FH - RIRFEFHMHEARREMRELLF] (27.7%)
ALTHM10261 (23.8%). FFAEEEISH (22.8%). ASTHIMI7HI
(22.6%)+ BHKFGRI4H] (21.9%) KRUBLILA (21.2%) TH - 7.
[7.3 ]

—10—

80 1
70 1
60
50+
§ 40
30 1
20 1
101
0

“‘\\—“—h
S ——- 11

—— ##200mg QW RUFFVF=T
——— Z=F=7

T
0 4 8 12 16 20 24

at risk# SRR R

AF00mg QAW RV
iyl 432 417 378 256 136 18 0

AZF=T 429 401 341 21 110 20 0

K16 PFS®Kaplan-Meierth#f (KEYNOTE-42675)
100
904
80 + \w
& 701 ey
B 60 - Y
o -
g% 40 1
g 304
20+
10+ o
0 4 8 12 16 20 24
R (A

432 357 251 140 42 3 0

at risk#

AHI200mg Q3W
RUO7FyF=7
2=ZF=T 429 302 193 89 29 1 0

ERHESEMAEEE (E7080-307 /KEYNOTE-5815158)

{L2E R O 72 W AR B ST BR S BE S B F8 14 o ¢ B i 7Y 0 Al g SR
FHELR) 71261 (HANTIfl &) 2RI, AHI200mg 3E M E
#E5E LY NF=720mg 1H1ERS O REEOEMIER RS,
2 =7 =750mg 1H1E4ERMES%2EMKEZNRE LTRET s
Too T EHFFHE CREET RO S NBEIC, REEIT 2RI
KRS 5 N7 WEDERRIICEE LTV 2 EBE T RIELIREO #
I TREETHFRO SN2 ETREZMKT S 2 ENTREE SNz,
FERHETE H S S EAEEE (PFS) sah, AFELVINFZTD
PERRREE, A=F = 7RG & B L CPFS2 ARICER L7z (£
15KUR17) 9

BT RGI35261H3416] (96.9%) (HARANA2{|Hh426% &)
WCEIMER RO 5. EaBIMER (20%50E) & THI1924]
(54.5%) . FIME184%] (52.3%). FRIRMEEETEISOH (42.6%) .
BHRBGE 12361 (34.9%) OWKLLI361 (32.1%). #55 11341
(32.1%) FE - REFRFAEADIEREEOM] (28.1%). EHRITH]
(27.6%) BDI4BI (26.7%). FFEREEITH (24.7%) . FETTH|
(21.9%) KOEESRETLH] (20.2%) TH -7z, [7.3 ]

E12) EEAERRIC B W CRARE B S MR 2A B9 1 B R A HERS & 7o R

HEWRES N,
15 BHERE (E7080-307/KEYNOTE-58135%)

AAI200mg Q3W. A =F = TE14)
LYV NF = T3
(355f1) (3574)

PFST |HhisfE [A] 239 9.2

(95%( 5 HEX ) (20.8, 27.7) (6.0, 11.0)

NHY— RH* 0.39

(95% S HEX ) (0.32, 0.49) -

PfE?$ <0.0001

T : RECISTHA RS54 > LIRICHED < Sl Tz oz
I BHCOXHHINY — REFNICK B A=ZF =T EDHE
§ 1ERO YT Y UKEIC K HPIE ()



%13) A#I200mgzQ3W. L NF=720mg (M) 2qdTHE L7,
YE14) A=F =750mg# 4BEqAEI R 2 ARIKIE L 7.

Q3W

P JEMERRS. qd @ TH1E

17 PFS®Kaplan-Meieri#
(E7080-307 /KEYNOTE-5817t5%)

0 2 4 6 8101214 16 18 20 22 24 26 28 30 32 34 36 38 40

()

218 145 124107 85 69 62 49 42 32 25 16 9 3 2 1 0

*ox (BRI ST D MR ML)

300 276 259 235 213 186 160 136 126 106 80 56 30 14 6 3 1 1 0

#*%17.1.16 ERHERSIEHR (KEYNOTE-56455R)

BRSO BER T VIBR TR O FFE Y 2 27 A\ ELS) e A Y A e
FEEEIAG] (HARANSIZEL) ZWRIC, MifemBEE S UCARH|
200mg 3BEHMRZREORMER OREMEN, I RedE e L=
HERRBEOHEE SN,
KENE T T REHBE LT, DFSEAERICER L (RI6KUK
18) 10,

LRI RFI4886FIH386f6] (79.1%) (HAAN27HIH18H =& s)
CEIERA PR o/, ELBIEM (10%L L) &, I
(20.3%) 25 FEAEOLH] (18.6%). HRIFHERE(X FAESOH] (17.6%).
THRITTH (15.8%) FEET3H] (15.0%) KO BARRERETTHERE SO
(10.2%) Th-7-. [5.13 BHE]

#16 AR (KEYNOTE-564i5%)

AHI200mg TR
Q3W
(49645) (49841)
DFST [srgefE [A] NE NE
(95%f= A< ) (NE, NE) (NE, NE)
2EDFS#E (%] 77.3 68.1
(95%(E#EX ) (72.8, 81.1) (63.5, 72.2)
NF— R 0.68
(95% 5 HEX ) (0.53, 0.87) -
Pf#$ 0.0010

T RO T — 4 1 202012H 1485 v b4 7 (DFSIZTABRE Y EEAfIC &

2 i)
I EACOXHBINYT - REF NI LB T TR EDHE
§ I @Rlu TS Y I ME
Q3W : 3EMME#ES. NE : Not Estimated

18 DFS®Kaplan-Meierii# (KEYNOTE-5647{5%)

100 T
AT
90 ‘ ey, "
80 BT "
gy iy,
§70 Wi, 1100 gy I:w“_" !
e 60
i 50
$40
&30
20 | —— moomg Qw
10 ——— rsex
0
0 5 10 15 20 25 30 35 40 45
P
at risk# EREFRR A]
ZHI200mg Q3W 496 457 414 371 233 151 61 21 1 0
TSR 498 436 389 341 209 145 56 19 1 0

E15) UFo () Xid (i) oRFESHAANS NI,

(i) MBOREHMBZENZMICE D FRROVWTAPICHEYT 2EH
(GradeldFuhrman%y$#)
- pT2. Grade 4 IZAERZLZES . NO»DOMO
- pT3/4. Gradeffih 9. NOA»DMO
- pTHH T, Gradefib 3. N12»DMO

(i) M1 no evidence of disease (M1 NED) T& V. FFEKL
EIRETE R E B 1, BRMRATR UL B TR AT 1 ELIN O » T
N OB ETTELYVRTIRETH > - BE

(BRX S =REEZH Y 2EEE

17.1.17 EFHEEFETERER (KEYNOTE-0485{58)

(LR O 20, BRI ER S O R P _ LT B%88241
(AARAN67HI &) ZXRIC, AFI200mg 3BEERERS. 7557
BIF K OS5-FUPFRR S, XUEARFI200mg 338 il @i 5 B L o/
MUEROLREEN, Y FT< T, TIFFUAIROS-FUM R Z
RMEELTHEI SNz, TIFFHA (VAT IF U REHINVRTSF
V) REMERASRIR L, 75 F F AR OS-FUO#E S IR K6T— A
FTE Lz, B, B TREETIRD SNGEIC, BEET
ZRTIERAERD SN VWEDEKICZE L TV 2 EETIE, KELL
B o E &I CRBETIRD OB T TARE 75 F F8A KD
S5-FUDO ARG I AR OB 5 2/t d 2 C EPalEEE s h iz,
FEIMHEE 24 (0S) ROEHEEAGFM (PFS) &3h,
AHEl. 75 FFHAKROS-FURBREE LY F <7 75 F - 87

FEFHHIE B BRI (DFS) &ah,

—11—

KOS-FUMRBE S B L T OSERRICER L (R1TRUKI19).
7o, AROBMBEEI LY F T, TIFFRAKROS-FUNRAR
HWEHB LT, OSI3EHMEZR L (RISKRUK20).

Al 77T FHAIROS-FURRREICS VT ReMERITTREI276
BIH2636%1 (95.3%) (HAA256IH2562&t) ICERIFANPRO 5h
7oo EREMER (20%PL L) 3. EMn1336] (48.2%). 12401
(44.9%) \ TFHERIBAMEI LB (33.0%). 75844 (30.4%). HilED
RIEETTH] (27.9%) M/IMRIRARETSHI (27.2%) . WERE75H] (27.2%) .
HR%E67H] (24.3%) R UOBHBERO2M (22.5%) T#H -1z, AHIH
WFAICB VT BRI RAFIZ006H 17561 (58.3%) (HAAN
231176 Z &) ICRWERDRO 5 hiz. EREIER (10%2 1)
13 9ES5A361 (14.3%) K OHRIREERER FE3MI (13.0%) TH -7,

K17 FAGAREOAMERE (KEYNOTE-0487#5#)

AHI200mg Q3W. 7J |&YF¥ T, FIF -8
F FBIF| % O'5-FUELT) A& O'5-FUELR)
(28141) (278451)
OS*T |hfE [H] 13.0 10.7
(95% /5 HEX[H) (10.9, 14.7) (9.3,11.7)
N — Rt 0.77
(95%EFEX 1) (0.63, 0.93) -
PfES 0.00335

T gD T —% 1 2018%6H1

3HAY b AT

T EACOXHBINY — REFNIC LB LY F VYT 75 FF8AIKROS-FUHE

FRE & O
§ @RIO T Y IRE
Q3W : 3EEERRS

19  AEIGFHEE DO OSDKaplan-Meierfhi#i
(KEYNOTE-0483 %)

100

90 1 N
80 1 .
70

K60

B 50

Gaol

——— ZFF200mg Q3W., FSFFRARVSE-FU
——— EYFYIT, FSFFEEARVE-FU

30 1 Mg
20 1
101

0

R
Yo, ”“*p‘

]

]

=

0 5 10 15 20

25 E)

25 30 35 40

at risk#

FHI200mg Q3W.
T3F FREIRUS-FU
'YFYTT|

TS5 FFEFEIRUS-FU

281 227 169 122 75 40 10 1 0

278 227 147 100 51 20 5 1 0

18 AABMEEOA N (KEYNOTE-0487k%)

tYFxvvT, ToFFH
enmgeon S
(30041)
oSt |HfE [H] 11.6 10.7
(95%( 5 HEIX ) (10.5, 13.6) (9.3,11.7)
NY— R 0.85
(95%(EHEX ) (0.71, 1.03) -
P& 0.00014

T TR O T —% 1 2018F6H 1

3B Y b AT

T EACoxBINY — REFNICE DY F 3T TFF FHAKROS-FUHM

RS & DLk
§ 1TSSy oE GELMHEPE)
Q3W : AR S

20 AH B RO OSDOKaplan-Meierffiff
(KEYNOTE-0487k%)

100
90 1 O

801 N\

70 1
K60
B 50
a0
30 1
20
10 1
0

—— #¥H200mg Q3W
——— BYFYTT. FSFFEARVSFU

N
"y

R
oy
~
Rl R

0 5

at risk#
AF200mg QW
AL EN
TSFFEARYS-FU

301
300

225
245

15 20
SRR A

125 81
107 57

25 30 35 40

172
158

37
26

CPS [PD-L1#¥B LM% (EEME, ~707 7 — IR 28

) &REEAREE TR L.
&, CPSHNCRIT 21T > 720

100% 3k U7-fE] 1CBT 58 8REICEDS
[5.15. 5.16. 7.2 ]



%19

AABEMFEOOS T OEMERGE (KEYNOTE-0483 5%
PD-L1FBIRTLA)

FE [A] NF—TFH
POLITER i PR (o50frmicin) | (95% (R
AAROOmE Q3W | 44 |, 77-193 o
: URL 1.37
CPs<l [wvFs=7. 75 .
sy WAET| 45 | 1Hi35 . (0.86, 2.20)
5-FU#18) s 2
10.8
A#200mg Q3W | 124 (9.0, 12.6)
: = 2L 0.90
1SCPS<20 [ £V *v~7. 75 .
SANEASASEA TN (8710i121) (0.68, 1.18)
5-FU&18) fy 24
14.9
AA200mg Q3W | 133 |, o)
; — 0.61
CPS220 [®vFo =7, 75 .
s ma R ¥ 122 (8§0i72 . (0.45, 0.83)
5-FU&18) -0y L4

T RO T —4 1 201846 H13H Y v AT

i IEERICOXHBINT — REFIICE DY F 7T, 75 F F8IFI KR O5-FU
BERIRRIL & DLl (FRFRM 72 AT

§ I EBRICOXHAINT - FEFNICE B EYF VT 75 FF8E KROS-FUH
R & o

Q3W : 3RS

H16) FEHSEEEOFFEEIIONE, APIETE, RUHEE K OMEEH.

#17) RF200mg. ¥ A7 5 F > 100mg/m2EH VAT T F > AUC
5mg - min/mLAHS & % O'5-FU 1000mg/m2/day (4 H Rt i
#5) OIEIZ3EHEFT6a — A #5485, ARAI200mg % 33 E i
THRE L7z,

Y~ 7 (#E400mg/m2, 2 HE250mg/m2), ¥ 27T
F>100mg/m2Xix HI)LAR 75 F > AUC 5mg - min/mLIH%4 &%
U'5-FU 1000mg/m2/day (4 H BRI S) DI 33
(kv Fvv7oHHEABBER) Toa—AHB5%, VI T
250mg/m2% 1R T 5 L7z,

*18)

RIBYVIBRAEEIREST - BRORERE)

17.1.18 EFHEHF MAEHER (KEYNOTE-5905{5%)

(LZEFRERE O 72 WIRIAYIRRRE 2 AT - RO AR LRER O AE
BRAEE NI EE B A (Siewerts Hitype 1) OBEEBET7494] (H
AAN141BIZET) ZRRIC, AFI200mg 3BERERS. 5S-FURD
VAT F U HBEOBEME R OREES. IR 5-FURTY
AT F UHRBEEENBE LT ZHEERRB RS SN, Y RATST
FUOBEERR6T-AETE Lz, BB, ERFHl CRBETHIR
O BN EIC, FERETZ2RTERPRD 5N LWEOBKENICRE
LTWaEETIE, REDFEOEGFE CHEBETIRED 5N D E TR
A ES-FURDY AT T F ¥ OMRERS UIARF O BMIE 5 % #ik T 5
CENAREE SNz, EEFMEE X 2EFYE (0S) RUEHEEL
FHI (PES) & &h. £#Hl. 5-FURUDY R T T F  HFREIER TS
AR, 5-FURDY AT F BB B LT, OSKUPFSEHE
ICIER L7z (%20, KI21KOUX22) 1D,

BRI RFIZTOFF3646] (98.4%) (HAANTABIHT7IHI% &)
WCEIERA RO o N E2EIER (20%LLE) &, BD2334)
(63.0%) BAKEGE 14561 (39.2%). EIM143%] (38.6%). 57135
Bl (36.5%) HFHRERECHA 1356 (36.5%). WERE11061 (29.7%). R
FIO7H (26.2%) #FFRERIBANEIOH] (25.9%) IHRZE96H] (25.9%)
KO HMBREHAD 8] (24.1%) TH -7z

#20 HRHERAE (KEYNOTE-5903#tEk)
AHI200mg Q3W. 5-FU | 7J+t AR, 5-FURVY
KOy A S5 F 2 E9) 75 F 3 H20)
(37341) (37641)
oSt |l [H] 12.4 9.8
(95% 1A ) (10.5, 14.0) (8.8, 10.8)
NY—RH* 0.73
(95%fEH#EX ) (0.62, 0.86) -
PfE$ <0.0001
PFSI |l [H] 6.3 5.8
(95%fE A ) (6.2, 6.9) (5.0, 6.0)
NY— R 0.65
(95%(E#EX 1) (0.55, 0.76) -
PfE$ <0.0001
T RO T —4  2020E7A2A Y v A7
T BRICOXHBINY — REFNICE D T TER, 5-FURDTY ZTFTF > B

HEE D
§ EHa Y Y IBE
| VRBRIE S RIS & 2 3
Q3W : S H RS

#19) AH200mg. ¥ A7TF > 80mg/m2Kk U'5-FU 800mg/m2/day

(SHEFfRAMNES) OIFICEMBE oI — 5%, KA
200mg &% U'5-FU 800mg/m2/day (5H I simits) % 35Em
fAfE TG L7z,

¥20) 7t R, YATFF»80mg/m2U5-FU 800mg/m2/day (5H

R S) ORI SERMIRT6T — 215, 77 AR
5-FU 800mg/m?/day (SHIEHGEAGHIS) % 3EHEETRS L.,

—12—

X21 OS®Kaplan-Meiertfif# (KEYNOTE-590:%E%)
100
90
80
70
60
# 50

——— FH200mg Q3W. 5-FURUYRTSFV
——— 75tk SFURUYRTSFY

T,
g, S
5
10 T

2
L

0 3 6 9 12 15 18 21

&R (A]

24 27 30 33 36

at risk#
AE1200mg Q3W.
5-FURVYZRTSFY
TS5tk SFURY
YRAFSFY

373348 295235187 151118 68 36 17 7 2 0

376 338 274 200 147 108 82 51 28 15 4 1 0

B22 PFS®Kaplan-Meierffif# (KEYNOTE-5907t5#%)

100
90 ——— ZFH200mg Q3W. 5FURUVYRTSF
80 ——— TS5t SFURUYRTSFY
K70
B 60
50|
i 40 |
&30 |
20
10
0
0 3 6 9 12 15 18 21 24 27 30 33
i3
at risk# EEELFH (R
AE1200mg Q3W.
e ., 373289210 96 79 55 45 25 17 4 2 0
ISt SFURD
oy 376 278 172 62 36 22 14 6 2 1 0 0
17.1.19 EEHESEIEEER (KEYNOTE-181:145%)

—RIBERE U TN 2 LEREE D & 2 IR AR 21T - HHED
BB LR R CRERYEEE 6280 (HAANIS2HZ &) 2R
12y AHI200mg SBEMERER S OEWIER RN, (L2RE %7
UyFEI, RS FEAREAY ) THY) ZRBE L THERI SN,
B, ESEHE CREETARD S N HEIC, REET 2R IERD
RO 5 NLVEDRKRINCZE LT W2 BE T, REILURE O §EHI
THREETVRO 5N ETHAOREG 2 i 2 2 EAFARELE Sh,
FEAMEB X 2EFHE (0S) Lah, EMITHRELTRESN
7z (i) PD-L1R3#: (CPSE2D 210) £H. (i) P LEEERALRY
(iii) ITTHEREICB T 20SOMRIIHAICHE S N L H- S %
Polze —7. BHIRESNABEINRTEIZVL OO, PD-L1KHE
(CPSz10) »omPLEREDOBRELIOTH (HARNTIHZED) 2BV
TUTOREMEREP»E SN (R2IKVK23),
PD-L1BitE (CPS210) A ORFLEED BEICHE T 2R MM
KFISSHIFSSH (64.7%) (HAANAOBIF 266 % &) ICEIER AR
OoNTz, EEWER (10%2L L) &, EH106] (11.8%) KRR
JB1061 (11.8%) TH -7z [5.17 ]

21) PD-L1Z#H L zilifaf (BEM. ~ 707 7 — IR 2 I3ER)

ZRRESHEL TR L, 100235 C/-fE

#21 AERAE (KEYNOTE-181535%)

[PD-L1f3#E (CPS210) » DR F LEEEDEE]

AAI200mg Q3W =) 375
(854) (8241)
OS |l [A] 10.3 6.7
(95% =A< ) (7.0, 13.5) (4.8, 8.6)
NP —FRHT 0.64 _
(95%fE#EX ) (0.46, 0.90)

T EAHCOXIBINY — R ET I K BILERE & DM
Q3W : 3EMMERERS

K23 OS®Kaplan-Meierffii# (KEYNOTE-18138)
[PD-L1B#tE (CPS=10) 2o LEEDEE]

100 =
90 4 —— #H200mg Q3W
80l ——— fepEE
700 L
K60 .
50 1 tﬁLL
1 40 7 ‘m\‘
30 1 L
20 1 \*‘—Ll\
10 R o S T
0
0 2 4 6 8 101214 16 18 20 22 24 26 28 30
at risk# MR
FH200mg Q3W 85797056 51434030272111 7 4 3 1 0
(7273 827454423423181410 8 4 4 3 2 2 1



CEREIBRAEEIREST - BRDMSI-HighZH Y 215l - BiSRE)

17.1.20 EFRHESE MAEEER (KEYNOTE-17758%)

Lk o o (RMBIREZ R <) GEIRARELEST - AR
IAY v FEE (MMR) RIEXIEMSI-High%H9 5458 - HEEEHE
30761 (HARN22(%&T) ZRRIC, AFI200mg 3BHFRRSOH
R O ety HYEMORIRYT 2(L¥ERE [5-FU - KU F—
k- A FH) S FF U (MFOLFOX6). mFOLFOX6&RNY X
YT7ELL Y F I T EOHRABE, 5-FU - AU F—F - A1)
751 v (FOLFIRI). XIEFOLFIRIERNY X TH L dE Y+
T EOMRRE] RS UCRE S Nz, B, Bl TRE
EITHRRD 5 NIHEIT, TREET 2R IERPRRD 5 s WEDEK
BIICRE L T2 BE TR RELIEOE(GFHE CREETIRO 51
2 ETHRAOHREG 2T 5 Z EAFREE S, EEFFMIEE I3 HEH
BAAFHIRE (PFS) RUSAFHE (OS) Lah. FANILERE L
HE U CPFSERRICER L7 (R22KUK24) 12,

TR RAI1536] 12261 (79.7%) (BARAN12HH106]% &)
ICEMERMRO oz, EuEER (10%5E) &, THI384H]
(24.8%) . 753261 (20.9%). &> FEAE21H1 (13.7%). FD 196l
(12.4%). ASTHEMI7H (11.1%). 321761 (11.1%). B#EiRE16f]
(10.5%) KUHARERHEREE NEL6H (10.5%) TH 7.

#22 AR (KEYNOTE-1773#5k)

#23 AMtEEGE (KEYNOTE-3553ER)
[PD-L1[5# (CPS210) DE#H]

(220f3)
PFST |fhifE [A] 9.7 5.6
(95%fE A< E) (7.6, 11.3) (5.3,7.5)
AV 0.65
(95%(EHEX ) (0.49, 0.86) -
PfE*® 0.0012

Tt RECISTHA R A » LIRICED < B Mz HFH|E
T EACOXIBFINY — RET NI &L S 7T wRHELZREEE O Mk

§ BRlu S Y IIRE
Q3W : EmERERS

¥24) A#I200mg Q3W (Fa—2D1HBICHS) &M TFOL3mE
(HHEMAEE IR 20A L [543 E21000mg/m?
KUOHNARTSF »AUC 2mg - min/mLARYE (13 —221HRH,
#a—2n1, SHHEICKE), /X7 ZF+£)L90mg/m2 (13—
28HM., &3 —2Z01, 8, 15SHHICHES) Xidnab-/87 VU & F+
L100mg/m? (12—A28HM. #3—A0D1, 8, 15HEICHKS)],

*25

77t RQIW (Fa—2AD1HEICKRE) LT E#E (HY

EEIAEE S L IORIR) 2L [543 21000mg/m2 K&
UNVARTSF2AUC 2mg - min/mLAEYE (12—221HM. &

AAI200mg {b2pRE22)
Q3W
(153f1) (15441)
PFST |l [H] 16.5 8.2
(95%(EHEX ) (5.4, 32.4) (6.1.10.2)
NP — RHF 0.60
(95%fEHAX ) (0.45, 0.80) -
PfE*S 0.0002

T RECISTH A R4 > LIMRICHED < s s E
I CoxtfINY — FEFIVIC & L2880 & O g

§ 1 ur5 Y IME
Q3W : 3RS S

24 PFS®Kaplan-Meierti## (KEYNOTE-1773#5%)
100 4=

90 ".‘
80

g 70 .\l‘\

B 60

50 | 1

2 40 Y.

&30 ey
20 | T,
104 [ .
0

——— FFI200mg Q3W
——— fepm

0 4 8 12 16 20 24 28 32 36 40 44 48

FIEEEFHR(A]

153 96 77 72 64 60 55 37 20 7 5 0 O
154100 68 43 33 22 18 11 4 3 0 0 O

at risk#
ZH1200mg Q3W
[lecz-73

122) LEREOFL I A VEU RO EBOEE L.

mFOLFOXG6 :

FFH) 75 F85mg/m2, AV F—b400mg/m2XIEL AR
+— }200mg/m2. 5-FU 400mg/m?2 (2% ). 5-FU
2400mg/m? (46~A48Wf[IFHGcRE) % 2MEHIBRTRE Lz,
FOLFIRI :

AV T H ERBEARAY180mg/m2, &Y F— F400mg/m2X ik
LARAY F— F200mg/m2, 5-FU 400mg/m? (Z##HE). 5-FU
2400mg/m? (46~48WsiRsGiHE) % 2MEMMRTRE Lz,
NNV AT

Smg/kg % 2R TH S Lo

tYFIvT

#aE3400mg/m2, 2[E B LIF#1£250mg/m2% A EE TR 5 Uiz,

(PD-L1EZEDNILE Y ZEHEZEN DHER2IZEDFTAEEX (S BFILTE)

17.1.21 ERHESEIAEEER (KEYNOTE-3555158)

% - BRIBIONY 2 2SN ORRERED 2 W - BHUIRINE
DRIV E Vo ZEEEED DHER2BEH O FIREREZATH (HAANST
flzgts) 2RRIc, AF200mg 3JBREBRERZRSHLERE (FAvy
EYRONNVRTSTF v, X705 FE N idnab-s7 Y & F&)L) O
HHREOENEROREMEDN, 7T R HEERE (FAYIEU R
UHNVRTFF >, 7Y 5 FE)NRidnab-/87 Y & F 1)) OHHE
HEEMEE L —EEREB TR Sz, MffEd, FAY eV R
UANRTSFF . X7 U5 FENRidnab-/87 ) & F1 )i, HYE
FiAdBE T EICRR U, &b, BEFHECORBETVRY 5hizHe
12, REET 2R IERPRED 5 N WEOBRKRIICEE L TW 2 EE
Tl REDLEDE ST CREEIT PR 515 £ THRAIDOKRG 2k
fed 2 R S Mz, FEFHMAEE ISEEBEFNM (PFS) K
U247 (0S) Lanh, FAHLEREOHARIEL S 7 LR+
FREOMHFE L B LT, PD-L1B# (CPS#23) 210) 0&#H
32361 (HARAN28flZ &) ICBWIPFSEARICER Lz (R23K%
[X25) 13,

PD-L1E# (CPS210) OEBEICH T 2R RMMHTIREI2196H212
Bl (96.8%) (HAANIfIH19B % &) ICRIERAARD SNz Eix
BIER (20%50E) &, EIM1076] (48.9%). BLOOH (41.1%). #F
HRIRIARES 7RI (39.7%) BAERETOMH] (34.7%). #EF644 (29.2%).
T EREIRA 5201 (23.7%) . THI4861 (21.9%). ALTHEMA7H]
(21.5%) KOMEMA44] (20.1%) TH -7z, [5.22, 7.4 ]

¥23) PD-L1&58 Lzfilat (BEME. ~o7u7 7 —URUY 23K)

ZRNES RIS TR L. 100% 3% U7-{E

—13—

a—2Z2m1, 8HEIZHE), /7Y ¥ F+£NL90mg/m2 (13 —228
HiE. #a2—201, 8. 15SHEICHKS) Xidnab-¥7 V¥ F )L
100mg/m? (12 —228HMH., &a—2D1, 8, 15HAEICES)].

K25 PFS®Kaplan-Meiergh## (KEYNOTE-3553#5%)
[PD-L1E3#E (CPS=10) DfE#]

100
—_— + Z
90 ] AH200mg QAWHEPEE

80 ] ——— FSuR R

e —— ———

10 A

0 3 6 9 12 15 18 21 24 27 30 33 36

at risk2 RIEREFHMA]

AH00mg QAWHEEEE 220 173122 96 63 52 44 37 25 12 5 0 O
TSR +HEPEE 103 80 41 30 18 15 12 8 8 7 3 1 0

(DMAALPEOERICIEE U VIR REREST - BREOFSHE)

17.1.22 EFEHESEIHERE (KEYNOTE-775,/E7080-309:58)

75 F F 8E R G LEEEERE D $ 2 VIRARELEIT - BRO TSRS
BEHES27HI (HARAN10461% &T) EXtRIc, AFI200mg 338 R
B LV yNF=720mg 1HLEES O ABEDO AR OREMEN.
(E2RE (FFYLEY U7 X 1)) 2B LTHRETSH
Too ALSIERIGHE Y ERiARE C L IRIR Uz, 2. EHEEHECRR
HEFTAERD SNTBE I, EEET 2R IERIED Sz WEOEEK
ICRE L TV 2 BE T, RELIFEOEGFHM CERETIRD SN
HETHGEMIET 5 EPATEEE Shiz, EEFlEE I3 2EFM
(0S) FUEsEEAFR (PFS) L&h. KAlIE LU NF=TOHA
T, (LR & L TOSKRUPFSZERICEE Lz (F£24,
26K U27) 14, Fio, BAEAILATICRIR S n iz (L3RR 0 A
[DRFVLET Y (6056]) @7 Y # 3t (222001)] BlOHH
SYEEFIENT & BBAYICENM LR, (LREERICE T 2RAE LN
Fo T OHRBEEROPFSONY — REH (95%EHEXM) &, 2h2h
®0.47 (0.39, 0.58) KU'@0.85 (0.61, 1.20) TH-7z. F/z. OS
DONF—RH (95%FHEXME) 3. 2h2h@0.49 (0.39, 0.61) KU
@1.40 (0.93,2.12) TH -7z

AT R BI406615H39561 (97.3%) (HARANS26IH5141% &)
ICEIERP RO 6z, EREWER (20%2 1) &, &IE24941
(61.3%) HURIRBEREAK NRE222M] (54.7%). THIL71H (42.1%) .
HED158%] (38.9%). RAKBGEIS1IH] (37.2%). HEFH5 11361 (27.8%).
EER1056] (25.9%). WEMO8M] (24.1%). (AERAILH] (22.4%)
BIEIR87H (21.4%) RUFE - BIEFKMEARLMEREEI4H
(20.7%) TH -7z (20214F2H8HT—% /1v b4+ 7). [5.25 BI&]

#24 AR (KEYNOTE-775,E7080-309i5%)

ZAHI200mg Q3W. (L RRIEE2D
L VNF = TE26)
(41141) (41641)
OSsT |HhfE [A] 18.3 11.4
(95% 1R A< ) (15.2, 20.5) (10.5, 12.9)
N — R 0.62
(95%(5HEX ) (0.51, 0.75) -
Pf&S <0.0001
PFSIl [dofE [A] 7.2 3.8
(95%(EHEX ) (5.7, 7.6) (3.6,4.2)
NY— R+ 0.56
(95%(EHEX ) (0.47, 0.66) -
PfE*$ <0.0001

TR D 7 — % ¢ 202010H26HA v M+ 7

T
I ERICOXEFINY — B ETIVIC K B8 & O ik
§:

BRla 75 > 7 e

[| t RECISTHA FTA ¥ 1.INICED < Eff MIZHRHE
¥26) AHI200mgEQ3W. L > NF=720mg (M) ZqdTHE Lz,



F27) RFVILETY VEBRE60Mg/m2EQ3W, Xid/v7 ) ¥ F+)1L80mg/m2% 26 WAMRIOFEMESME (KEYNOTE-158i )

#a—2 (12—228HM) ®1, 8. ISHEIHES L, TMB-High Non TMB-High
Q3W : SAMMRES. qd : ALE AT B% | %% (CR+PR) | UBL | %% (CR+PR)
102451 [ZE (%)] 6894l [ZE (%)]
K26 OS®Kaplan-Meieriif (KEYNOTE-775,E7080-30935) /MR AR 34 10 (29.4) 42 4 (9.5)
100 FEEE 16 5 (31.3) 59 7 (11.9)
wl X TEABE 15 7 (46.7) 67 4 (6.0
-y S ALF 14 1 (7.1) 75 8 (10.7)
£60 “w\ AN 12 2 (16.7) 60 2 (33)
# 50 . AP NS 5 2 (40.0) 82 1(1.2)
§ a0 s Y 3 1 (333) 79 3 (338)
30 M, LRI 2 2 (100) 78 3 (3.8)
?g_ — Mg QIW RULATFZT iz fE 1 0 84 9 (10.7)
o Looo B 0 - 63 2 (32)
0 3 6 9 12 15 18 21 24 27 — @ EERE]
at risk# SR R]
fﬁjﬁo;n:gj‘Q?»W R 411 383 337 282 198 136 81 40 7 0 18 Eiﬂﬁﬁ
{epmE 416 373 300 228 138 80 40 11 3

18.1 {EFRF
A#E3b FPD-1ICH T 2FETH Y. PD-1&2D Y H > F (PD-LIKT
PD-L2) LOfEEEBEET S &ICLD . BERRENAMRESEETHRE
EE LS, EEEEEZ IR 2 EEZ 5N,

27 PFS®Kaplan-Meierii#® (KEYNOTE-775,E7080-30975%)
100

90 — A H200ME QIW RULITF S
1 ——— i o _
21 1 19. HIAS CAIT BELIME,
weol —Mg RATO) X T (BIETHEIERZ)
& p \ (Pembrolizumab (Genetical Recombination))
a0 ”‘\\ DFE  £9149,000
&30 | \ F EBORETHRIE MEE Z0—FLFHETHY. v AFiE FPD-1
20 4 S, FUADHBEREL. LIk MgG4D T L —L 7 — 7R OEH
10 T B Wrouh, HER28HHO T I ) BIEEAPrOICBREN TS,
00 x 7 RS R e 2‘4 Ty Fy A Z—ANLAY —BREMIC X VEESNS447THOT I B
WHED 57 ZHB2ARU218BO7 I ) BEED 5 75 ALK THE
at riskig L ENHMY VR ETH .
fﬂf?;g;?m B 411 316 202 144 86 56 43 17 6 0 N
e mE 416 214 95 42 18 10 4 1 1 0 20. BV EDFE

*%20.1 HAEZHT S &,
20.2 SEBAEMRISEDE L TRET B2 2 & [14.1.2 ]

21, AR
211 S A 0 ERAE 2 REO L MOICERT 5 &,

RGBT EERRMEREME. PD-L1ISMOYIRRTRERET - BROIE/EEE
. BHEXEHAEOSEEIRIFY UV NE, FPAEREERICIERUR
HRBYIBRANAE IR RIS _E RZFE)

21.2 ENTORBIERSBO TROENTWS Z &6, BERTER. —EHRD
FEGNCAR S T — Y BRSNS £ TOMIZ, SRERZ 6 EHBEHE
EEMTHIEICED ARIFHARBEOHERERCLET S LbIT, K
BlOREERTENEICET 27— 2 FPITNE L. AEIOBEIEMERIC
MELREZHELCDI L.

(BPAERBERICIBBUISET - BROBBEEYAJ0Y T 54 bRRER
(MSI-High) ZB 9 2EiE (RENGERNIEMREEICRS))

21.3 WALRRERICHEE L 21T - BFEOMSI-HighZz A9 5 B EE 2 0
RICERFRO2DOHE NHREBIC OV T, RTHELHICZORRZE EEH
BicRftyaZ L.

21.4 MSI-High%# &9 2 EED S 555 - B bk < BREo BRI
BHEBMAMONT VR Z Lo, BBIRFER. HHBEREZEES 5
L2k, ARMHREOWRERC +ICRET L LB, FHOA

(WM AAEREBAR CIEB U TMB-HighZ B 9 3381T - BROBME (1%
HIEBEN R IESICRED))

17.1.23 EEHEE T185E (KEYNOTE-1585%% 2IL—FA~))
{LEEFHEIER28) OB 5T - BROBEREEEE 20510, KF
200mg AR E S OEMER OZLWEDPRE SNz, ARIOBEMHE
& TMBAZ7#30) 5100 EO#& % TMB-HighL HRfICERZ L. iR
WETEICHE > T T —TA~JICBER S NIz BB ERE IO L TR %
fio7:. TMB-Highz%H9 210201 (HAA6HIZEL) KO TMB-
Highz#H L7z 0689%l (HARA7IBIZ &) 2B 5, FEFMEE
THHEME [RECISTHA BT A VL IMRICED K hRHEIC K 55
£%%h (CR) Xd#5%%) (PR)] BR250EBD THo7z. B,
E{SEHl TERBMEITHIRD S NGEIC. BEETE2RTERSED 5
N WEOEKRIICLE L TWVABE T WEILIFEOE G TRE
EITHRD 5N B ETARORE 2 /ET 5 2 &AL Shi.

TN —TA~JIZERSNTMB-High%2 69 % & HIE S h iz etk
KB0561H676H (63.8%) (HAANOBIFSHZE&L) ICRIERAED
5N7ze ERBWEH (10%ELE) &, 5176 (16.2%). FURIRHEE
{ERAEL3M (12.4%) . EFIREL3M (12.4%) . EAREEELLH (10.5%)
FROZSERELLH (10.5%) TH o7,
W28) —IEH & U TIEENICE S h T L A LEFERCICHERFE T
IV 5T W5 Tl R OHESHREEE 2 & TIER IR R IR 2
DEEEHAANDZ L E SN,

H29) &N —FIcBNT. ZRNENLFOBRESHAANS NI, MR OREMICET 57 — & & BENCIEE Uy RFIOMIEEHIC 0B
A HLFE (RF LR, B: HERE (HBEROCHEEORE. 7272 HEZHELDI .
L7 7 —%—lgkEES2R<). C: i, RE, /MG, KB, B
TR ORERR F SR 0 R P B (MR kb LB g sy 22, AR
[@5). D TENEE (WEXIHERESZ2R<). E: TEEE 134 7)L (4mL)
(mF LEeHE) . F:obsse (RFE LR . G /hifaftisg. H: &5
B, 1 BURARE, J @ MRS (PSS RIZERIEE 2 PR <) 23. FEHE

130

5% L7 VIVEE TR SN RIBERKOERBZLEE» S, £ . .
IR O R OREA S B A b 5 E 2 5N A B R 1) Ribas A, et al. Lancet Oncol. 2015 ; 16 : 908-18.

)
.. . 7 : 2) Robert C, et al. N Engl ] Med. 2015 ; 372 : 2521-32.
IR 2 .
ERCLETERS 1D ORROH (mutations/megabase) 3) Gandhi L, et al. N Engl ] Med. 2018 ; 378 : 2078-92.
#25 AMERAE (KEYNOTE-158# k%) 4) Paz-Ares L, et al. N Engl ] Med. 2018 ; 379 : 2040-51.
TMB—High Non TMB—High 5) Mok TSK, et al. Lancet. 2019 ; 393 : 1819-30.
10241 6394 6) Reck M, et al. N Engl ] Med. 2016 ; 375 : 1823-33.
= 7) Herbst R, et al. Lancet. 2016 ; 387 : 1540-50.
CR 4 (3.9 11 (1.6 ’
féﬁij] (CR) (39) (1.6) 8) Bellmunt J, et al. N Engl ] Med. 2017 ; 376 : 1015-26.
#BsrE% (PR) 26 (25.5) 32 (4.6) . .
%% (SD) 14 (13.7) 228 (33.1) 9) Motzer R, et al. N Engl ] Med. 2021 ; 384 : 1289-1300.
B (%) ES : . : %% 10) Choueiri TK, et al. N Engl ] Med. 2021 ; 385 : 683-94.
Non-CR/Non-PD 0 3 (04) 11) Sun ], et al. Lancet. 2021 ; 398 : 759-71.
BREEL (PD) 48 (47.1) 349 (50.7) 12) André T, et al. N Engl J Med. 2020 ; 383 : 2207-18.
FHiliAEE (NE) 10 (9.8) 66 (9.6) 13) Cortes J, et al. Lancet. 2020 ; 396 : 1817-28.
Z2®R (CR+PR) (%) %% 14) Makker V, et al. N Engl ] Med. 2022 ; 386 : 437-48.
(95% (= HEIX ) 29.4 (20.8, 39.3) 6.2 (4.6, 8.3)

24. XEFBERERUBWE DO EE
MSDHREH MSDH A8 v —HH— b5 —
R ETREXLBEL-13-12
ERBISE DS © 7)) —5 1 ¥ L 0120-024-961

T R IHE TER R R TIREERA 2 L L Sh, 1hEEER5#%1CNon-CR/Non-
PD & &l S h /-8

TMB-Highz#9 210261 (HAA6fIZ &) KMUOTMB-HighzH L
V689 (HAANTLIRlIZET) KBTS, WA DR R
[RECISTHA R A > 1 IRICED < RRHEIC K B5EL%E% (CR)
XIdE3 %% (PR)] BK260DEBV TH -7 (2019%6H27HT —
ZHy bA7). [5.29 BE]
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