%2022 4 3 HRT (4 12 WL, AiEZ ) | BAEEER A EES 874291 |
#2021 4 12 HUET (8 11HL AhAs )

ERES BR5SRAtS
B K280 TP —EEESA — 20mg | 22600AMX00768000
HEHHAM - 365 1 b R E FPD-1E/ 2 0—F Uik Tooma | 22600AMxX00760000 | LA F 9
iRV T GEIGFHRIRR) &Fl 120mg | 30200AMX00925000 | 2020 4F 11
F W S S AL e ) 240mg | 23000AMX00812000 | 2018 4F 11
N || e
— — L 4 : 20
AT -k smeix 20me
= B e
AT T-K =meei 100me
- B0 e
AT -k =mes: 120me
|| e
=j-5K smmmz 240
AT -l mmes: 240me
OPDIVO® LV. Infusion BEFERAEES1 NS4 oW aE
E) EE-EMSEOMFEIZI VT AZ L
| ma 3. 2 REF DMK
1.1 AFE. BABICHARETE ZEERBZICHVT. FA N ATI—H N ATI=HR | ATI—R | ATI—K
{EAEEIC+ S L2 - BREROEMOS £ T FADHE B me | 0mg | lomg | plomg
ArEY EHB S hBEBICOVTOABET L, % . e e | oe T
oo AEEMAICET S, BEXIZORKCENIEROER Al B TERHA AT L)
HE+IHBAL. AEEBHrOEERETEE, pH 5.5~6.5
1.2 HEMMEBRIPHEHh, RCICE>HEFIEHREIN T 2B #1.2 (EFAHROTIT)
WBNDT, MEER (RY)h, FREHE. K. B5E) O 1 A oy~ 5 4 DT W X SL R % 5 2,
HRROBEEH X SREOERS. BEE+MITIE, % N N T I o
= BEDPROONIGEICBEFFOHRSEFIEL. BIBR
BALEEOBREZOBYLVEETS C L, [82, 912, 4 BEER AR
11.11 1] OEHEEE
OV RE & 1T - BROIE/NAfafHE=
ORBYIBRTRER (3 GO B HMaRE
2.8 (ROBEICIIBSLENIE) OBRIBAMOEHRIN KD XU D NE
AHN OB LB BUE OB O H 5 B OBRXISEREEZ2H ¢ 2EELNE
OBRBUIBRTRELET BROBE
3. %88 - MK OB BE & ETT - BROE MM R E
3' 1 P OPALEEEZICHEEL LABYBRTRELET BROSHEEY
S g e s e e SN e S 17045754 MRREM (MSI-High) 287 5#H5 - EiRE
VR YR VR v O ALFE LR ISHEEL BBV RE 2 EST - DEESE
WL %e 4| MU | RURERE | SRR | e Oﬁ\ﬁ%fgijgmﬁﬁﬁﬁ; ROEAR R - BROREE
20mg 100mg 120mg 240mg ¢ OE SRR -
G =KV T (EATARZ) T % ORBs_E R IC 3517 B T4 MNAEA
G/ A RIED 20mg 100mg 120mg 240mg
(1754 7 i) /2mL /10mL | /12mL | /24mL 5. WRER IERRICEIET 333 E
D-wr=h—) 60mg 300mg 360mg 720mg (BHEalE
s VSN 1L76m 53.8m 706m 41m 5.1 17 R o HONEZ I L, KA OHMER R4
Lok A -omg ome ome £ VxSl LT MISREORRETD O &,
& [RIETRU YA 584mg | 29.2mg 350mg 70.Img [17.1.1-17.1.7 /]
m ;lf 3;@;@; ) 0.01576mg | 0.0788mg | 0.0946mg | 0.189mg (HIBRARE 4 HE1T - BRDIE/ NG
1| 360 b e 5.2 B R ABRICHLA AN S W72 8H O EGFRER AR L
80 04mg 2mg 24mg 48mg ALK B ET o B>, [17. BEK ] 0oHOMNE
oo 2B L AA DA O 2 % 50 OB L7 1T,
WA W e i I ISEEOINEFT) 2 &, [1719-17.1.11 B8]
- — X . - 5. 3 KAl DM RIS B 5 ARVE R Oty L Tw
H1D AANIBEZTHILZ TSI, Fy A =—=2AN2H A7 =5 .
Wl & CRUE S LS. IRA YIS AREE X 2 85 T5 1 D E MR R
(352) ASITEFREWG RO 2B L ¢, BELEIN TS 5_<4 ’?b’?}ﬁ(;:k(ﬁﬁ%%b:ﬂ L /:EIZ_ VAT GEEFHR L)
DT, EFHEEIIH 4 22mg/2.2mL. 106mg/105mL. 126mg/ LR B84, IMDCH 1) R~ 4% A% intermediate ¥ 13
126mL. 246mg/24.6mL T %, poor U 22 DIEEEHRE TS = b
5.5 KA OM R IR BT 2 AVER a7 L Tw
&‘1\0

5.6 [17. iR OHONETZHA L. FANO AR R4
P+t gLz bET BICEEORRZAT) 2 &
[17.1.12-17.1.14 & 1]

(BRI GEAEMEOTHRNKD XU 2 NE)
5.7 [17. R DHONE Z#HA L. AN OA RN %4



Wzl lLzsrlc BREEOERRZITH I L,
[17.1.15-17.1.17 1]

(BREXXLHEREE 2 F T SEEDE

5.8 77 F F#H & G HALFHEC X B HHIEO B IS
B ARFN DA O AETEIMEL L TW R,

5. 9 RH DM HABIHEE S B 2 A8 K M. L Tw
2\,

5.10 [17. B IE#E] OTHOWNEZ B L. KA OFNE R VR4
P& o BE L7z 1Ty B EE ORREITH 2L, [17.1.18
Z ]

GRBYIRARE R EIT - BROSE

5. 11 KA OMAAIIH DN BT 2 HRPE M O ePEITL L Tw»
R\,

(UIBRARE A HETT - BROEM E T R iE)

5. 12 AH| O T O MBI BV B A% K OV AR LT
l,x&l,xo
(DBPALZEERZICHEEL ZABYRTRELAETT BROSHEEY
1704754 FAREM (MSI-High) 287 5#i - EBE)

5.13 7 LY ) I I U RPUEEEEAL. A XV T I5F L ROA
VT Y BRI X BB O e W IT BT B AH
DERNER R EVEIMEL L T2,

5. 14 +or #8852 A3 W BLE SUSMAT ;7% 12 51T 5 AR &
. MSI-High 258 S Nz IG5 2 L. MEICHZ-
TUE, KRS NI TR RS SUI ERH R 2 VW5 2 &,
B KRR E ARG R i UL R R R (B3 B T i
ZoWTE, UTFTOY 7% A M5 AT TH S !
https://www.pmda.go.jp/review-services/drug-reviews/revie
w-information/cd/0001.html

5.15 [17.BRE#] OTHONEZ B L. KR OHRME R %
WA oI HR L7 BT RADADOBEBDFEREIZDONWTD
HEICHET L, #IREFOREIRZIT) 2 &, [17.124 /]

5.16 AAHIOMHEMIHE BT 2B R ORI L T
W\,

(D ALZEERR (B L ZRBYIBRTREE A ETT - BROBER)

5. 17 FHO—WIHHNI BT 2 H R O VAT L T ze v,

5. 18 [17. EER#t] OTHOWNEZ B L. KA OERE R VR4
% B L 72 1T, SR EE OBIREITH 2 &, [17.1.25
Z ]

(BRI BT BT HEEE)

5. 19 MRT#BIHEEIC & D W 5E 2288 (pCR) 2530 bk
Mol BHIHGT BT L,

5. 20 AHIOMHTHEBIFEE N B B A% K VR &M L Tw
2\,

5. 21 FRRERICH A AN S N7 BE O EHRE, pCR O %%
WZOWT, [17. BRG] oTHONAEZ B L. AH OB MR
O LML T8 L7 BT, @R BEORRNEITH 2 &,
[17.1.26 %]

* (EHRTHE)

5. 22 [EBEAWNAZHETA VT4 V] (HRBRELY%) F0
W DM EBEIT, W) 2 4 B s J O B i A & SE 0t
L7: Ty SR 20 bR MM & S &, o,
BESS D JHAE - MR SIS E DO W TR SN R0 2 wWEE
ThHhbHILEMRTHI L,

5. 23 [17. FRIRBH ] OTHONEZ I L. AR O R V%4
W& TR L2 1T BN EEOBEIREAIT) 2 & [17.1.27
Z ]

*3% (R ERIEICH T 2T R HBEEE)

5.24 Y AT 5 F VEDT T F FHHN X BIHWHS W HRE LB AT
INOLOHBREBEELET LT L,

5. 25 RAIOARME . BRI L ) 84 2 EsRgE s hTw
Bo IS Z & OFERIZOWT, T17. R OHOWE %
HOL. AR OFIEER Vet E oI EE L BT B
o REWICB WL, MRTHBEEaERE S B E 2. AF LSO
EHROFERIZOWTHEEICHE L, #ISEZOEIRETTH 2
Lo [17.1.28 ]

5. 26 AR RERICHLIA AN S N2 BE ORI E IOV T [17. R
A OHOWNEEZ BRI L, AR OHRMYER VZEME% 15512
P L7z BTy BIREBEOENELTH T L, [171.28 ZH]

5. 27 AHIOM BRI B 2 AR K ORI L Tw
2\,

) International Metastatic RCC Database Consortium

6. BERUAE
(BEMEalE)
WHE, RACR =RV~ T GEETFMITELZ) LT 1M
240mg % 2 34 [ RIS 13 1 18] 480mg % 4 38 [ R e C A e S
bo 2L, EMBEAIEICEB T AMBRMEORA L. &Y
W12 » AMECTET 5,
MR ARE 2 BEMERAEICS LTS ¥ A~ 7 GEIEFHLER
A) LT AYAE. R, ARV~ T GEfETH
Hz) LT, 1 80mg % 3 MM MG T4 I MiMEES 5. <
D% =KV~ 7 GEfEFHEL2) & LT, 11 240mg % 238
[T TR 320 1 18] 480mg % 4 3 [ 5] b C Al e 3 4 o
(IR EE R HETT - BROIENIRME. ABYBRTELET B
ROBE)
WL WAIZ= RV~ 7 BT Z) & LT 10 240mg
% 2 AR RIRE 3 1 18] 480mg % 4 38 R R T USRI T b
MO PUEPEES A & OFH T 241, lE. RACIE=Rr~
7 GEfEFHIZ) & LT, 118 240mg % 2 38 [ R R 3 1& 1 [l
360mg % 3 JAH [ FE T raEEE T %0
GRETIRTEER 2 B O EHRaE)
WE, EAZIE= RV~ T GEE L) & LT 1 240mg
% 2 RIS 3L0E 1 0] 480mg % 4 A R B RE C i3 %0
AR F=TEHATHEEIL @E. BAIZE=Frv=T
(Ffs T-#¥ 2) & LT, 11 240mg % 2 38 [ F& X 11
480mg % 4 3 [ ] b C R EHE T %
(LS R TR O RRIA Y BR A B S IR 0 B i Lok LT
A¥Y A~ GEETHEEZR) LR 28813 @%. mA
IR~ 7 EIETHEL2) & LT, 11 240mg % 338
R T 4 [0 S EHE S 50 ZFD%. =KV~ 7 GEEFHIRZ)
& LT 1181 240mg % 2 38 S BB 01 1 161 480mg % 4 38 i 1 b
TRIERHET %0
(BRI AMOEHRAERD X2 2 /NE)
WEHE. BACIE =RV~ 7 (Em R Z) & LT 10 240mg
% 2 W[ REIRE 3 1E 1 M1 480mg % 4 B I FIRE C s iHE T %o
FME MBI FR V7 @M LT 1m
Smg/kg (KHE) % 2 HR MG CRIEFHTES %0 2B, KE 40kg
PlED/ARRICIE, =R V<7 EETHIELZ LT 10
240mg % 2 8 1 RS B 313 1 91 480mg % 4 0 i) ] B ~C o v v 5
HZEHTEL,
* (BRXIERGEEE T 2EENE. FRAHE)
WHL A= RV~ GEfz L) & LT, 10 240mg
% 2 A RS 3L1E 1 M1 480mg % 4 A I FE C i iE 3 %o
(IR EE AT - BROBMBES R E)
W, A= RV~ T GEETHEEZ) £ LT 118 240mg
% 2 AR IR S 1 18] 480mg % 4 8 [ FE T R EE T %,
A¥) Av7 (BTl LOHET 2880, @, A
=RV~ 7 GEfz#IEZ) & LT 118 240mg % 2 38 [ ks
i 11 360mg % 3 2 [ M B C REE T b0
(PACZELBICEEL AR LET BROSEEY
17095754 MAREM (MSI-High) #8355 - EisE)
B A= RV~ GEfz#IEz) & LT 11 240mg
% 2 AR RE 3L1E 1 M1 480mg % 4 3 R I RE C s it 3 %o
A AT (@BETHEEZ) LT 2541 @F. ALK
=RV~ 7 GEfz#IEZ) & LT, 11 240mg % 338 [ ks
TAB YT 50 0%, =KL~ 7 GEETHIRZ) &L
Ty 1M 240mg % 2 B R 301 1 101 480mg % 4 18 [ [ B ~C piii
HHET %o
(P ALEEEBICHEEL A REBUBRTEELET BREORERE.
BEEICH T BN EEEEE)
HHL RAE =RV ~7 (BT Z) & LT 10 240mg
% 2 I HRIRE 301E 1 18] 480mg % 4 W R T RO EHE S o 7272
L. Sl IC B 2tk o g, #5812 » A
MECTEd s,

sk (REE LR C B B TR EENER)

WHL A=KV~ T GREF#IRZ) & LT 11 240mg
% 2 EM R 3 1 W 480mg % 4 JE I RIRS T A EHE T B 72728
L. B58EE12 7 AMFcET 5,

7. BERVAEICEEY 58
(hEeHE)
7.1 RFENEL 30 57 BL BT TRUEFHET 5 2 Lo


https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html

(BHEalE)

7. 2 BB R EREAIEICH LT, A €Y AT (HEET
M z) EHEHT YA BERBRICHAANS R ZEED
FHBHRESEIC DWW, [17. BRG] OEOWNEZ SR L. AH
DARER e B Lz LT, FHoLERICD
WTHEFIHITS 22 8. 720 A ¥Y AT GEETHIER)
D EFFI L BIEARE) T, PD-LL 2588 L 2525 o
5E4G PD-LIZBIEHR) ICX VR ZMNARBE SN TS,
A¥Y A< GEIZFHIEZ) L oS 12 L TPD-L1 3
BIROYUEREREAE SN, PD-LIRBESE W RSN
TEBFICTBV T, RAME S O EEIZOWTH T E L
7o b, HEEICHKT A2 &, [171.6 2]

(UIBRANRE & METT - R ODIE/NRRaRG )

7. 3ALF LR GH B E TN T 5 ARH B 5 o A5 OV% 4
PEIEHE. L TV,

7. 4 MO PUENEEEH) & TS 284 PR B Ao HUE k5
Fld 17, BRG] oTHOWNEE DI L. BERRBEICB VTR
HENZEZOPDLI R ERE LA LTEINT 52 &,
[17.1.10 2]

GRABYVIRTRER L &S0 EMaE)

7. 5 AL ERERBE LY A4 S A A Y EEH O AR DBREZ A
5 BERT B AH B G- O A7 f O AR Af . LT
W,

(BRI EMOEHRR D X2 2 NE)

7. 6 M DPEEIEEEH) & OBEHIZ D W T, AN K A
VLTV,

(BRI =REE 2 HF T 2 EEBE)

7. 7 Mo PEMIE LR & OBEHIZ O W T, AR VA R
VLTV,

BRI RETT - BROBRE)

7. 8 AH MM H- O — RN O REFFIC BT D AR 0%
AVEZRET LT W v,

7.9 Mo PrEMEIES A & O 3 2 3541213, HER2 et i
Bh¥rz L,

7. 10 o PrEEMENE S A & O OF B 5- O A7 %) 1. PD-L1 38315
(CPS) 12 &Y ¥7% 2 A RIE ENTWwD, CPSIZDOWT,
M7 BRI OEOWNE 2 RH L. RE ORI K 0% 4k
o L7 LTy AFE BT 2 L EEIC O W T
HWF$ 52 &, [17.1.20 B1R]

7. 11 Mo BB & OEH S 2856, EH 3 A o buis g
HE N7 R R OBHONE R LERT L 2 &,
[17.120. 17.1.21 1]

(UIRRABE B ETT - BROEMME S R IE)

7. 12 {LA R IB IR G (A 2 ARH B G- O A /T OV 4
M. LTV,

(B ALEEERR ICEE L FIRAYVIBRTEELET - BRORER)

7. 13 MO HUEEIE R H & ORI O T, AR 04 13 HE
VLTV,

(BEREICH T BT HEEIER)

7. 14 M OHUEEIE R H & OPEIZ O WT, AR 4 13 HE
VLTV AR,

* (ERATHE)

7. 15 DB ENEIE L # & O IC DWW T, AR S V24P 3 A
VLTV,

*x (R LEEEICH T 2 LEES)

7. 16 MO FLEMEEE A & OGOV T, ARIE % N4k 1 ik
VLTV,

8. ERLEXNER
(GhEeE)
8.1 AHl 0 T MBI EAL/ERIIC L D HEEDRIEIOS RN T %
EEZONDHA LBEERHEVHObNDLZ END D, B
T TAT Y REDRD S NG, BEORIERIG IS
LXBRWEH OB ZZB L, B LENZH21T) 2 Lo HIE
DRIEBOSN & B EIVEH2S5ED M 351218, B R E AV E
YRIOREHEEZEETHI Lo T KGR TRICEE S
BWE 23 5o b 2 EHH DD T, KHIFGRTHOBIEE
TIATH 2 ko
8.2 MEMMBELD HbNDZ VD LDT, KFDOKRGIZH
720 Tidy BRAREIR (VPURERIE, ok, Je# i o R (%
SZ) %) ORI X M0 JES. Bl TocAT

©

kg
%9

_3_

-5 BUERF g8 AN E

)T ke Fo BEIDSUTWEBCT, mif~—» —Fokdk
EERT S &, [1.2, 912, 1111 &8

.3 HIEMMEIE, (LS. %, BRUTRERE S bbb 2

ENHBHOT, WM. IR T, UA S, WTFRE, CK
EA CEREN, WP RORP I o e s EREOBISE
T2 T &, 1112 28]

LA L TRIBER DS S b D Z DD LHDOT, [, Eols, MR

DREIRDFEBLRMBEED LA DTERET 5 2 &, [1114 2]
FrikRE S, I, LM 2208 5
b b Z EddbHDT, EMMITFEEREZ TV, BEOIR
B ol Blgd 52 Lo [11.16 2]

. 6 HUIRIRBRRERSE, T RMAMRRE L ORIEREED’D S5 b b

S ENH B DT, RAN OIS UGB OF 539 B b i3 i 12
Wi bkeetds (TSH. @Mk T3, ###E T4, ACTH. Ifiirha)v
FV—NVEEOWE) EETSHI . 2 LIS U THG
MAEFOFERSZMT 52 &, [11.17, 1118, 11111 &H]

LT BRENRDSDONDLZ LD LHDOT, EMICERERE %

fro, BHEoREZ FRICBISET 22, [111105H]

. 8 Infusion reaction 25 Hb N b Z L 23 5 DT, AF OG-

13 JE @ Infusion reaction (2fifi 2 TEAREIC 5 2 GO T &
LR T 72 ECTHMGT 5 2 & T 72, 2181 H MO AHKI#%
5§12 Infusion reaction 28 bbb Z & d H L DT, KRAK
B R ORAZLGHETHRIINL F VA 2 lET ARE R
FHOWREE T8I 52 Lo [11.115 5]
(VIR BE B YETT - BROIE/ R
QARKNEHINVKRTTF V. NI FEVRIRNY AT
GEIETHI2) ZOHRGT HBIC1E, RBBIEIF P EIRARE DS
HObNDBEIENHBHOT, LG U TMERE % AT %,
BEOREL TH5ICBgT 528, [11152H]

BENEREZHTBEICHT AR
1 &HHE - BIEEZED» 5 BE

11 HERRRBEOSHINIIEMENELCIBREODBECRE

REOBREEDH % BE
HOEREDET 2 B2hd %,

N2 AEMEMRRDSH 5BER I ZOREEDSH 3 B8E

R EAHET 2 52 H 5. [1.2, 82, 1111 ZHH]

1.3 ABHEE (EmBHlaBEEzSs) O&38F

RAN D512 &) AR 23 2 A OB SRR ok 3
AT D BTN D B,

4 EROBREIIREFEE T2 EE

B ERIET 2B LTNDH 5o (11117 B

.4 ETEREEH I HE

RS B W RETED & 2 LRI IE, RHR G R O 55Tt —
FE N ) 2 AL W2 £ 9 $RET 22 8, [95 3]

. 5 1w

HEIR USRI LT B iR O & 2 Ik, R LoF i
ekt d Ll s LS N EICOREE 352 L, Mk
F 72 A R AR R O SIS 2 RBIC B VT
10mg/kg @34 2 4z 5. (AUC H# C B IR B 85 5 0 9 6 £5 12 AH
B3 %) WX VHERKRBICHE T B - BRIRIETRS 2 Il AE
JIETHROBEMATRD b 72hs, WHFHILLIZRD SNk o 72,
T2, WEROBERUIEEIEHIERD bk ol b,
AHNGHAEROMETTRO 5N T WD, [94 5]

. 6 RILE

R LR R O RFLR RO AR Z ZE L, 3L ORK#SEX
FHIEEMETT 5 2 & AAloe FRTHTAORITIEIRE Sh
Ty b b IgGRAFHFIERITT 20T, AH BT
LURENED B 5o

7 RS
(BHREE. YRTRLET BROJIMRIE. RIEUIER
NEEXGHEHHOEMRRE. BRI ERGSE2HJ 2RERN
. BEUBRTRLET - BROBE. VIBRTRLET BRO
BUEBESRRE. PALCFEEERISEEL LaBURTRLE
T-BREOBEE~Y(/7OYT5AM PRREM (MSI-High) %
FY 545 - BEBRE. PALEEERISEEL LREGVIRTEE
BET-BROREE. BERICH T 2REMEELE EER
B, RERERTEICH T BIHEEENEE)

NREFER G E L2 RRRERIZER L Th v,
(BRXISHEAEOHHMEK D X2 2 NE)

RHMAERENR, BRI R 20 G & L7z R B it L <
WY,



9.8 =L
BEORELZ T IBGE LD o EEIRG T2 L, — KIS
ABEREDME T L T\ 5o

10. HHE{ER
10. 2 BEHGER (BERACERT B2 &)

A 5% PR R - 51 )7 s B - fabn 7
gy 5 BREL 72072 F x5 | REN O TG
T sy | MELRRIERSICHETUE [ (LRI L 28
AT 7> | RPBFEBIL 723 4120358 | o B R Ib 25 =

YIZRLEZITH e, LBEND DD,
11. B1ER

ROBWEMDH 5 DIND Z EWHHDOT, BHEE IV, R
WO LN ARG 2T 7% & W) 2 ALE 2 1T )
Zeb,

1.1 EX&EIER

%111, 1 EMMRSR
il g, Wi Wik SR O R E N (36%. 6.1%) 7'd
LbNHIENHBHDOT, RENEDLNLGAITE, HLH
IES X # WERCT. i~ — 7 —FORELZFET S 2 Lo
(12, 82, 9.12%M]

*%11. 1. 2 BIEHEAE (01% K, 01% K. DHX 02%.
02%). B& (0.1% K. 03%). BWEHBBE S,
0.1% i)
INHEEHFLALERZONBIEFADWE SN TVWD, T2, E
HERFMEIIELS £ B 27 ) — D720 QIR 4T 55 2 &
L DOT, MIIREOEALIZT5EET 5 L. [83BH]

TR 3 KBBR (12%. 34%). MBE (0.1%Kik, 0.2%), BE
OFH (0.8%. 4.0%)

Wadeir H224le A L AIZELBIHHE SN T Do Ftd 5
T R, MRS ORERD D S DNt #5 2 Pk
ToHRE, WYRMEEIT)

1.1, 4 1 BUERS
LRUBE R ORUSE 1 BUBE IR 96 % & &) (02%. 04%) #3% 5D
. BRI V7 Y F—Y AR 2 LD B 1 HUBEIRNG
MEEL NI E I3RS eIk L, 4 Y2 Y RAOKRE5ED
WY REEAT) 2 Lo [84 2]

11.1. 5 ER G IAERE
SR MNP IEA CRIZALL 0.1% R4) . &Mk £
M CFEEAS B 0.1% A ). MR BRAE CBUZ AN B, B AR
B\ SRR ERIRARE (0.1% i, 20%) 55 0 HE 2 LK
BEXHODNDLI LN DL, £y AREANVET T F 7,
N7 FENRONNY 2T GEEFHIRR) & oftHIC
BT, BRI PERAE (158%T) B Sbh b L
bHbo [89FMH]
1) FEBUEEE ONO-4538-52 ikl & 4t L 720

TR0 6 BUERT R, FRR. FMEERE, Fk. BLHEEs
BUENT9¢ CREEAR, AR IFA 4 (0.1% AR, 0.1% %
i) AST . ALT 840, y-GTPH A, ALPH#II, € U v
ISR D B R E (0.9%. 4.4%). HTF % (0.3%.
1.7%) SEALYERRAE 58 CHEEAR, BEAW) bbb b

s EhD b [85FM]

F11.1.7 BRI AR
FURBRBEREAC T AE (7.6%. 133%). HUIRBRBKHETTHERE (3.8%.
6.7%). HIRBIE (09%. 14%) FOHIRIBERERE DD 5 b
NHZetidbb, [86BH]

*11. 1. 8 TEHRKERE
TaEMAIE (03%. 21%). TEAFEREMEFIE 02%. 08%).
RS B ORI R V8 & RHBE (0.1% R4, 01%) 250 T IR
HEREED D HbNDL I EWH DL, [86FH]

sk 11, 1.9 HHEREE
KM= 2 — a8 F — (13%, 206%), £%=2—n/iF—
(0.1% i, 04%). HOHRENE= 2 —a/5F— (0.1% £l
JEARBD . 7 2N L —JEBREE (0.1% R, 0.1% i), B
(01% A, HEEAT]) FEOMEREDzHLDbNDL LN D Do

*%11.1. 10 BEE
A (06%. 1.6%). JRAVE R ETEE % (01%. 01%). %
HRIEE I (AL 0.1%A0) FoFEErHLDPILI L
Wb [87ZM]

11.1. 11 BIBESE
FIEREREA 4 (06%. 30%) SORIFEEN D HDLNDL T LA
H5b. [86BHH]

1.1, 12 B¢ (01% £, 02%)

*%11.1. 13 EEDOKEEE

o 35 M £ Rz 138 @l R SiE  (Toxic Epidermal Necrolysis : TEN)
CEUEA, 0.1% i) Fz AL B HRGE i 7 (Stevens-Johnson
FEBERE) (0.1% Ad 0.1% A6H) . FRIEHE (0.1% K. 0.1% K
). ZIALEE (02%. 03%) FOEEOKERELNH b
HTZENH D,

11. 1. 14 EBiRIM AR ZAETE
R B IR A RE (0.1% K. 04%). Hili ZEARE (0.1% & i
04%) SOWHMRIMEERIED D HDONDLZ DD 5,

*3%11. 1. 15 Infusion reaction

TFT4TFT— FEE BE EOIE. . SIE, K
L. W PR 8, 58 fil i 25 % & e Infusion reaction (3.2 %.
78%) NdHLbIbHI LWL, EED Infusion reaction 3%
b gaI 3l b IS % ik LGl 2 0LE %179 & &
BIT. ETOBERERDPEAICHES 2 F TREDIREL
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(;1Ag[~Jli (;-i)i) 4950 +580 | 12300=4500 | 43900 +7200 | 67400 = 15500
Tis2(hr) 360+10 320+170 520+ 270 410+230
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0.9 A AHIRRE Pk ) % [ H (<338 B R B G A0 28 5 16 05 L 72 A A LIl
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at risk# 477839 (B) A< 7 (Gl THBZ) BECTNE*"[1656~NE] » HTH ). AH

0 A Y A7T (@7 IO LRGN BRER 2R
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Bl log-rank M5Bl 20174E6 H1I2HTF—% A v b4 7)o T2 &
PR EEA RS 42 452 B 385 61 (85.2%) (ZEIVEM (BRRHAEE T %
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AFIHREF 316292265244230213201 191 181175157 55 3
TEVLT TR 314292265247 226 221 209200 198 192170 49 7
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F 72, IS AR I BV T PD-L1 2 583 L 22 IR S5 M 2% 15 o % E&
(LUF.TPD-L1 8] BT 2 Moo BFE 07—
MO &, PD-L1 S BIEBNIRB WA %2 17 5 720 PD-L1 JE8L
P (1% K e 1% LU L) D4 B oM FE%2 L TICRT,

51, 725 1.0~
[ ] 094 —A— AHEE
PD-L1 R} 1 %Ki 08 Qe AEULT T
1.0 :
0.9 —A— AEIEImEF - 0.7+
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0.7 2o
¥ -
064 Zos
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Foad B 0.2+
031 0.1
0.2 oo
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0.1 at risk WHF AR (A)
O AHIE 453 399 353 332 311 291 249 71 5 0
0 3 6 9 121518 21 24 27 30 33 36 39 (CULYTE 453 364 314 269 252 225 184 56 2 O
at risk#% 4178 (B)
RSB 117103 86 76 73 65 62 50 57 55 50 16 2 0 *6: ALY AT (BISFHBZ) 3 ARICB O TEER O
(EULYTHER 123113102 91 82 82 79 74 74 72 66 18 4 0O T ARERBREOME - AR TUABIN T2V
EULTTEIEE 113 96 87 79 71 61 57 50 44 43 32 10 1 0 *7 ¢ NERHEEAHE

(UIBRANRE A E4T - B R DFE/ N ahtizE)
17.1. 8 RELEE
(1) EMEE I4EKE (ONO-4538-05 &iER)

PD-L1 IR 1%L L

1.0 B
094 —A— AH|ERE
084 3k AU LT TR
@ AE) LT B E
074 TR
0.6
77051
- 0.4 Qﬂ%ﬂm&
0.3 b
0.2
0.1
0.0 e
0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk#t 1R (B)

AFIEIREE 171 165158 148 139 131 122117112109 98 36 1 0
TEULT TR 155144 132127 116 112105102101 99 85 27 3 0
TEULTT B 164155138126 115102 89 83 77 74 64 21 2 0

PD-L1 " N NP
G| BEE B o S | Comm
<10 N+ BEFRE | 123 NE [2645~NE] 0.59
THAREE | 113 1856 [13.67~23.20] [042~0.83]
~10 N-+I B HI#E | 155 NE [NE~NE] 0.54
THAREE | 164 22.11 [17.08~29.67] [0.39~0.74]
<10 N+ BEFRE | 123 NE [2645~NE] 0.74
AFH WA | 117 2346 [1301~NE] [052~1.06]
~10 N-+I B H#E | 155 NE [NE~NE] 1.03
AHN AT | 171 NE [NE~NE] [0.72~148]

75 FF B % UL EEREE R AT A WERARE R B M/ IV U
38 O R ¥ bz JE/NHI B a3 (ECOG Performance Status 0 M
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JLEEIZE A5 CR XUZPR) 13257% (95%S#HX I : 142~421%) T
Holo BB, FMICHELZBMIZ00% TH oo T2, e
S 52 35 B 24 B (68.6%) (ZEIMEM (BiRMAM R E 2 &)
WD SN Tze EREMEMNIZ. BRIESH (143%). FEH5H] (143
%) FHIGES5 B (14.3%). F85 58] (14.3%) TH-729,

Bk (%)
52424%h (CR) 0 (0.0
%% (PR) 9 (257)
% E (SD) 10 (286)
A 17 (PD) 16 (45.7)
A A RE 0 (0.0)

(2) BSEMMEFER (CA209017 ER)

75 FFHH e GO REIE 2 A T A UIBRAEE R B M/ IV L
F358 O T 1 B2 /Rl il 9 8.2 (ECOG Performance Status 0 %
1) 27260 (KRHIBE1356], Fs FLABE1376]) 2512, N
7 EF BV ERIRE U CAK 3mg/kg % 2 WM & CamEHHEED Lz
L EOHRIER O BET L BEFHIIEE T 2 &AL
(H gt [95% 1E B X []]) o rp B S AT 465 R 0E. AHIBEC 9.23[7.33~
132717 H. P27 3L UVEET601[513~733]» HTH Y. KANZF
Yy XLV LR FNICHEREREZ R L7 O — R 059
[96.85 % 13 JH X [ : 043~0.81]. p=0.0002 [J& %51 log-rank # % 1. 2014
FERABHFT=% 7y b+ 7). 720 DAL 131+ 76



Bl (580%) ICHIMEH (BRMAEMBE 2 &G) PlvbNi. Tk
RIVERIE, 957 2160 (160%). FLARIRGE 146 (107%) Th o7z,

1.0
094
0.8+
0.7
0.6

EO.SA

0.4+
0.3
0.2
0.1
004

—A— XREIH
Q- RegF VB

0 3 6
at risk#
AEIBF 135
Rt2¥%tILE8 137

L A S S S L
9 12 15 18 21

H778R (R)

113 86 69 52 31 15 7
103 68 45 30 14 7 2

17.1. 9 FRFLEE
(1) ENEE L85 (ONO-4538-06 HE&)

(3) EFRHFFEMAEHER (ONO-4538-52 #ER)

(LS FE RGO EGFR BB T A RBME, ALK @& #is 7B &
O ROST B i A5 T BaE O VI BRAS G 20 4T - FEZE O IEIR - LR I/
M B 550 B (H AR N 3710l % &, AH & 75 F F #H|
BKORNY X<7 (BsTHIRZ) 250tk e o (N+C
PERD) *8BE275 B, 7T RE T T FFRABUORNNY X277 (GEiE
THZ) ®EHDLSd e ot P+COHM) #2756 2%
12 PHC A 250 & LTy N+C BRI BE A 31 0% & % Beat
U720 EFEFHGEH T 2 MHEALAE (b Il [95% B EIX M)
&, N+CHf 8 <1212 [9.76~14.00] » H. P+CHf I # <811 [6.97
~8541 % H T 1. N+C #5113 P+C PF % 512k LR
CAHBEREREZ R L OV — F 1056 [96.37 %15 17 X [ : 043~
0.71], p<0.0001 [J& 5l log-rank #eaE]. 20204E2 H1I0HF7—% 4 v b
T 7)o F T2y AR FEAN R 5 273 61 vh 269 61 (985%) (I E
(MR B 2 &) 290 b7z, EAEWEAIE. BiBAE 143
Bl (524%). KR = 2 — 85— 12061 (44.0%). 3FrERE
WA 116 B (425%) FIMERE KA 93 B (34.1%). FEF: 8541 (311
%), FRGE 81H1 (29.7%). F895 8141 (29.7%). &1L 78] (286
%), [AfE 696 (253%) TH-7217, [525MH]

1.0 P

0.94

75 F A EETLERBEY AT 2 U BRARE R TIB M /IVI X
W TSE O IR LR JE /TR #E % (ECOG Performance Status
0Je T8 1) 76 4 % xb 502, AFH 3mg/kg % 2 38 [ i & C a5 i iR D
L7zo BRFHIHH CTd 2285 (RECIST #'4 FJ 4 ¥ L1MIC
o YL I £ B CR XIEPR) 1219.7% (95% {5 IX [ - 123
~300%) THotzo B, FANHEELZHMEIZ.0%TH - 720
F 7o, VRIS 76 Bl 64 51 (84.2%) \ZEIVEIN (ERRARA i
RE2ET) WEOOLNT, BRAENE. BEKR1LH (145%).
FEEA1HB (145%). FERKWGE 1160 (145%). F895 1160 (145%).
W7 oBl (11.8%). L 86 (105%) TH o721,

at risk#

AHFI RS
1bFE AN AR
TS5uRRY

b RA R

—A— AEIRULZREN AR
Q- TR RO A AR

275 231

275 225

163

127

12 16 20 24 28
EIEREFHE (R)
88 48 16 6 0

53 27 5 2 0

0

0

BIE (%)
5547285 (CR) 2 (26)
%% (PR) 13 (17.1)
% i (SD) 21 (276)
# 47 (PD) 38 (50.0)
FEAliAAE 1 (13)
e BEIR AR L 1 (13)

(2) BHEMMEHER (CA209057 F5R)

*8 ¢ ARH| 1 360mg. # VKT FF 1 AUC6 (mg/mL * min), /¥
7 )% FE )10 200mg/m2, NNV X< T GEETHIEZ) 10
15mg/kg % 3B MFE TR 69 A4 7 v SiiHE Lz, A# 10

360mg K NN Y A< 7 (s TR Z) 110 15mg/kg % 3081

75 FFEH B G AR A AT A YIRS E R B M/ IV L
HIE 0 IR LRz e/ N #E % (ECOG Performance Status 0
e 1) 58211 (AHIEE202 6], Kt & & uBE200H6) 25,
t ¥ FEVERRE U TAH 3me/kg % 2 38 R R FE T AR HEHEED L
7oL EOLERMR O REME 2 ME L, EEFIIE Th 2 2441
] (ot [95% B X H]) o i B FgAT 5 ik, ASHITEC 12.19 [9.66
~14981» H. Ft% FEIV#TI36[805~1068] » HTH . AHl
Ry eI LREIFICHEREREZR L7 OVF— Kt
0.73 [95.92 % 15 HE X [ : 0.59~0.89]. p=0.0015 [J& 5] log-rank ¥ &1+
201543 H18HT =% #1 v b A7), F7o, RAeVERHA 4 287
19961 (69.3%) WZRIEM (RRMAMET %2 &) RO bz,
FEREERI. 5746 81 (16.0%). L3461 (11.8%). FAEIE 30
Bl (105%). #EJTHE 2961 (101%) THo7210,
1.0
09-
0.8+
0.7
EO.G*
17 0.5
=
0.4
03
0.2+
0.1
O'OA"Y"Y"Y"Y"Y"Y'
0 3 6 9 12 15 18 21 24 27
at risk 417HAE (R)

KB 292 232 194 169 146 123 62 32 9 0
Fea¥tLB 290 244 194 150 111 88 34 10 5 0

—A— AHE
O K% tEIUEE

—T— T

fi 7 C R L 720
PR GRIC B W T, ARANZ RNES Ly AL IR AH O
BT 05 305 UL E O Z BV TG 2 BIR L 72,

17.1.10 ER#£FEE DF#EEBR (ONO-4538-27/CA209227 5H5R)

(LSRG D EGFR #1512 RBEE RO ALK @& # w17 B
DY RAHE 7 #AT - FEIE 0 /MR I A 1,166 61 (H AN B
43Rz &L, A ¥V A~ 7 GEETHELZ) 00 (N+IHEH) *9 5
58361, 7T F F WA & & LS HEEEE 583 ) E A RIC, LR
FaRMEE LT NHIFHBEOF N R R e 2 MG L, £%
SHEIEH Td % PD-L1JEBIER AT 1% L Lo 3% (N+IDfHBE 396 1.
Ab2EFRETE 397 B1) (2B B B (Fh el [95% 18 X 1])
3. N+I6F B ©17.08 [14.95~20.07]1 » H. b % 9 i B T 14.88
[1271~16.72] » AT Y. N+ HE G AR Ul at 1
WCHBERIEEZ /R L ONF— FI0.79 [97.72% 12 FHIX 1 : 0.65~
0.96]. p=0.0066 [J& % log-rank ¥ €], 20194E7H2H F—% &1 v
FA 7)o F 72 LAV S 391 B 302 61 (77.2%) \ZHEIVEH
(FRBRAM RS 2 &) RO SN, EAEWERIE. F95 736
(187%). FH 7081 (17.9%). Z 9 HHE62H1 (159%). 957 56 Bl
(14.3%) R A AR T E 53 B (136%) . ARk E 5361 (136
%)\ ML 426 (107%) THho7218),



0o A AEULTTHER
O fepmLR

& 0.6
g 0.54
04+
0.3
0.2
0.1
0.0

L LU S N B HE SR SR S S S
0O 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

at risk3 77 (B)

1EVLTT

41 295 264 244 212 190 165 153 145 12 1 41 1
e 396 3 95 26 90 165 153 145 129 9 9 0

1L EEEE 397 358 306 250 218 190 166 141 126 112 93 57 22 6 1 0

MOEX R & SN h o 72 PD-L1 EBEDN 1% Ko BE (N+LHEH
TE187 B, ALFEERE 186 B1) (2B F 22 EAEHIH (el [95% 15
HEIX ) (&, N+TPFAH BT 17.15 [12.85~2205] » A, {2
T1219[917~14321 » HTH . N¥F— F 062 [95% 151X [ :
048~078] Th o7 (20194ETH2HF—%H v v+ 7). $72. %
S VE SRR G 185 b 140 61 (75.7%) \CEIVEM (BERMAE 2% %
Gt PR ONTz. EREWEMIZ. FHI2861 (151%). % 27
Bl (146%). 5352561 (135%) AHEKIGE 23 81 (124%). MEIE
21 %) (114%). ALT#m21 61 (114%). Y /8s—Ehahm21 6 (114
%), Z 9 FEIE 204 (108%). AST 84206 (10.8%). FF IR M
BEALTIE 1961 (103%) Th o729,

%90 AF 1M 3me/kg (KiE) % 2B BFEEY T A€V A~7 (#
fafHEz) 1 Img/kg (RTE) % [F H (2 608 [ [ B C Ak B
L7ze BEHIFEGEIZ BT, RAZ RIS L, A €Y A~
7 GEIE R Z) EARKOREGHT 5 5 3055 L Lo Z Bwv
TG ZRIE L7z,

{b2f e A 1A © PD-L1 8 BLER A 1% il O EGFR & 15 128 B a 1k
B O ALK @A AR T B O VIR AN BE 72 4T - FH5E 0 F6 /N e i 6 A8
%3636 (HARNBEEABIZ Gt 7T F F 85 & & ALk b
(N+C BEHD) *10#E177 B, 75 F F 8H % & T L0008 186 f9) % %)
S0, ALk B e LT N+C B A RTE M OV 4t 2 st
L720 AREBRORIREGIEE O—>Th ) BN AMEDN R TH D
MERSTEAAF AT (P e fiti [95% fZBEHIX I ]) (&, N+C BEHIEEC 555 [4.63
~6.901 % J. b T 470 [421~559]1 » H TH V. N+C P H#
GAdAbE o LR EICE B AR ER 2R L (NP — R 073
[97.72 % 12 B IX [#] : 056~0.95]. p=0.0070 [& %Il log-rank # 51, 2019
ETH2HT =57y b4 7)e BB, ARBORKFMHEE O—>T
B0 BB 2 BE DG T B B AF I (i [95% (2 HEIX [H])
&, N+C B HBE T 1521 [12.29~19.781 # H . b9 8 T 1219 [9.17
~14.32] % ATdH Y, N+C PR G- b LRI &
HBIEREZRE Dol OV — FH078[97.72% 13 #H X [ : 060~
1.02]. p=0.0352 [J& Bl log-rank # 521, 201947 H2HF—% # v b
7)o Fizy RAVRHIR G 172510 15961 (924%) \CRIPER (BR
MAMREZ &) RO 5N, TAEIEMNIE. 1706 (407
%) .67 B (39.0%). JE 574361 (25.0%). #F v Bk I8 A i 41 61
(238%). Bk 39 61 (22.7%). BEFL 38 B (22.1%). U EREGA
2761 (15.7%) WEH:26 1 (15.1%). 5695 26 61 (151%). I/ N E,
2160 (122%). MEJIHE 1861 (105%) THh -7, [52, 745 H]

1.0y

094 3 —A— bRt RE
% @ (LR

0 3 6 9 12 15 18 21 24 27 30 33 36 39
at riskE EEEA TR (B)
b REEBAEE 177135 73 48 37 29 19 15 10 10 7 4 1 O
1b%&AR 186121 57 22 18 13 8 6 5 3 0 0 0 O

UL TR
bR Gt AT

10 @ @ LR HE I L Cid. AF 1 E360mg. 7 A 2 4 ¥ 211811000
# L < 131250mg/m2, ¥ A 7 5 F » 1[075mg/m? X ix A H#| 1 [a]
360mg. 7 A ¥ % ¥ ¥ 111000mg/m2, # VAT FF 1k AUCS
(mg/mL - min) % 38 B FFECHRK4T A 7V siEsHE L 72,
ARHI 1101 360mg & 3 3 I IR C Rl Lz 74 Y 8 ¥ sy
427 V1HHMKO8HHIZAMHETEL 720
JER - BBz LCid. ARAI1 M 360mg. XA b L F & 1
500mg/m2, ¥ A7 7 F ¥ 1[0 75mg/m?ix A VKT T F >~ 1
AUCS# L <136 (mg/mL * min) % 338M Mk Tk K491 7 v
PO R L 2 R, AAILMI360mg MK N A b Lo & R
500mg/m?2 % 3 8 [] ] b C s e L 72,

PERFGRIZ BT, AH 2 iR gic8 b Uy AL REEARA o
B HART 05305 EoREE BTG E MG L 72,

17.1.11 EREEFESE M55 (ONO-4538-77/CA2099LA HER)

LR IGE O EGFR Min T2 REVER O ALK @& fn 7Btk
OYIRAHE 2 HEAT - TS O IE/NHT N #E B 719 61 (H AR N B E 50
Bla gt A K AYT GHIZTHIEZ) ROT5FF8A% &
AL (NHT+C BERD) * 1L 8 361 . 75 F F B % & &b
JEIHE 358 ) A abgc, fbFERE AR E LT, N+I+C i # O
FRE Je O e e W) U7z FEFHMEEE Td B 4N (h
gt [95% 12 B X 1) (&, N+I+C BF B # T 14.13 [13.24~16.16] »
Ho ALZHEERE T 10.74 [946~1245] » J1 T& Y. N+I+C B $i5-
AL LIREHHAIICH B AR ER 2R Le (O — R 069
[96.71 % fZ HHIX [ : 0.55~0.871. p=0.0006 [J& 5 log-rank #5E]. 2019
FEI0HSHAFT =% H vy bF 7)o T2 MM S 358 Bl 322
Bl (89.9%) \CEIMEH (BRMAMBEEZE&L) B oz, &
e EE RS, L9460 (263%). A M0 B (223%). T ¥ 73 41
(204%). HEFTHE 7361 (204%). & ) FEAE 66 B (184%). JE9%5 64
Bl (179%). 95759 B (165%). FERKIE 56 61 (156%). HIRMRE
FEREAC FAES2 81 (145%). W47 61 (131%) TdH - 7219, [52
S ]

1.0
09+
081
071
061
051
0.4+
0.3
02+
0.1
Y

o 3 6 9 12 15 18 21 24
at risk# E7HAE (R)

—A— EULTT RUICERAN AR
O CHRRR

BREHE

361 325 292 230 129 46 16 1 0
b #ERF 368 318 259 183 94 39 12 0 0

* 11 P R L Cid, AHI 1 9360mg % 3EMB R, 1 €Y A~
7 GBIZTHIRZ) 10 1mg/kg (KE) % 6 HMEHE, /<210 ¥
¥ 4+ V11200 mg/m2, # VKT 5 F Y1HAUC6 (mg/mL -
min) % 3RS T2 4 7 v S L 72 %%, A# 1 360mg
Z3MMEREL A Y A< 7 (EfzTHEZ) 18 1mg/kg (K
) % 60 TR T R EE L 7.

IR BRI LCid, ARHKI 11 360mg % 3HRRFE. 1 €Y 4
<7 (EETHIRZ) 10 1mg/kg (hE) Z 6:MMEMMFE, <X+
L%+t F1I500mg/m?, ¥ A7 5 F > 11 75mg/m? LI # VK7
FF 1 AUCS# L < 136 (mg/mL - min) % 33 kg T2
A 7V EHE L7zt AHKI 110 360mg % 3M M L4 € A
<7 GEEFHIRZ) 1 1lmg/kg (FRE) % 6308 [ [ FE < 2L i
HEL72

PERFEG RIS B W TIE, RAZ RIS L, f €Y A~ T (G
FErR ) (LAY A 7052 FEL TV LHE) 3ARFO
BHETHO305 D EoMEEZ BTS2 MG L7z, 72, 1t
FHBIAHF IA C Y A~ T (BIETHIEZ) () a<wTD
W5 %2PRELTVLEE) OG5 TH2 5305 Loz Bwv
THG-ZHB L7z,

GRAYIBRTRER 1 Exfe P O B HERaE)
17.1.12 ER#£FE T#HHEBR (ONO-4538-03/CA209025 545k)

AP AEMEEH 2 A9 2 EENER (T2 F=7, 2A=F=
TN VT T2=T YR TE) 2Rt LR iE R AT 5 AT



PSR R M o PR WM B BRI e JR 2 821 B (H AR N B 63 Bl %
e ARANBEAL0HB, =T A ZBEAILH) ERRIC, =T
LA &SI E UTAHK 3me/kg % 2 F T M b T Al sEED L&
XOAMUE R RN Lz, FEFMIEN T 2 a4
(It [95% 15 HEHIX F]) o vh B FREAT A% SR &, AHI#E C 25.00 [21.75
~NE*122] % ., =~xa1) A ZEETI1955[17.64~2306] # HTH V.

ARANTTART Y A AR LRI

BAREREZRLE M-

F 1 0.73 [98.52% 15 #H X 14 : 0.57~0.93]. p=0.0018 [J& 5l log-rank #
£l 201546 HI8HTF— % v M4 7)o T 72, RIS
406 B 31990 (786%) \ZHIMEM (BRRMAMEE % &) 2589
SN7ze ERBIENIE. 957 13461 (33.0%). HL57 6 (140%) .
ZHIEAEST B (14.0%). TFIHI506] (123%). FRk#EAE 4861 (118
%), F&Z4A1H (101%) TH-7220, [56 5]

1.0 -&a
0.94

0.7
0.6
ﬁ 0.5
0.4+
0.3
0.2
0.1

0.8+ e,

—A— AHIE
Q- INOYLRE

004
0 3 6

at risk#

4774 (R)

AEIFE 410 389 359 337 305 275 213 139 73 29 3

INAYLZXEE 411 366 324 287 265 241 187 115 61

20 2

L L S I L B R B |
9 12 15 18 21 24 27 30 33

0
0

L7z ARNERIIHE63 61 (RFIREST B, T~ ) L ZRE26 1) O
LA (P Jefi (95 % R RIX 1) o> vy I AATT A 2R 13, AHIREC
2737 [2362~NE*12] » J, =~ 1) & X TNE*2 [NE~NE] » H
Tdh otz ONF— FIH150 [95% 5 HIX B :049~454]. 201546

BHF—=%%hy b E7),

1.04
0.9+
0.8
0.7+

® 0.6
17 0.5+
: 0.4+
0.3
0.24
0.1+

—A— FEIR
@ INAYLREE

0.0+ ; ;
0 3 6

at risk#
AEIB 37 37 36
INOYLREE 26 26 24

%12 : NEdEERRE

35
24

T T T
12 15 18

£77HRE (R)
3 34 24 16 8 4 0
24 24 20 15 9 3 0

17.1.13 EEL£RE M #8585 (ONO-4538-16/CA209214 5KER)

(SRR OIATHE LR DU MM A 1096 5 cp 2 Speme 555 279 o34

Bl (HARNBER2OAZ G0, A1) A< 7 GEE AR PR
(N+I R *BEESS0 6, 2 =F = 7HRES46 1)) %2, A=F=
ThRFE LT NH RO MER R e E e Lz, 258
FEMIE H Td A IMDC*1 ) X 7 4% intermediate & U poor ') A 7
BFE (NHIOEHBEA25 B, A =F = 7HE42261) D4R (dak
i [95% 15 4 X 1) (. N+IfF i ©NE*5 [2816~NE] » H. &
=F = TRET2595[2208~NE*B] » A TH Y. N+ LG 1L A=
BRIEREZ/R L OV — FIL063
[99.8% 15 #F IX [ : 0.44~0.89]. p<0.0001 [J& B log-rank #% %], 2017
ESHTHT =% h v b4+ 7)o F 720 RAeVEiFMix 5 547 Bk 509
Bl (931%) \CEITEH (BRMAEMREE 2 58) SR oz, ¥4
BIVERIE. 9897 202 B (36.9%). & 9 FEAE 1541 (282%). T#i145
B (265%). 569118461 (216%). HE.L 1096 (199%), V) /8 —F
B0 B (165%). HARMEEEALT i 85 61 (155%) Td » 7220,

F =TI LEEN# IS

(5.6 ZH]

—A— 1EVLTT AR

LA L S S S L B S B |
9 12 15 18 21 24 27 30 33
4778 (B)

——r
0O 3 6
at risk#

AEVLTTHAR 425 399 372 348 332 318 300 241 119 44 2 0

Z=F=TJE 422 387 352 315 288 253 225 179 89 34 3 O

%13 A K1 3mg/kg () & A ¥ V) A< 7 (xR 1N
Img/kg (RTE) Z [ H\Z 30 B T B C 4 ol s i s L 7= 1, &A1 L
3mg/kg (RE) % 208 EIMIFE CRamEEY Lo PRAI GRS
BWTiE, KA RIS L. A €Y AT GEEFHIEIRZ) 1
KHNOF G T 755 3050 L ORIk % BTG 2 G L7z,

%14 : International Metastatic RCC Database Consortium

%15 © NEI1ZHEEARE

17.1. 14 EREERFE D5 (ONO-4538-81/CA2099ER HER)

AL ARG O ATV SN REE 0 3% DA 2L B Ml N e J8. 4 651 91
(HARNBF 46612 & oo HARF Y F =700 (N+C fF I BE) *16 B
3236, A=F=TH328H) xRS, A=F=TeHEE LT,
N+C B BEO A RVE R OV &% et L7ze REFHMIEH Cd % 1
By A AR (b Y it [95% 15 JEHIX 1)) o &G ik, N+CHFH T
1659[12.45~2494]1» H. A =F = 7 CT831[697~969]1 » H TH
D, N+CHFRBEIZA = F = 7B LHEFHAWICHERER 2R L
72 ON W — N H051[95% 15 B X 1 0 041~0.64]. p<0.0001 (& %
log-rank #5E]. 202042 H 12HF =% A v b+ 7)o Fo. RalkiF
fili % 52 320 1741 309 1 (96.6% ) CEIMEI (Hi R MR AAE 25 % & &)
DD ONTze ERFERIZ, TH 1826 (569%). Fi - RIKIEHK
FIFEAS AT 12261 (38.1% ) HURMBRAEAEAC T 4E 107 61 (334% )+
W I 9761 (303 %), 9% 78661 (269 %). ALT 34 80 Bl (25.0
%) AST 7561 (234%). WREA 26961 (21.6%). L6351
(21.3%). ERIFIE 6561 (203%) TH-o722, [56ZH]

1.0 Fa
00. —A— DY FIHRE
rrrrrrr ZA=FZTRE
0.84 ©
0.74
1% 06
& 54
%E— 0.5
¥ 0.4
=
0.34
024
o4 i o
0'01"x"x"x"x"x"x"x'x'x
0 3 6 9 12 15 18 21 24 27
at riskF EIEEETFHE (A)
196 144 77 35 11 4 0
ZX=F=TJR 328 228 159 122 79 3 10 4 1 0

%16 AFH) 11 240mg % 2 B [ IS CriiliiE L. 4 RY v F = 740mg
1 H 1R O$H5- Lz,

(BHRIIHAMOTHRARD X2 D /NE)
17.1. 15 ENE I 4Bk (ONO-4538-15 55%)

ARSNGB L T L vy 2y~ 7 XFF Y (EiE R
AP U AT 72 O T3 OSBRI A D F ) ol B
(ECOG Performance Status 0 & OF1) 17 %1 2 &f 4 12, A #| 3mg/kg
% 2 E RIS T AR Lze FEFEMIEE Th 28 E (KET
IWG criteria (2007) 12262 { i ge ] 12 & % CR XIE PR) 14750
% (95%SHAIX [ 1 476~927%) Tholzo B, FHNCHE L
Bl 13 200% TH o 7o F 72 AV E 17 #1761 (100
%) \CEIVEH (BRRMAMER 2 &) 250 bz, EREIEM
e FEETH (412%). & 9 FEIESHI (294%). FE B 4B (235
%), HURBARBEAC FIE 3B (176%). 57261 (11.8%). A2
Bl (11.8%) WA 26 (118%) THh-722, [57 %]



BB (%)
se&%ift (CR) 4 (25.0)
i vift (PR) 8 (50.0)
% JE (SD) 2 (125)
i# 47 (PD) 1 (63)
AHIIANRE 1 (63)

AN VERFA 65 16 51 O GREBRRHT 2 7R L 720

17. 1. 16 S EE T4HBER (CA209205 H5R)

AR MBMBRITRIC T L vy F V=T REF Y GRIZTHL
W 2) 12X BEWE 2T 72 B3 USRI A Y F ) Vo8
i % (25— kB, ECOG Performance Status 0} 0N1) 80 il %
TR, AH 3mg/kg & 2 3 15 [ B C T i U7z, 3 SRR
HHHTH LERFE (LETIWG criteria (2007) 12350 { ] 212
£ % CRXIZPR) 1366.3% (95% 15 #H X [ : 54.8~764%) TdH -
Too By AN E LB 200% TH - 720 F 720 BV
filied 52 80 Bk 7251 (90.0%) \ZEIVEF (FRIRMAM R T 2 &) 2%
R HNTze FE@MER I 572060 (25.0%). FEAICHE D G
1661 (200%). J95 1361 (163%). F& #1161 (138%). B8 Hid
1161 (138%). HE.L 1061 (125%). < 95 FEIES B (100%). T Hi
841 (100%) TH-7-29, [57&M]

Bil% (%)

% (CR) 7 (88)
#Rorsamt (PR) 46 (57.5)
% & (SD) 18 (225)

# 47 (PD) 6 (75)
FHliAN e 3 (38

17.1. 17 EAEE 1 #HKXE (NCCH1606 XER)

2L YA VY EOBREREEA L, oML 2HE
FEDO RV LD L 24T OMREO R Y X ) v 3l O G
YD /N VLIRSS 17 & b 51, AH) 3me/kg % 2 I8 1 F@
THIMEE Lz ARBRICESFESN/Z2600 9 B, HlLKgR I F >
YUy NI AANL R, ZORBBEME (LFTIWG
criteria (2007) 2260  BBREALEMH €) X & (CR) T
Hotze Fro RAEVEFHMA S 26 1 23 61 (885%) (ZEIMEA (I
RS 2 &) 250 5Nz, EAEWEHIE. U ¥/ SEREGR
D146 (538%). B 1ML 124 (462%). H I Bk % % 4> 8 1 (308
%) IM/ICEIRA 861 (308%). T AT F VBT I ) bT VA
77 —EWmesl (231%). IFPERERA 661 (231%). BEIRE
BIREE 661 (231%). FEES5 B (192%). K7 )V 7 3 VIMiLAE 5 Bl
(192%), 79=vT73I/ 7y A 727 —EHmM3H (115%).
ZIHFIESH (115%). EEK3B (115%) TH -7, [67%
]

*17 @ RH DK S N2/ IR BT [F5 S EEE oW g & 2

FU)UNE] ThH B,

(BRI L ERGEEE T 2HEESE

17. 1. 18 EREEFEFE M (ONO-4538-11/CA209141 HER)

75 FFEH e EUAEERE R T B 5 6 2 H LI EEST
WFHESREO SN, WG HNORFHEOBIEG & 2 52w
/IV I BE S e - L Bz A <10 J R 361 B (H AR A 27 Bl % & e
ARFNEE 240 B0, XFIEAE 121 1) % AR, REBIH YRR ASEIN L 7
BE AP MLFEF— b, FEZVFELV IRV F I T) 20l
& LCARHA 3 me/kg % 2 A M FECHGEHEED Lz Eofa#M
RO aE e et Uiz, REFGEA T 5 &AM (el
[95% 15 8 X []) o v [ R A7 b R &, A A BE T 7.49 [5.49~
9.101 » A, X HEEET5.06 [4.04~6.05] » HTH Y. AFNIHERHE
MR ASRI L 72K LG IS EREREZR L7 (N
F — F 107009773 % 15 #H X [ :051~096]. p=0.0101 [} %I
log-rank #E]. 2015412 H18HF—%h v v+ 7). T/, B4
PERFA G5 236 B 139 61 (58.9% ) WCRITER (BRRKMEE S 2 &
&) RO SNz, ERFIEMIX. 973360 (14.0%). H.020 61
(85%) JE95 18 B (7.6%) Z JIFHE 17 Bl (7.2%). FLRRIR 17 #
(72%). THi 1661 (68%). A M I12%] (51%) TH - 722, [5.10
2]

0od S —A— AHIB
O B

at risk# S7HAE (R)
KB 240 167 109 52 24 7 0
x{HREE 121 87 42 17 5 1 0
*18 1 B H IS e DAL F R Bk 2 5 3o
#19 0 KWL SNAFRIAE, e v - FIREUR O,

GREYIRARE R EIT - BROBE)
17.1. 19 EEEFRE THKEBR (ONO-4538-12 55R)

22 DL EOALEREIE 2 A5 B BRI RS A SUIAN ORI A
fiE 2 AEAT - FEIE O HHE LI BB A (M5 oDy fll 9
&Y EF 5 em DI AZIE S 5 M) B35 493 61 (H AN B 226
Bl & deo RFRE30H, 77 € RREL63H) RIS, 77 €K%
SR & L CAH) 3mg/kg % 2 BB C RUHHHETD L7z & S 0%
P MR AV WAt U oo TR ITH T a & A A M (e i
[95% fE WX 1) &, ARHIEET526[460~6371» H. 7F KRBT
414[342~486]1 » A TH Y. RHNX T 7 LRI LHEEHFIICH &
BIER Z R L7 % — FH063095% 15 X [ :051~0.78],
p<0.0001 [F& 5 log-rank #i5g], 2016 48 HI3HT—% 71 v b4 7).
F 7o, A VEATAM 4 330 B i 141 4 (42.7%) \ZEIVER (MRR MR
RE L2 &) PROLN 0 TREMERIE 25353046 (9.1
%) F o236 (70%). 58 5196 (58%). ¥ % 18% (55%) T
BHotz?,

09 ™, —A—
A O Pk

0 2 4 6 8 10 12 14 16 18 20 22

at risk# 4788 (B)
AHFIB 330 275 192 141 94 56 38 19 10 5 3 0
7To&KRE 163 121 82 53 32 16 10 4 3 3 1 0

17. 1. 20 EEEFSMFHZER (ONO-4538-44/CA209649 FHER)

1L 22 HR 1R O 72 v HER2 BB *20 0 i 3 W) R AN BE 70 AT - RO
Wi AE AT (EEohOAREEEATEL Y LT 5em DN
WALIE S 5 ) BB EE21581 81 (H AN 109 6% &, 1
FREDEH (N+CPEH) *2BE 789 B, AL2fHR B BE 792 ) % xF 4
W2y fbSREE SR & LT N+C B OARIE K OV 2k % Ma L
720 BEFHIEH TH % CPS=5 M B 1 % MG AAF W fe O
CPS=5HEMIC BT 2 LB IO WT, N+C HEH I b
BRI LA EICE B R ER 2R Lz, 612, HACHE S L
T2 E TNE M OV KD E Y T THREMT b 254, &l
WEHIIEH & 172 CPS= T £ K O ITT £ M2 B 2 A0
IZ2WTd, N+C BRI LSR5 B0 LT 0910 7
FEaRL7 Q004E5H2THF—% 7y M4 7),



AT .
PD-LI I . Pk ALl
e | PFR BB o0t ) (95% fE
ot ]
N C | o 1308
PR [9.82~16.66] 092
CPS<l ST | 125 1248 [0.70~123]
T [10.12~1383]
N+C | o8 1229
\<cpscy | R [9.63~14.26] 097
fbaesete | 173 11.99 [0.76~1.24]
TR [1087~13.90]
NAC | 1439
PR [13.11~1623] 0.70
CPS=5 T | 482 1110 [060~031]
T [10.02~12.09]

P YLl
BE N e | g | o5 REKE] | - R
e
(» H)
N+C 7.69
- T I8 473 N 0.68
prs | &S | OUR [7'02 Os‘m [98% {2 I -
= Phgd . —
it e | 482 [5.55~6.90] 0.56~0.81]
N+C 14.39
N+ | ars H3 071
Cps | fORE [13'1111 11)6‘23] [08.4% {5 X 1
S — ) =
fb2F e | 482 [10.02~12.09] 0.59~0.86]
N+C 13.96
N+Co | e 3 077
os | S | IHHE [12'5f1 3134'98] [99.3% 151X
= PO - ,\,
st | 65 | o al®, o0 | 064~092]
N+C 13.83
y 789 N 0.80
ey | “2‘5151 524‘55] 99.3% {1 -
b 2y g g . -
fb2Flie | 792 [10.87~1248] 0.68~0.94]
CPS=5&MICH | 2 EIEEATFHR
1.04
0o, N
osl O AR
0.7
3% 064
£
%0.5
7 041
0.3
0.2+ N
0.1 000 oo g
0.0+ T T T T T T T T T T T
0O 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk#t IR 77 HAR (B)

1beEREA Gt ABE 473384258181 132 89 60 39 23 10 8 1
b5 ARE 482325200109 72 41 25 18 12 7

0.6
g 0.5
044
0.3
0.2
0.1
0.0

at riskE

0 O
4 0 0 O

ITTEREICH T 3 2EFHRE

—A— {LE AR
O AR

OGEIRD - OG0

T
0O 3 6

T

H77HRE (R)

T T T T T T T T
9 12 15 18 21 24 27 30 33 36 39

LA GHHEE 789 731 621 506 420 308226 147100 49 34 14 2 0
1b22 AR 792697 586 469359239160 94 59 35 15 7 2 0

7o MR E A AR IR R VA AEAR RIS 2 v T, PD-L1FE B

(CPS) BUNCHRRANIRHT 24T o 7o i 2 LUF IR §

BREEGINO | o
PDL1 k| wi A [95% fE
FeBlH [95% 12 I ] ke
(» 1) 8
N+C | 1o 867
B [6.93~9.69] 093
CPsS<1
T | 125 811 [0.69~1.26]
TR [6.87~9.82]
N+C | 168 716
|<cps<s | MU [6.83~8.38] 093
R | 173 815 [0.73~1.20]
T [7.03~9.07]
N+C | 47 769
B B [7.03~9.17] 069
CPS=5
R R, 605 [059~0.80]
TR [5.55~6.90]

mirenpE 962

*20 : HER2 FEARHE AR E 0 B ITMANTT i L Shiz,

*21 0 EEICER O LD D B RO BH DA AN L Shiz,

*22 0 ARH1 I 360mg & O F ¥4 75 F »111130mg/m? (kK i f)
% 3B FIFS C AN EHE L. A XY ¥ ¥ 1,000mg/m? (IRFETRE)
Z1H2M, 28 BRI 55#C EBKRSE. U3 AH] 11 240mg.
F+FH1) 7T F 18 mg/m? (REHE) . A)F—rANvT
2 1[400mg/m? (REHEFE) KOV 7 VA 175 20 111400mg/m?
(R£MmA) Z2BMBRECREHEL 7 vday v
2400mg/m? (KR % 2 HE A CHIRMIRERER 5512 12 H Y
KIEL 720 DEMFEGHRIC B VT, A2 sk G L. bk
EARANOBEGHT 725 3055 L Lo BTS2 BIG L7z,

LA ML A 6 5 782 B 738 61 (94.4% ) \ZREIMEHT (IR M AL A 4 4
EET) BROLNIe ERBIEMIZ 032360 (41.3%). T
25361 (324%). KiPk= 2 —w 85— 22161 (283%). #1203 51
(26.0%) 957 20261 (258%). WEI: 19561 (249%). Wi ERIKk A i
19141 (244%). B i EREORA 158 61 (20.2%) . ML/ IRIE A E 157 Bl
(20.1%) BRIRE 15761 (20.1%) TH-o7=2, [710. 7.11 ]

17.1. 21 EREEFEIS I/ M#8585% (ONO-4538-37 X58)

(L2 O 70 v HER2 Btk O WY R AN e 72 HEAT - FEFE O B XL
FEEHEATE EEOT OO EETSHAR LY L TF5em BN
WAL S B M) B 7246 (HARNEE 39561 % & e, AH &AL
L O (N+CHEH) *BBE362 61, 75 LR LAfbEfREL
OHEH P+CHEM) BE36261) Zxtgic, P+CHEMZ e LT
N +C B H OB R e Otk 2 Wit Lz FEFHiEE T %
B A M (P [95% B IX ) (&, N+C P fI BT 1045
[(844~14.75] » A, P+CHF M T834[697~940] » HTH Y. N
+CPHBEIIP+CHRHBE IS LRI ENWICA B R EREZR L2
(N — F 1068 [9851 % 18 #i X [ : 0.51~0.90]. p=0.0007 [JZ 7
log-rank ¥t5€], 20184E 10 H31 HF—% v b+ 7)o 720 B9
— OO EEFMEE TH 5 EAWH (b Jefi [95% 18 FHIX H1)
&, N+C P H #E <1745 [1567~20831 » H. P+C it I #E T17.15
[1518~19.651 % HT& . N+CHHE L P+C BB LK
FHNCAERIEREZRE 2 h o7z ONF— FH0.90 [95% 15X 1 -
0.75~1.08]. p=0257 [J@ % log-rank #5E]. 20204E1 H31 HF— %
By N F 7)o BRI R 5 359 61 v 351 61 (97.8%) (ZEIEM
(B RMA R 2 &) 2530 b Ntze TAEIWEMIE, RREMEE
Za—nmF— 20160 (56.0%). FARHE 187 B (521%). .l
18161 (504%). Uf P ER Bk A4 157 B (43.7%) . ML/MRCEL IR 4 144
Bl (401%). T 312561 (34.8%). 1 ER Bk A 77 61 (214%).
MR 72 60 (201%). 9857 7261 (201%) TH o722, [711 BH]

1.0
0.94 —A— K&
’ bR E & DR
081 @ TTRRE
0.7 {bEA & OO
15
4 0.6
Z 05 By
% 0.4+ =Y
0.3 oy
0.2 @
o014 il dq
0.0 7771
0 3 6 9 12 15 18
at risk3K EIEEEFHE ()
fﬁlﬁgiﬁi 362 274 168 94 46 13 0
ANy 259 160 80 30 5 0



1.04§ 1.0@
0.94 —A— FFHl& 0.9 —A— 1B LY THEE
087 Qe TR E 08+
0.7 ek & O R 074
0.6 0.6
e
77 0.5 77 05+
B =
0.44 0.4
0.3 0.3
0.2 0.2
0.1+ 0.14
O'OAY T T T T T T T T T T T T OOA"Y"Y"Y"Y"Y"Y"Y"Y"Y"Y"Y"Y"
0 3 6 9 12 15 18 21 24 27 30 33 36 0O 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk# 174 () at risk# 778 (R)
ANE| AL HEE 1EVLTT
COBER 362 346 318 269 232 193 169 150 102 58 23 2 0 R 303 273 251 226 200 173 143 124 101 65 30 11 2 0

TR ELFE b#HER 302 268 233 190 162 136 113 95 62 38 20 11 1 0

BECOMEE 362 342 301 259 219 192 167 141 97 48 16 5 O

%23 1 ARHF)1E 360mg Je O F 41 75 F >~ 1181130mg/m? (K 1 fi)
Z3MMMETHMEEL, A 7=V - FXATYNV - FTF T
VA 7 A BLA Al40me/m?2 (R RD XA Ry ¥ ¥y
1,000mg/m? (RZMifE) #1020, 2:EM&EOHS L. 1HEMK
L7z BERFEGIFICB W TIE, AR Z RIS L. F 59
7T F VIERAOLLGHT 5 305U Lo E By TG 2
L7z

(I EE A T - BROBMBES R E)

17. 1. 22 ERE TR (ONO-4538-41 5:85&)
TSFFREFAERA T LFE FF MY LKA E OGP
T A AN T 0 AT S0 IE i R M oo B S b iE R (ECOG
Performance Status 0 & OV1) 34l % % 512, AR H| 240mg % 2 56 [#]
WIRE C RO E Lo, FEFMEE TH 2 E%%F (Modified
RECIST criteria (2004) 12260 < gtk 2 £ 5 CR XIZPR) 1
204% (95% S HHIX [ 1 168~462%) Th o720 %B. FHIIHE
L72BM1350% TdH o 72 F 720 204V 354 A 5 34 4 vp 23 51
(67.6%) \CEITEH (BRRMAMEIEE % &) 2580 b/, F 4
TERE. FHI4H (118%). FE5 46 (11.8%). V) 78— B 1441
(11.8%) T o723,

17.1.23 EEE£FESE NH#HER (ONO-4538-48/CA209743 HER)

(LSRRI O VI BRASHE 7 TEAE I s Bz R 605 B (H A N
60Bl% & tre A ¥ AT GEIZTHIRZ) BEH (NHLHEH) *24 8
303 B, fbaEeiE 302 50) ZAFHIT, XA ML FERF MY T AK
MR T IFFH (VAT S5F 2 EHhNVKTTF V) bR
IR E LT, N+LOEHBEO AR Je OV e Vh 2 et L7ze EE M
HHTH 5 EAAHH (hJel [95%EFFX M) & N+IEH#ET
18.07 [16.82~21.45] » H. b5 ## i H € 14.09 [1245~16.231 » H TH
0. N+ G 13 b S LG =M ICE B R AR L7
(N — F 1074 [96.6 % 15 # IX [ : 0.60~091]. p=0.002 [Jg 51l log-
rank ME]L 20204E3H 25 HF =% Ay M+ 7)o T 72 LA
x5 300 B H 240 B (80.0%) \CRITEH (RRRMAEMBT 2 &) 2°
RSNz EREIENIE. THRIG2H (207%). Z 9 F i 49 B
(163%). 5% 4361 (14.3%). 574161 (137%). FARPEARHEACT

33251 (10.7%). L3060 (100%) TH-7z30, B (%)
5e42%%%) (CR) 4 (34)
#8525y (PR) 61 (51.3)
% E (SD) 37 (3L1)
# 47 (PD) 14 (11.8)
AHIARE 3 (25)

BIE (%)

% (%) 54%4) (CR) 0 (00

EEEH (CR) | 0 00 W% (PR) | 23 (B3LD)

#852%%) (PR) 10 (29.4) g % (SD) 29 (39.2)

= (SD) | 13 (382) # 47 (PD) | 18 (243)

bie 17 (PD) 9 (26.5) S A BE 1 (54)
P A RE 2 (59

#24  AHI1W3me/kg (RHE) % 2HMMKE, 1 €V A~ 7 (EEFHER
Z) 1 Img/kg (fKTE) % 68 BIFE CAMHHEEY Lz, R3S
HZBW T, AR ZRMICEG L. A E) A< 7 GRIZTHIBER)
FAROBGHET 55 305 L LOMBEE B TS ZRB L7z,

(B AR R ICHEEB L LEBUBRTRLET BROSHEEY (Y

OY 554 hFAREM (MSI-High) #H7 3#55 - EIBE)

17.1. 24 #4585 THEHBR (CA209142 HER)

D7 vL¥ ) 3 D U RPUERESE A K O@A4 F9) 75 F v A
VT v SRR KRN % & DAL O B B IR Y BRASHE 2 o
17-WHROBEHEE~A 7 0% 754 PAREN (MSI-High) Xii 3
A=y FBERIE (AMMR) %463 %5 - BV EE 74 61 % 5 4
12y AH| 3mg/kg % 2 3 [ I FE T AUEEHETED L. BEIFMEE
TH HZERHE (RECIST #' 4 F 54 ¥ L1RUICHED R Bl
HEIC X B CRXIEZPR) OfEdE, 31.1% (95%E X [ : 20.8 ~
429%. 2016 4ESHI0HF—% A v b+ 7) Thole T X4
VA X G 74 B 5161 (68.9%) CREIVEM (R My A il 5 4% % &
tp) DD SNIze EAREIMERIE. 9571760 (23.0%). T ¥#i 16 61
(216%). I HEAE106) (135%), V 8s—EHIMoBl (122%). 5
586 (108%) Th o723,

®O7 v Ib¥ ) 3V ¥ RPUEMIELH L O@F ) 75 F v LiEA
VT VIR KR & & AL SEIREIE O & 2 IV AN RE e
- HJROEHE~ L 703754 MAZEN (MSI-High) i3
A=y FBHEKIE (AMMR) %453 2 515 - 85 B 119 61 %
LU, KAL) A~ T GEETHIEZ) Z200MH5E5 L5, &
WEHIE H Td 2 25)% (RECIST #4 FF4 ~ LIMICES i
BREAEEMIFEIC L 5 CR XX PR) OFEFIE. 546% (95% 15X
H:452~638%. 20174E7H6HF—% v b+ 7) Th o7,
F 720 RAVEFEMA L 119 6vh 87 61 (731%) \ZEIEH (M A
RS 2 &) PO LNIz, EREIEHIE. FHi 26060 (21.8%).
W57 2161 (176%) & ) FHAE 2061 (168%). FE# 18 B (151%)
AST 317 61 (143%). HARBRAEGEAC T e 16 61 (134%). L
1560 (126%). ALT 31460 (11.8%). HAR A% fk T E 13 61
(109%). #3513 61 (109%) TH 73 . [515%MH]

#25 0 KA1 M 3mg/kg (KHE) LA ¥ ) A< 7 (EERTFHBER) 1H
Img/kg (PRIE) % [ H I 338 ] B C 4 Il i s L 72, ASHI L
I 3mg/kg (fhH) % 238 M RIRE T AU HAETY L7zo DRG0
BV Tid, KHZRMEG L, A E) A< 7 BEIETHRR)
BARFKOEGHT 5 3050 U Lo BTG 2 IA L 72,



(DBPALREERICHEE L L RAVIBRTEELET - BRORERE)

17.1. 25 EREEFEE M55 (ONO-4538-24/BMS CA209473 54ER)
7 vALE ) 3 YV RPUEIES A K OV T T T 5 BA % e bk
WA S S AT o £ 58 95 B ¥ 26388 B (H AR N 274 B % & o
RANBE193 B, A HEEE1956)) 2 RIS, & F 3 2 REH (Fe s
FENIIZ 87 ) & X vv) wxtl e LCARA 240mg % 2 38R [ b
THEE L 72 & OA MR 0%t 2 MEd Uiz, ZEFHEA
ThHaEEAHE (hIfE[95% B X B (& AABETLL17
[9.99~13.73] » H. K HEE:C854 [7.20~989] » HTH V., KHNI¥
FH U REANK LHFIHFICAERERZ R L OV —Fik
0.79 [95 % 15 ## [X [ :0.63~0.99], p=0.0381 [J§ 4 log-rank ¥t 1.
018411 H12HF7—% A1 v b+ 7)o F7z. LeVEFHbix4 192 6
12960 (67.2%) \CEIMEAM (BRMAEMRE 2 &) R0 60
720 LEIWEHIE, 58952360 (120%). FHI20%1 (104%). HUK
WK REAC T AE 1760 (89%). Z 9 3EHE 17 B (89%). EAKIE 15
Bl (78%). 5 #1561 (78%). I 91481 (73%) TdH - 723,
[518 % MK]

1.0 ;g
094 Ny —A— KHE
Q- 3ERRE

0.8
0.7
0.6

77 05

* 04
0.3
0.2
0.1

0.0
T T T T T T T T T T T T T T T T T
0 2 4 6 8 1012 14 16 18 20 22 24 26 28 30 32 34 36

* (ERTAE)
*17.1. 27 ERNSE T #548& (NM-K2002 i{5%)

JES SRR H T H B 2 & AHERFE A CTHER S, 2o WIS
# CT. FDG-PET. L F#BWH LA PBLSEMR A S O Wi (R R ) ONL 2
KIS U7 M 3% (FURER I AR WIREBF R OH HFL) 12
I, tneaREEERLL ETHHEBEPBESNE» o7
L PEEVEES MR, Tk ol OWIEILRR L) B
56 Bl % KR, AH] 240mg % 2 J8 I BB C RO ENE L7z EEEHN
HHTH BB T 5 8% 456)) oZ#)%E (RECIST 7
A FIA4 LIS Y12 & % CRLIZPR) D RIE,
222% (95% fEHAIX i 1 11.2~37.1%. FAi 2 #% € L 72 B 1E 5.0%)
Tholze B, ALFBEREDO R VEFE 116) OREWT DK
1. 182% (95%BHAIX [ 1 2.3~51.8%) Th o7z Tz RaMET
filid 52 56 B 3541 (625%) WZEITEH (BRBAIERE % &) »°
RSNz, EREEME. FIRBERKTEIF (161%). 55
9f (161%). ZHFEE6 B (107%) TH 7230, [523 5]

{LEER A | b2 e

BE (%) Bk (%)
5542285 (CR) 2 (44) 1 9D
%% (PR) 8 (178) 1 D
% 5 (SD) 14 (3L.1) 4 (364)
# 17 (PD) 18 (40.0) 4 (364)
Al A RE 3 (6.7) 1 (91

#*28 1 LT OWFNAQITEY T 5 BRI L L7
- Mg ) > o SHilER O A% A5 B TR OB B
- JEBSHRRE (BK) DA EA T o KO EE
- FHERY) ¥ SHIlER O A% A B T RN
- BB ¥ SHIER O A% S B T BB
- WEAHIEIE 55 S AR A S O B % A7 5 2 [B
CFWALEOBERE O K E A Ly ML SRS N 0 5 2B 590

at riskEx 1788 (B)
AHIBE 193170158 139120105 89 77 65 55 38 20 13 10 6 4 3 0 0
xfBBEE 195182157 116100 79 66 55 48 39 26 16 11 6 2 1 1 1 0

#26 0 KBIR. [EENOW LA RREEROT. ol UEEAE I
ATV MEBREZEBL TR EADR L Shi,

B (PSA) 28wz ms BB

% REEREICH T B EEEE)

*%17. 1. 28 EEHFEFE DHHHER (ONO-4538-33/CA209274 XBR)
15 8 12 T Pk DR s B 9 DA 1% R R 20 709 ) (H AR N B 49 Bl % &
T, AHFIHEEBIB. 75 REE3S6H]) ZxBIC. 7T RE IR
& L TAHK 240mg % 258 b T i 124 M) L7z
& XOARE R R ARG L. FEMEEE TH 5 WAL
W (hedi [95% fE X ) 1&. AHIBET 2076 [16.49~27.63] »
H. 79 XREET1084 [825~1386]1 » HTH ). KHFEIELT T AR
B LRI B AR R 2R L7z OV — FH0.70 [98.22%
fZHE X [ 0 055~0.90]. p=0.0008 [J& Il log-rank # 1. 2020 £ 8 H
WWHF =%y b +7),

(BEREIC BT BT HBIEE)

17. 1. 26 EREE£FESE MHE5K5 (ONO-4538-43/CA209577 KER)
AT AL MO RS X D IS B0 5E 428 %h (pCR) AWk & 7e
o 7R G Al B A (EE o b2 8 A
£ D BN Sem PAWICALIE 2 B AT RS L) o B 794
B (AARNEH 3B % Ete. RARESR2 B, 77 L REE262H]) %
I, 7T Re R E L TAHA 240mg % 2 HA [ b T 8 [l Kk

BT L 7o, 480mag % 4 3 I B C i TETT) (kB 12 0 ) 105

L7z & & OF R R O 4 % et L7z, FEEHIEH < 2 165 094 9§ —h— KA

AEAEIT I Ol Jefi [95% 13 BIX BID) (&, AR ) #E T 2241 [1662~ osd O TR

34001 » H. 77 & RIET11.04 [834~1432] » HTH Y, AHNE 7 |

7 X R LRI AT AR 2R L 72 (¥ — 11069 [064 -

915 #IX 7 - 056~0.86]. p=0.0003 [ 3 log-rank #siz]. 2020 47 5 & %87

RI2HF =5 %y M4 7)o %72, 2APEFFANE % 532 Bt 376 1 % 05

(707%) \RIEM (BRPRIEMRS & 4 0) 2 bz, Ea Z 04

PRI, 95559061 (169%). FHISSHI (165%). Z 3 H i 53 bl 034

(100%) TH-o7-%, [521 K] 024
10 o1
094 1} —A— KHIE '

"\ '"'O'"' 7’5t7j—\g¥ O'OAT T T T T T T T T T T T T T T T T

0.8 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
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