%2020 4F 11 BT (B ARL JHIEZE, FIRAH) | BAEEER A EES 874291 |
#2020 F1LIET (453150

3k ERES BR5eRaa
Bk 2~8C TIAE —nEMESH — 20mg | 22600AMX00768
*x HRDEAM © 20mg-100mg-240mg B6% 1)  p NEMFE NPD-1E./ 2 O0—FILHitk 100mg | 2z600Avxoo7e0 | 200t O
120mg (30 13) —RILT T GRIGTFHEIRZ ) 845 120meg | 30200AMX00925
A PSR RS AL A I s ) 240mg | 23000AMX00812 | 2018 4F 11 H

AT -l =mes: 20me

AT - =mes: 100me
A FTJ- i mmasz 120me

AT - =mes: 240me

OPDIVO® LV. Infusion BEFERAESHM NS4 o HR%E
) T -EESEOR S L VT 52

o sk 3, 2 BIFI DML

1.1 XFE, BEBECHIMBTE BEBMRICHV T, PA ATI=RN AT IR AT I—K | ATV =R
E2FEIC+H 9 E TS - BREROEMOS & T, 2RO W gE SUBIRE | RURIRE | ORIE | i
BAFEY M A AERICOVTOARET B &, % 0mg | W0mg | 120mg | 240mg
oo AEBIAICAT S, BERIZORKICENERVER Al TR AT V)
ME+HBEL. AEEETHOBETH L, pH 5.5~6.5

1.2 MEMHERF S5 bh, ECKE->ERSHMEINT VBT I 1.2 (=P FCHR )
WBNDT, MEER (RY)h, FREHE. K. B5E) O & % A oy~ 5 4 DT W X SL R % 5 2,
HRRUHE X GRECERE. Bz +IITO&E ¥ BT b TP BD LI 0B b

oo REPRBOSNIZEICEFRDEELZHLEL. BIBR
BERIVECEORSEDE LELEEITS &, [82, 912,

SHEE (1%
L1120 4. RHEER (IR

OFMRElE
OB EE & T - BROIE/ Rt
OB RE N (3 ExfE M D B HifasE

2 #E (ROBECHES LAV L) :A dsbn I
KAD A BB OB D d> 5 1% S e
O AMEEBEEIHE L ARG LIS BROBHE
3 gk - iR O AL AR\ M L 1 QRRRE LT - BREOBEME
sk 3, 1 AR RifE

3 AL 2 (— M TR | - S & . =
e ey B e B e B OB AMLEAEARICHE L ABYIRTEAER - BROBEE~

" it |t | | (704754 NRREM (MS-High) %HT 558 - EHE
WSE 4| CUREE | ORI | SUREHE | SURRHE ‘ 71 . ) BB \
* 2omg | 100mg | 120mg | 240me O AMLEIEEH B L 1 IRAIRTME S £ - BROBEE
D —F  GEE TR 2 ) D
A QEAEAL T S 5. AL HRICIIET 352
Eheaa 2mg | 10mg | 120mg | 240mg CTIRRTNAE 72 647 - SOOI BN E)

\ 1% - .
(A 7VH) | /2mL | /10mL | /A2mb | /24mL | e e e 1t 2 AL B L7 M 0 EGFR S T2 R L

1;—;?5@;;;'5 60mg|  300mg | 360mg | 720mg ALK A B 5 T 0 47 5125 T 17, BR M) oo Wz
5 1A F1H 11.76mg 58.8mg 70.6mg 141mg ﬁz“g Li\gf}:i]@ﬁ@‘f& OO/ i M LY /R B RGNS
g ) BEADBEINEIT) 2 &
i BT TR | S8ims| 292mg | $H0mg | T01mg ARG R 4 BT MO B
/1| N v | 001576mg | 00788mg | 0.0946mg | 0.189mg 5. 2 (LSRG OY A, IMDCH V) R 7 43475 intermediate
LIERIE S TN Xixpoor VA7 DBEENFLT L L,
80 Odmg|  Zmg)  2dmg)  48me BRGABES S H T 5ABBE)
pH 3 fiii # e i s e 5.3 75 F F | & G AL RIS X A EERIEO v BEF I
2 Wi * - " = B AFNOIVER DAL LT,
WD) ARNGEE TR HRIC LY. F o =— XA R 5 —5 (DALEEERB ICHEE L HARYRTEELET BROBRE)
WAL A TV CEE S D, 5. 4 RHN O —WRIHEHE M CZUEHS BT 5 AR/ E K OV 4 L
H2) A GIESHERT OB EZE L T, BREHIATV WL TR,
DT, EFBREIIZ L 22me/22mL, 105mg/105mL. 126mg/ (BALZEERICHEEL YR TRELET - BROBMMES
126mL. 246mg/24.6mL T %, BRE. PALEEXEICHEEL ZREUBRTRELET BEOD
BERE)

5.5 RHO—RIBFEIT B B AR LI L Twhi v,
(DAL EEEZICEEL FABYIRTELETT BROSEEY
4705754 hAREM (MSI-High) #87 3#5 - EEE)

5.6 7 vibE ) I T U RIUEMESER. A XYV T ITF O RUA
V) T VIR X B EEIREO 2w EEICBT B ARH
DA R L EVEIHET LT,



5.7 1ok A9 AWBEIMARRRICB I 2HAEICLD, 7
MSI-High 2SR SN2 BB G T H I L. MEICHZz-T
3. KRB SN Z W RS SUIERESR W5 2 L, 7
B KRR E ARG R S i UL R AR IS B3 B T
WZoWTIE, UFOY =734 O AFWHETH 5 ¢ 7
https://www.pmda.go.jp/review-services/drug-reviews/revie
w-information/cd/0001.html
5.8 [I7.HRKMIOTHONEZHM L. RKAOHRE R VRE **
1% T ICHR L 72 1T REA DS OHEFFE O FEHIZ DWW T H
MGG L, #BINEFORINEZITH 2 &,
CIERBEREIT - BREOIE AN E. RAEVIBRTER L&ERE
HOBMRE. BRI EREREEE I 2HEEME. PALE

BEEARICHEEBL LBBVRTELET BROBE. PALZE 7.

BEERICHEEBL LABYRTRLET BROGHEEY,1 /0O
Y774 MAREM (MSI-High) 287 5k - Bk

5. 9 AHN DM A BIFDN B B AWM K LTI L Tw 7.

W,
(DAL EER ICHEE L LIREVIBRTRELETT - BRORER)
5. 10 ARH| O Tl O MBI BV B AR O 437 L T
W\,

% (BMECE. RAVBRTEIZGEBYEOTMHEE. BRXILH
BMOHHRNAD XU DNE. BRI ERESE2E T 5HE
HEERE. PALEEEIRICHEEL ZRABVBRTERLETT - BR
DEERE)

5. 11 [17. BRI OTHONEZ B L. KA OFRNE R VR4
A2 T ICHE L7z LT SN EEOBEIRNEITH) 2 L,
) International Metastatic RCC Database Consortium sk

k7.

6. RERUVAE

(BHEalE *%7.

WE, RACE=FAVv~7 GEEFMEEZ) & LT 1
240mg % 2 JA M FIFE 30X 1 181 480mg % 4 3 [ [ B C s i3
bo 72721, EMERMAMEICBT MRG0, &5
12 » Al ETET %,

[oe]

Z) EPEAT YA @, RAIIE=R v~ T (EETH
$z) &L, 180mg % 3 M MKET 4 MSMEEST %, £
D%, =KV 7 GEETHRZ) & LT 1M1 240mg % 238
FE IR L1 1 181 480mg % 4 A [ R B C i 5 % 0

*x (YIRRABE &2 1T - BROIE MR
WHL RAE =RV ~7 (B z) & LT 11 240mg
% 2 JERIRIRE 33 1 1] 480mg % 4 R RIFE © S EHET 5o

oD PUENEEL A & PR 2 % aid, i, mRACE=Rr< 8.

7 (BIZFMIEZ) & LT, 1M 240mg % 2 3 i FE 501 1
360mg % 3 3 [ [H] A C ROHHHET %o
(RIAVIBRTRE R 3 ET51E 0 B i fasE)

MWHE A =RV~ 7 GlEF#ERR) & LT 11240mg

% 2 B AIFE S 1 0 480mg % 4 38 [ R C RGH S %0 8.

AL B ARG HE O MG B B AN e SRR o0 B M 12 LT
A A< T BIETHBZ) LT A5G, @, A
=R~ 7 (EEEFHHRLZ) & LT 10 240mg % 33HH

IR C 4 MEWETHES 50 €0%, =K< 7 (EIEFHERR) 8.

& LT, 118 240mg % 2 B B B 30 1 18] 480mg % 4 28 i 1 B

THIMHHET %o *8.

(BPALZEERICHEEB L LBBUBTRELET BROBREY
1708774 bAREM (MSI-High) 2F7 5#k - BElRE)

W, WA =RV = 7 GEIEEF#BZ) & LT 110 240mg 8.

% 2 B A FE 13 1 1 480mg % 4 38 [ )8 C XGH RS %0

A A= 7 (BIEFHIRZ) O A58, @, AL
F=RN =7 B THBEZ) & LT 11 240mg % 3 58 4] [H B
TANEEEET 50 TO%, =KV~ 7 EfETHEZ) 2L

T, 1181 240mg % 2 8 [ R 5013 1 0] 480mg % 4 3 1] 1] B8 C Rt 8.

HHET %o

fx (BRUIHLAMOTHRANKRI XU D NE BEUIERERS 8.

% HF 9 HHEEME. PACEEEIZICHEEL LEEUBRTELR
EIT-HBROBRE. PALEEEZRICHEEL -YUBRTRELET-
BREOEMMBERRIE. PALEEERICHEEL ZREBUBRA
BEREIT - BROBER)

WE, WA= R V=T GRETHIRZ) L LT, 10 240mg
% 2 VAT IR 1% 11 480mg % 4 JA I IR C M EHE T B o

.FERVAHZICEEY 38

(hEeE)

1 ARENZ, 30 B EAT TRUEFHET 5 2 Lo

(RATIBRTRER 3 BB OB MR

2 ALIRIE ARG R EE RO A S A B D B OEBHRE R A

5 B TR T B AR B 5 O A R J O AR LT
W,
(BREIHAMOERNKD XU D NE, BRI ERES
ZH 9 HEERE. PALLEEERICEEL LABYBRTELR
EIT-BROBE. PALEEERICHEEL HUBRABELET
BREOEMBBERRIE. PALZEERICHEEL LRAYBRR
BERETT - BREORERE)

3O FEMIEE A & O ICOWT, HRME R R A3
V.LTWZRwn,

(BEHEalR)

4 RBEYBRAREZERBEAEICH LT, A ¥YAxT (BIET
M z) EOEHT 2840 BRREBRICHAAN SN EHO
BRSOV, [17. BREGE ] OHOWNAEZ B L. ARH
DA R O % B L2 BT PEHoLEEICD
WTHEEIHIITT 52 8 720 A ¥ AT GEETHIR)
DRI X BRI HIZ, PD-L1 2568 L 22 IS5 M A% &5
%# 4 PD-LISHEH) 12X ) B 2 HARE I N TWD,
AEY AT GRETHIEZ) & oPEm#&G 28 LT PD-LL %
BROUERE RS SN, PD-LIRBESE NI EAMR I
TZHRFEITBV T, RFEE G- O FHiIZ oW T H HoiE L
b, MEICHET A2 &,

(CIBABE B ETT - BROIE/NEIahRE)

5 bR LA R E T B ARH BRSO /M B OV 4
P L TRy,

6 M DFEMEE A & BrH 5 2548, BT 2 b o fi B %I 5
Al 117, BRG] oIHONEZBIN L. BERRBICB VTR
HEh/EZOPDLI BHFEEE L L TRIRT L2 &,

CERLREXREER
MG 2 MR GRS LTA €Y A< 7 GG TR 8.

1 RAO T HBLIEEALERC X D, BEOREKISISRKT %
LEZONLMA LRBRWERHODONDL DD S, BlE
ATV, B SN AR, BMEOGIERSIC
L BEIWEM O A ZR L. B 2ENZH 21T 2 & ME
DORIEIEN X BEWEH B L N A A3, BB g AL
RO EREER TSI L, o, KREGHKTRICEE R
BWEHD S 5 bbb I EDHDIDT, ARG THL B
B N i B

2 MRS 5 bbb 2 EDHBDT, AHOHGIZH
7o Tl BRIRAER (FRURREE, ok, %24 Mo RE (&
%) ) ORI OB X SMA OIS, Bt T 14T
I T e T LEIS UTHECT, Mg~ —7 —HFokt
FEITH L, [1.2, 912, 11.1.1 =]

3 HEAEMMEIIE, O 28, M. BERUTBURIED D Hbh b 2
ENDHLHOT, WHIAT IR T, FRUKREE, T RS, CK
LE DEREE, M RORB I A IuE v EREOBISE
ForcAT) 2 k. (1112 B8]

4 1TUBEIRIEA D SN D T DS H DT, [lig, Mol M55
OIEROFEH R MBEME D L FAHMEET 5 2 Lo [11.14 5]
5 BUEM%. HAE, IFREREREE. 9. RELIEIRE £ &
bbb EeDHHOT, EMICIFEREREE TV, BEOR
REHICBIET L2k, [1L16 3R]

6 HURBRARRE R S, T ERABRRER T R ORIE RSz D Sbh b
ZENHDH DT, AR OFH-FHIGET K OG- T 2 B
Mo fe kA (TSH. bzfE T3, E#k T4, ACTH. iirp v
F—VEOWE) ERT L L. T, LEIDE U THiE
BMEEOEDHERETHZ L, [11.1.7, 1118, 11.1.11 &)

7 BEENRDSDONDL I LDDHLDOT, BB IERE %
T, BEROREEZ o Blgd 52 L, [11.1.10 &)

8 Infusion reaction 25&% H b b Z L3 5 DT, KHE DKL
13 HE JE @ Infusion reaction (2 2 TEARFIC T4 2 IE DT &
LA AT o 72 ECHMBT A 2 Lo 720 20 H LB AF %
5. \Z Infusion reaction 2% HbN b 2 L b dHLH DT, KA
B R R EEGRETHBIEN, T VT AL v 2MET LR L, B
HOREL THICBIET 52 L, (11115 2]



9L FWENEREHJ 2BEICHT IR
9.1 AHHE - IEEFDH 5 BF
9.1.1 HERERBDEHIXIIEMNEL ( IBRUEDECRE

11.1. 5 ERGINKES

SEREVEIMINBCRA VERBE A, SHEEARHT) L &k £ i
CBEEADL, 0.1% Ail) . MMAIERE GHEEARW], A &%

REBOBEED S 5 BE OEMEHMABEED D SDND 2 EhD D,
RIS T 5 BEhd 2. TR 6 BUERF R, A2, FRSRMEE, FR. BRBEER

9 1.2 HEMMARBNSH 2 BEXIITOBREEDH % BE
RPN EAES 2 52 N0 H 5o [12, 82, 1111 %]
9.1. 3 BBBHEE (EMRNMERBEEEZET) OH5EE
A OB 5 X0 AR (2 o0k9 2 HAE SOS SIS ASHIE P 0 1 3=

BIRERE 98 CHUE AR, BUEARBH) . A4S HEARH, SER
). AST #in. ALT ¥, y-GTPHjm. ALP ¥, €vyve
VOHIIM AR A PR D B REBE E (0.7%. 35%). T % (02%.
21%). WALPERRAS & (BUEARH, SEAH) Xdbobbh bz

WHREBT 2 BTN D 5o WD B, [85ZM]
9. 1. 4 ERODBENIBEFEZHT28E k11, 1. 7 RIRIREREREE

MM ERIET DB LMD H Ho [11.1.17 B
9.4 £JEREEHY BF
TR 2 WRETE D & 2 WP IS, AHIE G RO G T R —

HUIRDRBEREAC T IE (6.8%. 138%). HUIRBRBERETLHESE (2.6%.
9.0%). HIRMIE (08%. 22%) FEOHUIRIRIERERE DD &b
NHZedbr, [86ZMH]

TEMI W) 2 A 2 TV 2 KO HRIET 2 2 L. [95 2] *%11. 1. 8 TEFHKEREE

9.5 1Tl
WL SRR LTV 2 R D & 2 kI3, inH Lo B i1
Mkt LH 2 LTSN EIIOARES T2 2 Lo TR

THEMAEIE (04%. 35%). TEMAEEEBETIE (02%. 08%).
R RO AR OV |  RHE (01 % A, 0.1% i) SF o Tk
HIEHEREEA D LN D 2 EWDH b, [86 B

TV 7o HAER K OHAZOSAICET 2RERICBW T, %11, 1. 9 #HEEE

10mg/kg @3 2 M $¢ 5. (AUC Mg C B IR Wk % 3 0 49 6 5 1A
B3 2) WX DIRRIIC BT 2 - IR THRD 2\ id R
WAL R OB MAED b5 7h%, MR Sk ho 7z,
7o, HAEROWEROIEZIGER RO oM e o7z, =B,

KM= 2 —a8F— (12%., 27%). £% =2 — a8+ —
(01% A, 02%). ACREMN = 2 —a5F — (0.1% K.
EARH), T v N L —EBER (01% Kl 0.1%Ai) . Bk
(0.19%Ab. BEEARW) SOMEREEDD Sbhd 2 Ehd 5,

AN AR OMFER TRO LN TWA, [94 K] k%11, 1. 10 BEE

9. 6 BILE
B LR R ORFLREOAF BN 2 ZR L. BILOMEE L
Bk ERET 528, AFlov IR ANORBITIIRE S h

A4 (05%. 18%). KM EMER % (01%. 01%).
R 5 CHEEARWLL 01% ki) FOEEELzH bbNDL I L
b [87ZH]

TWwZawhs, b b IgCRAHPICRITT20 T, AFLBITT *x11.1. 11 BIBESE

AU REEN D 5, EIEBEEA S (06%. 39%) SORIFREND b LI LAY
9.7 /RS Hb. [86Z%M]

AN ARG e L7 S L T e, 11,1, 12 Big¢ (0.1% K, 0.2%)
9.8 SsE *%11. 1. 13 EEDOREEREE

BHEOREL THICBR L el oMEICEG T L, — I rp il P 5% Bz 356 Bl f# JE  (Toxic Epidermal Necrolysis : TEN)

AL T L TWw 5, CBHEEASTH, BHEEAT) . K28 KGR JE B (Stevens-Johnson

SERERE) (0.1% A, 01%). FRAIE (0.1% A, 0.1% Hii) .
10. HE1EA ZHALBE (01%. 01%) SOEEDFEENDH Sbh b L
10. 2 BFAER (BFRICEERT B &) 23 5o
S A2 BRAER - A7 [ - febud g | T LM BROEREE -

Py LT F 1542 | A T 1k R E IR AR E (0.1% R, 02%). WigERAE (0.1% A

g sy | BERRIERSICIEDUE | (LERIC L 28
AT 7> | RDBFEBLU 7234121358 | OB R b5 =
YR LEE T L, LBEND DS,

11. BIfEA
ROFWERDHSbNDL I ENH DT, BEE 5TV, &
WARRD ONIIGE G 2P T 52 L, #YRAERITH
Nl

1.1 EXLEER

0.1% AKiili) FEOFHIRMRIERIEDN B 5 DND Z DD b,

%311, 1. 15 Infusion reaction

TFT74T7FT— A BE EHERE. BB, SIE, K
MLE. W IR . o #E 58 % 4 T Infusion reaction (3.3 %,
42%) b SHbIDH I LW b, EJEOD Infusion reaction 75
b AIRE LIRS 2 Ik L CGEY R LE 21T & &
L2, ETOMBEROERDIEEICHET S TREOREL
TicEigT sk, (885 H]

11. 1. 16 MEKERERE FUEAW, FUEAW)
11,117 88 HEEARH., HEAW) [9.14 )

B
w511, 1. 1 EIE MRS *%11.1. 18 EX (0.3%. 1.0%)

il ge, Wiz, Wi s o BEEmE (32%. 68%) 7°d
LbNLEILENHDLDOT, BENREDLNLLAITIE, EHRH
IR X BEE CT. I~ — 7 —S otz Eiid s 2 &,
[12. 82, 912Z&M]
*%11. 1. 2 BEEBHENE (0.1% K5 01% A . OBER HER
M. 01%). &R (01%Ki. 04%). EMHGREE HER
M. 0.1% A
INSEAHLAZEEZONDEMDIE SN TS, /2, &
SEMIETREIC X 5 27 ) — ¥ D70 2GR AL HETTH L
D3 H DT, WLIREEDEALIZ iS5 2 &, [832 ]
%11, 1.3 KBBR (1.1%. 44%). MBE (01% K. 0.1% KiH) .
EEOTH (0.8%. 3.8%)
B b2il. A L RACELFPHEIN TV S, Fkid 5
T, . MESOREIRY D Sbh a2k, 52k
ToHhE, EYRLEZIT) L,
11. 1. 4 1 BUFER R
1RUBE R OBIE 1 BB R 9% %2 & &) (02%. 05%) 2°d &b
N, BERGEES N T Y F—Y RICEL T 0D Do 1 BRI
PEEb N3 EG 2L, 4 ¥ 2 YEFIOKGED
WY R LEEITH) S & [84 5]

W) [ERZEWER ] OFEBUHEEE, GRS RO EERK
L7z

1.2 ZOBORIER
11.2.1 B s

5% | 1~5% o) 4o HHRE
M| kil Pl )
7, >
SR, .
. o | V¥ SHTAE AR MLERELR D~ b | HUEREL
R |77 b0, s, s o,
v L D e ok | R R SRR, R B R SR
o gie. dprpieg | TME, NERES A Kk
Wi
L5 85, s | S
W i, SR, Bh1, (B, Ao
IR, DEBIQTIE & e
HAV - e
{ N NN i
e R F, HARHE. B




5% | 1~5% N Wi 11. 2. 2 RS
WE | 19% Al q
; AW 5%UL | 1~5%Kil 1% kil FUEAD]
P 08— E R R R R, FOT IR VY SHiE
pick m e AR AR
ERHE DI, Bk
B, BB, BT —_— L
[t . v, 95, w0 IR i i | TR S g
*E*f\“\ ﬁqﬁ[{gi T NE R H j{?ﬁ‘k/ ,J\ﬁ ])‘\/}\Bfﬁ b]HIE\ tTW}ﬁk‘()ﬁ& - R ]
s R mE | e F i gt | IR
LA FL. LA A, L H ” WAE, B R
. iy Tk, WO B % TR i, ~ermey
—— o e s, 1003t su, 119 . s
A e L E s T N R, AREIR L | DI 2
p | B W R i I - A, DEMIBY | DA% D5
% WIWHEE, LIRS, IR SR, O | HESMIR,
(LA il BIQTIE et
| g g | 1 BB, SIS, o PIEEDRN | gpcpu
e | R0 ORI e R g, 4 e el Lo
b0, w2 i, (o0 LB, AT ' SR R
i, | e | ST 7 iy Wadi, A7y | P PEBRBRAEAE |
P il Wik RIRBAEAE T |t
AR
VT RES B B
. Yoo T, Bk, |2 TP Fests, M 7K IFE | 7 o8 — 2 b oA
e P B R "
s A, P gt g [T 2| o bl IR (W, o 0 90 D, | N - B A
" P, L= 2 i i?é Bl A B, 1| B
> i N
JEEBA N 6 H)r% T 3
W R e, B o
o SRS, SR, BEHLE, Beks, 1 £ 350
- T, SRH 26, i 4, M %, (246 VE 9 B, F 2 B,
BT S SRR S MG R 95 o). b AR 11D, o g e | TR
WA, SREIe, I s | FBRESE | (205%). |P9%, LIDHE | BedaE s 4, e | B0 i e
WA, Bk iR RRILTE, Fi70) Wk, B | B s Ik I | LIRS
2 B A AE, BV fi A 22 3L 18 %, | PUR BN
FRIURE % | AL, B0 S AL, TN | 1% 1 TR, 16
FCH RO | AR | I ALL | AMLAE, K< 74 AlfE, ) |72 F— g5, AL i
FARREE |l | IE B 73 |BRIUE, AT V7 IVIE, BV A | YA, oo e | PR TR TR
SIS |7 O— AL FNZ IR ML, | 8 E R iz (251 |TERE PRI\ S st
R A L PR > 8 A A | sk | gyl o) . gean, | T RO FE | b P e e R
B, F57 A b [ EE  e
. TR 5 L 5 01 T B TR v s
s AL oA [ o = 7 J]
i ﬁjﬁt‘j‘: s | u]U‘FE\ Hﬁfjﬁ,@@‘ D20 Ve F TR
RO | | WL | B 1 B P, B0 1% B 15
R ., BALIRE S5, A%, S — 2L . 5. 6 1 T
SERERE, L. WS R AR FRORAAE UL EF IS
T i s afk—yz | CHM >
_ PRICO | R, I, DR, IS 5 IRPULIRE,
FE A - A FEIEOF e e e o Avy—uafFy
e g, | AR BERREE, VUK, i i
o B | _ L HEBE
K S e S I
HRO L7 L7 MR 8 ER. L 1L R 36 B - S 86 O o B 4. B R
SR B FZ N |0 RIS Bk ok | i e R e o, B |k, S4IT%,
1N SEL 3 A4 L, 7 Lok B, BRATER | S
G2 g |7 U SLALIL, 7L — SHIAGSE
wgmes| | g, e 0 i, — IR, TS
ot g ot - TPITANTOTA VNN, AR, U, (e | S BE7
SOOI, WETHIRIE., 567k s WU Kl it 1 7
o KAEDIAE, METHIFIE, 767 e ARHGR |y ALE. B é{ﬂj{/jﬁgﬂlmjl;l‘i?
ot (154%). [k, ginywa [V BTV
2, (AR TS | #5075 —2 | s, By | MU BB i s
RLBE, S | ZEMIB. Rtk 5. TolE, SRTE, Hk ks | e, 15 | AdUE. ST VRN MR, 5 5R | M, &
R LOF| 29 | BRHER %6, | % ¥, BETF. 48 B L AE, R Tt | T, e |FRILES L))
M THURK [ JEAE | FEIBPER: | Bk, TR G, B 26 Mg e | T RS
WiE |55 BB, B BRA G BN R, K i fk7a—v i, 4%
SEPEET | WKL, FIBE, S P TR
B, BT PETIR— A
S R % R 0 R
i B 57 BIUE WL 13T, IRIUE, M % B g e i g | T TEL P 560 B G,
FL T LM, LRI, I, At i 95 5 g, | {EARILD) > o
FLE ML~ —— 0, i i L e L N LU
Zof (KT |[CK %, iiLsHLDHA Bil, CRPH IR T S L s Al
W, I, LKA, 16k po T R
EREHERE)> S 56 i, B3




(F 35 i+ ¥ R 2, 1mg/kg :n=3. 3mg/kg:n=5. 10mg/kg : n=6.
20mg/kg : n=3)

(ug/mL)
1img/kg o
1000 3mg/kg @
10mg/kg &
20mg/kg A
it} Y
=E
th 1005
e
I
x
Z 10
=
=
1 T T T T T T T 1
0 72 144 216 288 360 432 504
BFRE (hr)
oy 1mg/kg 3mg/kg 10mg/kg 20mg/kg
TR (n=3) (n=5) (n=6) (n=3)
Cmax(ug/mL)| 244+45 68.8+10.9 192 +36 214 +68
Tmax (hr) 3.0(1.0-9.0) 1.0(1.0-3.0) 30(1.0-9.0) 9.0(3.0-25)
AUCo0t | 49504580 | 12300+ 4500 | 43900 %7200 | 67400 15500
(ughr/mL)
Ti2(hr) 360+10 320170 520 =270 410 +230
CL(mL/hr/kg) | 0.127+0.020 | 0.210=0.152 | 0.126=0.027 | 0.206=0.143
Vss(mL/kg) 64.6*6.7 69.7+10.2 83.6=*274 968 £12.1

5%DE | 1~5%A i 1% i B A
St % S,
KSR TG, 1
— BRAESE IR [H ORI, FeAE
EEs %Zﬂ%i S BtkoF .| A B e
TR S I — 93 A 2
S LR R, W
GRS
7y 7 RET LN
2 e MRTVTF = o R % B | Rt
R b i VR W B
5 B, Lol
D, REOLIE. .
PP, A e, s | B
s IUIBJL OF | WEURRRE | oo i, FLVFE— T
e IS PP P AT
G b i 5 NN A N R
PN TN
S IVENEGIR
W de. B2 | FIBE, Rt 95,
f‘zg’ff A, KUBE & |§etiE, o0 e g
BMRLOS| (200 (RO, (S R R
x| i Tl :f)*ﬂg BiBdE, i, | BRAN, PR |
[ ‘l_;&%’ LTI, ST, | R SR AL
&%é& RSB, 3 [ RORE, 57
O B NG SKBE
I — Emm i iﬁ (ETY, AT
e~ —A—
0, 1 HCK
W T
A MUPLDHAINL s * e g
Zof (WD |CRPRUNL MHCK |,
R B
O L
PESEAEREYD > <
i
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14. BALOXE

14. 1 FZFAREBFOXE

14. 1.1 N4 7OVIGRES T, ML LAWZ &,

14.1. 2 AHNE O R BB X3 5% 7 F 7 BEESHRAC &S
%o B, 1M 240mg. 360mg X id 480mg % 5-Ff D i 134k
I 30kg DL E o #1213 150mL DUF . KT 30kg AR 0 B 121
100mL LT &9 %,

14. 1. 3 RMBIZH»ICRAM L, SMeREIT# T2 &,

14. 1. 4 HPBEOWILESL LI T2 2 & /2, HiHE LK
Wid. MEHEROBZNDNHLOTHM LAV &,

14. 1. 5 7% O P E 0.35mg/mL A Tld, AH o S i
FOZEMEDFER SN TV RV,

14.1. 6 fliFl & DIRIFIF LW &,

14. 2 ZRIBREBEOEE
KA OGN HIzoTE A 547405 — (0213022
um) #RHHTAHZE,

15. ZDDEE

15. 1 ERERR{ERICE D 154k

15. 1. 1 EINAMZ B W TERANIHR T 2 ik 0 A D5 E S L Tw
%o

15. 1. 2 #EAME R RBRIC BTy AHKINC X 2 1598 52 2 )R % I 5
MRS AN S N 7B T TES 2 BRI 618 T4 o B Al
B DHE SR BTz 23)

15. 2 FEERRREABR ICE D < 155
FIVIZARH] 50mg/kg %8 11, 488 EE G Lok R, IR
HND) VOSBRI RN AR S 7 L oGV DH %o

16. EENRE

16. 1 Mgk

16. 1. 1 BE%RS
FA N I 55 2 (2K 1~20mg/keg 2 1 13 B DL b a1 C B [l
WRINFEGERE G0 L7z & & DI P i EEHERS S OV SE B RE S5 A — %
ZUTFICRT. &2 075 YA (CL) (%55 TR AR
R Ly OAHME (Vss) 3RED -0 omdEs (H50mL/kg) 12
AR LY,

_5_

Py £ BRERZE, Tmax @ yefi (FE6H)

16. 1. 2 RIEEHRE
(BHERaR
H A CENE B B 2 AH] 2me/kg 2 3B M 1 Il AR A #E
B G L7- & X O 5 R T OGP L O N 5 7 4E O
ZLUFITRY o 5 TRFOMIT R EER O~ 7 7 R34 5 18 36
DIBEEAQ—Z IR L, 55 18 M I E W IRBITE L2 Y,

(ug/mL) CPIME + BEAE(R )

80 4

] %
10 o HIRAIEREE S8 T IO MiE R
ol o I URE

T T T T T T T T T T T T T

T T T T T
0 3 6 9 121518212427 30 3336394245485
rEfE (GB)

(DPALZEERZICHEEL FUBRAELET BROEMME S
KiE)

AR N B i i e Rz i R VS AR A 240mg 2 2 5E RS 1 [m] S AR A
DR TR G- Lz & &, #5428, 48K 18 E o IMiEH b
T 7 WO B AL, FNEN205+602ug/mL.
384=125ug/mL 2 TF609+272ug/mL TdH -7z,

16. 1. 3 BEFMZEMENRERT

FE AL O IR 0% 24 SRERTHEE B N2 7 — & 2 v CREE RIS B T
FENT % EhE L 720 S ONTICE 2 HARAEE 420 B2V T,
AH) 240mg % 2 BWAHFE (Q2W) 313 480mg % 4 MM ks (Q4W)
THEG LB BEE T 2 —5 (HEEM & £osBhT
Holz

. EE Cmax Cavg Cmin

R oD | (ug/ml) | (ug/ml)
. . 240 2W 726 (219 43.7 (20.6 378 (269
M5 meQ (2L9) (206 )

480mgQ4W 145 (21.9) 529 (21.7) 283 (31.7)
P 240mgQ2W 161 (27.5) 108 (34.7) 84.7 (409)
IR

480mgQ4W 218 (24.3) 108 (34.7) 676 (46.7)

TG (EBFRE %) Cavg : TIIMLTE L



16. 8 ZDfth
ARH) D A7 W VE B 085 VA R 9 2 MR — SOS R O 5 A
240mg % Q2W TH G- L 72 & AHI 480mg % QAW THH- L 72B »
ARNVE B OV R IR 2o 25 5k v & Tl S Iz,
1) AF DK S NI B S O R O B, A= Fu
<7 (BfZ T 2) & LT 11 240mg % 258 R R B 3L 1k 1 1wl
480mg % 4 MR T AT S 5. TH 5,

17. BEERRLIE
17. 1 AR UORLMICET 558
(BEMEalE)

17.1. 1 ERE LB (ONO-4538-02 iER)
FHANNY VI & BALERERE 2 45 A HAEWBRAE 72 T /v
S FESE O Ak TG 35 612 152, AH 2me/kg % 3 M
P C AL EHEED Lz, FEFMGEE TH 2 E%%E (RECIST 74
Fo4 LIRS HED < e g2 X 5 CRXIZPR) 13229%
(90% fE MK ] 1 134~362%*1) Th 720 B, FAICHEEL L
B 13125% T & o 720 £ 720 % 4 Pk 57 Al ok 4 354 m 30 4
(85.7%) \CEIEM (BRRMAMET &) 2SR 6Nz, EiH
VM, 2 ) FERE 1161 (314%). jEHE T3 A 861 (229%). Iy
TSH#M 7B (200%). HIMEREKAD 661 (17.1%). W #E T4IRA 6
Bl (171%). FBE6 61 (171%) TH -7z,

R (%)
56428 (CR) 1 (29
#5343 (PR) 7 (20.0)
% jE (SD) 15 (42.9)
i 17 (PD) 11 (314)
AFliASBE 1 (29

%1 Wilson ® 2 2 7 {2 V72 IEIC & ) SR GBI . —75.
ZUIHSME ORERFIIC D CIEEDNIC X D KD 7290 % 5 X H 13
119~375% Tdh - 72,

17.1. 2 RS T B (ONO-4538-08 iER)

(LR R TR O PR Y BRASRE 72 T / IV 39 300 1 58 o0 BBk S 40 il
2460 % 37 512, AH 3mg/kg & 2 3 [ R KR T A EEED L
Too BEFGEHE TH L% (RECIST #4 FI4 » L1k
O WYl ELC X B CR LIE PR) 13292% (90% 5 M IX 1 : 16.7~
459%) Th o720 B, FEICHELBEIZ60%TH -7 T
7oy BAVEFEMIA G 24 B 18 ) (75.0%) \ZRIMERT (B R A it 52
Faat) RO LN EaalfEH I, IR T 5E 6 61
(250%). HBES5BI (208%). Z ) FERESHI (208%). 5B &4 Bl
(167%) TH-o729,

% (%)
564335 (CR) 0 (0.0)
W ZEs (PR) 7 (29.2)
% s (SD) 9 (375)
# 47 (PD) 7 (29.2)
FEAMASBE 1 (42)

17.1. 3 BHI B MHHKER (CA209066 FER)
BRAF V600 225 D 7 LR ARG R O BB VI BRARE 2 T / IV
AT RO B R A E G 418 B (RABE 21061, 5 H NN B
208 B1) EXZIC, FHNNY RN E L CARA 3ma/kg % 238
b ORI RHEED Lz e oA RO ReE G L, F
YEEHNEH Cd 5 LW (FPyefi [95% B HEHIX 1) o b [ f#T
R, AABECTNE*2[NE~NE] » H. ¥4 VN Y #ET1084
[9.33~12091 » HTH Y. KFNI & A IVNY LK LFREHEWICH
ERER R L7 OV — NI 042 [99.79% 12 #HIX [ : 0.25~0.73].
p<0.0001 [J& %) log-rank #2521 201446 H24 H ¥ — % & v b F
7)o F 72, LAEVEFHMIR G 206 61 153 61 (74.3%) (ZEIVER (I
EMAMREE 2 &) 2980 5N, ERIEMIE 9574160
(199%). % 9 FERE3SBI (17.0%). H L3461 (165%). T i 3341
(16.0%)+ 3835 3161 (150%) TH-727,

—A— KEIH
O FHIVINT LB

4
o4
0.4 %%'uaao
-
0.3 &
0.2 0
0.1
0'01 e e e |
0 3 6 9 12 15 18
at risk# 178 (B)
AEIF 210 185 150 105 45 8 0
AHIVINT B 208 177 123 82 22 3 0

%2 NE e A i

17.1. 4 BHE M HEER (CA209037 HER)

L) A~ 7 GEETHIEZ) i BRAF BEH] % &t L L
AT BRI Y BRANGE 20 T/ IV I 30 F 38 o0 78 1k B4 i JE 7 405
B (RAIEE 27260, (LD (AN X AINKTTF v &
N F RN EDHM) BE1336]) ZxRIC, ALk R L
L CAHI 3mg/kg % 2 B[ [ b C UL EHEED Lz 2o HM &
Otk ZimE Lz, FEMIEE Th 5 E%)% (RECIST #74 F
S 4 ¥ LIRS S IRl EI12 X B CR XIE PR) 12DV TR
P N7 W) 0 120 B % FEAT o G B [ & U C o BIRAT 2 47 - 728
B FHIMECT3LT7% (95%FHEX M : 235~408%. 201443 A 10 H
F—=FH b FT) Thotze B, HICEMROBMIZEEL
TWhhoize ) —D2OFEFMEH TH 2 4 EAANH (Fh g
[95%fEHHIX ) 122V TI2FD A N> b (BBL) $lz T g
Br 2 AT o 7258, ARHIBET 1547 [12.39~NE*3] » ., (L@ E#T
1367 [11.50~NE*3] » HCTd b . ARANIALEFEE T LRt
AERILRE 2R & otz O — FIE0.93 [95% 12 #HIX 1 : 0.68~
1.26]. p=0.6299 [J& 5 log-rank HeaE]. 20144E11 H12HF—% A1 »
M 7)o F oy LAVEREM S 268 B 199 B (74.3%) (EIVEH
(FR AR E 2 &) RO bN, EAREERIE. 9557 82 6l
(306%). &9 IFAESL B (19.0%). THI42H1 (15.7%). F695 34 4
(127%). 3360 (123%) THo 7289,

IR (%)
%28 (CR) 4 (33
#2e%) (PR) 34 (28.3)
% £ (SD) 28 (23.3)
HE
i

17 (PD) 42 (35.0)
FHIARE 12 (10.0)

#3 0 NEI3fiEA 5k

17.1. 5 ENEE T HHHBR (ONO-4538-17 55%)

AL 2R R R O BRI BRANRE 2 T / IV 0 LIS P58 0 28 B 4o i
BE30BI 2RI, AHE A Y Ax 7 GEIEETHIEZ) %01
HoU7-%, FEFHMEFE CH % %555 (RECIST #14 K4 ~ 11
Wiz #o < gL sE LI & B CR LI PR) 1333.3% (95% 13 HHIX [ :
17.3~528%) Tho7z. B, FHNIakwE LML 238% THh -
Too F 72y RAVEFEMIXTR 30 B 30 51 (100%) (CEIVEM (B HRRR
BHEEZEE) WEO LN, E2EEMNIZ BB 18HI
(600%). THI166] (533%). FEE 1261 (400%). V) 73— EH
1261 (400%). ALT ¥ hn11 %0 (36.7%). AST 35 hn1161 (36.7%)-.
ZHFEAE106] (33.3%). ARSI (267%). HEEKTH (23.3%).
FDRBR B AR T 760 (23.3% ) NFBSRESLH 760 (23.3%). WEIH- 6 151
(200%) TH o721,

Bk (%)
524728%) (CR) 1 (33)
2% (PR) 9 (30.0)
% E (SD) 12 (40.0)
bl 17 (PD) 7 (233)
AHIARE 1 (33)

17.1. 6 BHHEMAEHER (CA209067 5X5%)

(L2 AR ORI BRASTE 72 TT] / IV 5] 0 AR IR e I FE 2 945 1
(M EY A~ 7 GEEFHERZ) O (N+LOEAD) *4 3 314 6, AHI
HARE3I6 B, 4 ) A~ GEIEFHRA) B (THM) B 315
Bl IS, THAMB G 20 B & LT N+ 35 & ARF) Bl



B o Rt 2 M Uz EEFMGEE Th 5 2415
(Fryefii [95% 12 #EIX 1) 13, N+IfFHBECTNE*> [NE~NE] # H.
A ) Bk B T NE*5 [29.08~NE] » H. TH 4t # T 19.98 [17.08~
24611 7 HTH Y. N+LHHHB G- T OAH Bl 513 T HARPe 512 0)
LEFHFMICE SR ERE 2R L (NHLBEH$S- v — FE 055
[98% 5 HEIX ] : 0.42~0.72]. p<0.0001 [& 51 log-rank €], AFH H.
APE G 1 N — K063 [98% 5 HE X 1] : 0.48~0.81]. p<0.0001 @51
log-rank HE]L 201648 H1HF— % 4 v b+ 7)o N+IffH %5
FECIE 2 YRR 0 5 313 B 300 51 (95.8% ) WZHITEM  (ERHRMAE
EFZEE) PROON, E2AEHIE, TH 14261 (454%).
W9 118 B (377%). & 9 FEAE 11241 (358%). FH 916 (29.1
%), ML88HI (281%) Tho7z1,

1.0 R
0o —A— AEERE
06 ke AEULTTHERR
' @ (LTI BB
0.7
£ 067 o
£ 051 pevsor
* 04 - 0 g
0.34 RO
0.24
0.14
00 e e e e
0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk# 1788 (B)
AFIE B 316 292265244230213201 191 181175157 55 3 O
TEVLYTHERE 314 292265247226 221209200198 192170 49 7 O
TEYLYT BB 315285254228205182 164 149136129104 34 4 O

F 72 TEEAALICB W TPD-L1 258 L 72 5 AT 5 0 % &
(LU TPD-L1 8] BT 2 Moz —RoBE 07—
Z 2o &, PD-L1 S BIERBNCER B WM 2 17 5 720 PD-L1 588l
R 1% AmMME 1%L E) OEFHROMEE DTSR

PD-L1 #IREK 1 %Kik

1.0+
094 —A— AHIERE
0.8 -k AEULTTREE
' O AEY LT R
0.74
0.6
&
17 0.5
044 O
0.31
0.24
0.14
0.0+ T 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 4178 (B)

AF|BIREF 117103 86 76 73 65 62 59 57 55 50 16 2 O
TEVLTTHAR 123113102 91 82 82 79 74 74 72 66 18 4 O
TEVLTTEEE 113 96 87 79 71 61 57 50 44 43 32 10 1 O

PD-L1 3= 1%L E
1.0
094 —A— ARHIERE
0s k- AEY LY TR
' O AEY LT R
0.7 T
0.6
&
17 0.5
= 0.44
0.31
0.24
0.14
0.0+ 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#§ H7FHRE ()

AF|BIREE 171165158 148139 131122117 112109 98 36 1 O
1EVLTT A 155144132127 116 112105102101 99 85 27 3 O
TEVLTTBIREE 164 155138126115102 89 83 77 74 64 21 2 O

PDLL - e o
gy | IR BIR [95%@512??} I)* | [95% =X 1]
<1% N+ BB | 123 NE [2645~NE] 0.59
T Hiphpe 113 1856 [13.67~23.20] [0.42~0.83]
1% N+IPFHI#E | 155 NE [NE~NE] 054
a T HiphE 164 2211 [17.08~29.67] [0.39~0.74]
<1% N+ BEH#E | 123 NE [2645~NE] 0.74
AR HAREE | 117 2346 [13.01~NE] [0.52~1.06]
1% N+IPFHI#E | 155 NE [NE~NE] 1.03
B ARHIHARE | 171 NE [NE~NE] [0.72~1.48]

%4 1 AHILE Img/kg (FHE) LA E)a~7 GEETHIRZ) 3meg/kg
(K E) % [ H 38 R RS C4Am 5 56 i L2 B RANLIE
3mg/kg (fKHE) % 2 BB RIFE CRERHEED L7z, PRI GRECE
W, AHZ RIS L. A €Y AT GEETHILZ) A
HOF 5T 205 305 L Lo Z BT 52 BE L 72,

%5 0 NE3HfEEAiE

17. 1. 7 ER£FSE M #8585 (ONO-4538-21/CA209238 55R)
SEAYIBRG O Mb/c M /IV I o ML B IE R 006 71 (A A B
28 Bl % trr, AABEAIB, 4 ¥V A~ T GHETHIEZ) B 453
Bl) 22X, A ) A~ T GHIE TR Z) *6 25 B & L CARH
3mg/kg % 2 FRI B CAHEEHETED Lz & 2 0FRER R4 %
Wat L7z FEFFMEE TH 2 MEFHAFNIE (hyeql (95% 3 5
X)) oW NS R, RFBETNE*T [INE~NE] » . f €
AT GEIZ M Z) BETNE* [1656~NE] » I TH 0. KH|
A EY A7 GEETFHELZ) 18 LA #Ic A B R TR 2R
L7z ¥ — F 065 [97.56 % 15 #EIX [ : 0.51~0.83]. p<0.0001 [}
W log-rank e E]. 20174E6 H12HF—%h v v+ 7). F/20 %
SV ETATI 4 452 51 385 61 (85.2%) \ZEIVEM (BIRMAE S %
Gts) MR SNz FRBIMEM I Y156 61 (345%). T
110 B (24.3%). &9 FEHE 10561 (232%). J895 90 B (199%). M
L6861 (150%) Tdho7212,

1.0
0.94
0.81
0.7 4

—A— FHEIE
Qe AEYLTTEE

— — AL R R S S S B B
0 3 6 9 12 15 18 21 24
at risk# EFREFHE (R)

AEIFF 453 399 353 332 311 291 249

1EVLYTE 453 364 314 269 252 225 184

¥6: A ¥ AT GEETHEIRZ) (& ATV CEMERAE I
T DM MBIREE OMEE - AR TIRRE SN TV,
*7 0 NE 32 GE

(OB RE A ETT - BROIE/ | lfafhE)

17.1. 8 R LEE

(1) EIRE 14845 (ONO-4538-05 HER)
77 FF B & G L REE 2 AT 2 U R 2 B W]/ IV L
35 O R R e/ N it % (ECOG Performance Status 0
T8 1) 3560 % xF 5 s, AHI 3mg/kg & 2 38 R C g EHEED
L7z FEFHMIER CTH 2285 (RECIST #'4 K94 » L1RRICHE
DR YRHEIC X % CRUEPR) 13257% (95% 5 X [H] « 14.2~
421%) THo7zo B, FHANIHEE LZBMEIZ0% TH o720 F
7oy AR5 35 I 24 B (68.6%) (CEIVEM (ERAH A5
WrEt) PRDOLN, EREIEMIE. BREks5 6 (143%). 5
#5460 (143%). £ #K W B5H (143%). J& %56 (143%) T
&)’37}: 13)0

27

71 5 0
5 2 0

B (%)
554245 (CR) 0 (0.0)
WrZEsy (PR) 9 (25.7)
% 5 (SD) 10 (286)
# 17 (PD) 16 (45.7)
AHIASEE 0 (0.0)




(2) BB MAEHER (CA209017 FHER) 1.0

75 F WA % AL E & A AU Z B M/ IV 3 094 Y. B RHE
T3 O R F R BN 2% (ECOG Performance Status 0 & o8] N O ResxeE
1) 27260 (RAIBE135 6. N o FLUBE1376]) ZRr%ic, P 074
¥ 3wl % xR L CARH 3mg/ke % 2 8 1 IR C UG HHEED L2 '
L & OFRMR KA E WA L7z, EEEHIEH T % 210N 4 067
(921 [95 % 12 X [1) o> el AR BT A 1. 4K BEC 9.23 [7.33~ 7057
132717 H. P& FEUEET601[513~733]7» HTH Y. KANL K 0.4
Ty LI LA A IS B R R EZ /R L7 (N — FIL059 0.34
[96.85% 12 #E X [ : 0.43~0.81]. p=0.0002 [J& 51| log-rank # %], 2014 024
EI2ABHT =%y b4 7)o Fiz, BaVEiFEMis 5131 B+ 76 ’
B (580%) \CRIFEH (BRMAMRE 2 &) RO Shi, T 017
BV, 5721 61 (160%). FERkGR 1481 (107%) THo7z W, o
104 0 3 6 9 i;_ZHﬂF;(&':H) 18 21 24 27
at risk# FRAlE
094 ﬁgﬁ fffi e AEIB 202 232 194 169 146 123 62 32 9 O
0.8 Rt&%t/LB 290 244 194 150 111 88 34 10 5 0
0.7
064 *%17.1.10 EEHFRZE DR (ONO-4538-27/CA209227 &{5R)
o G295 125K i 95 O EGFR 55 128 S KR Pk J O ALK Bl A5 {5 -tk
12 051 DYIRASRE 2 AT - T3 0 I/ A 8 1,166 B0 (H AN %
04+ 14301 % &te 4 ¥ A7 GEIZTHURZ) DEH (N+TORH) *S B
0.3 58361, 77 FF WA % & AL HERESSIBI) % M RIS, AL
02 BRI E LT N+ORHBEO A RV e O 4 % Mot L7z %
014 FEIIFEH T 5 PD-L1ZBIAT 1% B Lo B (N+1 Ok B 396 1,
' L2 HEEE T 397 1) (2 330F B AR AE TR (Hh e [95 9% 12 WX F )

oot . N+IPE I BE ©17.08 [14.95~20.07] » H. fb 2% e i I < 14.88
© 8 & 9 12 15 18 = 24 [1271~1672] » AT O« N+TPEFIH 513 L2230 1 Uit
atrisk# £ (R) AR 7 L7 (N — K 1079 [97.72% 12 X 1 : 0,65~
AHE 135 113 86 69 52 31 15 7 0 0961, p=0.0066 [ 5 log-rank #i ], 2019457 H2H 7 — % 7 »
FesxwlB 137 103 68 45 30 14 7 2 0 Mt 7)o F720 RAVEFEM X5 391 B 302 51 (77.2%) ZHEIVEM
(MR EERE 2 &) PR LN E2BENIX. 55 73061

17.1. 9 JERF L= o ; o iy o 1S
(1) ERET4E568 (ONO-4538-06 5t82) (187%). FH70H1 (179%). % 9 i 6261 (159%). %57 56 5l

0 B RS T o) ferikanss bl (13
755 A 2 & b AL & A 5 SRR B 7 B/ IV ) PR RLIEIL TSI (186%) SAHRSS I (156
W FIE O IR B IR/ NI I ¥ (ECOG Performance Status e ’ -°

0] U 1) 76 % sk 51, AH 3mg/kg % 2 J8 1] ] b C o il i R 1E D 1.0%,
L7zo FEEHHEH TH %2885 (RECIST #4 FF7 4 >~ L1 094 Ay —A— 1 EV LY THER
FEo P YLHEIC £ B CR LI PR) 1219.7% (95% 15 WX [ : 12.3 084 O ALRRER
~300%) Tdh -7z B, FHICHEEL7ZBEIZ0% TH -7 07
F 7o ARG 76 Bl 64 B1 (84.2%) \ZEIWEM (W HRARAL M '
Righkat) FROLN, TR, BEELLA (145%). # 087
AP (145%). AHIE 116 (145%). 55 116 (145%). 77 0.5
BB (11.8%). Eels8 61 (105%) Th o719, = a4l
% (%) 037
5445 (CR) 2 (26) 027
Wor%R (PR) 13 (171) 011
% % (SD) 21 (276) o0 Ac‘)' '3 6 O 12 15 18 21 24 27 30 33 36 39 42 45
;Tim%; D) 3? (fgg; atriskd A 1EHR (B)
W E T e 2 2L 1 (1.3) ﬂil;;};; 396 341 295 264 244 212 190 165 153 145 129 91 41 9 1 0

5B 307 358 306 250 218 190 166 141 126 112 93 57 22 6 1 0
(2) BSAEEMAEFER (CA209057 5HER)

75 FFHH e GO REE 2 A T A UIBRAEE 2 B B/ IV L
56 O IR LR BN i 3% (ECOG Performance Status 0
B 1) 58261 (RAEE2926], Nt Et L BE206) 2351, F
£ & FVERIE U CAHK 3me/kg % 2 38 M FE TR HHEED L
7ol EOEMER R e R MG Lz FEFMEER TH 5 LM
] (et [95% B X 1) o BT RS ik, ASHIHEC 12.19 [9.66
~1498]1» H. Ft % ¥tV #TI36[805~1068] » HTH . AKH
E RS FEVIH LR FNICEBEREREZR L W —FiE
0.73 [95.92 % 15 HE [X [ : 0.59~0.89]. p=0.0015 [J& 51| log-rank # %&].
20154E3HI8HF =% Ay b4 7)o F7z. aVERHMIA 4 287 fih
19961 (69.3%) WZEIERH (BRRMAEMEE 25 0) Mo Mz,
ERFWERIE, 746 51 (16.0%). L3461 (11.8%). FHkIE 30
B (105%). MEJHE 2961 (101%) THh 7219,

WER R & SNt h o 72 PD-L1 IS 1 % Ao BH (N+LHFH
TE 187 B, LA IERE 186 B) 12 B1F B4 EAAIIE (FhefilE [95% 15
FAXRI]) &, N+TBEH BT 17.15 [12.85~22.05] » H. {1tk i
T1219[917~14321 » ATH Y. N¥F— FH 062 [95% 12 ##H X [ :
048~078] Th o7z (20194ETH2AF—%H v v+ 7). F72. %
SPEETA R 4 185 b 140 61 (75.7%) \ZEIVER (R 24 %
Gir) RSNz, ERBIENIE. TR 2860 (151%). 95 27
B (14.6%). 5895 2561 (135%). RHRE 23 61 (124%). HEIJIE
2140 (114%). ALT #2160 (114%). YV s—EHhm21 6l (114
%) F 9 FESE 20 B (108%). AST HEhm20 %1 (10.8%). HUAKNEAR
BB 9 1961 (10.3%) TH o721,

%8 1 AF 1A 3mg/kg (RHE) % 2EMMEEREE) T, A ) a~T7 (G
fmFA Z) 10 Img/kg (RTE) % [F] H L2 6 38 15 15 B C 3 5
L7ze PEHFLGREICB W TIE, AAZRDICHES L. A Y A~
7 GRARFHIR 2 ) 1EARK OG5 T 205 3057 L EoFEZE Bwv
THG-ERIE L 72,

L2 E R IR 6 C PD-L1 8 BLH A% 1% Kl © EGFR #fn T2 R et
B O ALK Bt AR T B O U EASHE 20 44T - T8 O JE/NH il i
#3636 (HARNBEABIZEL. 75 F F 8% % &bk it
H (N+CBEH) *OBE 177 61, 75 7 F A % & b L L e 186 1)
s, AbFREE I E LT N+C BB G RIE M 0% 4k



Z BT L7co RRBROBIKEHIiE H 0 —2 T ) BRI % g O X 109 o

LT B MEREAAEWIR (sl [95% 5K 1) 1. N+C IR 09+ o AEVLTTROMEFHEG AR

T 555 [463~6.90] » H. {b % 5 B B T 470 [421~559] » H T d 081 O fLERER

D\ N+C G 3L ARECN LR A B R 2R L7 074 S

(V¥ — F B 073 [97.72 % 15 98 X 1 © 0.56~0.95] p=0.0070 [ 51 ' :

logrank B5E]. 2019457 A2 HF— 4 A v b+ 7). 2B, Akl 4 087

DRI H O —> T ) BIF I 72 BE DR R T 2 A A7 7 051

(W e fiti [95 % {5 HEIX D) 1%, N+C PRHBE T 1521 [12.29~19.78] # ™ 04

Ao ACSEFERE T 1219 [917~1432] % AT h . N+CHE 513 034

AL EHBEH LI A ICH BB IERZ R S ole (N —Fi 024

0.78 [97.72% 12 WX 4 : 060~1.02]. p=0.0352 [ Bl log-rank # 1. '

201947 H2HF =5 Ay M+ 7)o 72, RAVERHiH 5 172 ik 017

159 61 (924%) \CHITE (BARBRAMERE 2 &) 2380 b, o

F R G 7060 (40.7%). 67 B (39.0%). 9 57 43 o 3 6 9 12 15 18 21 24

Bl (2509%) UF vh BRI A E AL (2389%). A RKRAR 39 (227 at risk# £ (R)

%) FEFE 38 B (221%). Uf P EREOEA 27 61 (15.7%). Wi 26 1 1EVLT TRV

(151%). 5352661 (151%). M/ANEERA 21 61 (122%). ) fepmaptmge 001 920 292 200 129 46 a6 10

HE18 %1 (105%) Tdh o717, {bs#EERf 358 318 259 183 94 39 12 0 0
1.0 %10 ¢ P LERISR L Cid, A9 1181 360mg % 3Bk, 1 ¥ A~
094 3 —A— {CEREGRE 7 GR{ZFHRURZ) 10 1mg/kg % 6 HE MM, /S ) & F €11
08 : e ALRIRARE [71200 mg/m2, #IVARTFF 1M AUC6 (mg/mL - min) % 334

WIRIRE T2 4 7 v Bl L7z, AHI 10 360mg % 3 3 [ [ s
B4 ) Av 7 (GBIETHZ) 10 1mg/kg % 638 [ 5 FE C 2
i L7z,

IR B R R LCid, AHKI 11 360mg 2 3:HRRFE. 1 €Y A
<7 (EETHIEZ) 1 1mg/kg % 6 MM, *2 ML L F
11500mg/m?, ¥ A7 F » 1 75mg/m2 Xigh VRTFF 1
Bl AUC5#5 L < 136 (mg/mL - min) % 3#AMBIFE T2 4 7 Vi
e L2, AR#I1360mg & 3B BREML A ¥ A~ 7 (B
fa AR 2 ) 110 Img/kg % 6 08 [ ] & C R e L7z
BEPEG-REIC B W TIE, RF 2 RIS L. A Y A~ T (i

0 3 6 9 12 15 18 21 24 27 30 33 36 39 GETMIRR) ([ €) A= 7OREZFELTOIEA) ZAHO

at risk ¥ EIEEA TR (B) BT 305U EOMEE BTG EZG L. 72, 1L

{bsemek AR 177135 73 48 37 29 19 15 10 10 7 4 1 0 EFEIAA I EY A7 7 GRETHIER) KV 2370

(b22pEEBY 186121 57 22 18 13 8 6 5 3 0 0 0 O BH2FELTOUEE) OHG#T 25305 EoFEz Bw»
THG-Z AL 72,

9 0 E ISR L Cid. ARHI I 360me. 474 T & ¥ v 11000
2L < 131250mg/m2, ¥ A 7 5 F ¥ 11 75mg/m?2 X i AR # 1 ] CRAEIBRTEE R (S &S O B kR
360mg. 7 A Y% ¥ ¥ 101000mg/ms #VEZFF 11 AUCS 17.1.12 ERHEFE TH#HEBR (ONO-4538-03/CA209025 545%)

(mg/mL - min) % 338 M M & THoA4H 4 7V i L 72 . MAEFAEREMEH 2 AT 2B H (T2 F=7, A=F=
AH 1 ] 360mg % 3 8 B MW C RS HHE L72e 723 Y B 3K T VT T =T NYUNRZTE) 2 GUILEHEIE R AT 5 AT
427 V1 HH KO8 H H I EEHE L 7. PSR RS O PR WM 2 R e i 821 61 (H AN 63 Bl %
R Bk LCid, AH 11 360mg,. X A b L ¥+ F1E Gteo RABEAI0H), =T A ZFEAILB) ZXHI, =T
500mg/m2, ¥ A7 F ¥ 1 75mg/m2 i A VKT 5 F 1 LA R E U CAHK 3mg/kg % 28 I HIBE RS HEED Lk
AUC5# L < 136 (mg/mL - min) % 334 M MR TRA4% 4 7L DO RVER VL2 HE Lz TEEMIIEH Tdh 5 24 AE 1
KR L 2 . AR F1M360mg K T A b L ¥ & R (HrYefiti [95% 1S5 B IX 1) o> v SR AT A6l S0, A0 C 25.00 [21.75
500mg/m2 % 3 3 [ i b C s L 7= ~NE*!U] » H, =B A ZA#ET1955 [17.64~23.06]1 » HTH V.
PR GHC BT, RAZ OISR S Ly ALS kA H# o AANZZARTY) A2 LREHAICHERERZ R L (O —
BGHT 05 305U LEOMIEE BTG 2 MG L 72 F 1 0.73 [98.52% 12 #H1X [ : 0.57~0.93]. p=0.0018 [J& 5] log-rank #
El. 2015466 H18HF—% H v b+ 7). F 72, &M%
3% 17.1.11 ERHEFSE DHERER (ONO-4538-77/CA2099LA KER) 406 B 319 B (786%) \ZEIMEH (RRMAMERE 2 &) 25720
LR R G O EGFR 8 5122 S Bk J OY ALK il 6 £ ek SN ERBIMEAIL, 9557 13460 (33.0%). HEL 5761 (140%).
DYIBAHE 72 HEAT - FEIE O IR/ NI B 719 81 (H AR A 50 ZHFIESTH (14.0%). THIS0 B (123%). FEARIRE 48 61 (11.8
BlEEi, A Y A~7 GRIETHIRZ) ROT I FF8A %2 & %), EHALE (101%) Tho7-19,
AL (NHT+C BEAD) * 108 361 . 75 F F Bl % & b i
JEIHE 358 1) A abgc, RS R E LT N+I+C i # D 10 B, P
HRNE R O BE Uz FEGFEMIEE ©d 2 B0 (f 0.9 @ TAOY L XBE
J i [95% 15 B IX F]) (&, N+I+C §F B T 14.13 [13.24~16.16] » 0.8
H. ALSE9EERE T 1074 [946~1245] % HTa b N+I+C PR % 07+
AL LR A IICH AR 2R L: (O — R 069 064
[96.71 %15 HEIX [ : 0.55~0.87], p=0.0006 [J& B log-rank H5E]1. 2019 ’
FIOHSHF—Hy b 7), £, RAVEAMiIGS 358 Hlrh 322 17051
B (89.9%) WCREIEN (BRMAEMBHZEE) BRDON, T 0.4
e BIE R, L0460 (263%). F 80 B (22.3%). T 9 73 I 0.3 o0
(204%) MEIIET3B) (204%). < 5 FEAE 66 6] (184%). F695 64 024
Bl (179%). 95759 B (165%). FHKHIGE 56 B (156%). KM 014
FEREAR TAE 52 61 (145%). MEM:47 1 (131%) TH o718, O'O

6' 'é' 'é' 'é' '15' '15' '1Y8' '2Y1' '2Y4' '2Y7' '3b' 23‘3

at riskF 778 (R)
AHIEF 410 389 359 337 305 275 213 139 73 29 3 O
INAYLREE 411 366 324 287 265 241 187 115 61 20 2 0



F 720 HARNERGER 6361 (RARE37 B, =) AZFE265]) o
S AR (R el [95 % (5 HHIX D) o W BT 45 SR . AAITEC
2737[2362~NE*U] » A, = ~Xu 1) A A# CTNE*L[NE~NE]» H
Tholz O — FH 150 [95% 15 BEHIX M : 049~4.54], 201546 H
BHF—=%57y N+ 7).

1.0
0.9
0.8 PG - o® -em-0
0.7

= 0.6 —A— AEIE
% 05 @ IANOYLREE

S
0.4+
0.34
0.24
0.1
00— LU S S B

0 3 6 9 12 15 18 21
at risk# 17 (B)

AElEB 37 37 36 35 35 34 24 16 8 4 0
INOULXEE 26 26 24 24 24 24 20 15 9 3 0

*11 @ NEIZHEEARE

17.1.13 EREFRFE N (ONO-4538-16/CA209214 5HER)
AL SRR O HEAT 1 ST A 1 o0 5 WA T B BRI e A3 1,096
Bl (HRNBBER20Z &8, A €) a~7 Glfzriez) oEH
(N+IPEJH) * 128550 B, A =F = 7HESA6BI) #RRIC, A=F =
TEMEE LT, N+ O AR R Otk 2 et Lz, E%
S H Td 5 IMDC*13 1) X 7 43 intermediate & UF poor ) A 7
BE (NHIORHBE425 B, A =F = 7B 422 61) DL ME (ke
fiti[95% 15 M IX 1) &, N+L6f i # T NE*™ [2816~NE] » JJ. &
=F = THET2595[2208~NE* ] » HTH ), N+IPHIRG 132 =
F= TR LREFFMICAEBERIER 2R L OV — F1063
[99.8% 15 HH [X [ : 0.44~0.89]. p<0.0001 [J& % log-rank #% 521, 2017
EBHTHT =%y b4 7)o F 7o, A% 4 547 B 509
Bl (931%) CEITEH (BRMAEMERE &) SRoLNhz, i
FWERZ. 9857 2021 (36.9%). 9 FEhE 154 ) (282%). T#i 145
Bl (265%). 535 11841 (21.6%). H.L1096) (199%). V /¥i—+
B0 B (165%). HARBRESEEML T AE 85 B (155%) TH o722,
1.0 f5an
0.9
0.8
0.7
0.6
1F 0.5
= 0.4
0.3+
0.2
0.1
0.0 T T T T T T T T T T T T
0O 3 6 9 12 15 18 21 24 27 30 33
£77HAR (R)

—A— 1EVLTTH AR

at risk#

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

X=F TR 422 387 352 315 288 253 225 179 89 34 3 0

%12 AH1 M 3mg/kg (RE) LA ¥ A~ 7 Gz T 2) 10
Img/kg (RE) % [a] H I 3 [H] IR 4 | R L2, A#I
l3mg/kg (RIE) 7% 2308 B I FE C R e Ureo PRI 50
BV TIE, RHZRIDES L. A E) A~ T BETHERZ)
BARKI OB 5T H 5 305D Lo BEZ BV TS 2BiG L7z

*13 : International Metastatic RCC Database Consortium

* 14 : NE X3 e ANhE

(BRUSHLMORBIR T XU 2 NE)

17.1. 14 ERE T 188 (ONO-4538-15 i ER)
FIRE MBI R TV Y F o< T XFF v GEIEFREIER)
VARG IR A O 5 OO YR 2 & ) o
(ECOG Performance Status 0 & U81) 17 %1 2 %} 12, A #| 3mg/kg
% 2 RIS T A EETD Lz, FEFHIIEE TH 5 5E%0%E (KET
IWG criteria (2007) 12360 < HyefE 2 X % CR XIE PR) X750
% (5% EHEIX M :476~927%) Th o720 b, FHuiliHe L
B 13 200% T o 720 F 720 LAVEFFMx S 17 619 17 61 (100

%) \CEIVEH (BRMAMEE % &) 2o bhiz, EamfEN
. FEETH (412%). Z ) FEAESH] (294%). FE B 4B (235
%), HURIEARAEIS FIE 3B (17.6%). 997 261 (11.8%). HBEIK2
Bl (11.8%). MKk 261 (11.8%) TH 722,

Bk (%)
se4 ¥l (CR) 4 (250)
5 5% (PR) 8 (50.0)
% £ (SD) 2 (125)
# 17 (PD) 1 (6.3)
BRI 1 (6.3)

AN TERFA G 16 51 O GREBRKHT 2 7R L 720

17.1. 15 B4 55 T HHEAB& (CA209205 5KER)

HE & MBI ITRIC T L Y37 REF Y GBIZTH
W) 2K 2% 2T 72T UIHREOWH IR Y F ) N
i % (25— B, ECOG Performance Status 0 2 0N1) 80 il %
G, ARA 3mg/kg & 2 B [ b T AU EHEEDY L2z EEGEM
HHTHBEME (WETIWG criteria (2007) 1230  dguf g 12
£ % CRIIZPR) 13663% (95% 15 M X [ : 54.8~764%) T -
2o e, FWTICHRE L2BMIZ 200% Th o 720 T 72, LAt
ik} 5 80 B 72 61 (90.0%) \ZEIWER (FRRMAMERY 25T A
R LNz, E@IER I EI720060 (25.0%). FEAICHE D e
1661 (200%). J95 1361 (163%). F& #1161 (138%). B8 i
1161 (138%). L1061 (125%). < 95 FEIES B (100%). T Hi
8% (100%) THo7z22,

BiIE (%)
Sea 95 (CR) 7 (88)
5 sifig (PR) 46 (57.5)
% & (SD) 18 (225)
# 17 (PD) 6 (75)
GR N 3 (38)

(BREULEREE2H T 2EHEDE)
17. 1. 16 EEEFSMHZER (ONO-4538-11/CA209141 KER)

77 F FBH RGOSR R T HED S 6 H LIISIREEST
EHREDED SN, WEH MO R IREO IS & 2 5 I
/IV IR TS R - 1 B2l 16 |3 361 B (H AR N 27 Bl & &
ARFNBE 240 B0, X} HRBE 121 B1) % WA, RS R AT ASRIR L 72
B AP LFF—F, FEZFEVL I LY F IS T) 20
& LTARH 3 mg/kg % 2 MR CRLEEHEED Lz oMk
RO E M Lz, REFMEE Ch 5 &AEA M (ol
[95% B HHIX [H]) o BRAT RS . AHIHE T 7.49[5.49~9.10] »
H. W IBEET5.06[4.04~6.05] 7 HTH Y. AHNIHBRAH Y B il 23
FIR L 720 LIEM RIS AR 2R L2 OV — Rl
0.70 [97.73% 15 JEHIX [ : 051~0.96]. p=0.0101 [J& 5 log-rank # %]+
20154E 12 H I8 HF =% A1y b4 7)o T2 WAV S 236 1
13961 (589%) CHEIMEM (FRMAEMERE 2 &) PMRooh
7oo EREBWEANZ. 5573361 (14.0%). 02061 (85%). F695 18
Bl (7.6%). &9 FEHE 17 B (7.2%). FHGHGE 1761 (7.2%). TH#i16
Bl (68%). &I 1261 (51%) TH-722,

105
0o] % o e
| O AHERBE

0.84
0.7+
= 0.6
77 0.5
= 0.4+
0.34
0.2 &,
0.1 &----0--0

0.04
0 3 6 9 12 15 18

at risk#
AEEE 240
WEREE 121

167
87

109
42

H778mE (R)
52 24 7
17 5 1

15 1 ARG H IS B O LA RO R % & .
%16 PR E SN FIEPALL. TIPE - TFIREER OWEEH,



(BAILZEERICHEEL BBV TRERET - BREOB®)

17.1. 17 EEEFASE THEHKEBR (ONO-4538-12 5R)
2 DU EOALSAFREIRE & A A BHERIR A UIART OB I BRA
REZ AT - B O B L EE B EATE (EGoh.OrEEYE%E
WD ET5 em BLNICHLE 3 2 W) B 49361 (HA N 226
Bl % & v, ARHIREIZ0H, 77 L REEL63IH) 2RI, TILEE
IR & U CAH 3mg/kg % 2 B M IR CLIEEHEED LizL Eof%)
YR O 2 M Uize REFGHE CTH 5 240 (el
[95% {2 HEIX 1) 1. AHI#ET526[460~637]1 % 1. 77 XKEET
414[342~4861 7 HCTH . KA 75 £ RIxk LEFHAWICH
BRIER Z/R_ L7z O — FLH063[95% 18 #8 X [ :051~0.78].
p<0.0001 [J& 5l log-rank Mt E]. 201648 H13HF—% H v b+ 7)o
F 7o G AP ETA 6 42 330 i 141 4 (42.7%) \RIVER (BRR s
EREZ2E&T) Wbz, EREIEMIZ. 9 FERE30H (9.1
%), T HI2361 (70%). J& 5196 (58%). % 571861 (55%) T
otz

094 N, —A— AHIE
o O TR

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

at risk E£FHRB (B)
AFIB¥ 330 275 192 141 94 56 38 19 10 5 3 O
75tKE 163 121 82 53 32 16 10 4 3 3 1 O

B (%)
56%%8%) (CR) 0 (00
#5525 (PR) 23 (3L.1)

% & (SD) 29 (39.2)
# 17 (PD) 18 (24.3)
FHMASTE 4 (54)

DO7 v LE Y 3 Y U RMEMMESEA K O@4 F9) 75 F i34
V) T RRYE KR % T AL EREIE O & 2 W Y BN HE e
T W omEE~ A4 7 0% 554 PAREN (MSIHHigh) Xii 3
Ay FIBEKE (AMMR) %/ 3 2 &8 - im0 R E 119 61 % 3t
B2, AL A ) A~ T GEETHIEZ) Z2O0PMES L2517, &
BEEHIE H Td 5 Z%)% (RECIST 4 N4 ~ LIRSS A
IR PE R E IS & 5 CR LIZPR) OF5H13. 546% (95% 15 HHIX
i :452~638%. 20174E7TH6HF—% v b+ 7) Tho 7z
F 72 RAeVEFEM A S 119 61 87 B (731%) (CHIVEH (HRFFEM A
¥ &) RO LNz, E42RMEMIZ. TH 266 (21.8%).
W7 210 (176%). Z 9 ¥HE 206 (168%). FE& 18 B (151%).
AST 1761 (14.3%) HRBRBEREAC T AE 16 01 (134%). B
1560 (126%). ALT 3414 61 (11.8%) HARMR B & T AHEAE 13 51
(109%). 385 1361 (109%) TH-722,

BE (%)
554225 (CR) 4 (34)
#5255 (PR) 61 (51.3)
% € (SD) 37 (3L.1)
# 47 (PD) 14 (11.8)
FH A B 3 (25)

#17 : A1 3mg/kg (FHE) & A Y A< 7 EETFHIRZ) 1M
Img/kg (PKTE) % W] HAZ 3 1 R C 4 o] il g L 7c e, AHI1
il 3mg/kg (RTE) % 238 [ MRS C A HHETY Uz BRI G-G
KBWw T, AHZRMICES L, A ¥ A< T GEIETHRR)

O 25 304D E D MRS BuTH G 2 B L 72,
(B AR IR B L - IR T - BROB M B HARORH T 5 0 D LEORIEE B e e LY

17.1. 18 ENE I #8585 (ONO-4538-41 :5&)

AL I L AR IR AR AT - 7

17. 1. 20 EFEE£RFE MHEHER (ONO-4538-24/BMS CA209473 :XER)

T A AN T O M AT AL dE R M oo BE P i S b iz i R % (ECOG
Performance Status 0 2 ON1) 34 61 % xF 512, A H#| 240mg % 2 38
MIFEC RO EE L2, FEFMEE Td 2 E%%E (Modified
RECIST criteria (2004) (2260 < ek 212 & 5 CR XL PR) &
294% (95%EHEIX ] 1 168~462%) T o720 B, FHAIIZEE
L72BM1350% Td o 720 F 720 224V 3E il iF 52 34 450 v 23 191
(67.6%) \CEIWEM (MRMAMET 2 5) 2580 5Nz, E5E
TERE. Fomaml (11.8%). 5460 (11.8%). V73— -EHhn4 6l
(118%) TH o725,

IR (%)
56428 (CR) 0 (0.0)
W52 (PR) 10 (294)
% SE (SD) 13 (382)
piid 17 (PD) 9 (265)
FHTIANRE 2 (59

(BPALZEERICHEEL LABYRTRELET BROSEEY1Y
O 5754 hAREM (MSI-High) #6734 - EBE)

17. 1. 19 415 T HHRER (CA209142 3HER)

O7 LY IV U RPUEEESEA R O@F %) 75 F v LA
VT BRI & & AL SRR O B D B Y BRASRE 742 A
T -HROEHE~ AL 709554 A% EN (MSLHHigh) i 3
Ay FBEKIB (AMMR) %85 %68 - B EE 7460 % 0k 4
12y AH 3mg/kg % 2 38 ) BB C O EHEED L, FEAEMNIEA
THHZEMFE RECIST 74 I 4 ¥ L1 IO B EREL R i
FEIZ X B CRIIEPR) O F 1%, 3L1% (95% 2 FHIX 1 : 20.8 ~
429%., 2016 4E8 HI0HF—% v v+ 7) Tholo 72, B4
WA G 74 B 5160 (68.9%) CEIVEA (B PR M i 52 4 % &
t) D SNz EREWEMIZ. #5176 (23.0%). T34 16 61
(21.6%). Z IR 106 (135%). V) /8—XHIIMIB (122%). %
86 (108%) Th-o72,

7 AL 3 Y RIUEMRIEEHI K 0T T T BE & & DO
WCASIE SUZANTY o £ 9 B * 18388 B (H A N B 274 B % & oo
ARAEE193F1, B 195 6)) ZRRIC, & 59 Y REH (FEs
TRV II N7 ) & Fv) RRIEE L TARA 240mg % 2 8 [ [ FE
THIEEHE L2 EOFMER R 2Bt Lz, ZEFMEA
THHEEFY (h I E95% 18 B IX F]) &, AR#F#T1117
[9.99~13.73]1 » H. AT 854 [7.20~989]1 » ATH Y. KHNX %
X RHEANH LB ENICAEREEEZR L7 OV F—Fit
0.79 [95 % 12 ## IX [ :0.63~0.99], p=0.0381 [J& 4l log-rank ¥t ],
0184E11HI2HF =% A1y b4 7)o F72. L4 VEabiix 4 192 41
12960 (67.2%) (CEIEM (BRMAEMREE 2 &) R o h
72o EHRBEWEMIZ. 852361 (120%). T 2060 (104%). HIR
PREEREAC TAE 17680 (89%) % 9 HEAE 1761 (89%). FAKHE 15
Bl (7.8%). F# 5B (78%). WS 146] (7.3%) TH-o722),

1.0 g,
0o Xy
08 k
0.7
s 067
17 054
* 04
031
0.2-
0.1

0.04
T T T T T T T T T T T T T T T T T
0 2 4 6 8 101214 16 18 20 22 24 26 28 30 32 34 36

—A— FEIF
@ 3TEREE

at risk% H1FHRE (B)

AHIB 193170158 139120105 89 77 65 55 38 20 13 10 6 4 3 0 0

#4BB¥ 195182157 116100 79 66 55 48 39 26 16 11 6 2 1 1 1 0

*18 1 KBIIR. SAEHEANOW S RRHEZ RO T, 2o /EUIRE I
AT v MEFREER R L TO AR WERIR L Shiz,



TELD) AR OAKR SN BRSO E L ORI [E%. BAKIZ=
Fu=7 GEETRPEZ) & LT 11240mg % 258 i b 3L iE 1
[ 480mg % 4 34 [ ¥ b C R HHET . TH 5o

KA OGRS N7-AAEYEARE 2 EERAfC LTI ) A<
7 (B z) BT 256 o SR ORI [, K
ANiZid=KRKv~=7 (@EfafHfEz) L LT 1H80mg % 31 [H
W AN AEET 5. ZO%, =KV~ 7 Gz L) &
L C. 1181240mg % 2 38 [ i b 513 1 101 480mg % 4 1 [ 1 B C mi ik
HHET 0] Th b,

RH OGS NI RAHE 2 AEAT - FEFE O I/ IIRE .26 LT
D PeEEIES A & P 3 2 %G O B R O H &L [lHE, A
IIE=Rv~7 GEfaRRz) & LC. 1M 240mg % 28 [ b
& 1181 360mg & 33 [ [ e C A EE T %01 TH b,

ARHN DK S NFALF LR G R OBIE VI BRA TR =B o 'F
FHEHE, 25 AALEIRE R I L 7B Y BRASBE 722 4T - %D
ERES A 7 0% 794 FA%ZENE (MSHHigh) 243 245 -
BRI LT Y A= 7 (BETHIRZ) LT85 60
FEE R ORI EE, AR v~ 7 GEfsF#iez) &
LT, 10240mg % 33 M MME T4 M iliEs 5. €0k, =K
V=7 GEfaT#LZ) & LT, 118240mg % 258 ks S 1 10
480mg % 4 MM k& CREFHET 5.] TH 5.

2)

%% 71 3)

H:4)

18. ExhEIE

18. 1 fEF#R
ZARV= T, € FPDLICHT PR TH D, PD-1LED)
FT& % PD-L1 XU PD-L2 & & ZHE L, DSATUEIERNZ T
MM BasE, WL K ORI B S M OB REIC X Y IER I &
T s EEZEND D,

19. BRI ICEE T (L ZMIFR

—ie s RN T GRS TR R)
Nivolumab (Genetical Recombination)

: 9 145,000

[ 1 & FPDLICH T 2 EME TR FgG4E S F T —F
PR CcH ., HEE221FHO 7 I 7 BEIRIED Proll i it X
NTW5b, Fx A4 =—ZANA A5 —PIEMIIIC & 0 A &
N2 U0 T I 7 BIRIED S 7 2 BP 2R K U214 O 7
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