BFiEERROEES 874291
EXRURAVEEFBENRE D

BN IS
(ONO-4538-41:5%)

NERMESAl/ENURENPD-1E/20— T)b}’ﬁﬁs

AT Zj-; ;@ b g

20ng,100ne,1201g, 240

SRV T GEInFHEIRR) KAl
54?%;@@ BISE. LS BRI OPD1 V0®

ERSONSS SR DL (nivolumab)

1.

1.1 $§Ul3 KRFICT XN TEBDERMERICE VT BN ALREEIC T2 1R A5 - RERZ 1 DERD
HET . ABDOERMNBEYEHBENBERICOVTDHEES T DI E Kl JBEMIBICKILS
BENFZORECHNERUEREZ+2HAL. ARZETHSIRS5ITDE,

1.2 BEUMERENGSHN ETICES>LEMDRESNTNZO T IR (RUIN. [FIRE .
X R 5 55) DR MU MEXRRBEDOREE. BRZ+ DI K. EBNROSNIS
BICEFEDERSZHIEL. BIBRERIVEVEIOKRSFDEFUEZITIT L. [8.2.9.1.2,
11.1.1&8,]

= g

ﬂ:

2.ER(RDEEICIFESLEBNI L)
FEIDRT X LBEIE DB EED & 2 BE

BHEARTT JOE—VaviEE

INFERIFERREL  TUAN -V P-A 2017 et

20234 B1FRL
1506-JP-230024720



BREEEHE WD I

207

g
jifis
&

BRESUIRERFBER]FEDIN—IZSRTES 0,

EMSETIEEER (ONO-4538-415188) >
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HMICEDFTOHR™ . RREER (BOR) * | ZHWRZEDEREIDORAZ LT 12
HRZ DR EFDZEEE" . QOL(EQ-5D. LCSS-Meso) &
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(BOR) 'CRYIZPRT 3 BIEHIE MR ICEHIFE BEEH U, BERSHME (BOR)
[&.CR.PR.SD.PD.NEQEI& R UTERIOS%ISFEXE (WILSONE) =& UTe, & e,
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ik 5(14.7%)
2N PR{E 68.0
B/ ME~RATE 43~78
EATHE ] 10(29.4%)
BEEREE 17(50.0%)
BUEE 7(20.6%)
T ANZ M DURFERE 2L 4(11.8%)
&) 30(88.2%)
ECOG PS 0 13(38.2%)
1 21(61.8%)
RFENL BRI 20(58.8%)
Voo 14(41.2%)
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v 27(79.4%)
BRI 1R ISET 27(79.4%)
PIBEEY 3(8.8%)
—HEE 4(11.8%)
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(http://www.jcog.jp/doctor/tool/RECISTv11J_20100810.pdf) KWVER
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6. FENUFHE (—ERRHT)

CEIBRTBETRES T- B FE D BRI 7 E) B B
BERAICE DRIV T B FHRRR) £ U T, 131240mg 7z 28RN 13 1 E1480mg 7z 4 BRI Crumisitd .

AEULY T (BLFHERR) SHAT 25 B RAICEIRILY T B FHEERR) EUT, 181240mgZ 2 8- 131 B1360mg %
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EASEIE 5% (ONO-4538-41518%)

@ EIEEL7ZHARS (PFS) [HR¥E . Modified RECIST criterial (BIXBEHEIER)
BB A HARY (PFS) DhREE6.118 (95%EFBXE [2.9, —17*") TUIC. BB MBS RIS ES h R AR ES
[C&X>TModified RECIST criterial ZHEWVHIELF U,

@) PFSMKaplan-Meierffifg (FAS*?)

(%)

100 -
AN 1861 (52.9%)
90 FTEEBIE1 66 (47.1%)
n=34
80 - FR{E6.15H
(95%(E#EX R [2.9, —]*)
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b
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O@=31HAR (DOR) [drsR¥zE. Modified RECIST criterial (BIXHIZHEIER)

ZRIH'ERHSNIZ10HIch8HE (80%) (CH WV T HEE LT3 HAR (DOR) DHhiR1E(F5.85 8 (95 %EFEXE[3.5, —1*)
TUIE 3B MIES RS EIR P R EATHES (C K> TModified RECIST criterialCie WHIELE UTe,

% 1:Kaplan-Meieri&

O=ICEDF TOHIR [ E . Modified RECIST criterial (EIx#EHAIER)
EZH RSN 1 0BICB VT . ECEDE TCOHBORRIEF2.6318 (RIVME~FAE1.0~6.9) TUIE. &
D FIESRIFEMFOREEMTEES C K> TModified RECIST criterialTHiEWVHIELE U,

Q5 EHRSRIE (BOR) [Brr¥zE . Modified RECIST criteria] (EIxeVEHIIER)
REHREMER (BOR) FFERDED THY. 1HFRETBERE R UEHTEINE U BB TIIEB R RS ER PR
%S (C k> TModified RECIST criterialCiE WHIELE L.

CR PR SD PD NE
BOR 0 10(29.4%) 13(38.2%) o o
[O5%EEEmM] | [00,1021% | [168 4621%° | [23.9,55.00* 9(26.5%) 2(5.9%)
PR %) BITIRFAS
% 3:WILSONE
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RMRBEEREREEZSORIFEAF67.6%(23/3441) (CERHSNF LI,
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TeBITEAIE5.9% (261) [(CERH SN BB MERER2.9% (141) RO AR 2.9% (161) TUT 183 ANGHBRICH W TEE
CICEOICEHERIFERDSNE B A TLIE,

5%LL EICHEIRUCEER—8

FEIRBIE (%)
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A MRS
ERIRBRHEREIR M 2(5.9)
Elizl=ES
T 4(11.8) 2(5.9)
B 2(5.9)
O 3(8.8) 1(2.9)
&0t 2(5.9)
—f% 2 BEEBIVRSIBMDIRE
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BRI 3(8.8)
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EaJ0pE 3(8.8)
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Flo HIFEE . IR 5% 28HN FRIIR SR DR BRI DR VWIFRFE CICHIREUCEERZN R EUTES LE LIS,

OPDIVO.

BREGE i’hﬁﬂ%‘s‘ﬁl

212



—NEMRERA — ENMREND-1E/70—FLUHF ZRILY T GEIGTFHEIRR) WF
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OPDIVO® I.V. Infusion B % 2~8C TR
) EE-EMSONTEC R EET AL HRHEAR 36 14 11

% S 20me - 100me - 120me - 240me

=4
=0

1 AEIE. BREBFICTOWRTEBERMERICSWVT. DALEEEIC
THEHHE - BREFOEMDEHET. FEIDERIEY HIMTSND
EBIICDOVWTORESTD &, o, BERIBICKIIS. BEXIZD
RIFICHEWERVREREEZTHHEL. AREETHSE/E5IDIE,
1.2 BEMEMEE N HSDN. RTICESLLEABHRSESNTLSBDT,
MRER (Bn. FRERE. KR, ©H5E OESENRUE X FR
BOEmE. BREeTHCITOIIE. Foo BENRDONIBEICE
AEDRSEHIEL. BIBREFRLEVRORSEDBEYSLEEZITD
&L [82, 912, 11115H]

1.
1.

2. B2 (ROBBICFBSLEWIE)
AEIDR S 1E UBBEDEHERE D H 2 EE

3. 4R - MR
3.1 #RK
) FTT—R FTV—R FTI—R FTY—R
W 58 % RUHEHE R R R
20mg 100mg 120mg 240mg
HARR T —RVYT GEETHIRE) ED
G/ D (17 vh) 20mg/2mL | 100mg/10mL | 120mg/12mL | 240mg/24mL
D-wr=F—= 60mg 300mg 360mg 720mg
R | 7TV M) AKFI 11.76mg 588mg 70.6mg 141mg
m LT by A N 584mg 292mg 350mg 70.lmg
VI FLIMN)TIVEREE | 001576mg 0.0788mg 0.0946mg 0.189mg
Al KL= 80 04mg 2mg 24mg 48mg
pH AR EIA 205 LTS i S i

1) ARANLEETRHEEZBAICLD, Frf == 2225 —J0 Al E Tl s s,
H2) ARSIEEHEBGIREOBREEEEL T, BRAEINTWEIOT, EREEITL 4
22mg/22mL. 105mg/10.5mL. 126mg/12.6mL. 246mg/24.6mL Tdhb,

3.2 A OMEK

MREHTE 20mg FIHEHE100mg P EHTE 120mg MUREHT 240mg
LA T ON A 7 )
pH 55~6.5
BB #91.2 (R AN )
MR | O~ OB I E R T 2. MR T 2D TPIRDL I LD H 5,
4. ThEEX (3% R
OFMErmiE

OYIRRARE & ¥ETT - BROIE/lafhE
*OFF/ RN (C & VT 2 WTRT B &
ORATIBRTRER (2 Exf8 1 D B iR
OBRIIIHEAMOEARNFT X2 1) 2 INE
OBRX I EMRES % HJ HEHEMNE
ORRYIRTEE £ ET - BROBE
OYIRRTEE L ETT - BROBMME P RIE
ONALZEARISHEEB L ARV RLET BROBHEEY( /70751 b
TAREM (MSI-High) 2 ¥ 51l - BEiRE
ORAVIRTEE L ETT - BRORERE
OREREIC BT BT EREBIER
ORFETBARE
ORI EREICH T BT IR

5. SHEE IR ICEET 2EE
(BHEalE)

5.1 [7HRBAE I OHONE 2 AL RHOFRER LR T ICBF L7 -

T\ HISEFOBRELTH) 2 Lo [17.1117.1.75HK]
(UIRRABE 4 3E9T - BHRDOIE/ | liBafhE)

5. 2 BRI A AN SN2 B FH OEGFRE T2 R NIALK A B s T- O 1
FIZoWT, NN7HREHR OO NE 2 #H L AR OGNV R ORENE 1501
Mg L7z BT IR EEOEIRE 4T 2 &, [17.1.9-17.1L.11B K]

* (FE/NRaRHTE (C 5 (F B iTRTHBNEE)

5. 3 FRARERICHLA AN S N2 BE ORI oW T 17 IR A O THONET % 3
ML RAOFER O 4tk % 0B L7 BT, din B HE0ERZITH &
Lo [17.1.12204]

5. 4 KHIOW MBI B 2GRV R R EEIHET LT v,

RAVIRRTREX (1 Eie M O BilfarE)

5.5 {LFHERGEGBRBE N LTA EY A~ 7 GlETHIEZ) L0003 254,
IMDC® 1) 2 7 433 A8intermediate X idpoor') A7 DEZERNRETH I &,

5. 6 AHOWEMINFEIC B 2 HRMER LML L T en,

5. 7 7R DHEO N %2 M L REOGRER OREME% TS L7z =
T\ WIS EE OFEIRNEATSH 2 Lo [17.113-17.1.15% 1]

(BHEIUIHBEHOHBE KD X2 2 NE)

5. 8 [17HRBA DI ONE 2 AL KA OFRER CRAEMEE oIS L7 -

T, BISEZOBIRNELT) Lo [17.1.16-17.1.18% K]
(BRI =REEEH T 2EEBE)

5.9 75 F F | & G L ALEHREIC X B IEHE O B w BE I T B KK OGN R
ORAEVEREL L T,

5. 10 RH| DM A IFEEN B 2 AR K LI L TR,

5. 11 N7 R BEA OO NE %2 3 Ly R O R OV e % T 2B L 7z
LTy @SB OBIRELTH 2 L, (171192

| BXEEE S EES 874291 |

EMEENE ARES BRFchts | EEAMIRER
20mg | 22600AMX00768000 = =
100mg | 22600AMX 00769000 NU4FSH | NUEIR

BEEREE NS s gmE | 120me | 30200AMX00925000 | 2020 4F 11 /1 | 2020 4 11 /1
240mg | 23000AMX00812000 | 2018 4 11 A | 2018 4 11 H

GAmYIBRTRE AT - BROBEE)

5. 12 KA O EAHPFETN BT 2 G L ORI L TW v,
(OIS RE 42 1T - BROBMHMER KB

5. 13 ARH| O T O BRI B 2 G RPE R O &R L Twin,
(DPFALRERR ICHEL LARYRTRELSET BROSEEY1 /7O 751 b
AREM (MSI-High) 2 5T 3 fEls - EREE)

5.14 7 v4b¥ ) I T U RIUEMIEG A 4 X)) T I F LV ROA ) 2 T CHRBREK
FINC X 2 0B IEO 7 W IBEITB 2RKF O AR LTI L T e,
5.15 153 % %8Bk % A 3 2 i BRE SUIMRAS TR 1S B 2 AIC X ) . MSL-High 32

SNBEIEG T 52 L REICH 72 o T, AKGE S 7RSS I T I 38 i 3L
EHRE T H D Z & 2B, KE S NARIL S I 38 T OSU L R Z ISR 5 2
HHIZOWTIE, T = 794 bSO AFAHETH S :
https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0
001.html

5. 16 [17.EIR A DO N % 3 L AH 04 RV 0% 4V % + 5 (S HE L7z
T RAI DA OE DO TR DT H EEITHRE L, #In B EORIREITH 2
Lo [17.1.25% 0]

5. 17 KA OW R TN BT 2 G LRI L TW v,
GRAYIRRTRE R ETT - BROBER)

5. 18 [17.EIRBAE DO N % 3 L RE O RV R OV % 55 3% L7z
T IS B EORIREIT ) 2 L, [17.1.26, 171275 ]

(BEREICH T 2 MEHEES)

5. 19 AR BIFRIEIC & U W B 58423 %) (DCR) 2538® S N e o 7o A ITH -5
HZk,

5. 20 AH| DM HIHI DI EIC B 2 HE R O RATEIET. L T,

5. 21 ERRBRIH A AN S /- B OHIAHE, pCROEFZFIZOWT, [17.ERK
WIOHONEZ I L. RA ORI O % 0 1B L7z 1T, s i
FHOEIREITH T Lo [17.1.28Z ]

(RFETEAE)

5. 22 [[REEARHDBAZIHRANA ¥4 ¥ ] (ARBREEY2)FE0RTONRE S#
W2 W) 7 A B AR SR I OV BRAE MM AE 2 920t L 72 1L USSR AR 25 ANHA 20 1 Bz P
PERESS & Bl S 2o, IO - MRS IO W THESE S N B RO 7
WHETHL L EERTHI L,

5. 23 [17FR B ] DD NEE % B0 L ARH O RE R O 4 % 50 2B L 72
LT IR BB OBIRETH T L, [17.12981]

(RE&EREICH T 2T EBER)

5.24 Y AT T F VEDT T FF AN X DIEHIRERIAIIE I NS OREEE
k¥arz i,

5. 25 AA DAL FIEEAIC L D R 2 HIDRE SN T 5, AT &
DFERIZOWT, [17HIRBEA OO N 2 300 L. KFOF R R R4tk % 1
SCHUR L7 1T B IR IS B T TR B R b B F 2 ARHI DAY
DEFFDEREZ DOV T HPEITHES L. @S EZ OERNET9 2 Lo [17.1.302H]

5. 26 B RERICHLA AN S N7z BHORHHE IOV T, [17HRERE ] OTHONE %
BN RANOANE KOG E 4R L7z BT, s B 0BI4TS
Lo [17.1.301]

5. 27 KA OWETHPIFEIN B B G L OREMEIIHETL L TW v,

1) International Metastatic RCC Database Consortium

6. HERUVAZE

(EMEEE) WW RACE RV~ 7 @l E 2 & LT, 1240mg % 238
153 T3 B S 1 I1480mg % 430 [ [ B C piiiliiiE 3~ %0 7272 Ly BB AANE IS B0 4l
BHiFREOY AL, EHHIZI2 » HMETE T %,
HIBYBRAR R EERAE IS L TA ) A< 7 GERIETHIEZ) EPEHT 256
L lE KA =RV~ 7 Gl FHER 2 ) & LT, 180mg 2 33 [ i & ¢4l
MIEEHET 20 20%, =RV~ 7 @IE T2 ) & LT, 1m240mg % 238 [ [H B
S 11480m g & 430 ] i B C R HE S S0

(VIR RE 4 1T - BROFE/NRIANE. BB LET - BROB®) W,

BWACIE =RV~ 7GR FRIEZ) & LT 1m240mg % 2308 [ [ B 313 111480mg
% A R R B C R EE T 5o

M DPLIEMERE S & PR 2 B A&, . ACIE =R~ 7 GEIE TR R) &
L C. 1101240mg 2 2.8 [ F b 31 1181360mg % 358 [ W B C i i3 % 0
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