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HZBRYRTERIFET BROSRENY A0V T 54 MREM (MSI-High) X I AT vFEERIE
(dMMR) *' 259 315 BIREICN T 574 FY—REY —R1 DHARSOBEMMER PRSI DOV TERS
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FHEIEE FEHHIER:Z%FE (ORR) [RECISTHA RS 4 1.1 BRICE D<K ERHE] . ORREELHEICLDE

318803 (DOR) R U522 23 (CR) ECH B 1=,
BIREYSHEES ORR [RECISTAA RS 1 1.1 RICE S MITESHERES (RRC) HIE] . ORRE
IRRCHITE(C & B DORR U'CRE THBI 1 12, _
PRERIVEPMIRE: S 4 78RS (OS)  SHETEAZEIR (PFS) *2, BR(CE 5% TORIR (TTR) *2, #5241
% (DCR) 2, BNRE OB EHDEILE >, A —2 54 Y OPD-L1 RREART
{fil&E (ORR. BOR. DCR. PFSKU'OS) & DBEtZE
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[ZPREFEFE LUT=MSI-HighDEEFIDDORZKaplan-MeieriZZ W CHE LTz, DORD S
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B EIEER (CA20914255%) (BHT—9)

FEGE R (2AEHI. 5-FU/L-OHP/CPT-11D;aEEZH I 55%£H)

5-FU/L-OHP/CPT-11 D

SEAMB) | owmragzemE24)
P8I S 70(58.8%) 51(62.2%)
gogd 49 (41.2%) 31(37.8%)
=3 ChOR{iS (66) 58.0%% (21~88) 57.5#% (26~88)
65 R 81(68.1%) 57(69.5%)
65mLl 75k 27(22.7%) 20(24.4%)
758k 11(9.2%) 5(6.1%)
PN BA 109(91.6%) 78(95.1%)
BAFT TUAZTZAUAAN 2(1.7%) 0
FPIP AN 3(2.5%) 1(1.2%)
P AUNEERNE T SANEER 1(0.8%) 0
Z DAt 4(3.4%) 3(3.7%)
ECOG PS 0 54(45.4%) 39(47.6%)
1 65(54.6%) 43(52.4%)
RHID 8 (102289) I 14(11.8%) 9(11.0%)
il 52(43.7%) 36(43.9%)
v 53(44.5%) 37(45.1%)
RHAD A (RER S 5305) IV 119(100.0%) 82(100.0%)
BRAF/KRASZERIASR BRAF/KRAS BF£ERU 31(26.1%) 21(25.6%)
BRAFZR 29(24.4%) 16(19.5%)
KRASZER 44(37.0%) 38(46.3%)
- NBH 15(12.6%) 7(8.5%)
- BEBEDLUIAE 0 1(0.8%)* 0
B 1 27(22.7%) 1(1.2%)
gﬁ 2 43(36.1%) 35(42.7%)
" 3 29(24.4%) 27(32.9%)
f& =4 19(16.0%) 19(23.2%)
Hé ATAE ML) DLIAV*? | U FSFY 111(93.3%) 82(100.0%)
=} AU THY 87(73.1%) 82(100.0%)
& IAOUS Vb, ARV IEY 118(99.2%) 82(100.0%)
VEGF fHEE*? 68(57.1%) 58(70.7%)
EGFRBE=SZE* 35(29.4%) 29(35.4%)
L3557z =7 11(9.2%) 11(13.4%)
NUZILUTY - FESY)UELEEE 2(1.7%) 2(2.4%)
Z Dfth CRERER) *° 3(2.5%) 2(2.4%)
ZDftt {E2EE) *° 8(6.7%) 6(7.3%)
FMTfE & 113(95.0%) 77(93.9%)
=L 6(5.0%) 5(6.1%)
IR ARE & 20(16.8%) 17(20.7%)
=N 99(83.2%) 65(79.3%)
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B30 (SEH)

O@=5) (ORR) [EEHHIE] (FZEFHIEHIER)
2795 (ORR) 1F54.6% (65/11941) . 95%{S#EX ™3 [45.2, 63.8]1* ' TUI,
% 1:Clopper-Pearsoni&

- RRGHR (BOR) [EEHIZE]
REMGHR (BOR) [F FERDEITUI,

CR PR SD PD SHIEE
REMEGUR 4(3.4%) 61(51.3%) 37(31.1%) 14(11.8%) 3(2.5%)
(BOR) [0.9, 8.4] [41.9, 60.5]

B (%) ERATWSREHETIRERES] [95% SR A]FClopper-PearsoniAICED<

- Z=3HHEARS (DOR) [ERTHIZE]
ZHHERHSNIZ656ICH N T Z=3HAR (DOR) D RIEBIFFRET U,

@@= (ORR) [IRRCHIZE]  (EIRHVEHEIEE)
2295 (ORR) 1348.7%(58/1194) . 95%{S#EX™IF[39.5, 58.11** T LIz,
x2:Clopper-Pearsonix

- RRIEEME (BOR) [IRRCHIZE]
REMGHR (BOR) FREDEBITUI,

CR PR SD PD SHiABE SR
REMGHR 5(4.2%) 53(44.5%) 39(32.8%) 17(14.3%) 4(3.4%) 1(0.8%)
(BOR) [1.4,9.5] [35.4, 53.9]

B (%) FRATREHETIREAES] [95%(E8XA] FClopper-PearsoniAICED<

- Z=3HEAR (DOR) [IRRCHIZE]
ZMHERHSNIE8BICH N T Z=30HAR (DOR) DR RBIFFIZET U,

@3- F 3% TORI (TTR) RUHESIHE (DCR) [ESTHIZ/IRRCHIE] (M EHEEE)
EMCEDETOHEE (TTR) R UIRZHIEER (DCR) [ FEROD@E TUI,

EERHIE IRRCHIE
EMCEDETOHR(TTR) 2.76n8(1.1~14.0) 27658 (1.1~11.1)
chok i (&6 [Z=%) (CR+PR) :654] [Z=3)) (CR+PR) :584]
RV (DCR) *° 79.8%(95/1194) 79.0%(94/1194)
[95%{EHBX /] ™ [71.5, 86.6] [70.6, 85.9]

%3:DCR=CR+PR+SD(=12i8)
#4.Clopper-Pearsoni&
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fetEN e AERE RN (FEEK S ZAN S L BE RS NcHENZMAERR X S EEKESICR T DIBHIC OV TR, LIFOJUI7*J“
ARDOAFIRETH S : https://www.pmda.go.jp/review-services/drug-reviews/review-information/cd/0001.html
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%, ZDt, ZNILY T (B FHIER) LT, 101240mg%z 2 BRRIRN 13 1 E1480mg = 4 BRI RMR Crudssit I 5.
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O=LEFHIRE (OS) (RFRIIFHEIEE)

L4 7FHAR (OS) D IRBIFFIE (95%EFXR [—, —17) TUT.
OSDIEHHARIRRIEIF. 12.941F (8EH:0.1~26.118) TUI,
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OPD1 V0.

(nivolumab)

OEEESRINEMER (ORR) [EEMHIE] (EBFHBIER-Y J'7)IL— )
SBEESRIOZ=EMER(ORR) EFTFEROBEITUIE,
L6 (11961) S (11961)
s 65 Bk 59.3% (48/816l) UVFEEE | Bt 71.4% (25/35 )
[47.8, 70.1] [53.7, 85.4]
65 Ll E 44.7% (17/38 ) S 48.4% (15/31 1)
[28.6, 61.7] [30.2, 66.9]
658U E 755k | 51.9% (14/27 %) RE7 47.2% (25/53 1)
[31.9, 71.3] [33.3, 61.4]
7581 E 273% @G/ gERZENS | 15kE 64.7% (22/3441)
[6.0, 61.0] ERSETO [46.5, 80.3]
1R B 57.1% (40/70%1)  HAR 1~ 2 EERiT 61.8% (21/344l)
[44.7, 68.9] [43.6, 77.8]
o 51.0% (25/49l) 2~3EEKE 42.9% (9/21 )
[36.3, 65.6] [21.8, 66.0]
ECOG PS 0 55.6% (30/54l) 3ELLE 43.3% (13/30%1)
[41.4, 69.1] [25.5, 62.6]
=1 53.8% (35/656l) BEOLIXY |<31nA 46.4% (39/844l)
[41.0, 66.3] T HSRmERS [35.5, 57.6]
i) KB/ HFS 47.1% (16/34%1)  FCOHE 3~61H 82.4% (14/17 )
[29.8, 64.9] [56.6, 96.2]
R 56.6% (43/76 ) >6nA 64.7% (11/17 %)
[44.7, 67.9] [38.3, 85.8]
Z0tth 6/94 BHDIBECT | <308 50.0% (42/844l)
ETUTHSEE [38.9, 61.1]
ANiE HA 56.0% (61/1094)) BIEETOME [3~658 72.7% (8/11 1))
[46.1, 65.5] [39.0, 94.0]
T Ot 1/5 4 >6nH 4/8 %
BRAF/KRAS BRAF/KRASEF4EEY | 54.8% (17/31 ) FREZ U 68.8% (11/1641)
TRNR [36.0, 72.7] [41.3, 89.0]
BRAFZR 55.2% (16/296l)  BIAED 1 63.0% (17/27 ) i
[35.7, 73.6] LYK [42.4, 80.6] g
KRASZER 56.8% (25/44 ) 2 58.1% (25/43 ) o=
[41.0, 71.7] [42.1, 73.0]
BH 46.7% (7/15%1) 3 51.7% (15/294l) iS5
[21.3, 73.4] [32.5, 70.6] &
RIS ST T AR B >4 36.8% (7/19%l) B
[95%{=3BX ] [&Clopper-PearsoniElc & I< [16.3, 61.6] B:f:

6. FERUFE (—EBk%)
(AR EERICIBRUICERVIRTEERE T - BROSHEE N 1 J0Y T 54 hMKEMS (MSI-High) ZE 9 k- EiERE)

B BAICEZRILY T (EEFERX) EUT 1 @240megZ 28[EFEX (31 @480mgZz 4 B—REE CrUEsEt e 2.

AEVULY T (BEFHEER) EHATRBEE BHE. WAICIFZRILY T BEFHEER) LT, 18240mg 7z 3BRER CAQREEEET
B, TDH. ZINILNY T (BIaFHERZ) LT, 10240mg% 2:B8RRER Y (&1 E480mgZ 4B R CRuER T 3 2.

7. FRERUHEICEHEY % (—EfiRk GHRERE)

7.1 AAENE 300U NI TRERET DT,
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B EIEER (CA20914255%) (BHT—9)

OPD-L1RITKZAIDZ2ER (ORR)  mEHIEIZR (DCR) [EETHIE]

fEt)

RENFHEIRE) - (YT T I—7

N—=R A V. EETRRPD-L1 DRIRNAROONTZDIF 1 1961509141 (76.5%) T PD-L1FIRFRH1 %LU E
(F2661(21.8%) . PD-L1FIRZFEN1 %HKEIFO561(54.6%) TUTZ. Tz PD-LTFRIRERAS %L L T14651(11.8%).
PD-L1FIRE N S%AKMIF 776 (64.7%) TUTIZ.

N—=R 54 VEDOPD-L1 HEIRK A DZR)E (ORR) R OYRZHIHEHE (DCR) [ FERD@D TUTE,

NYNA TE1% AYNA I1EE%
PD-L1FIRIAR PDLT®IB=1% | PD-L1%E<1% | PD-L1FIE=5% | PD-LIRBE<5%
(26%41) (65%41) (1441) (7761)

Z=3)% (ORR) 53.8%(14/266) | 52.3%(34/656l) | 78.6%(11/144) | 48.1%(37/77l)
[95%{SHB ] *! [33.4, 73.4] [39.5, 64.9] [49.2, 95.3] [36.5, 59.7]
REHBEZIR (BOR). HI (%)

CR 1(3.8%) 0 1(7.1%) 0

PR 13(50.0%) 34(52.3%) 10(71.4%) 37(48.1%)

SD 8(30.8%) 20(30.8%) 2(14.3%) 26(33.8%)

PD 3(11.5%) 9(13.8%) 1(7.1%) 11(14.3%)

ST{fAEE 1(3.8%) 2(3.1%) 0 3(3.9%)
PRI (DCR) *2 76.9%(20/2661) | 78.5%(51/656) | 92.9%(13/146l) | 75.3%(58/77l)
[95%{SHEX R *! [56.4, 91.0] [66.5, 87.7] [66.1, 99.8] [64.2, 84.4]

% 1:Clopper-Pearsoniz  %2:DCR=CR+PR+SD(=12;8)

6. AN UHE (—EfR&)

(BPAAFEE R ICERUTC ARV RERE T BROSEE YA J0Y 7 54 MREM (MSI-High) 25 9 515k BisE)

BEEACE IRV T B FE#RR) £ U T, 10240mg% 2,:E8RRERE Y (& 1 E1480mg = 4B ke CrumaeE g 2.

AEULR T BILTFHIRR) CHAT BRG] OBE. HACEZNILY T (ELFHEIRR) EUT, 181240megZ 3B~ R CAR S RERE T
B, ZTD, ML T (BELFHEIER) LT, 10240mgZz 2 BR/ERY 13 1@480mgZ 4 BRE~EMR Crufze+d 2.

7. BERUHEICEEY 2R (8 IaeitE)
7.1 FENF 30D ENFTRBEEHTT BT &,




| : OPDIVO.

(nivolumab)

B (5-FU/L-OHP/CPT-11D;aEEZ=H 3 55%6)

@30 (ORR) [EETHIE] (FEESHIMIER - U J7)L— 47/ IRRCHIE] BIRHEHEIER U 027 L— T i# i)
- REHEAME (BOR) [EERHIE/IRRCHIE] (U7 )L—SEiT)

5-FU/L-OHP/CPT-11 D8EREZEA I 2EMICB WV TEEMHEICKDENZR (ORR) (£52.4% (43/8241) . O5%IESE
XEE[41.1, 63.6] %" IRRCHIFEICKDORRIF46.3%(38/82%) . O5W%IEREX RS [35.3, 57.71% ' CLTz,

E=EMHIE IRRCHIZE
392 (ORR) 52.4%(43/821) 46.3%(38/8241)
[95%(SHEXE] ! [41.1, 63.6] [35.3,57.7]
RRIEGHR (BOR). FIE (%)
CR 2(2.4%) 3(3.7%)
[95%SFRX ] *! [0.3, 8.5] [0.8, 10.3]
PR 41(50.0%) 35(42.7%)
[95%SFRX ] *! [38.7, 61.3] [31.8, 54.1]
SD 28(34.1%) 31(37.8%)
PD 8(9.8%) 8(9.8%)
SHIARE 3(3.7%) 4(4.9%)
WERL 0 1(1.2%)

TSR FHA T REAESI 3% 1:Clopper-Pearsonii

- Z=2XNEAR (DOR) [EEETHIE/IRRCHIE] (M 77 IL— )
5-FU/L-OHP/CPT-11D8%REZH I &M CHIF5Z=30HAE (DOR) (&, FERO@BITUT,

EETHE IRRCHIE
2451 (4 361) 250151 (38431)
Z50HARS (DOR) *iz F=
hofiE (856) . B (1.0+ ~ 21.84) (1.9 ~ 23.24)
7 v b/ Wy == Wy == Eﬁ
O=NICEDF TOHIR (TTR) RUOYREHIEER (DCR) [EEMHIE/IRRCHIE] 73
ERMEHEIER- Y 7' )L — ST g
5-FU/L-OHP/CPT-11Da8EREZHB 3 2EMICH VT EMCEDFTOHRB (TTR) ROYREHIE= (DCR) (F & N
D5EITUIT, 5
EERHIE IRRCHIE B
E4ICEHE TOHIR(TTR) 2.76:08(1.3~14.0) 3.3358(1.3~11.1) &
chou{is (506) (223 (CR+PR) :4 3441 [Z=5) (CR+PR) :3841] =

I (DCR) *2
[95% (SRR *>

81.7%(67/82fl)
[71.6, 89.4]

80.5% (66/82f)
[70.3, 88.4]

¥ 2:DCR=CR+PR+SD(=1258)
% 3:Clopper-Pearsoni&
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B EIEER (CA20914255%) (BHT—9)

OE4=FHIR (OS) URRMEHEIER U 77 )L— T#ER)
5-FU/L-OHP/CPT-11DaEREB I DEMICH VT, 247751 (OS) DB E (SR EFEX B [—, —17) T
Uiz

OSDEFfEARI B[, 13.1 148 (EF:0.1~26.158) TUI,

367

e OS®MKaplan-Meiergfifif (5-FU/L-OHP/CPT-11DiaEEZF I 2%H)

60 1
3
7 501
&
. AN 451 (17.1%)
n=82
o s 5R5E
2 (95% (=R [—, —1%)
1 FAAFE87.8%
' (95% (=R [78.4, 93.2]%)
0 T T T T T T : : I
0 3 6 g 12 15 18 21 24 27(R)
HAR
Atriskf 82 77 74 74 59 26 16 14 9 0

x:Kaplan-Meieri%

—
r;fg O EIBELFHIR (PFS) [EEFHIE] (RFRIHEIER-H 77 )L— i)
M 5-FU/L-OHP/CPT-11 0 mERE T HERICH W T, EETHIEIC & BIIEB AR (PFS) OhREIFFE (95%
| EERE- -1 Uiz,
‘B‘.%
B
B

% 60
Iih\ 50
T 404 AN NE220 (26.8%)
55 n=82
30 A &R E
(95%fEFEXRE[—, —1%)
20 1 EEIEBEIFRT722%
10 - (95%(E%EX I [60.2, 81.11%)
0 T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27(8)
HAR
Atrisk# 82 66 61 56 30 10 9 8 3 0

x:Kaplan-Meieri%



OPD1 V0.

(nivolumab)

OEELERFINZERNE (ORR) [EEMHIE] (EEFHMOIER-U 77 IL— 1)
5-FU/L-OHP/CPT-11 DiaEREA B I 2EMICB T BEE 2RI DE= (ORR) F FRDBITUIZ,
5-FU/L-OHP/ 5-FU/L-OHP/
CPT-1 DB &R CPT-1 B
B9 HEM(824) B9 HEM(8241)
FE 65 B 59.6% (34/57#l)  UVFEEEE |k 73.1% (19/26 %)
[45.8, 72.4] [52.2, 88.4]
65mLLE 36.0% (9/25 ) = 40.9% (9/22 )
[18.0, 57.5] [20.7. 63.6]
65 R 755k | 40.0% (8/20%1) PN:: 44.1% (15/3461)
[19.1, 63.9] [27.2, 62.1]
75 Rt 1/55] DERENS | 1ERE 80.0% (8/10l)
VERSETD [44.4, 97.5]
R Bt 56.9% (29/5141)  HiE 1~2FKE 63.0% (17/27 %)
[42.2, 70.7] [42.4, 80.6]
ik 45.2% (14/31 ) 2~3EXRT 38.9% (7/184)
[27.3, 64.0] [17.3. 64.3]
ECOG PS 0 51.3% (20/39) 3ELLE 40.7% (11/27 )
[34.8, 67.6] [22.4, 61.2]
> 1 53.5% (23/43fl) BHOLIAY | <318 49.2% (31/63 )
[37.7, 68.8] T DSBERIA [36.4, 62.1]
g, XE/HFS 38.1%(8/2141)  FCOHIHE 3~618
[18.1. 61.6] 6/84)
B 55.4% (31/56 ) >61n8 54.5% (6/11 )
[41.5, 68.7] [23.4, 83.3]
Z DAt 4754 B&OMEEC <318 50.0% (30/60%)
EITLTHSEE [36.8, 63.2]
Nig BA 53.8% (42/786l) FHGFCOME [3~617 6/9
[42.2, 65.2]
Z0ft 1361 > 615 3/64
BRAF/KRAS | BRAF/KRASTHAEY | 42.9% (9/21 ) WETRL 4774 B8
ERIR [21.8, 66.0] 73
BRAFEZR 56.3% (9/165))  RIAHD 1 o151 &
[29.9, 80.2] LIS "
KRASZR 57.9% (22/38 ) 2 60.0% (21/35 %) &
[40.8, 73.7] [42.1, 76.1] i
ENiE 3 55.6% (15/27 ) B
3/7 [35.3, 74.5] &
BRATN S ST O AR AE =4 36.8% (7/194) =
[95%fEFEX ] [&Clopper-PearsonEICE < [16.3, 61.6]

6. FERUFE (—EBk#%)
(DAL ER IR U SRYIRTNEERE T BROSMRE YA J0Y 5 54 hMZEE (MSI-High) 25 9 215 BRRE)

BEBACEZRILY T (EEFERX) EUT, 1@240megZ 2;B[EEX (31 @480mgZz 4 B—REE CrUBsEt g 2.

AEVULY T (BEFREER) EHATRBEE BHE. WAICIFZRILY T BLFHEER) LT, 18240mg 7z 3BRE R CAOREEEET
B, TD#H. ZINLNY T (BaFHERZ) EU T, 10240mg% 2:B8RRER Y (& 1 E480mgZ= 4B R CRumE T 3 2.

7. FENUHEICEET 238 (—3 k%) GhsestiE)

7.1 AANE 300U NI TRERET DT,
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B EIEER (CA20914255%) (BHT—9)

T2 (FEH)

R ERE LS ESORIFERIL73.1%(87/11961) (CRHSNE LI,

FEREIER (10%LA L) (F. THI21.8% (2641) JEFH17.6% (2141) . ZDEEAE16.8% (2041) . FER15.1% (18%41) . 77
AINSFUVB T/ NSURTTS—EEI014.3%(176) . BBIRERFEEEIE TAE13.4% (1661) . Ei\12.6% (1561) . 77
SIUTPE /NS VRTTT—T1E011.8% (1461)  BBIRBREEETTERE M UF2510.9% (1361) TUTZ,
SEERIERIFZ22.7% (276)) [CFRHOSN. ERDHD (1%LULE) & KBEX KR OFEREZ2.5% (36) . 8BNS VRA 7=
F—PER BMNUSMEEESE1.7%26)) Tu,

BERIFCESZBERIE12.6% (1561) [CERHOSN. ERZDHD (1%L L) [F. BEEREMEFRNUO2EBEES1.7%
(2f1) TUT=,

BHAFRRICOVWTCIEHTICESLEERIEEHONEF B A TUI,

5% EICFIRUICEER—8

FIRBE (%)
% Grade Grade 3 E
2EIERA 87(73.1) 38(31.9)
—R-2BEES LR SIMDIREE
FHER 18(15.1)
sl 21(17.6) 2(1.7)
I 6(5.0) 1(0.8)
AV IVTHRES 6(5.0)
BhHEE
T 26(21.8) 2(1.7)
ZD 15(12.6) 1(0.8)
ik 8(6.7) 2(1.7)
NE0t 8(6.7) 1(0.8)
OANEZIR 6(5.0)
BRIRIRE
TANSF VBT /b UR TS — 1N 17(14.3) 9(7.6)
PSIUFI/NSVATTS—TEHEN 14(11.8) 8(6.7)
U/N—E1Eh0 10(8.4) 5(4.2)
BEBIUE MERES
ZDFERE 20(16.8) 2(1.7)
B2 13(10.9) 2(1.7)
fZEE R 8(6.7)
HERRADLOBEHEBREE
RIENE 6(5.0) 1(0.8)
KPP LOREES
BAUHIE 10(8.4) 1(0.8)
HREREREE
b= 7(5.9)
O ES. B8 KLU RRES
it A 6(5.0) 1(0.8)
MRBLOU >/ VREE
alm 8(6.7) 3(2.5)
WS
ERIKARFEBEIR T 16(13.4) 1(0.8)
BRI BRI RET TIEE 13(10.9)

EEIDSI|MESN/cBEEERBIF. MedDRA ver 20.020.0JZBHNWTEHRHE R CTCAE v4.0ZAWNWTEHIILE LIz, BRI, [EhED Y],
[BHERUID2ERBE IS . [BEESD W EHESNBEIC BWEFEUTEST LEUIC. B8, [RAIEHES NGB FEMERE U TESTL
FUlc. RFEE G EREOYOHR SN ORI S® 308 TICRIR BRUCBERERNRICEST LELI,



OPDIVO.
(nivolumab)
FFI—R V=R HEKRS(ICEAET 2BEINEEERIF TERDBEITLUR,
BRINZEER—&
FIRFE (%) FIRGE (%)
% Grade Gr&df 3 £ Grade Gr&df 3
NS 30(25.2)| 6(5.0) ==t 6(5.0) 1(0.8)
EIRBRIEE 24(20.2) | 3(2.5) RN 6(5.0) 1(0.8)

BRI BRI BRI T 16(13.4)| 1(0.8) BE 6(5.0) 2(1.7)

ERIR AR A RE T TIEEE 13(109)| O M7 L7 F = /1810 4(3.4)

MEPERRERRIE IV EEA | 3(2.5) 0 2HBESE 2(1.7) 2(1.7)

EBIRBRA 3(2.5) 1(0.8) [l 34(28.6)| 5(4.2)

B &t FIRARNR 1(0.8) 1(0.8) ZOFERE 20016.8)| 2(1.7)

MR ERR BRI T )L E /810 1(0.8) 0 Ei 13(10.9) | 2(1.7)

BERED 4 O A 1(0.8) 0 BIREBIRE 4(3.4) 0
BIEEE 6(5.0) 1(0.8) PR 2 3(2.5) 0

BB~ S 5(4.2) 0 Pk 2(1.7) 0

mRMEBEEREND 1(0.8) 1(0.8) HIBE 2(1.7) 0
TEAESE 3(2.5) 2(1.7) HARBBER T 2(1.7) 0

TEAR 3(2.5) 2(1.7) ES=tLdrazs 2(1.7) 1(0.8)

TEAKEEE TE 1(0.8) 0 ZOEMRE 2(1.7) 0

== 27(22.7)| 4(3.4) A 1(0.8) 0
T 26(21.8)| 2(1.7) FE - ERERNNENDERE 1(0.8) 0
KER 3(2.5) 3(2.5) S5ZSFEE 1(0.8) 0

Jire==lic 23(19.3) | 13(10.9) B 1(0.8) 1(0.8)
TANSFUBTZ /SR 17(14.3)| 9(7.6) PR 1(0.8) 0
JT5— BN HEEFH 100.8) | 0 iE
PIZVPEINTYA 14(11.8)| 8(6.7) [—_— 108) | 0 §
JTo5—E1EN Ny - ,

_ _ . 1BHUE/infusion reaction 4(3.4) 0 B
NSV T7P=F—CE LR 4(3.4) 4(3.4) SRS R 3(2.5) 0 .
Meh UL 3(25) | 1(0.8) o 08 | o %-J_.
BORBERTR 2(1.7) 2(1.7) &
moh? )L AURA T79 —E 10 2(1.7) 0 i3]
s 108 | 1008 =

BREINEEERE BN O TN S UBRIBREZIV VT ENAZMNEL T DEIERTI

EEID SIMESNcBEEEREBIE. MedDRA ver 20.0,720. OJ%ﬁﬁL\"thajgz CTCAE v4.0ZRWVTEHII LR Uiz, RSRBIMRIS. RS ],
[BERUID2ERBE BN, [BES U SHESNIHEIIC BN EUTEST LR Ufc. Bd . [T EHES NG SIFBIFERE U TESTL
FUlc. RIREE (L. 56%%%@*9]@}5573\55%%%&“5%30EI?'C[L%L% ERUCERENRICESIULEL,

6. FENU S (—ERiR&%)

(WP ALR B AR ICIBRUICERYIBRTEEE T-BROSHEE Y1 70Y 7 54 MREM (MSI-High) 28 9 515k - EERE)
BEMAICIE RV T (EEFHERR) LU, 181240megZz 28R /BN (3 1@480mgZ 4 B/RER CrUBsdtd 2.

AEULY T BEFHEER) SHAET2BEE EBE. WAICIFZRILY T EBEFHEER) LT, 18240meg = 3BRER C4OREEET
B, TDH. ZINLNY T (B FHERZ) EUT, 10240mg% 2;:E8RRIR X (&1 E1480mgZ 4B R CRumseE g .

7. ENUHAEICEET 238 (—ERR) GRettiE)

7.1 AAENE 300U NI TRERAET DT L,
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—NEMRERA — ENMREND-1E/70—FLUHF ZRILY T GEIGTFHEIRR) WF

AR R BN, B, LT RS

AT

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
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