s % 20224E10 7 85T 10/

BARERRIEES

* 202248 7 7 AT (450RR) 874291
i & ?ﬁfﬁ%’%i&h‘, 2~8C THAF 20mg 50mg
HERR - 248 1 ARES  |30300AMX00428000(22700 AMX00696000
BR5ERI 20214E11 201548 ]

MEMEEA
E B E FCTLA-4E/ 7 O—F Ltk

CL/IEES N E R IVE S

1 EY LY T (BIzFHEEz) &H
Y-ik( zmﬁﬁmﬁ 20me
V- sme:550me

YERVOY" Injection

TR - RIS ONTEIC I VT2 L

1. E&
E =N =]

1.1 &FNE, BEEICTIWETEIEEMRICEWVT,
PALREEERIC D2 - BREFOEMDS & T,
AEOFER P EY EH I BIERICOVTOHAERS
T3 E, £, ABAERBICEILL, BEXEIZOR
BRICESERVOERMEE+98BAL, AEZETHS
BE5ETBIE,

1.2 KEBREICKY, EELTH, KBR, HILEZFEHL
PHoHhBZErHY, AEDBRERT PO B
BICRBEL, RCICE-BHHESh TV, &S5
REGTELS, BERTHRLBEEZ 2TV, BEE
PROSNAEBHEICIE, BITRERIECRORESE
DBEYEMEZITO &, [8.2, 11.1.1, 11.1.258,]

2. BR

B2 (RDBEICEHBELEVNI L)
AH DK LEFEOBBIEDAE D H 5 B H

3. #HR% - MR
3.1 %
. YA A T XA
v SUMEHEE20mg | AU HHE50mg
. INA 7o g
yas
B2 AmL 10mL
g [T EY AT
75 yas
VEpyil %) GE{Z AR 2) 20mg 50mg
baxsE—)1
Ha g 12.6mg 31.5mg
B17% ol N R AP 23.4mg 58.4mg
D-wrv=}F—J 40mg 100mg
WAl (YL sy
73 v R 0.16mg 0.39mg
gzu IR ) ddmg 1.10mg
ZOMpHFEH 2 54T 5,

AHNEF v 4 == ZNAA S — IR 2 CREE S 1L b,
3.2 RAOHRK

Wioes |7 — R4 AEEE20me Y — R 4 AR 0mg
P ﬁf’é%&ﬁ%miﬁ%ia;bfﬁL:?L_Elj'ﬁ%%fté
W, WRTZ2bFNICEDLEI LD D,
pH 6.6~7.6
ZEE
(CEPR AR |91
WA 5 )

4. EERIIHHR

OREYIBFTEEE BEMRGIE

OB REN (3 & OB fiiaRE

O ALZEERICHEE L LARYIBRTRELET - BRO
SHEYA /709774 MAREE (MSI-High) 2%
Yo%k - ElRE

OUIRRAEE T - BROIE/BRaME

OB EE L EIT - BROBMEMRSRIE

ORBVIBFRTRELET - BRORERE

(1)

5. WMEEXIZRICEET 5FR

(RAEVBRAEELEMHEGE)

5.1 KRAIDOHTEMBIIRDC B 2 H -k OV idmr L
TV,

5.2 [17.[REAE] OHONEZRAL, KA OFRMER
BT IR L2 BT, EIc B EOBEIRELTH 2 L,
FEIZ, ALFHRE ARG OBGAVIBRASRE 2 B HL A0 i R~
DOARF FMPE G2 BE LT, MMoBBOERICZOWT HH
WICHET A2 &, [17.1.1-17.1.45K]

(IRBYIBRAEE X L Exfe i OO B R =)

5.3 KRAI DM EMBIIRDC B 5 B 5 OV a3 mET L
TV,

5.4 IMDC*V ) 2 7 43¥E»%intermediate X iZpoor ) A 27 & &
HEMBLTHI L,

5.5 [17. MR OHEONEZBML, FHOHER T
B IR L7 B, BB ORIREITH) 2 L,
[17.1.5%08]

71) International Metastatic RCC Database Consortium

(BALEEEZBICHEEBL LABYRTELETT - BROS
BEEXA70Y 774 MFAREM (MSI-High) 2H7 3
& - Bl

5.6 ARHFI DM B BIRDN BT D HRE R LT M L
T\,

5.7 7 vAb¥ ) I Y U RIUEBELH], A¥H)TIF UK
OA ) 59 VIREEKFIC & 2 EBREO R WERHICE
VB RKN O ORI LT e,

5.8 15 %R E A3 2 RBE UTMA N BT 2 A
X, MSI-Highh Wi SN BB IS §5 2 8o MAIC
HizoTIE, =KV=7 (#IzFHIRZ) OMSI-High#%
B9 55N - EEERENOEICHEOMBZ HIE LT
KRS NIARYVS W H RS i SRR SR 2 VWA 2 &
B, KBS NIARI W R SR OO RS ST %
o>V TiE, UTOY 279 A bS5 AT iETH S :
https://www.pmda.go.jp/review-services/drug-
reviews/review-information/cd/0001 . html

5.9 [17. BRG] OHOWNRZIML, REOAMERL L
% T ICEYR L 72 BT, RBI DN OB RO EREIZ DO
THEEIHG L, B EEORIREITH) 2 & [17.1.65H]

(UIRRABE & 1T - BROIE/ AR

5.10 AH| O 2B 312 BT B A7 Je OV 4V Al ST
LTWwWZw,

5.1 HRRAREBRICHIAAN S N2 BE DEGFR R T ER L
BALKRAEIZTF O EEIZOWT, [17. BRRRE] omE
ONEFEBNML, RRAOHNER LM E T L
7o BT, BIDBEOENEITH 2 & [17.1.7, 17.1.8& ]

(WIRAEE & EIT - BROEMMES KL E)

5.12 KH O FM O wHIHEE BT B AR B 0243
LTV,

ARBYVIBETEE L ETT - BROBERE)

5.13 AH O T O wHIIHEE BT B AR B 0243
LT,

5.14 [17 . FEIREGE] OTHONEFEEZ R L, KREOHHE K
WM E TR L7 BT, SIS EEORRELITH 2
ko [17.1.10&2M]



6. AERUVAE
GRABVBRTELELHECE)
WE, WA AE) A~ T GEfEFHMELL) & LTl
3mg/kg ((RIE) % 338 [ G 4l i e %0 &b,
D FUELENEER) & O 53841, =KV~ T (GlIET
M Z) BT &,
ARABVIBTEER LGB MOBHIaRE, P ALEEERICHE
B HARYIRTRELET - BROSEEYI /AT T
4 FARREM (MSI-High) 287 345 - EiBE)
SRV T (EETHIZ) EoftHicBwT, W, K
ANZEAEY) A= 7 (EnTHHZ) & LTlhllmg/kg (1
) % 358 KR A SRR T B .
(IR EE & 1T - BHEOIEARERE)
M OPEMEIEER & OPEHICB VT, @, WAL Y
YA T GEIEFRIEZ) & LTlHlmg/keg (KE) %6
3 [H) P PR C T RS % o
(CIBRARBELETT - BROEMMEDKIE, RAVIBRTEEL
EIT - BREORERE)
SRV T (BETHEER) EoftHicBnT, W, %
MNZFA €Y =7 GEETHIEZ) & LTlllmg/kg (K
) % G R T A ERE T B

7. BERUVHEICEET 2EE
(hEEtiE)
7.1 BEWEMASBEBLL 2058121, Fito#iEE ZEITAH O
Beh 2RI IET 5 2 &
B IEH T O ik o i

R i

- Grade2® BITEM (N 53w BE | Gradel L F g RX— A 5 4 ~
RO FREEZ R L) RS 5 F TR RS
- Grade3 Jiz J i = %o WHWEEEIZD W T,
- EAEPE O PN 3 R JERMET 5 F TG AT
W32,
FRLIEME T TR L 2 WA
i, &5x kT %,
- Grade3Lh FoRIMER (N4 |5 %2 1ET 5.

WAREE T Oz B 2 Bz <)
- P 7 SeE BN A R
T \\Grade2 D FEofREEE:

+ Graded @ Jz g I 2=

Grade 1¥ NCI-CTCAE (Common Terminology Criteria for
Adverse Events) ver.4.01C# U %,

7.2 RFENZ, 3050 CHMEHET A2 &

GRABYVIBETEELEMERE)

7.3 =RV~ 7 (BETHELZ) BT 25E61E BIRR
BRICHAAN S N BE ORIERIESEICOWT, [17. IR
| OHONEE AL, KHOFEROZEEEY T
SRZEER L 72 T, PR OB O W TEEISHITT 2
ko F72, FHlO=RKV=T (BIaTHIEZ) ~o L
I X BRI R, PD-L1%J8 L 225 Madsdio 5
4 (PD-LIZEIE) (2 & ) B 2R ST b,
=RV~ 7 BEFHEz) Lot 5128 L TPD-L1
BHEOWEHBENE SN, PD-LIFBEI L &5
FENTHBBICBWTIE, =RV~ T (HEEFHiRz) T
PG OERIZOWT S T MaE L7z 1T, HEISH B
HZl, [17.1.1-17.1.4%08]

(VIR BE 2 1T - BROIE/HHialhE)

7.4 =KV~ 7 (GEIETHIRZ) & obuEEEEH &
OB X V552 Z & BT 2 o HUEMEIER AL,
[17 BRG] OTHOWEZHML, BRI B W TR
HENBFEOPD-LIHEEZZE L7/ L THEIRT 5 2
ko [17.1.7, 17.1.8&K]

AREVIETEE L ETT - BROBSER)

7.5 =RV~ 7 (GHEETHIEZ) & oftAS oz,
PD-LIZBIZ (TPS) 1T & ) R4 2 HFAVRE ST b,
TPSIZDOWTC, [17. KRR OHONEZRAL, KH]
DA e B ifE L2 BT, =RV~ 7 (Gl
ZTHI2) & OBEHRGED LB IO W CIEEICHIF
HZ ko [17.1.1021K]

8. EELEFEE

8.1 AFOTHGGHALMEAC L 0, BEEDRIEROS IR
T2 EEZONDHA REBERWHENDHHLDNDL Z EHD
bo BIEZ ATV, BEDVRD ONIZEITE, #E

DRIESISN X 2EWEM ORI E B L, WY &N
ITH) 2 &, BEORERICC X LRI RLDN LGS
121%, BB ARVE CHIORGEEEETLH L,

8.2 RAMEG KT H S8 » ARICEELREER (FH, Kk
%, TR TES) 2XH5bhb2 by, BT
CES B MESNTVWEDT, KRRGRT %D Bl5
AT, BEASED S NAIL, EY R E 2T
)Tk, [1.22M]

8.3 A4, MHSERENDHOSLNDL I LDVHLEDT, EM
BB RE A 2 47\, BB OIRREZ + 0 IR T B 2 &)
[11.1.3%H]

8.4 FARsE, TR TE, HFIRBASREE T, "5
BEEARAEDRH ObNDLZENHLDT, EHMIZHNTW
FeeEMA (TSH, WERETS, WE#ET4, ACTH, Iirpan
V= VEOHIE) BTV, BEORELE T5ICHET S S
Lo F7o, BLEIS U THRMAFEOID ZERT 5 Lo
[11.1.5& 8]

8.5 ik HOLbNLEIENHLDT, HIKT, HAM,
CKEAZH@ISR % 1512479 2 ko [11.1.92]

8.6 LAV HELNLIENDHLDT, M, CKLH,
DERRESEOBIZE 2002479 2 &, [11.1.1081]

k%87 REINRENHSDLNLIENHLDOT, IROBRFOH

W2 EHIMICHERR S5 2 Lo E72, IROEFEIFRD b7z
LA, ER IR 2 22T 5 &) BB 2 IRET
5k, [11.1.12&H]

9. HENEEEHITIBREFICHET IR

A AHHE - BEREDH 2 BE

9.1.1 HECRERBEDAHUIEHNELC IBERMENET
RRERBEOREEDH 28E
HORER B HMEST L2 BZNWNH 5,

9.1.2 [FRBHEE (EmMBMRBHEEZED) ObHdEE
KHNOPe 512 X 0 BRI R 2 IEH BB T 2 B
FNH Db,

.3 FigepEERE

9.3.1 EEDIHEREEDH2EE
EEONRREMEEDH 5 B EZ R L L BRI
LTWwWiny,

9.4 £JEREEH T DE

RS 2 etk B 5 MEI21E, AR50 ] O
5t —EMMI3EY) 2 k2 wb X i8Ed 5 2 &,
[9.5%8]

9.5 1T4®

Il O IR L C»W A WREVE O & 5 PEICiE, Lo
ek SfEbtk % B s L HE SN2 LEICOREE T 5D
o HIRPICARF L3 5 h, RFE G h o BE DR
L72¥E3, RAPGC X DA, WES2E L A0
BetEAid b Z L IlzonT, BEICHSETAIE, B T
IgGidlElEzEM T A2 PMEINTEBY, KALKE
~BATT AR D B T2, BWHEER (V) TERE
WRIA S50 F TOFGAT LY, AUCHK TR %
O IMITH Y T 55| T, WRAEMEROHE,
BoE, WAERBKEA RS S, AUCH K TR &%=
DF3BIAH YT B3 5-7T, W, e HAEROR
BSOS BUHE OB 5N Tw b, [9.481]]

9.6 R3ILIF
HBEREOERME R OIRBOARMEEER L, ZHLOMK
BoEHIEE R A2 b B FEE (Fv) 1B B
RUIE oS <, T ~OBISEOONTWSE, F
72, b PGl FELHTICRITT 2720, KHILBITT
LRSS BV,

9.7 INR%E

NSRS G & U 72 BRI T L TV R,

9.8 S
BEOREERMHRL 2V SHEEICHERGTL L, —KIE
FIBEREDME T LTV B Z &A%,

11. 8MERA

ROBEWER 2B 5N D EhnHHDT, BEE 51247
WV, BERSED SNSRIk T 5 4 L)
WEZATH) 2 &,

©

©



1.1 EXLEMEAR
11.1.1 KEER (6.6%, 4.2%), HILEZFFL (1.3%", 0. 1%Ai)
RCICE s Bl EIN TS, 72, HLEZILNY
HHHLNIRICHIMIED S S5 b 7B b s S Twb,

[1.22M]

11.1.2 EEOTH (4.0%, 3.6%)

[1.22H]

11.1.3 A%, FEEESE

HEAW), ALT LA (3.3%., 10.1%),
AST 5 (2.6%, 9.9%) FZ4E) R ED S Sbh
HIEDNDHY BTICES2BHHE SN TV 5, [8.38 1]

11.1.4 EEDOKEKFEE
i 2R R B RlYE (Toxic Epidermal Necrolysis: TEN)
(0.3%", BEEEAH), SEANVEBBOEIEBERE (W3 D HEARB)
HEOEEORIERESDHLLNLZ LN DH 5,

11.1.5 FEEFRX (1.3%, 3.4%), TEFEEETE (2.0%,
1.3%), FIRIRHEBERTE (1.3%, 14.0%), BIBHEBER
2 (1.3%, 4.1%)
BWADFRD NG, AR OKSIEY], B RE R
WE VHIOPE, RIVE TS O BY) R ALE Z 1T 9
Z ik, [8.45H]

11.1.6 RS EEE

A4 (0.7%,

I

- N —JEERE (0.3%",

0.1%A:imi) %50 FA b

BHEPHLDLNLZENHY, HEICE b MG SN

TWwb,
11.1.7 BEE

B4 (1.3%, 1.9%) SOBBENHHHINEZ LD,
FEUIZ 3 o 7- b B S TL 5
11.1.8 PIEERIAE
SISO RERE (0.3%, BRI, MilkZ: (0.3%

6.0%),

PR PERR . CHEEARW], 0.9%) S2dHbh

LHIENDHY, BEICES-HDPEINTVS,
11.1.9 BR FHEAH, 0.4%)

[8.5%:H]

11.1.10 DE% FHEARH, 0.2%)

[8.62MH]

11.1.11 Infusion reaction (0.7%, 3.4%)
B LN E1E, AR OFKS 2 k3 55058
IR ALE 2479 & & b1, SEIRDAIET 5 $ TREDIRE
oI T A2 L,

[8.75M]

* k11,112 RXEIEREL (1.3%, 0.4%)

) [HERZEIVEM] OFBURIE, AR BB G, 6
PGB DM FLH L 720

B GC B0 B ARSI AER (MDX010-205008%) O AH]
+gpl00PF #E T O FEHHE
1.2 ZOMOREIER

11.2.1 Bigs

5%L2L 1 5% A il FUEAH
FIOFENE (21.9%), |2 9 FETE R, LE %, B, =
55 VRS, BERE, B2 E B,
REBRE S, | BER, HiiEk
A RLBE, 451k 2 | B etk i 25, £
9 FEAE, I | SR
H B, B E i,
T
oL, Wk, | EHAPUE, T B, Al
I BECER i, AERR, R MR, &
T E, K B
Wade, M=K, B
HALER g%, Bve, B,
Kb, ALV
A, YX—¥ LR,
mH73Is—+€h
A, CN%
FRCIR B B B TG | PERR AR RR AT, afn
I r R Rl ok v
E v b, a3
VT = VR,
PRl mianvsabo
Yo A, i
FA AT O VR
A T a g s
F VR

% %k

1

5%LL F 5% A il BEAH
Wl ALP L&, v |fF4E, BFHER, #%
vyver ks JE, y-GTPLA
RERIRR 28, R
. M7 v F—v
P A, by LT F
Rl oF - A
UK, PRI AN Ay, TR,
-2 il K, 7 Lo
¥ —Phsg
BOfE, Wi, (BN, e
R ke, FEMRE |WiEAE, U v < F
Y% S
W 5 (21.2%), |TE9E, M7, RO S, EIE,
FE BRI I ZERAS &
T RERD, A > WIS SUSAERRE
A 7L VR
" R P R,
T 5 B A 94 9,
TGRSO
FERRIRAE [7¥i R 955 i 38 1 B
ik ) A LE,
A0 K+ By A
5E, 1K) ¥ ERIMGE
FIHTE—
E =) B, A kW
i, HAET,
1153 g%, RO HW ik
A= -
JE 95
UEE, PRELILH | RAS M= 2 — oo
F—, KRR
Z a2 —uNF—,
TP F v, W
i MR, Jeh, HEakm
R W IR,
FRlEE B
PR, I+ o—
2 A, HIE
FEARRREIR, s e
SERLIRGE, A5AhIR
e AL, 5 DR,
) U R =R
WAL, ALFE, |IMARJE, Mg REds
Lo - I 13TH FAY VA, 2 3
N PRI, AR
Nyl E
£ wimrEE I, )~
ISERIRAE, B
iiR7/d R AE, /MK
TRAE, BT Bk 1
HiE
R J& Y i%@%,ﬁﬁ@
ERE 4 %
2.2 tRAKRS
5% I 5% i SEFEA I
ZIIAE (21.3%), | REAE, R, SRR
& 5 (20.1%), | %, B, KB, B
BRSNS |20, ST, BiT
W FLBEVER 9B, BEIREZIB,
B E, 29
%, R, ik
%, WWE, SRR EBE
B R RS
T (23.5%), | TP REME, B ER A P,
Mo, AL, EEHAAAR, HAEEE
WALEs [0, M R, LN, Bk H
9%, PEEBRE G, WeT
Rt
B DR B B T o8 | IR 2%, e EEDR gl
S ARV E A, i
paxls R R V£ B,
H O H DR B 2,
Bl FFRBR AR AR T




* kR

5%24 1 5% A BHBEAW

g5, ®mE)IVE CUE,
BT UYAT IS —FIM
JE, ALP L 5, y-GTP
et

JH e

Mz L7F=> kR,

(i SRV IS %, B R

W, UPENNSEE, MoK,

P Ser R, LA

BNt ARsEHE, WK, WURE| Y = — 2
i, AR, TMEBIEN| L o B
wdz PR, 15 ERuE, B

A A, B,
WIS, ) v~ T
5, I A8 F—,
75 A

i %R

i 95 (21.8%),
A5 - x| MOV, FER
5-EpAL

A7V R,
BRI, FEIE D JE, 95,
I8, FIE N, Y
PRI, BT

BROR, &7 WK, BRI, I,
39— VI, K7V 73 Vg, Kh v
W) = YIIE |7 A GE, A Y 7 AL
JE, KF MY ALMIE, &
#) 7 AMUE, K~ 7R
v AAE, Y > ERILE,
BRI FT Y R =3 A

R

MR, B, HokeE,
b nRB g%

WREEANAE, RELHUR, T H SRR
MR, K=z —o =2 —
F—, SR, K, Z oo F—
Fm x-S —, fiiE
P, WEAT BRI, 2R,
TEIPED v, Wl
F v, FOEREDE

BIREH]

AL, D O, AHRIE,

Hifi SiELIRAE

IR, (Z3TH, ®ILE,
R, ASEENR, BHIE
LB lEy, 1Ak

A - A
%

<yl AP PRERBSIIAE, PRt
AHE, MMGRAME, H
MERIRAME, ) > 7 SERIR,
Ears

ilgEgE, Mhige, AT,

R A

Zofb J#fE, LDH A, CRP

R, $vaf F—2 2

14. BAEDIE

14.1 EZFAREOTE

1411 REFGAIZ, BEEHBICE DRI L L, K
FNT P EH~ OB T 25805 2 L 23 A5, ki1
BAYIA4 Y TANT IV BEENE, B, SRR
YOOI S BB SN LLAREH LW &,
14.1.2 R#NL, €oFF, L ATEMEREI5% T F
Y BEESE 2 HV Tl~4mg/mLOEE AR L, &5
Z):ko

14.1.3 HERRELL, REBIERPIHHTLIZ E, 72,
PRI T H T L,

14.2 EFIRESEDOXE

14.2.1 RHNE, 0.2~1.23 200 DAYTI530 T4V F—
EHWIAYI5A4 T4V — 2B L THETHI L,

14.2.2 R#NE, M L7254 VI 0535528,

15. ZOMDEE

15.1 ERERfERICE D 15

15.1.1 A L O EN O R RABRICB W T, KAFNIRT 530
ROFELEDREIN TS,

15.1.2 RHI & 5 H VS Y ¥ & PP L 7z EP 2Rk 12
BWT, EEOFEREIEHEICKIL, 2R
oMotz 72, KAlERAT T = = T % PEHITFYS-
L 7= M5 S TAH BRI BT, T B O T A e I 2 s v e o
WCRBL, AR SNRh o,

16. ZEMHENRE
16.1 migE

16.1.1 BE@E%kE
TR A VI BRAS 8 70 M0 B S 126012 AR H) 3mg/ kg % $x 5- L 72

L X QIS A S EI L 22 ERE /ST A — & T O
B 2 LT IORT? (PHE S B 2 B o
10 WP SR OSEYBIE T X -5

Cmax (ug/mL) * 84.5 (38%)

AUC (0-21d) (pg-h/mL) * 12383 (32%)
Tmax (h) ** 1.75 (1.5, 4.0)

T-HALF (day) ** 17.3 (11.0)

CL (mL/h) ** 13.8 (8.1)

Vss (L) ** 5.88 (1.61)

TP CEBRED. ol GOME, R,
P (R E)

100 A

50 A

10 A

MEd A YY) A< 73 (ug/mL)

I
5 1H] (day)
BIL: B SISO MY A € 1) A TR (PR + B %)
16.1.2 RERS
I A MR S 7 BB S M #2011 A1 3meg /g % 330
I AT AL L 72 & X oD Lt e 2 DL (2R

2 REHGREOMEN A E) AT O = ZRER D T 7R

R Y— 7 R b 7R
(5 H) (ug/mL)* (ug/mL)*
1 (1HH) 59.0 (36%) [20] -
3 (43HH) 79.0 (27%) [16] 16.4 (25%) [14]
4 (64HH) - 17.5 (31%) [14]
* RS (EERE) (B
17. BRPREX#E

17.1 B ROREMICEET 2358
(RABYVBRTELEMHEGE)
17.1.1 EINEE2M85ER (CA1843965KER)
MG BRASGE 70 T/ IV 3 o0 MEE: S0 il JB 1 2060 (i 76 R IR %
H 5 EBEI6H), WIERED R WEZ46) 2% LT, &K
#3mg/ kg% 338 [ F b T4 IR T EE L72Y . ARYEEEEER ©
H o 2R FE (BIEWHORHEIZIE D BHREHEIC X 554
Z%h (CR) JiE#5%%) (PR)) 1310.0% (95% M5 HHIXIE 1.2,
31.7%) TH-o7z0
KRR DS HAH 5 X 7260.0% (12/206]) \CRIVEH 2538 S 7z,
AST 15, ALT
HA15.0% (3/2080), & 9 3, ERkGE, THI%10.0% (2/20
Bl) Thotzo [65.2, 7.35H]
17.1.2 @51 5E31HEE (MDX010-20545%)
HI R IE 2 A D ARGAE Y RN BE 2 LU/ IV 30 0 Bk B4 i R !
6766 & 1f % & LT, AH3mg/kgd gpl00?, AH3mg/kg X ix
gpl00% 3E [ [ FE T4mIF% G- L7z (RANE A% EHE, gpl00idE
TES) . FEFHMEER & S-SR OEEIUTo LB
D THo7Y,
L HLA-A2°0201 B3k B D A AR 5
2 EYRAE RO T, KK

104

094 % Ipi+gpl00FH
084 Y, ---- Ipif¥
o074 N ——— gplOOKE
3—3 06 k
L
05
b
=04

L L L e B e e e
at risk# 0 4 8 1216 20 24 28 32 36 40 44 48 52 5 H
Ipi+gpl00# 403 297 223 163 115 8l 54

Ipi 137 106 79 56 3 30 24 18 13 13 8 5 2 1 0
gpl00EE 136 93 58 32 23 17 16 7 5 3

B1 : AAEAE I o Kaplan-Meier i (MDX010-20385%)



10 BEREEA IS 28050 (MDX010-20345%)

HALEEDI00 | g ap1008E
P e (m=137) | (n=136)
(n=403) n n
oA~y M 306 100 119
A I (A ] 10.0 10.1 6.4
(95%15 A X [H]) (8.5,11.5) (8.0,13.8) (5.5,8.7)
epl00F =X % 0.68 0.66 B
(o gry | 055,085 | (0.51,0.87)
epl00REIZHFF pf | 0.0004 B
('IthEM[Eﬂ(fé) (0.05) 0.0026
FHAE AT %
1.04
N K - -
(o5%frimkn | (083130
ARHAIBEK T B plil 0.7575

ARHN D HpPE G- 2 7280.2% (105/13141)
Too TAREMWERNZ, THI27.5% (36/13161), %9 FEdE, 897 %
24.4% (32/13161), H.0023.7% (31/13161), 59519.1% (25/131
B, Win:12.2% (16/13161), &#kE11.5% (15/131%1) TH -
720 [5.2, 7.35H]
17.1.3 EREE24HHER (ONO-4538-17:15%)

AL 2 R BB O BBV AN e 72 T/ IV DU 58 o0 e 2
tEBEIBI 2GR E LT, AHlE =RV~ T GEETHIRR)
PGP 22Y, EEFMIEE TH 2R (RECISTA A
FoA4 1AM < el 521 & 5 CRXIEPR) 1233.3%
(95%fZHEIX ] : 17.3, 52.8%) THh o720 %dB, FRHEEL
7 BME1323.8% Th - 720

2 1 AR (ONO-4538-1753kRk)

WCRITERI SR S

Bl (%)

5542245 (CR) 1 (3.3
#5755 (PR) 9 (30.0)
% % (SD) 12 (40.0)
# 17 (PD) 7 (23.3)
Al RE 1 (3.3)

= ARHK L 3mg/kg ke N =RV~ 7 (I Z) 1\ 1mg/kg% [
V2 33H B I B AR S I L 72 f, = ARV~ T GG TR Z)
1HI3mg/kg % 2.8 M B & C mifi ik U7z PRABGREIC BV T,
ZANR T GEETHIRZ) 2moxE5 L, Aflid=Rr=7
énalfz;?‘fﬂfﬁz) DFGHET 253055 U L ORI & BTG 25
AHIDI= RN = 7 GEIE TR ) &S S 72100% (30/30
Bl WCRIER SRR BTz, Ith’FHi 1%, %89560.0% (18/30
Bl), TI#I53.3% (16/30%1), FE#, &) 8— EIiiE %40.0%
(12/30%1), AST k5., ALT_]‘.-}%‘%B&’]% (11/30%1), =5 ¥
JE33.3% (10/30%1), ARIKIE26.7% (8/30%1), HARPRFEAEAL
THE, BEUE, FTHERERE 4523.3% (7/30%1), MiH-20.0% (6/30
B, A&F b)Y LM, w7 2T —YIULAE, y -GTP.LA., fHif,

W, PR, BUR&16.7% (5/3081), ALPL3, BEIKEBIR
B35, Baln13.3% (4/3081), TN %£10.0% (3/3061) CTd o720

(5.2, 7.3%H]
17.1.4 B51EE31HFER (CA209067585%)

(b2 B R I O MR YT BRAS e 70 T3/ IV 390 o0 Bk 0 i B
9456 (AFIM =RV ~7 GEETHIEZ) P (N+IPEH)
3146, = AN~ 7 GEETHEZ) Bk (NHAR) #3166,
ARAEARBES15H) 0t RIS, ARHKIHAEE A A IR & L CN+IPE
T & NHABE O A R R OV et & et L72% EEGFME B
ThAHEEFME Pyl [95%EFX M) 1, N+IfFHEET
NE® [NE, NE] » H, A HA#EC19.98 [17.08, 24.61] »
HTH Y, N+IHEH B AR K A 0 LIS H &7
WEREZERLZ (N — FI0.55 [98%EHHX M : 0.42, 0.72],
p<0.0001 [éﬁmog—rank&m] 20164E8H1IHF—% 419 b+ 7)o

;Z 5 —a— =R T HR
o8 Ry S oo - SAELY TR
e I N —o— ARFHHMEE
?I; 06 \‘G»“ X ST —
% 0 e
=04 e
02
01
00

0 3 6 9 1z 15 18 2 24 2 30 33 36 39
A ()

213 201 191 181 175
221 209 200 198 192
182 164 149 136 129

at risk#
=R THAEE 316 292 265 244 230
ARV TR 314 292 265 247 226
AW 315 285 254 228 205

X2 : LA o Kaplan-Meierlif (CA209067:85%)

$ 72, MEBHLREC BV CPD-L1Z2 88 L 2 NG5 A o 58 &

(LAT [PD-L1FEBIE ) ([CB§ 2 150 S iz — o BHE 07—
KD X, PD-LIZSBIRINCER RN 217 > 720 PD-L1%§

fﬂ"‘/”:'] (1% A B 1%L E) BB o2 UM IR T,

157 55 3 0
170 49 7 0
104 34 4 0

(5)

10
09 S
08 s
07
06
05
04
03
02
01
00

SR

ZRI v T HAREE
- ok RN~ T EE
AFH BT

0 3 6 9 12

at risk#
ARV 7N 117 103 86
=RV TR 123 113 102
AHIEAREE 113 96 87

76 73 65 62 59 57
91 8 82 79 74 T4
79 71 61 57 50 44

15 18 21
HAAFHIR ()

24 21 30

55 50
72 66
43 32

33 36 39

6 2 0
18 4 0
0 1 0

[X13 : PD-L1%& B3 1% A fifi @ 4= 4 473 il @ Kaplan-Meier i #3

(CA209067k5%)

;Z —a— SOV THARRE
o5 ol = -k - :fﬁfyvv’fﬁ)ﬁﬁi
N —-0— RHIEME
07 . .
406 *
% 05 e
04 Q”%g
03 -
02
01
00
0 3 6 9 12 15 18 21 24 27 30 33 3 39
at risk# A (R)
AV THUERE 171 165 158 148 139 131 122 117 112 109 98 36 1 0
SRV OB 155 144 132 127 116 112 105 102 101 99 85 27 3 0
ARFHAREE 164 155 138 126 115 102 89 83 77 T4 64 21 2 0

[X4 : PD-L13& 3 1%L E @ 4 4 47 ] [ o Kaplan-Meier H £

(CAZ20906758%)
%31 PD-LIBBEHIO AN (CA20006758)
Al s
PDL1|  popome . e T
ST R o L R
<1% N+ #E 123 NE [26.45,NE] 0.59
AFIHAEE | 113 ]18.56 [13.67,23.20]) [0.42,0.83]
1% N+IBEHI#E 155 NE [NE,NE] 0.54
B ARFHAEE | 164 22,11 [17.08,29.67]| 10.39,0.74]
<19 | N*IOPEE | 125 | NE [26.45.NE] 0.74
N HLAlHE 117 | 23.46 [13.01,NE] [0.52,1.06]
>1% N+ #E 155 NE [NE,NE] 1.03
= N{EE | 171 | NE [NE,NE| 0.72,1.48]

“ARFL3me/kg ke N =RV < 7 GEfE L) 1Allmg/kg% [l
V2 3IH R BB T AR S L2t =RV~ T GEIE TR Z)

13mg/ kg % 238 [ BB C RUEHHE L 720 PEAHR G- REIC B Wi
ZANR T GEETFHEZ) 2mkE5 L, Aflid=Rr=7
(BIETHIZ) oG TH 5305 LEoMEY BTy % B
BL7z.

5 NEHEEAE

REHB=HRN~=7 (BEETHIEZ) EOHES EN7295.8%

(300/313%1) WCEIMEM A58 b ize EREIMEM I, TH

45.4% (142/313%1), 9% 5737.7% (118/313%1), Z 9 FEIE35.8%

(112/313@])

J89529. 1% (91/31315]) HL028.1% (88/313%1),

ASTJ: 7,
(50/313%1),

Fﬁ«lﬂzﬁ% 1&7‘7"%163% (51/313%), ﬂlil]j:16.0%
) =B lMAE14.4% (45/31361), BHfi13.4%
(42/313%1), KI4£13.1% (41/31361), BEIREBIREZ12.1%
(38/313%1), IPLIA#ELL.5% (36/313%1), WU, HUIRBREEAREST
HEREL510.9% (34/31361) THo7zo [65.2, 7.35H]

(RBVIBRTEE X 3 Exfe i D B iz

17.1.5 EREHFEIZE3MEEER (CA2092145K5%)

AV EE 1 AR TR 90 D AT SR A2 1 0D 5% W e 780 B e i R
109661 (HARNBER2OZ &, =KV~ 7 (EETHIEZ)
BEH (N+IBEH) SBESS0HI, A =F = 7H#ES46H1) ZxFRIC, A
—F =T E LT, N+IBHHBEO G L 0% 2t % et
L7720 FEFMEH TH 5IMDCYY A 7 43 ffIntermediate & O°
PoorV) A 7 B (N+IPFH#E42501, A =F = 7#42261]) 04
AL (R il [95% A5 HEIX [#1]) 13, N+IPRHI#E CTNE® [28.16,
NE] » H, A=F=7#T25.95 [22.08, NE®¥] » HTH Y,
N+ G IEA = F =TI LR A IICA B EREZ /R L
72 (N — F1£0.63 [99.8%EFIX [#]:0.44, 0.89], p<0.0001 (&
Bllog-rank#isg], 20174E8HTHF—%H > b+ 7) 7,



—a— =KV TR
—6— A=F=T7¥

P

at risk£t AR (F)
SRV 7B 425 399 372 348 332 318 300 241 119 44 2 0
A=F=T7HE 422 387 352 315 288 253 225 179 89 34 3 0
M5 : Intermediate . OFPoor') Z 7 #0445 B o Kaplan-
Meier i (CA20921475%)

o ARHEImg/kgd =RV =7 (EIZTHIRZ) 1F3mg/kg% 7 H
12 38 (8] Y B A lml RO L 722, =K< 7 (s iifz) 1
M 3mg/kg % 230 I [ B C MU T L7z BEH I S-S B T,
—ARV=7 (EEFHIEZ) 2RSS, KAlE=RVv= T
;iﬁéf;?%ﬁ?ﬁi) DY 5T H 53055 L E Ok = BTG % B

: International Metastatic RCC Database Consortium
L NEWEEATE
AKEMB=RK V<7 (EEFHRZ) EOEAES EN7293.1%
(509/547%1) WCEIVEMASRRD b rze EREEMIE,
36.9% (202/547%1), %9 HERE28.2% (154/547H1), TFH#i26.5%
(145/54751), 389521 .6% (118/547%1), HE319.9% (109/547f1),
Y8 — B HN16.5% (90/54741), H KB4 RE AR T 9E15.5%
(85/547%1), 5#414.4% (79/547H1), BAEIG13.9% (76/547%1),
FRRIIR13.7% (75/547H1), #T19E13.2% (72/54781), 7 X 7 —
PHIM13.0% (71/547%1), ALTHINN11.0% (60/54761), M
K OV HURBRARBETCAESEL0.8% (59/547%1) T ONASTHEMI0.6%
(58/547%1) TdH -7z, [5.5Z5K]

(BPALZERRICEEL ZABYIBRTREAETT - BROSHEEY
17095774 PARREM (MSI-High) 287 5155 EERE

17.1.6 BH1EE24HHER (CA209142545%)

O7 L) IV U REREEHI K@ X4 ) 75 F 2 X
A T YRERYERAI & & AR O & S Y R
AHERAETT - BRORBE~ A 7 0% 774 MAZEE (MSI-
High) X133 A~ v FBHEKIE (AMMR) 463 2868 - B
FEREL1L9B 2 0b 512, AFl L =R~ 7 (EfET-HIZ) %20
P GHOU 728, REFHEH TH 2B (RECISTH A K
A V1M D CIRBRFHTIE M 2212 & 5 CRIUEPR) Off#
&, 54.6% (95%EHEX M : 45.2~63.8%, 20174E7H6H 7—%
Hhy MET) THol

o4 ATERRT (CA209142785%)

*7

BE (%)

5242245 (CR) 4 (3.4)
#5255 (PR) 61 (51.3)
% % (SD) 37 (31.1)
# 17 (PD) 14 (11.8)
Al RE 3 (2.5)

W ARHNIMImg/kgd =RV~ T GEIEFHIEIRZ) 1M3mg/kg% A HIZ
S IR CAM AR L7228, =R~ 7 GEETHIRZ) 10
3mg/kg% 2H I C R EHE L7z PR GRICB VLTI, =K
V=7 (BETHIRZ) 2RSS L, RElIEZ=FLV~<7 Gl
TR Z) OFHHT H 5305 U LEoMEZ BV THRS 2B L 72,

KRB =HRKNV~< T (EiaTHBE L) LS SNh7273.1%

(87/119%1) \CRIVERASFED H N7z EREIVERIEX, THI2L.8%

(26/1191), 9 5717.6% (21/119%1), Z 9 FE9E16.8% (20/119%1),

FE#15.1% (18/119%1), ASTHINN14.3% (17/119%1), HIRMR

FEREIK T RELS. 4% (16/119%1), HE.0M2.6% (15/11961), ALT

Hm11.8% (14/119%1), HIRPREEHEITAEREL0.9% (13/11961)

B O59510.9% (13/11961) TH o7z, [5.981E]

(UIBRTBE & 9T - BROIE/ Ml KafhRE)
17.1.7 ERFEFESEIMEER (CA2092275:5%)

LA ARG OEGFREZ T AR IEME K ALK BTk

O YIBRASHE 2 AEAT - PRI O I/ Rl #E B 51, 16660 (H A

NEFUM3BZ L =RV~ 7 (BT Z) PR (N+IfE

J)OBE58360, 7T T F A & G T LS HRERES830]) & AR,

bk st i & LT, N+IfRRHBEO A 8 R OV a % M

L7229 EEFGEH TH 5PD-LIZHEN 1%L EoBH (N+1

PEFIEE396H, fbHeiBe3976l) (2 0) % AEAE R (Fh i

[95% M5 HHIX M) 1%, N+IBFH#EC17.08 [14.95, 20.07] » H,

b2 C14.88 [12.71, 16.72] #» HT» V), N+IPFH#%

Bz b s ot LHEI#MICHERIERE /R L (NF—=F

10.79 [97.72%15 #HIX [ © 0.65, 0.96], p=0.0066 [Z Hlog-

rankBiE], 20194E7TH2HF—%h > b+ 7),

=HN TR
e LT

!
’gl 05
04 —
03 e
02 Mﬁw
01
00
R o e e L B e
6 9 12 15 18 21 24 27 30 33 36 39 42 45
at risk# A ()

ZAOV T THERIEE 396 341 295 264 244 212 190 165 153 145 129 91 41 9 1 0
LM 397 358 306 250 218 190 166 141 126 112 93 57 22 6 1 0
[X16 : PD-L1Z§3I251% DL oo 44 7 R o Kaplan-Meier Bl fi
(CA20922735%)
KFBR=RV~7 (BETHEEZ) RS S Nh7277.2%
(302/391%1) (CEIMER 2B Stz EAEIEMIE, B
18.7% (73/391%1), TFH#I17.9% (70/391%1), < 9 FE%E15.9%
(62/391%1), 95714.3% (56/39141), HURMRAEBEIL T HEL3.6%
(53/39141) , ERKIKB13.6% (53/391%1), Hn10.7% (42/39141)
VC‘&)O f:o
MOERF G & S N7 o 72PD-LIZEBIR DS 1% A 0 B (N+If
RIS, bR 18661) 1B 1T 2 A HIR (proefi [95%
B M) &, N+IfEHBET17.15 [12.85, 22.05] # A, 1t
ZWREETI2.19 [9.17, 14.32] » ATH Y, N¥F— FL0.62
[95%fEHAX [H]:0.48, 0.78] TH -7z (20194E7TH2HF—% 1 v
FE 7)o
K0 RHA Ime/kgZ 6 M BFE, =Fr<7 GREETFHERZ) 10
3mg/kg% 7l H 2238 B WG C S HE L 72e DR G B W C
F, =RV T GRETHIER) ZROICHES L, AAR=FL
<=7 GEETHIER) ORGHTH 5305 o BKEZ BTk
HRBG L 72,
KAP =RV~ T GEETHIRZ) LML SN7275.7%
(140/185%1) WCEIMER 2338 b v ize E R EIEM I, THi
15.1% (28/185%1), 9E5714.6% (27/185%1), 39513.5% (25/185
Bl), EHIIEL2.4% (23/18561), MEJI4E11.4% (21/18561),
ALTHIN11.4% (21/18561), V73— HIN11.4% (21/185%1),
Z 9 ¥E%E10.8% (20/185%1), ASTHIM10.8% (20/185%1),
IRBRFEREICTAELO. 3% (19/18561) TH o720 [5.11, 7.48HK]
17.1.8 EHFISEIMEREE (CA2099LAKER)
(LI R AR DEGFRE (5 128 Ba Y i ALK R A 5 T
PEDYIRRAGE 2 4T + FESE O JE/ANAI N3 B E 71961 (A AN
BHESB 2 EE. =RV~ 7 (EETHRZ) ROT 758
# % & e AL EGEH (N+I+HCHE ) N BE3616, 75 F 8
H % UL E358H) # g, bk e LT,
N+T+CHE B D AR F O et & Mat L7210 FEEHEEE
ThbEEFEWE (Pl [95%E X E]) 1, N+I+CHH
BET14.13 [13.24, 16.16] » H, Ab&## ki T10.74 [9.46,
12.45] # HTH Y, N+I+CHEHH G- 13 bm i Likal 4
MICHBEREREZR L OV — FH0.69 [96.71%15 HEIX A -
0.55, 0.87], p=0.0006 [J&Hlog-rank#isE], 20194£10 H3H 57—
5 H }‘ j— 7)0

10

» A SN T RO R
’ O~ AL
08 A

07

06

# 05
S
=
04
03
02
01
00
T T T T T T T T T
0 3 6 9 12 15 18 21 2
A (H)
325 292 230 129 46 16 1 0
318 259 183 94 39 12 0 0

(7 : LA o Kaplan-Meier s (CA2099LA 4Exk)

MR R LT, AAI I Ime/kgx 6 AR R FE, =KL~
7 GEIETHIZ) 1360mg% SBEM b, 2827 1) & Fx)v1h
200mg/m? #H VKT 5 F Y1RAUC6 (mg/mL - min) % 338 [
MIRE T2 A 7V G U728, AAIL Img/ kg% 60 [ [ H5 &
=RV~ 7 GEETHIRZ) 1M360mg % 335 [ [ b < ik
L7z

ek LR L TiE, AAINI Img/ kg% 638 [E b, =R
<7 (#Efz A Z) 1m360mg % 3 k@, <X ML ¥ F1
[81500mg/m? ¥ A7 FF Y1E75mg/m?> XiE A VKT 5 F 1
AUCS#7 L < 136 (mg/mL * min) % 3B Mk T2 A 27V i i
W L728, AALNImg/kgz 6 HE K =K Vv~7 (BIzT
HA 2 ) 1I01360mg 2 330 ] ] b © SO e L 720
PEIR G BV TIE, =KV~ GEEFHERZ) 2RIk
L, KANZ=RN~7 GEEFHIRR) ORG#TH 5305 Lk
FoMEEz BTS2 BB L 72



F7o, AbFREEIE =RV T (BT Z) UIAERH (RElo

#GETFELTWLYE) ORGR T3040 EoEE Bwv

THGZWIA L7
ARAR=RNV= T GEEFHIRZ) L7595 F8A % &b
Fk L R G- 8 47289.9% (322/358%1) ICRIVER AT FE0 &1t
720 B BIENZ, Ha0526.3% (94/358%1) , #1122 3% (80/358%1),
TH#120.4% (73/358%1), MEJIHE20.4% (73/358%1), % 9 FEAE
18.4% (66/358%1), 389517.9% (64/358%1), #5716.5% (59/358
B, IR 15.6% (56/358%1), HIRMLEERELL T 9714 . 5% (52/358
Bl), WErE13.1% (47/358B1) TdH-o7z. [5.11, 7.4%M]

(UIBETBE &2 1T - BROEMMES R
17.1.9 EEHEFEMERAER (CA2097435K58)
AL A TR O YIBRASHE 20 EVE N b R 60551 (H AN B
6061 % & tre = AN~ T GHEEFHEEZ) BEH (N+IBEH) =2
30361, (LA r3026]) g, XA MLFERFF Y
T AKNP RO T TFFRA (PATIFTF U XEHINVET T
F ) B R RRE LT, N+IGHHREO B S T OV 4k
ZRE LW, FEGEE TH 5 & AAEM (b [95%
BRI o R AT H 1%, N+I6F 3 <18.07 [16.82,
21.45] # A, AbS9EEET14.09 [12.45, 16.23] » ATH 1,
N+IBE PG 13 b2 LG R B AR ER 2R L7z
(V= F10.74 [96.6%EHAX [ © 0.60, 0.91], p=0.002 [J&
Bllog-rankfizE], 20204E3H25H 7 —% A v b4 7).
10p=

09 B —— =RV T
= —— LR
08 o
07
4 06
% 05 N -
o4 ey
03 A e,
02 w‘*m T
T e
01
00 T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39
) AR ()
at risk £

=A< 7PEMEE 303 273 251 226 200 173 143 124 101 65 30 11 2 0
1LEdRidfe 302 268 233 190 162 136 113 95 62 38 20 11 1 0

X8 : 4 o Kaplan-MeierllifR (CA2097435055%)

M2 ARKIIM Img/kg & 6B BIFE, =K <7 GEIZTFHIRZ) 10
3mg/kg 28 [ b C AR EHE L 720 IR GRFICBW T, =
RAN< T BIETHIRZ) 2ROES L, AFE=Rr~<T (&
Ti?%ﬂ?@%i) DFGHET 55305 U Lo Bk E B TS % s

AKEB=RKV<7 (EIRTFHIRZ) EOEHES S N17280.0%

(240/300%1) WCREIER 25380 b N 7ze EREIENIE, TH

20.7% (62/300%1), &9 FEAE16.3% (49/300%1), %4514.3%

(43/300%1), 9%5713.7% (41/300%1), HRBEFEGEAS T HE10.7%

(32/300%1) K OHEL0.0% (30/30061) TdHh -7z,

GRABYIBRTRELETT - BRORERE)
17.1.10 EFFHFEISEIMEHER (CA20964875%)

(L2 EFEERIG I OBUAE VIR A RE 2 HEAT - 13 0 fiEi 312970

Bl (HANBE3A % &, AR L =R V=7 (GRIZFHIEZ)

PR (N+IBEHD) *MBE325HI, =R~ 7 GEaFHIRZ) &b

WL (Fvray sy RAT5F L EOBR) B (N+CHE

JH) RES2LB0, AL FIHEREI24HY) R G AL I E LT,

N+ A R R OVt % MEd L 722, Rl E T

B TPSZ1%HERNC BT 2 2AEEHIZOWT, N+IPFHEZLY

PEERCT L, MAFNICARERERE R L7, €618, FHEil

BUE N7 W0E T O BREDOFY Tt > THRIEM T DI

7oAER, RIKEHIIEE & SNZITTHERC BT 2 &£ 40D

WT, N+IPFHRFALAHRERON LG A B AR ER 2R

L7ze b9 —2OFEIHIEH TH 5 TPS=1%H NI BT 2 #EH

BEALAHIICOWT, N+I AR LHERE 0 LRt

BRBERZ RS eho72 Q0214FE1HIBHT =% Ay M4 7),

#5: TPS=1%%E M J O ITTH: B2 B 2 A %) % Wi

(CA209648348%)
Y H LAl
% GBI [95%15 BEIX ] MNH— NI
(» H)
N+ 13.70
I 0.64
Tbs | DHAIE WLELIT.0A  jog oot
=70 Mot 157 | o 0.46.0.90]
05 [7.69.9.95]
N || 1275 o
Loy | BB [11.%,;?.47] 08 2 e
ferese | 324 | 1o 40 o) 0.62.0.98]
N+ 1.04
e | 198 1.02
prs| 105 Lizikia [2'?'44493] [98.. 5% il 14
= Mg .
EAERRE | 157 | 1 o't oo 0.73.1.43]

10
09 1 W® A SRV THE TR
08 1 N
07 A R SR
4 06 ]
1 05 o,
04 4
03 \_
02 )
\1--0-@00----@0
01 A
0 3 6 9 12 15 18 21 24 27 30 33 36 39
AT ()
at risk

=L~ THHEEE 325 274 232 191 166 129 97 77 55 33 22 12 6 0
fbsiE 324 281 229 171 131 93 56 41 23 9 5 2 1 0
X9 : ITTH H I B % 4 4 7 U] i @ Kaplan-Meier Hi £
(CA209648 3 E%)
F 7, BRI R O AL RN DWW, TPS<1%%[
W2 U CHRER IR 24T - 7R 2 DN IR T,
36 1 TPS<1%ERNZBIT 2 AR (CA2096485855%)

o e
Y ¥ 0 f= V= I
% 5-HE H% [95 /?qul);(ﬁﬂ] [059% {2 I ]
0s N+IfFA#E | 164 11.96 [10.09,16.03] 0.96
L2 ERE | 166 12.16 [10.71,14.00] [0.74,1.25]
PFS N+IfFH#E | 164 2.83 [1.68,4.17] 1.45
LRt | 166 5.75 [5.39,6.97] (1.13,1.83

3 PR A R AR 12 B W CRT RBORE U R B (1R
SRR EAME) LS, KBIIR, SESEANOH SRR
ERD L VBAEINR L SN,

MR AI I me/kg & 6E B b, =KL~ 7 GEETHURZ) 16
3mg/kg % 278 [ [ b C O EHE L7 RS IRICBw T, =
RAN=7 (BETHEZ) 2EROICES L, KHlIE=KLv~7 (G
ZFHIRZ) OFGHT 25305 Lo % BV TH S & G
L7z,

ARV =HRKNV~<T (BaTMHBEZ) LPEHES SNh7279.5%

(256/322%1) WCRITEHI 380 bz E2EIEMN I, 385

17.1% (55/322%1), &9 3AE13.4% (43/322%1) T OVHURBRAR

REIRTIEL3.4% (43/32261) THh o7z, [5.14, 7.58HK]

18. EExhZEIE
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