- BAEEFATEES
% % 20264F 8 A LT (4520/0)
% 20264F 7 AT (451980 874291
By & ?ﬁfﬁ%’%i&h‘, 2~8C THAF 20mg 50mg
A : 24851 ARES  [30300AMX00428000 {22700 AMX 00696000
AR5chaE 20214E11H 201548 H

MEMEEA
E FEYE FCTLA-4E/ 7 O—F Ltk

CL/IEES N E IVE S

1 EY LY T (BIzFEiEz) &H
Y-ik( z s 20me
V- sme:550me

YERVOY" Injection

)R - RIS ONTEIC I VT2 L

1. BE

1.1 &FNE, BEEBICTIWETEIEEMRICEVT,
PAEREEERIC DL - BREIFOEMDS & T,
AEDOERA P EY EHE S BIERICOVTOHERS
52 &, £7, AERIKRICEILSL, BEXIEZOX
BRICESERVOERMEE+98BAL, AEZETHS
BE5E43ZE,

1.2 KEBREICKY, EELTH, KBR, HILEZFEAL
PHoHh3dZErHY, AEDRERT PO B
BICHRBEL, RCICE-BHHEShTVS, &S5
h7ZFTELS, BRERTRIBEEZT4ICITV, B
PROSNAEBEICIE, BITRERIECRORESE
DBEYHEMEZITO &, [8.2, 11.1.1, 11.1.258,]

2. B2 (ROBEIZEIBELEWVI L)
AHI DK LEFEOBBIEDAEDH 5 B H

3. #HR% - MR
3.1 %
. Y —F A ¥ —F A
. BUMMHE20mg | AU HHE50mg
. 134 7OV i
yas
B AmL 10mL
i A EY AT
7 yas
R GEZ AR 2) 20mg 50mg
baxsE—)1
Y 12.6mg 31.5mg
B17% |l N AP 23.4mg 58.4mg
D-wrv=}F—J 40mg 100mg
WAl |z FL sy
73 v 0.16mg 0.39mg
guyw&_b 0.44mg 1.10mg
ZOMpHFEA % &/ %0

AHNEF v 4 == ZNAA S — IR % CREE S L5,
3.2 RAOHRK

Wi5Ess Y — R A ARHHET20me] ¥ — R A S EHER50mg
1B O~ C OB ILEb TP ICHALANERET S

BT, MR 2bTFNIHOLIENDH D,

pH 6.6~7.6

2B
(R AR (1
kg 5 k)

4. REERIIRHE
ORABEYVIBAEELENERE
OREYIRRATBE R (2 EF D Bl E
OBBYIBRTREELET - BROSEE~I/7OYF514 b
AREM (MSI-High) #H7 3#5 - EipE
OYNBETEE R ETT - BROIE/|MEREHGE
OYIATBELETT - BROBMMESKIE
ORBYIBRABELEIT - BROBERE
OYNB&AEE % AT 4R =

5. WMBEX I RICEET 5FE

(RAEVBRTEELEMEGE)

5.1 KRAIDOHT LM BIIRDC B 2 Bk O et idmr L
TV,

5.2 [17.[REKAE] OHONEZRAL, KA OFER T
BT IR L7 BT, EIn B EOBEIREITH 2 L,
FEIZ, ALFHRE ARG OBGAVIBRASRE 2 B HL A0 i R A~
DOARF FMPe 52 BE LT, MHoBBOERIZOWT HH
WICHET A2 &, [17.1.1-17.1.45K]

(IRBYIBRAEE X L Exf i D B R =)

5.3 KA DM EMBIIRDC B B B/ OV a3 L
TV,

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

5.5 [17.WREGE] OHEONEZBML, FHOHHER T
B IR L7 BT, I BB ORIREITH 2 L,
[17.1.5%08]

71) International Metastatic RCC Database Consortium

CEBYIRTERELETT - BROSEE~YI1 /7O T4 MR
REM (MSI-High) 2F7 3#5 - EB®R)

5.6 ARAIOMBAIPHEDLNBT 2 HRME L eI L
TV,

5.7 1o A A5 2 MBI I MA TGRS B I A A
X, MSI-Highh MR SN BEICHS 52 8o BAIC
HlzoTIE, =FN=7 (EIZFHIEZ) OMSI-High%
H 54 - HEREE~OBESHEoMEZH M E LT
KRS NI ARYV S W R 36 i RS 2 H VW B 2 &
B, KBS NIARI S W RS GO R T T %
THHRIZOWTIE, DWTFOY 2794 I 25 ATFWHETH 5 !
https://www.pmda.go.jp/review-services/drug-
reviews/review-information/cd/0001 . html

(UIRRAEE & 1T - BROIE/ AR

5.8 RAIOM LRI B 2 AR E R OV a3 A7 L
T\,

5.9 RREBICHA AN SN2 BE DECFREE T 2R
ALK EBIEFORFEEICO VT, [17. BIRERE] omEo
NEZBAL, KA OAHRER Otk % o8 L7z
EC, #nEAORRNZIT) 2L, [17.1.8, 17.1.92E]

(UIRABE & EIT - BROEMMES KLIE)

5.10 ZRHKI O T4 ORI HR I BT B Az B OV 4
VLTV,

GRBYVIBETEE L ETT - BROBERE)

5.11 KA O FAM 0wl BhEE B 5 A 500 a3
LT,

5.12 [17 . BEIRHE ] OTHOWNFEEZHIML, KA OHHE K
WM E TR L7 BT, M EEORIRELITH 2
Lo [17.1.1121K]

(UIBRANEE & BTl R )

5.13 FEmEE (BT ) — I WEA#E:, 7 I F s
PRE, <A 7 OB R, IFEIR AR T BRI
FERSHRT, CETRRRIESE) oEIn & 7 B NI RE o R
T L ARFNOH MR O EMEIIAEL LT v,


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

5.14 FEPESERIZHLA AN S 7z 3 o [ Bk b < o0 A i 45
12T, 7. 0RER] 0HOWEEZRML, AKOE
Rk M OV Ak F SR L2 B, N EE ORI
192 &, [17.1.122 8]

6. AERUAE

GRABVIBETEELEMEGRIE)

WE, RACEAE) A= 7 Gifa#iz) & LTl
3mg/kg (RE) 7% 38 M HI KR T4l HIEFHET %0 4B,
e DPUEMEIEEH & T 581k, =R V<7 (GEET
M z) BT L,
GRABYVIBRTE I GBEOBEMIERE, ABVIBRTEELET
BEOESEE~4/7OY T 54 FALEM (MSI-High)
=HT 35 - EBE

ZARV= T (EETHIZ) EoBHIcBWT, EH, K
MNiFA ¥ 2= 7 EETHRZ) & L <Clillmg/kg (K
) % MR R T4 S EE T 5.

(U EE & 1T - BROIEARIRE)

M OPEIEEH & OFFICB W, W, EACIEA Y
VAxT7 (HEiEFHEZ) £ LTlEllmg/ke (KE) %6
B IR C RS S,

(IR EELETT - BROBMMEGRIE BAVRTEES
EIT - BRORERE)

ZRNV= T (EEETHERZ) EoBHIZBWT, @, K
AN2EAEY A~ 7 (Efn T 2) & LClallmg/kg (K
W) % 63HE [ PR T AT S

(VIR EE 2 AT MR =)

SRV T (BETHEEZ) EofHicBWT, #@E, K
MNZIFA ¥ <7 GEETHIEZ) & LTldmg/kg (1K
) % 3B I T4 R EE T 5.

7. BERUVHEICEET 3EE

(hEEtiE)

7.1 BEWEMASBEBLL 20561213, Fido#iEE ZEI2AH O
B2 RSO3 5 2 &,

P2 GIEI] K OV R o B HE
FI1EH AL
- Grade2DEIWEH (N WhBEE L OBz |Gradel LT 3L id X — A
R A R ) FAVIEETAET
- Grade3® B g [ 52T 5, N
- JEAEPE O PN 7R WREEIZ O WTIE, iE
R EET % F TS
ZIEHT 5,
LRl F ChIEL &
WAL, 5 2Pk
T 5,
- Grade3VL L OREIVERH (NGRS |5 %2 HIkd %,
UREbEdEx R <)
- R 22 SE BRI E G R T v
Grade2l) F DR E
- Graded ® 7 J§ i &

Rl VR \ L
N—=2F4 YOAST, ALTX L)V E
JEHEAR PN o IR A

< ASTH L CIFALTHRE|\R—Z 5 4 Y IZHET
WAl ERR o352 05| 5 F TG 2T 5,
BUTXERey vy
U HFEHEAE R 1 . 565
BAO3MELLTICH L
729G

< ASTH L < IZALTH 3 % 52 hik$ %,
HEAE E R S5F5 8 3
E UV E AN E
FR >3RI BN L 7235

A
=

N—=2 54 ¥ DAST AZALT AL HEAE E IR % 48
AT\ B T B
T R—=AFA4 VYDOASTU|R—=AF A V2T
IFALT A2 Ml IR 2 F TR E5- 2T %,
MPOMELUT T, 5
[ HIZAST LI ALT 28
FLHEAE _E B OS5 A
10R5 LA M L 7= 85

A
=]

s R—=ZF 4 YDASTR
IZALT 25384l R o
3% A D55 LU T,
PG5 A I AST ik
ALTH LA LR 08
A o105 LT 128
ML 7z34

cN—= 2T 4 EI |G EIET 5,
boF, EGHEIC
AST# L < IZALTAH
el FRR O 10K 8 ik
B VY Y HTIEHE A
LR35 @I H N L 72
it
Grade ¥ NCI-CTCAE (Common Terminology Criteria for
Adverse Events) ver.4.012# U %,

7.2 RFNZ, 3050 THIEEET A2 &o

GRABVIETEELBMEGE)

7.3 =KV~ 7 (BETHIEZ) LEHT2HE61E BIRR
BRICHAAN S N2 BHEORNERESZEIIOWT, [17. 0K
W] OHONEE R L, KHOFEROZEEE T
R L7 BT, BEHOBERICOWTHEEISHNT 5

te T ARAlO=ZFNYT BIZETHIEZ) ~o L3
I X AR, PD-L1%& 588 L - MEsiass ko %
HE& (PD-LIZEHE) 2L ) B8 2HTARIZBI N TV S,
=RV~ T (BT Z) & oA ICE L TPD-L1
BHROWEREEIE SN, PD-LIFBEI S & 25
BENBBHIIBVTIE, =R~y (EIETHRz) §1
M G-OERIZOWT S ToMET Lz LT, EEIHE§
HZ ko [17.1.1-17.1.4%1K]

(VIR BE & 1T - R OIE/iafhE)

7.4 =KV~ 7 (GBETHIEZ) 2&0obuEREEEH &
OB V552 Z & B3 2 o HUEMEIEE AL,
[17 . FREHRE ] OHOWRHEZHA L, BRIV THi
HEINBEOPD-LIEB L ZEE L - LTEIRT S
ko [17.1.8, 17.1.9%K]

RBVISTRE L ETT - BROREE)

7.5 =RV~ 7 (EETHIEZ) oS oz,
PD-L1ZEHE (TPS) 12 & ) B4 A HAAVRIZ ST 5,
TPSIZOWTC, [17. BIREHE] OHONEZRML, &H]
DR R %2 T4 BE L7 BT, =K v~ 7 (i
el z) & OPHELEO LB D W CEE I H B3
HZ ko [17.1.112K]

8. EELEFEE

8.1 AHNOTHNLIEHALERIC X 0, HEE D52 SUS I HRR
THEEZON DA RRERHWHENDHDNDL Z LHD
bo BIBZ THIATY, BEDRD SN, B@IE
DIIRBUGIC X ZEWEH OZH 2 B L, W) % &R0
2179 T Lo MEDORIERISC X ZEIEMAEED NS B 6
i, BIERERVECRORGEREET A L,

IR R
(TIEATE
7 P A

O}y




8.2 RAGHKT S8 » ARICEEREIER (F#, Kb
%%, FIEARBEEIKTES) 2d0bhbZe0dy, BT
CESBIDMESNTWAEDT, KGR T#H D Blg
AT, BEAHED SN A, YR LE & 47
)k, [1.28M1]

8.3 A4, HHEIERENDH SONE I DD LHDT, EM
B PR R 2 47\, BB OIRFEZ T+ ICHERT B 2 &,
[11.1.3H]

8.4 TS, TIHmAKAEM TIE, HIRBBSREM T, I
BREAEEHLDLNLZ ENHLDT, EWHICHTW
PerEMAs (TSH, WEHETS3, #E#ET4, ACTH, MihanvF
V—VEDHIE) 21T, BEOREEZ R T S S
Lo F/2, MBEID L TCHFMESOED ZEET 5 &,
[11.1.58H1]

8.5 MikhHbobhbI thhbsrnT, WHIET, WKW,
CKLERASOBEZ+51247) 2 &, [11.1.98]]

8.6 LHADVHODLNL I ENDHLDOT, M, CKLH,
DEREHSEOBE 5147 ) 2 L. [11.1.108]
8.7 REINEENHOLDLNLEIENHLDT, RO DK
A TR T A L, T/, IHOBRFEIED SN
Wi, HRe IR 25T 5 L) BEEIRET

5k, [11.1.122H8]

8.8 M MEEBIEA D HbND Z LWHHDT, IMiETE
SRR 5 e OEFARRE R 2 AT O e &, BB oREE +
BT Ak, [11.1. 142 H1]

9. RENEREATHBEICHT AR

9.1 BHHE - MEEZEDH 5 BF

9.1.1 HERERBDEHNIIEHNEL L EBERMOEE
RBRREBEOREEDSH 5 BE
HOREREPHET 2510 H 5,

9.1.2 EHBEE (EmMBMRBHEEEZSE) OH38E

AHFN O & Y BRI X3 2 EM SR 2S5 B3 % B

ZND D 5o

3 R ERE

9.3.1 EEOHREREDSH 5 8E
HEDONHERERED D 2 BH 2R & Lz I
LTWiaw,

9.4 £iEREzHY &
TEURT 2 W HETED & B IR, AFI G- ] O ifed 5
%34 BN B THEATE 3 2 6 B R OVl b)) 70 s 4T 12 D
WCHT 52 L, [9.58]

9.5 1w
TR SRR L T 2 W REE D & 5 k2%, R Lo
GPEAEbtEE Bl B &I SN B EIZOR G5 2
Eo HEIRWICAR Z 425 20, RENRGH O BB D IEIR
L72WEE, ARG X 2 ke, WESEI AL S0
A H 2 Z Lo, BHEICHZIHMNT LI L, © b
IgGidaiE 2§ 2 2 LA ME SN TH Y, KFERE
AT WD H Lo T2, BWER () THE
TR 2 & 50 E CoOHREI2L D, AUCHE TR Z
O IMEITH Y 55T, WK RO,
B, MAREAED RO S50, AUCHE TR B % &
DRI MEITAY § 28 5-5T, g, e, HAEROR
B O RBIBE ORISR b T, [9.45M1]

9.6 BIlm
R LR R OCHAREOA LT ZE L, LD
BELIHIL 2 MR 5 2 Lo BHEER (V) 2B B
IR O 5T, F N ORBITIHO b N TS, £
72, b MGl MRITHICRATT 5720, AHSBTT
L REED D BV,

©

9.7 \NRF
MREZ IR E L 72RABII IR L T v,
9.8 EE

BHORBLMRL 2P0 MEICRS 5L, —RIZAE
BEERESIRT LTV b 2 &%\,

1. B{EA
ROFEWERD S b D Z DD DT, BiFEE 54T
v, BEDEO S NI HG 2 HIE T 5 7 L) 2
RiEZEATH &

1.1 EXAENER

1.1.1 KIBR (6.6%, 4.0%), HILEZEFL (1.3%", 0.1%A)
HEILESF b EENTVDSE, T2, HILEREILY
H 5N BRICBUIAED D S b N 72 d MG ShT w5,
[1.2%01]

11.1.2 EEOTH (4.0%, 3.2%)

[1.2%04]

11.1.3 A&, FisgEE=E
A4 (0.7%, 0.1%), ALT k5 (3.3%, 11.1%), AST
L5 (2.6%, 10.8%) 5% fE) FHREREERD b b
ZENRBHY TR S7F b HEIN TS, [8.35H]

1.1.4 EEORBES
i 2R R EEAE RIYE (Toxic Epidermal Necrolysis: TEN)
(0.3%" BHEEA), SHIVEBBOERE R (Wb BEEA)
SEDBEEDORHEENDH LDLNDLZENDH b,

11.1.5 TEFR (1.3%. 3.3%), FTEEEEERTE (2.0%,
1.2%), FIRIRHEEEETE (1.3%., 13.8%), BIBHEEER
2 (1.3%, 4.4%)

BT SN2HAIIE, AR ORRGEL, BIERE
WVE VHIOPY., RVE TSRO BY) R E 21T
Z &, [8.4%50H]

11.1.6 RIEHEEES
¥ - NL—JEBER (0.3%, 0.1%Ki) &Rkt
BiENHHbNEIENDHY, HEICESBDHESIN
TWh,

11.1.7 BEE
BARA (1.3%, 1.7%) SOFEEENDH HbONLI LD,
W RSB HEIN TV 5,

11.1.8 EE MRS
AL A R (0.3%", BEHEEAWT), Wil (0.3%*,
5.3%), FIVEMEMEE (HEAH, 0.8%) S2dbbbh
LIZEDRDHY, TR MESINTN 5,

11.1.9 BR FHEAMH, 0.5%)

[8.5%1]

11.1.10 DE% CHEARH, 0.3%)
[8.621]

11.1.11 Infusion reaction (0.7%, 3.2%)

BT S NG, AR oS 2 ik 5505
Y E2 479 & & B2, FERDEIE Y 5 £ THRE OIRE
AR T A b,

11.1.12 ZESER (1.3%, 0.4%)

[8.7%11]

11.1.13 B, B, BHLX
Mg CBEBEEARBE, 0.3%), #ilEse (0.7%, 0.2%), FH
% (FEARH], 0.1%K0) HS5bhb bbb, 72,
AR B ANRY b akE FEARY, HERY) b
MEEN TS,

11.1.14 [EEBIREMREE OHEARH, FERH)
BRHED SNZHAIE %G 2 i L, SR E (4
PRECIRW, ERMBIMEGRASO®RY., BN%) 2179 &
EDIT, FERPEET B ETHREOREE 0I5 5
Zk, [8.83MH]

*11.1.15 MER FEAH, SEARH)

REMAEgE, R 5, NI [HUld Bkl ZHt
f& (ANCA) BdifAE g5, IgAME %, BB IS %% &)
BHObNDEI VDD,

* %11.1.16 MIREEMY > /VEBIRE CHEAR, SHEARH)
*%11.1.17 EEORER CHEAW, BEARY)

SIEPUSISER T 2 £ Z2 5N BEOEERDVDH LD
TENDHD. RENRDOLNIEITL, BIFREFRV
T HORGFOBY RIERIT) Z &
) THERZEVEH] OJEBHEL, AFHAER S8, ff
PSR DM FER L 720
* AL SR (MDX010-20785%) @ A +gpl00ff I T
DFEBUHE



11.2 ZOOBIER 5% I 5% A%l SUEA
11.2.1 Bjhigs5™y A1l BRI, ) >
5% I 5%k B A ] SRERIR AN, T
I (21.9%), |2 5 FEVE I 5, M % B, 3 L WA, MR
595 L Pis. BERGE. B R B WAE,  UFRRERH
KB IRIEI, , BB il
*| KB, &P - e TR, S
> FERE, = e
FIBE BB Il T
_ BIE ‘ FED) T17. Bk DIk L7 R B > b Hghdy
B WO, SRS, TR L, ] (BT 2 B DTS X R L7
i gﬁm,@m_ggﬁgi,g 11.2.2 GERIEE
= %%:ﬁg%:ﬁ 5%l I 5% K i A
b % IB% EiE FATERE (22.1%), |TEIE, HKIE 2%, SIERE
BB, £ Lo Ro5, BOK SR %, W95, K E
R e LA W LA, SR, T
g EBERE, 25 fEtE
AR R A | T DR R FE U T, 1 2 IMBRRD, S
i s AR LD B B KR SNEAR
£y L5, AL B ielR
. LA i T (22.2%), B, BRRL, 11N
P53 iy O, R [BEERRE LR
Wb 2 Wb WA, T
u YA i %, Wede, %, BRI,
et TR, iRk
- ALP 5, mm|fFss, BFMEK, #% DR e B e 0 A | BRI 2%, it b BEDR e )
I EYNEY RS |, y-GTP LS | Al
‘,"ﬁﬁ’(ﬂg%%, %‘ﬁ V‘]ﬁj\(‘JZ‘ ’lj(ﬂ’ﬁ*lj(‘%i?}:)l/:& ?/i%j]ﬂ’
N AT 5 e s I TS P DR,
) - I FFR B RRAE e
=y & ﬁi:jé, EBEY LY VIME,
WK, VRN [, i, i B b7y AT S
R Wik M, 7L i, ALPLSELy -GTP
K ﬁﬁavwf-yr'ﬂ
B, A, | EIZE, MR Wi oL T =
R WG, B (WG, ) v T IRAVE TR %%, 9
YEZ S A WP 2 WO, LRI, Bk,
5 (21.2%), B, W) 0 | KK Jee, YU, __ S, UL i
S8k B B | SRR Ak 38 £ 9 ik, BHIMRT, WY = — 7
P, PRI M, A o |[PESHE SIS HE B R NS L R
el - T T o R Wi, B gE, T ERAE, | BE
EEada G I I R AL B, 20 A
VE B T 0 92 R, Vo~ Tk
PEA B o I, S AT
o oK 1 N A
I il oA B, W |1 > 7 v s PR
A ALY o i Lo - x| BB TR, WL S, PEH
S 5 198, IR N,
— — KEWD, HEE
i L T SO, 57 Bk, WA, L
& g, RO MR, i‘? — VI, K7 V7 3 VIE, hv
Tk —2 b N . ) N—=YIGE |77 AE, KA ™ Al
A R B | A = 4 — 3 VR RN ﬁ, (294740 SV
el il nreintiod B AU, 1Y) > BRI
ANy BERHES LTS F—3 2
BEMED -, 1E I T
e Rk Hh, i LR
R NG B A, WREAA, i H 2R
R, SEE, Kk, FEIR, KW=z — | = 2 —
Wiy, I+ 70— T8 —, SEIRGL, Kl | T —
X A, TR AT R %38 = 2 —u8F—, fii
e Reg, WEEARERESE, iR
SEELIRAE, AR kD v, mlfinkd F
it BEL > ot v, BRI
U F—aR o N, ‘ ’Z’Jﬁﬁ AR IE,
WAL, 0 ILE, (ML RE, AT SRANE
|0 - M 13TY I, YA 1 Lo I Bk, 12CH. EILE,
% FE, MR, L5 e e, AEIR, B,
i LRI, IR
il BFRRERRIE,  IFeP kiR
.- WsiE, UNBRAE,
MERRAE, 1 > 7 SHki
s




5%LILE 5%kl BUEA]
MRS, Mlige, AGHIESe,
. AT
fiE, LDH I3, CRP
ot B, T4 F-v R
#2) [17. Bkt ) o BRI L 2R > b OF I

IB BIEBUHEOHEEHIIED SRR L 720

14. BHEDEFE

14.1 EHFARBEOXE

14.1.1 KFFGRC, HiRzE BRICE D ET 5 2 k ¥N
HNE B~ O OMR T 2005 Z D505, kT
FEAVIAVTANT =XV EENDL, E, ﬁgﬁ:ﬁg
WSO S BB O NLLGEIMB L 2w &,

14.1.2 R#NX, ZoFF, L AIEMAHIRII5%T F
BRI 2 T CTl~4dmg/mLOBREICHRL, $#5F
LTk,

14.1.3 JRERB L, REBZIEER I
PRIIIBEET L L,

14.2 EHIREEOXR

14.2.1 R¥NE, 0.2~1.23 270 DAY T I T 4N —
WA Y5407 07—l L TIHRETHI L,

14.2.2 RHNE, MY L7294 & 53562 &,

15. ZOOEE

15.1 ERRRfEAICED 153

15.1.1 #EPE L O'E N O BRI BT, AFNSHT 540
KOREADRE SR TWD,

15.1.2 RAIE & VoY ¥ &GRS L2 BN S0 R ER1C
BWT, EEOFEREREESEEEICRI L, ZEUr%
OONLEholz, T, KA EXRLT T =T %KY

R &, £72,

L 72 AN S TR ERER 1S B\ T, H 1 o0 BT A A I 2 % o 0 1
WHEHL, BEUEPRRD NG Do72,

16. ZE4ENRE

16.1 MeiEmE

16.1.1 BE@E%kE
FR A I BRAS it 70 M0 B0 i FE 2 126012 AR #) 3mg/ kg % $ 5- L 72

& EOMMEAIEEE D O HM L 7R MBRE ST X — & RO
BEPEHERE 2 LT IR 372 (PHEL NS B 2 1l o

10 WSROI BIE 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)

L RTTION (EBIRED.
S (B

R (/M KA,

100 A

50 A

10 A

Mg A ¥ ) 5~ 7 (ug/mL)

(; % 1‘/1 2‘1 2‘8 ?;5 /1‘2
] (day)
B1: BGOSR 4 ) A< 7R CEIMN + AR %)
16.1.2 REHRE
H A AR IG5 BRAS B8 70 T B 40 i B 520810 L2 A #13mg kg % 358
41 FET R ATl BT L 72 & & Gk %2 LR IR,
2 FAELESHOMETA Y AT O — 28K N5 7 i

A7 Y— 7 R A3
(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]

YRS CEEIRED (B

17. BRPRRRIE

171 FHIHROCRESM(CEAT 3558k

(RABYVBRTELEMHEGE)

17.1.1 ENE24EEER (CA1843965K5%) (BIhi%s)
B CIBEANEE 2 W/ IV W 0 vk SR N R 2000 (i WE R %
H3 5 BH166, RREREOZWEZAR) 24 LT, K
#3mg/ kg% 338 ) B B C 4R R EHE L72Ys ARG E ©
B o 7255 (BIEWHOBEE 2D { FREH BT &L 5584
Z=%) (CR) XidEhsrzx) (PR)) 1210.0% (95%E X :1.2,
31.7%) TH o720
ARHNASHAHE G- 2 17260.0% (12/2061) ([CEIVEA 25580 b7z,
E2EERE, 389835.0% (7/2001), %82, ASTEH, ALT
E5H415.0% (3/2061), & 9 e, EAGEE, THI410.0% (2/20
Bl) THotze [5.2, 7.38MK]

17.1.2 B51534E50E8 (MDX010-205(68) (HiJhi%5)
WG 2 4 3 2 BUA I BRASHE 2 Y]/ IV 30 o0 i TR o i A
67611 x4 & LT, A#3mg/kgk gpl00?, A#H3mg/kg Wi
gpl007% 338 [ BB T4lml¥ G- U7z (RANZ AGEEHE, gpl00i iz
TS . BEFHIIEE & Sz 2EFRHOBREIDToL B
D Tho7Y

1D HLA-A2°0201 B 0 A sid 2

2 ERAERROVURNRT T K, RakRE

10 Je

FERY Ipigpl00%E
084 Y - ==~ Ipiff
ol N ——— eplooit
42 06 A
&

= 059
044
034
024
014
004

) L L o e e e e
at risk#% 0 4 8 1216 20 24 2 32 3% 40 4 48 52 5% A

Il gl p1007 103 297 223 163 115 81 54 42 33 24 17 7 6 4 0
06 79 56 38 30 24 1a 15 138 5 2 1 0
S lnz)l’f 1?6 93 58 32 23 17 16 5 3 1 0 0 0

X1 A oKaplan- Melerﬂﬂﬁ (MDX010-207k5%)

#1 BRI SRS 2808 (MDX010-20345%)
AH+gp100

. ARFHIHE gplO0%
BE _ _
(1’1:403) (n—137) (H—136)
A N 306 100 119
AEAFII gLl (A ] 10.0 10.1 6.4
(95% 5 FEX 1H) (8.5,11.5) (8.0,13.8) (5.5,8.7)
gpl,o\oj'ﬁ:ﬁgé 0.68 0.66 B
(O5% X (0.55,0.85) | (0.51,0.87)
gpl00BHIZ3 3 BpfE | 0.0004 0.0026 ~
() ﬁ%ﬂdé) (0.05) :
ARHEHK T 5
1.04
N R I - -
osotampcny | (0-83.1.50
AHVE K3 5 pfiti 0.7575 - -
ARAN D HEMPE G- 2 117280.2% (105/131%1) (ZRIVEAAFED S
7o ELREWEHE, FHI27.5% (36/13141), &9 3, Y%

24 .4% (32/13161), H.0023.7% (31/13161), 59519.1% (25/131
B, W:12.2% (16/13161), AR L1.5% (15/131%1) TH -
7o [5.2, 7.35M]

17.1.3 EIRNE2185E (ONO-4538-17:E88) (BiHRS)
(bSRe i R B O AR IE Y BRANBE 2 TV / IV U1 SIS T o8 o BBk
fEBEIBI 2R E LT, KHlE =R~ T GEfET-HRR)
PGP 22Y, EEFMIEE TH R (RECISTA A
FJ 4 1AM HED < ekl g1 X 5CRIIZPR) 1333.3%
(95%IEHEX I 1 17.3, 52.8%) ThHolzo &d, FHIHEEL
7B I323.8%Tdh - 726

F2 1 AWMERHT (ONO-4538-17:-5%)

Bl (%)

E2Z%) (CR) 1 (3.3)
%% (PR) 9 (30.0)
% s (SD) 12 (40.0)
# 17 (PD) 7 (23.3)
Al RE 1 (3.3)

KA A3mg/ kgl =RV ~< 7 GEfa TR Z) 1M 1mg/kg% [
(2 38 [H) [T B A ml RO R L 721, =R~ 7 (sl )
1M3mg/ kg% 238 [ B C RUHEHE L 720 PEHHR SRR BV T
=K< 7 BETHBER) Z2RDICES L, ARlR=FKL<T
(BT Z) ORGET 5305 LoMEE BuwTikb 2 H
IHL 720
AR = ARV =7 (BIE TR ) &S S 172100% (30/30
Bl WCRIVER AR BTz, j:trmlH’FﬁH 1%, %89560.0% (18/30
Bl), THIS53.3% (16/30%1), F&#, &Y 78— ¥l %40.0%



(12/30%1), AST 5., ALT 15%36.7% (11/30%1), %9 #
E33.3% (10/30%1), ARKIRE26.7% (8/30%1), HRERFEREAL
MHE, R, RS £23.3% (7/3061), WEM:20.0% (6/30
Bl), AR MU T AME, BT X 7 —€llE, y -GTPLA, i),
Wy, PO, BUR&16.7% (5/3081), ALPL3, BEREZIR
%, Ea%13.3% (4/3061), [IN%£10.0% (3/3061) Tdh - 7.
(5.2, 7.32H]
17.1.4 #BH15E31EHER (CA200067:48%) (HFAIRS)

AL ARG R D B Y BR AN BE 7 Y1/ IV JU) o0 St L o i
94561 (AFI RO =K N=7 GBIz FHRR) EH (NHIPEH) *
BE3146, =K u=7 GEIETHIRZ) B (NHM) #3164,
AHIHARRESLSBI) 2R GRS, AHIHAREE 2 5 & U ON+IBRH
T & NHUMEE O A 80P % OV ax k2 B L 728 B REEFMH H
Tdh D EAEAMH (Pl [95%EHIXMD) &, N+IfFHEET
NE® [NE, NE] » H, AHIHMEET19.98 [17.08, 24.61] »
HTa® D, NHIPFH R A H) AR 0 UAR A9 B
LR &R L7z (O — F10.55 [98%15 @ilX [ : 0.42, 0.72],
p<0.0001 [FE3llog-rank#sE], 20164E8H1H 7= 71 v b4 7).

10 3
09

—a— AV THAE

o 3 o - sk - SRV TP
—o—  AHIHAEE
07 hNY R~
L 06 RN -~
i N v e
04
03 H@

02
0.1
00

0 3 6 9 12 15 18 2 24 2 30 3 36 39
AEAEAM (H)

at risk#

AN T HMEE 316 202 265 244 230 213 201 191 181 175 157 55 3 0
AV TRIRE 314 292 265 247 226 221 209 200 198 192 170 49 7 0
AHHAEE 315 285 2564 228 205 182 164 149 136 129 104 34 4 0

X2 : A oKaplan-Meier #ift (CA209067:5%)

F 72, BEBHLERIC BV CPD-L12 3831 L 72 iE55a 25 ki o 2 E &

(LLF, [PD-L1%B= ) IS § 2 1H MG S iz — 5O BEDT—

FIHDE, PD-LIFEBIEERNIIRBRI RN 2 17 > 72 PD-L1%E

IR (1%KL 1%L E) OB ORRE LT IZRT,
104,

09] W —a— LT T
- - ok ZHFLY TR
o N —e— AL
07 T . .
4 06
% 05
® o044 0 TR .
03 Rpamoco
02
01
00
0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk# HEAEIIR (H)

=RV TR 117 103 86 76
=RV TR 123 113 102 91
AHINAREE 113 96 87 79

[X3 : PD-L1%& B3 1% A il @ 4= A= 47 1 1] © Kaplan-Meier il #i

73 65 62 59 57 55 50 16 2 0
82 & 79 74 74 72 66 18 4 0
71 61 57 50 44 43 32 10 1 0

(CA2090675XE%)
10
09 M*@;.\_ —a— SRV THRE
08 LT e - ok - SRV T EE
- ESL Rt
07
4 06 >
£ g5 Tl
o Tl
=04 Q‘M
03 b-o
02
01
00
0 3 6 9 12 15 18 21 24 27 30 33 36 39
at risk# AR ()

=RV 7HUMEE 171 165 158 148 139 131 122 117 112 109 98 36 1 0
=RV ORI 155 144 132 127 116 112 105 102 101 99 & 27 3 0
RFIHREE 164 155 138 126 115 102 89 83 77 74 64 21 2 0

X4 : PD-L15& B3 1% DL o> 4 4 47 ] [ o Kaplan-Meier i #5

(CA2090673%5%)
#3 1 PD-LIZEHIER 04 AELF M (CA2090673 %)
B e o
ol mum | o S5l [9’53%?;*;,21%]
7 * B
<1% N-+IDE B 123 NE [26.45,NE] 0.59
° [ RAEEEE | 113 |18.56 [13.67.23.20] [0.42,0.83]
>1% N-+IHE 155 NE [NE,NE] 0.54
=50 TRAIEAEE | 164 |22.11 [17.08,29.67)| 10.39,0.74]
<1% N-+ID: B 123 NE [26.45,NE] 0.74
° NHRH 117 | 23.46 [13.01,NE] [0.52,1.06]
1% N-+IDE B 155 NE [NE,NE] 1.03
=0 Npag | 171 NE [NE,NE] [0.72,1.48]

RN EB3mg/ kg R T = RV~ 7 GEET-HEEZ) 10 Img/kgZ [7
338 [ R BR Al M i L 7212, =R~ 7 GRETHERZ)
1MI3mg/kg % 258 [ B & C R L L 720 IFREG I BV T,
ZANI T GEETFHEZ) 2mocxs L, Aflid=Rr=7
;iﬁ{i?%ﬁiﬁi) DFGHET 253055 U E ORI & BTG 2 B
Gl 7z

% NEHEEARE

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

(300/313%1) WCRITEH A3 b7z E R EIMEM I, T

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

(112/313%1), %9529.1% (91/31361), H.[28.1% (88/313%1),

AST E5&, HIRIRBEREIK TAES16.3% (51/31361), MEH:16.0%
(50/313%1), BV 8—XIE14.4% (45/313%1), PAIN13.4%
(42/313%1), KI4£13.1% (41/31361), PR EBIREZZ12.1%
(38/313%1), W-WLA#ELL.5% (36/313%1), UHJm, HUIRIRAERETT
HEREL10.9% (34/31361) THo720 [5.2, 7.350]

GRABYIBRATEER (8751 O B iR

17.1.5 ERFHEFEISEIMEE (CA209214558) (BFRAKRE)
AL 20 A TR 06 D S AT S i A8 P 0D 3¢ F Sl e 260 W Sl M o F
109651 (HARNEBHE2H % &L, =RV~ 7 GEIZTFHIEZ)
PEA (N+IBEH) SBESS061, A =F = 7HE54661) ZRRIZ, 2
SF =T R LT, N+IPFHBE AR E R O & % et
L7z, TEFMGEE TH HIMDCT) A 7 43¥iIntermediate & U
PoorV) A 7 8% (N+IPFH#E42501, A =F = 7#E42261) 04
AL (R il [95% A5 X [#]) 1, N+IPRHI#E CNE® [28.16,
NE] » H, A=F=78T25.95 [22.08, NE*] » HT» D1,
N+ G IE A = F = 7R LRI A ICA B EEE R L
72 (N — F1£0.63 [99.8%E X [#]:0.44, 0.89], p<0.0001 (&
Mlog-rank#ksE], 20174E8HTHF =% 7 v v+ 7) 7,

10

09 —a— =RV T
08 - —6— AZFoTH
07
g 06 oo,
F 05 MMM
o
03
02
0.1
00
0 3 6 9 12 15 18 2 2 2 3 5
at risk AR (A)

=RV TOFRRE 425 399 372 348
A=F=7H 422 387 352 315

332 318 300 241 119 44 2 0
288 253 225 179 89 34 3 0

X5 : Intermediate . UFPoor!) A 7 #0445 W o Kaplan-
Meierflif# (CA2092145K0%)
0 ARHN M Img/kgd =RV = 7 (GEZFHIIRZ) 1M 3mg/kg#% [ H
V23 I B CAm B Lot =R~ 7 (BETHERz) 1
[ 3mg/ kg % 230 [ [ B C RO EHE L 720 EHI S5-I B W T,
=RV T GBIETFARZ) Z2RMICES L, AFl=FKr<7
;f%éf;?%ﬂ#@i) DY GHET H 5305 L Lok = B THS- % B
5] Zo
*7: International Metastatic RCC Database Consortium
L NEWEEAE
REIHB=ARN =7 (HIRFHIEZ) EOFHES S 17293.1%
(509/547%1) WZEIEH 25380 & N7z F 7 BIEH &, 857
36.9% (202/547%1), %9 HERE28.2% (154/54761), T H#i26.5%
(145/547851), 389521 .6% (118/547%1), TE019.9% (109/54741),
VY oox— B HIN16.5% (90/54761), HAR IR B e AL T RE15.5%
(85/547H1), F#14.4% (79/547H1), BIRIHT13.9% (76/547%1),
BHEL3.7% (75/547H1), EJ)E13.2% (72/54781), 7 X T —
EHIM13.0% (71/54761), ALTHEIN11.0% (60/547%1), MWiiH:
KOV HUIR IR BE T HEAEL0.8% (59/547H1) F ONASTHIAN10.6%
(58/547%1) TH o720 [5.55H]
CABYIBRTREELETT - BROBEEY1 /70751 M AREM
(MSI-High) &H7 33 - EiFE)
17.1.6 BHEE2MHEER (CA2091425K8%) (AR S)
D7 VL) IV ¥ RIUEREE A L@ 4 T I5F X
A T IRERIE R & & G ALEREERE O B Y B
AFERAEAT - HROFHE~S A 7 04754 bARREM (MSI-
High) X33 A~ v FBHEKIE (AMMR) 243 288 - B
R & G, AKE =R~ T GHETHIRZ) %20
PG, REFFMEE T 2 EM%E (RECISTHA K5
A Y1 MU HED RBEFEEERMHEC & 5 CRIIZPR) ORR
X, 54.6% (95%EHHX M : 45.2~63.8%, 20174E7H6H 7—%
Ay vET) THolz



o4 0 AR (CA209142785%)

B (%)

554759 (CR) 4 (3.4)
#5285 (PR) 61 (51.3)
% s (SD) 37 (31.1)
# 17 (PD) 14 (11.8)
Al RE 3 (2.5)

M ARAILE Img/kgd =RV T GRIZTFHIRZ) 1EI3mg/kg# 7] H 12
S WA CAM R EE L7228, =R~ 7 GEETFHIRZ) 10
3mg/kg % 208 M W bE C AT e L7 PRI GREICBWTIE, =R
V=7 GBI TR Z) 2RSS L, RAlIZ=KVv~7 (Bf=
TR Z) O T 5305 U EOREE BTS2 PG L 72,

RHEDB=R V=7 B FHIEEZ) LS S h7273.1%

(87/119%1) \CEIEH i BN Tze EREIWERIL, FHI21.8%

(26/119%1), 5717 .6% (21/119%1), Z 9 FEAE16.8% (20/119%1),

F8#415.1% (18/119%1), ASTHINN14.3% (17/119%1), H KRR

PRI T ELS.4% (16/11961), H.(\2.6% (15/11961), ALT

BN11.8% (14/119%1), H KM% e THEREL0.9% (13/119%1)

M OFE510.9% (13/11961) THh - 720

17.1.7 EREHFESEIEER (CA2098HWERER) (fFAIRE)

(LA EAR GO GRYIRATE 2 MEAT - HROBEE~ A 7 0¥

74 MA%EN (MSI-High) X1& 3 A< v FEHEKHE (AMMR)

AT HREN  EEREEE3036 (HARNBH206 % 5, =K

V=7 GEfE TR BERT (N+IPE) 0820201, %f IR EE10161)

B, RIS ASERIR U - b33 (ICO)™ M A MR e L

T, N+IPFHBEO AR f O &% Meat L7222 12, FERAE

HT® % ek A b TMSI-High X 13 dMMR % 4 3 % & H)5E &

N7z (N+IPHHBEL71I6), ICCHESAME) (2350 ) % MR B A 421

W (pgefii [95% S HAXIE]) i HIfAT RS L, N+IBERREC

NE*3 [38.44, NE] # /], ICCH:T5.85 [4.37, 7.79]1 » I TH -

7o (V= F100.21 [97.91%5HEIX [:0.13, 0.35], p<0.0001 [J&

Mlog-rankBsE], A FAME (W) 0.0209, 20234E10H12H 7 —

Yhv b7
10
09 —— SRV TR
5] W 4 —-o— ICCH
N
07 )
i3 i
i 06 o
s K
W05 "
1 04 by
4 7
03 [
kN
02 =L
b — e — 0 — —®
01
00
0 3 6 9 I2 15 I8 21 2 27 3 33 3% 39 42 45 48
SEREAEAIR (F)
at risk#
SRV THMEE 1M 144 132 122 108 9% 92 77 64 53 42 3y 2 10 9 1 0
ICCHE 84 5 29 20 1 6 5 5 3 2 0 0 0 0 0 0 0

[X6 : kg I A fE A R O Kaplan-Meier fif  (CA2098HW #tER)
M0 ARAI B Img/kgd =RV = 7 (EIA TR Z) 118240mg#% [ H
VZ3E T TR CAl IS E L2k, =RV~ 7 GREETHIRR)
1181480mg & 438 i i B C i il L 720 BRI SR IC B W T,
SRV T (BIETHIER) 258G L, Ak =RV~ 7 (#
%;mmi)@&5%T#6%%Mﬁ@%@%ﬁwf&%%ﬁ%
Mg Fam Sy - R F— AN T T L - FFHY T ST R
# (MFOLFOX6), mFOLFOX6% NNy X7 #ELLidt Y F
YR TEOMMMEE, TV F RS YV R F— R ALY T A
A 2 5% Vi (FOLFIRD), XIZFOLFIRIE NNY X< 7%
LLidty F v~ 7 & of gk
M2 LSRR AR AR O BE LI B W CICCHIC T 2N + 1B BED
BEREAMGET 5 2 &1, ARBOBBR A TIXFEENTIER L,
REEEPcCERNO—2 L LB N,
13 NEIHEEARRE
REHB=FRN~=7 (BEETHIEZ) EoHES 2 N7280.0%
(160/200%1) (CEIMEM AR BN 7ze T REIETNIEZ ) HEE
22.5% (45/200f%1), TF¥#I21.0% (42/200%1), HIRBRBEGEET
JE16.0% (32/20001), 4EJ14E14.0% (28/20001), ¥ 5713.0%
(26/200%1), 589510.5% (21/200%1) , Bl'EFEHEA4210.0% (20/200
), ALTH#IN10.0% (20/200061) T&H -7z,
(UIBRTRE & 9T - BROIE/ kbR
17.1.8 EEFHFEEIMEHER (CA209227585%) (BrARS)
(LIRS ARIGIR DEGFR AL T2 S R ALK& #1518
DO CIBRAHE 2 AT - IO IR EE L, 1665 (HA&
NEEUBZ . =RV~ 7 GEETHIRZ) OHH (N+IPF
) MBES8361, 7 F F B & Lo (LA IESR3H) & R4,
LEHE AR IR L UC, N+HIPEHBEOA R OV 4 % M
L7219 FEFEMIEH CTd 45 PD-LIZEBIE 1%L o g (N+1
B EE39651, ALaFaeiliie3976l) (2B 1) B A EAE I (Hh el
[95%EMX]) 1, N+IPFAREC17.08 [14.95, 20.07] » H,
b C14.88 [12.71, 16.72] » A T®» Y, N+IPFH#
G bk o LA B RIER 2R L. M=
10.79 [97.72% 5 W IX [ : 0.65, 0.96], p=0.0066 [J& 5llog-
rank#E], 20194E7TH2HFT—% v 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 risk3 A ()

ZAV 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
X7 : PD-L1Z§3I251% DL o 447 R o Kaplan-Meier Bl fi
(CA209227585%)
REB= RNV~ 7 (@BIEFHIER) LRSS N2277.2%
(302/391%1) WCEIMEM A58 b ize ERREIEMN I, 55
18.7% (73/391%51), TFH#i17.9% (70/391%1), % 95 FEHE15.9%
(62/391%1), ¥5714.3% (56/391%1), HIRBRBEREMS THELS. 6%
(53/39141) , E#KIKIE13.6% (53/391%1), Hl610.7% (42/391%1)
VC‘&)O f:o
MR R & & Nie 225 72PD-LIFE B 1 %A O B (N+IHF
JHEELSTH, b9 RE18661) (12 B1) A4 (Fyefii [95%
EHEIX ) 1k, N+IBEH#E<T17.15 [12.85, 22.05] » H, 1t
FRPIEC12.19 [9.17, 14.32] » ATH Y, N¥F— KIL0.62
[95%1ZHFIX[1:0.48, 0.78] TH o7z (20194E7TH2HF =% F v
FET)o
HRFI M Img/kg 2 6 R B, =K~ 7 GEIZFHIRZ) 1N
3mg/kg % [F] H 2228 [ I C G L7z PR GRS BV T
13, =RV~ 7 @IETFAHEIRZ) 2ROICES L, AFIIE=Kv
<7 (BETFHIRZ) OG5 T2 53050 Lo MEE BT
HaRG L7,
KRB =HRKNV~<T (BT Z) LIRS SNh7275.7%
(140/185%1) ICRITEH 5@ b7z ERFEIMEM I, FH
15.1% (28/185%1), 9%5714.6% (27/185%1), 369£13.5% (25/185
B, BEHIRE12.4% (23/185%1), MEJIHELL.4% (21/185%1),
ALTHINN11.4% (21/185%1), V) /X—E#hN11.4% (21/185H1),
Z 9 FEHEL0.8% (20/185%1), ASTHINNI10.8% (20/185%1), H
IRIRBEREAC T AEL0.3% (19/18561) TH -7z, [5.9, 7.451H]
17.1.9 EEHFEFEMEHER (CA2099LAER) (BrAKS)
AL FHER G DECFRGAR TR VALK B G R 112
DU BEAHE 2 AT - TR OIE/NITiRE BE719680 (HAAN
B0 5. =RV~ 7 (BEFHIRZ) ROTTF 8
#l % & AL RO (N+I+CHF D) 5136150, 75 F
#ll 2 T LRI 3580]) A x4, b HEasiRE LT,
N+T+CHEHBE DA WM S OV et & e L2 M H
T DHEEAAWE Pyl [95%EFFIXE]) &, N+I+CHH
MCT14.13 [13.24, 16.16] » H, Ab4=##k#E T10.74 [9.46,
12.45] » HT&» Y, N+I+CHFHIR G 3L AR TR Liat
MICHRBIERZ/RL72 OV — F1H0.69 [96.71%f5 X [
0.55, 0.87], p=0.0006 [}&%log-rank#sE], 2019410 H3H 7 —
7 H }‘ j— 7)0

10

v A SN T RO R
’ O~ AL
08 A

07

06

% o0s
E
5
04
03
02
01
00
T T T T T T T T 7
0 3 6 9 12 15 18 21 2
at risk#{ HEAEEAM ()
SRR T ROALHREG TR 361 325 292 230 129 46 16 1 0
JiE 358 318 259 183 94 39 12 0 0

X8 : AAAr I o Kaplan-Meier s (CA2099LA ZtExk)

0 R R LT, ARAILIN I me kg% 6 R, =K<
7 GEIETHIZ) 1360mg% 3B M b, 7827 1) & Fx)v1
200mg/m? #H VKT 5 F Y1RAUC6 (mg/mL - min) % 338 ]
[ BET2H A 7 )V R L7z, AF LI Img/kg % 628 [H] 11 B &
=RV~ 7 GEETHIZ) 1M360mg % 33 [ [ b < ik
L7z
ek LR L TiE, AAINI Img/ kg % 638 [E b, =RV
<7 (#Efz A Z) 1m360mg % 3H M k@, <X ML ¥ F1
[81500mg/m? ¥ A7 5 F Y1E75mg/m> XiE A VKT 5 F 1
AUCS#7 L < 136 (mg/mL * min) % 33k T2H A 27V i i
WL 728, ARALNImg/kgz 6 HE K =K Vv~7 (BIaT
HA 2 ) 101360mg 2 330 ] ] b C RO e L 720
PR G BWTIE, =RV~ GEEFHERZ) 2RIk
L, KANZ=RN~7 GEEFHIRR) OR5#TH 5305 Lk
LoEE BTS2 BE L 72



F72, AbFEFRBE =RV T G TFHER L) SUEARA (KA

B2 FELTVREE) ORG#TH5305 U LolFEx Bwv

TG ZHA L7
KEDS=ARNV~<T (GHETHERZ) &7 95 F8H 2 &b
Fk L OG-8 47289.9% (322/358%1) ICRIVER AT 5E0 &1t
720 ERREIERIZ, 20026.3% (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
Bll), IR 15.6% (56/358%1), HIIRBLEERELL T3 14 . 5% (52/358
Bl), WErE13.1% (47/35861) TdH o7z, [5.9, 7.45H]

(UIBRTBE &2 1T - BROEMMES R
17.1.10 EREH£FEEIMEFER (CA209743:5) (FrAKRS)
(LS FRL R IR DY BRAHE 72 LN b K2 JE60540 (H AR N
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