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3 HAMEHEO BRI ) B EFEIZ DN T
(2) L r7 ¢ 75 10mg R OVESE 20mg
O AWFZ (2 BIPERE 2 S 2 @BHEEEE] CHVYL5E
L PRSI RICEE T 2 EEICBNT, [T roF 7 v
ﬁﬁﬁfmiiﬂiT//ﬁf///H KNI IC
ﬁﬁ#ﬁé&w%é%%%\_hb®%%#&§ém1wé
BEEKRGT 2L, | TARARLGICED eGFRMET T2 2
ERHD LMD, eGPR A3 26mL/min/1. 73m RIH O BE T
URT ERFT v NeBE LT BT, ARG OMESG4EE
VRIS 2 b ) ROV TI7 BER RS | OTEONE 2R L,
EARERBRICHAAN SN EF O & (REE, P, B
HE. TVT RS Ay CEME L BT, ISR AR
THIE, | EERNTHLOT, FHHIZY - T+ E
5Tk,

@ AEFORERCHARICEET HEREIZBWT, [1ong §E&
20mg $E DAY FAIFGEVE TR STV 25 20mg T 40mg
ERETHRCIT ong SEAFERHLZNZ L, | EEATWAED
T, RS> TR ET A L,
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Ty UERBEREERL T AT v o T F RS
FICLDWBENE S WA EIRE, ZhbDFEANRE SH
TWHEHFIIRETDHZ &) TARAEREITLY FR ME T
T EREHDH T EN D, eGFR 23 256mL/min/1. 73m2 A O BE I
. VAT ERXT 4w NEBE L LT, RARG OGS
fEEIHE A2 b RO TT17. BRI OEDONE % 7
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1. iZUdic

[EIES OGN « LRMEORELRO T2 DICIE, IRFSCEFICE SV B B3R D
bid, SoIC, IWFEORFHENOEARC L0 | FUREIRG 72 & O FH0 72 51 E I
IPEELPARENDIH T, 20 OEER & EICVNEZBE RS 2 2 L 0REO
MR L e o TR Y RFMBGEE & SO AT #2016 CERL 28 42 6 7 2 H MERE)
CBWTH, BHNEESEOEHOREHEER XD 2 & ShTnd,

R SRS, REEH R T 1 7 7 A VBB OB S A S c R
RHEZERBHDL, ZOD, AR OEEMEICET HE RN H0EET S £ ToM.
WVHERLOBEEHR T D Z EPMBEN 2 BZ K L THERAT 2 & & b, BIfE
FRRBL LT BRI Ikt & A Z L AR e — 8 O B Al - 3 PR B T fE A
THZENEETHD,

L7z o T, BHA RIA 2T, BABEESC 2 E TR LA TV HIEZIKZR -
B RS & | LITOEER Ol 0 2 #2850 O EREN B X
FROEEFRE T,

E. ARTA BT A L iE, MIATBOE NESE R R GRS A tEEEA R
REGRIES 2, —EE N A ARBERARIES . RrEdREANEENE A A AR N2
RO AL IEN B AR T2 O A0S SR LT,

KB ERAERS 7T X~vT (BEFABL)

HEERBMETIR © GIBRAE /2 M HE

RLLROMERTNE « 2hngtd
7TV VAT (BIn B Z) OFERSRIT 60 25T TR
THEHE L, PG OB BAF ThiuiX, 2 BEIHUREORE
W] 30 0[] & CHIAME T & 5,

CIBRAHE 72 i e
HNVRT T F ROy U Z R EDFICBNT, @HF. %
NZWEZT7T 7V YV A=7 (EfaFEfz) &L TI1E1200mg & 3
T R TR EET 5,

g R 58 ¥ K - MRS




2. AHIORK, 1ERBF

TFYY X7 (B ) CIT. TRAL 2w 9,) 1E, KIEO Genentech, Inc.
(2 & AR X 7 programmed cell death ligand 1 (LA, [PD-L1J &9 ) 1249 %1%
a7 Gl UIgGl) 727520k Met 7 7 a—F bl Th 5,

CD274 (PD-L1) &, AEMIZEBWTHRIRTAMFIZRE L TR Y, kL7 Y
YRR (T M, B MR O T = I 43 7 —T #MilR) 25835 CD279 (LLF, IPD-
1] 2v9H,) ROPCD8O (B7-1) &fEE L, MEINVELZACHIET L2 LEZLNTND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24),, $£7z. PD-L1 i%, fE4 OffE
EAPZ L TV A 2 L (Cancer Immunol Immunother 2007; 56: 739-45) 73445 X4
TV, PD-L1 & PD-1 4 L7oiR8Iix, IEEMIRA PR RAY e T M) & DR BREE
ZEETOHEFEO—2E L TEZLN TN,

AAE, PD-L1 OHIfasMEIRIZHEA L, PD-L1 & PD-1 £ OFFEEET 5 Z L&
L0 BAHURRRE T e oMIQEEEHEA R L, B OB M+ 25 LB 2
HILTWA,

IO | AFNTEEEEI T 2 eI 20 5 b0 L iF S,
Mol R bR & LT BRIRa iR % 326 U, Aok, Lal ) CRAMEDSHER S,

AAN DA IS OB DGR RISIZ L 2 RWEM SR & b bt EEITLTIZ
ELAREMNEND L, RAIOES PR OBREGZIZIE, BEOBEZ ToICITV», B AR
D HAVZF AL, BB LI B BUT IS U7z S A e ek & B A RO IR Al & g L ol
SN2 BER W ATV I DR SUSIZ K D RIWER N s 5 56 id. BIRRES
T RO G EDORGIRLE 21T O BER D D,



3. BEEREGE
BB BE 72 BRI O AGGRIFIC R 247 - 7= 72K B O & £ 7,

[H5hE]

N T FREEAREER  (Marble 35R)

(CEFIEIEIR D 20 BB RE 70 i Biges B 38148 ) 2 5f 4202, A 1,200 mg, A /LR T 5
F RO Y & XL O G HER G- DA R O et 2 T 5 5 AR & i

L7272,

AREBRICBER SN 48 Bl 2 B0 s L, TEFMIHEE Th 5
RECIST ver.1.1 {2 £ D < B HICHEIZ LA BROMR Q024 FETH6 AT —X >
FA7) TR 1OLEY THY | FTEIRO S%UEHEX MO TR, FaicseE LBl
ERhH (30%7) & L7 (F 1),

*1

*2:

*3

- OARTBIANFAT - BORRURIL A RaRe LM 3HIT, Va )OIV 1 & B S lim R s, X 0@

I T - B RES OBER O MR B E 35 & Lz,

AAI1,200mg, H AR T F 2 AUC 6 mg » min/mL Y &KX 7 U # X200 200 mg/m?® & 3 i

MR G, TQ3W] X)) T4a~6 MEE L% (BSMECTIYEAOFIRNC L o E

7o), AE 1,200 mg & Q3W T E L7z,

ALSEFRVEIE O 72\ O BIBRARBE 72 M BRE D3 A b 5 & LT BRI /BRI R 124341 5 CBDCA/PTX

LK CBDCA &7 ALy & ORFAKGDOREDFEN 21.7~359% Th oo LG IR TH
Z L (JClin Oncol 2011;29: 2060-5. Ann Oncol 2015;26: 363-8 &) #5%(0, MIEENERE 30%

L7,

#1 REROBREOEDE

(Marble 3B, FOMEMTHS. RECIST verl.l, E&FRHUE, 202457 H 6 BF—& by bA7)

B L Bl (%)

48 #
CR 0
PR 27 (56.3)
SD 20 (41.7)
PD 1 Q.
#7%) (CR+PR) 27
( 7@; [95%c1*] (%) ) (56.3 [41.2,70.5] }
CR : e840, SRy ZEh, SD : Z0iE. PD : ¥EEBMELT. Cl: 2K

* . Clopper- Pe"lrson (2:



[Z2&tt]
FEINE TARERARAE (Marblesti)

B EFGIL48/4861 (100%) . INRIE CRAI, WVRTTF oI 2 Y 2xv0) &
DR BEBE N EE T E RV EFEGIT48/48% (100%) 1258 B, BEEN5%LLE
DR L DRBEBER/GE TERVWAEERRIIR20 LB Tho 7z,

2 FEBER %L EOBRE L ORRBERSATETI RVEEER
(Marble 3B)  (REMMENT X EEH)

BEEHINSHE (SOC: System Organ Class) | AFH LB (48 #41)
HAGHE (PT: Preferred Term) 4 Grade Grade 3-4 | Grade 5
(MedDRA ver. 27.0) B8 (%) %R (%) H% (%)
B L ORBEBMRDEE TERVEAHFFER 48 (100%) 36 (75.0%) 0
PR RREE 42 (87.5%) 2 (4.2%) 0
AR = 2 — o X — 42 (87.5%) 2 (4.2%) 0
RS 4 (8.3%) 0 0
FEJE B & OV TRk E 42 (87.5%) 10 (20.8%) 0
IHZBNE 40 (83.3%) 0 0
IR INIIR SN2 19 (39.6%) 6 (12.5%) 0
ZIHLIE 5 (10.4%) 1(2.1%) 0
SIERRPLIE % 3 (6.3%) 2 (4.2%) 0
TFE - RISHFR R 2R 3 (6.3%) 0 0
35 3 (6.3%) 0 0
BIpEE 41 (85.4%) 2 (4.2%) 0
B 26 (54.2%) 1(2.1%) 0
L 20 (41.7%) 0 0
U A% 13 (27.1%) 0 0
7] 8 (16.7%) 0 0
(4R 4 (8.3%) 0 0
MR L) v SRS 39 (81.3%) 19 (39.6%) 0
. 26 (54.2%) 1(2.1%) 0
Tef BRI/ E 19 (39.6%) 13 (27.1%) 0
FEFEAT TP ER B 11 (22.9%) 11 (22.9%) 0
I MR RE 3 (6.3%) 0 0
B R i 3(6.3%) 2 (4.2%) 0
i PR AR A 38 (79.2%) 28 (58.3%) 0
H il BRE R 22 (45.8%) 14 (29.2%) 0
i P EREE D 18 (37.5%) 14 (29.2%) 0
TI=rT ) T AT 2T — BRI 13 (27.1%) 2 (4.2%) 0
iR % 12 (25.0%) 2 (4.2%) 0
TARTENET I ) N T AT =T —BHI 11 (22.9%) 0 0
U L SEREORD 8 (16.7%) 5(10.4%) 0
y = NWEINNT AT =T — YN 6 (12.5%) 1(2.1%) 0
M2 V7= A 5 (10.4%) 0 0
M7 U7 F ok AR % —E 80 4 (8.3%) 2 (4.2%) 0
7 3T —PHIAN 3 (6.3%) 2 (4.2%) 0
M7 ah kR 7y 2 —EHhn 3 (6.3%) 0 0
e UL e R 3(6.3%) 0 0
—R% - REIEEES L OWE RO RE 30 (62.5%) 1 (2.1%) 0
e ek 15 (31.3%) 0 0
FE R 10 (20.8%) 0 0
W 57 6 (12.5%) 1(2.1%) 0




FERIRSTE (SOC: System Organ Class) AH B 55 (48 )
FLAEE (PT: Preferred Term) 4 Grade Grade 3-4 | Grade 5
(MedDRA ver. 27.0) BilE (%) BHlE (%) BilE (%)
KRR 6 (12.5%) 0 0
R L URERE 25 (52.1%) 4 (8.3%) 0
RHKBUR 18 (37.5%) 3 (6.3%) 0
77 2 o ME 5 (10.4%) 0 0
& N Y 7 A fsE 5 (10.4%) 0 0
i R Ry N ¥r 4 (8.3%) 0
ME s R L O G aRRE = 17 (35.4%) 1 (2.1%) 0
BTG 13 (27.1%) 0 0
5 A 7 (14.6%) 0 0
eI R BEERES JL UM R = 16 (33.3%) 0 0
Leo<d Y 9 (18.8%) 0 0
Ao 5(10.4%) 0 0
P A 7 (14.6%) 1 (2.1%) 0
HH PR AR RE K T 4 (8.3%) 0 0
B, WmER L UMLE S f 4 (8.3%) L (2.1%) 0
TEALRE 5 BOG 4(8.3%) 1(2.1%) 0
B LUK 4 (8.3%) 1 (2.1%) 0
EAR 3 (6.3%) 0 0

ek, ARAPEGHNZ B TRIEMERZER S # (10.4%) , FFsREREE - T2 - A b rERa
BR8] (37.5%) . KBk - EEOTHI S (16.7%) . LR 3 H (6.3%) ., PyiskEsE
(R RS 4 6] (8.3%), mIBMEEREE 2 6] (4.2%)). MhFEE (¥7 . - N1
—JEERE B te) 42 B (87.5%), HEDRIEIEE 8 #il (16.7%) . BHEGERE (RS
RVEMERERE) 1 # (2.1%). 5K - HEUmRRAE 2 i (4.2%). Infusion reaction 5 5
(10.4%) . GFHERECD -« FEREAT FERIBUE 32 1] (66.7%) F8D Lz, £7-, 18
PEIRIA . W EE (BT | M - BEIREK - FHR, HEMEDIE, L)
K, MERE SIEMRE, AR/ RIBUDE, g m, LB - OFERATY - L2 v
W —T R OVBEIME 1 T3R D H Ve dn o Te, AREIMEH BRI LB S5 (5 AR kA i 5
WhET) EELERNRETRT,



4. WEFRIZDOWT

AR OF G- D@8 7 EE 22 - FE L, AFloORG I c LY BEELREWERZRE L
BRCATIET 5 2 ENE R T2 LT OO~QO 9 T EH 2 RSBV TEHT %
REThHS

@O HEHIZHOWT

@®-1 FRED (1) ~ 5) OWTINCEET IR THDHZ &,

(1) AT REN G ET D05 A BREEILSRBE S (B0E A RS A BRI ALR
Be, Hi s AR FEHE LB . HUIER S AU el 72 &)

(2) HERERERE

(3) EERFREIFENIEET 5 B AR (D AZEEER EREE. A DR
E IR, 25 AR 2R &)

(4) S HALFRIEE AR E L, ARIEE L RIE2RE 1, S RIS L PR LSk 2

SIS AR FHER R 3 ORI AR B B 21T > TV B MR
(5) HUEMEIEE A7 & BN O fE s R AR B B 24T - T B ik

(JZW%EGM$%E&U@¢%%ﬁﬁ®ﬁV Tk & R A FE O R (R
DWTIPITEEE T DERM) 25, SUZEROARCET oRROREE & L TARES
NTNnnZ L,

*

PR FF S 2 2 FEOAIHE 2 (& T L7112 5 4FLL E oS ATRE D ERRMHE

EIToTWA 2, 95 2L Eix, BASEYEEA T L UBRRER T O

BEET-TNEI L,

L AfifnRF US4 2 (FOAAHE 218 T L% IC 4 UL EOBREBR 2 F/ LT
L2 8, 96 3ELL R, EEMEREE O A A SR IE A 5 DR e o O i

FAHE #1T> TWnWb Z &,

S i US4 2 R OMIHIHE Z1E T L7212, BSEMERE O 2 ARk

At S ELL OISR %ﬂfwﬁﬁ%ﬁo\mé;&

@ BRADERLEREEOMEHNZOVNT
I REBICEFE T A EEE S S, BRI G OFRERD, Aok - &2
e £+E’Jfﬁ§&®£f$&ULEﬂ5% IR HIE IR, AFEFEVRBAE LG E ORE
¥, ENECOHITONORHINE > TNE Z L,



® BIER~DOISIZHNT
@-1 Mz A BT %

FEMER S OEERBIERN A UZBIC, 24 RRERZEESIO T, Mzt X
FREHE IR I BT BB L BIPERCS U CABRE P O CT F O RIEH OB 24
BIMADKERD Y AP LI, EBITHS W REREHAE - T o Z &,

@-2 EFHREEFR L DAEFSSISCET HEE

AR HEED 2 FP 7 JIEE K MR RER AT A IEREEE DEER =42 ) v 7
BEEOLERDOAZ ) —= 72T WIEIRIE EEH 2 A T 57— AEFEGA
EENTNBZ &, B, BEEEIZOWT, ZABRE L ZOFKICHFICBmEh T
WAHZ L,

@-3 EMEM ORI 2B LT

RIVER (RVBEMERTZRE., IPEEREREE - T4 - BLMEIRE 2%, KIGZ - HE O T,
2. 1V BBEIRIE . Ny isfsss (RURIRBERERE S | B TRABIR S . T HE(MRBIEE) | MK -
BERR R - FFpER, MhfkEE (F T« NU—EERELGL) . EEMBEE, EEO/K
RS, BRET (RMEREMEBRE) . Bk - BMAmRAE, Ok, LEkEaR
JEWGSRE, SRR PRI /MRS E . Infusionreaction, EILEE I, (LS - LFEWETE - L
K R F =7 AUFRES RO S QPR . PR R EREAE) | (B
PV DRYYESE) 124 LT, Yk ST B EF B ORI 4 A3 5 [Ehil &
HHEE L (RUEHOBZERCRIGIZE L THREROXEZZ T 0N 5/ H D T L) 1
HISEY) 2R ALE N TE SWHINTE- TN D Z &,



5. REXNBLRDBE
(A bz BT % HH]

@®

@

(%

YIBRARBE 2 AR R RV T, AR, WAVR T TF ROV ) 25w o (A
B OFENTESNTND

TRUZFE ST 2 BE 3T 2 ARKFN OB G K O 5 IEIZ W TiE, AFI 0Bzt
MESL ST LT, RAIOERGHG L 720720,
o IiTRTAEBhEYL

(2B 5 HE]
T _Méﬁ‘é BE OV THAAOREPERE SNTWL Z b, &E5217
DNz
o AAONGI LIRBEUEORAIERED & & BE

BRI ORI BN T RIS T 5 BE IOV T, AR O 5T HRE 2y

D MDOIRESEPRIB D R WEEIZRY | HEICASEZEH T2 L 2ZETE 5,

o MEMMEROEDX i%@Eﬂiﬁ@&)é BE

o JAEE{G R A CHRIE R AR O 5 B KCONE B 0 HH Rl 2% R0 gL Fit 2%
D RIEHEZAL 3 72 %ﬂé%%‘

o BHCOREEROHDEEUTEMERA L ITHEBEEO B iR OTRE
D% EE

»  ECOG Performance Status 3-4 " @ #E

&1 BCOG @ Performance Status (PS)

Score
0 L M NEITE S, BN E [ U HEERSHRA T2 5,
1 PRI ZIE U OTTENTIR L S B 28, BITATREC, BB - TOEEITITH) 23 T& 3,
Bl - VRS, T
2 | BIRETESOEOMY O 3T S TIESERETE R, AT 50%LL ISy FATEH I,
3 REFIZEDSDHFORY O L LaTERy, B 50%LUEE <y RARF Tl
4 LT 2, BOOHOEY O L1Ie TERY, BeIIAy RPFF T D ah.




6. HEUZBELTEETREEE

O W SCEEIIN A RS IR EE DR 2 @RS I IS & ARHK 0 Rt M OV A
HO7 OB RERE T LT o5 2 b,

@ REBMBICHNL S BE U OFIRICE IR OERIEE A L, FE %174
ThoRET 528,

@ FREMWEAD~FR Y AL MZOWT

L

MEMMRE BN S HbND 2 EBdH D DT, AFIOBEIZH 72> TIE, BEEIE
e (PRI A, ik, FEEAE) OFERR S O X R O RS, B A 5y
IZATH 2k, Flo, RBEIZR U TR CT, W~ — V1 —F0REZ £+ 5
&,

AH|OPEBITEE D infusion reaction (2 2 CEAMFC oD TE LU
B xAT > 7= L CBgA U, RAIER G R OARAIR 548 TR Z A % )
ET A%, BEOREL 0 C8lEZ9 A2 L, 7235, infusion reaction Z 75 L
THEICIE, B2 TOBWER ERNRERICEET 5 E TEREE +oBET 5 2
&

FrRerEE, R, BEINERR S bbb ZE BB DO T, AElOk 55
BERT KX OG- @ eI i se & (AST. ALT. v-GTP. Al-P, t'V
NECEOWE) HERTH L,

FURIRISREREE | BB R E R PRI EEENH LDONDLZ ENH LD
T, ARFI DL 5BIEART K O 5 A P EIRIC NS R A (TSH, W8
T3. #EEE T4, ACTH, L o — VS olE) 2Em+ 52 &,
AFNOPEHIZ LY WEORERISISER T 2 25 2 5Dk 2 IR BRI RE
BhHLOLNDZ ERHD, BEFPRBDONZHEEITIE, B L-FLRIILN U
B 72 ENG & R A RO AT & s U CIE e e i R A2 1TV IR O
BOGE X HEWER R BRI 255100, RAIOKRIEOTH L R OREIEEF
NEHOBRGELEBRET DL, 0k, RIBRERLVEOREIZEYENE
FHOUEEDGRD S RWIGE T, BB R /VE o LIS o syl & o8 n
LEET D,

B TH%, BRSO AR L CRLRITERNEET 5 2 L RH AT,
AHDOEERKETHRIZ SRR ORBIC 5 ICFEET 5,

1 AUBEIRI (BE | BUBEIRIE 2 &) 23d bbb, BERWMES, hT7 v K- A
WCEDLZERHLOT, Mg, Fl, RHFEDOIEROFBBRLMEED LI+
SERET A&, VEERE N RN 2SS IR GERIEL, A AT 8
K OB GEOWEI AL EZITI Z &,

@ Marble REE Tl HEHBHES 24 BE T 6 ABIBIRE. 25 @LL%E 52 BETIE9
WIS, LT 12 ARME A ORI EIT> W22 E BB, K
B 5L E BB TR OMREZITH Z &,

10



