HA KGRI 0821 5 5 &
S 2 48 H 21 8

#oE R
| P B T R E

i |BETER () & B
o8 K

JEAE TR AR - AR R A R I SR L R A B R R
(&~ A& # )

T 2= T (Bin AR R) RAIOREEHEET A R 71 >
B RE) OIERR AL T 2 b= 7 (Ein -z ) BE o
B HEE T A B Z A > GENIRRE) O —#giEIZ >N T

TR P BE & S D FAR T #2016 CFpk 28 4F 6 H 2 H BRI E) 128V T,
HHTREER S O O {bHEEEZ XD Z E 0N VIAE N L EZF T,
PSR L A B S e B (SR B o D IRl FHHEE T A R T A v & 1E
KT HZ el L TnET,

S, T ansSuwT GRIE ) 8K (REA - A X7 4 oV s
1 120mg K ONALSTE E#E 500mg) (22T, /NfE i okt L CEH T 2830 %
BREHZ, Th2hBIRo LB R RAHEET A R4 L LTRY L9
FLEDOT, ZOHERIZH > TEI ATA RTANTOWVTHESNLD LD,
BN O EFHEEE N OSSR R 2 B mE BV L E1,

Fo. Tal w7 (B z) 852 I/ N il ok U CfE
BEEOHBEBRERIIZOWTIE, [Far =7 GEGFHEBZ) 850w T
HEET A N7 A > GE/NRaiiE) O—HEUEIZ >\ T (CERR 30 4 11 H 28
H AT SSRGS 1128 55 5 BIRA T @A 3K - ATEH AR EIE L F A IR R
W) XV RLT&EIEZATYT,

Lot T anNwT BETFHEEZ) WA O SCEOME T FoEE Nl
OOENTEI EEEREZ, UETA RTA4 0%, IO BV SHIEN-ZLEL
DT, EENOEREE L ORI MERBECLEY, 2B, &k



BOFEERHEET A R T 14 1%, BIIRSBDLBY T,



TS

He N e D S WA IHEE T A N T A L OSGET AT Of IH &)

EElh IH

Y=Y (A ERD) Y= (BVH AR EBHIBR)

TR [ 2E] 7= [ZapE]
EIBR AL 2 AR  (PACTIFIC 3XR) [EIFEIL A S MARFER  (PACIFIC 5R)
(%) (%)
I, ARFBECIBWNT, MEMERMES GO R B, AAIBECIBWT, FEMERMZER Ol ik
i 2 ate) 66 61 (13.9%) . FRAREEELR TIE 50 Jiilig2 2 &de) 66 61 (13.9%) . FRAREEREIS TIE
i (10.5%) . HURIREERELHERE 33 5] (6. 9%) . T 50 151 (10.5%) . HUIRERBERETTEESE 33 5] (6. 9%) .
FEHERESE 20 31 (4.2%). infusion reaction 8 f4 JFRERERESE 20 5l (4. 2%) . infusion reaction 8 {3
(1.7%) . RG22 6] (0.4%) . EE O FHF 2 4 (1.7%) . RIEZ 261 (0.4%) . FEE D T 2 4
(0.4%) ., BFEE (REMEBERSE) 1 4 (0.2%) . (0.4%) ., BEFEE (REMEBELRSE) 1 4 (0.2%).
1 ADEEPRIE 151 (0. 2%) | EIFEHEREREEE 1 451 (0. 2%) 1 AHE RS 11 (0. 2%) . BIFEHERERESE 1 451 (0. 2%)
DR BTz, Flo, TR - BUBUHBARIE, (LD MBSO BT, Fio, Bk - BEBUHBARIE, L5
K, BEIEMEESE, TEAMEREREE, #RER LD K. BEIEMEEIE, TERAMREREE, #EX LD
o L RO PEERBEIR TR O B vz o 72, o L N PEERBEIR IR O B vz o 72,
ARIWERFBBLR DB EFRR 2 5 OB R LR RER R BLRDUI R E SR 2 5 ORI R A R
R 0

8 _— 8 _—

WEE% Iz >\ T
1 FRED (1) ~ (5) OWTNNITEEYT
figk THDHZ &,
1) EAFBRENEET 20 A2 EEILS

ZN
‘g—-
)
)
%)

(




JEBEE (ERIEIRFUR 23 A ieEL BE L R e
Mg 2 A RSB EERL SRR, MRS A SR
Hbt7e &)

(2) FrESRERRT

(3) #EAFRAFERIEET 203 A HCE R bt
(D AZIEEHEREIRPT, AR
TIIEBE. D3 A e B HERE R PE 72 &)

(4) HRAFERIEEZBRE L, AR EEE
B SUTASRALSEEIE N 2 O fii gk FE I
D JEHEIT> TV D ik

(5) PUEEMEIE B AL 745 BN O i 5% FEVE 1 2R
LIEHETT > T D fiEk

TS (BB DS A2 HE ISR e |

MU 3 AU T2 B R R e . MR AS AR R
SR &) Ok 3044 H 1 HHAEaL - 437
ﬁk‘! =Ju )

(2) FrEMEREMN R —CERe294 6 H 1 HEEH -85
;lj/r B =Ju )

(3) #EMFIRAFENIEET 203 A2 HE L Pt
(DAL NPT, 2 A 2R
TR, D3 AR HERE R e &)

(4) HKRAFERIEEZHE L, SR EE
B XTI KA FAIFRIEING 2 Ofask LI
125 JE 21T > TV B fifi RO 284F- 7 H
1R 2540 FaE)—

(5) PP AL & BRINRE O M st LI fR
%@ AT o T B iR — R
AL 1290 FaR)—

9 <=y

AITER ~ORISIZ DN T

1 Ji s (ARl (2 BE 4 % 2

AVEPERfIZR B OBk 2 2 de) FOHE R
RIER DA L72BRIT, 24 BERIRZIEIAHIO T, Y4
AN R S B MR S BV T EHL L2 EIERIS
Jin CTABRE LT CT FEORIVEM ORI A%
IRRA DR RS B HICE L, B BTG Re

0 <—v

® EIEHA~DRIRIZ DT

@1 fagkdilic a7 5 Eif:

MMM (RO Rk 2 2 ) SO EE
PREIWER NI LB, 24 RS2 AHI O T,
YRS R SO FEEE R R 1C 3L BB L - BIEA
I U CABRE L LY CT 0 FIEH ORI
BERBRAEOREN Y BHFITHEOIL. BB AT




IRRHIHE S TN D 2k
(®-2 W)

@-3 RITEH OZWr-extSIZB LT

RIWER (FREMERZEE RO iER 2 &) (1
Nz, IFEEREREE . NOWRES (FUR AR
R REREE . P ERMAMERERETE) | B EE . infusion
reaction, KGR « EED FH, 1 BBERPE. 5
K- BT EMARIE ., Ok, EIEME)E, K
P, MM RO PESREER %) IS LT, Y
REME R S B A B O B A AT D R Al &
HEE L (BEHOZEr-OoXc I L CTHE R T
BEZITONDIFMEICHD Z &), EHITHET /AL
ENTEDHEENRESTNDH T L,

REZRIRHI R HE S T D Z L,

(@2 W)

®-3 RIEH OZWr-CkH 2B LT

RIWER (FIEMERTR S CRO Bkl s 2 & )
[ZINZ, FPRERERETE ., WormwbEs (R aekE
. RIEEEREE, TERFERERETE
infusion reaction, KHGHZ « BEED T, 1 BbE
PRI, fide - MR RARIE, Ofidk. HEIEME S
SiE, BRI, S RO PEER B ) 1T
LT, ik X B ER R OBt 2 A1
HIEAMEEE L (RUWEHOZKORSIZE LT
BROXEEZZTONAFMEICHDHZ L) BHHIZ
W) 72 L E N T & DRGNS TS Z &,

vl =g
. B,

10 N—¥

5. BERGRLERDHEHE

(BB 3 5 1]

(©O. @ W)

@  ARANTE BRI RS MAERER (PACIFIC #5R)
IZBWT, SREMTT TR L TE
SEEIIE H & A7z PFS TN 0S O 23 1
AESILTCW D, 7272 L, BEEMREITE R T
IXHDH OO, PD-L1 IR L0 FEhER
BB EDRRBINDRERBGLNLTND
ZEms (P6&M). PD-L1 BILRLHEZRL

10 ~—3

5. BGG L bEE

[HZEIZB 3 % ]

(O, @ ")

@ AFNZEERLEFEIFERER (PACIFIC #RER)
IZBWT, 2FREMTT TR L TE
SEEIIE H & S A7z PFS TN 0S O 23 1
AESIUTWD, 7272 L. BRI 7T ¢
IZHDH OO, PD-L1 FEIRIC L0 GohER
HieDh Z ENTRBRENDMERNPE LN TND
ZEmB (P6&ME). PD-L1 IR LEERL




11 ==

e T, KAlOFE GO WET 52 &)
ZEFE LW, PD-LIFEBRN 1R THLZ &
DHER I NT=HBEFEIZB VT, RADOEED
WL 2 (W95 2 &

72%. PD-L1 FEBIRZ RS 5 72O D AFIOZ W

T~ ZF OptiView PD-L1(SP263) T 5 73,

T OS2 %2, PD-L1 THC 22C3 pharmDx
(4= XX PD-L1 IHC 28-8 pharmDx [# =] |Z
£V PD-L1 BELELZHR L, KK OREGOR K%
e sZ b TED,

(%)

(2P B+ % $H]

(@ %)

@ TRICHEY T 2EEFICHT 2ARF O G KO
i JFIEIZ DWW TR, RFI DL M FENL S U
TELT ., KEIOE GG LR B0,

TRIG AL PR BIEIEIZ L0 Grade 2 2L Eod
VMR AR (RO R il ok 2 &) D88
DR LT B

(%)

@ TRFERTOREICB VT FREICHE YT 5 BHE I
DWTIEL, AFIOFHITHESE I 2023, oo

11—

7o BT, RFOBG SO W&+ 5 2 L2
ZEFE LV, PD-LIBHBEN 1R THDLZ &
DR ENTZHBEICB VT, KFlOFEED
B 2 (B E (W95 2 &
PEs . PACHIC A B T S S PR e Bl
VentanaPh=l1LSP263) * Tl it S T D
. LT Ok E A2 2512, PD-L1 IHC 22C3

pharmDx [ 4 =] X% PD-L1 IHC 28-8 pharmDx [ %
2] \Z& D PD-LI EEEZMR L. AF 0L
TT%{}@J‘?—}S 9:7‘9—\“(%6

(%)
[Zz 2tk
(©) %)
@ TRICEET2BFITHT 2RO E KW
ER B OW TR, AR OLBVEDFHENL S U
TELT ., KEIOE GG LB,
FRIBHE FE R REIEIZ KV Grade 2L L
VMR fR (R BRI & 2 ) D8
BRSO OB
(%)
@ BRATOFHICB W T FRRICHE S T 5B HFIC
DOWNWTIE, ARFN OB HITHELE S 203, o

(2R84 5]




TRIERPUE D WG A TR Y | ISR A

AT 52 LE2BETED,
MR R (RO ER 2 &) Db
LREIEOMEROH HHBE (@Ii%
B LARWGAIZIRD)

TR A 22 W EAIZIR Y | AR 2 i

HI4pZLtaBETED,

- FEMERGER B (Rra il 2 & 2e) o
o5 BEIEOBEREO S 5 EE (DI
HY LR WGEIZIRSD)

(%) (&)
12 _—3 6. WHEIZE L TEET X HHE 12— 6. HREICEH L TRHET NS HH
(O~O ) (O~3 1)

@ FREWEHO~R Y AL MZHONT

o RVEVMEMIZRE (BB Z ET)
SbidZEndb0T, YIHER (Y]
Ao, PRIRINEE, ik, EEVE) ORER LT
s X AR A O FEhE S BlE 2 0127 9
Tl Fio, MBS UTRE CT. Mk
V= —EHEORELERTH L,

e infusion reaction N&HHPONDH T ENH
v . 2 [\ H AR O A 5-RFIZ 6 infusion
reaction N&HHLONDLH T ENRH LD T,
AF e G I V3 BB OREE 2+ 712
#5295 Z L, infusion reaction 2FR&
ONT-GEITEO R LEEZITO & &b,
JERNEIE T 5 £ TREDIREEZ +401C
WRT 252 &,

@ FEREMWERDO~RY A MZOWT

o RVEVMEMIRE OB AReRmilR S 2 & de) 23
bbb Z ENnbDHDOT, FIHHER (B
Oldv, PRURIAEE, ik, FEEVE) O
O X AR o0 S | Bles %+ 12T
5T &, Fio, HEZLUTHE CT, M
B~ — I —FORELEmT L &,

e infusion reaction NHLDLNDH I END
v . 2 [\ H AR O A G-RFIZ 6 infusion
reaction WdHHLONDLH T ENRHDHDT,
ARFN$ GRF I 13RI B ORREZ 4712
#5295 Z L, infusion reaction MER®
DTG AT R LEEZITO & & BT,
JERNEIET 5 £ CTEREFOREZ 4712
ERTHZ &,




(M)

HEIRBRBEHERR T | B PR AERE T L O T TR
REFRE DN H b OND ZENHHDT, K
Al 5-BR AR AT K OVse G- 31 ] Hh I8 RO 1S
N istERERR A (TSH, bzffE T3, WMk T4,
ACTH, if =)V F > — )VEEDRIE) Z4T\0,
BEOREBZ HDIBIETLI L, T,
WIS U TG A O I b 5 83
5Tk,

1 BUBE IR 23 & & odv, FERIWMES N7
K=Y RCEDZENHHOT, O, &
Lo, MRS OFEIR OFEBLLCMAEE O F5H-1C
THEET DL, 1 BRGNS
Gl A v A Y VR AR5 %D
WEIRNEEITO 2 &,

o HRIRIRFERERRE DS | RIS HRREREE L OV HIR
HWREEEZERH LD EBRHDHDT, K
3 G- B AR R K OV 5 ] e eI
FOR IR RERR A (TSH, EHE T3, WEHE T4
LEOWE) 21TV, BEOIRIEE +012 8]
BIHZ b, T, LEIZS U TR
For = NCTH- S D AR A — R A
FEOEMBZETDHZ &,

(%)

o 1HUNEIRIFN H B, BEREMES TV
K=Y RZEDZENHDHOT, O, E
Loy MEM2E DFEIR DO FEBLL MAEE D FF-1Z
THEETDH L, 1 BERIE N BT
BAICITE G L (R ) HFID
BHEOMY R EEZITO Z L,




RS

xEFERHEET A NT A4
T an <7 (BEFHEEZ)
RFTL : A7 4 I REBEHE 120mg,. A 27 4 v HTEEE 500 mg)
~ 7N B A O ~

S 248 A
B F A



SR/

AN S

XL DI

AFN DR, 1ERRT

[ PR B AR

MERZIZ DU T
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1. iZLwIic

P3G DB N - RO O T2 DITIX, IRASCEEIZEESW 2l E 206 23R 0
BND, SHIC, ITEORFEHFOMERRIZ L0 PUREIRG 72 & OB 72 5 E A%
FPEREDERINDF T, IO OERMLZEICNERBFIRMET 2 2 & B3RO
AR & 7o TR Y RIEMBGEE & O FAT #2016 (R 28 42 6 A 2 H EERE)
CRWTH, FERNEOHEHORE(LHEELZ XD Z &L L ShTWnd,

BORMERM T R IE, REERSR 2T 1 7 7 A VRBEF DO EE S & 5 )i
BiebZ bbb, 2O, HMEROVZEMICET 2 ERNH0EMT 25 F TOM,
WK EIG OB E LR 2T 5 2 EDRMRF SN BT K LTHERT 2 & &b, BIE
FMRFBL L 7B B et & & B 2 & DS ATRE 72— 18 OO B %45 7 97 = g RS <
THZENHEETHD,

L7z T RTA R T4 Tl BAFEBFEC 2 E TITE L TV 5 [EFHK ) -
A RN EED & | DUT O BRSSO feii 72 5 A2 HEHE 3~ D BLA s O B e i & %
FHR O EFRHERT,

R AKTA BT A %, MSIATBAE NERE G ERE R O AmAtHE AN AR
BRIRIE s, —MEENEAN A ARBRRNEHE S FrEIRERNEENE N A A2 & O
—MRFEETEN B AR ZR T2 DOm0 LR LT,

KGR LR DEIES A 2T 4 VAT 120 mg. A S T 4 VT ERE 500 mg (—
W4 T ol ~T (BT L))

KRG E T DA SUIIR ¢ MR/ N e Al

REERDMEROHE : AARPUEMIEEAI R O AR K EOfFHICEW T, B, A
T 2 =7 (BaF##z) & LT, 1E 1500mg % 3 8
MM T 4 [\, 60 LI LT CERERET 5, 0%, T 2L
N7 BRI Z) & LT 118 1500 mg % 4 JAFFIRE T 60
SYMICL BT TR T D, 72720, KE 30 kg A FOHBAED 1
Bl 581X 20 mg/kg ((KHE) &35,

Bl AR 58 ¥ E T A IR AMASH

(%)

VAT T T OBEEX AT E, HIEL O &

ZhRE ST« /INHE e fitides

FELROAE : VA7 Z7F L LT T70~90 mgm? ((KEHME %10 1EHESL, b7l
EL3EMARET S, chia 1=k L, #B5E2#IRT,

HIVIRT T F o DORIRE IR, HiEL O &
SNRE SN« B/ INFl e g




FRER O E - @, RAIZIEAVRTZ7F L LT 1 B 1 E 300~400 mg/m? ({KZH
) kb L, 2 eb 4 EfRESS, Zha 17— L, 5%
MR, s, HEEIT, . A ERICI D EEEET 5,

T MRV ROBEEITBFE, HiER O E

PIGES A ESHIE SN b

REROHE : = hARY FE LT, 1 HE60~100 mg/m? ((KFKEfE) % 5 H G
HEL, SHEMARETS, hik 17— b L, BEERYIET,
k. FeHRIIEER, JERIC X D EEEET 5.

FRIREER (Z B 1T 4 A o ik - MEIE 13, BRIRRGE ] DIH P5~) M



2. AF DR, TERAEF

A X7 4 2V RTEENE 120 mg X ONR AR ERE 500mg (— 4 0 T 2o ve T (B
LA z) . LAT TAAI) 1%, & b programmed cell death ligand 1 (PD-L1) (Zxf9 %
g7 a7 v Gle (IgGlw) 727 FADE "Mt ) 7 0—FAHETH D,
CD274 (PD-L1) &, EEANICB W THFRZ MBS ICEE L TR0 | EHELY
YoSER (T MR, BAIIRKE OV F 2 0% —T fifld) 223 Bl4 % CD279 (PD-1) K&
N CD80 (B7-1) & kA L, A& 2 Al 5 &5 2 51TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F£7=, PD-L1 |%, fEx OEEAMIEIC &I
LTCTW5Z L (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) A3 5 S TE
V. PD-L1 & PD-1 &4 L7c#RB&IE, NSRS LR A JAY 72 T ARE > & O T8 % [A]
WS DD —D L LTEZLN TN D,

AFKNZ, PD-L1 OMIfas IR ICFE A L. PD-L1 & PD-1 OfESELET S Z &I X
D DBSABURRF R 72 T HIAE O ARIR G EIEME 2 808 U, JES O &2 sl 2 £ B 25
NTWD,

ARFANDVEFIRC S B DR R I £ 2 BITEM S B b b, B s CIC
ELAEMENR S D, AAORGH R OEGRITIT, BHOBRE +oIATV, BE R
o BV AITIE, RBL LI FGUTIE U PR 22 il & REBR 2 R3O TR AT & 3l L T
G2 BRI 2 ATV, B DGR & 2 AR DSBS AT, BB R R L
EUAIOR G EOUY) R ILE AT 5 BEB D D,



3. EEFRRUE
T IR N B At D AR GRIREI BT 21T o 7= = 72 B AR R O il &2 o,

[ G 2hE]

EIBRIL[E S 11 AHFER  (CASPIAN &)
AU SFEEIRR O 7 IR N A A 2381 (WHO/ECOG Performance Status 0 3 1% 1)

537 4] (RH & QAR PUBEMEIEA] (W VR T T7F o IV AT TF ) += hRYV R)

[AFIBEHRE2268 B11], AaRIUEMESA] (WNARTTF I AT TF ) +x
AR R D HRIEES269 1) (RAN 34 61 DAFIOFHIRE 18 fil, HREE 16 1) & &e)
ERIGIC, AH, AERPUEWESA] DA RTTF oIV ATTF ) KT bR
¥ Rzt Lzt O M R OV 2 2 et LT,

W RAREAT OSSR, FEFHMEEE Ch o 2L (BLT, ToS)) (HFoufE [95%(54H

XFED) (336 FEDA X 1) I, AFIGFHFET 13.0 (11.5~14.8) B H . XHEET 103

(9.3~11.2) 7 H TH Y  AEIGFAFE TR BRI LHEEHFAICH B RER 2R L7z (0
F— K :0.73 [0.591~0.909], p=0.0047 &}l log-rank f& &, A & AKME (Hi{Hl) 0.0178],
20093 A N BT =%y A7),

*] : {RH 30 kg #2>>@DAmerican Joint Committee on Cancer (55 7 i) @ IV ¥ X II@ L&KL 7= H 1
BORER2 5 235 L <3S, RS KR E W LI &0 A TTHE R R R CH— R
FIFNICIE D & 5720 T3~4 ORENHAAN ST,

*2 0 ARH| 1500 mg K A VAR T T F 2 (AUC 5~6) NI AT Z7F 2 (75~80 mg/m?) O\ iz
YA 70D 1 HAWKL, EHIZ hARY K (80~100 mg/m?) Z&KVA 27001, 2, 3 HAIZ3HE
HHR TR 4 A 7 Vi E% . AH 1500 mg 4 4 BRIHETHRE LT,

*3: HNRTTF v (AUC 5~6) I ATTF v (75~80 mgm?) OWITNNE{KYA 7LD 1 H
HiZ, 62 FART R (80~100 mg/m?) Z#&Y A Z7/4d 1, 2, 3 A BIC 3 EMMETRK6
AN LT,

1 OSHR{E (A)[95% CI]

ey :
. ‘-x.,_.__k — KEIGRE 13.0 [11.5~14.8]
: i 1 10.3[ 9.3~112]
L s
i e ? A HF— [ HE[95%CI) 0.73 [0.591~0.909]
£ 07
P
¥ oos
|
=
2 o8
0.4
03
02
Q.1
o
0 3 5 9 12 15 18 21 2
at risk#t EiEA TS0 BECA)
AFIGERAEE 268 244 214 177 116 57 25 5 a
bogiickia 269 242 209 153 82 44 17 1 0

1 OS O H[EfiENTIED Kaplan-Meier #Hi#% (CASPIAN 7U5R)

5



[Z4tk]

FEI B L[] 26 11 AHERER  (CASPIAN #RER)

B EFLIIAAIOHEE 260/265 ] (98.1%) K OVKTHEHE 258/266 il (97.0%) (258D 5
iz, AFGFAFEZIRN T, A& DRRBEBEPEE TS RWAEERES @RI 13
156/265 ] (58.9%) (Z#RBHBIL, D 9 BLILTH] (Grade5) 1%, 1/265 %1 (0.4%) TH
STz, AFIGHHRETRIEN 5% U LORWERIZFRO LB Th-o 72,

£ 1 AHIGEARECHEERED 5%LL LOBIER (ReEMMITx54EM) (CASPIAN RER)

B (%)
FRERIRHE | FARGE P
(MedDRA/I ver. 21.1) — AFIGEHEE (265 1)
2= Grade Grade 3-4 Grade 5

RIEH 156 (58.9) 40 (15.1) 1(0.4)
Mgk KOV >/ RbEE

2 if. 21 (7.9) 2 (0.8)

i R ER A E 21(7.9) 9 (3.4)
PN s 7

FHR B RE TUESE 21(7.9)

PR B REA T 23 (8.7)
Rtk L OvesEbEs

AR 21(7.9) 0 0
BB E

] 14 (5.3) 2(0.8)

L 32 (12.1) 0
— i - 2HEEER OGO RIE

) hE 20 (7.5) 1(0.4)

I 7 16 (6.0) 0

B, AFIOFRAECRB VT, BEMEMEER 76 (2.6%) . KIBER 16 (04%) | HE
OFF 26 (0.8%) . FFREREE 14 1 (5.3%) . BURIMSAEIS TIE 23 B (8.7%) . F
IRIRBEBETTHENE 25 B (9.4%) . RIEHERERETE 2 6 (0.8%) . 1 BUHEIRIF 2 451 (0.8%) .
infusion reaction 3 1 (1.1%) . FEEWELFFHERB/E 2 1] (0.8%) M LTz, F7-.
bR (FEMEBRE) | HiR - BIBRARIE, O, EREMEIAE, T EAHKER
L BERES R OV i B P SR B 1 RB D DIV R Do o, AR A8 BLR I B
R 2 F RS RE T,



4. HEERIZOWT

I ) 27 EEGEHR (RMP) (ZHAD & ARHI OB 522 MR SLTE B~ 1 1A
W HNiEx T o T, RANOE G N EG)72BE 22w - FrE L, AFOEGICL D EHE
REWER ZREBL L BRICRIG T 5 Z E BT T2 LT OO~Q@D 3 X T &= 7 )i
RIZBWTHEATHIRETHD,

O HRRIZDOWT

D-1 Fi2d (1) ~ (5) OWTRNITHES T Dl THDHZ &,

() BEAEFBREDEET 20 ARSI RS GERT RS A FE I AR
B, HUIgAs A S EE ML RUR BE . IS A R 72 &)

(2) FrEHSRERPL

(3) HESFREFENFEET 2 ADFELEIEPE (23 VFEIEE EWbT. 03 AR
IR A AR HEE R P A &)

(4) ARACFFREEZRE L, A RAFREINE 1 ISR CERIEINE 2 DRk
HILR D JR A 1T » T D itk

(5) PUAEMENBSAILLT R ST O IR IEITAR % B H 24T - T Dk

O-2  JififeE DALRE K ORIME I FE BN O % TS50 70 ik & R & RO IEAl (FR D
WETNNIEE ST D ERN) A SR OARFNC T DR OELE L L TRE S
TnnZ L,

*

o [EENGFFEUSS 2 FOYHIMHE ZE T L7212 5 UL EO D AIREDOEIRHE &
ToTWBHZ L, 96, 24D EIE, BAREMEEZ T L LUEBRRIESSOHE 2
fToTWBZ L,

o [EREIRFFEAFER 2 FOPHIWNHEZE T L72RIZ 4 FULORKREREZA L T D
Tl 9B 3FELLRE DD A SEYIRIE & B TR S O BRIRIHE 217 -
TnnZ L,

@ BENOEELFREEDOEHICONT

R A I F T 2 B B E S, BN D oA D, Aok - 2
EYEEE PR OB L OERE I 2 Rigit, FEFELVBAE LSS ORE
R, BERESOHIITON A IRHINESTHNDH 2 L,




® BUWERA~DOXIRIZOWNT
@-1 HEgk B3 2 Bt

WV PR B O A R BIME AN 4 LTI, 24 BRRIRIRIRHIO T, Y%k X
[ EE R 12T, BB L2 BIERIZIS U T ARBRE B L O CT £ ORIWEH O# RN
TRRAEORERNY A FICHE O, EOICRISATRER RN E - TN D 2 &,

@-2 EREFEICLDAFERIGICETHEMS

N ARSI D B 2R Fik e OB e 2 T D IE I FE NEERA =4V v 7
EEDTCFIRDA T ) —= T HITOEIRIE L fE A LA TE 5T — SRR H
HENTWDEZ &, B, BiHAHICHOWT, DABE EZOFEECHSEmMEL TV
HZ &,

@-3 BIEAOZMLHRIRIZE LT

RIVER (RVEMERR S CBORBR IR 2 Gde) (TNAx . ITHERERETE, PpiskeEs (F
IR RERE S . RIS HRRElR S T H(ARRERREE) . B3, infusionreaction, K%K - B
FEO TR, 1 BUBERRIA ., % - MRRUTHRMIRIE ., (DR, EIEMEEE, BRI, s
/RIS PESRBE . AL FRRIEDT I RE O FE BT BRI ESE) (2% LT Hi%hiak X
VU R R O P A AT D ERD &EEE U (BHEH OZKr-ox S IcB L THRE R W
IREZTONDIEMHICH D Z L) BEHITHEURLEN TE HEHINESTNDHZ &,



5. BREMGLRDBE
(A2 B 5 ]

@

(%

{LERRRIEIE D 72 IR N I BB IS B W TR, B4R PUEMEIES Al (b
NWRTTFUXIITATTF ) RO MRy REDOJEHBEGOFEIMENREN
TW5,

TROZEE Y T 2 HBE TR B AR O 5 K O A FIEIZ W T, ARAIO A B
DIEL SN TE LT, AANOEGXG L 725700,
o D TAERFDOENENT SN TR OHTEMEIEEA] & Off S

EPEICBY % 9H]

O TRICEETIHIEFIIOVWTIEIAKOR G LR E SN TWDHZ b, BEELT
PRI &,

o ARA|IDFII R LIBBUE OBEERED & % B

@ BEFTOFHIZB VT FRLIZZEYS T 5 BE IOV TR, AFOFEEITHELE S0
D, MOTERERINEE D2 WNGAICIRY . EEICAREZGHT 22 L 2BETE 5,

o HEMEMIZEE (BEEBRE 25T Obh 5 BEXIE OB H 5 iEE

o JuEBEigR A TR 2300 2 B M VBl 28 55 D il N2 JEMEZE AL 23 7
HiLD B

o HORERBOAO UIEMERM 2 L IEFRMEO B 2% REEOBETERED
RN ey

*  WHO Performance Status 3-4 =V o @B

GED WHO ¢ Performance Status (PS)

Grade

0

F ol K MEZARTEETE 2, #REOMHELE L E3, FFl LR U R HAEENHIRZR AT 2,

1

PIAREIZI LODEBNERIBR &5 73, AMTAHRE T, BAEELMIIIT O 2 &N TE %, SRHEA N
V— RO LRUSHERENTEBFELEEND,

HATHRET, BOOHOFE DY OZ LIXETHEEEN, (FEIXTE 20, HFOD 50%LL Fid~Xy RALCIB I,

RBONTZHZOHEDOEDYDZ L LTERY, HFD 50%LU L2~y R+ Tl 27,

Fo<EF R, BODHEDEDLY DI LITEST2 TERY, BRIy RO+ Til 4




6. REIZERLTEETNEHH
O WASCEFITIN A ROERTEEA D RHET 2 ERFEF IO & ARA O Rtk K OV IEAE

@

®

@

RO DITER R Z 3B L ChLERT 2 L,

TR IESE D B T E OFIRITAIMER a2 o L, FEZ 5
ThboEbET5HZ L,

FEREWEHDO~ 3T A v MMZONT

MR B (BRIl 2 5 de) NHObId Z EnH DD T, HIHER
(EGldv, PRI RIEE, namk, REVE) OfERR L OWIE X iRt O FEhEss:, g
AT O 2k, Fo, RENIS UTHE CT, jE~—7 —FDMmE 4%
Mid 5L,
infusion reaction 23& H 0315 Z L A3 V) | 2 [5] H AR O A A1 5-FFIZ $ infusion
reaction 23H LN D T &N DL DT, AFIFEGRHIITEEIEE OREL 47
\ZBl529 % Z &, infusionreaction 2358 LAV EIXEUI R AEEZITHI L LD
2, R EIE T 5 E TREOREL HoIcERTH 2 L,
RUR IR RERE S | R E R N T REEEREERNH Db L2 ERH 5D
L AH e G- B AR M O G- 31 ) H I 3E RIS N 0 Tk re i A (TSH., R T3,
WFHE T4, ACTH, Mfuth =Y —VEORIE) 2170, BE OIREE 08
B4 5L, £, REUSC THBRESOERLBET L L,
AFNOEGIZ XY | WEORIERISITERT 5 & & 2 bl dikx I RBWRE
DHLONDZ N D, BELTIITTV, BEBRRD bNIGEITIE,
FEORIEFNI X DEWER ORBLABE L, SR EZkaiTo> 2 &, @
DEFERISIZ L DRIER D SN D 5A 12E, AAI OG- OREE, Hik X LE
EREFRNE CHIORGEESETHZ L,
BT %, BB OH I ARRE L COLRWEANEIT DL ZERH DD,
AFNOREHTH#IZHRER OB H2ITEET D,
AST (GOT). ALT (GPT). y-GTP, B U L E %D EH-Z1E 5 FFREREREE N &
LD Z LD D DT, ARG BRAAET MK OG- 13 W89 I ATHERE AR
BTV, BEOREBEL+SITBERTHZ &,
PRANE FVEMEE R, REREKBREDOBEEN D LOND T ENHDHD T, AHAl
B 5-BHAART K O G- IR R X E I I B A 217V, BE OIREELZ +01C
BT DZ L,
1 BRI N 8 O ot BERFEMES N TV R—Y RACELZ ENHHDT, O
B, Bl MR OFER ORBELCMAEED LIS H0EET 52 &, 1 BFER
RINEEDLN T HEITIE, A A ) VFI R 5T 2 F0OMERAEZITH Z L,

._mfﬁ[m

Hro

CASPIAN BRI T, B EBES 12 BIE 6 HE. 0% 8 M I A2
DI ZIT > T2 Z & 2 BB, AEIR G HILESICE G HRA TR OMER

10
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xEFERHEET A NT A4
T an <7 (BEFHEEZ)
RFTL : A7 4 I EBEEHE 120mg. A 27 4 v Y HTEEE 500 mg)
~ /)N e Pt ~

YRR 3 04E8 A (470 24 8 AEKET)
RAEFBE



SR/

SRR A O

XL DI

ARFN DR, 1ERET

[ PR B AR

MERZIZ DU T
WHRGR L 70D B
BHICEE L CRET & HIE

P2
P3
P4
P8
P10
P12



1. ZLHic

PR3 DB N - RO O T DITIX, IRASCEZIZEESW 2l E 20 23R
BND, SHIC, ITEORFEHFOMERRIZ L0 FUREIRG 72 & OB 72 5 E A%
FPERGEDERINDF T, IO OERMLZ EICHNERBHICRMET 2 2 & B3RO
AR & 7o TR Y RIFEMBGEE & O FAT #2016 (R 28 42 6 A 2 H EERE)
CRWTH, FERNEOHEHORE(LHEELZ XD Z L L ShTWnd,

BORMERM T R GIE, EREERSR 2T 1 7 7 A VBB DOEEK S & 5 )i
BiedbZ bbb, 2O, HMEROZEMICET 2 ERNH0EMT 25 F TOM,
WK EIG OB E LR 2T 5 2 EDRMFRF SN BT K LTHERT 2 & &bz, BIE
FMRFBL L 7B B et & & B 2 & DS ATRE 72— 18 OO BLE %45 7 9~ = g RS <
THZENHEETHD,

L7Zio T ATA R T4 Tl BAFEBFEC 2 E TIZE L TV 5 [EFHK ) -
BHE RN EES & | DUT O R3S O Feii 72 5 A2 HEHE 3~ D BLA s O B 7p i & %
FHR O EFRHERT,

R ARKTA BT A % MSIATBAE NERE G ERE R O AmAtHE AN AR
BRIRIE s, — M ENEAN A ARBRRNEHE S, FrEIRERNEENE N A A2 kO
—MRFEETEN B AR ZR T2 DOm0 b LR LT,

KGR LR DEIES A 2T 4 VAT 120 mg. A S T 4 Y ERE 500 mg (—
W4 T ol ~T (BT L))

R ERDWREUIANE « GIBRAGE e RFTHETT O I/ NI IR 1 31 B ARTAR O L fch SR
5% ORERFRIE

HRLRARERORE @ R ACIET 2 L~ 7 GG T 2 ) & LT, 1[8] 10 mg/kg

(AH) % 2 HEFEREIFE T 60 43 ILL LT TRFHES 5, 7272 L.
BEWHIRIZ 12 VA ETET S,
: T AN TR ARASAE

o
(o
=
ot
M
§




2. AF DR, TERAEF

A X7 4 2V RTEENE 120 mg X ONR AR ERE 500mg (— 4 0 T 2o ve T (B
B z) . LLF TAAI) 1%, & b programmed cell death ligand 1 (PD-L1) (Zxf9 %
g7 a7 v Gle (IgGlw) 727 FADE "Mt ) 7 0—FAHETH D,
CD274 (PD-L1) &, EEANICB W THFRZ MBS ICEE L TR0 | EHELY
YoSER (T MR, BAIIRKE OV F 2 0% —T fifld) 223 Bl4 % CD279 (PD-1) K&
N CD80 (B7-1) & #EA L, A& 2 Al 5 &5 2 51TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), F£7=, PD-L1 |%, fEx OEEAMIEIC &I
LTCTW5Z L (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) A3 5 S TH
V. PD-L1 & PD-1 &4 L7c#RB&IE, NSRS LR A JAY 72 T ARE > & O T8 % [A]
WS DD —D L LTEZLN TN D,

AFKNZ, PD-L1 OMIfas iR ICFE A L. PD-L1 & PD-1 OfESELET S Z L& X
D DBSABURRF R 72 T HIAE O ARIR G EIEME 2 808 U, JES O &2 sl 2 £ B 25
NTWD,

AFN OIS 365 < SBEE O EURIC K 2 RHEMS 2 & b b, EEITE LIS
ELAEMENR S D, AAORGH R OEGRITIT, BHOBRE +oIATV, BE R
BB AR, FBL LT RIS U7 SR 72 ik & RRR & RO R AT & i L Cil
Bl BRI W A AT\, B OIS RURIC & B EIE A B 2 Ba1iE. BB RE AL
£ LA OB GE OB RILE AT 5 BHERD B,



3. EEFRRUE
YIBRABE 72 R ETES T O FE/ ISR (2 38 1 D ARTB R 2 AT R R D HEFFIEE O
TGRRFIZ A 21T 72 B 72 BRI FRER O plofs &2 7~ 9,

(G 2hE]

FEI B[] 27 AR AR (PACIFIC #f%)

Dip &Y 2 YA 7O LA A O T ARTAH L2 R A R B T VR
O B T UIBRANEE 72 R AT T O FE/ Nl AR A 235 (WHO Performance Status 0 X
1) 713 B CRAIRE 476 B, 77 B REE 237 61) (HAN 112 6] [AFIEE 72 61, 7
TAREE 40 1] ZETe) PG, ALTFHGTRRRIER T 42 B BANICARA] 10 mg/kg £
X7 7 e RO 2 i U, 2 BREFERE CAREEE Lz & & OF R O Z R
L7z, FERHMEEE T 2 P yllEl & 2 MmE AT (bl [95%F X M)
DOFERIL, AFIFET 16.8 (13.0~18.1) B A, F*FZEREETS.6 (4.6~78) WATHY
KNI 7 Z BRI LG FRICA B RIER 2 Lic (AF— RE 0.52 [0.42~0.65],
p<0.0001 [J&H log-rank #7E]. 201742 H 13 BT —4 v +47),

0
1 Median PFS (85% Cl)
0.5 *7| 16.8 (13.0, 18.1)
p_— TS 5.6(46,7.8)
it /A= FEE(85%CI)  0.52 (0.42, 0.65)
i 0.7
B e
4 o054
g 0.4
& 031
0.24 et a0
0.1
0.0+
T T T T T T T
1 1 € L] 12 15 18 1 & ] y ] 30
EEARSHSOME(A)
Number of patients at risk
Month 0 3 -] 9 12 15 18 21 24 27 30
A 476 3 301 264 159 86 44 21 4 1 0
EAL 4 237 163 106 87 52 28 15 4 3 0 0

B 1 HRHEEICK D PFS O HEFENTERO Kaplan-Meier BifR

T2, b OOFERHMEEE TH DAY (LLTF, ToS)) (il [95%(5#E
X1 @ 11EHOHfENT (299 DA X2 ~) OfESIE, AHFIHET NE™ (34.7~NE)
A, 7T RAEET28.7 229~NE) ZATHY, AFNLT 7 wRICx LIEFHERICA
BRIERE AR L (0N — KE0.68 [0.53~0.87]. p=0.00251 [J&%5! log-rank # &, A&
AKYE (WA 0.00274], 20184FE3 A 22 HF —4 1w A7),

* o HEEARRE (DL, [ER)



1

RE 0.49 [95%(E#EX [ : 0.26~0.89]. 201742 H 13 HF—& B~ 4 7). 0S (HF
FEX ) 1X. AFIEET NE [NE~NE] # H. 77 &R ETNE [NE~NE]
BIHTHoT2 N — R 0.96 [95%EHEXH : 0.48~1.92], 201843 H 22 HT —#

RAE [95%f5

14 Median OS (95% CI)
F: | NE (34.7, NE)
0.9 - ISR 28.7 (22.9, NE)
AH— K (95%Cl)  0.68 (053, 0.87)
08 ] _-‘ -----
* 074
r
B o6
PaN
[=]
0.5 4 A
‘Hls-
LT TR R T PO R P S e |
0.4 4
0.3 4
0.2 4
— %Al
0.1 4
----- IR
0
0 3 8 9 12 15 18 21 24 27 30 K 39 42 45
Number of patients at risk W (BB (Fh S0 BRI (R
AE| 476 484 431 415 385 364 343 319 274 210 115 23 2 0 0
JSR 237 220 198 178 170 155 141 130 "7 78 42 9 3 1 0

2 OS OFREfEMTE D Kaplan-Meier Bi#R

AA N BB 112 6] CRFIEE 72 61, 77 2 AREE 40 ) @ PFS (il [95%1548
XH]1) IZAFIFETNE [109~NE] #H., 77 v REETT72 [20~18.6] A (NP—

By A7),

Median PFS (95% CI)
A NE (10.9, NE)
08 PR & 7.2(2.0,186)
1 M= FH (95%Cl)  0.49 (0.26, 0.89)
08 '
]
% 07 i ¥
- § #
E g6 |
b i
¥ =
y 22 ug
“ o4 04
03 03
0.2 02 Median OS (95% CI)
— — 3 & NE (NE, NE)
0.1 - 0.1 s Pk NE (NE, NE)
] = I3t INF—F L (95%CI)  0.96 (048, 1.92)
0 - : - - 0
0 3 ] 9 12 15 18 21 u b4 0 0 3 6 ¢ 12 15 18 A0 2« 2 N B B B 42
Number of patients at risk WEADD 0 MM Number of patients at risk DRSO MR
3 72 59 51 47 M 27 19 10 3 0 0 &H 72 72 68 67 63 63 6 58 57 49 32 21 [ ]
F7eH 40 2 21 7 14 9 6 1 1 0 0 F3ef 40 8 3% M M }» AN W 7 23 5 9 5 [
- Fa . Y
X3 BAANBELEMFICBIT 5PFSKTOSO HEAEHTE: D Kaplan-Meier iR

(Z£X : PFS. £X : 08)




(PD-L1 FEBLR LA D A %y

M e OVZ2 2

[ BRIL[R) 55 TAHRAER  (PACIFIC #UR) (ITHAAN B ILZBE D O b KISV
T PD-L1 238 L2 JEE MY S o 528G (BUF, TPD-L1 RBHR)) (ZBT 2 1F 815
SNT=—EDORE DT — X IZHS X | PD-L1 BERBNERBWINIENT 21T > T- A&
OZEMEDOFRERIZUTDEBY Thol,

HRIMEIZEI L T, PFS X TN OS DWW HUZEB W TS PD-L1 FEEEDNMRWZIE T TR
BRI D2 ARFBEDO P — RN K E < A2 DB bz (X 4), PD-L1 FHLE
DY 1%A S O PD-L1 FEBLHED 1%L EOBEELMICIIT D 0OS D Kaplan-Meier Hif##I%

M5DEBDTHoT,

72%, PD-L1 OFBRIZL LT, KFOZE2MET a7 7 A VIZREETH -T2,

A B (%)
3] Pl HR (95% CI)
Z2H%E iy 214/476(45.0%) 157/237(66.2%) 0.52(0.42,0.65)
PD-L1 TC 225% ———— 48/115(41.7%) 31/44(70.5%)  0.41(0.28,0.85)
PD-L1 TC 15-<25% —_— 36197 (37.1%) 28/47 (59.6%) 0.48(0.30,0.80)
PD-L1 TC <1% —_———— 492190 (54.4%) 40058 (B9.0%) 0.73(0.48.1.11)
PD-L1 Unknown ——y B1/174(46.6%) 58/88(65.9%) 0.59(0.42,0.83)
T T T T T
0.2 0.4 0.& 0.8 1.0

Ao B R (%)
*i Fath HR (953 Cl)
2% R = 1830476 (38.4%) 116/237(48.9%) 0.68(0.53 0.87)
PD-L1TC =25% e 3TM15(32.2%) 23/44(52.3%)  0.46(0.27,0.78)
PD-L1 TC 12-<25% | e | 3397 (34.0%) 2247 (46.8%) 0.60(0.35,1.03)
PD-L1TC <1% 4 | 41/50(456%) 18/58(328%)  1.36(0.79,2.34)
PD-L1 Unknown R ] T2MT74(41.4%) S28B(59.1%) 0.62(0.43,0.89)
T T T T
0.5 1.0 1.8 z.0

Xl 4 PACIFIC BRBRIZIIT 25 PD-L1 HBRHAITD PFS KOS D7+ VA F 7y b
(£ : PFS. £ : 08S)

FA
It

N — FH (95%Cl)

Median OS (95% CI)
NE (20.8, NE)

NE (27.3, NE)

1.36 (0.79, 2.34)

........

— A
0.1

oy

o

0 3
Number of patients at risk

8 ] 12 15 18 0 24 27 30

E(FAadtthoo\Ea)

A 2 a8 84 81 72 85 58 50 45 35 20
Eiac 56 47 45 44 43 40 36 35 21 n

X 5

3 8 38 42 a5

T 3 0 o o
a 3 1 1 o

E
"
#

— %
mmmma TS

’

Median OS (95% CI)
ES] NE (NE, NE)
TSk 29.1 (17.7, NE)

v#¥— FH (95%CI) 053 (0.36, 0.77)

i i
S
A

N
i
g ——

0 3 [ 9
Number of patients at risk
3 212 208 193

12

187 178

it o | 81 75 67 b4

15

18

21

24

1m 165 156 134
41 29 17 7 5 2 o o

58

52

46

b 30 33 38 30 42 45

KEDD o0 MWEA)

105 62 34 12 1 o 1}

PACIFIC RBRIZI1T 5 PD-L1 ZEELRBLBITD OS D Kaplan-Meier Hi#R

(£ : PD-L1 BHE<1%OBEFELH. FX : PD-L1 BHRE=1%DBELH)




[Z414]
FEI B[R 25 AR FER  (PACIFIC #%%)
BEEGUIARAIRE 460/475 51 (96.8%) K OVT 7 & AREE 222/234 5] (94.9%) (278 5
iz, IRRIE L ORREBIENEE TERWEEFES (RBIEH) 1. 2 e 322/475
(67.8%) T 125/234 1] (53.4%) IZRBDHHIL, D 9 BILTH] (Grades) (X, ThE
AU 7/475 1511 (1.5%) RO 3/234 6] (1.3%) Thote, WT IR THILEN 5%LL ED
BIERIZT TERDOLBY ThoTz,

£1 VDTN OBECREBEN 5%L EOBIER (2t SEH)

FERIRIE | BAGE B (%)
(MedDRA/J ver 19.1) AFIRE (475 1) 77 R AREE (234 1)
4 Grade  Grade 3/4 Grade 5 4 Grade  Grade 3/4 Grade 5

AEIEH] 322(67.8) 56(11.8) 7(1.5) 125(53.4) 10 (4.3) 3(1.3)
3 WA IR

HEBR IR B R U 30 (6.3) 0 0 3(1.3) 0 0

R IR RE AR T4 50 (10.5) 1(0.2) 0 1(0.4) 0 0
B ks

T 46 (9.7) 2(0.4) 0 19 (8.1) 2(0.9) 0

LD 26 (5.5) 0 0 14 (6.0) 0 0
—fk - AFEER L OB G ORE

4IE 757 28 (5.9) 3(0.6) 0 15 (6.4) 0 0

5 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
Rt L OvsesmmE

RAREOE 27(5.7) 0 0 7(3.0) 1(0.4) 0
MR ZR . MRS K OVEhmps

A%k 25(5.3) 0 0 4(1.7) 0 0

I K] 28 (5.9) 3(0.6) 0 8(3.4) 0 0

il 2¢ 43 (9.1) 6 (1.3) 4(0.8) 8 (3.4) 2(0.9) 2(0.9)
eI H KO TRk &

Z D FEIE 33 (6.9) 0 0 5(2.1) 0 0

S 37 (7.8) 1(0.2) 0 13 (5.6) 0 0

I, AFIFECINT, MEMEMES (BUN R 2 5 de) 66 #1 (13.9%) . HR
JIRFEREAEC TIE 50 1] (10.5%) . HRBRESRE TTHENE 33 11 (6.9%) | AFHERERREE 20 1] (4.2%) |
infusion reaction8 5 (1.7%) . KEGX 26 (0.4%) . EEDO THFI2 6] (04%) . BbEE
(VR MR 22%) 161 (02%) . 1 BUBEIRIE 1 61 (0.2%) . BIEHEREREE 1 61 (0.2%)
MERO LAV, FTo, Wik - BUEUHRARAE, OfR, EEMEE, T RAKERE,
BERFIE K OV M i/ ISR PE SR BETR 1 3R 6D B V722 0> o T2, AFIWVEF FE BLR 1% B g5
RuE BB R T T,



4. HEERIZOWT

I ) 27 EEGEHR (RMP) (ZHAD & ARHI OB 522 M BESLTE B~ 1 1A
W HNEEx T > T, AR OEGN@EG) 72 BE 22l - FrE L, AFOEEICL Y HE
REWER ZREBL L BRICRIG T 5 Z E BT T2 LT OO~Q@D 3 X T &= 7 )i
RIZBWTHEATHIRETHD,

O HRRIZDOWT

D-1 Fi2d (1) ~ (5) OWTRNITHES T Dl THDHZ &,

(1) BEAEFBREDEET 20 ABFEEN TS GENT RS A2 FE L AP
B, HUIgAs A S EE ML RUR BE . IS A R 72 &)

(2) FEEHERERPT

(3) HESFIREFENEET 2 ADFELEIRPE (23 VFEEEE E WPt . 03 AR
I A AR HEE R P &)

(4) ARACFFREEZRE L, A RAFREINE 1 ISR CERIEINE 2 DRk
HILR D JR A 1T » T D itk

(5)  PUrEEMEREE AL & BRINE O R sk FEHEIAR D H 21T > T D ek

D-2 W DAL PR R %G e 03 A3 IR K OSRIVE I 8 BLRE O e I 2+ 4y 72 0
ik LB A R OER (FEOWT IS T DERN) 2, YR OARANCET 5
BROBEEE L L TRESNLTWD Z &,

¥

o [EENGFFEUSS 2 FOYHIMHE ZE T L7212 5 UL EO D AIREDEIRHE 2
ToTWBHZ L, 96, 24D EIE, BAREMEEZ T L LUEBRRIESSOHE 2
fToTWBZ L,

o [EREIRFFEAFER 2 FOPHIWNHEZE T L72RIZ 4 FULORKREREZA L T D
Tl 9B 3FELLRE DD A SEYIRIE & TR O BRIRAHE 217 -
TnnZ L,

@ BENOEELFREEDOEHICONT

R A I F T 2 B B E S, BN D oA D, Aok - 2
EYEEE PR OB L OERE I 2 Rigit, FEFELVBAE LSS ORE
R, BERESOHIITON A IRHINESTHNDH 2 L,




® BUWERA~DOXIRIZOWNT
@-1 HEgk B3 2 Bt

WV M AR FB Ol ililigiss & &) o EERRIERANRAE L2, 24 Rk
KBl T, MEhisk T EE R I BV T, BB LZEWERICIS U CABREE L O CT
SORIVER OB VLI FRA OFE R B IS DAL, [ HISHHES AR 2R (AR HI 23 -
TWbHZ &,

@-2 EREFEICLIAEFERIGICET 2 EMS

N ARSI D B 2 ik R OB e 2 1 D IE I FE NEER =4V v 7
EEDTFRDA 7 ) —=2 T HRITOEIRIE L fE A H TE 5T — AR D
HENTWDEZ &, BB, BHAHICOWT, DABE EZOFECHEmMESLTWH
5k,

@-3 BIER OZMLHIRIZE LT

RIVER (RVEPERR S (BRI 2 Gde) (TNAx. ITHEREFEE ., WpiskEs (H
RIS RERE T I FERERE S M EE(RHEREREE) . B EE. infusionreaction, KFFZK - &
FED TR, 1 BUBEIRIG, Ak - MRAUTIRARE, (D Je. BEMEEGE, BRIk, S
I/ IRIBAD PESR BRI SE) 1Tk LT, ek ST B E R B O R M2 A3 2 =AD&
HEL (RIEAOZB-CRIGICE L THRER SR EZZ T o2& MFCH D2 L), A
HIZE U 72 /L E 8 T E DRGNS TS Z b,



5. BREMGLRDBE
(A2 B4 5 ]
O TROBHEICBWTAADOHIEPHIES LTV D,
o BAERAH 2SRRI LB BIRIE OB ISR BEIT 35380 b ivehr - 724)
BRNREZR SR FTERT DI/ INIA RS (Stagelll) (ZxF L THERFRIE DM T O D BHE

© TRLICEZY T 5 EEITRT D ARAN OB G K O T EIZ DOV T RFIOFZMED
MLINTEH T, RAIOE GG LR B0,
o ASAIAZ S TIRIEHL BB IE OIRIEE D 7o W B
o ASAIAZERIRIEHEF B BRRIE OB ITRBEIT RO b B
o fiTtEmHBN bR E
o fhOPUEMIESAIL OFH L TR SN DB

@ AFNTEREHLFRF MRS (PACIFIC 38) 2B\ T, 2KEM T 7 B AREECK)

L CEEIMGER & S72 PES KT 0S OEBMEABIES LT3, 7277 L, 3R
W72 fRHTHE SR Tl 2 H O D, PD-L1 FBLRIZ L0 AhEnfe % 2 LavRme s
DFRERBFOENTNDZ MG (P6 ZMR) . PD-L1 BHE MR L7 LT AFD
AR OYW AT 5 Z EREE LV, PD-L1 BEEN 1% TH D 2 & DHER
SNTEBFIZBW T, AFORG OB EEITHET+2 2 &,
728, PD-L1 BHEE MR T D720 DOKREOZW KT~ % F OptiView PD-
L1(SP263) TdH 528, LLF Ok Z 2% (2, PD-L1 IHC 22C3 pharmDx [ =] X
I% PD-L1THC 28-8 pharmDx [ 4 21| {2 X ¥ PD-L1 HLEZ MR L. AHF O 5 0]
BERPTZEHTED,

SCHREE)

e Marianne J Ratcliffe et al. : Clin Cancer Res 2017; 3: 3585-91
*  Antonio Marchetti et al. : ] Thorac Oncol 2017; 12: 1654-63

*  Ming Sound Tsao et al. : J Thorac Oncol 2018; 13: 1302-11
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o IRIBPMLFE R BEIEIC LV Grade 2 L EORVEMENBE R (R #rililgg %2 &
te) ORBINRD LT BH
e WHO Performance Status 2-4 1 o i
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D WHO @ Performance Status (PS)

Grade

0 Fo e MR IEECTE 5, BUREOMM 20 LT, WAL [ U A EAEENHIRR <AT2 5,

1 PIAENZIR LUEBNIHIIR S D25, BITATHET, BARECAIEIIT O Z LB TE 2, BRI s
V— RO LRUSHERENTE2BELEEND,

2 ATHIRET, AOHEOEDLY OZ L IXE&THREEN, (EEIXTE 20, HH D 50%LL Eid~<y R4ACil =,

RBOENTZHZOHEDOEDLYDZ L LTERY, HFD 50%LU EZ2 -~y R+ Tl 27,

4 Fol<ENTRV, BODEOELYDOZ LidF 72K TEARV, BRIy R TR Zd,
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ek,
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AT O 2k, Fo, RENIS UTHE CT, jE~—h —FDmE 4%
Mg 5z &,
infusion reaction 238 H 0315 Z &3 V) | 2 [F] H AR O A A1 5-FFIZ $ infusion
reaction 3% LD Z LD DH DT, AFEERHZITERIBE OREL 1+
\ZBl539 % Z &, infusionreaction 2358 LV EIXEUI R LEZITHI L LD
2, R EIE T 5 £ TREOREL +oICEERTHZ &,
RUR IR RERE S | RIS R N T REEEEZERNH 6L 2 ERH 5D
T AH e BB AR Mo O G-I ) 30 RIS N 0 Tk re iR A (TSH., IR T3,
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FEDGIERNC K DRIE- ORBLZZIE L, BURENZHA21T5 2 &, i
DEIERISZ L DREWERAR RO D562, AAIOERGOWRIE, H ik XX
AEERNVE L RIORGEEZBETDHZ L

PG4 T 1% BB DI ARB L THSEERNRERT 2L n"b 57720,
AR OEEHETHIZHRERHORBUZ 3 ITEET 5,

AST (GOT). ALT (GPT). y-GTP, B VU LB %D 521k 5 fTHRER =N &
LD Z L nd D DT, RFIE G BRAGRT R O G- i 13 E IR0 ST RE M
HEEITO, BEORELZ+SICBET L L,

PRABE EMEB R, REREBREOEFEENHLDLND Z R HDHD T, KA
P 5B AR K O 5391 R0 T 13 E I B RE R A 21T\ . R OARRE A 4312
BETHZ L,

1 BUBERIF 2N 8 D bodv, BERFVEYS R TV R—Y RZEDLZ ERHHDT, O
B, O, WEMEEORRORBCMBEED LA H0EET 52 &, 1 2R
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