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1. 1 ZL®IZ

EIESH O - REVEDOTERD T2 DITIE, RASTEZICESWIZEIERERARD
bib, E6IT, EEOREZERMOESITL Y, FIEEER R X OEHORHRIERE
FEEMPERINDIPT, INOLDEXRMEZEICLERBEICRIEET 22 EBMED
BRREEE 2o TRY REMBOEE & EDOEARFTE 2016 (AL 28 4F 6 A 2 AKSERE)
WRBWTH, EFNERSEOERORBEIEERZRAZ L & I T3,

FRERABFERMT, BEEACREM T 1 7 7 A4 WBBEEOERM EH LM
BRBIENHB, 20D AR CREMEIZET 2 FRS+0ZEMT 5 £ TOM.
UHEEHOBRELZBMIZT I ENMFINIBEIIH L TERAT L L L LIC, BIE
RMRRE LB VLB IGE & DT & BATRER —E DB % 7o+ E FH I <68
THZENEETH D,

Lo T, RAA RTA4 0 Tid, ARBEERZNE TICHELNTWAERIEER -
BZMRMICESE, UTOERRORERERAZHEETIBANOMLERER, £
FRUOEBEFEYTT,

B, RKAA KT A i3, MIITBUENEE M ERESRAGHEE, ABEEEANRR
RERIERTS, —BHEEAN B ARRRARES, HEFEFEEEAN BREFEESRO
— BN B ARG FR OO b B LT,

WBREIMBERES A I 7 0 U REHE120mg. A I7 4 VAR 500 mg (—
054 - F a7 (BoFHEEEz))

AL RDWEIINE - UIBRTRE 72 METHEAT D IE/INRRa AT 12 3317 B ARIGHI{ L F B i
1% OHEFRF R IE

HELRAMERVRE  BE HAIIZT 2 V=7 GBEFHE# ) & LT, 1E 10 mgkg
(RHE) % 2 BRI T 60 oMU ET TREFET 2, 72750,
BE#MT 12 v BEETET B,

BMERTEE: TANTEXIKRKREH




2. AR O, ERAME

A X7 4 YV REHE 120mg ROR AFEFFE S00mg (—L : T 230~ T (&
EFMEHZ), AT T&Fl)) ix. & b programmed cell death ligand 1 (PD-L1) 254 %
®E 77 ) v Glk (IgGlx) 77520k MIE ) J o—F L& TH S,

CD274 (PD-L1) i, ABFAICBWTHIRESRSICEIALTRY, EHbLiY
VoK (THAME, BMIRKR T F270% 7 —THkE) %I2RKHE T3 CD279 (PD-1) k&
U'CD80(B7-1) & fEE L. AELE 2 AICHIET S LB 2 5TV % (AnnuRev Immunol
2008;26: 677-704, Blood 2010; 116: 1291-8), ¥£7z, PD-L1 iX, 4 DOIEEMIEIZH R,
LTW3AZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) MIRE XN TH
Y. PD-L1 & PD-1 24 L7=#R¥&IX. EEMIESFURSRNZ T Mied b 0BEE % ([
BETAMFEDO—DoE LTEZ LR TS,

AEiX, PD-L1 OMRIMERICHEA L, PD-L1 & PD-1 DHEAZEET I & EIC L
Y, BATURSERNZ THIROMREEEH 2R L, BREOMMEMGET5LE15
nTwsa,

FRIDEREFICE S BEDORERISIC L 2EHERSERH b b, EEXIIETIZ
ELAREELR D D, AHOBREFRVEEHRITIT, BEOBELTLITTV. BENR
0 LNTGEITIE, BB L e BERIZE U FMB2 il & RR & R OEM LoEE LG
LR ERIRET 21T, BEDRERINT L 2EERARRDN 256101, BIBRERL
T LRDOBRGFEDOEYLLEERT O LENH B,



3. EEREGE
EIRRABE 72 BT ETT O FE/ NI NA B L F6 1) D ARTARI L S BRI 1R 14 O HERFIRIE D
AR ZEH % 1T » - E R e R R O g &2 1,

(%]

E R FE AR (PACIFIC 3U5%)

Wil b 2 F A 70 ALK B AV T ARIER LR BEHRERIE R I R BT AR
B LR - PIRTEE 22 BFTEIT D IE/ N REREEEE (WHO Performance Status 0 X
i3 1) 7136 (RFIBE 476 ). 7T BAREE237H) (BARAN 112 6 [REEE 7261, 77
TAREE 40 ] 2 ET) AXRIC, LERIFBREER T 42 BLINIZAEH) 10 mgkg F
TS e ROBRELRE L, 2 BRER CRBREE Lz & 20FIEROZLMEER
L7, TEFMER Th D FREEI & B EEEATFR (PRIE [95%EEXMHE])
DFERIT, AFIBET16.8 (13.0~18.1) VA, 77 EXRETS6 (4.6~78) ZWATHY,
AENIT 7 e RIR LHEEZENICERRERE TR L (N — R 0.52 [0.42~0.65].
p<0.0001 [/BR log-rank #R7E]. 201742 A 13 AF—& b v b4 7)),

1.0

Medisn PFS (05% Cl)

0.9 *M 18.8(13.0, 18.1}

0.05 75K 56(48,78)
* 29— R E5%C) 0,52 (0.42, 0.85)
i' 0.7
5 0.6
¥ o
# fen,
m 0.4+ ‘--0-.-\"--"*-
% 0.14 qno -

e o

= e oe
0.4+ =M
0.0 | ritien ot
T T L} T T T T T L] T L]
i 1 s ’ 12 As an 21 24 21 10
MEABGHSOXMA)

Numbor of patients at risk
Month (] 3 ] 9 12 15 18 2t 24 27 30
E3 476 377 301 264 159 86 4 24 4 1 0
Fed . 237 183 106 87 52 28 1% 4 3 0 0

X1 IeHiEiz X3 PFS O PEIMENTERFO Kaplan-Meier HifR

F7o, LI OO FEIMAIEE THHEEFHM (LUTF. Tos)) (PafE [95%F1H
X1) o 1 [ B OFRMEST (299 DA X b)) OFERIL, AEIBETNE' (34.7~NE)
HB. T RTET28.7 (229~NE) ZHATH Y, RFLT 7R3 LEEHEIICE
BEREEY TR U (A% — FE 0.68 [0.53~0.87], p=0.00251 [/ log-rank IR7E. BE
AKHE (WA 0.00274], 2018 E3 H 2 BF—%H v bA7),

EERME (W, B



by Median OS (95% Cl)
A% NE (34.7, NE)
0,57 3 IS5t 28.7 (22.9, NE)
My sy — N (85%Cl)  0.68 (0.53, 0.87)
0.8 4 g
% 074
14
LU
{.;"-
“"'q
0.6 4
Nns
L e P e PR )
0.4 4
03
02
—%#)
0.1
----- TR
0 - . - . " . - . - : - -
0 3 (-] 9 12 15 18 al 24 27 30 33 38 39 42 45
Number of patients at risk HAEBNEI SO WM )
+F| 476 484 431 415 386 384 343 319 274 210 1§ 67 23 2 0 0
ISR 287 220 198 178 170 155 141 130 17 78 42 21 9 3 1 0

AANBEER 112 6] (REEE 7261, 75 BRBE40 61) D PFS (PRfE [95%(EHE
X#E]) IIARZBETNE [10.9~NE] HH, 77 RBET 72 [2.0~186] ZA (~HF—
R 0.49 [95%fE4EXM : 0.26~0.89], 20172 A 13 BF—# v hA 7)., 0S (F
RAE [95%(EFEXM]) 13, &HFIBET NE [NE~NE] Z B, 75 &RE T NE [NE~NE]

ARATH>T (NF—FH 096 [95%EHEXHE : 0.48~1.92], 201843 A 22 HF —#

X2 OS OPEfFENTHF D Kaplan-Meier iR

Ay hET),
Median PFS (95% CI)
S| NE (109, NE}
09 T4 T.2(2.0, 10.6)
on b Y~ FIL{B54CI) 049 {0.26, 0.89)
4
1
® o074 i -3
® (B8 n
2 964 #
X o
;(; 05 0
Y014 a4
0 | A et A
02 02 Median OS (35% CI)
—xM —_N *M NE {NE, NE)
b | - Jt:4 o e I5eK NE {NE, NE}
i I e J3bA A= FIERCH 066 (048, 182)
o 3 &5 % 1 ® A a7 » R N R
Number of patients al risk ®i520MSORIBA Number of patients at risk M AMUrA0 WAL
TH 72 59 51 47 H 27 ”» n 3 g 0 M 7 n [ 14 & 6 61 54 57 & 22 N 0 0
BRG] Fe 21 17 " L] L] 1 1 ] [ Tret 49 3 % M u » N 3 2 3 15 9 5 0 []
E3 BARABRELEHICBIT 2 PFSEROSD HHEARATEE D Kaplan-Meier fi#

(£K : PFS, AKX : 0S)




(PD-L1 Z&BURINBI DA Bt K O 2HE)
Ep LR FERR (PACIFIC 3B ICAANGNZBED Y b, [EFEBRKIC B
T PD-L1 # R L2 IEHMIES 5D 5514 (LLT, IPD-L1 ZERE)) (2T 2FHR1E
b —EDBRE DT —F (2E-SE, PD-L1 FEREJNIRRANIIFNT % 1T - -G 2MER
UZEHDERITLUTOLRY Thols,
AZMEIZBI L C, PFS R OS DV TFAUIZEWTH PD-L1 EEENMKIZE T TR
BT AARBIBEDO Y — FEBRKRE S 22HABIRD bl (& 4), PD-L1 FEE
2 1%RM RO PD-L1 BIES 1%L, EOBEFEEFICIIT D 0S D Kaplan-Meier HfRIT
Ks5nE8Y Tholz,
728, PD-LI OFRARBIZL T, AFOLREMET 07 7 A VIIRKR TH -7,

RME — i

POLY TC 225% —

PDLI TG 15-<25% e |

PDHLA TC <1% ,_._b__|.
PD-L1 Unknawn —— i

T T T T
0.4 a.f o.1 1.0

ARABIBB{%)

A I5ef HR (93%<)

214/4T8 (450%) 1577237 (88.2%) 0.52(0.42,0.68)

ABM16(4LTR)  MMA(OB%)  0A41(0.26,086)
WT(HTAN)  2BMT(SAEN)  049(0.30,0.60)
40MO(BA4%)  A0IBBEERO%)  D73{048,1.91)
BINTA(4BE%) GUMIEEO%)  0.58(042,083)

2URD

PD-L1 TC 225%

PR TC 12-<25%

PD-L1 TC <1%

PO-L4 Unknown

AR RMRCR)
*M I5t8 HR (3%l
3 =] 193676(30.4%) 1167237(48.6%) 0.68(063,087)
i STMIS(I29%)  244(623%)  048(027,078)
po———t IAT(M0N)  2247(480%)  080(0.35,1.0)
e | A1m04SO%)  10BB(320%)  1.30(079,234)
e TUIT4(414%)  SUBA[S91%)  062(043,089)
T T T
0.5 1.0 1.3 20

X 4 PACIFIC 3RBRIZIBIT % PD-L1 ZHRWHITO PFS KOS D7 + VR M uay b
(X : PFS, A : 0S)

1 v

b

Median OF [#5% Cl)
| W NE (208, NE}
I3ul NE [27.3, NE)
| 1 v— FH@E%RCH 136 [0.70, 23)

& ] i
Numbor of patients al sk

*id 0 M o B
WSer 58 s a7

12 1% L1

72 (] 4] 50
Ll LL] 0 %

5
(EK

o
= nnlf,

g x o » » < a8

S ORI
B 3B 2 ? ] 0 [ o
s n [] a 1 1 0

Maddinn €25 [95% C) |
b3 NE (NE, NE) |
o8 | I3t 201 (1T 7, NE) |
Av— EH IR0 0,53 (090, 0.77)
28 e
i,
R
T oov
o
os L.
b 2 N |
13 N "'".-\.u.‘\
‘“L. ............ e
04
03
024
o1
L]
3 L] v 12 15 n P4l 24 b4 % n % » &2 L]
Number of patlenis al risk WA o0 RS
E3 (] 212 208 103 17 7 17 15 156 1M 105 02 Eel 12 1 0 0
I3t 8 L3 75 07 B84 58 52 a6 4 2 7 7 5 7 0 ¢

PACIFIC RERIZ 1T % PD-L1 EBURELEITD OS @ Kaplan-Meier B
: PD-L1 EEHE<1%DBEELEHA,. K : PD-L1 BHEE=1%DBELMH)




[Z2tE]
EBRLLRIE IMABRAER  (PACIFIC 7R5R)

BAEERIIARAIBE 460/475 ] (96.8%) BRONT T & R 222/234 il (94.9%) 12588 5
hic, BRE L DRRBEABEETERVWEESEZR GIER) 1. ThTh 322/475 4
(67.8%) KN 125/234 B (53.4%) (il b, £D ) HLIEEH] (Grade5) 1L, #h%
7475 B (1.5%) e 3/234 B (1.3%) Tholz, WTHRIOBETRIEN 5% LD
BERIITRD LBY THoTz,

#£1 WFhhOBTRER 5% EDORIER (RS SEaM)

WEBIRDE / BAE Al (%)
(MedDRA/J ver 19.1) B (475 BI) 77 AR (234 41)
4 Grade Grade3/4  Grade5 4 Grade Grade3/4  Grade 5

2RIER 322(67.8) 56(11.8) 7(1.5) 125(53.4) 10 (4.3) 3(1.3)
PS5 WARE

R IR RE TUESE 30 (6.3) 0 0 3(1.3) 0 0

R IR AR T e 50 (10.5) 1(0.2) 0 1(0.4) 0 0
BIBkEE

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

E: N 26 (5.5) 0 0 14 (6.0) 0 0
—i% - £HEHER X U5
ORE

4 7 5E 28 (5.9) 3 (0.6) 0 15 (6.4) 0 0

bt 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
Xt X RS

RERELHR 27 (5.7) 0 0 7(3.0) 1(0.4) 0
MR RR, EFRI L UERR R

izt 25 (5.3) 0 0 4(1.7) 0 0

R, R B 28 (5.9) 3(0.6) 0 8(3.4) 0 0

FiliZs 43 (9.1) 6(1.3) 4(0.8) 8 (3.4) 2(0.9) 2(0.9)
KR X O TS

7 5 PERE 33 (6.9) 0 0 5(2.1) 0 0

%5 37 (7.8) 1(0.2) 0 13 (5.6) 0 0

2B, AEBIZRBWT, BEMEMESR (BERERIERL 2 ET) 6661 (13.9%) .
RIRBEREIER TRE SO 41 (10.5%) . FROKNRMEAETUHENE 33 5] (6.9%) . TFHEREREZE 20 4
(4.2%) . infusion reaction8 5l (1.7%) . KiE% 2 i (0.4%) . BE DO THI 2 6 (0.4%) .

BEE (REREBXE) 16 (0.2%) . 1 BFERF 1 51 (0.2%) | BIBHRAERESE 1 61 (0.2%)
BRAH b, Eo. BHK - BBUHREMEE, T REEBEEEE . Sk &k OE /MR
B ESRBERITRRD bivieh o io, ABIERRTURIUIBEESRE 2+ & LEHER LT,



4. HERITHOWT

EHEMm ) A7 EEEHE (RMP) IZED5& . AFIOEFEDLEEERIFET~OH 7 ]
M DIER T > T, AR DO SV EYRBE W - FEL, FARORSICXVER
TeRIERAZ R LRI T 5 2 ERRBERIZD, LLTOO~Q@D T T &7 3G
RIZBWTERTINETH D,

@ MRIZOVWT

O-1 FEED (1) ~ (5) OWTHMNIHET IR THBHZ &,

() BEEFBRENBET DHBADFELIULATE GEHEFRS A BRESEIL SR
e, HUEAS ASFGEENL SR, MRS ARERREZR E) (ER3044 A 1 AR
o 437 iR

(2) SEEMERERBE (ERL 294 6 A 1 BREAA - 85 fiEk) _

(3) #ERFRMENIEET 3B ADEELRE (03 ARFEEREERiT. S ABREE
WAmbe, HABIEBHEERR L)

(4) SRIFFEZEZRB L., SSREFRENR 1 UIARCEREME 2 Ok
HIZBDEHETo TSR (FRL 2847 A 1 HERR : 2540 fisk

(5) MEMEBHAL S EBRMEOMREEICRDIBHEIT> TV HHEs% (R 28 £ 7
H 1 BEFA ;1290 fiEg%)

D-2 DL ERERIEE S ARYRER OBIEARBEEOX IS4 22 50
W RBR A OERM (FTROWTINIIRE T AERM) M. HZ2FREOARRIZET
BREOCEEE L LTRBEINLTWAZ &,

?%

o [ERMRITESHE 2 FOOHHERIET L-1RIZ 5 FLLEONAIBEDFEIRFHE %
THoTWBZE, 9b, 2FULEIT. BARERYDRES T L LIBEIESZONHE %
ToCWnBZ L,

o [EMEIFIEE 2 FOPHTHELZET LRI 4 FLUEDORKREREA L T D
Z&, b 3ELEE, EOLAKMRIEE & T MPRESR F DORRRTHE 217~
TW5HZ L,

@ BNOEERBBFEREEOKHIZONT

EIRAIERERICHETIEEENEE SN, HIESENSOFREN, A &
IR ZABROBEE L CEMEICNT 2 EREL. AEEFLRARE L2 HAORE
55, SERESLLITONDEHINBESTWEZ &,
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RETT5HZ EBTE S,

* : ERK 30 4E 11 A B TARIRAR

CHRE)

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

*  Ming Sound Tsao et al. : J Thorac Oncol 2018; 13: 1302-11
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