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1. LI

EIE OGN - BEE OB D DITIE, BATEZICE SO CEELRER P RD
bp, 60, EEORFEFOESRIC LY, PURERR R & OEHRI 2 RERK
FEEMNEARINLIDTT, ThHDERMZEICKLERBEICRMET S Z L REO
BEHL 725 TR RFMBOEE & ED AT & 2016 CEAL 28 4F 6 A 2 A EEIRE)
WZEWTYH, EFMERLREOFAORB(LHELZRS Z & L Sh TV,

FHEARFERMT, RBEACKEM T 7 7 A VBBEFOEREMS LW LI
BB ENHD, 20D EIERORZEEICET 2FRB+oEET 2L TOMR.
WHERSOBEYMR ST I L BIF SN BREICH L TERT S L L bz, BIE
FANRE L EBICLER R & A2 XA — OB T EREER T
THZENEHETH D,

Lo T, AHA FFA 0 Tid, BRBEHEPLINE T/ TV DEFHEER -
BRI ESEx UTOERRORBEREAZHET 2BAN O LEREMN, X
HFROEEEEETT, .

B, RIA KT A ik, BIATHIENER S ERBEGAEE. ARERENAAR
EERIEES S, — BN BARBRANBES, HEFEREENEAN A AEERR D
— B A B AR ZR OB IO b B LTz,

WHBLERDHERES A I7 4 v VAREE 120mg. A 27 4 >V RIEFHE 500 mg (—
W4 Fans\ <7 GBIz FHERZ))

KB ERDWEXIDE . BIRARRE 2 BETETT OB/ 2 3B81) B IR IEH(L 32U B
Bt OHERHRTE

HELRBRERORE  BE RAMIIET a7 GEBEFHEEE %) & LT 1B 10 mgkg
(RE) % 2 BEREERRT 60 5Ll k2T TRE#EET 5. 72721,
BEHRIZ 12 VABETET 5,

Bl E R E X HF: 7RI ERIBKBASHE




2. FHOKE, ERBF

A 7 4 VREHE 120 mg R OFLETEERE 500mg (—i4 : F o< (i
EEMsz) . BT TR . Bk programmed cell death ligand 1 (PD-L1) (Z%f9 %
®REITnT Y Glk (IgGlx) ¥ 727 F A0k MUt ) 7 u—FAHikTh 3,

CD274 (PD-L1) (¥, EENICHV THERRMESICRELTEY, EbLEY
YoNER (T HERE, BARR O F 2 0% 7 —T M) SIC%HT 5 CD279 (PD-1) &
U CD80(B7-1) &G L. SR E & AICHIET 2 &£ B 2 5T 3 (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116:1291-8), 7z, PD-L1i3. FE4 DIEEHKIC & RE
LTwW3sZ & (NatMed2002; 8: 793-800, JImmunol 2003; 170: 1257-66) 23#éE STk
V. PD-L1 & PD-1 241 L72R B 1L, MM S HUR R BAG7Z2 T MR A & DR %6
BT AHMFEO—D2L L TEZLNTVA,

- AANZ, PD-L1 OMARSMELIZHEA L. PD-L1 & PD-1 OFEAEAET S - L&k
V. BAGURRERIZ T Mg oML EEEE 28 L, BEOMMEMH T2 &2 5
nTn3a,

AR OVEFIRE T E S BEORIERISIC X EWERS RS b b, BEX IR
EBEREMNH D, AFIOREDRUEEHIZIT, BEOBEL +DITTV., RENR
H HNEBAITIE, BB L - BRI UM 72 F5 & 8 2 B [E AT & s |5l
IR ATV, BEDRERITIC X 3EWER SEHN D BAITIL, BB L
LK OB EE ORI R ILE E1T 5 LVERDH B,



3. BRERRREE
YRR AR BE 72 B ATEAT O FE/INRB I (2 31T B IRIGHIL SR SR R 1R OHERRIE O
SR 21T o - E R BRI RBR OBGE 2 T,

[B2hit]
ERREF S MAHFER (PACIFIC 3RER)

Wil Y 2 A I D ALEZ BT ARTBRI L G AR IR BT 3R
B B o IR RRE LR RFTEIT D I/ NIRRT B (WHO Performance Status 0 3
1) 713 B ORHFIBE 476 ], 7°5 & REE 237 ) (AAN 112 81 [RAFIRE 72461, 75
BRBE 40 H1] ED) ZHRIC, LFEBSBRIEK T % 42 B URNIZAH 10 mgkg £
T TeROBE2BE L. 2 BEKE CAEIEE L 0 IMEROCEEE TR
L7z, FEIFEER Th D RHEC L B EEEAFHE (hRE [95%EHEKE D)
DFERIT, AT 168 (13.0~18.1) VA, 7T RBTS6 (4.6~78) HATHY,
RFNLT TR ICw LEEHENICAEBRIER 2R L. (A — Rk 052 [042~0.65],
p<0.0001 [JB% log-rank #R7E], 201742 A 13 BF—# v hF7),

1.0+

Median PFS (85% C
0.8 E3 ] 18.8(13.0, 18.1)
.8 Z5uK 56(4.6,7.8)
— 52 (0.42, 0.85
il 0% v~ KR (95%CH)  0.52(0 3
]
0.8
& o
e Trw.
O &= o
ml ... T NN
& o3 -
-
0.5 e T
B e SRR RN ..
LIS T | R———
G| e bEE S
= T T T T g T r T T T
i 3 3 . L 1% i -3 4 Fad 10
BEALTE,IOOMN(A)
Number of patients at risk
Month 0 3 [ ] 12 15 18 3 2] 27 30
P 3] 478 37 301 264 159 86 44 21 4 1 0
ISEHR 237 163 106 a7 52 28 15 4 3 o 0

1 IRz & B PFS O BT D Kaplan-Meier B

T, b —oOFEFMEER THHILEFYE LT, T0S) (hHfE [95%(E5H
X1 @ 1 [EHOHEMRET (299 DA~ ) OFERIZ, AFIEETNE' (34.7~NE)
A, FTRREET28.7 (229~NE) # A THY., AAIXT T £ Rt LHEFHICH
FRIEE A7 LT (AF— R 0.68 [0.53~0.87]. p=0.00251 [J&# log-rank #RiE. HE
AK¥E (FH) 0.00274], 20184E3 A 2 BT —F v b4 7)),

* EREE T, 8



11 Median OS (95% CI)
ES- NE (34.7, NE)
0.9 TSR 28.7 (22.9, NE)
/N K (95%Cl)  0.68 (0.53, 0.87)
0.8
4 o7
F
L .
() "IWN.!
0.5 - -
e
L LTV IR TP S SN i S
0.4 4
0.3
0.2
—
0.1
----- IS4k
0

6 3 6 9
Number of patients at risk

*F| 476 464 431 415
JoER 237 220 198 178

s 18 2 24 2

EIEB AT L0 BER)

364 343 319 274 210 115
156 141 130 17 78 42

% 3 42 4

23 2 0 ]

2 OS OPHEfENTRFD Kaplan-Meier g

AARANBEEF 1126 GREIEE 726, 752 RBE4046]) ® PFS (Fofli [95%(54H
XM 1EAHFBETNE [109~NE] ZA. 7T RETT2 [20~186] I A (K¥F—
N 0.49 [95%fEHX M : 0.26~0.89], 201742 A 13 BF—% A v +4 7). 08 (f
RAE [95%(EHEXR]) 14, AFKIFET NE [NE~NE] 7 H. 75 R8T NE [NE~NE]
AR THoTe (NF—FH 096 [95%(EHIXMH : 0.48~1.92], 201843 A 22 HF — ¥

" "‘"La o RN TR T
Median 0S (85% C1)
*H NE (NE, NE)
PEEL NE {NE, NE)

A= FHE{95%CY) 096 (046, 192)

By bAT),
1 Medien PFS (95% C) || i o W
e NE (109, NE)
08 ISk 1220, 186) 08
: 14— FH (95%C1)  0.49 (0,26, 0.59)
08 ; 08
:

% o7 " % 97
i 3 ¥
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E o6 M o
bt a2’
g 05 05
“ e 04

(K] 03

02 02

—_— =
- ' o A
— e ISt
]

L] 3 8 8 12 15 18 o 2w X g 0 3 6
Number of patienis at risk AEBHRILSOMA) Number of patients &l risk
H# 7 58 51 47 34 27 19 3 0 ] % ir3 72 6
Toed 40 26 2 17 14 9 6 1 i) ] FI3eF 40 B 3%

W

X

(K : PFS. AKX : 0S)

5 8 o X ¥ W B ® ™ @
EEATAL L0 B

e 63 &1 st 57 48 2 1 (3 ]

Rz u 3¢ 27 23 15 8 5 o [

B A ABELICE T 2 PFSE OSSO F BARHTR: (D Kaplan-Meier Bk




(PD-L1 F&EIR LB OB B R N2 HE)

EsItFEISTFERE (PACIFIC RER) [THAANLONTZEBED S b, BEEMARICB
T PD-L1 %53 U BB 5 584 (LT, [PD-L1 BEE)) 2B 2 1HFHR’F
BT —EOBE DT —Z L ES & PD-L1 BEKINARBHNART 1T - oA ER
VRO RIZLUTOLEY Thol,

ﬁ@ﬁ’%bf‘ws&wosmwfh’%bf%ﬂﬂA%ﬁ%ﬁﬁwﬁafﬁfﬁ
B2 5 B AKIBED A — FIEAKE < R BERNRD bz (M 4), PDL1 %%
A8 1%:R38 & U PD-L1 FBLED 1%L L0 BEFEMICEIT 5 0S O Kaplan-Meier H#RIE
Ks5snDEBY THoT,

7245, PD-L1 OFBRIZL ST, RAOREMET 07 7 A VTR TH ST,

AR BRI i A I R
*8 Ftt HR (8% 01 i *M - HR (9554 €)
S HEME . 294/476(45.0%) 167237 (6B.2%) 052(042.085) X RE o 1B347638.4%) 116257(48.9%) 0.68(0.53.0.67)
PO-L1 TC 225% —— SUBAILTR) MMGOS%)  041(026,065 FOLI TC 225% ——t ANNSEITN  ZNAS(S2IN)  0A48(0.27.078)
PO TC 12-<25% I — JETETAN)  IBAT(506%)  045(00.080) PDAITCI5<2S% | | 390760 ZZAT(EA%)  050(C35.4.0%
PD-LT TG <1% a1 | asmopsadw)  4osaseow)  o7d(04e.11  POLITC <% Y| 4VR0A5.8%)  1988{028%)  1.36(079.234)
. I
PD-L1 Unknown | e aeats | BU174(466%) SHBRISEO%)  0.50(042.0.83) PO-L1 Unknown et { TUITA(14%)  BUBB(E0.1%)  0.62(043,088)

Y T
ez oq pE o8 Ol 1.0 l$ o0

®4lmamcaﬁkkﬁéHmn%ﬁﬁﬁ%vommﬁvoso7¢vxb#n/b
(£K : PFS. £ : 0S)

1 Madian OS (85% Cl) 1 [ Median OS (95% CI)
NE (208, NE) Y
ae '.-s.\ g5 NE {27.3, NE) oe
L. _ l\"f—l-h:(os%a) 1.36{079,234)
ne (13
4 o7 4 o7
# &
o
s °° g o8
13 o5
oa& 04
03 o3
02 02
wanane .
a1 g1
----- Zyeh
¢ 0
[} 3 ] ® 12 1% 1 21 2 o k1 R k- » 42 45 © 3 & 9 12 5 1% 2 24 Fi p k- B % » 42 L]
Number of patients af risk Bt BRI ADBROD Number of patients at risk B b0 WU
*¥ 80 88 B4 B8t 72 65 58 50 a5 35 Fail T a o o L] R 212 208 183 187 178 171 165 156 134 105 62 M4 12 1 ] [
Frk 58 58 47 45 44 43 40 3% 35 2% H 8 3 1 1 o HotH o B kil 67 13 58 42 46 41 F:] . 7 -3 2 [ [

K5 PACIFIC RBRIZHIF 3 PD-L1 BERIRFLFITD OS @ Kaplan-Meier HifR
(25 : PD-L1 BER<1%OBELH. A : PD-L1 BHEE21%0OBELE)



[Z4atE)
ERRIEFFE MMERER (PACIFIC &)
BERELIIARFKIRE 460/475 5] (96.8%) BT T & REE 222/234 ] (94.9%) 123 6
nic, BEREL ORREBFATECEIROVEESES @EHER) 1. ZhZh 322475 fi
(67.8%) K% 125/234 1 (53.4%) 23R B, 2D 5 LI (Grade5) 1E, Fh 7
1 7/475 Bl (1.5%) BV 3/234 1 (1.3%) Thotz, WTFNHOBETIREFEED 5%LL Lo
BERIZTROLBY Thot,
£1 VThr OB CTRERN 5% EOBIER RAMATSER)

FEBRDE | BAEE Bl (%)
(MedDRA/J ver 19.1) AEIEE (475 ) 7T wAREE (234 )
4> Grade  Grade 3/4 Grade 5 4 Grade Grade3/4  Grade5

ZEITEA R 322(67.8) 56 (11.8) 7(1.5) 125(53.4) 10 (4.3) 3(1.3)
Mo iEE

AR RS RE TUHEE 30 (6.3) 0 0 3(1.3) ] 0

R IR AR K TIE 50 (10.5) 1(0.2) 0 1(0.4) 0 0
BiEkEE

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

HEQ 2655 0 0 14 (6.0) 0 0
—f% - 2HEER X RS
DIRRE

&’ E 28 (5.9) 3 (0.6) ] 15 (6.4) 0 0

3 62 (13.1) 1(0.2) 0 26 (11.1) 0
KRR L UseskES

BRR 27 (5.7) 0 0 7 (3.0) 1(0.4) 0
MEORER. MIETR L OB S

Rk 25 (5.3) 0 0 4(1.7) 0 0

0 R 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)
BRER LU THamkiES

Z 5PN 33 (6.9) 0 0 5(2.1) 0 0

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

mEB. ARBZRWT, FMEEMERER (REHRERmEA 2 ET) 66 6] (13.9%) . H
IRERBRBEIER T 50 1 (10.5%) . FRARBERETTIESE 33 ] (6.9%) . FFHEREREE 20 #
(4.2%) . infusionreaction8 1 (1.7%) . K¢ 2 i (0.4%) . BEO TH 2 41 (0.4%) .
BEE (MEEERE) 16 (02%) . 1 BUERS 141 (0.2%) . BIBHAERE 1 61 (0.2%)
PR bNTe, £, Bk - BEHRMRIE, T RAMEEREE, BBA R OHE MM/ MK
B HESRBEISIZER D b o 7o, ABIEARBIRRIZEEES 2 S EERY =T,



4. HERRIZHOWT

EE Y X7 EHEHE RMP) IZES%, AFOEESLZEEEREE~OH11KH
NHOHMRTH > T, AFORENEI R BELZDH - HEL. AFORETLVEERE
BEWERZ BB LBICHINT 5 2 EBUERED, LTOO~@D T T e
RIZBWTHERTA2RETH S,

O HERITHONT

O-1FED (1) ~ (5) DVWTINICELT IR THDZ &,

(1) FE%@kﬁﬁﬁﬁ?éﬁh%ﬁ@#mﬁrﬁ%(ﬂﬁﬁﬁﬁh@%ﬁ%ﬁﬁﬁ

L HUES A D EOE L AR R, USRS AR ) (FRR 30454 A 1 HEF

#5 437 FEE%) :

(2) HEHBEmEE (EEK 2946 A 1 AR : 85 g%

(3) EEFBIMENIEET DA DREER (B ABFEREREERIT. 28 AZRERE
WHRBE, A A B REEHEERPT /2 L)

(4) ARICFRIEELZFRE L. ASR-EFREME 1 UIASRIEFEREMNE 2 Olig
IR DBHET> QOB HER (ERL 284 7 A 1 HEFAR : 2540 HisR)

(5) PEMEERLS EEMEOMHEEIR I BEET o TS HEaR (FEK 28 7
A1 BB 1290 fEgk

-2 Bl DAL R I & & T3 A SEMIRE I ORIV A REBLRF OXEIC I AR5
BMEBRBAEOEM (FROWTNNITEEY T HIERM) . YEDRBOAFICETD
BHEOBEEEL L THESIN TNV Z &,

F

o EMGHFRGS 2 EOPBFHERET LRI 5 U LOBARROERIHE %2
ToTWBZE, 95, 24ELEIX, PARYEEE L LEBREEZONHEZ
ITH>TWNWBZ &,

o EGHRES 2 EOMYTHERET LRIz 4 FL LOBRRREE LTS
. 9b, 3ERIL, B0 A EYEEE SRR EOBRKRIHEZIT -
TWAZ ¢, '

@ BEAOEXMFEREHEROAEHICOVT

EXRLEREHIIHETAEEENRE S, RESENSOFRED, A K
SR AER OB IR CEMS T 2 HRIRM AEERI L LILGEORE
EHK. SERELLIITON S EHIESTND T &,




® BIER~OXIRITOWNT
®-1 MRk 2 E Y

FRIE MRS (BURBEITIRR 2 &) SO EELRBIERNREA LB, 24 B2
TR DT | MM S TEEE MR 128 T 38 L2 BIERICHS U CABREBK O CT
FZEDRIER OB MLEBELRREOFE RS Y BB b, BB TTRERAH 235 -
TWnWAZ L,

@-2 EFRHERI L 3 EESHINCET 2 ES

BABIRIEED 2 FMR R MR SR H T 5 EREEE BBER =4 Y v 7
REOEEROAL ) ==V TETVERE L EHRA LT TE 35— AEBREHNE
WS TWBRZ &, B, BEEFICOWT, BABRE L ZOFRKRICHSEmINLTY

SRayEr

®@-3 BHER ORH-oxNIcB LT

RIVER (REMERGGR B CREHRIEIIRA 2 S 1e) 1SN Z, FFHEAEREE | PN kEE (F
WISHSREREE | RIS E | TRIAHAEEE) . BEE, infusionreaction, KIB% - &
BEOTHR, | BIRERIA, FiRk - HREUHBARE, BRI, SRSt/ MR R EE5 %)
X UTL MEER SULEBEFMB O FMMt 2 AT 5 EM LB L @EIER 02
SR L CHRER X BEEZIT OB &EICH 22 L), BEHICHNALERTX 5
BHINE - TWB T L,



5. BERNRLRDBE
i B % 30E])
O TROBEZBWTAROFENENRIES LTV 5,
o PERAE S TARIBMLERSRIRIE O % IR BET SR bh o 1]
B RE 72 R ATEAT DI/ ML (Stagell) (% U THERFIRED TN S B

@ TRIZHYT B RFICHT ARFNOBRE R OMERFEIC OV T, AFI QAR
RSN TELTP. AKOBEMR LR LR, '
o AEHAEETIRIGI LR HEIRIRE OIBRIB O 2\ B
o ASEHEETRIGILFBIRRE DR ITREEITARY bz BE
o IR IR
o hOBUEMEER L G L TREShABEE

® AFIERIEFASEMARR (PACIFIC RER) 2B\ T, 2FELH 7T RBICH
UCEEBIEE & X7z PFS KU 0S DEBMESRIESNL TV D, L, BE
B R RS R Tl H B L O D, PD-L1 BHEFIC L W AR RR D Z LRk s h
BEERNB LTS Z b (P62MR), PD-LI BRELHRB L LT, KH O
BEFEOHEZT 52 L BAZEE LV, PD-L1 BEER 1%KM TH D T & DR
SN BRFICBVTI, AHOREOUREM L EEICHNT5 2 &,
7235, PACIFIC 3RBR\Z351F % PD-L1 3F I Ventana PD-L1(SP263)" & FV  THRFES
ENTWAN, ULTFOX#EE %2 $%12, PD-L1IHC 22C3 pharmDx [# =] X{% PD-
L1 THC 28-8 pharmDx [# 21| {2k ¥ PD-L1 R EHE L. AFOREONEE
REI4T 22 B3 TE S,

* 1 K 30 4E 11 B B TARFARER

SCHEREE)

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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o IRIBHILFERABEEIZ LV Grade 2 DL EORVEMEMER S (S G i ftlgss %
Bir) ORBBEBRD Lh-BE
*  WHO Performance Status 2-4 &V D&

@ WFEATOFHMEIZB VT FRICEL T 5BHEICOVTIL, AFOBRE IR 2N
. ROTBFCRIE D Z2VG AR Y | EEICAREZFERT L2 L2 ZETE 3,
o FEMMRE BERBEMBREZET) ObsREZFOHEEEOH S A
E (QIZEZY LRWEAICRS)
* HBCOAEEAROESUUIBMRNZRE L IZFERMEOH DAaEEROBARD
HoHEBE

b1 WHO @ Performance Status (PS)

Grade
0 FoKBEREGTES, EHECHERLLBEL YT, BFATL AU A BAENHIE
24725,

1 PIERTIZBI LVWEBNIHIR S 528, HBITAMEE T, BIELCLBITHI LN T2 5, 8
EEERTIEIL—FO LRI U BELREETEA28EE LS TN 5,

2 BITARET, BROHFOEHLY O LT TAREL M, fEIT TR, BPO 50%0 E
Ay R T,

3 RONTBHZOEOEPLYOILE LMTERY, HHO 50%L, L3y RpEF i@,
4 EolKHIT 2, BAOHDEDLIDOZ LFE -1 TERY, BRIy FPHFT
|3,
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TATCESITIN 2, WEIRFEEHE N RS 2 BRI S X ARF Ot R OB IERE
RO DIHEREREL TDICHER L THLERT L&,

BERMBICEL D, BEXIIZFORBECHEIEROEREEZ AR L. REZE
TholETHZ L,

PD-L1 BHRELHLHR L ETARFAOREA G E UM 2 Z EHEE LV, PD-LI
HRBRPHER TERVBEAITIE, AR OFEHOBTZ BTN L7 ETRET D
= e

FERBMEADO~X T A MZ2WT

IR S (R ERER 2 E8T) BhbbhdZEB3H 50T, YIHIE
KB, MR R, ek, REE) OMGER UWE X SRE O EHEE. B
BEFHITH 2 &, £, BECG LTS CT, MiF~— bV —%0HmE%:
E 5/ I .

infusion reaction 733 b5 Z & 23H Y 2 [B] B LA O AAI$ 58512 b infusion
reaction 3% LoD I L BB DHDOT, AR EGEIITERIBE OREL 5
\ZBIZ4 5 Z L&, infusionreaction 3FRD NG EITWEURNEBE LTI L&D
2, FERDEET S TREOREL +2ICHRTHZ &,

RIS AEIE E, RIBHREREE RO TEAMEEREERH LN EBH DD
T AHI 5 B AAHT & O S8 i3 B A R ARIS Re iR & (TSH. 158 T3,

Bl T4 S ORE) 21TV, BEOREA +0IBETLIZ L, £, BEIZ
IR T aF ) —b, ACTH S DIEKRMRE, BRBRESOEHRLEZET D
e,

AFNDOBREIC LY | BEORBEFITICEEST 5 L B2 bhbiEx REROKE
Nhobhbd bbb, BEEZTHIITV., BESREOONEHAITIL, @
EORERIGIZE PEEAORBREZEE L, BULENZE LT 2 &, BE
DHRERIIC L BBEHWERPRLN D HEITIE. AR OREDRIE, P I1EITE]
BRERNVEVRIORGELEZEETDZ L,

BEHTH%, SRR OB ARBL T LEWERANRERT A EBH DD,
AFNOBERTHRIZHEWERORBRIZ+SIERET 5,

AST (GOT). ALT (GPT). y-GTP, BV LV E V%50 LR &5 [FREEEN H
bbb EndH D OT, AAIEGBLAR K OG- HIH I ES R AT RER
EEITV, BEORELZ+DICBETD L,

RAERENE R, AREBREDBEENRHLDLND ZERH DD T, KA
£ 5-BRAART R O 5 BRI E BRI BREERE 21T BEORELZ 21
BT ozL,

1 BERIE S B b, BRFBEMEYS VTV R—VRAZELZZERHDHDOT, H
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