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W VEBMERLOERHORECHEEZX D Z ENEVIAENTEZ &%
JCUVHEESR G A B L E R EE IR T D T Rl fE HHEE T A R
TAVEERTDHZEELTVET,

Sk, TV~ T (Bin Ml z) A (RGE4 @ ST A R R E
200mg) (ZDOWT, JREEREICH L TCHEHATIBEOEBEFHEZNED LB
DI AHEET A RT A E LTV ELDFELZOT . ZOEMICY
STIFEATA RTA IOV THEEIND L), EENOEFEKE KO
JZxE T B JE &= BV E T,
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1. IZT®IZ

S OGN - ZEMOREMRED T2 OIZIE, IR SCES SO IZE IE 2 23K
HHND, 6T, ITHEORFEHTOMEHRIC LY, PURERN 2 ORI 28 HilE
AT ERLNARINDIHT T, ZNHDOERLZEICHERBE RS S 2 L3
MEXDFE L 72> TR Y | RFMEGER & SCEO AT # 2016 (EAk 28 46 A 2 H 4
BIRE) IZBWTH, HEFMERLEOEROREHELZND Z L L ST,

PrHLE AP ESR S, REEASREE T 1 7 7 A VBBEFOEIRMG & B 5 )i
B2 BB D, 20D, AR OLZEMECET RN 0S-S5 ETO
M, YZERLOBRELZBZ T EPHHINLBEFICHLTHERTL & L BT,
BIER NI LB B 2 & D 2 L A AHEZR — E O B % jii 7= R R RS ©
AT ENEETHD,

L7eBoT, RAA RTA4 0T, BABBERESLIAETIZHELR TV D EFHEY
1)« BHPRRHNCEE D& | LU O BEIES O fii 7288 2 HEtE 5 80 & LB B
B2 IR OEEFHE T,

BRI, RATA BT A L, MSATBOE N EIE S EREIRR A I, N amrtENEA A
KREGRIES 72 —MAtE N B ARERRNEE S K O — At FE AN B AW RSB P2
DI D H EAERK LT,

RIG L IR HEIR L« NN F A RIEERE 200 mg (—HR4 TV~ T (GEIG R
Z))

SR ERDETDE - IRTRYIBRASEE /R IR I LRI (2 31T DAL IE 1 DHERRR TR

SEERAREROHE . AT L~ 7 EEHz) L. 1| 10
mg/kg (AFE) Z 2 BRI T 1 ERILLE2NT TRETEFET 5,

ok AR G ¥ E AT A F T 7 —~ RS




2. AHN DR, VERBF

N F A SHEE200mg (— %4 - TV~ T (B Z) . LIF TARA &
W) 1FE AT AL FT 7 =< BRASHEBEYE L7Z & b programmed cell death ligand
1 (BLIF TPD-L1J) &W9H,) iZxtd 5k MU IgGl £/ 7 v —FTAHETH S,

PD-L1 /&, EEAIZEW THRRRAMIEEFICEE L TR, &L L7z Y 88k (T
Aifd, B MK OV F 2 0% 7 —T M) SIZIHBLT 25 CD279 (LLF [PD-1) &
9.) KO CD80 (B7-1) &fEA L., MEISEZAICHIETLEEZEZ 6N TS (Amn
NY Acad Sci 2011; 1217: 45-59), PD-L1/%, fEix OEFMHRICHFHE L T1D Z L& (Int
Immunol 2007; 19: 813-24) S8 #E SN TH Y, PD-L1 & PD-1 2/ L2 #8855
AR BURRF A 72 T M O OWBREZ BT 2T DO—2 L LTEZ LTV D,
Fio. R ERFEIZB W T, PD-L1 BB L TWD 2 EERHE SN TS (Clin
Cancer Res. 2008 Aug 1;14(15):4800-8) ,

AF1Z PD-L1 OHIPAEIIZ KA L. PD-L1 & PD-1 & OfEA AT LT AFUR
B T MROMIREEFEE 2 M2 2 &SIk v, EOREZMmEI+ 5 &5 2
b5NTn5,

ARHFNOE MR IC 55 B ORERIGIC L 2RERS R H bbb, HEEXIET
B AR B B, AR ORGP RO GHICIE, BEOBEE AT, B
MERD BAVTZIF AT, BB L FRITIE U A 22 ek & B8R & Fr O RN &
L TG IR 21T B O RIESUSIC £ BBIEMR DN S BEICE, B
BB AN LR OB GO )R IE 2T 5 LER D D,

PN



3. BRIRERAR
HOABIR R B (RS b R
Eiﬁﬂ’jﬂn uih%o)ﬁjZfH%Tj—

B DALFERRIER OHMEFFIRIE O FGRRF ISR 21T > 72

[ %0
[ BRI R 275 T AHRRER  (B9991001 7AER)

7T FF KNG RACFERE (4~6 F A 7 V) (S THREBETHRRD ST
VN, IRIBUIBR N RE 2R R B RO R 700 B (AARNEE 13 HlaEte) x5 s LT,
A & Best Supportive Care (LLF [BSCJ &W95,) OPFFEE (LLF TARA|/BSC) &
W9 ,) & BSC MR DG IME R VRN S o, FRAEIT ORE R (20194
10A 21 B7 =20y A7), FEFEEA & Sz PD-L1 ORILAZ bWl
(AT T2BE) Lo ,) KOPD-LI G2 B ISR T 2 243 (BLT Tos) &
VDo) IZDWT, AHI/BSCHEIT BSC HRIZX L THERHFRIICH ERIER AR LT,

D ARAFNE 10 mg/kg % 2 MR CAREHE LT,
2 GEMRBMLEREIC LY . ROWTRAETHTT5E % PD-LI Bt & HE L=,

o JEEMND 25%LL FITERENRD B b,
o JESHITIEE LI RIS OFIE DY 1% B DRSO 25%LL EIZYERED B s,
o JEIEICETE USRI OEI S A 1% D FEI 0 100%IC YN B b b,
#z1 AEMERE (B9991001 FER)
4 BE AL PD-L1 Bt B E ]
KA /BSC BSC AFH|/BSC BSC
(n=350) (n=350) (n=189) (n=169)
0S gl (B) 21.4 14.3 NE 17.1
[95%CI] [18.9,26.1] [12.9,17.9] [20.3, NE] [13.5,23.7]
MNP — Rl 0.69 0.56
[95%C1] [0.56, 0.86] [0.40, 0.79]
J p fE” 0.0005 0.0003

BSC : Best Supportive Care, ClI

ZRN SUTE 50,

fFHEIKCHL. NE -

LiE) MOWIEEERE (HY |

HEEART], *: —IAEFREOREREMR Bx

L)

X @5 log-rank #i &
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At risk3k
AHl/ BSCHE

BSCHE
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TEIEIS
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At risk%t
A Fl / BSCHE

BSCHE

AFl/BSCHE

BSCHE

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38
HEIELAE DT B OB (H)
350 342 318 294 259 226 196 167 145 122 87 65 51 39 26 15 11 5 3 0
350 333 304 270 228 186 153 125 105 83 638 53 41 33 18 12 9 2 1 0
AFl,/BSCHE
BSCHE
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 M 36 38
MEAEAE D AT 0B OHIE (H)
189 185 177 165 146 129 114 95 81 70 49 38 32 26 18 9 8 4 2 0
169 165 152 132 113 89 76 a7 54 45 37 30 23 21 12 8 6 2 1 0

X1 OS DHEAFENTEED Kaplan-Meier Bt (B9991001 3X5%)
(kX : 2BFLE., T : PD-L1 BiEBELER)



]
[EI BRI 2 T AHEER  (B9991001 #XER)

HEFERLIL, AKI/BSCHE337/344 61 (98.0%) . BSC #268/345 %1 (77.7%) (258D 5
o, TBBEE L ORRBEREZ S ETERVWAFHEE RIEM) X, 2h i 266/344 f
(77.3%) KT 4/345 fil (1.2%) ([ZRRD bTc, WO G TIHBLRN 5%LL E
DEWERITTRDO LBV THoT,

R
\H:@
HF

H}

£2 WITNLOBETREIEEN 5% EORIER (B9991001 3ABR) (ZEMMEITZREH)
Bl (%)

SRERIKR R/ FEAGE AFHI/BSC & BSC ##
(MedDRA v22.1/J v22.1) 344 14 345 {31
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

ARIER 266 (77.3) 56 (16.3) 1(0.3) 4(1.2) 0 0
—i% - RERER X OB SEAORE

1% J)9E 34 (9.9) 0 0 0 0 0

5 33(9.6) 1(0.3) 0 0 0 0

qEAE 24 (7.0) 0 0 0 0 0

FEEN 23 (6.7) 0 0 0 0 0
FERG ¥ X OE Pk

% O PEIE 47 (13.7) 1(0.3) 0 0 0 0

P 25 (7.3) 1(0.3) 0 0 0 0

B w5 18 (5.2) 0 0 0 0 0
e

T 35(10.2) 0 0 0 0 0

L 24 (7.0) 1(0.3) 0 0 0 0
B R L OE A MRk

RA A 23 (6.7) 1(0.3) 0 0 0 0
PN o I R

DR BRFSREA T1E 36 (10.5) 1(0.3) 0 0 0 0

FROIR IR HE TU I RE 21(6.1) 0 0 0 0 0
5, R X OMLE A GHE

HEACAE D 6 35(10.2) 3(0.9) 0 0 0 0

728, AHKI/BSC RV CRVEMERIE R 1261 (3.5%) . B2 361 (0.9%). FFHkfE
fEE 1841 (5.2%) . KGR « HEO FHISH] (1.5%) . HRIREREREE 48 61 (14.0%) .
BIBHEREREE 40 (1.2%) ., MREfEE (X7 - AU—EREREZET) 661 (1.7%), &
fEdE 7451 (2.0%) . AhZk - BREUTIALARSE 2 61 (0.6%) M TN infusion reaction 69 5l (20.1%)
WO BTz, Fo, TEAHERERE ., [RBERP, DA, FRER T E & O -
B IIFR D DAL o 7o, ARIEABBURDUIBIE RS (AR MRAEE T 2~ 5 T)
EEUEIHFERE =T,



4.

it

HEFRIZ DUV T

AR & L TR A (2FRA) PREoh Tns 2 b, Yikild

NCETE M THLLIMEND D, TOLET, AAIOKRENEY)2EH Z2

Wr - F5E L. AFN OG0 BEEQRAEWEN 2388 LIRSS T 5 2 L B3Rz

B

. BFOO~@DF X T AT ICB W THEHT 2 X& Th %,

@ mERITOWT

@

A FREO (1) ~ (5) OVPRMCEST AR TS T k.

(1) BEAEGBRESIEES 205 ABHESEILRRBE S (HE RS ARSI RN

B, Hus AP RREBEILAURE, IS ARSIREIREE R &)

(2) FrEtEaemb
(3) HLERFRASENIEE T D 2 ABIEERE (05 ARIRERETRE BT, 25 A2

i 1IRbe. S AR HEE R 2 &)

(4) IR EFIRIEE ZRE L, SSRIEZERIEINE 1 UISSRACZERIEING 2 O fs £ 1

(ZHR D R H 2 AT > T D Jitix

(5) HUEMEMEZEAAL S5 E BUING O Hi i S AR 2 i HH 24T - T D Ji

@ -2 JRIEE R DAL 5 K& OVRIE S8 BURS O RIS 43 7 ek & e BR & R D R Al
(FROWTINICHEE T HER) 23, LR ORANCET 2MROBEE L L
TREINTND Z L,

*

E BRI 2 FEOMINHE ZE T L7212 5 FLLE D2 AIBR O FGIRHE %
ToTWABZ L, 95, 2 L EiT, BDAKYEELS T & LI-RKEL S OHE
BT TWA I &,

AT SaFFEAS % 2 FORIIHE ZE T L721212 4 L0 EOWRERFHF O RRRHE
ZIToTERY, 95, 2 B EIZ, IREE EBUEO N VSR 2 & 00 ATR IR D
FRRIHE 21T > T D Z &,

©@ BERNOERRFEREHOEHIZONT

A BRI IE S 2 BMEA P ELE S, BUREE S OB D, ARk -

LM RERE I OB B RS 2 E miEft, AFFRPRBELLSED
A G FE D HELDIAT O LGN > TN D Z &,




@ BUWEADRIRIZTOWT
®-1 BIVERR B Ot Az B4 5 Bt

VR MM B OB RBIWE 384 LT2BRIC, 24 BRI RIRHIO T, ik X
IEEE R VT FEEL L RITERNSIE CCABRE B O CT S 0 BIE Q#5424
HAMRADRERD Y H PGSO, EBISS T RER AR 8-> TnD 2 L&,

@2 ERUEHEEIC L 5 AEFENSICET 2B

N AT B I R AR O e R B B IE R E B RIER T =4 ) >
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55— LR 2%
SN TWnWAHZ L, B, BFEREIIZoONWT, DABRE L FOFEIBE DI EN
TWBI L,

@-3 BER OZWrox B L T

BIVER (RIEMERMZEEICIZ, TR, KIBK - HEO TH, NowESs (F
W R . RIBAREERE S . TR . 1 BUBEIRA. OBk, Ak - BT
RUAREE, #RRkPEE (X7 v « NU—JEBRELZ 5 Tr) . BHE . infusion reaction, FEZ.
Mg - BERESS . EEIEMDMESESE) 1Tk UL Y EkERR ST B E R B O B & A
T HEMEEE L (FEAOZW-OXISICE L THRER OSSR EZ 2 b & MHCH
HZ L), EHICHEUARAENTE DEHNESTNDEZ L,



5. ZREMBRLRDBE

(AL B9 % FH]

© 77 FFWH T —RAFRIEC TRBETRRD b TH 2RV, RIGTIRA

REZR IR IS ERR B ICB W TAAIO AR RSN TV D,

@ TRUICEZY T 2 BB ST DAFN OB G J O ITHEIZOW T, AFIOFRMED

MESLSNTELY, AAOHREGHR LRG0,

o T IFFRAIE G RAEFIRIEDIGRIED LV B

o T IFTRAIE G RAEFRIER ISR EEIT SRR b B
o FiomiBhRIL

o LOTUEMEESHR & O L TR S B

[Z2 4tz B4 5 F ]

O TRICELYTIEE IOV TEAAORENER LI TS Z b, BEH%E

1Thrnwz &,
o RHIDFATT T UIBBUE DBEFERED & 5 B

@ BRATOFHIZI W T FRICEE ST 5 EBF IOV T, AFOKRGIHER SR

WS, A OTERRIEIUR D 2 WIGE IR Y | HEICAHZER T2 2BETE

o

o [HEMMEEROEH I EDH 5 EE

o R AR A CRHVE S A R 6O D B K ONE B 0 R R It s 2 <ol G il 2%
FEOMICRIEMEZEAN B D EE

HOMEREOGH, UTEMR LA L ITH3EMEO B O %R A OB
OFo¥aYyisey

e ECOG Performance Status 2-4 =V @B

(1 ECOG @ Performance Status (PS)

Score

o
JE %

< MR LTEBTE 5, AL [F U HHAEEDSHIRZ <725,

PIRIICIR LUNEENIHIR S 525, BATRIHE T, BEECH > TOMERIITI 2 & TE D,
Bl SR, EEEE

HBATRBETH D OHOEID O Z L33 X CTRFEZZAMERIZITE 220, HH D 50%LL X~y R4 Tilh 29,

RONTZESOHDEY DZ L LTERY, BHEO 50%U L&y KTl 21,

2LEHT RV, BHOHOEID O LT TERY, BRIy R TlId,




6. BEZELTHEETREFIH

I SCE TN 2, SE MR TEEH DR 5 ERME I HE D & AR O Rtk J OVl 1
RO DI E R ERE B L T BRI 2 &,

TRIRBAIRICHESE . B T F OFRIBEICA IR OGR4 L., FE%
BTroETHZ L,

FERBEIERO~RT A MZONT

@

@

MEMEMERRH 5D Z B DHDT, REIOEGIZHT > Tk, #IH
SR (EEIAL, PEULIREE, k) O OO X fifd o £ ik, Bl
EHolATo 2k, Fe. HEIDS UTIE CT, i~ —F —ZE0R& % E
T 5z &,

A2, ISR E, TR bND 2 ERH L0 T, BN EER
% (AST. ALT. y-GTP, B U/LE U FHOMIE) 21TV, EEOREZ 157312
BETD L,

FURBRBERERR . BB REREE RN O T RISEREFREENH O Z e H D
DT, EMRICHNWERER A (TSH, 15t T3, #E#E T4, ACTH, =L
F=VEORE) 2175 Z &,

AMEEES, RAEHEEBEREOERENLDHOONDLIZERHLDT, &
HIFIC SRR A 21TV, BEOREEZ 0BT 5 2 &,

1 BUBEpRI (BE 1 BUFEIR S 2 & de) Db bbiv, HERFES 7V =T &
CEDLZENHLOT, A, Bl RIS OGER ORI MBHE D L5712
THERT D2 L, 1 BERFEN RO GEICIF &S E2HIEL, AR Y
IO 5-EOREU) LB ZITH 2 &,

T T4 T7F UG, RN, IR, MR NS 25T infusion reaction 73
LEbNDZ ENnHDHDT, AFOFKEIZEE D infusion reaction (21 2 TEA
RFIZ 0 72k D T X D 21T 72 ECHMT 22 &, £z, 2BIELED
AKI G-FIZ infusion reaction 23 HONHZ L b dHH DT, BEHFOIKEEZ T
DICBIET H Z L, 728, infusion reaction 23FR® LAV AL, @Y AL
BAEITH & L HIT, FERNBEIET 5 F TREDOKREZ +oICBl52T 52 &,
AFNOEGIZE Y, BEOGRERINCERT 2 LB 2 5 DA B
BRSO DLONDZEnNH D, BENRO ONTGAEITIE, BB LIEFELRITN
U 7o B 70 Fnak & #8BR & e DAl & i U CE bl 28Rz W 247, s
DI SO X D EWEM RN D56 1TIE, AFIORE T ik, K OFEI
BRERNVECRIORGEEZZRTHZ &, 2B, MIBKREFRLVESDOERSE
2 &0 EWEROBEENE D DAL WA, BIERERVE LSO %
MHF OB EET D &,

BEA&TH%, BOBN LD ARE L T LEWEARREL T2 Z B3 H 57
D, AFNOEGHE T RIS EWERORBBUC2ITEET 52 L,

10



@ AFNOEFEHABRICB T, BEIEAZIDHF200 12 D AMIX S HEB T L. T lIE
X, 12 B Z S I2EEDOF M AT T\ 2 L 2B EIC, AFES PRI ELR
R DOMEREITH Z &y
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(2% HIHxRR)

© IHL PD-L1 HUAPUEMEIESE AN AR D il HHEE T A K7 A L OFEIE 5 HEFHIZOWT) CEAK 29 4 11 A 21 HAHFRESR 1121 5 12
) DOFD 1
% E % Bl 17
1 AR TF A A FE 200mg 1 AR F A A FHE 200mg
(1) ~ (3) (%) (1) ~ (3) (W)
(4) tRIEYIBRAEEZe IR B RZIEIZ 31T DAL P HEL OMERRRTE CBrax

B A G DI BRANRE 72 PRIE B 2 35 1T DAL PR iE# O
FHEIEOIERIZH WV 25618, IROFIE 4 22 R I H o 4
RIS 2 L

1) KT hisxDH> 5, %4320 (FsREMET | 226
MiEx A ] ETD D Hi%M3 2% b D& ELH)

7 BEAGBRENEET 2B A SRR SRS G
IS A2 S HE R e s e . ik )s A a2 B HE L S e
HiE s A2 BRI 72 £)

A FrEEEERET

U HBE R
AR ERbE, 23
Berp &)

T AR E AR E L SSRMETEREANR 1 X34k
LFFRENNE 2 D fia FHEITAR B i H 24T > TV 2 gk

A GUEVEREE AL B BN O gk BB AR D JE i 21T o
T2 i %

ET 2 AR (05 A2 HE
2 WS B SR 08 A2 IREHEHEE i

2) WICHBITDEMOEMED 5 H, ARANZBIS 5RO E(E




FHELTHESNTCVWIHENFEY T ((ERIEET | X
(3 (EERREEA | & FrE)

T EERFTEGE 2 FEOYIIHEAE T L 721 5 UL I
DBRIEBROBEEFEEITo 0D E, 9B, 24Dk
3. DAEYIEREE £ & U BRI S OHE 21T - TV
HZ L,

A EM%FFEIS% 2 FOMMBHEAE T L% 4 FU 1
DWREREH L DEFRMHEZ T TEY . 5 b 24FL Fid,
PRIE 1 B D A3 A SEW IR % 5 e DS ATE IR D B IRBHE %217
STWHZ L






