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Fe/INHE s o fx

ElIEGIS

A FAHEE T A KT A OUGETERT CHrIHxRER)

(BRI X SERB57)

Gl

1. IFL®IZ
(%)
iR L b EOE

X5 L T2 D AkE

=SS

B L7 D AR O &

T TV I AT (BinFAERRR)

GIBRANRE 7R AT « FFFE 00 FR/ DN A i e
PD-L1 B51E oD /Nl B i (2 B8 1 %
hrt& IR IE

ENii=Eislii

77V ) A~7 (Bt z) O]

[F3% 51X 60 20 CAEEREL .

WE4% G- O DN BAF ThE, 2

o] H LR D #% 5-BFR 1% 30 o[l £ ¢

MCTE D

(L2 E ARG O R b B % [ <
UIBRASRE R EEA T « 7538 0D FE/ Nl frad it
il DO PUEMEIREA & OPFHIZIB VT,
WE . AT TV X~7 (B
MLz ) & LC 1\ 1200 mg & 3 ¥

1. (ZFL®IZ
(%)
% LA E K N

X5 L 72 D50

XL 72 iE RO &

=S5 S

T2 bV S R 1200 mg (—fi%

47TV A~7 (B )
GIBRARE 72 LT « F 38 D I/ N e i A
PD-L1 B5H%E oD HE/INAl B i L2 38 1 %
hrtz IR I%

GBI

{EEPIERIRIR O R B R g 2 B <
BIBRNRE 722 HEAT « A8 0D FE /N e
fit DHEMREIS A & OPFHIZIBN T,
WHE., RAIXT 7V ) A~7 (E&s
THEfAZ) L LT 1181200 mg & 60
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F”ﬁf”ﬁﬁrﬁﬂ’@ﬁ?%%%‘?jﬁﬁ“é Z D%, HAM
BHTA2HEEICIE. 77 X~T

(L@%ﬁ@x)kbflﬁummg

Z 3 M RERE XX 1 [5] 1680 mg % 4 1

[l IR C AR RFE S D,

{bLERPRIEARTRHE D PD-L1 MU
REEZRHELT - FRFE D IE /I s

Wi, ACIET TV Y A~7 (8 s
MLz ) & LC 181200 mg & 3 ¥
MIMRE X 1 [9] 1680 mg % 4 JARRH

f CAEERET 5,

{LFIRERETR R D UIBR AN BE 22 1T - 7T
H& DFE/ N it

WE., AT TV X~7 (8
ML z) & LC 181200 mg & 3 ¥
FEIREIRE X 1 [9] 1680 mg % 4 W I[HIE]

532 T 3 5 R IR C A R ET D

BB HEESOEFEN B THI

(X, 2 [ H PO E-REHIE 30 53

FCHMCTEX %,

(EFIRIERIGR D PD-L1 BatE0 kR
ANBEZRETT - FRFE O IE IR s

\E. AT TV A~T (B
AL z) & LT 1A 1200 mg % 60

53 T 3 3 W IR A E T %,

2B E G OZIRMEDN B THh

(£, 2 [ H PO B E-REH]IE 30 53 [H]

FCHEAMETX D,

f CAEERET 5,

L RERER R D UIRARE 72 1T - 7
& DI/ ISR i

W, RAET T X~ 7 (&
R Z) & LT 11081200 mg & 60
G303 T 3 AR IR T A iET 2,
72 B BB OAREN B THI
X, 2 B H Ao H5RFE I 30 40/
FCHEMTE 5,
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PD-L1 Bt D IE/ Ntz (2 36 1T 5
itz iR L

WH . AT TV X~7 (&
AR Z) & LT 110a] 1200 mg % 3 ¥
FEIREIRE X 1 [9] 1680 mg % 4 W I[HIE]
fR CRIEEET S, MM 12

PD-L1 BG4 D FE /1Nl o fifi 98 1
itz fli B 5

WL ACIET T V) A= T (Eis
TR ) & LT 1A 1200 mg % 60
G303 T 3 AR IR T A iET 5,
BHHMIZ 12 VAMETET D, 22

BT D

AflETLd 5, B, WEEGOERRENBIH THI
X, 2 [BIH DB O RIS 30 45 fH]
F CHMETZ D,
#oE R ot ¥ OF O PAREERRISH foE o ¥ & AR
3. BRIRAAE 3. BERIR R
(%) (%)
[ 2h] [ B 2hE]
(%) (%)
[Z2 4] (2]
OEREICFEFHMAEER  (0AK 3U5R) OEREICFEZF MAERER  (0AK 3U5R)
(%) (%)

e AR BV CRIETERPR & 10 B (1. 6%) , FFHHER
4341 (7.1%) . KiGZe - HEED THI5 6 (0.8%) 1 BUBEIR 1 6
(0. 2%) | FIR BB BERE T 27 31 (4. 4%) | BB BERERE T 1 431 (0. 2%) |
TEAHREREE 1B (0.2%) MRS (X7 - N LSRR
Haaie) 11 B (L8%) . Mk - #life 5 4 (0.8%), infusion
reaction 8 i (1.3%)., A%k - BRACHIAMRIE 2 B1] (0.3%) , BrH&AE

728, ARBBEZ W TRIEMEMZE 10 51 (1. 6%) . ATHEaBREE
43 1 (7.1%) . KIGZ - EEO FHI5 61 (0.8%) . 1 BLHEIRIFE 1 41
(0. 2%) . FUIRIRHERERE S 27 51 (4. 4%) . RIIB S REREE 1 451 (0. 2%) |
TEABEERETE 1 61 (0.2%) . MhRRREE (F 72 « NU—EER
Lhmite) 111 (1.8%) . Mok - Bl 5 i (0.8%). infusion
reaction 8 ff (1.3%) . fHZk « REKCTRALARIE 2 61 (0.3%) . EHERE
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P (JRMEAE R MER %) 5 6 (0.8%) MOVEE D KZEkEE 9
B (1.5%) RO BT, Flo, BER, WlMER M, FAE
JiE O 2% Mo OV I MARRANE 1 TRE 8O B2 o 7=, REIHE
FFRBURDUIBE RS (BRMRAERE 2 &) 28 EHERE
AN
QE PR R HMAEER (IMpower150 FER)

(%)

7p¥5. ARFIGHREE B BEIC IS W TRIE MM R 13 61 (3.3%) ., JiF
BERBREE 32 1] (8. 1%) . KEHZK - EHEED T 18 il (4. 6%) . FER
34 (0.8%) . FURAERERESE 60 1] (15.3%) . RIBHERERESE 2 4
(0.5%) . FIEREEREREE 3 41 (0.8%) ., fpfkfE® (F£7 - L
—IEERE S A Te) 20 B (5. 1%) . AMZE - BEREEZS 1 61 (0.3%) .
infusion reaction 13 5] (3. 3%) | fify 7% « BEKCHH AAAEE 1 1] (0. 3%) |
EHRelE S R BT RE) 11461 (2.8%) ., HEOKZEkRE
E10 1] (2.5%) M OGBS ERBUDE 11 1] (2. 8%) 23388 5
NWic, F7o. VAUBERP, EREMEGE, Ok, EilrEE &
OV M I IR E 1X5RR D B V72 > o T2, AREIVEFAFE BRI
B S (FRAMAEMERE 2 50) 25 0EHEREZ=T,
(%)
QFEREIL[E  MAHFER  (IMpower132 7liR)

(%)

B AFIOFHERIC BV THE MRS 15 61 (5.2%) . i
pris 45 5] (15.5%) . KAGHK - EEEDO FHI9 1 (3. 1%) . BEK 1 1

P (FRABE VMRS 5 61 (0.8%) KOVEEDRKERE 9
B (1.5%) RO LN, Fio, BER, WMER M, FAE
i, DAl 2% M OV M I/ RIS PSR BN 1358 6D 7R Do 72,
RIERRBURILII R F S (BIRMEERT 2 5T) 2 5%
FHERE R,
QEEEHFE AR (IMpower150 FR5R)

(%)

¥, AFIOFAEE B BRIC W TRIE MM E 13 61 (3.3%) . I
PEREREE 32 1] (8.1%) . KM%k - HEED T 18 5] (4. 6%) . Mk
34 (0.8%) . HURMHEREREE 60 5] (15.3%) . FIFEHEHEREE 2 ()
(0.5%) . FHEARHERERSE 3 41 (0.8%), ffkfEE (X7 - L
—JEMERE S A Erde) 20 B (5.1%) . AN - BEREESE 1 451 (0.3%).
infusion reaction 13 {5 (3. 3%) . A5 2% « BEBCAL AlAESE 1 61 (0. 3%) .
EHRRERE S RANE VEMER RS 1141 (2.8%) . HEEDKERE
E 10 1] (2.5%) M OVFSEMAELF P ERIB/DE 11 1] (2.8%) 2FEH 5
Nic, E7o. VABERP, BEIEMEGE, O, EiliEE &
O PE L R PSR BRI 1 T8 D B L7 Do 7o, AREIVE I FEEL
WO IBEHES: BIRREER T 25 0) 2 3 OEFERE =T,
(%)
OEFRILEFE IAERER (IMpower132 7ER)

(%)

¥, AFOFAEEZ W THEVE MRS 15 61 (5. 2%) . AR
PR 45 61 (15.5%) . KIBZ « EHEO TH 9 F (3. 1%) . FER 1 4
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(0.3%) . 1 BHEIRIE 1 41 (0. 3%) . HURBAEEEERR S 24 41 (8. 2%) .
B RERERE S 1 B (0.3%) . TEEAAHEEEREE 1 1] (0. 3%) . ik
EFH (X7 - ANU—EEEELET) 5461 (1.7%) . MK - Bk
2 (0.7%). infusion reaction 6] (2.1%). BHEREREE (JR
AHE TRV MERRAE) 76 (2.4%) . EHEOKERETE 8 (2.7%) .
L2 1451 (0. 3%) | if HERIED « F B 4T FRER D IE 24 151 (8. 2%)
e OVRYSE 32 61 (11, 0%) 233D Bz, Fio, FEIEMEIE,
e « BEROT BARIE . YA MR I S OV P i/ IR JiE 158
IR T, REWERZSIURIUIBEES (R RS %
wte) AR UHEFHERE T,
@YFFN B MAERER  (IMpower130 #5R)

(%)

7B AFIOFHERIC B O TRIE MRS 22 61 (4. 7%) . HiRe
fE 23 B (4. 9%) . KEGZ - HEO FHI19 5 (4. 0%) . FIR AR
AEREE 67 1 (14.2%) . RIEHEREREE 5 1 (1. 1%) ., T EEAEERERE
=2 (0.4%) ., MREkEE (¥7 2 - NU—EEREEZET) 29
i (6.1%) . infusion reaction 951 (1.9%). Mhidk - BEACH ALAZ
iE 2 1 (0. 4%) . B HEREREE R B MR KE) 12 4] (2.5%) .
EEORRERE 36 (0.6%) ., wiltEe i 1461 (0.2%) . & PERE
D o FEEVELT TP ERIBDE 66 1] (14. 0%) K OVNEGYE 35 i (7. 4%)
MR LT, Fio, WK, 1 BERE, BEEAEIE, ML -
BERE DS | Ol 2% B O M Il RIS E IXRE 8O H e o T2, AR
AERZBURDL B E SR (BRRAMRET 2 3T) 25 EsT

Ho|

(0.3%) . 1 BUHEIRIA 1 41 (0.3%) . HARIREEREREES 24 51 (8.2%) .
RIS REREE 1 5] (0.3%) . TFIEAHSREREE 1 4] (0. 3%) . FR#kpE
EFH(FT 2 NU—IEERELET) 56 (1.7%) . M6k - Bk
21 (0.7%). infusion reaction 6 f (2.1%). BHEREREE (bR
A TRV MR RAE) 741 (2.4%) . EHEORERETE 8 51 (2. 7%) .
Ol 2% 11 (0. 3%) | 4 FRERDSD « FEEME A R ERDSDE 24 151 (8. 2%)
T ONEGIE 32 6 (11.0%) 253 biviz, F£7o. HEIEMEIE,
s « RERURBUARIE . ¥R MR I M ONSoe M i/ NS D M SR B
FFRD bR o 7o, REWEHFEBLIR DB 5 (AR A
W agte) 2 OESRERT,
@YFFEMAFEFRER  (IMpower130 FR5R)

(%)

¥, AFNOFABZ IV CTRIE MR R 22 6] (4. 7%) . &R
PR 23 f5i (4. 9%) . KAGZE - EEDO TH 19 1] (4. 0%) . FIRAREE
REREE 67 B (14.2%) ., RIBBERERET 5 1 (1. 1%) . TEEMAERERE
2 f (0.4%) . fMREbEE (F7 2 - NU—EEREEZET) 29
i (6.1%). infusion reaction 95 (1.9%). fH7¢ « AEECAE ALz
JiE 2 1 (0. 4%) . EHEBEREE (RANE MVEMER KS) 12 451 (2. 5%) .
HEORERERE 3 6] (0.6%) . wifrEgf 16 (0.2%) ., & ER
Do FEEE LT FREREE 66 1 (14. 0%) 2 OMEYSE 35 31 (7. 4%)
REBD BT, Tz, MR, 1 AR, EEMHEIE, MK -
BEMSLSE | O 28 S OV M i/ AR D M SR BEIR 1 ER8 8O B L7 o

2o ARBIEHZBURDUIBIE SRS (RRREERET 280) 28
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ERERT,
GEPEEHFHMAEER (IMpower110 F5ER)
(%)
¥, ARFIBEIZIWCRVE MRS 1161 (3.8%) . IFinERsE
26 151 (9.1%) . K% - EEO FHI 361 (1.0%) . 1 HFERI 1 61
(0.3%), FUIRARERERESEE 32 1] (11.2%). FIEEAHRERRTE 2 4
(0. 7%) . #hERfEE (T2 « NLU—JEEREAZST) 70 (2.4%) .
infusion reaction 7 fi (2. 4%) . 4k « BEECHH @EAARIE 1 151 (0. 3%) |
EinelEE R B KE) 2 61 (0. 7%) . FEEE O R EkEsE
4 (1.4%) . O 161 (0.3%) . MmERERIEMRE 161 (0.3%) .
B ERI D« FEEME L TP ERIBUE 2 1] (0. 7%) K OVNEYLE 7 B
(2.4%) RO O, Fo, MR, RIBERERE, EIEMES
SE, MM - BEMEZE . Pt i S OVe e e i /RS E 13589 &
MNiphno Tz, REWERZEBIRDUIBIE RS (AR R T 25
te) HEUEIERETRT,
O EBE I [E S MAHFER  (IMpower010 7iR)
(%)
72 ¥, RAIHEZ B TRV MERZE B 16 41 (3. 2%) | JHBEREREF -
RFZ¢ - BEALMENRAS 28 61 5] (12.3%). KAmds - EEED T 5
(1.0%) . MEZ 1511 (0.2%) . HURBRERREREES 104 41 (21. 0%) . &Il
BHEREREE 6 5] (1.2%) . TEERHRERETE 161 (0.2%) . iM% - #
s 4 51 (0.8%) . fPfREE (X7 « NU—EEMNEET) 30
Bl (6.1%) . FEEED RS 761 (1. 4%) . EHEREREE (JRAME )

EFRER LTI,
GOEERILFEFE AR (IMpower110 ER)
(%)
¥, AAIFEIZ W TRHVE MMM R 11 61 (3.8%) . ITHEREREE
26 51 (9.1%) . KMok - HEDO FHI3 61 (1.0%) . 1 AEEFRIF 1 41
(0.3%) . HAREEERERED 32 5] (11.2%) . FEEAREERERE 2 4
(0. 7%) . FRERFEE (T2 « NLU—EREREASTe) 76 (2. 4%) .
infusion reaction 7 fi (2. 4%) . 4% - BEECH AbAFEAE 1 41 (0. 3%)
EnelEE R MEMERERE) 2 61 (0.7%) . BHEOKEkkEE
445 (1.4%) . Ok 141 (0.3%) . MmERERIEMGRE 145 (0.3%) .
IR ERID « B TR EREE 2 1] (0. 7%) S OVERYRSE 7 il
(2.4%) BADOONT-, £, R, BIFEERS. BEMES
SE. B - BEIEIE . VR IR i R VR8P i/ AR D PR SR B s 1
PO BRI o To, ARREWERFBURDLILBTE S (5 R A E 52
WEEl) EEUEHERETT,
O FEFRILEFE AR (IMpower010 FER)
(%)
728 AHIBEZ BV TRIE MR E 16 1 (3. 2%) . ITEERERE -
fFde « mfLPERRAE 2 61 1 (12.3%). KK - HEDO TR 5 {4
(1. 0%) . W2 1651 (0.2%) . HARBRBEREFEE 104 B (21.0%) . &
AEREEREE 6 151 (1.2%) . TIEE(REERERET 1 61 (0.2%) . Mok - 6
e 4 5] (0.8%), FPREFERE (X7 v « NU—EMEEEZET) 30
1 (6. 1%) . EEEORZERTE 7461 (1.4%) . BHeRES (RME M
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TR ) 341 (0.6%) . fhok - BEEUHREMARIE 3 61 (0.6%) .
% 24 (0.4%). infusion reaction 11 5] (2.2%). &FrPERH
> o FEEMELT TR ERIBE 19 61 (3. 8%) M ONEYYE 21 51 (4. 2%)
MERD BTz, Flo, | BRI, EAEAL ) AE, Bk & A E
BE, VAR i M OV M i MGBUE 1358 8 AL Dr o T2, K
BIERIRBURDLIZ R RS (BRREERE 2 5T) 25 0%
. e B

% o

%

[ - HE]

RHEE KMy B RE AR SR 5 (LD & | B/ NI i & OV Nl
R L2 ER 2 5hie « Zh RISk U OARSKBMEE 5 OBRIZ, 1,200 mg
Q3W B 512N %, 1,680 mg 4 MR (LAF, TQ4W) v H,)
1&5%7“%?‘6;@@&%%% VHIH A KR H EE M T A

. ABNORHEMIEYEREET L2 AW I 2L — g 5T

Jt D . NSCLC S IZAA] 1680 mgQ4W THE- L 7= & E D IigH iR
ERE SN RIFRK 13~16 DBV THY . KFRBOARX
NI ‘7% 1680 mg @ QAW Fr 5 P IR, £ 3RBRo
SREMIZEIT D 1200 mg D Q3W & 515 L RIFEEELL EICHERF T
x5 k?&méhto F 7o BT — UGN OFE T 5 AR O FE
B AL OMICHBZBEIFERD b otz, el HA
N OHELTFETERE B 2 5 BT ARA 1680 mg % Q4W Tz b L 72 [E
e T/ AHRNER (J044110 3BR) 1T\ T, ZAMEICRE ORRE
IEER O BTV 7220,

BB RE) 341 (0.6%) . Aok - BEEUHEEE 3 #1 (0. 6%) . L
2 24 (0.4%). infusion reaction 11 ] (2.2%). &FERI
> o FEBELE TR ERDEDIE 19 1 (3. 8%) M ONEYME 21 51 (4. 2%)

B bz, £, 1 BUERS, BEIER 43337”“ [ ERE R IE
Ei PR AR 1 M OV M i/ RIS D PSR B 1358 6D H L7203 -
7o ARENWERFEBUIRDLI LB EF S (Emr“*“@%i;'% rEle) B
THEFHE R RT,

H

%

GE)
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* o EERIEFEE AR 4 3B (0AK FBR. DMpowerl132 B,
IMpower110 3B &% TN IMpower010 3RER) ITHAAN DA
R K O A AN D BFTT S DI EED & | 1000 il
FRRREEME ZNENARR L, YRR I A S
1200 mg Q3W % 0* 1680 mg Q4W SAEFRIRAN G- L 72 i D A
7V 1 KOVEFIRIEIC I T DIRGEENHEE ST,

#£ 13 0AK HBRIC BT D AR DOgiE = (HEEME) *
(F 1)

# 14 IMpowerl32 RERICEBIT 2 AFIOREEE HEH) *
(F 1)

# 15 IMpowerll0 RERICEBIT 2 AFIOBEEE HEH) *
(F ¥

7% 16 IMpower010 BERIZIS 1T B AA| DGR & HEEMR) *
(F %)

* L KH 1200 mg Q3W X TN 1680 mg QAW EEHIZEBITDH LA 7L
I EEN 21 KON 28 HiE L, A - HEIZEIT S G
B8 € IELA FORES & ST,

o Cp CREIEEE) © B A 7L 1 B M OV H KRB SIS
TN 5B 0. 0416 (0 500.02 HH
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¢ Coousn (M7 7YFE) : 1200 mg Q3W KT 1680 mg Q4W iZ
BUWC, A 7V 1 BER R OVEFIREERE RUT, 2 2h
£ 5-BAAT 20.99 J TN 520.99 H H, IFONC 27.99 KN

527.99 H H
4. FERRIZDOWNT 4. FERRIZDOWNT
(%) (%)
O~@ O~®@
(%) (%)
@EWEH ~D KD T @EIEH~DRE ST DN T
(%) (%)

@-3 RITEH OB Er=Coxt i B LT

RIVER (MBI, e - 2 - sbrEiRE &, K
Mo -« EEED TR, BESR, 1 ABEIRIA ., Nk (FRIRiRE
[, RIBHRERETE ., MEAEEEREE) . MREE (F72 - N
V—IEERE A S de) . EIAEM M IE, MK - BEBIK - TREK.
infusion reaction, ik - HAALAAE, BEHERERETE (RAME
FEMEERSE) . EEOLEREE, LRk, MERERIEGFER, &
P RIS E . PR L, LIRS - DFEIRATRY - L F VR
=7 ALFREOF AR O Mk EME (G ERED . FEEVE LT TP EK
JE) . ALFEEIEOF RO EYLES) 12k LT, HEkiiEk X
T B B O B ME 2 A 9 2 R Al & U (RIVEH o2 okt
JSICB L THRE RO X EEZZ TN R H D2 L), EHHIT
BE) 7R ALE N TE DEHINE S TNDH Z L,

@-3 RITEH OB Wroxt il B LT

RIVER (VR MM, IFRRREREE - 1T - BbMEARE &, K
ABde « D TR, BEk, 1 AR, Wk (FR IR
P B HERERRE . T EEARSEEREE) . MREE (X7 - A
U—EERE A S te) . EIEM M, MK - BERRS - BHRER.
infusion reaction, fi#% « MRCANRIRIE, BAEERESE (RME
MEMEB RS, EEOREREE, LK, MIREREGEEE, &
IPER I, et MR PESEBER . DRSS - DEERHT R -+ oD
Z R =T AL AR O MM Bk s EVE
I FRERIBVE) | AL SFHRIEGE R R OYWESS) (o3 LT, YikiE
RO R IEAE B O B P M 2 A 3 B Rl & dHE L (RIWER 0
WOk Z B L TR R OSSR EZ T A &I h D Z &),
B HIZHE U RS TE DRGNS TWD &,
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/INHI e i g D i

WA AHEE T A R T A > OUGETE

AT CHTIH 6 fR %)

(BB I XS IERB 57)

Gl

L. FLOIZ
(%)
& LR E

XL T2 HANEE

T X7 (3

IR
st &I D AELOHE

EARFHHA 2

T JE R/ I e
)‘jJ (RS
7TV AT GEE R ) OF)

[ H-BET 60 43 ) T idyE L.

EEESEO DN B THIUL, 2

=] B LARE 0 452 5§ S 30 Ay ] & TH

MCTE D

T JE AR/ A A it

HINKRTTTF R bR KED
PERICIB W T, W%, BAIZIET 7Y
VA<7 (Bal#z) & LTl
1200 mg Z 3 FAF MR T 4 [BA0RE FFE
T5, Z0%,. 77U AXA~T7 (Eis
A z) & LT 18] 1200mg % 3 i

[ IR S 1 [5] 1680mg % 4 58 [ k@

1. I ZU®IC
(%)
PSR SRR VS TS

K4 v 72 5

T2 b U 7 A ERE 1200 mg (—fi%

(ES B i
XL 7 o iE ROV &

& :T7TV Y R~ (EETHBZ))
JETRY 7 [N e it g
CEYI)

INVKRTZF U O RART RED
OFRICIB W T, W, AT 7
JA~7 (Baffaiz) & LT1H
1200 mg % 60 432> T 3 FEEMEET
RIEFET 5, 22k, PG O R

PR RAFCThHNIE, 2 BHBEOES

BRI 30 ol £ CHEMiTx 5,
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W PR AR (2 1) 2 A5 AN D HITE - &L T3, BRIRRRE ) DIH (P4

CRIEEHET D,
®oE ok #o PAMEER A ®oE ko ¥ & PMUERERSSH
(HIER) (%)

HNRT T F L ORE TR, AELOHE

=D E S E S [N Lk

FEL OV E @, AV R T Z7F LT 1 H 1A
300~400 mg/m2 ((AFmfHE) &5 L, D2rl L
b4 EBRETS, Chz17—nE L, BE%
M4, 7eds. FBehET . B ERIC
EUBNER: 1 A

T FARY FOBREX TR, AEER O H&E

NBE ST N R = Jifi /I e

FEKOHE . = PR FELT, 1 HE60~100 mg/m2 ({KF
mfe) Z 5 H e s e L, 3 RS 5,
hE1I7—NEL, BHEEEEDIET,
rpde, FHEIFREAE, ERIC KV M EEET S,

FIRTBRIC I T 25 FAI DO L - A& 13, WK O (P

~) Zl ~) ZI
3. WRPRBARAE 3. WRPRpRAR
(%) (M)
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[ 2h]

(%)

[Zz4E]
OERELE S 1 /IfERER (IMpower133 75R)

(%)

ek, AFBRICB W CREMMZER 3 6 (1.5%) . FFEaskEE
51 (2.5%) . K2 - EHEED TFHI6 45 (3.0%) . FEZ 14 (0.5%) .
FR R RERR S 26 1 (13, 1%) . fhfkpEdE (F 7 2 « N —JEE
B 2E1e) 9 (4.5%) . infusion reaction 11 5] (5.6%). #%
K- BEECTHRLAAE 141 (0.5%) . BHEERET (RS RIEMER R
%) 36 (1.5%) . FEEEDRJERETE 6 1 (3.0%) MK OGFHERED -
FEBMEAF TP ERIBDIE 24 1 (12.1%) 23RO BT, £7-. 1 g
PRIG. BIEHERERE T, T EMAMRERETE, HIEMEE, MK - il
e, Do, TP il M O ME i/ OBV E 1 338 0 B 72
Drolo, AREIWERZBBLRDUIBESES: (MR 25 T)
Za R R A R T,

[ - HE]

REEE [ S Eh REARAT Al B2 12 D & | FE/ VAR e S O/ N
A L6, 2 2hhe - Sh RIS U CARSKHUMEE 5-DOBRIZ, 1,200 mg
Q3W B H- 12N %, 1,680 mg 4 MR (LAF, TQ4w) v H,)
5% Al e & 3 2% BE AR e KGR S I - 28 KGR R EE M T bdL
oo ABIOREMEYEEET LV EZH VI al—va T

[ 2]

(%)

[Zz421E]

OEBEEHLFES T /IFHEFER (IMpower133 k)

(%)

72, ARAIFEC VTR MENG S 3 6] (1.5%) . AFnERE
5% (2.5%) . KIZ « EEED T 6 6 (3.0%) . BES 161 (0.5%) .
FR IR BEREE 26 f1 (13.1%) . FEEESE (¥ 72 - N —JE&E
B2 G de) 96 (4.5%) . infusion reaction 11 #51] (5.6%). #h
K- BERUTRLAEAE 1 1] (0. 5%) . BHERERETE (RAIE MIEMEE R
%) 36 (1.5%) . HEEDRJEREE 6 i (3.0%) MK OGFHERD -
SEBMEAE TP ERIBDIE 24 61 (12.1%) 23380 bz, £7-. 1 g
PRI, RIBRERERE S, NEEARERERRESE FIEMEE, MK - B
e, O, TR ER i f OV M i/ RIS PR SR BN 1 358
Lo To, RRWERRBURDLIZRIEF S (BRI E R %
wite) EUERRRERT,

GBI
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XV HEREA SCLC ABFITAA] 1680 mg & QAW THRE L E D
MIEHRE S RE S RIZE 2D LY THY | IMpowerl33
AR O A ANEMIZIIT D 1680 mg O QAW 3% 5B o 1 i fE 13,
AL 5 1200 mg @O QW #H 5 & [FIFREELL BICHERF T

o eHEE SN, E70 BREE— RUSHRHT DO R0~ & AHA OUREE

LML ORI BT b oz 2 &, R,

H AN OHELT B BT 2 RERICAAI 1680 mg % Q4W THH L

7 IENG T/ T AREER (J044110 38R I2B W T MR D

BRI D DTV,

o EBRAEEE T /MFERER (IMpower133 3ER) (THHA AL HILT
SREEF R O H AR NEM O BEE F OS54 IS X | 1000 f
DOARABBFEEMZ ZNZ AR L, SRR BRI A
Z 1200 mg Q3W K& TN 1680 mg QAW FIEERIRN S Lo+
A7V 1 FOVEFERIRIEICE T 2B &N HEE S v,

7% 2 IMpower133 sRBRICH IS D2 AHKIOMRFE & (HEEE) *

(F 1)

Y KH 1200 mg Q3W L TR 1680 mg QAW B HIZEBITH L HA 7L
I, ZhEh 21 k28 HifE L, #H1E - HEIZBIT D Cu
SR Crouan 1T LA FORER & ST,

o Cpy URESIEEE) © YA 7L 1 RS R OV HIRRERT AU
NG54 0. 0416 1) 500.02 HH
o Cooun (FT7 Z7HEFE) £ 1200 mg Q3W K TN 1680 mg Q4W I
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BWT, A7 1 B8 R OVEERERSIX,. 2 th
e B BHAG7% 20.99 KT 520.99 H H. WO 27.99 KR

527.99 H H
4. FEFZIZOWNT 4. MigRIZHOWT
(%) (%)
O~ O~®
(%) (%)
Q@EIEH ~DRHRIZ DN T @FIEH ~D KT DN T
(%) (%)
@-3 RHERH OZWxSIZE LT @-3 RHWEH OZWxHSIZBE LT

RIVER (MBI, IFeeREE - 2 - sbrEiRE 2%, K
BB - EEO TR, BER, 1 AR, NowkEE (FURIRERE
[, RIBHRERETE ., MEAEEEREE), MREE (¥ -
V—IEERE A B de) . HAEM M IE, MK - BEEER - TR,
infusion reaction, %k - MACALAARIE, EHERERETE (RAME
FEMEBRSE) . BEEOKERE, Lk, MIRERIEMREEE, &
P RIS E . PR L, LIRS - DFERIRATRY - L F VR
=7 ALFEREOF R O Mkt (A PERIBD . B AT TR EK
JE) . ALFEEIEOF RO EYLES) 12k LT, HEkiiEk X
T BB O BE M 2 9 5 Al & s U (RITEH o2 okt
JSICBE L THRE RO REZ T ONLEICHH L), BEHIZ
U ALE D TE DRGNS TND Z &,

RIVER (VRN IFRRREREE - 1T - BbMERARE &, K
fd¢ « EEEO TR, B, 1 BUBEIRIE, Prksss (FURIRERE
P B HSRERRE . T EEARSEEREE) . MREE (X7 - A
VB A S e) . EAEMMEIAE, BN - BEMRZE - B
infusion reaction, fiZ% « HRCANRIARIE, BAEERESE (RME
MEMER RS . EEORERE, LK, MIRERIEGE, %
IPER I, et MRS PESE B . DRSS - DEERHT R - oD
Z R =7 AL RO Mk EE (G ek, RV
I FRERIBE) | AL SFRIRIEGE R FEOYWESS) (o3 LT, YikiE
RO R A B O B M 2 A 9 A Rl & L (BUER 0
WOk Z B L TR R OSSR EZ T A &I h D Z &),
EHIZHE TR LE D TE DIERHINE S TND Z &,
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FLIE DI HHEE T A B A OUGETEFT G IHx RER)

(BB I XS IERB 57)

Gl

L. FLOIZ
(%)

& LR E
X5 L 72 % e

G & B HIER O &

=SS

T TV I RAvT (B R)

PD-L1 Bt D AR LV v BARFEME DD
HER2 Bt D AR RE XX 38 A

: Zhiedtim

7TV VA>T B z) DY)
(Bl 505 1% 60 23 /) CmiE L,
a0 BEENBAF ThHIULE, 2
[ B DARE D B 5 IS 30 4y & M
i Tx 5,

PD-L1 BE{E D AR ILE v Z AR FENE D
> HER2 [t Fhii A e L R I
N7 Y BRI (TAT I REE)
EOPFRICBWT, @, RAICIET
TV AT GEla i z) L LT
1 [A] 840 mg % 2 FE MM X 1 [5]

1. FLOIZ
(g5)
PO E SRSV T

X5 L 72 D50

X L7 D E RO & -

=S5 S

7 N 7 AUEEE 840 mg (%

4 TTFY ) X< T7 GliG TR
z) )
PD-L1 Bt D A5 L& 2 AR 7o
HER2 Pt D FARANRE X PR 8 AL
GBI

N7 YRR (TAT I RRE)
EDOPFHIZIBWT, lH . AIZIZT
TV AT (B z) & LT
1 [1] 840 mg % 60 4y 2>) T 2 WM
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1680 mg % 4 WM CAalEEd

THRMEEET 5, 2B, glE#&E 02

5o BENBIHCThIUE, 2 [BIHLAEORE
G E 30 ol THMTE 5,

WoE Rk ot ¥ & PSRRI MoE ko ¥ OEF RN IS

(%) (%)

(%) (%)
3. BRIRAAL 3. BERIR R

(%) (%)

[ 2h] [ B 20E]

(%) (%)

[Z2 4] (2]
OEFRH[E S T1T FEERIREER  (IMpassion130 #R) OEREILFEF 1T AHERRRER  (IMpassion130 #R)

(%) (%)

7, AAOFHEEC IO THEE MM S 1161 (2. 4%) . TTH&Re
B 47 51 (10.4%) . FESR 2 1] (0. 4%) . KAGZK - EHE D TH#I 9 i
(2. 0%) . FR AR AR R 78 1] (17. 3%) | BB R RE RS 5 451 (1. 1%)
Mbde - flEZE 2 f51] (0.4%) . FRREFESE (7 v « N U—IEEHES
Zade) 344 (7.5%) . FEEEDRJEREE 4 61 (0.9%) ., BHReREE
(RAME R EMER ) 2 B (0.4%). infusion reaction 7 4
(1.5%) . AFHERIRD - FEEMEATHERIBAE 43 #1 (9. 5%) S OV
Ui 43 1 (9.5%) 2ERD biviz, £z, 1 RIBERW, T EAHKEE
PR, EE M, Aok, BRBUTHRLARE O, IR i,
G M L MRS E I ZFE 8 B AL 0o 7o, REIERZSBLIR LIRS

¥, AFIOFABZ W CTREMERMERE 11 61 (2. 4%) . JHFHERE
FRESE 47 61 (10. 4%) . &SR 2 61 (0. 4%) . KRG - HEDO T 9 1
(2. 0%) . FBR IR B RERE 2 78 11 (17. 3%) | B hERE 2 5 441 (1. 1%) .
W% - RS 2 B (0. 4%) . fPfRBESE (7 v - N U —EBERESE
Znte) 346 (7.5%) . BEEOKEREE 441 (0.9%) ., BHERERE
RANE R E MR KS) 2 6 (0.4%). infusion reaction 7 5
(1.5%) . 4FHHEKED - FEBMELF P ERIBUDE 43 61 (9. 5%) M UV
YUYl 43 5] (9. 5%) RO LTz, Fo, L RIPERP, T EEKRE
WEETE . HEMMEE, A, BB BARE, (O ZE . B IEE i
G M I IR D PSR PSR 138 8 S 7R Do Ty ARBEIWE R Z BLIR
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HER (RARAERE zET) 2a0RFHRREZ T, PUIBIE RS (RRAMEERE 250) 2abEIHRRE T,
ik - HE] GBI

RRHEE SR B RE AR A A I D & | ILRRICHR D 0HE - ZhRIC
X LT, 840 mg 2 MMM (LAF, TQ2W] w5 .) &EIZNA
T, 1,680 mg 4 MR (AT, Q4w w5 ,) # 5% Ak
3% BUE R e GRS TH A WAAGR I EE M T b T . AAIORHE
HEpEhiee s V2l I 2 L— a3 UMk TR
AT B ICAHA] 1680 mg & QAW TG L7Z & X DIk
PR SN ERIETE 20 LBV THY | 1,680 mg D Q4W
BHAIZX D, 840 mg @ Q2W &5 L IkEE LT, ARMEICEEL K
EF i RE O IR b o, Fio BEE— UGRT
DFER D AR OVRTE B L 22 aett & ORI HME BB 5
Nxhotz, 70k, HRNOEREBE & %GR K] 1680 mg %
QAW THE L ENE 1/ TAERR (J044110 38R) 2B\ T, &
IR B OBREITERD BT 720,

* o ERSIEREFEMAHEER (IMpassion130 3BR) ICHHAAIL LT
BAEE KO H AR NEFAOBEY RO HARICIS X, 1000 4
DIRABBE LM Z TN ZNAER L. YA B A
Z 840 mg Q2W }2 Y1680 mg Q4W KAEFFARN I 5- L 72 KD+
A 7V 1 ROEEIRBICEB T BB ESHEE S iz,
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# 2 IMpassionl30 FRERIZI 1T D ARK| DR TR &

(F W)

% AHKI840 mg Q2W K TN 1680 mg QAW EIZHITH 1A 7
I ENEN 14 KOV 28 HiE L, A - HEIZEIT S G
B Copoen [ZEA FORES & ST,

o Cp CREIEEE) B A 7L 1 B M OVE H KRB SIS
NG54 0. 0416 1) 500.02 HH

o Coowsn (M7 7HREE) : 840 mg Q2W K TN 1680 mg Q4W IZF
W, AV B R OVEEIREERE SIE. T,
B H-BRAATE 13.99 KX 513.99 H HIFUNZ 27.99 KX

(HEEfE) *

527.99 H H

4. FEFZIZOWNT 4. MigRIZHOWT

(%) (%)

O~ O~®

(%) (%)

Q@EIEH ~DRHRIZ DN T @FIEH ~D KT DN T
(%) (%)

@-3 RBITEA OZE-CRIGIZE LT

RIVER (MBI, IFeeREE - 2 - sbrEiRE 2%, K
W - EEO TR, BER, 1 ARG, NS (FURIRERE
. RIBHRERETE . MEAEEEREE) ., MREE (¥ -
V—IEERE A S de) . EAEM M IE, MK - BEEER - TR,
infusion reaction, ik - HAAHAARE, BHERERETE (RAME

©-3 BIEHOZErxI B LT

RIVER (VR MM, IFRRREREE - 1T - BbMEARE &, K
fd¢ « EEEO TR, B, 1 BUBEIRE ., Nk (FURIR%RE
P, B HSRERRE . TEEAESEEREE) . MREE (X7 - A
VB A S ). EIEMMEIAE, A - BEMRZE - BRI
infusion reaction, fi#% « MRCANREIRIE, BAEERESE (RME
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FEMEERSE) . BEEOKLEREE, LR, MERERIEGER, o | FEEERE), BEEORERE, LHk, MERERIERE, &
e ME M N RIBME . BRI L, O « OFEIRATEE - D& VR | PR ., St MR D PSR RS . OB « DFRIRATEE - oD
T—7 AR O MR EENE (BRI BB ER | % R —T7 | ALSEIRIEOFHFFO Mgt (e FEEWE
BUDIE) . ALFEIEF AR ORRYUESE) 125 LT, HEZhiax XU | P ERBUDE) . AL FIRIEDF R O RYWES) 12k LT, Y%k
TR RSB OB 259 2 Al &8s U (RIUWEH OZEr-oxt | B XU BEREE O M2 A3 S EA & HE U (RITEH 02
JSIZBA L THRE RO EZ T ONIGMHICH DT L) EHIZ | BN L THRER O EZZ T ON L5 H D &),
1 G) 70 ALiE D3 T & DIRH DN > TNDH Z &y, B HICHEERLENTE HEHINESTWD Z L,
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JHF i el eg oD

W HHEE T A FZ A OWETE

ST OB IH % HER)

(BB I XS IERB 57)

Gl

L. FLOIZ
(%)
& LR E

XL T2 HANEE

T X7 (3

(ESDIE
st &I D AELOHE

EARFHHA 2

BIBRASRE 72 1T g

)‘jjﬁb/\

TTV VAT B Z) D)
[A1#¢ R 1E 60 25T CAaEEL .

W 50 BEMEN BAF THILE, 2
[5] H DA o $¢ 5-FFf 13 30 43 [H & CH
fECTx 5,

BIBRASEE 72 1Tl e g

NNV R T (BIa L z) & Off
TN, @, AIZT 7Y
A~7 (B z) LT 1 [
1200 mg % 3 MR TR HHES
Do

1. I ZU®IC
(%)
PSR SRR VS TS

X5 L 72 D RE SRR
XL 7 o iE ROV &

T2 b U 7 A ERE 1200 mg (—fi%

& :T7TV Y R~ (EETHBZ))
BIBRASRE 72 1T e g
CEYI)

NNV AT B z) & Off
HIZERWT, B, [RAZIET TV
A~=7 (BaM#z) LT 1 [FH
1200 mg % 60 432> T 3 FEEMEET
REEET 5, 728, FIEEE O
MR B ChIvE, 2 A HUBEORS
RFE 1 30 Z0 il & CRMECX 5,
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®oE o ¥ & PAMEERRH ®oE ot ® 4 o PAMEERAAH
(&%) (&%)
(%) (M)
3. A plAE 3. WA RKE
(%) ()
[A2ht] EEEILES
(%) (M)
[Zc4=tE] [Zzft]
(%) ()

¥, AAIPFHERC W CRIE MRS 3 61 (0.9%) . fF#Re
pris 87 51l (26. 4%) . KAGK - EEED FHI5 F (1.5%) ., BEK 7
(2. 1%) . FHR B R AERE 2 39 141 (11. 9%) | Gl BH M el 1451 (0. 3%) .
THEEARREREE 1 6] (0.3%) . FIRRIEE (F T - N LU—IEGER
Zefate) 1 (0.3%) . infusion reaction 32 %51 (9. 7%) . R
REREE (JRAME B MERREE) 2 651 (0.6%) . 7 JEREE 2§
(0.6%) . it 15 (0.3%) . &FHEkED - FEEE L HERI
DIE 21 B (6. 4%) K OURYLIE 20 6] (6. 1%) N@BO STz, £
7o D RUBEIRI, EAEANEESAE, MK - BEER . Ak - BRBUT R
FRIE ., D2, MERERIEMGERE, S Ml MRIBAE TR O B i
o T, AEEFRGRIVRIUIEESE S (R RAEMER S 25
te) ZEUEIERERT,

(%)

¥, AFIOFHEEC IV CREMEMZEE 3 61 (0.9%) . ITFinE
PR 87 B (26. 4%) . KIFZ « EHED T 5 il (1.5%) . FER 7 4
(2. 1%) . FR IR RERE 2 39 5] (11. 9%) | BB HEBERE 2 151 (0. 3%) .
TEEARERERETEE 1 B (0.3%) . MRRFEE (X7 2 - N —EGERE
hade) 1 (0.3%). infusion reaction 32 5 (9. 7%) . XM
REFEEE (FRAME TEVRIMERS 2555) 2 51 (0. 6%) . B oD 7 G IEE 2
(0.6%) . wimtE= M 161 (0.3%) . 4FHFERED « FEEWELT TR ERIR
DGE 21 5] (6. 4%) M OURRYLIE 20 5] (6. 1%) 2zRD bz, F
7o, 1 BUBEPRIE . EIEAGMEAE, MMZE - BEMEAK . AR - BT
FRAE DA, EKE REMERE, S N P SR B 158
D ORI o Tz, A EFEFGEBURDUIBE SRS (A A E 5%
WEED) FEUEERERT,

(W)
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4. FEFRIZDOWT

(%)
O~
(%)
@FEIERA~DXHGIZ 2T
(%)

©@-3 BHWEH OZKxSIZBE LT

BIVER (MMM, ITPHEERE - IFZ - ifbMElRfE 25, K
Mo - EEED TR, BESR, 1 ABEIRIA, Nk (FR IR
[, RIEHEREREE . TEAHEERTE) . MPREE (F72 - A
V—IEERE A S de) . EIAEM M IE, MK - BEBIK - TREK.
infusion reaction, %k - BRHAAE, BHEaERE (RME
FIEMERE RS, EEOKLGREE, LRk, MERKERIEGRRE, &
MR B E . R IR L, CMESE - DFERETEE - DX VR
F—7  ALFRIEOFARE O MR (I ERED B4 TPk
PE) . ALFREIEDF RO RYLES) 125 LT, HEZEE XX
TR B O B ME 2 A 9 2 R Al & U (RIVEH o2 okt
JSIZB L THER O EEZZ TN &HCH D2 L), EHbIC
BE 7R ALE N TE DEHINE S TNDH Z L,

4. FEFRIZDOWT

(%)
O~®@
(%)
@EIEH~DRE Iz DN T
(%)

@-3 BIEHOZExI B LT

RIVER (RVEMEMIZRE, IFAgRemsEs - fF2e - s btEfE 25, K
ABde « BED TR, BEk, 1 BRI, WomkEs (FRIREE
P, RIRMSREREE . FEAHEEEREE) . MREE (FT7 2 - N
U—EERE A G te) . EIEMMEAE, M - BERRESE - BRI
infusion reaction, fiZ « MRCAIRIARIE, EHERERETE (RAME
MEMEBRSE), EEOREREE, LK, MIRERIEGEE, &
0= A7 26 | A Y05 e s TN 7 I <310 = ITIN
Z R —T AL AR O MM (B s EVE
GFHRERE) | ALSERIEOF A REOKYLES) (o3 LT, YikiE
RO R SRR RS O B 2 A 3 B Rl & EHE L (RIWER 0
WrokH S IZBA L CTHRE R O REZ T 6N ORI HH T &),
B HIZHE U 2R L E S TE DRGNS TWD 2 &,
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L SRLPR AT PR L 0D S i i HEEE T A R T A o D UG T i

AT CHTIH 6 fR %)

(BB I XS IERB 57)

Gl

1.

L C®IZ

(%)

XL T2 HANEE
X5 L 72 o AR O &

LR E KL

[(ESSIE S

T TV AT (BiE R Z)
IBRANAE 72 o B R HGES A
)‘jjﬁb/\

7TV AT GEE R ) OF)

[ H-BET 60 43 ) T idyE L.

EEESEO DN B THIUL, 2

=] B LARE 0 452 5§ S 30 Ay ] & TH

MCTE D

GIBRAE 72 o B PR AR P e

WE. RANCIET T U X~7 (GEis
ML z) & LT 18 1200mg % 3 i
ﬁﬁ%fmﬁ%@ﬁé W, 2 LA
Fo/NRZT T V) A~ T GE s
ﬁ@z)kbf1@1my@<m$>
(K 1200mg) % 3 W IR C Al
HiET 2,

1.

(&)

L LI

PSR SRR VS TS

X5 L 72 D50
XL 72 o E RO

ESES

T b U 7 SRR 840me., [FLG

AE 1200 mg (g4 - 7TV U X~
7 (BfsFH#z) )

: DIBRANHE 7 e B P

GEN)

\E. AT TV A~T (B
A Z) & LT 1 [H] 1200mg & 60 4y
75‘ NF T3 LF’H?FH%FE“JT,.\ TEET 5, 18
2L B/ NI T T ) A=
(Lm%ﬁ@x)&bf1ﬂwmmg
(RE) (K 1200mg) % 60 T
C 3 EMMMMRETREFET 2, R,
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WlEl 4 G- D BEVER BAF THIE, 2
=] B PARE o P G- f] 1T 30 43 & T
MTE D,

®oE ko # & o POMEREERRASHE ®oE ko % & o PHEEERRASH
3. WRPRpSRA 3. [MRPR Rk

(%) ()

[A2htE] [f2hti]

(%) (M)

[Zz4=] [Zcapt]

@© ¥R DARERARFER  (ML39345 #ER) @© s DARERARRUER  (ML39345 35R)
(%) (M)

B, AAEGHNZ B TRIE MRS 3 6] (6. 1%) . NTHHE
[ - 2% - i L PENRAE 2% 8 B (16.3%) . KRB - HED THI 1
B (2.0%) . HEZk 2 651 (4. 1%) . HUIRIRFERERETE 16 511 (32. 7%) .
RIIBHERERRE S 4 51 (8.2%) . sk - Wl 2 - FFBESR 161 (2. 0%) .
HEOREREE 16 (2.0% 258D 6ilc, £z, 1 ABERN,
TRAHREEREE, PREE (X7 - NU—JEEREZ ST, B
SER S E, RS RS R RE) . ik - B
RRIE ., Ok, MERERJEMAE, infusion reaction, ¥RIME
A, e R E M ONVIMEER « DFERATEE « DX R
— TR LR o e, REWERFBUR DL LB E RS (BRI MR
BERTEZET) 25 CHRERE =T,

k. ARG TRV MEMZEE 3 61 (6. 1%) . IFi%iE
P - TR - AL PERRAE 28 8 B (16.3%) . KBS - EED THI 1
Bl (2.0%) . BEgk 2 B (4. 1%) . HAREBRBEREFETE 16 1] (32. 7%) .
RIE R REREE 4 5] (8.2%) . MM - BEBAK - THESR 1 1] (2. 0%) .
HEEORERESE 161 (2.0%) NRDLNT, Fo, 1 HEUHERR,
TSRS MREE (X7 - N —JEEREE ST, H
FERG T AE, B REREE RMEREMBRE) . Mk - B
FREE, DAk, MEKERIEMRE, infusion reaction, ¥AIMLME
i, sl MR R PESE BT K OV < DFEIRATH « DX
VIR =TI DR o 7o, AREIER R BUR LB 5

(FRR R AR 25 T) 28 DEERERT,
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© [EWNE D FHEERFER (ALBERT 75#)

(%)

¥, ARABGHNZ W TRIEMEMES 1 6] (5.0%) ., Hi%E
[ - 2% - B EMERRE S 6 5] (30.0%) . FRIRAERERET 3 {31
(15. 0%) . BB HEREREE 1] (5.0%) 2N@BH SN, -, KB
K- BEEDO NH, BER, 1 BHEIRIS, T EEAREERERE . MK - #E
fEds - FERid, PRRREE (XT v « NU—SEBEREL 1), BIE
T e, B O R RS EiRelEE RS MEEBRE) |
9% - BERBCRH ALARIE . O 28, MERE RIEMGHE, infusion
reaction, VAL PEE M., SoZ M/ M JE M OVMBELSE « DFRIR
PR« D& VR —TII5RO Hiv7e o 7o, AEIWERFEBLR DT
Bl S (RRMAMREE 2 50) 25 0EEREZ~T,

© EWNE IHEARRER (ALBERT #U5R)

(%)

B, AAEGHNZ B TRE MRS 1 6] (5.0%) . IR
FEESE - 2R - B LM 2 6 5] (30.0%) . FRAREERERET 3 f
(15.0%) . BIEHERErEE 1] (5.0%) N@BDH SN, -, KB
K- BEO TR, Bk, 1 BERF, TEAERERE. WK - §f
fEds « FFBEA, PRRRPESE (XT 0 « NU—EBEREL ), BIE
i e, B O RS Bl E RS MEEERE)
i 2%« BEACHR R RIE . ODAF R, MEREF/JIEMAE. infusion
reaction, VAIMMEEIM, SefE i/ M A PSR B K& OVMEESS -
OEIRATH - O F VR T =T33 b ivigino 1o, ARIEHZEE
I IBIEES: (R EER T 25 0) 2 3 ORI R L =T,

4. FEFRIZHOWT

(%)

O~@

(%)
BIEA~DXHSIZ DN T
(%)

©@-3 BHWEH OZKxSIZBE LT

BIVER (VBN R, IFRReRsE - TR - B LS &, K
RBde « BEO TR, BER, 1 TBEIRN, WNowmkEE (FUR R RE
bt B HSRERRET . T EEAEREEREE) . NS - RIS - BRI,
MRREE (7 > - NL—IEEREE G Te) . EIEMEIE, EE

4. FEFRIZDOWT

(%)

O~®@

(%)
BIVER~ORHERIZ DUV T
(%)

@-3 RIEH OZWRCRHZE LT

RIVER (VRN IFRRREREE - 1T - BbMEARE &, K
ABde « BED TR, BEk, 1 BRI, Nk (FR IR
P FIEHSRERR S T EEAHEEREE) . S - IR - BRI,

RS (X7 - NUEREFEZE D) BEREGEE, BE
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DRz JEREE, BRREREE R MEMERE) . Tk - B
RMRE O 2% IERE BRE R, o ME il MRIBAME, Infusion
reaction, VAMMEE ML, CoEES - DEERITHE - L& VR —T %)
(2t LT, itk ST B = R g R O B P & A 9 D AN & 8
L (BWERAOZW-o B L THRELOXEEZ TN DR
RZH D &), EHIZHU R ALEN TE HIRHNES>TWD 2
&

DR JEREE, BT (RMEREMERRE) . MR - B0
FEE, DA, MEKERIEMRE, Infusion reaction, ¥AIMLME
2, e RIS TSR B DB - DRI ATHE - LA v
=T %) 1Tk LT, YRRk T R OB A
5 EAR & U (BHWEA OZW-OoxH IR U TRE R O %
ZTONAEMHICH D Z L), EHICHEY) 72 ALE ) T & 2 AEH
BoTWNWHI L,
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ZURAN

HEERHEET A R A
7TV Y A<T (BRIETFHEEZ)
~HiSME NK/T fEfR Y /N - BB~

dp

749 A
£ FEE

T
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Bk

1. [ZL®IZ P2
2. RANIOK. ERT P3
3. BRPRARAE P4
4. FgkiZ >\ T P7
5. \ERRERDEE P9
6. WHIZEEL THETNEFHH P10
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1. IIC®IZ

S DOF N - ZRMEOHEROTZDITIE, A SCEFEICED W E22 6 23R
b, S DI, IEORAEROMESRIC L0 | PURESRS e & OF9 208 HLE R
JPESEMPARENDH T, 2D DOEEKGZ EIZNERBFIRMET 25 2 L AMED
AR L 72 o TRV R MBOE R & S B S $1 2016 (k% 28 42 6 H 2 H MEERE)
IZBWTH, EFMERLEOHAORBELHEZXD Z L L& TnD,
BORIEABTERR G, EEERSCR 2T 1 7 7 A VBEF O ESK T & B 5 ) ic i
BHZENDD, DD, AR ONZEMEIZET HERDHERT 5 £ TORM,
UHEERLOREZRZIT D 2 ENWFINBHICH L THERT 2 L &b, BE
AL LB EE 23t % & D 2 L A AlRE 72— O B % jii 7o 3 Rk RS <6
THZEDREETHD,

L7l o T, KAA RT ATl FAEEBELZNE TILBG LN TV D EFIETFH) -
BHR RN EE-S & | LUT D ESE N O fei 70 5 A HEtE 3 2 8LA 0 b B Bk B2

F RO EFREEZ T,

I, KA KT A 0%, MSIATEUE NESE G ERE IR O, AHEANR
AEGRIESE 2 — A EAN B RBRANBIES, —BEEVEAN B AR RS, —i%
FERVENBARY i o O AR N B AR MR « DAFROWM DO b EAE
% L7,

KGR DERS - T TV U A~T GBI Z)

R LRDMENTHE « PR XUTERRIEOEIZME NK/T fila Y o VjE - S

MNEERDMEROHE : 2hRedi@
TV AX~T (BIEHEELZ) OFEIEEGRIT 60 530 TR
THrE L, PR G- OZEMEN BIFChiv, 2 B HUBEOE S
REf)IE 30 70 fH & CHIME T & 5,

R ST EETAYEOEIZME NK/T M U o S - S
WHE, AT 7YV X~7 GBI %) & LT 15 1,200
mg % 3 ERIFE CRMEEET 2, @E, 12 %00 Eo/NRICiE T
TV X7 (EaHfz) & LTI1E 15mgkg (KE) (B
K 1,200 mg) % 3 ¥ MHIfERE TREEET 5,

B3k IR 5E ¥ F  PAMREEM S
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2. AFOKK, 1ERBERF

7TV AT (BIEHEBZ) (LIT, TRAL &v)H,) 1%, KIE D Genentech, Inc.
12 £ 0 Al X 7u7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7y Gl (IgGl) 727 A0k MEE /) 7 u—F ALK TH 5,

CD274 (PD-L1) &, AEAENICEWTHURERMEEICEHR L TR, EbLY
VRER (T MERE, B ML OV TF 2 Z 0% 7 —T fif) %2383 5 CD279 (LLF., [PD-
1] £woH,) KUCD8O (B7-1) &iEa L, SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
EREIZ B L T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 X4
Tk Y., PD-L1 & PD-1 24T L7ofB8IE, MEGM S HURFE A e T Md) & OB S
BT AP O—o L L TELALN TN,

AANZ, PD-L1 OAfASEIRIZHES L, PD-L1 & PD-1 & OfEAEET 2 Z L5
£V BAPURFFERM 72 T ML OIS F M2 B0 U, RO 2 Mfl4 25 & & 2
HNTN5,

T DN G | AANTHENEEL R 2872 e RIEIC R V155 b O & HIFF S i,
HiSME NK/T Mifa Y ol - SRR A kb5 & LT BRI 2 2k L, Ahie, &k
K OB TED R ST,

ARFN DA BRI $5 BIE DSIERUSIT X B RIERI S & & b, B TSI
EH AR B Do AAOBRE P ROBERICIT, BHEOBEE HHITTO, B8R
W &V ACIE, BB L BRI U 72 P A il & R RO TR & G L C il
YR EERIRSWT 24T\ B DRI RUEIT & B BIEA b 5 5810 1%, BIEE L
T A OB GO B EAT ) LB D D,
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3. BB

BRI ST M O EiAME NK/T JifR U o Sl « &R KGRI 3EM 21T - 7= E R B R
AR ORAE & T,

[H2hE]

[E N5 T AHERRAER  (ATTACK 35R)

12 s LA B O F3E ST EAME O EAME NK/T fifim Y o Sl « S B4 5 &2 %5102,
AFNDFINE K O 2V 2 atd 2 5 TR 2 520t L=, 18 Ll Lo B I IARH
1,200mg % 3 B CLF. TQ3W] &5 ,) T, 1220 E 18 w0 BE 1A
#l 15 mg/kg (5K 1,200 mg) % Q3W THEIRNF 5 L7,

ARBUBER SN 14 B0 S B, FRHEIZL Y RX—R T A VEEORE FTBEIRZEL &
D i oTe 1 Bl EFRS 13 Bl BT xg L Lz, FEFHMEHE Th
% Lugano JEHEIZ IS < OB K D 28203 [95% (5 X [H]] (%) 1%, 53.8 [25.1,80.8]
(7113 f5) TH-T=,

*1 o FAME NK/T S YD o 8l - SALCHT 5 1 LY A VUL EOIRIERENRSH Y . 2>, SMILE ik (5
FHAZ U AR PLFF— R AHFRAT 7 IR LT ARG EF =B ROT FFE L FOHE)
12 & BIBRIE D B D UL L 7R DR WIBE SRR E ST, BB, ODO~BD NN
WU 7=8A0T, SMILE BEICHIG & 72 B 720 &l S vz« WECOG Performance Status 2.
@70 BELL b, OFLAFURINC S50 S MU ALERIEIC L 0 | Soieie b UCl 1 2L Eoodfii % 243
EFHAREE. QKRR Y o/ 3EREL 500/mm® Al @ik mHaBHEYR H 5. O mrEZ k., O
TS U < 13aHE B 5 DRI RENRAS 1 UL R s, D&ERERHER 50%A00. Ut
@®SMILE JEIELISN D 3 A SRR I )T L CARIRHE TH 5,
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[z 4]
W AHRG IR SR (ATTACKEER)

HEREGT 14/14 6 (100%) . AH & ORI FEIENEE TE WA ERGT 11/14 4
(78.6%) IZBRO LIz, AFIEDREREEPEE CETRWVWAERRIIR1DLEBY T

g?)of:o

F1 FHLEOHRRBENEETERVWEEESR
(ATTACK RRER) (LML XS M)

SRERIKRS¥E (SOC: System Organ Class) HEE (14 71)

HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.1) B (%) BilE (%) BE (%)
AL ORRBEFEREECERVWERESRR 11 (78.6%) 7 (50.0%) 0
&R AR A 10 (71.4%) 5 (35.7%) 0
Ui HRER B 5 (35.7%) 3 (21.4%) 0
AST #4 4 (28.6%) 0 0
SRk~ e %% 4 (28.6%) 3 (21.4%) 0
ALT #4)0 2 (14.3%) 1 (7.1%) 0
i R 2 (14.3%) 0 0
7 L7 F = HEhn 2 (14.3%) 0 0
=TI B N TaTA L HN 1(7.1%) 0 0
U R 1(7.1%) 1 (7.1%) 0
REEAD 1(7.1%) 0 0
—i% - RHEER OGO REE 8 (57.1%) 2 (14.3%) 0
FHEN 8 (57.1%) 2 (14.3%) 0
TR 1(7.1%) 0 0
KRG ¥ KOV ALk RE S 5(35.7%) 0 0
B 3 (21.4%) 0 0
SUERREE %% 1(7.1%) 0 0
% 9 FENE 1(7.1%) 0 0
TR RS 2% 1(7.1%) 0 0
Rtk KOsk E 3 (21.4%) 2 (14.3%) 0
K7 A7 2 e 2 (14.3%) 0 0
KAV v AiffE 1(7.1%) 1(7.1%) 0
K7~ U U A fE 1(7.1%) 1(7.1%) 0
A e 2 (14.3%) 0 0
L 1(7.1%) 0 0
Om% 1(7.1%) 0 0
JHE B E R B 2 (14.3%) 2 (14.3%) 0
SR MEIF R 2 (14.3%) 2 (14.3%) 0
B R B £ UGB FRRE 2 (14.3%) 1 (7.1%) 0
NSRS 1(7.1%) 1 (7.1%) 0
MR 1(7.1%) 0 0
MER LY v CRpEE 2 (14.3%) 2 (14.3%) 0
#rifn. 2 (14.3%) 2 (14.3%) 0
JEYIE R X OV A BiE 1(7.1%) 0 0
e 1(7.1%) 0 0
e, MaERds K OVERRRE 1(7.1%) 1 (7.1%) 0
RUE SRS 1(7.1%) 1(7.1%) 0
BE, hEB L OWE A OHE 1 (7.1%) 0 0
A D KR 1(7.1%) 0 0
PGy 1(7.1%) 0 0
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#8 B BIK¥E (SOC: System Organ Class) i (14 1)
FHAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.1) B (%) BilE (%) BiEx (%)
BB RERE R 2 1(7.1%) 0 0
B, EiR LOSEMARAOHAY (ks 1 (7.1%) 0 0
LORY —T&ETe)
S M 1(7.1%) 0 0

7B, AANBEGFNZ B THIHEEERE S - ITR - fELMENBAE 2% 5 61 (35.7%) . R H#nE
5 1 51 (7.1%) . infusion reaction l{ﬂ (7.1%) PRO BT, Fo, FEMEMERE,
Kk - EFAO)TTA BEde. 1 AUBEIRIS, AUIRIREBERERE S, T RAMReREE . Mk - B
Hﬁ”‘ - Hib 'JFEFH'?}:[‘E:. (X7 v - NU—JEEREEET), BEIEMEE, EEOKE

e EXH% RS EEERE) . ik - B0 ﬁﬂﬁ@h Dfde, MERERIE
@ﬁ\%mﬁﬁm\ﬁﬁﬁmmWWéf&Umﬁ* DFERITR < ¥ AR —TER
D ORI o T, REWERFBURIUIREFSR (BRREERT 25 308G
RETRT,
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4. HFRITHOWNT

AHN OG- @O 7 BE 22 - FE L, AFIOBR G2 Y EEREERZBEL LT
BRIZKHST 2 Z ENMERTED, LFOO~QD TN T &z sl W THERT 5
RETh D,

) MR IOV T

O-1 Fied (1) ~ (5) OWTNNITEYT D ThHhDH Z &,

(1) EAFTEREDFEET 20 A2 REHEILRPE S (ERE IR S A2 s B LR
Hidak S A RS EH L U e . Mk S AV IEIERE . /NS ALEREE. /NS A
WbE7e &)

(2) FrEMRERPL

(3) EBENFIRAFNFEE T 20 A2 FREEEHPE (D3 AR EWRPT, 23 A
Wb IIBE, DS A REHEHEE R PE 72 &)

@) IR b FRIEEZRE L, SRIES L FRIEZEEL 1, SORIEE L RIEZRE 2

ST RIESA T RIER R 3 OMask EEIIR DR 21T > TV D fitiak

(5) PUEMEMEEEAILL ST B BN R O st FUEIZAR D Jm H 21T > TV D ik

®4Jw%HszT%M@Uyv%i-%ﬂwﬂbﬁﬁﬁﬂﬂﬁ@ﬁﬁﬁﬁﬁﬁﬁﬁﬁ?*+”ﬁ&u
ik & RRBR A R OERT (TEROWTIUNIIE L T HIERN) 25, Y2 OAFNCET 5
HBROBMTEHEE L THEISILTWD Z L,

7

[ Ffife RS % 2 EOWMIFHEZE T L7oIC 5 FEL OB AIRIEOIEKRIHE
ZIToTWHZ e, 9b, 24D X, NAEYEEAR L LR EEF O
EEITIR>TWNDZ &,

PR ETEUS% 2 FOMMHEZE T L7c#%IC 4 U EOBKRRRZ A L TWn
HZ L, 9B, 3R RIE, S AR O 03 A SR EE & S T B PR MR
WHEZIT->TWH 2 &,

FERfife A% 2 FEOWMMBHE ZE T L7212 5 L Eo/NR iR K OVNE A
At/ NERERRRBRE A T5 2 &,

) BEN DEFREMFHREBEDOAH]IZONT
@ﬁuﬁ'a'ﬁ%i&mfi IWEHET D HEEEDRLE S, BEREEN D OFHRED, A% - &
Bt %E’Jfﬁi&@@@&UEEFﬁ% X D IRt AHEFRNRE LIS G OWmE
¥, FRESHIATON D EHINE T Z L,
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® BUER DX IOV T
@-1 fEsR Al BE 3 % B

RV MENG P B O B R BIE I 238 2E L7 BRIT ., 24 BFRRIRZIRIAHI O T | 3%t X1
BRI Z VT, FEBL L2 BIERNCIS U T ABRE L O CT FOENEH D@ RN 02
IRRADOFRERDN G B PGB, EBITHISATRE R A HI 2N E > T D Z &,

@2 EREHHIT L 5 FERHICI BT 5 B

B AR B BRI AL OB R AT 5 R R DB E = 5 ) > 7
REWIERDO A U —= 2 7 EATVEIRE LR S T 5T — AR D8
I TWDZ &, 2B, BIRIEHIZOWT, WABRE L ZFOFERICHHIZEMmINT
W5nHZ &,

@-3 BEHEADOZErx I LT

RIWER (FEMEMEER, SRS - TR - BEMEIRE R, RIBZK - EHEO NF, P
KoV BBEIRIE . Norubbass (HR AR RERE . RIIB i RERa S . T HE A HRRERR ) | MMk -
BifEe - TR, MR (X7 v « AU—JEEEA2GT) . BIEMEIE, BEEDK
JEREE, BHREREE RMEMEMERRSE) . Mk - BEOmaAE, Ok, mEkER
SEWHE, infusion reaction, ¥SMLPEE ML, Sl M/ MOBAE, OIEK - DRI - O
Z IR T ) AR LT, Y T R B OB ME A A 9 A R &EE L

AHER OZBOXHSICE L THRER X EELZ T ONLOKMICH D2 &), HHITH
BN ALIEDS T E DR > T D Z L,
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5. BEXB LR HRE
(HZIEIZ B3 % FIH]
O FTROWTIIZHE YT 2EEICBWOTAFIOBEMBEEOHEMENRTREN TS,
o 1 LI AL EONRAIEMFRIEIC L DRI 2 AT 5 B3 XUTERG M O ghish
NK/T #ffa U o /Xl - SRS
e SMILE¥iE (TXxH ALY AV bFdFt—h AFAT77I K, L-7TA
NIZXFT—BRO= FARYR) OWRFERERSH 5. X SMILE LD & 72
SRAdAY:E

@ TRICHEETEEICHOWTIL, AAOAENHL SN TE ST, AF OG-t
RLRDBR,
o ALFRIERIBIROEE
o OTUEMEA L O Sh o BE

(Ze eIz B3 % FIH]

O TRICEST2EEICOVTUIAFORG NG E SN THWD Z Enb, BEE(T
DNz &,
o ARFNDOEIIZXT LIBBUE OBEERE O & 5 BE

@ WHRATOFHMICIB W T TRRICE Y T 2 EF IOV T, AFOEGIIHERE I L0

D3, A OTRFEEPE DN WIGEIZIRY | HEICAFIZHEH T2 L 2ZETE D,

o HEMMREDOE O II T OBIEDH 5 B

o MR A CRIE R A2 R 2 B K ONE B D HU R IfE e <o iYL it 7% %
DI RIEMEZAC D B 5 B

o HOREREDOD D EEUIEMRAE L < IXHIEM%ED B Ok B OB RO
o 5B

e ECOG Performance Status 3-4 "V @ E

GED ECOG @ Performance Status (PS)

Score
0 < MR IRBTE D, &R U HFAEEDHIRZR <ITZ D,
1 AR LUOTEENEHIR S 228, BTRHEC, BIEESCHE - TOMEHEITITH 2 LT %,
Bl BOWEE, FHIEE
2 HBATHBETH S OFDEID O Z L E T X THREEPEEIZTE 20, HH O 50%LL Fid~y FATil 27,
3 RONTZHODOHEOEIY OZ L LTERY, HFREO 50%LL &2~y K1 Tl 23,
4 2<L@F RV, BOOEORIY O Ligel TERV, BRIy KPR+ TiiId,
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6. BMEICERL THEETREXEFH

O  USHSCEEIOIN %, WEIRGEEE DR 5 GRS 1T -3 & ARHF O Frit M OV 1Efi
MO DI B EFRE B LT ERT 2 &,

@ JBREBIAICHEN D . BE T OFRICAIME R ERMEE oA L, FE 25
ThoEETHZ L,

@ FEREBEWERAO~RT AL MMZDOWT

MEMERR BN D 5D ZENH D DT, KRG IZHT= - Tk, BRE
B (R IR, ik, FEENVE) OREFR K OWIER X SRR O Eitids, Blgs+50
4TS 2k, Fio, BB U THES CT. MG~ —h —%0R& %z Eiid 2
Z &,

ARANOPEE T EE O infusion reaction (2 2 CTEEAANFIC 7kt dD T& 4 U
i %47 o7 L CRAE L, AFIE G- K OARKIE G54 THIZ A Z v A vzl
ET 5%, BEOREEZ+H/0I28%2T 52 L, 70F5. infusionreaction % F8EL L
AT, 2 TOMBEROIERNER2ICRET L TEEE2 0BT 5 2
L,

freREREE . fF2e, BLMEIRE RN S LD Z ENHDH DT, AFIOEER
AR L OG- I M e W IFEERE & (AST. ALT. y-GTP, Al-P, £V /L
EUEORE) 2FEmTHZ L,

FOR IR e . B RERE = R O T RAEERRE N H S b Z ERH DD
T, AFI O 5B ET K O 53R R e RIS N W RERR A (TSH., b
T3. W78 T4, ACTH, I =/LF Y —VEORE) ZET 5 &,

AR OEHIZ XY | BEORPE ISR T 5 L& 2 5Dk~ 7 B e
BHLONDZ ENbD, BENEOLNZHAICIE, BELLEERIIS U
B 70 ik & RRBR A RO BE AT & EgE L Culi bl 2 s R W 21T\, I8 E oG
BOSIZ & B EWERA N EEDN 2558121, AFIOWRIEUIF 1L, K OFEIRRE R
WEVRIOBRGEEBETLHZ L, ok, BIBREFRLVEOEGIZXEEHE
HOUEDNRD AR WGA IR, BB B AV 2 LSO Z Il # o0
LEET D,

PG TH, BEBA S ARGB L TOrSRIERNRRERT L Z 0570,
AFNOEEHETHICHRIER ORBBUZ 3 ITHEET 5,

1 BOBEPRI (BIE 1 BUBEIRIS &2 & de) b Db, BERBMES b7 v F— &
ICEHZENHDLOT, 0¥, B, EHZEOEROFEHELMPEED EA1c+
SERETHZ L, 1 BERENEDN ARG 2L, R 5l
F O 55 DWY /@& E1TH 2 &,

@ AFNOEEFERBRICIBW T, &GS 48 M £ Tk 6 BB, T LT 12
IR THINED TN 24T > TV - 2 & 2B E 12 AFIFE G- J 3 E B A s
T CHHROMEREZITO T &,

10
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EEERAEET A KT 14
TV A~T (BEFE#Z)

~ BN e i s ~

SERL3 04E4 A (87Fn 749 AET)
BT BA
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HR

1. [T HIZ

2. KFNOF, 1ERBET

3. BERIKBORE

4. gkl oW\ T

5. GGl 70 DA

6. HHITE L THETREHIE

P2
P4
P5
P26
P28
P31
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1. XU
3R DB N « ZZRMEDFRMR O T2 DI, IRASCEZ ISV 2 20 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHH) 72 J R AE A%
FPEEMMAERINDH T, IO OERMZ BICHLERBF RIS 5 2 & BB O
AL 2o TR REMBGEE & SO R TR 2016 (AL 28 45 6 A 2 A BIRERE)
IZHRNWTH, FHNEELREOHHOREIHELZHD Z L &SN TWD,

BORERRE PRSI, REERSZ 2T 1 7 7 A VSBEfF DO EESRG & B 5 )iz
B2 ERNBD, 2O AMER ORI T 2 WA+ ST 5 £ TOR,
W ERGOBEEEZIT D2 ERPFR SN BEICR U THEMAT L & &b, BIE
HDRBL LT BRI LB kS 2 & D Z & DS AIBE7R — E O B 23 7 3 = A B <4
THZEREETHD,

L7ei3o T, RAA KT A4 Tk, BARBEES I E T LTV D EFLIRER -
R R S & | LT ORI O i 7o 68 2 HEE T 280 b B B0k B %
HEROEEFREE T,

¥, RATA BT A %, MSIATEUE N ESE L EREIRR O AREETEAN B AR
BRI o, — M ERNE N A ARERNBH ES BEFEEFITEEE A B AN 22 & O
—RAEEEN B AR ER TR OO b AR LT,

B ERDERN  TT V) A~ Gl )
KL DRREIE © YIBRAREZHEAT - FFFE DIE/ MR TideE
PD-L1 5 DI/ INHRaATE 1 331 2 i 2 Al Bk
WEERDRERORE « 2haedhim
TV AT (Bin M z) OFERGRHIT 60 5373 TRl
FEHE L, PR G OREND BRAFCHIUL, 2 BIHLEOER S
IRFfF 1T 30 43 FE] & CHff C & 5,

(b FFEERTIG R O i o F R 2 Br < UIBRARE 72 HETT - FEFE DI/
liyiipe

i DHEMEREES & ORIV T, @, RAIIZT T U X
~7 (B z) & LC1[E1200mg % 3 8 bR C A es
T 5, £0%, BMRET 255123 77V ) X~7 (Bix
TR Z) & LT 118 1200 mg % 3 JEEIMERE T 1Bl 1680 mg %
4 AR MIME CAMEERET D,
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b FFEERTIGR D PD-L1 [t O UIBRARGEL AT - FEFE DIE/ Nl
e it
WE . RANZIET 7YY AT (@) LTI A
1200 mg % 3 38 MIMIFE 0L 1 [ 1680 mg % 4 3 [ W b C i & i
T5,

(bR ERE TR IR DO YR A BE 2R ELT « T8 D H/INHl i it

WE . RAIET T YY) XA~7 G H#iz) LT 1 [\
1200 mg % 3 JE R REIFE X% 1 [[] 1680 mg % 4 J& [ AR
T 5,

PD-L1 Bt DI/ MBI 2 3 1T D Ik wfi Bk
WE, RANIEXT 7YY X~ (EsHfiz) LT 1A
1200 mg % 3 MMM IE 1 [ 1680 mg % 4 F I G C A seE
15, EWMIX 12 VAMETET D,

e AR 58 ¥ PSR
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2. AANORE. TERBF

7TV AT (B z) (BLF TARAL vvH,) 1%, KIE D Genentech, Inc.
(2 & v A <7z programmed cell death ligand 1 (L F, [PD-L1J &\ 9,) (X3 5%
7Y Gl (IgGl) 77720 MEE/ 7 a—F AHiEKTH 5,

CD274 (PD-L1) &, EFNICEWTHURIERHIEEICEIR L TRy, kLY
>8R (T #ifa, B O F = 7 0% 7 —T fild) 12589 % CD279 (LA, TPD-
1] &Wvo,) KRUCD80 (B7-1) &ffH L, EISEEZAICHIET LI EEX 6N TND
(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, fix DOJE
EAREIZ HRBLL T\b Z & (Cancer Immunol Immunother 2007; 56: 739-45) 3Rk & S
T Y. PD-L1 & PD-1 24 L7ofRi6I3, JESEMIA S U AU T Ml & O BB S
ZERET HHFO—2 L LTHEX LN TIN5,

AANL. PD-L1 OFIaMEKIZFE G L, PD-L1 & PD-1 & OF5EAHET 2 Z LI
0 DATURFFERR e T M O/ EFEME 2 R U, 5 OS2 s 42 &5 %
LI TW5,

ZIH DR G  ARFNTHENENES 6T 282 G EEIC e 0G5 b o L HIfF S,
/KR it AR A kPG & LT BRIRERR &2 i L. A2, Ltk K OB e
iz,

AN VEFIEFF LT 3o < T DS R & 2 BUERI S b & b, B IS
(3 2 e B By AFIOR G RO 54101, BE OB E AT, BEH
SR B TR ANT 1T, FEEL LT SR U SEPI 7 Ak L SR A R & S L
TR R & 1T\ . MBI DR RIS & 5 BHER A b A HAITIE, B R
W LI DB B DRI 21T 5 BEN B B,
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3. BEREE
YR RREZR HEYT - B3 DI/ NaftiE & OY PD-L1 Bt o6/ Nia it (2 3 1 B itk
B HYE D KGRI ISR 21T o 72 =2 BIRRBR O Ak 2 7”17,

[ 2hE]

OE IR AR (OAK #ER)

7T T WE e S AL AT O B D UIBR AR AR HEAT - TR O FE/INHE R it R
1,225 Bl (RAIRE 613 6], Rt & R RE 612 §) %412, AHl & R4 F &/ (DOC)
DA ZINE R OV 4 % beig 3~ 2 BB A RRER 2 550 L 7=, AN 1,200 mg/body X% K& #
XL 75 mgm? & 3R (LT, TQ3W) &9 ,) TAREiE L,

KON T o Z 2L E T 850 B (AN 64 Bl & & Te) OEBHEEMITBNT, KAl
BT REZ AR L i L CRAFRIH (BLF, TOS) &W9H,) OFERIERNR
Hiv (NN — R [95%EHE XM ] 1 0.73 [0.62,0.87]. P=0.0003 [J&%! log-rank #7E]) .
Rl [95%EHEX R ] 1ZAAIRET 13.8 [11.8,15.7] B A, REXXH/EETI.6 [8.6,
11.2] #ATH-7= (K1),

1 LRI TR (UUF, TEGFR) L0 5, ) MUA TSR SUTIRMEY v <% —F (B
T, TALK] w9, ) BEEGFBEOBE IR, 77 F R 2ETbmEicns, =nhe
#U EGFR FLE/EH X% ALK FLEEH 26 3 2 FUEMIEE AN L 2168 EN & 2 BEDHEAANLD

niz,
1.0
09
08
074
oos{ 000 e e
f#lo
4& 05“‘
#H 04+
'Mm .
0.3+ i
02
014 FEadtel
Y | i TPEMATT
oo+ 54
T T T T T T T T T T
0 3 6 g 12 15 18 21 24 27H
FEIEE 425 363 305 248 218 188 157 74 28 1
Ftaft)L 8 425 336 263 195 151 123 98 51 16

B 1 OS ? Kaplan-Meier Hiff (OAK RER) (£FBEER)
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OFEBEIEFE S 1 A5 (IMpowerl 50 7X5#%)

{ELFFRERE D 72 R b B 2 B < BIBRASRE 72 HETT - P38 D FE /Il e AR 1,202
Bl (AARN 93 FlaETe) ZxtRIC, A 1,200mg &MOPEEMERS] (WLVRTZF
VAR Y AR [ARE, 40201 UIHNAVRTTF o+ ) ZXR L+~ X
~7 (B z) [BEE. 400 61]) & OO G OE MR 22z, JfH kY
FIE (WK T TF o +37 U ZXB )L+ ~_RY <7 Gl R %) [C BE. 400 41])
& Pl 2 S ARG 2 FEhe U 72", RIRIT OfS R, EGFR BAn T2 %25 X% ALK
BB BE (157 B) &< 1,045 61 (AN 67 BlaETe) O ITT-WT 2
2T, ARAIGFHEE (B #E 359 1) CxEREE (C#F 337 1) & bl U CEZE3HMTE B
T D 0S DHBERILENE D HAL (N — R [95%E5E X ] 2 0.780 [0.636,0.956]
P=0.0164, AEAKAEMmMH 0.0184 [JEH log-rank FRE]) . FIAE [95%(FHEX ] 1TAKH
OF FHEE B #£C 19.2 [17.0,23.8] 7 A, *}#R#E C #£C 14.7 [13.3,16.9] 7 A TH - 7= (2018
F1HRAT—=%Iy A7, K2), ¥, RAGHHEE (A B 349 #1]) (22T,
SPFRRE (CBE 337 f) 12k D OS DA BERIERITRD /e otz

*] 1 EGFR #B6 TABGME U ALK B G BE T B TiX, £ 24 EGFR FE/EH XX ALK
BN &4 3 2 FUEMENEEAIC & 2 0N & 5 BE AN STz,

*2 0 AH) 1,200 mg, HARTTF L AUC 6, 737 U X FE/L 200 mg/m?, ~NV AT GEIG T
Z) 15mg/kg & Q3W T4 XL 6 72— 2 5% A4 1,200 mg XAV X< 7 (BIEFHEHZ)

15 mg/kg 7% Q3W T E- ST,
1.0
0.9+
0.8
0.7
4_|1_ 0.6
@ 0.5
1 0.4 A Sa
B: A/ X2T 1
0.3 Cc:ALKISF e
PO BFRIL
0.2
BCP
0.1 simimen 7T7JY)XT +BCP
0.0- +  159Y
T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33H
XKE|+BCPEE 359 323 296 264 235 167 119 66 34 9 2
BCPE 337 308 268 233 196 129 87 56 29 6 1

X2 OS ? Kaplan-Meier Hi# (IMpower150 388%) (ITT-WT ££])
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F7o, BARANBELINCKIT D ITT-WT £ 0S O ERAE [95%(F X ] 13AH]
OFFEE B BEC 19.8 [14.1,242] A, XIHREE C BECHEE ARRE [13.2, HEEARE] A,
NP— R [95%EHEXM] - 1.311 [0.498,3.446] Th o7z (K3),

1.0_ " s
0.9
0.8
0.7
4_[[ 0.6
ﬂ"#‘_ﬁ 05 ™
. bt
#0049 gsoxeo i
034 C:HLRISFU r
AV E = g7 ‘e
0.2 !
BCP -+
0.1+ ---J-r--- FTJIXIT +BCP
1
0'0_ T ?IT%JJLJ T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 308
AHKI+BCPE 32 29 28 24 22 19 13 8 5
BCP# 14 14 14 13 11 7 6 5 4 1

X3 HARABELEFITEITS 0S © Kaplan-Meier B

(IMpower150 3RER) (ITT-WT 4£[H)
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OFEBEIL M 1 FH5R  (IMpower132 7X5%)

{ERERE D72 W RAE LR 2 R < EGFR Bin 1AM, ALK @ha & TREED
BIBRAREZRHELT - PR O IR/ IRt B 578 B (A AN 101 BlZ2&de) ZX5RIC, KR
#11,200mg, 77 F K (DAVRTZF U IV ATTF ) RORA RLFt R
RU T 2kF (LLF, T2 Rt R Evo,) OFfHEE [RFIOHHRE 292 fi]
TOEMMER VLM E, TITFRA (IR TTF o INIT AT TF ) R A
MUt ROOFAES DEIEE, 286 f5il] 2 & b+ 5 B MARRER 2 32hE L 7=, AHI0F
FHRE T IRRE & bl U CEERHMIE R O—2>Th o A LFIR (LU, TPFS) &
9.) DHBRIEENREO bIL (N — Kb [95%EHEX ] 0.596 [0.494, 0.719], P <
0.0001 [J&E5I log-rank 7], A E/KERH 0.0040), FHAE [95%FHEX ] 1IAKIDE
BT 7.6 [6.6,85] WA, *HEEETS52 [43,56] WATH-7- Q01845 A2 AF
— X7y hAT, X 4),

*1 0 A 1,200mg, HARTTF L AUCE XL A7 TF 2 75mgm?, ~=2A b LF¥ 500 mg/m? %
Q3W (Fra—2Ad 1 HAIWKERE) T4 Xk 6 a—AEFEEH, KA 1,200 mg LONA RLFE R
500 mg/m? 2% Q3W THH X7z,

¥ WIVRTTF 2 AUC 6 UET AT T F 2 75 mg/m?, XA kL& K 500 mg/m? % Q3W (% =—
2D 1 HEZEE) T4XL6 a—AFEH, <A FLF & F500mg/m? 28 QQW THH- I/,

1.0
09+
08

40 074

It 06+

H 05+

gn 04—

B 03
02+

FEBFETSF Fe L F2F
01 o =omemem AFUFFRAANISFH LS 0F

541

0.0+

0 3 6 9 12 15 18 21 B

FTHEIHHEEE 292 231 169 120 88 43 1"
TIEEE 286 195 15 72 44 11 3

X 4 PFS @ Kaplan-Meier Hi## (IMpower132 38%) (ITT £H])
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OUFANE T AHRER (IMpower130 3X5R)
(BRI O 700 R E R 2 B < BIBRAHEZ2HEAT - AR O I/ N il B 724
Bz %Iz, AAI 1,200 mg, HARTTF RO T Y ZxE0 (TL7 I MER)
(LAF. Tnab-PTXJ &5 .) OOFHE [ARFIOFHEE, 484 6] ™1 OF M MK OV 2
. INVERT T F 2 K nab-PTX OOF G el REE, 240 Bil] 2 & el 2 9 ITHIER
Bk % 320 U 7o, WPIRMRAT OFE S, EGFR BAGR T2 RIG 1M X1X ALK BE8 15 1Bt B

R <

679 BD ITT-WT £V T, AFNOHHRE (451 1) TxIERE (228 fiil) Lkt

L CEHEFMEE O—>Th D 0S DHBRIERPZED b (AT — R [95%(5 18
X[#] 0.791 [0.637,0.982], P=0.0331 [J&HI log-rank #R7E]. A EAKERM 0.0425),
JAE [95%EREX ] 1EAAIOEHEET 18.6 [16.0,21.2] U A | *HEHET 13.9 [12.0,18.7]
A TH-7= Q8HEIHISAT—X By hA7, X5),

*1

*2

40

&R

s ARFI1,200mg, AR TZF 2 AUC 6 28 Q3W T, nab-PTX 100 mg/m? 2% 1 MR T, 4 XX 6

a— A5 AHK| 1,200 mg 23 Q3W HE Sz,
HIVRT T F > AUC 6 75 Q3W T, nab-PTX 100 mg/m2 A% 1 WREEFE T, 4 Xid 6 a—2¥EL5 S
72

1.0
0.9+
084
074
0.6
054
0.4+
0.3+
0.2

TR R ILRFSF b (O BE )L
014 =—=—=—=— FAIHEBE:FFHILEISF A 02520

+ 154

004

T T T T

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 328

FHIGFAHSF 456 427 384 355 319 298 271 220 168 130 88 59 40 19 10 4 1
TIEEEE 229 207 176 162 147 132 119 98 75 B8 39 24 13 8 1

5 OS ® Kaplan-Meier #if# (IMpower130 3XBR) (ITT-WT £H)
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O

BIL RS T AHRRBR  (IMpower110

(L FIERE D 72 PD-L1 Btk (REEEHE A S IR M S MR 2 381 5 PD-L1 %
B 1%L 1) OUIBRASEEZR AT - HI8 OIF Nl 85 572 61 (AARN 51 fila &
te) ZRIGUT. AAI1,200mg [ARFIEE, 285 K] OFIMER NLE2ME, 7T FF5Al

(AT TFUIIINE T TF ) RO A R LFX& RUITF A2 e offfEs
[Mbilme, 287 B] & b3 2 S IAHRBR 2 520 L 7=, RN OFE R, EGFR &
R RGME T ALK @A BB TBEOBRE 2R 554 Hlo ITT-WT £H 0 5 5
TC3/IC3-WT ££[H1" 205 5l (AAN 24 il Ede) IZBWT, AHIHEE (107 1) TR
IERE (98 1)) & bbiEE U CEEFMEER Th 2 2EFHM OB BERIEENRD Hiv (O
— R [95%EHEXH] 0.595 [0.398,0.890], P=0.0106 [JE%! log-rank &, A E/KAE
mfH 0.0413) . HRAE [95% X E] (IAHIRET 202 [16.5, HEEARE] U H | LT

Ak BR)

ERET 131 [74,165] WA TH-7- Q0I8FEIH 10T —2hy vA7, X6),

*1 . EGFR 85128 R X% ALK &8s B0 BE Tk, £ 21 EGFR FEEM XX ALK

PR 249 2 PUBMEIS AN X D10 IED & 5 BE AN bz,

*2 RS IR 21T D PD-L1 2381 U= 5 5 EE (TC) XILNEEHR AR )
HHBEE (IC) IZOWTHRINE S, TC3 (TC=50%) Xix IC3 IC=10%) THIHHEIC

TC3/1C3 M & s T,

104
09+
08+
0.7
08
0h+
044
0.3+
02+
01~
0.04

£78E

ey
FHIE
+ TR

P{E(EH|log-rankt&E) 0.0106

th B (95%FHE A

b2 EEE 13.125(7.4,165)

ZFHFI|EE 20.24 B (16.5,NE)

v —P Lk (95%{Z#EE ) 0.595(0.398,0.890)

o 2 4 6 8

FHIEE 107 94 85 80 66
{E&EEs 98 89 79 65 50

T T T T T
012 14 16 18
61 48 40 34 25
40 33 28 19 12

T T T T T T T T T
20 22 24 26 28 30 32 34 36H
18 16 11 7 6 5 2

g 7 6 4 3 3 3 1

6 OS ® Kaplan-Meier % (IMpower110 38) (TC3/IC3-WT £H)

10
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O FEFEILFEFBIHRE (IMpower01055%)
77 FFRHN & B TN AR B R EL O TR R BRI IBE] (R >4 cm) ~ITAH]

(UICC/AICCIR I FAEETIR) D FE I it S8 1,00561 (A AR AN11761 2 Fde) Z x5
(2 AHI1,200 mg DA itk o OV 2 SCRepeiE™ (BUF, TBSCY &9 ,) LT 5
FMAHFER 2 520 U722, TR OFE R, PD-LIBGM: (FEEAIIEIZIS 1T 2 PD-L138 Bl
(TC) N 1%LL 1) O U UXMABIERICIW T, ARAIRE (248%1) TBSCHE (228%1) &
bed U CEEFHIE A Th 2 BRAFHE (LUT, IDFS) &W9,) OFEBERIERDR
Do (= R [95%FHEXH] 0.659 [0.495, 0.877], P = 0.0039 [JE%llog-rankf#
E1. A EAKAERI0.0370) . HIAE [95%EHEXH] 1IAKIRE T EAE [36.1, #HEE
AHE]. BSCEEC35.3[29.0, #EEARGE] W H TH o= QOAFEIA2IBT —% v b4 7,
X7),

1. 75 FFHF & S DI RS ICEREO R ST ST, BEROBT- 7,

*2 0 KK 1,200mg & Q3W TieK 16 [F# 5 L7z,

1.0
BSOE
0.9 i e
&ty
0.8
07
@ g6
o
ﬁ 05 il | - _*‘-fl' > @ - - I.
IE
B 04+

034 P{E(ERllog-rankt®E) 0.0039

th B (95%EHE D

0o  BSC 35.3x A (29.0#FETHE

TrU/UR=T pRIEARIEE6.LIEETHE
014  F—FH(95%(Z3E ) 0.659(0.495,0.877)

0.0+

T T T T T T T T T T T T T T T T T T T
o 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 B4R
FFIEE 248 235 220 217 206 198 190 181 159 134 111 76 B4 31 22 12 8 3 3
BSCEE 228212 186 169 160151 142 135 117 97 80 59 38 21 14 7 6 4 3
X7 DFS®Kaplan-Meierfi#g (IMpower0103X5%)

(PD-L1EBHE (TC=1%) OO XIIMAHILE)

11
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(PD-L1SBLIR BRI DA ZhME M OVZ2 )

OEB LR MAHFER (OAKRRER) ([THAAN LN EBED S B BRI
TPD-L1 % 3881 L 7o IS & OB R S g i 25 &5 0 %145 (LR, TPD-L13EE]
H] LW, ICHET DIERAE DN OEE DT —ZIZH-SE | PD-LIFELRE
BINZIRRBNIRMT AT > ToHIER O L2 OFRERIILL O LB ThoTz,

HRIEIZHOUWT, PD-LIOFBEIRILOAIMEORERIL, R1D LB ThoT,
72%. PD-LIORBURIIC L B3, KAlOLZEMET v 7 7 A VITFREETH - 72,
#F1 EEHEBRAEIZBIT 5 PD-L1 OFREIRD DO F %

(OAK RBx, 20165E7T A THT—4 vy b4 7)

oS
PD-L1 @D PR it Bl FRIfE [95%CI] NHF— R RHAEMD
(B A) [95%CI] p fE
AFH 180 12.6 [9.6,15.2]
TCO /7> 1C0 ’ 0.78 [0.61,1.01
¢ ¢ DOC 199 8.9 [7.7,11.5] 78 Los61, ] 0.8454
AH 241 15.7 [12.6,18.0] '
TC 1/2/3 XIZ IC 1/2/3 ’ 0.74 [0.58,0.93
c RILIC 172/ DOC 222 10.3 [8.8,12.0] 74 [0.58,093]
AFH 290 12.7 [10.0,15.0]
TConAoIcon DOC 284 92 [82,11.1] 079 1064, 0.96] 0,447
AH 129 16.3 [13.3,20.1] |
TC 2/3 XX IC 2/3 ’ 0.67 [0.49,0.92
C2/3 XEIC DOC 136 10.8 [8.8,12.7] 7 [0.49,092]
| 348 12.6 [10.2,14.2
TC 0/1/2 7> IC 0/1/2 <A L ] 0.83 [0.69, 1.00]
DOC 356 9.8 [8.6,11.8] 0.0031
TC 3 X% 1C3 ixil 72 205 [17.5, NEJ 0.43 [0.27,0.69] .
DOC 65 8.9 [5.6,11.6] ' T

DOC : KE#Z ¥t/ *:PD-L1 #EH (IC0, IC1, IC2, IC3). FHAKEDO LY A% (1. 2) RO (F¥L
R, FERTEERE) ZBRIKT & LRl Cox Al

D TC : FEBAAEICIIT D PD-L1 Z 33 L 72 IS b 2514
IC : JEFHHARIC IS D PD-L1 & %8Bl L 7= S5 s il 23 5 b 2 E &
OAK 3B, IMpowerl50 3B T L7z TCO~3, ICO~3 IZT TS

PD-L1F L0 5 $ L PO
PD-L1 DGR E D3GR B 7200 TCO
Nix, Yeainm |2 BfR7e < PD-L1IC X 2 P E RS S SR O 1% A 178D Hiv b

TC | Qemsi)E |2 BAGR72 <, PD-L1IC L 2 ARG 23 B D 1%L 5% AT I8 HA1 D TC1
uta 62 AR 7 < . PD-L1IC & 2 B SOo 23 I e D 5% PL E50% A (278D HA1 5 TC2
Qe 2 Bk 7 <. PD-L1IC X A2 OGS oMl 0 50%LL FIZRRO Hivd TC3
PD-L1D MRS D3GR B 7200 1Co
ik, PRI BIR 7 < | PD-L1IC K 2 B i A IESHE I s MR O 1 % AT @b S b

IC | Ye@ssfif|CPfR7e <, PD-L1IC & BB s i 2N iR s 2R D 1%L 5% RIS H D IC1
Qe iR (B 72 < PD-LIIC & 2 B i 23 R 1= o0 22 A D 5% LA _E 10% AT IS i b H A 2 IC2
Gutagm B BEER 72 <. PD-L1IC X 5 BE SO AN s ez Al 0 10% 0L EIC@d b b IC3

12
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FEART K OMEIEALAR R AR 351 5 PD-L1 OB OB NMEITE 2 KON 8~9 D
ERVTHY., RFELEEOEETIZ., TCO 2> 1C0 B (EEM#RICHIT 5 PD-L1 %
SEEL U7 BB AN K OB R M e i 23 5 0 2 EIAE AW 1%KR05) 1280,
Rt & X' Rt L i U2 BRSO R Z I/ UVMEAINFED BTz, 7ok, kA
S OYPD-L1 OFBRIZL BT, KFOLEET 07 7 A VIR TH > 7,

# 2 FARRA R OMESHEARRAIZ 81T 5 PD-L1 OFIIRILI D AF zhi:
(OAK #Br, 20165E7THTHT—% b v b4 7)

0S
PD-L1 @D BB %K FRIfE [95%CI] NH— R RHAEMD
(B A) [95%CI] p &
e - b B2
AHA 140 14.0 [10.1, 15.9]
TCo7=1C0 DOC 150 11.2 [8.6,13.5] 075 1057, 1.00] 0.8364
AHA 171 17.6 [14.2,20.4] :
TC 1/2/3 XIZ IC 1/2/3 ’ 0.72 [0.55,0.95
c XILICY DOC 162 11.3 [9.3,13.0] 72 [0.55,0.95]
A 221 14.1 [11.7,16.3]
TC 0/1 7> IC 0/1 DOC o 113 [89, 13.5] 0.79 [0.62, 1.00] o
AHA 89 18.7 [15.5, NE] |
TC 2/3 XX IC 2/3 ’ 0.61 [0.42,0.88
C2/3 XEIC DOC 99 11.3 [8.8,13.0] 042, !
Al 262 14.2 [12.1,16.1]
TC 0/1/2 7> IC 0/1/2 DOC 265 1L9 [9.8, 13.0] 0.83 [0.67, 1.03] oon
AHA 49 22.5 [18.0, NE] :
TC 3 XX IC 3 ’ 0.35 [0.21,0.61
C3 XL IC DOC 47 8.7 [4.7,11.3] 021, J
R b B
AHA 40 7.6 [4.4,12.9]
TC O 7> IC0O 0.82 [0.51,1.32
coz c DOC 49 7.1 [6.0,8.6] 051, ] 0.7207
AHA 70 9.9 [7.6,15.5] :
TC 1/2/3 XIZ IC 1/2/3 DOC 60 87 162, 109] 0.71 [0.48, 1.06]
AHA 69 7.8 [6.7,11.2]
TC 0/1 7> IC 0/1 0.76 [0.52, 1.11
coLn co DOC 72 7.3 [6.3,8.6] 76 1052, J 0.9299
AH 40 104 [7.6,17.5] '
TC 2/3 3IX IC 2/3 DOC 37 97 [5.6, 17.2] 0.76 [0.45,1.29]
AHA 86 7.8 [6.9,10.6]
TC 0/1/2 7> IC 0/1/2 ’ 0.79 [0.57, 1.11
DOC 91 7.5 [6.3,8.7] 057, ] 0.4900
A 23 17.5 [7.9,23.3] :
TC 3 XX IC 3 ’ 0.57 [0.27,1.20
C3 XL IC DOC 18 11.6 [5.6,16.5] 7 [0.27, !
DOC : KEZX+E/L, *: JEBR Cox [A])F
1.049
09+
084
074
Q_D‘ 06
&“ 054
tH 0.4+
034 e
02+ 1 B s
B e Aol
004+ 1541

T T T T

3 5 9 12 15 18 2
FHIEE 112 93 74 51 43 35 30 1
FESFELE 110 90 67 39 28 24 16 7

X8 RYELEEEEEFIZEBITS 0S D Kaplan-Meier #i#R (OAK 3RER)

T
o]
1

1
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10 10
9 09
08 V.o
o 07
5 40 06
5 - ?“n 05
4 H o4
03
02 02
o1 L 01 Feagal
FFINI=T mreiee TEI AT
ool & fi5um sod +  irsun |
T T T T T T T T - T T
( 3 6 g 12 15 18 21 24 27H 0 3 6 g 12 15 18 21 278
*EBE 70 59 48 35 29 25 21 6 40 32 24 15 13 10 9 2 2
RAax4)LEE 60 a4 36 24 13 15 [} 4 1 49 45 30 15 10 9 7 3 1

X9 RY¥ERREBEEERICET S PD-L1 EBURULAITOD OS @ Kaplan-Meier #ifR (OAK FHER)
(Z£X : TC 1/2/3 XIX IC 1/2/3 DBEEM. AX : TC 05> IC 0 DBELER)

QEFEILFE MAHFAER (IMpower15055R) ITHAAN BN BED 5 5| PD-LIFEBLR
BT A ERA S DN — O RE DT — TS & | PD-LIEBIRERZERRIC
fENT 24T > T A IME R OVZE2EORERIZILL TO LB Th o7,

BHRIVEIZHOWT, PD-LIOFEBARIMBIOFZIMEDOFE R, R3DEBY TH-7=,
7238, PD-LIORBURBIC K &3, AFOZEET e 7 7 A VIERETH - T,

£3 EEMABBREIZEBIT 5 PD-L1 ORBLRNBIOFZE (0S, ITT-WT 4£H)
(IMpower150 38k, 20184E1 H 2 BT —4% b v + A7)

oS
PD-L1 @1 EreCRisd %k HRoefE [95%CI] ANP— R ZHAEH O
(B A) [95%CI] P fii
B 167 17.1 [13.5,20.4
TC O 7> IC0O “3# L J 0.82 [0.62, 1.08]
C R} 172 14.1 [12.9, 16.3]
- 0.7283
TC 1/2/3 XIZ IC 1/2/3 B A 192 225 [182,26.1] 0.77 [0.58, 1.04]
CHE 165 16.4 [11.2,22.9] ) T
B R 230 19.1 [15.8,23.8]
) . ) ) )
TCUL 722 1C01 C R 221 14.3 [13.3,16.4] 0.77 [0.60,0.99] 0.8585
B 129 22.2 [17.0,26.1] '
TC 2/3 XX IC 2/3 . ’ 0.82 [0.58, 1.1
C2/3 XEIC (o 116 16.7 [10.5,24.2] : 7]
B R 288 18.2 [16.1,21.0]
TCO2 722 1C 0172 C 272 14.4 [13.3,16.7] 081 [0.65,1.02] 0.4630
B #f 71 25.2 [18.7, NE] ’
TC 3 XX IC 3 . ’ 0.70 [0.43,1.13
C3 XL IC (o 65 15.0 [9.8, NE] 701 !

* . JEREHI Cox A1)t

QEFEIL R MAHRER (IMpower010 35R) ([THAANGNTBFEOT —FITHKIX
PD-L1 ELRBNAT o 2GR L EBVEDFERIZILL T DO LB Y ThHhotz (—EE
R NTRE R %2 & Te)

14
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AL

M & R HHABFEO b (K4, K10) |

T FEIAHEAZRD bz (FS5, K 11),
723, PD-L1 ORBBURIIC L 6T, AFOLZEMT v 7 7 A WVidRETH - T,

*4

(IMpower010 3Bk, 202141 H 21 BT —F v b A7)

TRL T, ISTC<50%D BFHEM TIX. DFS ICOWTIE TC=50%0D BE 4
OS 22U\ T X BSC B¥ & Lhis U CTAAIRE

JEEFHERIRAIZ351T B PD-L1 OZRBURIAI D DFS (O XiTIMA BI4£ER)

. y oefE [95%CI] AP— R ZHAEH O
- 31 I
PD-L1 Z8  H5#  #lK 7 1) [95%CI] o fi
AH 181 36.1 [30.2, NE]
< 9 ’ . . . *1
TC<1% BSC 202 37.0 [28.6. NE] 0.971 [0.718, 1.314] 0055
AH 248 NE [36.1, NE] . :
>10 > 2
TC=1% BSC 208 353 [29.0,NE] 0.659 [0.495, 0.877]
! 133 32.8 [29.4,NE
1=<TC<50% A [29.4, NE] 0.868 [0.600, 1.256] *!
BSC 114 31.4 [24.0,NE] 0.0192
: )
TC=50% A 13 NE [42.3, NE] 0.432 [0.272,0.684] *!

BSC 114 35.7 [29.7, NE]

1: JEER] Cox LNV — KET L,

*2 MR (B 20

Foys (L, MA) ZJEHlET-& L@l Cox Y — FETF L

40

Probability of Disease-Free Survival (%)

AFIHE

BSC #f

0O 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54

No.at risk

Time (Months)

BSC #f 202 191 171 154 148 135 130 124 110 83 64 41 31 12 7 2 2 NE NE
AFlpg 181 172 150 141 138 131 121 116 102 83 67 38 26 14 9 2 2 1 NE

00 |+
i,

< \l.
< \,
< \
S 80 x5,
z
3
7]
@
o 60
=
)
2
<
3
2
'5 40
o
=]
£z
S5 20
=3
=
2
=9

0

0 3 &6 9

No.at risk
BSC Jif 114 103 93 82

e 133 125 118 112

BSC ##

12 15 18 21 24 27 30 33 36 39 42 45 48 51 54

Time (Months)
8 76 72 67 56 42 36 25 19 7 5 4 3 2 1

108 101 94 8 73 59 49 28 24 12 9 5 3 2 2

20

Probability of Disease-Free Survival (%)

0

[ 3 6 9 12 15
No.at risk

BSC#f 228 212 186 169 160 151
AFIRE 248 235 225 217 206 198

20

Probability of Disease-Free Survival (%)

0

0 3 6 9 12 15
No.at risk

BSCH 114 109 93 87 80 75
e 115 110 107 105 98 97

X 10 PD-L1 OFEFLIRPLAID DFS @ Kaplan-Meier i (TI3IITA Hi£4£H .,

(EEX: <1%, HEX: 21%,. £ETFX :

15

1=TC<50%. £ TFX :

FHAET (SQ-NSCLC. NSQ-NSCLC)

AFIHE

BSC ##

18 21 24 27 30 33 36 39 42 45 48 51 54
Time (Months)
142 135 117 97 80 59 38 21 14 7 6 4 3

190 181 159 134 111 76 54 31 22 12 8 3 3

\ BSC

18 21 24 27 30 33 36 39 42 45 48 51 54
Time (Months)
70 68 61 55 44 34 19 14 9 3 3 2 2

9% 92 8 75 62 48 30 19 13 7 5 1 1

IMpower010 5k)
250%)
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#£5 EEMAGKREICIIT S PD-L1 OFRBIRHBIO 0S (I ITIIA B4R
(IMpower010 3B, 202141 H 21 BTF—F v b A7)

AN 0 — —
PD-L1 % SR A «( ;)% P4 Elﬂﬂﬂ[ié(ﬁ[;s)acﬂ /\[497; %Cbﬂtt s«ﬁ;j’%ﬂ% )
|
TC<1% fjé ;f); :é 8%; EE EEE Eg 1.271 [0.8121.990] ™! 00057
TC=1% zthsﬁclJ ;32 ié 8??3 EE B:IIE Eg 0.772 [0.509, 1.170] *2 .
|
1=TC<50% fjé ﬁi ;; ggz; I;E E;E Eg 1.218 [0.705,2.104] *! 0001
TC=50% ZB?CU Hi 2161 ((292"622) EE B:IIE Eg 0.366 [0.181,0.742] ™! '

*1 : R Cox WY — REF L, *2: MR (B, &) . S (SQ-NSCLC., NSQ-NSCLC) K UVYHEH (1,
MA) Z@RIKT & LZ@R Cox BN — KET L

00 | hbbmy 100
ke N
v, BCH
R ]
—_ AL
S w0 o SE:
< ' <
E VL penes ST 3 T;
z Z
Z Z
=
a % \ . 2 60
3 AHITE 2
2 g
O O 40
3 3
z oy
Z 2 S 20
S °
g e
&~ &
0 0
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
Noatrisk Time (Months) Noat risk Time (Months)
BSC# 202 196 192 185 181 178 174 172 167 153 117 88 58 38 18 5 3 1 NE NE BSC# 228 220 214 210 205 201 198 192 185 172 135 110 80 57 32 17 10 7 5 2
A#EE 181 177 176 173 172 167 162 155 151 139 107 70 46 28 20 4 2 2 NE NE JRKIRE 248 241 241 237 234 231 225 222 218 196 164 126 99 62 40 26 13 5 3 NE
00 o 100 O
y — & 2ge )
- - /BSCﬁ}f ~— . _— ARAIRE
® - . Yl —— " ' '
g %0 % . g %0 ety e
= B O — = | NPV
2 2
Z Z
5« N 5 ~ \
= AFIEE 4 BSC F#
§ §
> >
o S w0
3 3
£ z
2 =
2 2
e g
& &~
0 °
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 A5 48 51 54 57 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
No.at risk Time (Months) No.at risk Time (Months)
BSCH# 114 108 106 104 100 100 99 96 93 88 67 52 37 26 14 7 S 4 2 1 BSC#: 114 112 108 106 105 101 99 96 92 84 68 58 43 31 18 10 5 3 3
Al 133 128 128 124 122 119 115 113 111 97 79 57 43 23 15 7 5 3 2 NE Jeflge 115 113 113 113 112 112 110 109 107 99 85 69 S6 39 25 19 8§ 2 1 NE

X 11 PD-L1 OZFEFAIRIAID OS @ Kaplan-Meier Bifi (I X iXITA BN, IMpower010 3ER)
(EER : <1%., AL : 21%, £Z2TFK : 1ISTC<50%., A TH : =250%)
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(24 1]
OEFEILFR B MAHRER (OAK #ER)

BEFGIIARAIBED 573/609 # (94.1%) . & & FE/AHED 555/578 #i (96.0%) 1T
D HAL, TREREE & OREBERENEIE TE RUWVAFEFRIIAAIRE 390/609 1] (64.0%), N
& Xt LRE 496/578 1 (85.8%) (ZERD BTz, FELED 5%LL EDORIEIRMBEE T
XRWEERGIIEO66DLEBY Tholz,

£6 FRENS%ULOEEHESEETERVEESES (OAKRR) (R&MMITSREH)

FRERIRSYHE (SOC: System Organ Class) AFIEE (609 1)
HARGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.19.0) Bl (%) Bl (%) BE (%)
REBHENEE CE RV EERES 390 (64.0) 90 (14.8) 0
—i% - &FEEB L OB S OKEE 202 (33.2) 15 (2.5) 0
57 87 (14.3) 8 (1.3) 0
e 51(8.4) 2 (0.3) 0
FEEN 49 (8.0) 0 0
Bl 136 (22.3) 6 (1.0) 0
E 53 (8.7) 2(0.3) 0
TR 47 (1.7) 3 (0.5) 0
BB LR PR 119 (19.5) 8 (1.3) 0
W95 42 (6.9) 2(0.3) 0
% O FEIE 38(6.2) 2 (0.3) 0
R K ORERE 86 (14.1) 9 (1.5) 0
BAHER 52 (8.5) 0 0

B, AFFEZB O THEEMEMZE 10 6] (1.6%) . ITHEEERE 43 6] (7.1%) . K%
- HEOTHI S B (0.8%) . 1 BUHEGRSE 1 61 (0.2%) . FURIRFERERET 27 1 (4.4%) .
| FSAERESE 1 ] (0.2%). TFIE(AFEAEREE 1 1 (0.2%)., MikkES (X7 - NL—IE
RS A T Te) 1161 (1.8%) . Mgk - fliMEZE 5 61 (0.8%) . infusion reaction 8 51 (1.3%) .
e - BERUTRMRIE 2 1] (0.3%) . BHRERESE (RAMEREEERE) 561 (0.8%) &
OVEE O R fEREE 9 41 (1.5%) 23558 HivTz, £7o, Wk, IWmrEg i, &, 5 E,
DM 2% B Ot i/ BB JE 1338 60 7 o T, ARIVERREBLRPUIRER SR (5
KRR 2 5T) 2 EDEHERE =T,

%

)
7

Ho|

OQEBEILFZFMAERER  (IMpowerl50 #U5R)
BEFGIIARAIGHHEE B BED 386/393 14 (98.2%) . X HEHE C #£ 390/394 Hi] (99.0%)
(2588 B AL, TRERIE & OREBIRN G E T & WA HEFRITAKIOF HEE B #E 370/393 44
(94.1%) . XFHEHE C BED 377/394 ] (95.7%) 258 Hivlz, ARFIFHEE B BEIZIWNT
AA & ORI FEBURDEE T X 72 WA EFGIL 286/393 ] (72.8%) IZRDH Hiv, HBLE
D 5%LL EORANE OREBEENPTETERVWEERFRIIRT LBV ThoTz,

17
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7T BB 5%ULEOAH L ORRBEEREETERVWEEER
(IMpower150 FABR) (LT HEER)

PRERIRSHE (SOC: System Organ Class) B #¥ (393 #)
HAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) 1% (%) % (%) 1% (%)
AHIE OREBENEETERWNEAEES 286 (72.8) 104 (26.5) 5(1.3)
B 141 (35.9) 25 (6.4) 1(0.3)
TR 65 (16.5) 10 (2.5) 0
T 53 (13.5) 8 (2.0) 0
EE 28 (7.1) 0 0
M- 26 (6.6) 3(0.8) 0
mIES 21 (5.3) 2(0.5) 0
—f% - RFEFER L OB ORE 141 (35.9) 14 (3.6) 0
57 64 (16.3) 7 (1.8) 0
) E 38 (9.7) 4 (1.0) 0
BB 8 KOV T ALRRRE 129 (32.8) 10 (2.5) 0
P 50 (12.7) 5(1.3) 0
% O PEIE 35(8.9) 1(0.3) 0
i 5 20 (5.1) 0 0
B AR AR AT 73 (18.6) 26 (6.6) 0
ALT #3n 20 (5.1) 5(1.3) 0
Rtk & Ok E 70 (17.8) 13 (3.3) 0
EEXONERLS 41 (10.4) 6 (1.5) 0
B R d K UG A Rk RS 69 (17.6) 6 (1.5) 0
FAHi 41 (10.4) 3 (0.8) 0
MR LY v REEE 57 (14.5) 20 (5.1) 1(0.3)
A i 34(8.7) 8 (2.0 0
i bE s 56 (14.2) 4 (1.0) 0
FOPR BRFE REAR TE 39 (9.9) 1(0.3) 0

723 AFIOFHEE B BEIC I W CRIE MR R 13 #1 (3.3%) | JHFEEREREE 32 451 (8.1%) |
KIG2 « EEED THI 18 il (4.6%) . WER 3 B (0.8%) . HUIRIRHEREREE 60 5] (15.3%) .
RIBHERERE S 2 61 (0.5%) . THEARBERERET 3 f (0.8%). MfkfEE (¥7 2 - NL—IJE
it 2 5te) 20 41 (5.1%) . A - BRS¢ 1 51 (0.3%) . infusion reaction 13 il (3.3%) .
e - BT RLARIE 1 1 (0.3%) . EHREREE (R MEMER &%) 114] (2.8%). &
JED Rz JEREE 10 ] (2.5%) K OEEELHEREE 11 61 (2.8%) RO L, £
7o 1 BUBEIRE, EAEATEEAE, ORI I K& O M I MR E 1 X RR D B
NWiphotz, REIWERRBURDUIBEE RS (RREMET 2 50) 25 0EHER%
R,

AARNBEEMICI T 268 FFLIIARFOHEE B BED 36/36 f (100%) . < HHE C B
D 24/24 1] (100%) (ZFBD HAL, BERIE & DEREBARNEE T E WA FEFEGIIAFDE
FARE B BE 36/36 151 (100%) . 6 FERE C BED 24/24 6 (100%) (238D BTz, AHIDEHEE
B BB W TAH & OREEBRAGE TERWAFFRIT 3536 # (97.2%) IZ58D 5
AU BB 10%LL EORKE OREBMENEETERVAEFRIIR 8 LBV T
HoT,

18
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£8 BHANBEEHICBWTHEIAREDN 10%U LORF L ORRBRPIGCETERVEEFL
(IMpower150 FABR) (Z2MAATHERER)

ZEERIRSHE (SOC: System Organ Class) B #¥ (36 4)
HAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.20.1) B (%) B (%) B (%)
A E DRRBMENGE TE RVWEFEESR 35(97.2) 16 (44.4) 1(2.8)
B IR 20 (55.6) 3(8.3) 0
5K 9 (25.0) 0 0
T 9 (25.0) 2(5.6) 0
P4 6 (16.7) 1(2.8) 0
Mg 4 (11.1) 0 0
FREF KOV MRS 20 (55.6) 2 (5.6) 0
P 11 (30.6) 2 (5.6) 0
—i% - REFEER X OGO IREE 18 (50.0) 0 0
R 14 (38.9) 0 0
FEEN 7 (19.4) 0 0
R AR AR AT 11 (30.6) 6 (16.7) 0
I R ERER D 5(13.9) 5(13.9) 0
AST #3470 4 (11.1) 0 0
ALT H8/0 4(11.1) 0 0
R L ORERE 10 (27.8) 5(13.9) 0
BAREE 9 (25.0) 3 (8.3) 0
oW 8(22.2) 0 0
B B REAK T i 5(13.9) 0 0
FOIR B AR RE TLE ST 4(11.1) 0 0
MIRE LY SR FEE 7(19.4) 3(8.3) 0
FEENEAT TP BRIBAE 4(11.1) 3(8.3) 0
2. 4(11.1) 2 (5.6) 0

OEBEILFFMAERER  (IMpowerl32 #U5#R)

BEFGIIAFIGHEED 286/291 5] (98.3%) . *FFREED 266/274 ] (97.1%) 172
DAL IREREE & DK RBIR G E T & RWA FFRITIAAIDHIEED 267/291 151 (91.8%) .
XEHRAE D 239/274 B (87.2%) TR BTz, FEBLRD 5%LL EDOAF & DORIRERI S
ETERVWEEFRZILRIDOLEBY ThoTo,

19
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BERDN 5%ULOFRF L ORRBHEVPGETERVEEER
(IMpower132 FABR) (Z2MMATHEER)

#9

SRERIRSEE (SOC: System Organ Class) AFIGHHEE (291 #1)
HAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) %k (%) %% (%) ik (%)

AHN & OFRFEENREE TEX RV EES 214 (73.5) 77 (26.5) 8 (2.7)

—i% - BEFEEFI XU EHALOIRE 115 (39.5) 19 (6.5) 1(0.3)
i 47 (16.2) 7 (2.4) 0
57 30 (10.3) 7 (2.4) 0
FEEN 23(7.9) 2(0.7) 0

B IS 94 (32.3) 13 (4.5) 1(0.3)
L 39 (13.4) 1(0.3) 0
T 32(11.0) 4 (1.4) 0
EE 24 (8.2) 0 0

KR LY v REE 61 (21.0) 17 (5.8) 0
251 43 (14.8) 8(2.7) 0

BB 8 KOV T AL RRbE 72 (24.7) 8(2.7) 0
5 26 (8.9) 2(0.7) 0
% ) FENE 15(5.2) 0 0

B AR AR AT 65 (22.3) 12 (4.1) 0
ALT H/0 33 (11.3) 3(1.0) 0
AST #01 32 (11.0) 1(0.3) 0

Rk JORERE 46 (15.8) 11 (3.8) 1(0.3)
AAREOE 26 (8.9) 0 1(0.3)

PG WARE 55 21(7.2) 2(0.7) 0
FOPR IR REAR TE 15(5.2) 1(0.3) 0

k. AFIPEABSCE O CRIEMEMER 15 61 (5.2%). FFHEEEREE 45 1 (15.5%) .
K52 « BEOTH 9B (3.1%) . BEK 161 (03%). 1 BLEEIRF 161 (0.3%). FURER
BEREREE 24 1] (8.2%) . FIIFEFHERERE 1 1 (0.3%). FIEMEEEERET 161 (0.3%) . #ifk
[ (K7 0« NU—IEEREE L T L) 561 (1.7%) . kst - #5252 61 (0.7%) . infusion
reaction 6 5l (2.1%) ., EHERERET (RMEFMEMERE) 76 (2.4%). BEEOKEREE
8B (2.7%) . LiHde 161 (0.3%) . GfFHPERED - FEEELT P ERIRVDIE 24 1] (8.2%) K&
ONRYLSE 32 61 (11.0%) a8 bz, F7-. BEEMESE, 7% - BEUHRARIE, 7
1P A 1 e OV P I/ NI E L3R 6D S 722 v o T2 ARRIVE RS BRI X B S 5

(BERMAE R 2 51 5 OEHRE =T,

@A EIARRER  (IMpower130 75R)

BERFGIIAFIGHHRED 471/473 B (99.6%) . XFHREED 230/232 1] (99.1%) 1ZFRD
5V IR & ORIRBARA G E T & WA FFGIIARAIGHFED 455/473 451 (96.2%)
XFRARED 215/232 B (92.7%) 3B B LTz, FEBLERDN 5%LL EOAA| & OIRIREARA T
ETCERVWAERFRIIRI0DEBY ThoTo,
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R 10 FEIERYE 5%LULEOAF & ORRBESIEETERVAETER

(IMpower130 FABR) (Z2MAATHEER)

SRERIRSEE (SOC: System Organ Class) AFIGHHEE (473 41)
FAGE (PT: Preferred Term) 4= Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) %k (%) %% (%) ik (%)
A& DRRBRPEETE RV EES 354 (74.8) 151 (31.9) 6(1.3)
Bl 191 (40.4) 35 (7.4) 0
THI 108 (22.8) 16 (3.4) 0
[ 80 (16.9) 9 (1.9) 0
g i 49 (10.4) 8 (1.7) 0
g 33 (7.0) 1(0.2) 0
—f% - REFEER L O S ENALORRE 191 (40.4) 25(5.3) 1(0.2)
57 117 (24.7) 12 (2.5) 0
) RE 47 (9.9) 7 (1.5) 0
KR LY v REE 100 (21.1) 56 (11.8) 0
=il 65 (13.7) 32 (6.8) 0
A RIS E 36 (7.6) 20 (4.2) 0
1M/ SiE 29 (6.1) 7 (1.5) 0
KR ¥ XU PRk RS 123 (26.0) 4(0.8) 0
B 37(7.8) 2(0.4) 0
Z O FEIE 33 (7.0) 1(0.2) 0
i =5 30 (6.3) 0 0
HE K OREREE 93 (19.7) 19 (4.0) 0
RIS 55 (11.6) 4(0.8) 0
K~ 7 320 AfSE 24 (5.1) 3 (0.6) 0
MR A 100 (21.1) 37 (7.8) 0
i/ NRE A 41 (8.7) 12 (2.5) 0
i ks 29 (6.1) 16 (3.4) 0
oy WARE 55 60 (12.7) 2 (0.4) 0
FRR IR REAR TOE 48 (10.1) 2 (0.4) 0
B R d K UG A R Rk B 75 (15.9) 7(1.5) 0
77 PO 28 (5.9) 1(0.2) 0
FAi 25(5.3) 4(0.8) 0
e, MOERds K OVElRRE 68 (14.4) 5(1.1) 2(0.4)
I R 26 (5.5) 4(0.8) 0

2B, AFIGHHEC B W TRIE MR A 22 41 (4.7%) . FFHSRERTE 23 61 (4.9%). K
W% « EEEDTHT 19 B (4.0%) . HURIEERERES 67 il (14.2%) . EIEH&RERESE 5 4
(1.1%) . T HE{AHERERES 2 6 (0.4%) . MRS (F7 0 - NU—JEBRRESE 2 5T) 29
1 (6.1%) . infusion reaction 9 % (1.9%). FH# - BEKUTHAMIE 2 1] (0.4%). BHERERE
= (JRMEFRMER R 126 (2.5%) ., HEEOLERE 3§ (0.6%) . EiirEEmn 1 3]
(0.2%) , HFHERID « FEEEAE TP ERIBAE 66 B (14.0%) I ONEHYIE 35 1] (7.4%) 73
RO BT, £, BER, 1 BUNERW, BEREMMEME, M - g, O KR OE
PE MR EITTRD B AL7R o Tz, REWEARBLRILIIB#E S (BRRMR AR &
G) A EUEINERE T,
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OEBEILFFH MRS (IMpower110 %)

AEFRITAAIRED 258286 1] (90.2%) . AL FHRIERED 249/263 B (94.7%) 1273
Hiv, TREREE & DR RBIRNGE TE RWE FFRITIAAIRED 173/286 41 (60.5%) . 1k
SEIRIERED 224/263 ] (85.2%) (2D B LT, FELEMN 5%LL EDOARAK] & DR FEFRH
BETERVWEERFRIEZE NN OLBY THhoTz,

£11 BEERS%ULOFF L ORFEBERPEETERVEEER
(IMpower110 FRER) (Z2MMITHRER)

#EBIR$E (SOC: System Organ Class) AAIRE (286 1))
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) BilE (%) BilEx (%) Bl (%)
AFl & DR REBMEPEE TERVWEHEEG 171 (59.8) 36 (12.6) 0
— % - RHEER OB G OREE 64 (22.4) 4(1.4) 0
57 22 (7.7) 2(0.7) 0
% 21(7.3) 1(0.3) 0
KRG ¥ KO PRk RS 53 (18.5) 4(1.4) 0
B 19 (6.6) 0 0
ElS 51 (17.8) 4(1.4) 0
HE 20 (7.0) 1(0.3) 0
TR 17 (5.9) 0 0
HRE K OREREE 36 (12.6) 9 (3.1) 0
BARIEOE 20 (7.0) 2(0.7) 0
B AR AR 34 (11.9) 7 (2.4) 0
ALT B0 18 (6.3) 4(1.4) 0
PG WA 31 (10.8) 0 0
FOR IR RE AR TE 19 (6.6) 0 0

B, AFFEZB O THEEMEMZE 11 61 (3.8%) . ITHRERES 26 61 (9.1%) . K%
2%« EEO THI 3B (1.0%) . 1 BUHEIRIF 161 (0.3%) . FUIRARSREREE 32 61 (11.2%) .
TEARHEREREE 2 #1 (0.7%) . ffEE (72 - SAUEREREEZET) 761 (2.4%) .
infusion reaction 7 51 (2.4%) . A% « MURUTRLAEAE 1 61 (0.3%) . BHEREREE (JRAIE M
EVERREE) 261 (0.7%) . HEEEDREREE 4 B (1.4%). OFi% 1 H] (03%)., MmEKE
BIEMGERE 1 61 (0.3%) . 4FPERIRD « FEMELE PERIME 2 611 (0.7%) K ONEYSE 7 51

(2.4%) PRBDHOHNTZ, FTo, PER, RBIBHREREE ., HEMEE, KK - BRE, &
IR 1 R OV P I N E 1 GR 6D H AL 7R Do To, ARRIE R BUIR Bl X B 2 5

(BERRAEM R 251 25 0EEREZ R,

O [EBEALFF MAERER (IMpower010 #U5R)

BHEFGIIARKIRED 459/495 §1 (92.7%) . BSC BED 350/495 il (70.7%) (2788 &,
TR & ORBEBIRNEE T E WA FHGUIARAIFED 352/495 41 (71.1%) . BSC #ED
89/495 151 (18.0%) (ZFBD LTz, FHEN 5%LL EOARA| & DR FEERNEE TE 720
HFERFRZIR12DEEY ThoT-,
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F12 RBEBER 5%ULOAK L ORRELEBEETERWVWEEER
(IMpower010 FABR) (Z2MAATHERER)

SRERIRSEE (SOC: System Organ Class) AKIEE (495 i)
FAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.23.1) %k (%) %% (%) ik (%)
A& DRRBRPEETE RV EES 335 (67.7) 53 (10.7) 4(0.8)
B8 KOV T AL RRbE 113 (22.8) 7(1.4) 0
Z O PEIE 43 (8.7) 0 0
PR 40 (8.1) 3 (0.6%) 0
YR 101 (20.4) 6(1.2) 0
AST 40 37 (7.5) 3 (0.6) 0
ALT B0 36 (7.3) 4(0.8) 0
P oo i 88 (17.8) 5 (1.0) 0
FOR IR RE AR TE 53(10.7) 0 0
FROPR IR B RE T LA SE 29 (5.9) 2 (0.4) 0
—i% - BEFEER XU EHALOIRE 87 (17.6) 2 (0.4) 1(0.2)
FEEN 27 (5.5) 1(0.2) 0
B R SR S & OV ARk o5 53 (10.7) 4(0.8) 0
RAi 26 (5.3) 2 (0.4) 0

ds . AFIREC B TRIEMEMZRE 16 61 (3.2%) . AFEERERTE - T2 - B{LPENRE &

61 ] (12.3%). KHZ -

BHED TR S B (1.0%) . BER 1 6] (0.2%) . FARARERERE =
104 5 (21.0%) . FIEHEREREZE 6 (] (1.2%). T HE/AEEREREEE 161 (0.2%) . MMZ% -

il

K 46 (0.8%), MRFEE (X7 « NU—JEEREZETe) 30 6 (6.1%). BEEDLE
fRs 7 6 (1.4%) . EHEREREE (RAE HEMEERE) 361 (0.6%). Mgk « BEET Rz
JiE 3 %51 (0.6%) . L2 2 1 (0.4%) . infusionreaction 11 31 (2.2%) . &+ ERJED - FEEL
PEAF R ERIBAE 19 6] (3.8%) M OUSRYYE 21 ] (4.2%) 2Sadbhie, £io. 1 BUER
Joi. EIEANIE S, MEREAAE MR, VA MMEE i OV i MR E 1 X786 472

Mol
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(A - &)

RHEER SR B REARAT A SR 12 D & | FE/ NI K OV N L iges | 2 6% 2 2hg » 02
(2% L CAKE IR B BRI, 1,200mg Q3W #5121 %, 1,680 mg4 #FERKIME (LT,

[Q4W] &\ 9H,) 5% AraE & ¥ 2 ERRRFH A FARHAENTOT,
AFNOREFEYEEET L2 NI 2 b — a3 N2k 0, NSCLC B ICAH
1680 mgQ4W TH 5 L7z & & oMy RENRF SN ERIZE 13~16 DL BV TH
V. FRBROBANERICEBIT 5 1680mg @ QAW #HRED I A 1L, £RBRO4K
EHIZHT 5 1200 mg O Q3W #xHR & FIFEEELL BICHEFRF CE o e HEE Sz, £,
R FE — BUSFRAT OFE R D AFI OIRTRE & & 2ot & ORI 2 BEITERD S /en
ST, Ik, BARNOHEITEIIZE B 2 R ITAHA] 1680 mg & QAW TH: G- L2 [EWNEH

[/TAERRER (JO44110 3ER) ([2BW T, LRMEICREOBREITERD LTV,

* o [E| BRI [R5 AR R 4 35 (OAK 35k, IMpowerl132 3k, IMpowerl10 35k & O IMpower010 #5#%)
IR A DT BRER KO E ARANEMOEFEE mOSMITE-DE | 1000 BIORAREE LR E %
NENAER L. Y%A BE LIRS Z 1200 mg Q3W K1 1680 mg Q4W KIE §FIRPIBE G- L -0
DY A 701 FROVEFRIRIEBIZR T DB ENHEE S,

£ 13 OAKRBRICBIT2AFOBRER (HEM -
. - Cmax (pg/mL) Crrough (pg/mL)
Fiik - B SR FA 71 ERIKE FA 71 ERIRRE
1200mg | & | 392 [271,577] 574 [380, 889] 77.6 [42.3, 128] 165 [60.9, 389]
Q3w HAAN | 432 [296,629] 665 [435,1,020] | 92.9 [57.7, 146] 216 [87.6,476]
1680 mg £SO 545 [381,798] 719 [501, 1,100] | 82.9 [41.8,151] 151 [54.8,402]
Q4w AAAN | 600 [416, 865] 826 [576, 1,250] 102 [55.9,175] 202 [77.4,481]

ST EIE (5%, 95% ]

# 14 IMpowerl32 RBRICBIT 2 AFOBRER (HEEME) ©

. - Cmax (ng/mL) Curough (pg/mL)
R B I TERINE S EHINTE
1200mg | =& | 409 [304,581] 606 [411,977] 72.6 [40.4, 122] 180 [66.3, 453]
Q3w HAN | 461 [360,602] 704 [498,1,040] | 83.5 [51.3,132] 224 [89.1, 498]
1680mg | =k | 571 [430,809] 764 [535,1,190] | 81.8 [42.9, 145] 170 [60.2, 456]
Q4w HAN | 643 [504,837] 883 [655,1,280] | 96.2 [56.2, 157] 215 [82.8,518]

ST EIE (5%, 95% ]

72 15 IMpowerll0 RERIC BT 24K OBREE HEMH) *

. - Cumax (pg/mL) Cuougn (pg/mL)

e FA I ECRINE YA 71 JE R RE
1200mg | =& | 410 [296,579] 587 [392,915] 67.7 [35.0,119] 159 [57.3,399]
Q3w AAN | 425 [311,581] 648 [430,1,000] | 77.5 [44.6,129] 205 [80.3,490]
1680mg | =& | 571 [415,798] 741 [520,1,130] | 72.2 [35.0,139] 147 [48.7, 400]
Q4w AN | 592 [437,805] 810 [564,1,230] | 84.9 [44.6,152] 194 [67.1,492]

ST EIE (5%, 95% ]
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# 16 IMpower010 FEEBRIZHB T 2 AR DOREERE (HEME) ©

. - Cmax (pg/mL) Crrougn (pg/mL)

k- | RER P11 R IRTE FA I R IRTE
1200 mg EEXAN 406 [275,599] 641 [427,977] 97.5 [65.6, 142] 226 [116,430]
Q3w AAN | 446 [311,648] 722 [496, 1060] 108 [76.7,152] 266 [145,481]
1680mg | =i 564 [391, 833] 791 [550,1200] 112 [70.8,172] 214 [109, 435]
Q4w HAAN | 620 [439,892] 888 [639, 1300] 126 [84.1,182] 255 [135,482]

BT EEIE (5%, 95% ]

* 0 KH| 1200 mg Q3W M O 1680 mg Q4W HE2BIF D 1 31 7 uid, TR 21 k28 A& L, %/
ks HEIZEBT 5 Cnax L Crougn 1ZLL FORE R & STz,
¢ Cmax (REHRE) : YA 7V 1 FpR R OVEFIRIERE R, N NEE-BIG% 0.0416 X U0 500.02 H B
o Crough (FT ZIESE) : 1200 mg Q3W KT} 1680 mg QAW IZF W T, A 7 /L 1 B 5 M OV B IR BERF 5
1%, FNENEGBATE 20.99 K 11520.99 H B, TN 27.99 K TR 527.99 H B
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4. HERIZOWT
AHN OG- 7 BE 22 W - FrE L, AN ORGIZ LY EERRVERZRE LT
RSB Z ENRE 272D LT OO~Q@DT X T &z MEaRICB W THEHT 5
RETh D,

D pEFRIZHOWT

@-1 TRED (1) ~ (5) OWTNNITHEYT Dk THDH Z &,

() JEAEFBRENSEET 503 RIS RRESE ERE TR 2S A SR B SRR
Hiel 23 A B2 L L RURE . HIUEAS A SRR B 7R &)

(2) FrErEREIRbE

(3) EBEFIRINFENIEE T D03 AU EERRT (03 AU EWbt. 23 AU
B 1IEBE. 23 AR HEE R L /e &)

(4) RALFIHIEEATRE L, SRIES L FRIEZIERE 1, SRIES L RIEZ IR 2

AT RREGA LR 3 ORiak FMEIAR D R 21T > TV 2 ik
(5) PUEMEREEAIAL T & BINGE O fi i FEHE AR D @ H 21T > TV D sk

@-2  JitiE DAL E K ORI E I FEBLR O SIS 00 722 ik & #RBR & FF Rl (TR D
WTNDNIEE S T D ER) 2, HESEBOARANC T DIEROBMEE L L TRE S
TnnHZ L,

*

ERfth B4 2 FEOYIIIHEZE T L7212 5 ELL LD A IBED BEIRAHE &
fToTWBZ &, 96, 24 EIX, BNARYIEEAE T & LRSS OHE %2
T TCWNWAZ L,

ERita 5% 2 FEOWIIHHEZE T L2112 4 FFLL LOBIRRRAZ A L T\ 5
Z &, 9B, 3FELLEE. MDD AR A G e N ERIR S D BEIRIHE 21T -
TWbHZ &,

RN S HUG % 2 SO PIINHME 218 T L 721212, filifs 0 28 LSRR IE & Gte 5 2L
L ORGSR FOERET o TND Z L,

@ BENOEFELEFREEDMEHIZONT
=L TR BLICHE T 2 T S Bl S, BEEREN O OFRE D, Aok - &
EMEEIREOE R OB EL R ERS SR DRttt FEFRNRE LGS 0®RE
EH . SRHECHITITON D IEFINES>TND Z L,
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® BIER~DORRNZDNT
@-1 HEgkmIc i3 2 B4

VLM AR R AE O B 2 BIVE 28845 L7 BRI, 24 R IR IR 0 T, Yl ak 3%
HHEESi BT, FH LZRIERNICIG U CABRRE B ) CT 20 BIVEHA ORI S5
IRRRADOFER Y B IS S, B HICKHG ATREA R HI 3 > TV D Z &y

@-2 BEREFEICLIFFFRNNCET 28 S

DS AR D 5 B I ik e OB 2 A3 D IRIRIEFE DNEWEH =42 U v 7
EBFOTEROART ) —=0 7 24TV ERE Ll 2 G TE 2 F — L ERA 235
SN TWnDZ L, ek, BREAFIZOWT, DABRE LEZOFBRICHICEAmsT
W5nHZ &,

@-3 BIVEA ORZWroRSIZB L T

BIVER (VBRI ITHSREREE - IFAR - (LIRS &, KB - EEO NH, B
2%, 1 BUBEIRIG ., WOk (FURIMSRERE S, RIBARRERRE . T EAMREREE) . it
pEE (X7 « NU—JEFEREEZ ). EEMBIIE, M - $EK - FHiZk. infusion
reaction, 7% - BUSCTIRIARE ., BREREMEESE (R MEMERERE), EEOKLERE
O, MERERREMERE, ol OB E, VMR L, LIRSS - OZERITR - O
Z R =T ALFRIESF R O MR (P ERECD . FEEWEL P ERIEVE) | B
PEDER R ORSYUESS) (2% L C, %k S UT M g B O BEFA M 2 45 3 5 [ hifi &
d#EE L (BWEH OB ICE L THREL OB ZZ T N/ MHCH L2 L) '
BT 2R ALED TE DRGNS TnWDH 2 b,
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5. BREXG LR DBE
(B2 B3 2 5]
O AHOHAE G TROBHEIZEBNTHIMERN RSN TS,
o I FFHMEGTAHIRIERE 2 AT 2 UBRARER LB W/ IV U DI
/RS B (EGFR &5 T AR T ALK &8 6 Tt o & ez
AU EGFR T 1 > FF—¥EH T ALK v &> & F—BER OG5 E
LA 5 BH)
o ALFEIERED 720 PD-L1 BfE (TC3 (TC=50%) Xi% IC3 (IC=10%)) "DY)
BRABEZCHEST - B DI/ NRaE (7272 L, EGFR Bin AR XX ALK @&
BT GO BFILRLS) BF
L ARFI O R =F B S LT, BRGE4 - X2 # ) OptiView PD-L1 (SP142) 23758 ST
N5,
o 7T FFRIKN &G TR B R O E BRI 11/ IMA #1 © PD-L1 B
P (TC=1%) " /IR it Fe
*1 : UICC/AICC i1 3855 7 It
KR DR =F B L LT, IRFE4 - X F T OptiView PD-L1 (SP263) 237&FE I
TW5 (A =FrZEEOERICHT>TE. ©@HBH),

@ ARAOMOPUEEMAEEA & OOFHE G TROBEICE W TEIMER RS T
Do
o HNRTTFL, NI VALK X7 GEBinHaz) & OHFH
Be G- AL FRIERE D 72O R BB 2 BR < BIBRANRE 2R HETT « P8 00 FE/INHE e fiti
B (7277 L. EGFR B ZER 1T ALK B E&E s TBEO BEIIRL) B
o TIFFHK ARTITFUNIIANETTF L) LA RLFxE REDOHE
MG ALFRERED 72\ 0 i R 2 BR < BIBRANREZR EEAT - FR8 DI/ INHERR
JififE (7272 L. EGFR ¥&fn 2R XU ALK @A & st o BE I3 <) B
o MNWAKRTITFUROIT Y EZXENL (TLTIBER) LOFRES (b
PAEIE D 72\ i BB 2 B < BIBRANREZR HETT - R O I/ N it (7272 L,
EGFR E{n 222 T ALK @A BIs MO B 1IR<) B3

@  FRLIZEZ YT 2 IR BB TR D ARHI D G- e O T EEIZ DV T, A
RIOGIMENFESL SN TE LT, RAIOEGHRE R0,
o IR ERE TR D AH &AM OHUEMEIEZEA & OO 5
o ABTHIRIERE D & 2 AT 2 A HK| LA OFUEMIERE A & Ot &S
o ALFHIERED /2N, SP142 I2 XD TC<50%7>> IC< 10%0D A (2% 5 AHA
D HA L 5.
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o ALFHFIERE O 2RO B R B T T 2 Mo SUEMEESA & OO S
o ALFHRIEREO 2 WIER T ERERE IR T D, @Q TARBIOFEIEI RS LT
7Rl O BT A & OPFH %5

@ AL O 72 W OIBRARE 72 AT - TR O FE/ N R T A8 1, PD-L1 R4 (SP142)
T TC3 XL IC3 ThivX, AFIOHME 552 EBETHXEThDH, £, FHELT
%@Kﬂ#éﬂﬁ¢’WEﬁﬁwt%z%héﬁﬁﬁiﬁﬁ$%’ﬂbfi PD-
L1 BELRBUC b 67, MU 2 Lk L O RE G2 BT 25 2 L3 T
x5, B, KOG IZHT->TIE, MiE2RETA K74 (BARREYSR)
ErWTH L,

®  AFNZEFERLE S AR (OAKRER) ITBW\W T, 2FRERIZBWT FeX k1
BRI L CHEBIESREES N TWD, 72720, RFEREOBE T, SP142iC X
5 TCOMNOICORE (BEEHLAE 31T 2 PD-L1 & 385 U 7= JEssHi e K O i
Ha23 5 8 2 EIE 3O T I B 1%A0) 2B\ T, R X8 S ik L7ZBRO3h R
DRESIHP/PNSVEAPED LI TWDZ eS| ALERIERDO & % /T ERIED
BEIZBWTIIPD-LIERR LR L ECARIOR G A GO A2+ 25 2 & NE
‘ibb‘PDL&%ﬁéﬁﬂf&@OKﬁf&ﬂﬁ EDFER SN BF TN T, AA
DS OIEFEIRIE b BET 5,
B, Ravnl RXA~7 B Eiz) Ooar =42 (k5e4 : PD-LI
IHC22C3 pharmDx [# =] ) [ZX VPD-LIREER (1 : a7 0l X~7 (BT
ML Z ) D3 =AW CII RS 235 1T D PD-L1 2 R 8L L 7= i Hfa o3
EOLEGORTHESND) R LIZRELREEOBRE TH- T, AFIOBE
(54« > ¥ FO0ptiView PD-L1 (SP142)) (2 L 2 RN REE 2 55121%, LA
T O XRE %2 BB ICAFN OB G- O & 2R T 5,

SCHRSE)
+ Gadgeel S, et al. Clin Lung Cancer 2021; https://doi.org/10.1016/j.cllc.2021.05.007

® AANTEFEREFEFE IR IMpower010 3ER) (2T, itk miBhEE% O T/
mA%#OHNJ%i(W%3Ki5T@Q%)®#¢MEWE%%TJ%CﬁL
%f L C DFS OEHIMESREES TS, Fo, BRI CIX. TH/MA o
PD-L1 Bt (SP263 12Xk 5 TC=1%) £EHIZHI1F 5 OS (122 T, BSC RFElTx LT
AFIBECHET HMHEADBD LTINS, 72720, 1=TC<50%D EBHEEMITIT
% OS DOFEHRD BSC BE & Hfe U TAFIFE T TR DA ARBD b Z EEND,
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PD-L1 ORBLKRIA] (1=TC<50%& X TC=50%) DOAFIOHIEC SNV T 431

HfR L7z BT, MIGEREORREITY Z &N TH D,

728, PD-Ll BRERZERTHL-ODOARA D a o R_R=F BT &

OptiView PD-L1(SP263) T& % 73, LA F D ILHikEE A 275 |2, PD-L1 IHC 22C3 pharmDx
[4=] 12XV PD-L1 BHERELMERA L., AAOKEGOAI B 2T L TE

Do

SCHREE)
+ Marianne J Ratcliffe et al. Clin Cancer Res 2017; 23: 3585-91
+ Antonio Marchetti et al. ] Thorac Oncol 2017; 12: 1654-63
* Ming Sound Tsao et al. J Thorac Oncol 2018; 13: 1302-11

(2t B4 2 9]

O TRICHE T L2EHIZOVWTIAFOTRGNER L SN TND Z b, BE5E21T
DRk
o KA LSBUE DBEERED & 2 B3

@ IRFRTOFMIZIB N T FREICHEYS T 2 BFICON T, AFIOFEGIIHEEE S e

D, A DOIRFBIE DN R WIGEIZIRY | HEICAFIZHEHT 22 L 2B ETE D,

o MAHEMREDOS I I T OBEDH 5 B4

o JEBEGR A CHIE R 270 D B K OVEEIE O HUR BT 0 & G it 2 55
DI RIEPEZALDN I 3L D B

o HOREREOH L EESUTBEMERE L ITEFMED B CalZ ik OB
b5 EE

*  ECOG Performance Status 3-4 "V 0B

GED ECOG @ Performance Status (PS)

Score
0 A MR ISETE D, BN L A U R ARSI <ITZ 5,
1 AR LOEBNSHIBR S5 28, BTARE T, IRIEESCE - COEREITITH Z &N TE D,
B BWFEE, FHIEE
2 BATARECTHS DL DEID O Z L3 X Ca[REEAERIF TE 2, B D 50%LL Eid~y RO CiliZ 4,
3 RONTZARDOHFDOEY D & LNTE R, APD 50%L EE~Xy RF+ TiI 9,
4 LTV, BOOHGOEY OZ Li3aL TERY, BRIy Rk T3,
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6. BEICBELTHEETREFH

O WAGEEICN A, BUEKGEEE DIRHET 2 ERME IS D & ARA O RpM: K& OV IE
RO DI LEIRERE 3B L TSRS Z &,

@ BEBRMICHESL D, BE UL EDOFRICHEER OfERtt:z Ham L, FE x5
TbgET5Z L,

@ (LBIEIREZ AT 5 UIBRARE /ST - TR DI/ Nt BB 12 3\ IR IE B ARk
28T D PD-L1 %3881 L 7= FEgHAe M OSSR M e M 2s 5 oo 2814 b iksd L
72 ECAKN OB G A G225 2 ENEE LV, TRORHERTER2WEAI
13, AN O O A @ YN L BT 5T 5 2k,

@ FEREUWERADO~FY AL MZONT

MEMEERH LN D ZENH DD T, KEOEGIZHT- > T, BRIE
M (PRI RIEE, nmk, FEENVE) ORER KL O X MiRdE O LM%, Bigx 1+
ZAT9 2 &, Fo, KEIG U THEE CT, i~ — " —50R&Ex FEiiT 2
&,

AFN O 51X EE D infusion reaction (2 2 TEEFFIZ 72 %D TE 5 UE
i 24T > 7c TR L. AFIR G- R OKRFIFEGAE T #IT A 2 A 2l
ET D%, BEOKREBLH2ITBILET 52 L, 728, infusionreaction ZFH L
TS AL, 2 TOEBER OIERDERICEE T2 E THREL 85T 52
Eo

FFHRERE S, TR, MR XD H B D Z ENH LD T, AAlOE 55
AR R O G- I e W I P RE & (AST. ALT, y-GTP, Al-P, U /L
EUEORE) HFERT DL L,

FRIREERE R . BB REREE X N T A EBEFT N H bbb 2 LR 50D
T, AANOEG5-BRIERT & OG- HIF I 0E WIRIC N W sERe iR A (TSH, #HE
T3. 8 T4, ACTH., M 2T —VEORIE) % FEhid 52 L,
AHNOEGAIZ XY | WEOREFOSITER T 5 &5 2 Bk % REEIHIE
WHLONDLZENHD, BENPRDONTHEITIL, BELEFRIIS L
LR 72 etk & AR BR A e [l & Bl U CilE bl e 8RR Wi 21T\ i O
FOSZ X2 RIWER BB DN 2561213, AFIORFESUI IR, K ORI EE A
NECHIOBRGEEBRT D2 L, 2B, BIRRERVE S OEREICLYEIE
FHOBEERTRD BV WA IZIE, B BB R VE LSO sz filAl o8 0
HBEET D,

PeHRET %, BORN OB ARRE L COLRETEANRELT 2 EnH 57290,
AR OREHET %I HRIER OB 3 IEET D,

1 BUBERRS  (BE 1 BHEIRI 2 5 de) b bbiv, PERWMES 7V F—3 X
ICEDLZERHLOT, Big, Eol, WRMHAEOIER ORI MAFHED L7121
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DEETDHZ L, 1 BBERBEN DN -GS EFIEL, AR ) #
RO HEOBEY/RILEZITH Z &
® OAK B TIL# 5Bt 5 36 £ T, IMpowerl50 7Bk, IMpowerl32 Bk,
IMpower130 5%}z O IMpower1 10 &5k T3 5-B4E2> 5 48 I F Tl 6 MR,
ZRUBIINTRORBR S 9 HEMR TEMMEDOFHEZ1T> T\ Z & 2551,
AR T EHHNEGR A THROMR 21T O 2 &,
® 77T RE w2 E Tl MBI IE S O I NIRRT AT I 3 U IR A BRIE L L
TARHKN 2T 2 BRI, IMpower010 5RBR IZF\VN T, 4 4 A Z & ICHMEDFEAT 2
IToTWeZ & &25BIT, ARG HIXEMCHROMGEREITH 2 L, o, K
HoOFGWRIZ 12 VAETETHZ &,
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1. [IC®IT

RIS DOFNE « REMEDOHERDOTZDITIE, IR CEFITE SO 2@ IEREH RO 5
Do SIHIT, ITFEORFEMOMEARIT LY | FUREI SR & OFOFH) 72 8 BUE IR 2 38 5
WA INDOH T, ZNDDEELEZEICHERBEICRMET 2 2 EPBREORELE 7> T
BY . RFMBOES & UCEOEARTTE 2016 (CFRk 28 4F 6 H 2 HERRILE) 2BV TH, HH8
AR EDOHEH O FEELHEELZ KD Z & & STV 5,

BHE M ER L, EEERC RN T 1 7 7 A VB EDERR S LB &R D
ZENRBDDH, ZOH, BIMERONZRMECET HERAH0EET 5 £ TOM. MEEK
D BEZRLS ZIT 5 Z E NSNS BEICH L CHERT S & & bic, BIERANEH L
BRI B2t s e & D 2 & S ATREZR — E OB 2y 7o T EFEBE T2 Z L N EETH
5o

L7z T, BRAA RTA Tk, BARBEESL N E TITHEL N TV D EFHE SR - B4
A RHNC IS & | BUT O BEIE S O Feii 722 i H 2 HEdE 9~ 2 8LS 0 b B R Bk B 2 RO
ERHEZTRT,

¥, RKTA BT A %, MSZATBUE N EIE G EREARA AR, AENEAN B AR
fEG e, —AEEE N B ARRRIRNFHES . FrEdREFNEEIE A B AN 72 L O— gt
HEN BRI OW O b AR LT,

KRG L I BHERS T TV A~T (B z)

REG L7 AN UTAN A « AR N A e

WG ERDMEROHE - 2hre st
TTY VAT (BETHEEZ) OPIEEGERT 60 537 F TR
HEE L, PEEGOREMEN BIFCThiuX, 2 IR UEORE
IREfE I 30 43 fil & CHIME C X 5.

TEEFE R /)i e it
ANKRTZF RO bR REDOHRIZEBNT, @H, A
X7 7V RA~T GBIETE#Z) & LT1[MHE1200mg % 3 #HH
[FFR T 4 BAGRETE T 2, 20K, 77V U A~7 (Bls ik
%) & LT1[A1200mg % 3 MR XX 1 [F] 1680mg % 4 HH[H
[HIRR T RIEFHET Do

B R 98 O AN

FRRFBRIZ I 1 D A AN o L - FEIE 13, ERIREGE OHE (P4~) SR
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2. AHF|ORK. 1ERKF

TV X277 GBI L) (LT TARAK &) 1. KED Genentech, Inc.iZ &V
Al 4172 programmed cell death ligand 1 (LLF, [PD-L1) &\ 95,) IZxtd 2 rarl v
Gl (IgGl) 77 7 ADk Mt/ Z7ua—FAHLTH S,

CD274 (PD-L1) &, NI W THURRAMIIRSEICREBLL TRV | & L7z /7 Bk
(T #Efe, B i e N F = Z 0% 7 —T fifa) FI2HBL4 25 CD279 (LT, [PD-1J £\ 9 ,)
JONCDRO (B7-1) &fEA L. AENELAICHIET 5 B X2 51T % (Immunity 2007; 27:
111-22, Int Immunol 2007; 19: 813-24), F7-. PD-L1 %, Fx OEEMIICHRHL TWDH 2
& (Cancer Immunol Immunother 2007; 56: 739-45) 23 & X3 TH Y, PD-L1 & PD-1 24 L 7=
PR IE, RSN S R A2 T M S OB 2 [+ D FO—2 L LTEZ BN
Tn5,

AFNL. PD-L1 OFMPISMERIZHES L, PD-L1 & PD-1 £ OfEAEHET S Z L%IC LV,
S AHURRE A7 T ARG O MRS EIE M A ¥R U B O A 675 L Z 2 6T 5,
ZAD DN ARFNTEMENEEC R 257 inRIEIC e 0 Ho b0 E MRS,
e e B A kPG & LT REIRER & Fahi L. Ao, Rt K OEB MR S 47z,

AAN OIS SBEORERISIZE DRWERE S b bil, BEEXIIETIZESD
AR D %, AAOERE T RO GZICIE, BEOBSEZ HoIATV, REDBEO b
SratZid, FEHL L2 F RIS U BB 72 ik & R85k 2 Ff OB Al & diHs L Cili b 22 i =2 W
ATV, I ORIERINT LD EWERR DN S5 E8121E, BIBRE R LVE CHOREED
YR LE ZAT O MER D D,
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3. BRREGE

HE R IR A g, oD ARRRIRF L2 R A A 4T > 72 2 2R B IR BRBR 0D e 2 74

(A 2]
O [FEHEEILFEZ T/MFEE (IMpowerl33 7U5R)

AL SERRIEE 0D 72 N TR/ NI e s FR 71403 51 (B AR N 42 il 2 G de) 2561212 L A% 1,200
mg, WNVARTTF RO MRV ROPEFRHES (RFIEE, 201 6) OFIER LML~
TR, ANVKRTTZF LT hRY ROERES (78RR 202 ) LrbEgd 255 1/

AR AR 2 S0 L 722,

AT OFER . REFEEFICEW T, AFIFETT T AR L ik L CEEFMEEE Th
HAEFWM (LT, ToS) &v9,) OFBERIEENRD Hiv (W — Kb [95%(E X ]
0.701 [0.541,0.909], P=0.0069 [J&%! log-rank FiE]. A E/AKUEMH] 0.0193) . TRAE [95%1F
FEIXR] IIARAIRET 12.3 [10.8,159] #H, I BAREET103 [93,11.3] ZHATH-7= (K

1,

*1 - A O FEUENT Veterans Administration Lung Study Group (VALG) staging system for SCLC {2 F:-Sv T
Shic, Fio. RBEVNIRAME S 2 RIGHE R #RIE  (CRT) A ME1T L. A 2EIL Ok
L BERRREIESUE CRT 26 6 7 H UL ERRE U7 % IC B N it & 20 S - B b LA A

b,

*2  ARFKI 1200 mg (UL T TER) ROANVRTTF 2 AUCSE KV 7LD 1 HEIZ,
mg/m? Z &Y 7 Lo 1, 2, 3 0 A3 WHARE (LIF.

#11200mg (X175 ER) % Q3W THE L=,

= hARY R 100
Q3W] L9, ) Ta4H A7 AFeh5H, K

1.0_ ‘c.._,..:__ s
09- ' "".:,-;:‘
- .'
08 v,
074 "‘-._:L_
Y
40 06 L
Bio ™
% 057 “"\. ’\'m*m
\ ‘ Rt
#H 04- " T,
089 e > ”'“. =
029 wrmimes JIottE B
01 ====kE R
. fTEEY
O'O_ T T T T T T T T T
atrisk% 0 3 6 9 12 15 18 21 2418
FEIEE 201 182 159 121 74 33 5 1
FS5tREE 202 186 160 114 59 21 3 vi

X1 OS ® Kaplan-Meier H## (IMpower133 3 &) (2BFEH)
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[Z41%]
O EEEHLFEZ /MR (IMpowerl33 #l#R)

AEFELIIARFIFED 198/198 5] (100.0%) . 77 EAREED 189/196 5] (96.4%) IZ78H &
A, TR & ORIRBRA G E TE WA FEFGIIARAIRE 188/198 il (94.9%) . 77 LR
181/196 31 (92.3%) Zf88 H iz, FHLED 5%LL EOARA L DR REEBENEE TE WA
EERIILK1IOLEBY ThoTo,

£1 RBEED S%ULOFF E ORFEBERZPEETERVWEEER
(IMpower133 3ER) (RetMITSEH)

ZERIR¥E (SOC: System Organ Class) AAI#E (198 Fi)
HARFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) B (%) B (%)
AHIE ORRBEFRPEECTCERVWERESES 128 (64.6) 51 (25.8) 1(0.5)
B I 37 (18.7) 5 (2.5) 0
L 18 (9.1) 0 0
T 12 (6.1) 4 (2.0 0
15K 12 (6.1) 1 (0.5) 0
MR LY v RREE 26 (13.1) 14 (7.1) 0
2. 17 (8.6) 5(2.5) 0
I FRER R E 13 (6.6) 11 (5.6) 0
—i% - R EER O SEAORE 24 (12.1) 2 (1.0) 0
57 24 (12.1) 2 (1.0 0
P53 PR 23 (11.6) 0 0
FR A RE A T E 18 (9.1) 0 0
AR RE T E 10 (5.1) 0 0
R L ORERE 22 (11.1) 1(0.5) 0
BAGR 22 (11.1) 1(0.5) 0
B K OB T AR kR 22 (11.1) 0 0
W5 12 (6.1) 0 0
Ji B 11 (5.6) 0 0
AR R 16 (8.1) 9 (4.5) 0
/RS 11 (5.6) 2 (1.0) 0
I R EREED 10 (5.1) 8 (4.0) 0
55, hEB X OWESIHE 10 (5.1) 4(2.0) 0
ENITPE D BUG 10 (5.1) 4(2.0) 0

g

RE. AFIBECB U CRVEMENRE 3 B (1.5%). FFHSEEREE 5 61 (2.5%). KiGsk « EE
DFHT6 B (3.0%) . BER 161 (0.5%) . FRRIREERERE S 26 61 (13.1%) . #REEE (F7 2 -
N —EEREE 2 &) 96 (4.5%). infusion reaction 11 Bl (5.6%). A « REEUT, RIAEIE 1
Bl (0.5%) . ErERelE® (RMEFEMEERE) 36 (1.5%) . EEOREES 6 #1 (3.0%)
L O ER A « 38 TP ERIBVDIE 24 61 (12.1%) 2RO bNTZ, F72. 1 BB IRIE. B
FEREREE . M EMEERERETE . HIEMEIE, MKk - fER, Ok, BImrEE m & O m
IRIBAEITRE O B0 1o, REIERRBLRIUIEBEEES (BIRRAEERET Z51) %
BOEIEREZ T,
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(At - HE]

RHE R B REMRAT#E SR TS & | FE/ MBI ME J OV NI T L2 46R 2 2hee - Zh3Rioxt
L CASKBEM 5 OB, 1,200mg Q3W K512z, 1,680mg4 HRFM (LT, TQ4W] &
VWO, ) &EATTRE &3 5 RUERGE ARG FE I — A R FE M T bALTc, AHI O REERTEEY)
HREET LAWY I 2 b—ra ok, EREA SCLC BEITAA] 1680 mg 7 Q4W T
Beh L7z & E0MEFRRESRF SNIZERIIEZ 2D LBV THY |, IMpowerl33 i ERD HA
NEFIZIIT 5 1680mg D Q4W & H-RED M 1T, 2ARERICISIT 5 1200mg D Q3W ¢
HRE L FIRREL RICHERFC& b L HEE ST, E7o. R — ROSHAT ORE S0 O ARH O %
B LML ORICHMERBEIZRD b hozZ b, 2B, BAANOEITHEBEEE %
RIBUTAA 1680 mg 2 Q4W THE L-EHNE 1/MHHRER (044110 3ER) 12BN T, Z4

PEICHF B DR EITRED H AL T U720,
* o EREILFZEY NIAEER (IMpowerl33 #ER) IZHAAN DI 2L LK O A R NER O EBEE O DRI
FSE 1000 BIORMEEEEAE ZNENAERMR L, YHEBRARBEERICARIEZ 1200 mg Q3W & (N 1680 mg
QAW SAEFHIRNHE G- L 72D« 27 v 1 ROVERRIEICR T 2B ENMEE Sz,

7% 2 IMpowerl33 BBRICBIT XK DOIBRER HEHE) -

Cmax / L CrOLl / L
ML - g | £H (pg/mL) rough (pg/mL)

YA 71 TE R YA 701 7E R TE
1200 mg I 403 [308, 551] 587 [414, 881] 82.1 [51.0, 132] 176 [86.5,353]
Q3w HAA 446 [366, 564] 682 [513,934] 94.4 [64.2, 140] 228 [124,410]
1680 mg I 563 [434,762] 735 [530, 1,080] 88.3 [51.6, 149] 162 [75.6,353]
Q4w HAA 624 [511,780] 849 [653,1,130] 105 [68.2,160] 215 [112,399]

BATEME (5%, 95% 53]

* 2 KK 1200 mg Q3W BTN 1680 mg QAW & 5 12817 5 1 A 7 ik, T 21 V28 HiME L, %81 - A
I D Cmax KO Crrougn 1EEL FORER E SHLiz,

o Cmax (REIRE) : A 70 1 FRR R OVERIRIERE UL, TR ENEGB461 0.0416 KT 500.02 H A
* Cuough (b7 7IREE) : 1200 mg Q3W M ¥ 1680 mg Q4W (2T, U1 7 /L | B R OVER IR SE. T
FNGBM% 20.99 L T¥ 52099 HH, I ONZ 27.99 K1 527.99 H B
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4. HEFRIZDOUWT

AHNOFG D@72 BEF Z2ZW - FrE L, AFO#R L \EHELRENERZ BB LTZERIC
KT D Z ENRNERT-D, LTFTOO~@DT R TCEMI- T ICBWTHHETHIRETH
}07)0

O MERIZTONT

O-1 TiLd (1) ~ (5) OWTHINIFEY T DM THDH Z &,

(1) FEAFBRENSEET 25 ADFEBENL RS (FRE RS AR RRbE, Hh
I3 A RS HEELEEIL RUR R, MU A A SRR 7R &)

(2) FrEREREIRLT

(3) #ERTRENEDFEET 2 ABFEERIT (DS AR EER SR, 23 A iE R /)
JRBE, 23 AR HEE R 7 &)

(4) A RACFERIERE 25008 L, S RIES LB R 1, S RIE L 2 RIE 2R 2 334t
SRR LR HR 3 Ok FEEI AR B R &2 1T > T D itk

(5) HUEMEREESAILL G E NG O sk KEILR 5 M 1T - T D fitiak

D-2 Wi DAL ZEIRIE K OVRIE I FE R O 6 IS 53 e ik & SR 2 R EAl (FROW
MNDNTREY T D ER) 25, YRR OAANE T 2BREOBEEE L LTRESNLTND Z
&
*

ERIR RIS 2 FOMHHE ZE T L1-1&IC 5 4FLL OB ATBIROIRRIHME 21T > T
WHZ &, Db 2EU R, BDAEDREEZ L LRKRIERZONMEZIT> T Z
ko

PERNSR RIS % 2 SFOMIINHE Z BT L72RIC 4 FFLL EOBRRBERZ A L T\D Z &,
95, 3L MO0 A TYIREZ TR FEORRIME 21T > T 2 &,

@ BENDOEEBIFREEDOMEENIZOVT
PRI IFHRE B FE T DL D RE S, BEIREEN L OFWmE D, Ak - Zatk
PG R OE L OERE I 2 MR, AEFRPBE L LG EOMEEE, %
DIERLNTAT O A IEH D> TWND Z &,
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® BUWEAA~DXIRTOWT
@-1 fEsx Al BE3 % B

[AVEPEMR B F O EERRIER 35 AE LB, 24 BReRRIRHI O T M a%ia S I3
Rz BT FEE LZRWERNCIE U CTABEEL AR TN CT FEORWER ORI L E 2 o
f RN B OISR S L, BB TRER AR 3 > T s Z &,

©@-2 ERUEEEIC L DA EFRAISICET 5 EMS:

P ASIRIEE D D P 2R MG L O iE 2 A4 2 ERIWEEE DREIER =2 ) v 7250
TZEIRDA Y ) == T AT ERE L FRE A TE 2 F — AERERINEFHES A TN D
Tl B, BHEAHICOWT, BDARE ETOFRIT oI AMSh TS Z &,

@-3 BIER OZWRXHNICE LT

BIVER (RN, FPRERERE - P - B LMEIRAE 25, KRAGZ¢ - O TR, R, 1
RUREPRIS . Mok (FORIRERERE S, BB AERERE . T RRMRERE) | MRS (¥ 7
Vo NU—EERE A G Te) . BEIEMESIE, MK - BEES - FHEXK. infusion reaction, i -
BB RMIARIE . BHRERE S URME MRS, EEORERES, LR, mERE MR
BE S SR E . VSRR L, O - DERIRATHE - DX AR —T | ARFERIEOEAE
RED MM (GF BRI . FEEMAEAT P ERIBUE) | (L FRIEOF FRF O EGYESS) 1T LT,
M3t X UXIT B B O B A A T S AR L s U (BIVEA o2 Wroxt i ic B LT
WROREZTONLFMECH DL L), BEHIZH L ENTE DEENESTNDZ L,
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5. REXBRLRHBE

(G BEd 2 1E]

O ALZFIERE O 7o AL NE IR BT LB W AR, IVRTTF KRR ARV R
EDPFRB G OFENERRIN TN D

@ TFRUISHEN T 2 AT D ARFN DG K O ITIEIZ W T, AR OB DD HESL
SINTELT, RAIOELGHR LR,

[ 224tk

O THEHNDA ZMEDN R S I TR L OGTEMEIEE A & Off & 5

(ZBEY % ]

@O TRICZETLIEEIOVTIAFOREN R L SN TS Z b, KEE1THR
WZ &,

AHN DRk LIl EE O BEEE D & 5 B

@ TRRATOFIICH W TTRICZE T 2 BA IOV TE, AROFRGITHELE S a0,
L DIEFRERILE A NG EICIRY | HEICAFZEM T L 2B ETE D,

MR B O P UTEOBIED & 5 B3

JiE B G AR Y C VLR 2 58 6D D FRAE S OB 0D Jis S A i ik ¢ <0 S G M it 4 55 D Jifi
(ZRIEMEAL N A DD BE

H AR B0 & 2 A UTEMERHE L < IXFEFRMEO B QR EOBTEREDO H 5
B

ECOG Performance Status 3-4 1 o

GED ECOG @ Performance Status (PS)

Score

0

A< R TEBITE 5, FFETL A AW AEEAHIRR <ATA 5,

1

PRSI LOTEBNHIBR SAL DA, SATRIRE T, BAEERIE > TOIERIITH Z LN TE D,
Bl ixl/‘zx% FHEE

AT RE SOHOEY O LT TSN THREIEAERIT TE 2V, A D 50%LL EiE~y FACili 24,

BE%MT:E%@E{@IUI DOZELNTERY, AFD 50%U EE2Xy R4,

ELTF R, BOOHEORED OZ L3 TERY, BRIy RO+ Tl I,
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6. REIZEB L TEE T REEIE
O WA SCELE N, BEERTEEE DR D GRS T D & ARHN O R K O IE 4 o

7=

(B e F I EE L T BT 5 2 &,

@ BRI, BE UXE OFEICHIER OfamE s+ L, REE25ETH
L¥ETHZ L,
FREWEH DO~ 32T A MZHOWT

®

WEMEEENH oD Z e NH DD T, KEIDOEGIZH Tz > TIE, BRIER (W
W PRI, Nk, FEEAGE) ORfERR M OIS X Mk o S ha, BlE2 %2 012475 2 &,
Fo. LEUTE CTHE CT, IiE~— 7 —F0OMm&A L FERT D Z L,

AHFN D51 LHEE O infusion reaction (2 2 TEEGRFIZ 43 72kt S D T & 5 #2147
ST ETHME L, ARAN G R OFFIGAETRITAA 2P A 2 ET D5,
BEOREZ I #IET 5 2 &, 728, infusionreaction ZFHL L7=HA121E, 27T
O S OFERD FERIZEE T 5 E TRE L 0BT 52 &,

IR RERE . T2, BLMEIRE R B LoD 2 L3 d 5D T, AH|O¥5-BRLERT &
O 5 HAR TP I E IS TR RER & (AST. ALT, y-GTP, Al-P, B U /LEZDOH]
E) HFEMTDH L,

FR S RERR | RIBRRREIEE R O T EIMREREEN H O DOND 2 ENH LD T, K
O $e 5B AART M OV G-I H e IR N Wi sE R A (TSH., 2R T3, 026 T4,
ACTH, MH=a/vFYy —VEORE) ZFEhT 52 &,

AFNOBEIZL Y WEDOHRIEFISITER T 5 & B 2 5N D Ekx RERECRED O
LONDLZENH D, BEDPRO LN HEITIT, BB L FRITS CToHMRY 72250
ik & RRER A B EAN & U Cl ) e m B W 21TV AR O ORI K D RIE
R EEOIN D5 E TR, AFIORIE T H UL, R ORI RE R VE CHIOR 552
BT DL, 2B, BIRRERILVE  ORGICIY BHEROUEDRRD bILRWEE
Wi, B BE AR VE DSOS ISR OB G ERET D,

PR T % BRI ARG\ L T BEIERNRELT 5 Z 03 b 572D, KA
DOEEHETHIZHRIWERORBBUZHS3ITEET 5,

1 BOHEIRIS (BIE 1 BUFEIR TG 2 5 de) b bbdu, BERGMES N7V R—2 R2ED
ZLERHLOT, A, E, EEFEOER OB MAEED LRI aEET 5 2
Lo TRBERAED DN AT G2 R IR L, 4 2 ) CFI O 55 05 b) 7
WEZITH Z &,

IMpower133 75k Ti3ix 5-BAA7> & 48 1 £ T 6 WEIFIRE, AL LARRIL 9 W HIFIRE TH
IMEDFHI ZAT > TWIZZ & 2250, ARANRG I E RIS miE A T2 R O R
1192 &,

10
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REEREET A FT14 v
7TV Y X2T (BisFH#Z)

~¥LFE~

SFTEEL 1A (Ff 749 A%ED
JEA A
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Bk

1. IZU I

2. KHNORE, 1FRET

3. BEIR AR

4. Jggiz >\ T

5. BehHxtGe Ll 7o DA

6. THICTE L CTRHE T & HIH

P2
P4
P5
P10
P12
P13
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1. IXLHiT

EESR S DA « L RVEORER O T2 DI1E, WA CESITES O 2l E 2 A AR D
bhb, SHIC Eﬁmﬂ%&mwﬁﬁ X0 PURESKS 72 & OREH 228 R e A
SEEE VAV éﬂéﬂfﬂf IO OEMEZ BEICHEREE IR 5 2 L BB
PE L 72 o TR Y REMEGE S, & O IATTEE 2016 CFAL 28 42 6 A 2 H BFEERE)
IZBWTH, FHEENEOMHEHORMELHEL XL Z L LTV D

BORVE R SR ST, SR 2 T 0 7 7 A ADRBEEDES L & B S i
BHZEWDD, ZDH, AR ONZEMHIZEAT HIERN+0ERHT 2 £ TORM,
WMHEERGLOBEEEZIT D ERPRF SN BEIRH U THEMAT L & &b, BIE
ﬁﬁ%ﬁbk%_M%&ﬁm%ké_kﬁﬂ%&—mmgﬁ%ﬁtﬁE%%%T@ﬁ
THZENEETHD,

Lo T, KRHA RTA4 Tl BARBEESINE TR LTV D EFEIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

I, RKHA BT A % MAIATBAE NEI G EREISH O, NS EEEARAE
BRI IR s . —MAERTE N B ARERIR NRHE & R OVt FE N B RS2 O ) 0
b LR LT,

KRG LI BERS T TV ) A~T GBIl Z)

K5 LR DMEIIHE : PD-L1 B D RV 32 AR R > HER2 F21M: O Filf A HE X%
PR LR

WG ERDMEROHE : ZhAedtiE
TV AT (Bin L) OFEREGRHT 60 732 TR
EE L, PIEERGOBEMN RAFChiuE, 2 BB UBEOE S
IREfE 1 30 23 fi] & CHIfE C & 5,

PD-L1 BEMED RN o BREEM: D HER2 [2MED T RiE

ESER PR

N7 EFENL (TAT I RE) L OERIcBWT, @

[H PN 177/)177(Lm%m@z)&Lfltmwmg%

2 I FEIERE ST 1B 1680 mg % 4 AR CRiliiiET 5,
s R 98 ¥ H PSRRI
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(%)

RV EXEN (TAT I REED) ORE IR, AEKOH&E

BhRE ST« g

MEROHE  OFEMAERR & OOFRICB W T, @, AT N7 ) 2L e
LT, 1 H1[E100mg/m? ((EREME) % 30 7200F CTREEFHEL, A7
<Lt 6 BRI T 2,08 1 [\ 5% 3 B MER L. 4 8 BI3KIET 5,
IhE1a—2E LT, &52&0IKT, 7o, BEOREIZL Y EE
WET 5,
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2. AHRN DR, 1EREF

7TV AT (BiaE#z) (BLF TARAL £vv9,) 1E. KIE D Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7 Y2 Gl (IgGl) 727 A0k MEE /) 7 u—F AR TH 5,

CD274 (PD-L1) 1%, AEENIZEW THUFRIR SIS IZEI L TRV | & ELY
VRER (T MR, B MR N F = T % 7 —T fifn) ZI2HEL+ 25 CD279 (UL T, [PD-
1] &»5,) KUCD80 (B7-1) &ifa L, EISEZRICHIET S LEX 6 TWD

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
ERIEIZ B L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S 4
TH Y., PD-L1 & PD-1 Z40 L7ofRB& 1%, MRS AL HURRFELAY 7 T AR b OB
RS A DO—D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICHE S L. PD-L1 & PD-1 L OFEAZILET 5 Z L5
U DATURFEERR 2 T M0 oM EFTEME 2 H R U, E5 oML+ 2 &5 %
LTV D,

T DHIEN G | AANTHENEREG T 287 R InEKIC 2 0155 b O L IR S,
FURBEE 2ot R & LT ER 2 Ehi U, Ahitk, etk OCRAEMES R ST,

AFNDVE R LD B DGRERIRIC L D RIEREDRN & bbi, BHEXIIELT
(CEDAREMN D B D, AFIDOBEG- T ORERIZIT, BEOBREZ 72T BEN
D BTG AT, FEBL L T2 FRITIE U 7S M 22 Nk & B8R 2 R ERN &g L T
W) BERIRE W 2 ATV B DS RSIT X D RITER 25O 2 %A 12id. B RE AR
IV CHIDBGE O RLEZAT O BB D D,
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3. ERIRAHE

FEVZREE (LLF, THR) &\ 9,) EtErob b RIS SHIA 72 2514 2 (B
. THER2) &\ 95,) Rk T REE X IR O KGRI IC M 21T - 72 722 ERR
RER O RAE A =T,

[ 2]

O EREILEZ ARG ARFER (IMpassion130 7R5k)

HRf% « FRREFLIE IS )3 2 2 G PEORIREE D 720y HR P2 HER2 B2 O FIli R iE
AT FFFE L B 902 Bl (HARN 65 il & &mte) ZxtBIT, A 840mg kU7 ) &Z %
v (A7 UREAD) (LU, Thab-PTX) W9 ,) OfFH#EE ORAIGHAERE, 451
) OFINER W2tk E 77 AR KO nab-PTX OS5 (nab-PTX B, 451 f5]) &
b 25 I ARRER A Fhe L 72", EER bz ED S B, 369 5l (HAAN 25 i
ZEte, AFIGEARE 185 #, nab-PTX £f 184 i) 7% PD-L1 [P RFHEM™ & Sz,

T oA MESNTZEBE D 9 B PD-L1 BtEEBE LRI T, AFIPEHAEET nab-PTX
BE & bl U CEERHMIEE O — > Th 2 A OA B RIEE NGB bt (N
— Kb [95%f54EIX ] : 0.62 [0.49,0.78], P<0.0001 [J&H!| log-rank f7E ], A B AKHER
i1 0.005) . H Il [95% (MK 1IAKIDFHRET 7.46 [6.70,9.23] 77 A, nab-PTX
T4.96 [3.81,555] WA TH-7= QUSFEA4H1THT—X Iy bA7, K1),

*1:4 WM E 1A 7L LT E 1 KOS BBIZRAIXIZT 7 B A% FIRNE S L72, nab-PTX 1% 100

mg/m? %55 1, 8 ROV 15 H BICEHIRNEES- LT,

*#2 1 XK OptiViewPD-L1(SP142)% FIW\C, BRI IZI T 5 PD-L1 2R3 L 72 JEER M

RS 5 6D B8 (IC) 12O\ THFHRINE S, 1C1/2/3 IC=1%) Th D341 PD-L1 Bk & )l

iz,
1.04
09+
0384
@. 0.7 4 .
g'; 0.6 \
#H 054
E .
¥E 03
02+ A
nab-PTXE$ '
01 cees ABItRAR d
ood * 1H59Y
T L4 v T 1 3 } 1 4 v 14 T
at risk 2 0 3 & 9 12 15 18 21 24 27 30  33(R)
nab-PTXEE 184 127 62 44 22 11 5 5 1
AF|GEFEEE 185 146 104 75 38 19 10 6 2 !

1 EHEA IR O Kaplan-Meier BigR (PD-L1 [GHEREEM)

5
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(24 14]
O [FHEEH RN R SR (IMpassion130585#%)

HEFEGIIARKIOFHEEDA449/452] (99.3%) . nab-PTXHEE0D429/438%1 (97.9%) (258
b, TREREE & ORRERAEE TE RWE FHRIIAFOFHHE436/45201]  (96.5%) .
nab-PTXHEIZ410/438%1 (93.6%) 78 bivIz, FHLRD5%LL EOAA| & O REBERS A
ETERVWEEERRIIRIOLBY THhoT-,

K1 RERRS%L LOAE L ORRBERIGTETERVWEEFS
(IMpassion130388%) (ZE&MEBITHSRE)

SRERIRSYEE (SOC: System Organ Class) AKIGHHEE (452 1)
FAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.21.0) Bl (%) FE (%) Bl (%)
A& DRREBEPEETERVWEFHEES | 368(81.4%) | 104 (23.0%) 1(0.2%)
— % - EFEER X OB G OREE 210 (46.5%) 19 (4.2%) 0
T 126 (27.9%) 12 (2.7%) 0
FEEL 42 (9.3%) 1 (0.2%) 0
) hE 28 (6.2%) 2 (0.4%) 0
HLIE 23 (5.1%) 1 (0.2%) 0
El 196 (43.4%) 13 (2.9%) 0
[ 105 (23.2%) 2 (0.4%) 0
THi 78 (17.3%) 4 (0.9%) 0
oA 35 (7.7%) 1 (0.2%) 0
M - 27 (6.0%) 1 (0.2%) 0
B K OV T ALk RE 157 (34.7%) 6 (1.3%) 0
B 51 (11.3%) 2 (0.4%) 0
O PEE 40 (8.8%) 0 0
JIEE 39 (8.6%) 1(0.2%) 0
M LY v ARG E 76 (16.8%) 15 (3.3%) 0
2. 54 (11.9%) 2 (0.4%) 0
I T ER e i 29 (6.4%) 11 (2.4%) 0
Por WA 5 77 (17.0%) 3 (0.7%) 0
FOPR IR REAR T 57 (12.6%) 0 0
PR RIEE 107 (23.7%) 14 (3.1%) 0
SHYF 35 (7.7%) 1(0.2%) 0
U 23 (5.1%) 0 0
M. MEREs X OWthmbE e 76 (16.8%) 7(1.5%) 0
DAL 30 (6.6%) 0 0
=% A 28 (6.2%) 3 (0.7%) 0
Rtk KOsk E 78 (17.3%) 8 (1.8%) 0
BARIBOE 43 (9.5%) 2 (0.4%) 0
R AR A 78 (17.3%) 24 (5.3%) 0
ALT #41 33 (7.3%) 6 (1.3%) 0
AST H8/n 29 (6.4%) 7 (1.5%) 0
B R 36 KOG A Rk 71 (15.7%) 3 (0.7%) 0
FA 29 (6.4%) 0 0

2B, ABIGHHEC B W CRVE MR A 11 61 (2.4%) . FFSRERETE 47 61 (10.4%) .
R 2 B (0.4%) . KIBZE - EED TH 9 H (2.0%) . FARAREREREE 78 1] (17.3%) .
BIFEEBEREE 561 (1.1%) . BMZs - BEREZE 2 f51) (0.4%) . FhRRFEE (T « N L —EfE
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HELEETe) 34 6 (7.5%). BEOKEREE 4 6 (0.9%). BHREREE (RNEHEME
) 2] (0.4%) . infusion reaction 7 B3 (1.5%) . MFHRERIE/D « FEEMAELT R ERIE
43 i (9.5%) K OVEYLIE 43 B (9.5%) 2GR Bz, Fo, 1 HBERIE, T EREAHHE
fRis, EAEARHESE. M. BURUTRMARIE, (O, WML PER L, SeE M MR E
IR BV o T, AEWERRBLR LI ERS (BRREMERET 250 25048
FHERE R,
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[k - H&E]

FHE S B REARATFE SR F TS & | LRI D 2hEE - RISk LT, 840 mg 2 JEfH
kg (LLF. TQ2W) &9 ,) HEITMA T, 1,680 mg 4 BEMHE (LI, Q4w &
W9 ,) FEEZFRE L T 5 R IR ARG FIH A AR PR M T O, AFIORE
MEmEREE T L A2 AN I 2L —3 g UNC kY FINRRE IR ALE B IR
#1680 mg % Q4W THH L7z & O MEHFRENHRF SN RITR 20 LBV TH
V. 1,680 mg ® Q4W 52K V. 840 mg » QW 5 L g L ¢, AR EE &
ET I FPRE DR T IXRD bivehodz, Eio, BRI — SUSHAT ORGSR D ARK| OIRE
B RN L ORICHMEZRBEITFRD b o7z, 7B, BARANDEREESE 2 x5
[ZAFH] 1680 mg 2 Q4W TH G- L= [EWFHVIHERER (J044110 5888 2B\ T, L4tk
IZRFBE DI ERITER D BV TV,

* o E PRSI A BN (IMpassion130 35k (ZHLAANL ST 2EREM LK O H A NEFOBEEZO

SIARICHEES & 1000 FIOARBEER 2 TN E/ERK L, Y%A BEEMICAIKZ 840 mg QW
KON 1680 mg QAW SIEFARNEEE- LT=RED Y1 7 v | ROEFIREBICE T 2BBERNHEE Sz,

% 2 IMpassion130 RERIZBIT A AFIOBRERE (HEEME) -

N Cmax / L irou
vk - e | fEE (ng/mL) Cuogh (ng/mL)

YA 701 TEFRRE YA 71 TE RN
840mg ) 325 [229,465] 599 [388,928] 86.5 [59.4, 127] 263 [132,503]
Q2w HAN | 370 [264,520] 682 [447,1,040] 93.8 [63.7,136] 299 [156, 548]
1680 mg I 653 [465,915] 880 [603, 1,300] 112 [67.3, 178] 206 [88.3,432]
Q4w HAAN | 742 [536,1,030] 1010 [704, 1,470] 124 [78.8,190] 239 [108, 487]

B EEIE (5%, 95% 4]
* 1 ARKI 840 mg Q2W K TN 1680 mg QAW 52T D 1 V4 7 vk, EhEh 14 28 HiEE L, &H
% - JHBIZBT D Ciax X Crrougn (FLL F OB L & ST,

o Coax UREHREE) VA 70 1 BRES R OVEFIRIERE ST, Z N Z 581614 0.0416 & TY500.02 H H

* Cuough (N7 7R : 840 mg Q2W } ¥ 1680 mg Q4W (2 T, V1 7 /L 1 W5 R OVE IR BB A5 1
FnFh., wEBMEHE 13.99 K T8513.99 H BIFONT 27.99 X () 527.99 H A
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4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%EL LT
BRIZKIGT 5 Z EmMER72H  LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTINNICHEY T HM THH &,

(1) EAFHEREDFEE T 205 A2 BRI RS G BT RS A 2R EEHL R L
HUIEEAS A RS R BRI . Hitk)s A 2Rl 72 &)

(2) FEEHSRERDE

(3) HBENFIRFNFFEE T 208 sl (D AR REEEE ERPE. 25 AR
W mEE. S AR R R &)

(4) ARALFRIEEZHE L. SOREE L FIRIEZIEE 1. SR L FRIEZ R EL 2

AT RN PR E 2 ROR 3 Ofak FEEICAR D B 21T > TV D fitiax
(5) PrEEMEREREAI T E BINR Ok R UEITAR D i 21T > TV 2 itk

O-2  FEOALFHRIE K ORBIE R FE SR O RIS 53 7250wk & #BR & FroERl (FRO
WFNZREE T D ERN) 23, HE2REBORANCET HEROEEE L L TREI N
TnnHZ L,

*

EEFFIUSE 2 FEOWHEZE T L721RIZ 5 FELLEDO D VTR D EEIRIHE 2
{ToTWAHZ &, 96, 280 Bix, BAREYREZ T & LBRRIEE T ONHE %
IToTCWVWBHZ L,

ERISeFFEUGR 2 FEOWINHE Z & T L72RIZ 5 FULEDOFIEO N A K RILE %
LG FORRPHE 217> T\ D Z &,

© BERNOERREREHOBHIZOVT

G EE BUCIE R 2 BMEE DS ALE S, BRSO OB D, A2k - &2
IR OB B ONERSE IR D I et AHFFRVFEE LG EOWmE
FH . FRESNITT DL IEFINE > TS Z L,
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@ BIEH~DOFIITONT
@-1 HERRAHIICBEd 5B s

M EMEMR BRSO EEZRRWEA NG A LIZBRIC, 24 FFRIEEIRTHI O T, Y i%htia 3 x
IV T, B LZEIERIZIS U CABEEBE R O CT DO RIWER ORI 23
IR ORI Y B I O, EBICKHIS TR AR 3 > T D 2k,

@-2 ERAIEC L DEEERARICET 5Bl
M AR HE D 2 B 2 Sl fe OV RE & AT 2 IR RE R H N RIER B =4 U
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
BENTWDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

©®-3 EIfEA OB LT

AITER (RVEMERRE, FTPERERET « T4¢ - REPENRE 28, KIGZ - HEO THI,
. 1 BUBEIRSE, Ik (FRIRPERERR T . RIS PRAERE T . T ARERERET) | it
T (FT7 2 - NU—EREEZ GT) . EIEMBEE, B - B - 32, infusion
reaction, Fh7% - RO RALARIE, BIPERERET (RANE HIEMER RS . EEORJEFRRE,
O, MERERAEME, oM/ MEBAE, W PEE L, CIRSE - OFERITR] - 0
YT =T ACFFEOF AR O Mg mEE (GF B FEBMEAF R ERIIE) | LSRR
(F I DRRGUAE ) (ZkF LT, Y khtiak ST BRE SRR O B ML 23 % [T & i
L (BHEHORZEHORISICE L THREA U EEZZIT 6N R/MHFICH L 2 L) EHIZ
Y RALENTE DEHI - TND 2 &,
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5. xR L BE

(B2 B3 % 9]

O R - BRAFITTT 2 2 EORNRERE D72y PD-L1 Bt (EEMHEIC KT D
PD-L1 % %8 U 7= IEEHRIE s M 23 (5 6 2 EIE A 1%LL ) @ HR 247> HER2
FatE D P RRESUI TR ILEBF ITB WV TAA L nab-PTX & OJF G- OF
DRSINTND,

¥, PD-LIORERIICOWTIET TV ) A~7 (& #f#az) oo =7
Vsl (BFE4 X Z FOptiView PD-L1 (SP142)) ZHAWTHIET 5 Z &,

@ TFRLICEZ YT 2 BT D AAN OB K O GIEIZ W TR ARIOAF LMD
MESLSN TR LT, AAOHREGHR LR B,
o DOTHRAIOAEMEN R S TR OFTEMEEEA] & OFF 5
o iRl - TR IR

(2B 2 5]

O TRICEZY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWD Z b, BE5%21T
DI L,
o KA LSBEUE DB D & 2 B3

@ WBFEATOFHHIZIB N T FRICIEY T 2 BHIC OV T, AHlORGITHER S 20

DS, MOIRFEIIE D R WIGEITRY | HEREICAHZFENTL2 2L 2ZETE D,

o HHEMENKEDOGHUTZ OBED H 2 BFF

o MaES G R A CRVE R 258 0 £ B K ONEBIME O KU Sl I <0 gL M it 9% 55
DI RIEPEZAL D - I D B

o HOEREDOH D BEUTIEMERE L IXFFEMED B Qi im B OB TR D
oraysecy

*  ECOG Performance Status 3-4 "V o B

() ECOG @ Performance Status (PS)

Score

0 2 MR TEBTE 5, FATE [ U B FAERRHIRZ <ATZ 2,

1 PRSI LOTEBNIHIBR SAL DA, AITHRE T, BAEERIE - TOIERITH Z LN TE 2,
Bl - BVWFE, R

2 | BTARETANOHOE Y O L EF S CAEEEAERIETE RV, HHO S0%Eh LES y FACHl T,

[RONTZEZOEDOEIY O L ULNTERY, HHO 50%LL L&~y RO Tl 7,

4 E<ET RV, BOFDEY O LFES TERY, FRICy Rk Tl I,

11
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6. HEICERL THETNETFH

O WMISCEFEITZ ., SERTEEE DRI D BRI EED & ARH DRk K OV
MOTDIZ LB R EWME B L TS Z &,

@ RERLRIZEN D, BE XXZ OFIRICHIER a2+ o0 L, RE L5
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWNT

MEMEMEEDR D LoD ZENHDHDT, RFDOEGIZHT > Tix, BKIE
AR (PR RIS, Bk, J8EVE) OMEFE R OSSR X # A O =%, Bl a 145
AT 2k, Fio, BEIR U THES CT. MiF~— —%Dit 4z £l 2
Z&,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
fifi 24T > 72 ECRRAAE L. AFE G T L OARFFGHE T RITASA Z 9 A 2
ET 5%, BEOKREBL+2ITBILET 52 L, 723, infusionreaction ZFEHL L
AR, R TOBELOIERNFERICEET 5 TREZ +0BlET5 2
Lo

It REREE . TR, ELEBE RN H S0 D Z ENH DD T, KAIOE 55
AR R O G-I I E M I RERR & (AST. ALT, y-GTP, Al-P, UL
EUEORE) 2RI DI L,

FUR IR RERE S . BB REEIE T R O T BAEEEERNH L DNLZ RN HDH D
T, RANIOF5BIERT & OG- MM IE WIS N o Wigre i ds (TSH., bR
T3. EBfE T4, ACTH, I =/vF Y —VEOHIE) ZFET 5 &,
AFNOFEEIZ LY | WEORIEFRINTER T 5 & & 2 BN DHER 2 REESE
DHLOLNDZENHD, BRENRBOOLNTLGEITIL, BELEFERIIS L
B 72 5%k & BRBR 2 FF O [ Aill &g U Cl bl 2R g N2l 247V B EE D%
FOSIT & 2 BWER 2N g oi 2 551213, AFIORIE TR 1L R OEIE B AR
NECHIOREGEEFBESTHZ L, 0B, BIBEKERLVE L OREICIYEIE
MOUEDTRD HIRNGE T, B BB R VE - LIS o S i o8
HLEET D,

BHA&T %, BOAM N OH I ARE L CHORIERRRBLT A2 Z B3 570,
AFNOBERETZRIC S EIER ORI 0BT D,

1 BUBE R (BIE 1 BBER P 2 5 de) Db bbiu, PR 87 R—3 &
ICEDZENHLHDT, g, FEl, WEEEOFEROFHLMBEE O EF- 2+
SEETLHZ L, 1V BEREN RO IZSEICIFEGERIEL, AR 8
H O 5HEDOEYN B EZITH Z &,

12
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@ IMpassion130 RER TILIEG-BAAE S 48 £ Cix 8 WFMINE. ZH LURIE 12 8 B R
@ CTHMEDOFTHI AT > T\ e 2 & 2 5B, ARG HITEHICEGRE TR
ROMEREITH Z &,

13
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REEREET A FT14 v
7TV Y X2T (BisFH#Z)

~ F R ~

F2FE9H (FF 75 9 AKET)
RAEFEE
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HR

1. IIL®IZ P2
2. KHNORE, 1FRET P3
3. BEIR AR P4
4. Jggiz >\ T P8
5. BehHxtGe Ll 7o DA P10
6. HHITE L THETREHIE P11
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1. IXLHiT

IS DOF N - REVEOHER DT DIZIT, B SCEFICE SV o B A A R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FEHRMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT RS 5 2 & PR
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORVE R SR ST, SR 2 T 0 7 7 A ADRBEEDES L & B S i
RHZENDD, DD, HEROLZEMEICBET HERNH0ERET 5 £ TORM,
VHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B B 23t % & D 2 & A hE /e — 8 O B i 7= 3 SR BE A
THZENEETHD,

Lo T, KRHA RTA4 Tl BARBEESINE TR LTV D EFEIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

I, RKHA BT A % MAIATBAE NEI G EREISH O, NS EEEARAE
BRI s . —MAERTE N B ARERIR NRHE 2 e OVt E N B ARl o 1 ) 0
b EER LT,

KGR ERDEIN . TT YV AT (BB FHHEEZ)

RELRDPREUIRR « YIBRABE 7R AT A8

HELRHMEROHE « Breetki@
TV VA= T (BIAFHBEZ) OMEEGEL 60 7350 THR
EE L, PR G OREMER BAF ThE, 2 BB LEOKRE
P 30 0 [ & THEMETE %,

BIERAHE 7 A e g
RNV AT (BEEHRZ) EOPFRICR VT, BH, A
X7 7Y VA~ (Ba7E#z) & LTI1IE 1200mg % 3 HE[H
IR C R EET 2.

BE Mk 72 2 E - PR

(%)
NNV AT (BB Z) O UIZIR, BELOHE
BNRESUTANR - YIBRASRE 7 AT s
MELROHE : 77y ) XA~7 (BiaFiz) EOPHRICENT, @HE, RAIZIEN
N A=7 (Binffz) & LTI1E15mgke (IKHE) Z s E RN
W2, &EMRT3HEFEU EET 5,
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2. AHRN DR, 1EREF

7TV AT (Bia L) (BUF, TARF) vy ,) 1%, KIED Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (AR, TPD-L1] &9 ,) Ik 5%
a7 Y2 Gl (IgGl) 727 A0k MEE /) 7 u—F AR TH 5,

CD274 (PD-L1) 1%, AEENIZEW THUFRIR SIS IZEI L TRV | & ELY
VRER (T MR, B MR N F = T % 7 —T fifn) ZI2HEL+ 25 CD279 (UL T, [PD-
1] &Wvo,) KUNCD80 (B7-1) &ffH L, RAEISELZAICHIET LI EEX 6N TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
ERIEIZ B L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S 4
TH Y., PD-L1 & PD-1 Z40 L7ofRB& 1%, MRS AL HURRFELAY 7 T AR b OB
RS A DO—D2 L LTEZLNL TN,

AFNX, PD-L1 OAAASMEIRICHE S L. PD-L1 & PD-1 L OFEAZILET 5 Z L5
U DATURFEERR 2 T M0 oM EFTEME 2 H R U, E5 oML+ 2 &5 %
LTV D,

ZIDDHIEN G | AANTHENERES T 28 7 R IniEKIC 2 0155 b O L WIRF S,
A B 2 x5 & U7 R IRARBR 2 320 L . A 20, 2t R OB M R S 7z,

AFNDVE R LD B DGRERIRIC L D RIEREDRN & bbi, BHEXIIELT
(CEDAREMN D B D, AFIDOBEG- T ORERIZIT, BEOBREZ 72T BEN
D BTG AT, FEBL L T2 FRITIE U 7S M 22 Nk & B8R 2 R ERN &g L T
W) BERIRE W 2 ATV B DS RSIT X D RITER 25O 2 %A 12id. B RE AR
IV CHIDBGE O RLEZAT O BB D D,
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3. BRPRARE
YIBRASRE 72 FFH e D AGREF I Z 5l 2 17 o 7= 1 72 B R 3B 0 il 2 7 97,

[ 2]

] BRI R 275 11 ARERER  (IMbravel150 #5R)

EEALFHIERED 72\ Child-Pugh 7758 A OYIBRASAE 7 FFM s 1501 1 (A AN
61 il & &ie) 2t BRIT, AFIRONRAL X7 (B z) CLTF, R <7
EVD,) OFFRES (RAIGHREE, 336 ) OBENERNLEME Y T 7 =7 F L
Rt (LLF, (VT 7x2=7) Lw9o,) (YT 7==7F, 165%]) &l 2% 11+
FRER A I L 722,

FERHMEHEE O—>Th 5 24EEHE (LUT, T0S] &Wv9,) OFRIfEIT O E, ITT
ERNZEBNT, RAIGFHBETY 77 2 =T BEL I L CHERIEEDRD HiL (HNF—
R [95%5#EX[#] : 0.58 [0.42,0.79]. P=0.0006 [J&5!] log-rank ], A &K UE
0.0033) . HAE [95%EFIXMH] (IAAOFHEE ChIERE (HEERE], VI 7=
TEEC 132 [104, HEEARHE] WA THH-7- Q01948 H29 AT —F v hA7, K
D, &9 — >0 LEHFHlTEH CTd 25 RECIST ver.1.1 (2553 < ST AR H &2 X 2 M
e A LEHARE (LR, TPFS) &\ 9,) 1IToWTh, FMIFOFEE. ITT £z T
ARPFRABETY 77 = =T L IR L THERIERARD b (N — R [95%15#
X1 :0.59 [0.47, 0.76]. P<0.0001 [J&%5 log-rank #E]. WA EAKUE 0.002), H%
B [95%EHE XM ] 13AFIGFHARET 6.8 [5.7,83] WH., VT 7 =2=THET43 [4.0,5.6]
HHATH-T= Q0I9FESH2 HTF—Xhy vA7, X2),

1 BRI (REIT & ) — VEAFRE, T O A BRI, ~ A 7 v EEE ek, iR
W/ RFEIIRI LS JER RS, HOHARIRESE) OIS & 72 5 B IR Sz,

*2 o ARFIBEARETIIAA 1,200 mg RO <7 15 mg/kg & 3 WE L ICHRAZRE, V57 =
ZTHTIEY T 7 2=7400mg & 1 H 2 BRRO&E LT,

1.0 "“‘—‘x._\\\l
e ARFIGH A EE

0.8 TN T
Q_U 0.6 /
f’; P T =T
b 0.4

0.2

0

ZEAEMI»S0H88/™ ()
Atk 8 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17
AFIGAIRE 336 320 320 312 302 288 275 255 222 165 118 87 64 40 20 11 3
VST=zTBE 165 157 143 132 127 118 105 94 86 60 45 33 24 16 7T 3 1

X1 OS ® Kaplan-Meier %2 (IMbravel50 #5%) ITT £H)
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1.0 { ey

N
\

—
=3 AR AR

5 e

i etk <3 T

0.8

HAEBE

Atrisk ¥ 0 | 2 y 1 f 8 9 10 1 I 13
FEIHARE 336 a2 20 2 a2 201 169 137 120 74 50 A M1
VP22 DRE 166 148 109 s 80 57 1 4 27 15 ) | 2 |

2 PFS @ Kaplan-Meier g (IMbravel50 3A8%) (ITT £2£MH)

HARNBEEMICKIT S 0S O SRl [95%(5 #8 X [ ] 1XAKOF I REC oS fioRzE (H#
EARGE], YT 72 =T7HET 149 HEEARRE] WA NP — R [95%E/XMH] : 1.71
[0.50,5.84] Th o7z (K3), £7=. BARNBEEMIZIIT S PFS O Rl [95%EHH
X EAAIGHIRE T iRz (6.4, HERBEIVH .Y 77 = =TT 7.74.2,12.7]
A =R [95%EFE XM ] : 0.85 [0.39,1.86] Th-o7z (X4),

1.0 +
\—-\777:7—7%3
0.8 iz S5 N . :
7&%'1{9?#!%/
4o 0.6
o
b
#H 04
0.2
0
EEZHFT»5088 (B)
Atsisk % 0 1 2 3 4 ) 6 7 8 9 10 11 12 13 14 15 16 17

AZIGHEEE 35 35 35 34 33 30 30 29 26 2 17 9 8§ 5 3 1 1
VIJ2oJBE 26 23 22 2 22 20 20 20 18 14 11 7T 5 4 1

3 BAANEMIZEITS 0S @ Kaplan-Meier Bt (IMbravel50 35%) (ITT £H)

1.0 {+——

08 ( RA A

i 0.6 ]L
‘N P
= | B 5
£ VTR=T B l
0.2
0
Atrisk#t 0 1 ) 1 5 [ 7 8 ) 10 12 13 11 15
FRINAEE » 50029 29 )% 2% 2 7 15 10 A 4 |
VITe= T8 21 20 16 1

4 BAEANEHIZEIT D PFS @ Kaplan-Meier fi#R (IMbravel50 38%) (ITT £H)
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(24 14]

[E B LR BIERER  (IMbrave 1 505K05%)

B EFGITAAIO IR 323/329 5] (98.2%) . ¥ 7 7 = =7 Jf 154/156 f4] (98.7%) IZ
R B, BB (AAIGFARE CIIAR T ANV A~ T VI T 2= HTIEY T 7
==7) & ORRFEBPEETE RWAFRERIIAFIONEE 276/329 1] (83.9%). ¥ 7
7 = =7 147/156 5l (94.2%) (ZRRD HAVTo, FEBLHED 5%LL EOARA] & ORFEIRN
BETERVHEEFRZIIR1DOLBY Th-o T,

#£1 EHABYRS%ULOEFIE ORBEBERIEGETERVEEES
(IMbravel50 3RBR) (REVEMRNT I RER)

SRERIRIYEE (SOC: System Organ Class) AFIOFREE (329 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) B (%) Bl (%) BilE (%)
A& DRRBRPEETERVWEHERS 252 (76.6) 90 (27.4) 4(1.2)
FR AR A 107 (32.5) 41 (12.5) 0
AST #8n 45 (13.7) 14 (4.3) 0
ALT #4 34 (10.3) 7(2.1) 0
M e v e s Hhn 27(8.2) 2(0.6) 0
/R 23 (7.0) 7(2.1) 0
—i% - RHEER L OB SEALOREE 91 (27.7) 6 (1.8) 0
I 57 49 (14.9) 5(1.5) 0
FEEN 27(8.2) 1(0.3) 0
B IBkEE 83 (25.2) 12 (3.6) 1(0.3)
T 34 (10.3) 1(0.3) 0
LD 19 (5.8) 0 0
BTGB KOV TR RRbE & 82 (24.9) 2 (0.6) 0
% 9 FENE 43 (13.1) 0 0
W5 29 (8.8) 0 0
AR L OvseahEE 58 (17.6) 6(1.8) 0
BARIBOE 29 (8.8) 1(0.3) 0
PG WA 35 (10.6) 1(0.3) 0
FERIREERE AR TE 25(7.6) 0 0
B, PR L OWLE A HHE 33 (10.0) 7(2.1) 0
HEAIZLE S RS 32(9.7) 6(1.8) 0
BB L OUREKREE 33 (10.0) 6(1.8) 0
Gl 27(8.2) 4(1.2) 0
1M pEE 21 (6.4) 8 (2.4) 0
& I 17(5.2) 7(2.1) 0

728, AARIPFABHCI W TR MR 3 61 (0.9%) . IFHRERET 87 5 (26.4%). K
fs% - EEDOTHIS B (1.5%), BER 761 (2.1%) . FRIERERES 39 41 (11.9%) . A&l
RIFEREREE 1 5] (0.3%). T IEAAREREREE 1 65 (0.3%)., M#RIEE (7« N L —iEE
B2 S de) 16 (0.3%). infusionreaction32 31 (9.7%) . BAEREREE (RAME MEMER
RE) 241 (0.6%). HEEOLREREE 2 #] (0.6%). EilEEm 15 (0.3%) . 4FH ek
Do FEEEGTHERIBUE 21 1] (6.4%) M ONERYRIE 20 1] (6.1%) 3FRD BTz, £7o,
| BUBEIRS . BAEAEEE, Mok - BERESE. Mgk - MBURRMRIE., OB, MERERSE
ERE, S PE M IMOBE TR0 Do 7o, AEEFSRIURIUIEE RS (K
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RAERE 25T 2B 0ENERE =T,

AARNBEEMZIB T 265 FFLIIAFOHRED 35/35 il (100%) . xtHEBED 23/23
Bl (100%) (2788 B, 1REHE & ORREARNGE TE WA FEFEZIIAAIGHIHED
31/35 il (88.6%) . XFHREED 22/23 il (95.7%) (258D AL, AFIGHHAEEZIBWT, %
BN 5%LL EORAKNE OREEFBNEE TERWEEFZIIR 2D LBV Tholz,

#2 AARABEEFICBWTREEARN S%IULOFRF L OREBRBIEETERVWEEES
(IMbravel50 338%) (ZEVEMEITXIREM)

SRERIRIYEE (SOC: System Organ Class) AZIOFHEE (35 1)

HAFE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.22.0) Bk (%) i (%) Bl (%)
A& DR RBERPEE CTERVWEHEFS 28 (80.0) 8 (22.9) 1(29)
—i% - BHEER OGO REE 10 (28.6) 1(2.9) 0
[T 5(14.3) 0 0
FEEN 5(14.3) 0 0
W7 2(5.7) 1(2.9) 0
RS, WS & UHRES 8(22.2) 0 0
FHEfEE 6 (17.1) 0 0
R AR AR 6 (17.1) 3(8.6) 0
AST #1 2(5.7) 2(5.7) 0
KR ¥ KOV TRk RS 6 (17.1) 0 0
O FEIE 3(8.6) 0 0
R INIRZ SN 3(8.6) 0 0
R K ORERE 6 (17.1) 2(5.7) 0
&7 V7 2 ffE 3(8.6) 0 0
AAEOR 2(5.7) 0 0
B IBEE 5(14.3) 2(5.7) 0
T 2(5.7) 0 0
Por W 5 3(8.6) 0 0
FOR IR RE AR T E 3(8.6) 0 0
BE, R L OYLE A GHE 3(8.6) 0 0
AT D BOS 3(8.6) 0 0
M pEE 2(5.7) 2(5.7) 0
& IfLE 2(5.7) 2(5.7) 0
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4. FEFRIZDOUVWT

AFN OG-8 72 BEEZZW - FrE L, AFOFEGIC L0 EEZREWERZR%EL LT
BRIZKIGT 5 Z EmMER72H  LLFOO~Q@D T XTI sk iz W THEHAT S
RETH D,

O MEFITOWT

@1 FiEd (1) ~ (5) OWTINNICHEY T HM THH &,

(1) EAFHEREDFEE T 205 A2 BRI RS G BT RS A 2R EEHL R L
HUIEEAS A RS R BRI . Hitk)s A 2Rl 72 &)

(2) FEEHSRERDE

(3) HBENFIRFNFFEE T 208 sl (D AR REEEE ERPE. 25 AR
W mEE. S AR R R &)

(4) ARALFRIEEZHE L. SOREE L FIRIEZIEE 1. SR L FRIEZ R EL 2

AT RN PR E 2 ROR 3 Ofak FEEICAR D B 21T > TV D fitiax
(5) PrEEMEREREAI T E BINR Ok R UEITAR D i 21T > TV 2 itk

O-2  JHHM AR Db FREE K OBEINWE R S BURE O RIS I 53 72 Fnitk & #kBR & RO =R (F
ROWTNNITEZ LT HER) 25, SE2RBORANCET HEROELE & L TRIE
INTWHZ L,

*

EANGETEUS% 2 FFOWIANHE & T L7221 5 FELL EDO R AIBRE DS RIHE %
{ToTWAHZ &, 96, 2L RIT, BAEYEEZ L LIEBRRIESGEONHE %
ITHoTWBHZ &,

ERTRFFEUSE% 2 FFOWIHEZIE T L7212 4 UL EORKRRBRAZ A/ LT\ 5D
ZE. 96, 3L RIE, A O 2 A SRR L & e R S O BRIRIHE 21T
STWbHZ L,

© BERNOERREREHOBHIZOVT

G EE BUCIE R 2 BMEE AL E S, BRSO OB D, A2k - &2
IR OB B ONERSE IR DI et AHFFRVFEE LG EOWmE
. FRESNITAT DN D IEHINE > TN D Z L,
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@ BIEH~DOFIITONT
@-1 HERRAHIICBEd 5B s

M EMEMR BRSO EEZRRWEA NG A LIZBRIC, 24 FFRIEEIRTHI O T, Y i%htia 3 x
IV T, B LZEIERIZIS U CABEEBE R O CT DO RIWER ORI 23
TR DOFEFR Y BRI O, B HICRHS ATREREH 23 > T\ D 2 &,

@-2 ERAIEC L DEEERARICET 5Bl

M AR HE D 2 B 2 Sl fe OV RE & AT 2 IR RE R H N RIER B =4 U
EEDIEROA Y ) —=2 7 EATOLIRE L A 4T & 55 — LR 2%
BENTWDZ L, B, EHEEEICOWT, RABRE L ZOFRIKICHICAM ST
[AYSRapa

@-3 BIFERDZUTLRINICE LT

BIVER (MVEMEMZE, ITHReRE - ITR - PR K. KK - EEE O TR,
2. 1V BUBEIRIG . WNormskEE (FURISRERE S, RIBRRERE S . T RAMERE) . ik
e (72« NU—EREL T T) . EIEMEE, MK - BERK - FHEK, infusion
reaction, fi%k - BRGCHMAARE, BHERElRE (RMEFEMERERE) . BEEO KGR,
O, MEREBSEMGRE, Vel IMWOBCE, PR M, O - OZERITR - O
& U RF =7 ALFIEIE RO g (G ek . FEEWELF P ERBAME) . B
LD FHRF ORYUIES) (23 LT, Makhiiax XITr B AR O M2 64 5 EAh &
HEL (REHOZK-oRIGICE L THER OB E T oNOFMHFICH L L), H
HIZH U 72 /L& 78 T E DARFINE S TS Z by
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5. xR L BE

(B2 B3 % 9]

O EHLFHEIERED 220 Child-Pugh 5358 A OYIFRAHE 72 IFf e E B E 123V TARA
KRN X7 L OB G OB RSN TN D,

@ TFRLICEEY T D RFICKT D ARF O G K OMEHIFIEIZ DWW T, ARFIOF N
N SN TELT ., AFIORGERGE LB,
o DTHAAIDOAEZMED R S TVRUMBOFTEMIREA & OfF %5
o JRPTRIE (BB T ) —WIENRE, 7 VA RBERRIE, ~ A 7 v G E R
. ITEIREERR R/ ITENIR L7 28RS . U BIRIES) OWEIG & 72 5 1T A
FARE

(2t B4 2 5]

O TRICEZY T D2EEIZOVWTIIAFIOTRG N EZR L SN TNWDL Z b, 52T
DI L,
o KA LSBEUE DB D & 2 B3

@ BFEATOFHIIZIB VT TFRRICEE S T 2 BEIZ OV T, AAlOREITHERR S e

D, MOIRFEIIE D R WIGEITRY | HRICARHZFEN T2 2L 2ZETE 5,

o HEMERREDOSIUITOBED H 5 B

o MaES G R A CRVE R 258 0 2 B K ONEBNME O KU SR Al I <0 gL M it 9% 55
DI RIEPEZAL D - I D B

o HCOEREDOD L BEUTEMERE L IXFFEMED B kB OB TR D
o DB

»  ECOG Performance Status 3-4 "V 0 ##&

(ED ECOG  Performance Status (PS)

Score

0 =< e <TEBY T X 5. FMRT L R U B HAEAHIRZR <ATZX 5,

1 PRI LR TN EHIBR S D23, AMTITRE T, BAEECHE > TOMERIIIT O Z LN TE 5,
Bl BEVWF R, P

2 | BATAHECER O OE Y O = LTS CAREMERETE L, ABO S0%LERA Y ATl T,

3 RONTZHSOHOEIY OZ L L TEXR, HEO 50%LL EE Xy RoRi1Cil 27,

4 LTV, BOOHOMRY OZ L3a TERY, BRIy R TEId,

10
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6. HEICERL THETNETFH

O WMISCEFEITZ ., SERTEEE DRI D BRI EED & ARH DRk K OV
MOTDIZ LB R EWME B L TS Z &,

@ RERLRIZEN D, BE XXZ OFIRICHIER a2+ o0 L, RE L5
ThbokbETHZ L,

@ ERFWEHDO~FXT AL MZOWNT

WEMEEER S 5D Z ERNHDDOT, AFOEEIZHT--> L, BEE
M (PR R, nmk, FEENVE) ORER L O X Ml O FMi%, Biggx 1+
AT 2k, Fio, BEIR U THES CT. MiF~— —%Dit 4z £l 2
Z &,

AFNOP 5L EE O infusion reaction (2 2 CTEAMFIZ 572D TE 5 Y
i %17 > 72 ECB%A L, ARFIE G R OARFIEGHE T %1331 Z A &
ET 5%, BEOREEZ /DI85 52 &, 7¢F5. infusionreaction % F8EL L
AT, R TOBIER OERNZRICEIET > TREZ +oBIET5 2
E

fFpgnEREE . BF2e, B LMEIE RIS LoD 2 ENRH DD T, AF DL
IERT L O G- I e W IFBERE R & (AST. ALT, y-GTP, Al-P, U /L
EVEORE) HEMRT D&, Ak, BRI D% A, ITHERERE
ENPFEL LT BEOARFN ORI « i I ok & 1T E L TV D (B
F3EZR),

FORIRFERERE | RIBHSRERE E R OV F IR EEREN H DO D Z ENHDH D
T, ARANOFG-BRAART K OG- I E IS N IS RERR A (TSH., A
T3, b T4, ACTH, M a9 —VEOflE) 2 3EiEd 252 &,
AFIOBHIZ LY | BEORERISIZER T 25 &5 2 b b kA 7B E
DHOLLNDZ ENRDHD, BENPBDOOLNIZLEICIE, BERLEFELIIL U
BLFR 72 05k & FR R & RO R Rl & 8 U Cl bl 22 BRI W 2 1TV IR ok
BOGIZ £ 2 EWER DB 2358121, AFIOWRIESOIH 1L, R OEIE RE R
NEHOBRGEEZBET D2 L, 2B, BIFERERVEOREICTLYEIFE
MOUEDTRD HIRNGE I, B BB RV - LSO S i F o8
HLEET D,

R TR, BOEM NS5 AR L T LRIERN R T Z 08B D720,
AR OG- THIZHRWEMORBUCH2ITEET D,

1 BUBEPRY (BIE 1 BB IR 2 & de) 3d Db, BEREMES h TV F— &
IZEDZENRHLOT, Hig, L, EEEDIEROFBCMbEEO EAIZ+
EET D&, AR N DN ST EPIEL, AR ) #l
H O 5HEDOEN B ZITH Z &,

11
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@ IMbravel50 RER T EG-BI4G70 5 54 1 £ CTiE 6 WG, ZH LT 9 W EFE T
HRIMEDOFMZAT > T\ Z & 2 2F12, AFAERGHIXEMICEGRAE TR D
ERZ1TH 2 &)

12
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REFERMEET A KT A
TFVY X7 (BETFHBE)

~ e R AR BR T PR~

SRMTE2H (Ff7489 AET)
JEAE S BhAE
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Bk

1. 1IZUHIC P2
2. AANOFE. (FRET P3
3. BRI P4
4, JEEklZOWT P9
5. &GRSR LM DEE P11
6. WHIZEEL THETNEHH P12
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1. IIC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEITEE D Wl E22 6 23Rk
BId, BT, IHFEORFEREIFOEAAC LY | FUREIRG 72 & OFH0 72 8T BLVE %
JPESEMDBARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
AR L 72 o TRV R MBOE R & S B S $1 2016 (k% 28 42 6 H 2 H MEERE)
IZBWTH, EFMERLEOHAORBELHEZXD Z L L& TnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VRBEF O ESK T & B 5 ic R
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENHFINBEICH L THERT 2 L &I, BIE
AN BRICEE 2xtn 2 & D 2 L AR 72— O BF % jii 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TIHE LN TV DEFIETH) -
BHR RN EE-S & | LUT D ESE N O fei 70 5 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEEE T,

B, ARTA BT A %, WAATBOE NERE S BRGSO, AREEEANRAR
BRRIES . —MRAEENEN B ARBIER 72 M O—MRAMEAN B A/NR MK « 235
KOO H EFERK LT,

KR ERDIERG . 7TV A~T (Ba R Z)

KGR LR DMBEITNG © GIBRASHE 72 Ko B PR A P fid

MHEERDAEROHE - 2haedim
TV VAT (BT x) OWEFEERIE 60 437 T
FEE L, PIRIRGOREMEN RAFThHIVUX, 2 F B LEO#K S
WEMTIE 30 0l CHEMECX 5,

BIBRASRE 7 o BRG] P i
WHE, RACET 7YY X~7 (EaFlikz) LT 1 E
1200mg % 3 MMM TREETEST 2, @, 2w Eo/NRIiZ
X7 7V X~ (Eaf#Hz) & LTI E 15mgkg ((KHE)
(K 1200mg) % 3 MR CRiiET 5,

B IR B ¥ PAMRESRRRS A
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2. AFOKK, 1ERBERF

7T VAT (Eia R z) (LLF TARA &v9,) 1E. KED Genentech, Inc.
12 £ 0 Al X U7z programmed cell death ligand 1 (LA R, TPD-L1] &9 ,) Ik 540
a7 UGl (IgGl) 727 I A0k MEE /) 7 u—F Ak TH 5,

CD274 (PD-L1) &, AEENICBW THUFRE MRS ICEE L TR, iEH LY
VRER (T MR, B ML N F 2 Z 0% 7 —T fifn) FIZHELT 5 CD279 (LUK, [PD-
1] £oH,) KUCD8O (B7-1) &iEa L, SEISEZAICHIET LB BN TND

(Immunity 2007; 27: 111-22, Int Immunol 2007; 19: 813-24), F£7-. PD-L1 %, Fx DfE
ERAEIZ BB L T\d Z & (Cancer Immunol Immunother 2007; 56: 739-45) 73 S 4
THk Y. PD-L1 & PD-1 241 L7ofRB8IE, MRS HURRF A7 T Mifa) & OB ESE
BT OFO—o L L TELZLN TN D,

AANZ, PD-L1 OAFISEIRIZAES L, PD-L1 & PD-1 &£ OfEGZBAET 5 2 LT
L0 DAPURFER 7 T ML OIS FIEME 2 H58 U, SO+ 5 &5 %
HNTN5,

T DOHEN S | AANTHEMEES O 282 B RIEIC R V152 b O & IR S i,
R BRI PR & k5 & U= BRIREBR 2 940 U, Ak, 2t OE A MED RS
STz,

ARFNOVE RS2 D < E O RS X 2RISR & boh, BESUIELTIC
ELRMEND D, AFNOEKGH R OREGHICIT, B OBIEZ 512470, B
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & Ff DR Al & d s L Tl
B2 EERRZ I 24TV IR O ROGIZ K D EIWER S b 2 581213, BRI E RV
RO GHEDWY) IR ALE 24T 9 MER D D,
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3. BRERAE
BIFRAHE 72 B #E P i O A GRS BT 21T - 72 B2 ERIRRBR O pliiE 2~ 97,

(0]

@O ¥EIMBIAEER RS (ML39345 55R)

2 LA E DO UIBRARE 22 fa BRI A I AR50 B & RF R, ARHID A Witk B OV 42
P2 RS 2 58 DAREER 2 FEhia L7, 18 ik LA LoD SBF IZITAA] 1,200 mg % 3 JH[HH
fm (AT, TQ3WJ w9 ,) T, 2 @bl b 18 Bkl 0 B IIIAHA] 15 mgkg (kK
1,200 mg) % Q3W THRINIEE L 7=,

ARBRICBEER SN 50 B0 5 B, KEIDEG ST 1 BlEFRLS 49 6172 2 6%
PEDFENTIE & LTz, RBRBAAARE A CTOEEFREE T 5 RECIST ver.1.1 (23 < IR
BRE Y [ RTHE LT L 2 2280 [80% 5 HEIX ] (%) OFEHRIT. 2 [B1H OfEHT (19 il )
T42.1 [26.3,592] TH V. 80%IEHEX M O FIRIZTFANCHE LZBERDER (5%) %
L@okﬁ)ﬁ%\ﬁ%@@%ﬁﬁﬁﬁﬁé4wﬂ"Té3@ﬁ@%ﬁ(%m&ﬂﬂ
1| BF =%y A7) IZBI1T HRBRAMKICET L BB E Tdh 5 RECIST
wﬂjﬁ%d<@jﬂﬁ%%(uT\mmJkme# 2 X DN ORKITER 1
DEBYTHoT™,

*1 : PLPD-1 LA TP PD-L1 HUikIC L DIRRIE O H 2 BE I3 sz,

*2 R XA BIONFRIE, 18 s : 361, 18 Ll L 46 FITH o7,

*3 : Simon @ 2 EfRET A CH-SE | RBRBMARFIZIX 1 BA KO 2 BB OSTIEENLEN 9 Bl L

24 BE S THEM L, 21200 1 BILLER O3 BILLETEARD bR BAIT, BERE kT 5
LR L7, 9 Bl T LW T 1 (8l H OIS T 1 BlOZBIARD i1z
., BEREE LT, T 0%, 19 IO TE T L7 HE S CHRENCEE LTV 2572 2 [ H O
FRNT & SR L. 8 BOFNBINRD I Z LA h, FANCHE L7 2 1] H ORI 2 5]
HThD 24 BIOEREHT-TIC, BIEZDRU LOBANENIIETE S LRI L, HARDE
PR O 7= 912 Bk A g L 7=,

*4 0 AGRBR O EEFEMIE B (X, FRBRBALAREICIE RECIST ver. 1.1 (233 < JRERHE Y EATH B X D FE%)
P L7, 1 BE RO 2 [ H O & E5 L%, BAMRERY R & OO R LR E 2.
RECIST ver.1.1 {2255 < IRC BT X D Z8RNHITEE LT, F 7o MEINHIY R & O DRER,
49 Bl O#E RN HD & FRIZFHE L TR -7z 3 [8] B OfENT 2 £t L7,
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K1 BREREDRROCEHE
(ML39345 3B, AZMEMENTE, RECIST ver.l.1, IRCHIE, 202199 1 BF—% v b27)
B (%)

=N RN
ﬂiﬁmbm%ﬁ% 49 ﬁlJ
CR 0
PR 12 (24.5)
SD 24 (49.0)
PD 10 (20.4)
NE 3 (6.1)
#%h (CR+PR) 12
(ZEph= [95%CI™] (%) ) (245 [13.3,38.9] )

CR : 52425, PR : #in &%, SD : &, PD : AT, NE : FHEARE, CI : [FHEXH
* . Clopper-Pearson %

@ EWNFEIFEERFE (ALBERT i5R)

16 LA E D UIFRANAE 72 B BURAGH IE FE S 121 B & RE RIS . ARANO A 0 Rk OV 4
P2 RRETT 2 88 DAREER A 920 U7, 18 sl LD B ITIEAH 1,200 mg & Q3W T,
16 mELL_E 18 mA O B ITIIAA] 15 mg/kg (K 1,200 mg) % Q3W TEHRMNZ5-
L7,

ARG SN 21 D 5 B RFIDRBEE Sz o 7o 1 Bl ZFR< 20 62 A 20
DOFRMTRIG L U=, TEEFHKIEE T& 5 RECIST ver.l.1 (235 < IRC HEIZ X 5 ES)
KOFER Q02E3ZH3ZHT—Z Ay A7) 3R 20EBVTHY ., BRED 95%
FHEXMO FRRIZ, FANIRE SNT-FBERESE (5%) 2% FEl-7-,

*1 : H1 PD-1 HifA UEHT PD-L1 HLiKIC & D IREIED b 5 BE LRSI Sz,

#2 ¢ HBLREWCH IR ERF T T D RX VLB Y VO LSERIE D BN 3.8% Th o 7= LG S

TW% Z & (Cancer 2001;91: 585-91) #&8 LEMEHELE 5%E Lz,

K2 HEREDIREROEHE
(ALBERT 38, HZiMEMrsts:, RECIST ver.1.1, IRC ¥[E. 202243 A3 BF—&% b v b 47)
BE (%)

Bl E A A
WEMDD)JJ% 20 WJ
CR 2 (10.0)
PR 0
SD 14 (70.0)
PD 4 (20.0)
NE 0
#%) (CR+PR) 2
(ZThFE [95%CT*] (%)) (10.0 [1.2,31.7])

CR : 5627%%h, PR : #4354, SD : %€, PD : JMAHMEIT, NE : FHEARRE, CI: ZHEHXH
* : Clopper-Pearson £
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[Z241E]
O HEFMBIFR AR B (ML39345 36k)
BEFGIL 49/49 B (100%) . AHF| & ORFRFEBMRDGE TE 20VVE FHLIX 47/49 4
(95.9%) IZ5BD BT, FEBLHED 5%LL EOARK L ORREBEMRNGE TERWAFHL
XE3IDEBY THoT-,

#3 RHRABPS%UULOEF & DERBRENPEETERVEEES
(ML39345 3B (2t SEM)

SRERIRIYEE (SOC: System Organ Class) AKIP 5451 (49 1)
HAGE (PT: Preferred Term) 4 Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) BilE (%) BE (%)
AH & ORRBENEE T WS HERR 47 (95.9%) 6 (12.2%) 0
R AR A 32 (65.3%) 1 (2.0%) 0
U s 10 (20.4%) 0 0
M7 B U RAT 72— H0 9 (18.4%) 0 0
SRk~ e %% 9 (18.4%) 0 0
AST 40 5(10.2%) 0 0
ALT #5/1 5 (10.2%) 0 0
i PR R AR L N 5(10.2%) 0 0
M R 4 (8.2%) 0 0
[T R I ==Y | 4 (8.2%) 0 0
i ER SR 4 (8.2%) 0 0
IR E D 4 (8.2%) 0 0
i A EER AR A L k) 3 (6.1%) 0 0
—i% - RHEER L OB SEALOREE 24 (49.0%) 0 0
i 18 (36.7%) 0 0
FEEL 6 (12.2%) 0 0
A TN FREER 3(6.1%) 0 0
Rk X OV T ARk 21 (42.9%) 1 (2.0%) 0
15 10 (20.4%) 0
O FEIE 6 (12.2%) 0 0
SIERREE 2% 5(10.2%) 0 0
IR SN 5(10.2%) 1 (2.0%) 0
ZiTE 3 (6.1%) 0 0
B IhEE 18 (36.7%) 1 (2.0%) 0
B 8 (16.3%) 0 0
T 6 (12.2%) 1 (2.0%) 0
Rtk KOsk E 13 (26.5%) 0 0
AAEOR 5 (10.2%) 0 0
KT R YU 7 A E 5 (10.2%) 0 0
e A 4 (8.2%) 0 0
¥ R 3 KON & ri sk 12 (24.5%) 1 (2.0%) 0
ESIEbG 7 (14.3%) 0
#7 PI A 5(10.2%) 0 0
i3 3 (6.1%) 1 (2.0%) 0
e, MaERds K OVElRRE S 12 (24.5%) 1 (2.0%) 0
7 LAF =R 3 (6.1%) 0 0
-0 ) 3 3 (6.1%) 0 0
Jitilig 2 3 (6.1%) 1 (2.0%) 0
MER LY v CREEE 10 (20.4%) 1 (2.0%) 0
#rifn. 8 (16.3%) 1 (2.0%) 0
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#EBIR¥E (SOC: System Organ Class) AHNBEE-H] (49 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) B (%) B (%)
IR 10 (20.4%) 0 0
PR IR FS RETUAEE ST 6 (12.2%) 0 0
FOPR IR RE AR T 3 (6.1%) 0 0
TR BEE 6 (12.2%) 0 0
ISR 4 (8.2%) 0 0
REWED F 3 (6.1%) 0 0
& S 4 (8.2%) 0 0
1ZCY 4 (8.2%) 0 0

7ok, AFEEHNI D THRIEMNMZER 3 6] (6.1%) . FFHERERE - K - mi{biEIR
B8 (16.3%) . KIEHK - HED THI 1 F] (2.0%) . BER 2 il (4.1%) . FARIBEEERE
E 1661 (32.7%) . RIEHEEERETE 4 6 (8.2%) . AMdc - MK - HFHER 1] (2.0%), &
FEDRZERE 1 6] (2.0%) DR LIz, Fio, 1 BERFE, TEAKRERE, itk
E(XT - N JEEREAE ST EIEA S E, BARREREE (R E B RE) .
g% « BRRUTRMERE, (O 2k, IMERERIEMRE, infusionreaction, ¥AIMMEE (M, S
M/ INRIRAME e OVEMEESS < DEEHRETEE « ¥ VAR —T 13RO bivze o1z, KREIEA
FHBURDUIBE RS (RRRAEMET 2 5T) 2308 REZ =T,

@ [ENFIAEEARRE (ALBERT #5k)

AEFGIL 2020 B (100%) . AFH & ORREILR G E T R2VE FFRIT 16/20 fi
(80.0%) Z#D BTz, FHLRN 5%LL EOAKRK & DR EBENGE TE RWAESR
LIF4DEBY THoT=,

#4 FEEARNS%ULORF L DRBEBERAEETERVWEEESR
(ALBERT RBt) (L2t uRER)

BRI ¥ (SOC: System Organ Class) HEE (20 1)
HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) BilE (%) B (%)
AH & DR EBEFEPEE CXRVEHERS 16 (80.0%) 4 (20.0%) 0
ER AR A 10 (50.0%) 3 (15.0%) 0
AST 5 (25.0%) 0 0
ALT #/1 4 (20.0%) 0 0
U LEREOED 4 (20.0%) 2 (10.0%) 0
U HRER B 4 (20.0%) 0 0
R 3 (15.0%) 0 0
SRk~ el %% 3 (15.0%) 1 (5.0%) 0
LT — L 1 (5.0%) 0 0
7 L7 F o AR — BN 1 (5.0%) 1 (5.0%) 0
. H R R A L ) 1(5.0%) 0 0
KRG F KO Rk RS 4 (20.0%) 0 0
Z 9P 1 (5.0%) 0 0
A2 1 (5.0%) 0 0
i 1 (5.0%) 0 0
EIRINIR NG AL 1 (5.0%) 0 0
MER LY o RkEE 3 (15.0%) 0 0

7
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#EBIR¥E (SOC: System Organ Class) HREE (20 B1))

HAGE (PT: Preferred Term) 4> Grade Grade 3-4 Grade 5
(MedDRA ver.25.1) B (%) BilE (%) BiEx (%)

i, 3 (15.0%) 0 0
— i - EHEER X OS50 REE 3 (15.0%) 0 0
FEEL 3 (15.0%) 0 0
(=R 1(5.0%) 0 0
oy ispE 3 (15.0%) 1 (5.0%) 0
R RUIR 1 (5.0%) 0 0
SIRINIES 1 (5.0%) 1 (5.0%) 0
FOR IR RE AR T 1(5.0%) 0 0
R R RE TUESE 1 (5.0%) 0 0
H kS 2 (10.0%) 0 0
T 1 (5.0%) 0 0
A 1 (5.0%) 0 0
BRI &L OV SRRk 5 2 (10.0%) 0 0
i P9 2 (10.0%) 0 0
RAfA 1 (5.0%) 0 0
R L OvesElaE 2 (10.0%) 0 0
v DR I S 1 (5.0%) 0 0
KU o AlffE 1 (5.0%) 0 0
JEYSIE B K OVE A E 1 (5.0%) 1 (5.0%) 0
HTRE 1 (5.0%) 1 (5.0%) 0
JHEREE R B 1 (5.0%) 1 (5.0%) 0
SR RE 2L 5 1 (5.0%) 1 (5.0%) 0
e, MaEhds K OMElRRE S 1 (5.0%) 0 0
1 e s R 1 (5.0%) 0 0
2 1 (5.0%) 0 0
DEPEE 1 (5.0%) 0 0
TR IR 1(5.0%) 0 0
PR E 1 (5.0%) 0 0
SER 1 (5.0%) 0 0

B L OYREEEE 1 (5.0%) 0 0

1 pR 1 (5.0%) 0 0
EHENR 1 (5.0%) 0 0

7ok, AFEGHNZB D CTHEMEMZER 1 6] (5.0%), [FHEeREE « T2 - i brEfa
B 6 (30.0%), FLIRAREREREE 3 6 (15.0%) . BIBHEREREE 161 (5.0%) 233805
iz, F7o, KIBK - EEO TH, PEdk, 1 BUPER, TERAEERE. MK - KK -
Thik, tREE (X7 - AU—EERALET) . EEMEDIE, HEOREREE,
EHRREREE (RMEMEMEBRE) . ik - BORUHRAEE, Ok, MERE BIEMRRE,
infusion reaction, ¥RIMMEE ML, SaE M ML/ IMRIBE & QNS « DFERATR « L Z VR
T—=TIERD Lo To, RRWERRBURIUIEEES (BIRMREMEEE 2 5) %
BUEFHER AT T,
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4. FEFRIZOWVWT

AR OG- 72 BE 22 W - FrE L, AR OB EICL Y BEELRBIER 2RI LT
BRI T D Z ENMERTED, LFOO~QD T T &z sl W THEHT 5
RETH D,

@ mEgRIZ2oWT

®O-1 TiEd (1) ~ (5) DWTNNITHEYT DM THDHZ &,

(1) FEAFBRENRET 203 V2 FEHENL SRS GTE RS A 2RISR P
%ﬁﬁh%ﬁ@%%ﬁ%%\%ﬁﬂh&%fh\mmﬂh%ﬁfh\mm BL:E;
Al 7e &)

(2) FrEMEERPL

(3) TETIRAFNFEE T 203 U2 EEEEFIT (DS AR REEERRERPL, 25 A2 iais
WIEbE. 28 AR EEHEE T e &)

(4) ARALFRIEEZHE L, SOREE L FIRIEZIEE 1. ARG L FRIEZ R EL 2

ST KNEIGAC FIIEZRORE 3 Oftiak BEIZR DB 21T > TV D fitiex

(5) PUEEVEREE A ENNE O fEEk AR D B AT > TV D fiar

O-2 FEPERRERIE T O b P15 K OVRIE FH F8 BURE O RE IS 43 22 Jaik & 8 BR & FF D Al
(T%@m#hﬁ_ﬁéﬁézﬁ)ﬁ U FEROARFNCEAT D2IREOEME L LT
BlEINTWnWbHZ &,

#

RS0 PS4 2 SEOWMIHHME ZE T L2112 5 UL EO N AIREDIREHE %
fToTWBHZ L, 95, 2L LT, BNAKEWERELY L LEBRKRERZOWE %
1ToTWBHZ &,

ERR oSt 2 SR OWMIHE 2 & T L7-1212 4 LU EOFEIEI B Z O RERIHE
T TR, 56, 2L BiX, BRI O 2 A SEMRIE 2 G Lo IS VTR D
ERAHE 21T > TWD Z &y,

Bl FF US4 2 AEDWHINHE ZE T L7-#%12 5 AELL ED/NEN A Z G de/NER
IR AT 52 &,

© BENOEEMEREBEDOAHIZONT

@%&%ﬁ%ﬁﬁ%%fé%&%ﬁ%%éh\@%ﬁ%#%@%ﬁ%ﬂ\ﬁﬁi £73
BRI IR OE B ONERSF IS D et AFERVEE LTSS OWE
¥, FRESPIATON D EHINE -T2 L,
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@ BHEA~DOXRRIZONT
@-1 Rk BE 3 2 B

VR PER BB O BFS 2 BIE A 2SR L 72 BRI, 24 BRRTRSIRIRHI O . M a%hiiak X
(FEHERIBC BT REL L EIERICS U CABE B L O CT S O BIVEH O HRINT
EIRAE ORI B PICHELN, EBITHISTREZRAHNE > TND 2 &,

@-2 ERUEEEICLIAEFSNNICET 2 EN

M AR D B I A R O R 2 T D AR SRR E =2 Y v
EEDIEROA Y ) —=2 7 EATOLIRE L G A 4T & 55 — LR 2%
ESNTWD Z &, BB, BIEHIZHOWT, NABRE &L ZOFBEICHDITEMENT
WH L,

@-3 BEHEADZWrox B LT

RIWER (FEMEMEE, HSREREE - TR - SRS R, RIBK - EHEO NF, P
KoV BIBEIRIE . Nrublads (R IRARRERE . RIS HRRERRE . T HAEERERRE ) | MK -
BifEs - TR, MREE (X7 v« RU—ERFA2EGT) . BIEMENIE, BEDK
JEREE, BHREREE RMEMEMERRSE) . Mk - BEmRaAE, Ok, mEkER
JEMERE, SoeMEifn /MR E, Infusion reaction, VAMMEEIM, CER « OFEIRITHE - O
H IR T ) AR LT, Y T R B OB M 2 9 A AT & L
AHER OZBOXSICE L THRER OB EAZ TN KM HH 2 &) EHHITH
BN ALIEDS T E DRI TnD 2 L,

10
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5. REMBRLLRDBE
(0B 5 4 H]
@ BIBRARE 72 Ja HLREES PR (S B W TAAI D B G- DA ZMPEN R STV D,

@ TRICZYU T DB GIEC OV T, AFIOEMENHELESN TR, AHlO#k
Hxig L inbiaun,

(24

L OHUEMEREIZEA & OfF 5

MEIZ B4 % S H]

O TRIZEYTIHEFICOWVTIEFAROEENIZ L INTNWDZ b, HE5E21T
Dz &,

AFN D ERIIIZ AT LI BOE D BEEIE D & % 3

@ WRATOFHHIZ BV T FRICE ST 2 BB IOV TE, AFOREGITHER S L0

AN

i DIGPEEIRE D R WG EICIRY | [EEREICAFIZEHT 52 L 2BETE D,
MEMEMREBOEHXTEDOBEDH 5 BFH

s i 5 i A C VLR & 7D B BB B QNI B 0D Tl S R i i 2% O SR Yt i ¢ 25
DRI RIEVEZALD B D B

H AR B D & 5 BF TSR L TR0 B 2 im R OBERED
b o HBEE

ECOG Performance Status 3-4 1V DB

(ED ECOG ¢ Performance Status (PS)

Score

0

2= < [ <TEBh TE 5. #WRl & [R U B HAEAHIRZR <ATZX %,

1

PRI LOTEBNEHIBR S 543, ATARE T, BEERCIE - TOMERITIT O &N TE 2,
Bl - VR E, FEEE

2

BATARETH O H DAY O Z L IX T X THREEDMEEIZTE A2\, HEFO 50%LL Fid~Xy RALCIB I,

3

BONZHZOHEOEIY OZ L LINTERY, HFO 50%LL &2~y KT 27,

4

2ET RN, BOOHOEY) OZ Li3a TERY, BRIy )R Cilm 23,

11
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6. BEZELTHEETREFIH

O WSACEFEIOM A, ROEIRGEES DRI T 2 ERFME T D E ARH O FpM: & OV Eff
HOT DI B ERE IR L T BT 5 2 &,

@ THREBIBIZIESE D B T E OFBEAH R OG22 i L, FE 425
Thof5THZ L,

@ EREHWEHDO~FRY A2 MZ2NT

MEMEMEER D b D Z ENHHDT, KFOEEGIZHT- > TIX, BRKLE
R (PRI IRIEE, gk, FEENE) ORER L O X #id o i, #igz 1+
W79 2 &, Flo, MBS U THE CT, M~ — I —FOMREZ I T 5
ek,

AHFNOB 51X EE D infusion reaction (i X CTEARFIZ 43726 D TE 5 U
i 21T o 72 L THlsA L, AFNIE LG R OKRAN GAH& T #IT A 2 A &l
ET D%, BEOREL+2ICBlET 52 L, 728, infusionreaction Z 78 L
TG EICE, 2 TOEEE ERNZERIZRE T E TEREL +OBIET 52
ks

JFHSRERR S . AT, B{LMENLE R S oD Z ENRH DD T, KFlOF 5
AR L OG- I e W IFBERE R & (AST. ALT, y-GTP, Al-P, U /L
EUEORIE) 2R T 5 L,

FUR IR BB . BB MR RERE E X OV T R ERN S LN D2 ERHHD
T, AF| OB 5B AERT N OB G- HIE R IE BN oW eER A (TSH, 5ERfE
T3. #EHE T4, ACTH, I =L —VSORIE) % FEhid 52 &,
AFNOBHIZ LY | WBEORERISITERT 5 &5 2 b DA IRERORE
DHLONDLZERDHDH, BFEPBDOOLNTLEITIE, BERLEFELIIL U
BEPHEY 70 Fnatk & AR A RO B Al & U CE bl 2 i B2 W 21TV B O
FOSMZ X 2 RWER R BN 2581213, AFIORFESUI IR, K ORI EE A
IWERIOERGEEBETHZ L, ok, RIBERERVEORGIZLYRIE
FOBGERFRD HIRWIGEIZIL, B BB R VE LSO sz gl o e n
HLEET D,

BeHRET R, BOROOH I ARRB L ChLEWERAN BT Z B3 H D720,
AHN O GHET RIS EWEHORBUIEET D,

1 AR R (BIE 1 BUBEIRI 2 & te) 23d bbdu, BERIEMES TV R—3 &
WZEBDZENRHLDT, B, El, MEEE DR OB M E O A2+
DEETHZ L, I HBERBREDN-GEICEHG 2L, AR ) U3l
HlOF5EDOEY) R EEZITO Z &,

@ ML39345 RER CIIH GHA%Z OB, Z0%iL 6 BFMER (5 1 F28x72569
R, 24FE2 82725 12 BREMF) . ALBERT iR T3 5-804600 6 24 £ T
% 8 MEMRIMGE, FALLAREIT 12 IR CHIMEDOFHMEI 21T > TWe Z & 2B,
AN G-I E BB A TR OMEREITO 2 &,

12
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S FE SR T 0919 &5 3 &
S 7 % 9 H 19 H

#woE g R
& | RETRE S | FETES (R) & B
Bl X

JE A 57 8 1 3R [ 3 A 7 A A PR R
(& B A K )

T a7 (B z) BEI oS AHEET A KT A >
(BEMERE) DOVERR I O HHEE T A4 N7 A > GE/NAEATEE)
DO —EBLIEIZ DT

R A BGE S & O FAR T #2016 CER 28 42 6 H 2 H B&RIE) IRV T,
B ERE S O H OB bHEEZ XD Z E RV IAENTE D L EZIT T, &
B EIRS 2 IS LE R BRI 2 2 L 2 BRI Tl e 1 K7
AV BERTDHZEELTOET,

S T 2 =T (BB R) RWHNZOWT, BRI LT
LHEOEEFHEZNNRO LB A ET A 74 L LT LD FE
L7eDT, ZOFERICHT=>TE KAHA RTA IOV THEIND LY, &
BN O EIEFSBE K OSSR RISk 2 B a2 BEV L E T,

Flo, T a w7 GEBIEFHELZ) 8514 FE/ Nl i 1 L TR 2
BEOBERIEICOWTIE, [T arsb~7 GEEE KL Z) 895 0 5w
WA T4 U, FE/ AR, i & ONHE ) o5k
(ZOWT ) (R 743 H 27 AAHTEFIERIE 0327 5 2 IR L7 E EHR R =
LA AE R REE) FIZLY, R AfEET A Ko 4] L TRLT
X/ ZATY,

SR T an T (B z) BANCOWT, RIS
BHRESUTEN R OIBINIAR 5 AR FEH - MEEN AR SN Z &I, Aalfl
FHEET A R4 2% BIREO LBV HEWZLE LD T, EENOEEKR


ONJHU
テキスト ボックス
別添２
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K OFEJGHRET 2 i Fn &2 BREW L E 7, E#O i HEET A K7 A )
X, BB ED LB T,

RFB. KBHDOE LIZHOWT, BIFEOMEREICEEZERT DT, Db H
LIRZAET,
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Bl L

INASFEETEN BARERIS
HARESS

—RAEEVEAN  AARERRES
NEFEEIIEN BARBRRIS
—RAEETEAN AARERKNRES
—RAEEVEAN AARWIREGR RS
Fre EEANGENAEN AR S
—RAENTEAN AR SRR
—iRAENTEN  HANBES
PNERAEETEN AR =
—RAENTEAN HAIRBEREAIR =
—HRAEMITEAN A ARRRRIER S
7 A b7 BRIt
MSTATEGE N AR AL R S p A
S5 IRA R
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Fe/INHE s o fx

ElIEGIS

A FAHEE T A KT A OUGETERT CHrIHxRER)

(BRI X SERB57)

Gl

1. IFL®IZ
(%)
xHER L 72 D RHE

[(ESSIE S

X5 L 72 o AKX O &

GIBRNRE 72 J5) T AT 0D /N el fifi e
(ZB T D ARTEHNLF IS B IR % D
MERFIRIE

GIBRARE 72 AT - FRFE D I/ K A
/NI e 9 L d 1 2 I T - it 7% Ak B
PRI
(GIERANRE 72 R AITEL T 00 FE/ I e i e
(ZI 1T D ARTA WL A B iE % D
MERFIRIS)

()
(GIBRANRE 72 BT - FFE D F/ N firi
)

(%)
GE/NHR I 351 D Hlie - il
HRIE)

T B B 1A ik, At o HrE M fE S A
EDPFRICB W T, BE . BRAIZIET

1. (ZFL®IZ
(%)

G & R D RRESUIZIR

XL 72 o iE RO &

GIBRANRE 72 J5) T AT 0D /Nl e fifi e
(T 1T DARTE WAL A B TE R D
MERFIRIE

GIFRARE 72T - FRFE D I/ K e

(BIBRANRE 72 R AITHEEL T 0D FR/ Il e fifi e
(ZF 1T DARTE R LA BRI IE R D
MERFIRTE)

()
(BIBRARE 72T « 38 D I/ N e i
)
()
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22NV = 7 QB ) & LT,

1 [5] 1500 mg % 3 MMM T 4 [ F

T, 60 LA BT TR EHES 5,

Z D% MR AHIIRIE TR, 7 = /b8

N=7 (EBlafMifz) LT 1H
1500 mg % 4 FHFME T 12 [A[F T,
60 ML BT CREEET 5, 72
2L, (K 30 kg U FDOHH D 1 Bl
5813 20 mg/kg (KH) L35,

oE W% ¥ F TR TERIHRASH ol % ¥ F T ANTERIKRASH
3. A plAE 3. WA RKE

GIBRANBE 72 Ry T AT 00 FE/ N i (2 36 1 2 ARTB ROAL 22 1
MPRIES OMERPIRTE, YIBRANRE 2 HELT « R38O I/ N it J O
FE/ NN L 2 36 1) 2 AT AT - AR Al B RV O AAGR IR I R IATE 24T -
7o B2 BRARRBR DR 2 7R T

[A2ht]
O~®@
(%)

@ [EFEHL[E 5 AR (AEGEAN 3XER)
BRI 11, T11A UE 1TIB (N2) OYIBR AIEE 72 FE /Nl A fifi e
B (WHO/ECOG Performance Status 0 X 1) 802 # (HASA

BIBRARE 72 R FT AT 0D FE /NI iz (2 35 1) 2 AR VB BOAb 24 i B
FRIE AL DMERFERE M OHIBRABE 22 E1 T « T8 0 FE/INH A fiigeg
HGRIFICEIAM 21T - 72 7R B R 3 BR 0 plofs &2 13,

EEEILES
O~©@
(M)

GE)
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79 & Ede) At IRt BhE L & U COARH] & e iR A5
Tk L2 GHAER S L. 2 0% O EmEhEE L U CRAIZ B
MG L3E ORKIOERREE 400 5] [AARA 3Tl ST]) &
RN 7" Z 2R & AaRR %2 &b HREZ OF G L IFEIC
T TR e G Ui h RHREE 402 B [ H AN 42 il & Ede]) *
O L e ERE Lz, 7ol BRERBAMGHE IS EGFR 8151
ZERGME T ALK BB S BT RS S 7o B DB ek A R
Wk & 95 FHEAE LM T i, FHEIZE RN AAN B AT 3%
BEIA DRI S0 BRIz (M x5 (& 1E 11T
£ - AFIOFFHRE 366 (511, xEIREE 374 B1) . ZEAPEREHT XSS,
TEBREE SR e G- S 7z 799 6] (ARAIOEFEE 401 (51, < FEHE 398
) THot,

FHEHIEE O—>TdHh 5 5 PIMST izl L o1~
MAFHM (L. TEFS)) o 1 [61H o PRI O R (HFoefil
[95%EHEX 1) (236 EDA =2 1) Id, AAIOHHEETNE (31.9

~NE) HH . BEET25.9 (18.9~NE) # HToh v . AKIGHTEE

IR PRBE I X LR RIS BARIE R 2o L7z O — RER[95%

{EHEIX[#] : 0. 68 [0.53~0.88] ', p=0.003902 [JEH log-rank

. AE/KUE (W) 0.009899], 2022 4 11 H 10 HF—H W1 v
A7),

I

7 B TSI K B EFS @ Kaplan-Meier iR
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(2022 11 H1I0 HT—#% v b A7)

“4 ¢ BRI L American Joint Committee on Cancer Ji #4558
(5B 8 k) 1I2H5<,

"5 AR . HA A A S ek A L OPFAH FC UK 1 [E] 1500
mg L7 7 A%E 3 HEMHEETHRR AP A 7 AEE L, I
%Iz, KA1 [A] 1500 mg XiFx 77 AR % 4 BN K
12 A 7 NVEE LT,

e EORY - AEE, SHEME 1 VA7V E L TUTFED
W LEIR Sz,

B BRI IC R LT

OXZ7 U XN (1 HHBEIZ200 mg/m*) +ANVKRTTF
(36 1 H B IZ AUC 6)

@F L HEy (F 1 KO8 HHIZ 1250 mg/m* (HATIE
1000 mg/m%)) +> A FFF > (51 HHIZ 75 mg/m’)

e BRI LT

@A MLX® K (GFH1HHIZE00 mg/n’) + A7 7 F v (5
1 HEIZ 75 mg/m%)

@A BRLFER (F1HHIZ500 mg/m*) +HIVRTTF
(3 1 HHIZ AUC 5)

7B, QRUOIZONT, IRUERABRGE. AT I7F
VIO IR T T F AR Z AR E S, OIEHOWT
EREENR D DB TV AT T F UICHAEMENR 72 L
Wr S BEE, YAV I DB INVRTTF (1 HE
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(ZAUC 5) IZEHEHEL Shi,
6 MIECEI Y T 572 b OO, WERMIRIEDRYIDY A

I BV TEE - TRAIN 1 ARSIz 1§, 2t

MRt REEF CIIARIPEARE S LT biniz,
T EKMEIZGHE LT 99. 0101%E8E X 1% [0.48, 0.96]

[Z2414]
O [FEHEEILRSIAERER (PACIFIC 3U5R)
(%)
7. U TICBEE RS 2 & e RIEH BRI O LR R & =

T AFIFITIBNT, MEMEMEE (BBl 2 5 T) 66 3

(13.9%) . FURBAEREIR TIE 50 1 (10.5%) . FUKAREERE TLHERE
33 f (6.9%) . HFH&RERE 20 5] (4.2%). infusion reaction8 {4
(1.7%) . KEEZ 2 5] (0.4%) . TEED FHI2 Fl (0.4%) . BEFEE
(FVEMERBA%E) 141 (0.2%) . 1 BUEEPRIE 1 41 (0.2%) . Bk
BEREE 1] (0.2%) RO OILTz, Fio. fdk - MEUH AT,
DRk, BIEMEESE, THEAERERE . BiIRR & O i/
WD PESRBER TR O b o T2,

@ [EEILFEEMAERER (POSEIDON 24ER)

(%)

7R, U TICEERSZ S CeRIEARBRNOEF AR 2R
T, ARFIGEHAEECB W T, AT LAY A~ 7 & ORFEEE

[Ze4tE]

O [FEEEILFRFIAERER (PACIFIC 35)

(%)

B, AFIFEICBNT, MR R (iR 25 Te)
66 1 (13.9%) . HARMPEREIR TE 50 41 (10.5%) . HAKIREERETT
HESE 33 171 (6. 9%) . FIFHEREREZE 20 41 (4. 2%) . infusion reaction8
Bl (1.7%) . KRIB7E 2 i (0.4%) . BEEED FHI 2 51 (0. 4%) . B
= O(FEMEERSE) 16 (0.2%) ., 1 B0ERP 161 (0.2%) . RIE
RERERRESE 1 1] (0. 2%) D3FRD BT, FTo. K - BB EUIE
Ok, BIEMBEEE, T HEAERERES . BilR & O
MBD PSR BRI T8 60 B AL 72 hv o T, AREIVE AR B Dl Bad =
G BRI R A T,

© [EEEIEFESE MFHER (POSEIDON 3ER)

(%)

B AFIPFRAEEICENT, AFUZ R LAY A7 L DORE
AR EE TE 2 W E MM 15 1 (4.5%) . KiEK 16 15




https://www.ajha.or.jp/topics/admininfo/

INFTE T E IRV MR A 15 1] (4. 5%) . KGR 16 41 (4. 8%) .
RO THI2 1] (0.6%) . WHLEZFL 1H (0.3%) . FUIRIREEREL
TE 34 /51 (10.3%) . FURARBERETTHESE 21 61 (6. 4%) . BB HERE
[ 6 1 (1.8%) . T EEMHERERT 561 (1.5%) . 1 AFERM 1 1
(0.3%) . JFHRERESE « T4 - A LPERRE 2% 48 f51] (14.5%) . B FE
= (FEMEBRE) 2451 (0.6%) . Fidk - BB RUARE 2 451 (0. 6%)
DB 1B (0.3%) . Sapet i/ MRIBAPELEBERS 1 51 (0. 3%) .
infusion reaction 11 (3. 3%) . F&EWMH: 4 Fh ER IR E 141 (0. 3%) |
BEDORRERE 1] (0.3%) ., fEREE (F7 2 - S U—JEfEft
Zmde) 141 (0.3%) . Mgk 1] (0.3%) . BER 761 (2.1%) 253
Do, Fio, EIEMEER OBERR TR D e o Tz,

@  [EESHESS 111 FH388R (AEGEAN 3R, 2024 4£5 H 10 HF —
2y NAT)

HERGIIAFNGHHRAE 387/401 5] (96. 5%) M Ok FREE 379/398
B (95.2%) IZE8H bz, BB & ORREARAEE TE 220
AHEES EWER) 1X. 22 224/401 5] (55. 9%) M T 180/398
Bl (45.2%) ([ZFBHHIL. DI LI TH] (Grade 5) 1F. ZNE
A1 6/401 B (1.5%) KTN0/398 Bl TH o7z, WIFNNDRETIHEL
F) 5wl EORIERIZT TRO LB THholz,

%3 VPN ORETEBEN SHEL ORI (%2 PR &

(4.8%), BEEDTH 2 B (0.6%), HALEZEFL 1B (0.3%), H
PR REAR T E 34 1] (10. 3%) . HAR B RE TUESE 21 61 (6. 4%) |
Bl HEREREE 6 1] (1.8%). T HEe(RBEREfE 5 61 (1.5%) . 1 ZApE
PRI 1451 (0. 3%) | ITHERERR S « iT 2% - WAL MEARAE 2% 48 f41] (14. 5%) |
BEE (BB 2 6] (0.6%) ., fhide « BERUHmAE 2 {3

(0.6%) . LiHze 1 51 (0.3%) . SefEtEifn /M EERBER 1 4

(0.3%) . infusion reaction 11 fi (3.3%) . FEEME:LS BRI E
L (0.3%) ., FEEEORERE 14 (0.3%) . fiEE (¥7 2 -
NU—JEGEREZETe) 161 (0.3%) . A 16 (0.3%) ., R T B

(2.1%) WO BT, Fio, FEIEMMEE N OBEREX TG0 6
Nieinodz, AREIERAFBBARIUIBLEE SR 2 5 LS R 4 =
R

GBI
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££]) (AEGEAN ZXBR)
(F M)

72d. U TICBEEFEG 2 50 RIEA RS BLRI O LR R 2 =
T, AFIPEHEICISW T, BRSO 2 &)
26 51 (6.5%) . KIFHK 2 i (0.5%) . EhEE (FEEBRE) 2 4]
(0.5%) . ATEEREREE - BFAR - M LPEARAE 2 47 5] (11.7%) . HRIR
BRHEREAR NE 45 5] (11. 2%) « HIRIEEERE TUAESE 17 651 (4. 2%)
mEPEREREE 2 (5] (0.5%) . THERBERERETE 2 {51 (0.5%) . 1 FRUpE
PRI 141 (0. 2%) . o2 145 (0. 2%)  EESEASE S 1 51 (0. 2%) .
JZ8 14511 (0.2%) . fhikREE (7> « NLU—JEEREZ ETe) 4§
(1.0%) . infusion reaction 4 5l (1.0%) . HEDRZJEEE 1 4]
(0.2%) . WL 2 5] (0.5%) MeBD Oz, Fiz. BEED FHI
il 2%+ BARRCT B ARE . 8B AT rR BRI E  YEAR A 2R AL, IR
S M i AR D TR SR B X OIR ZEERIEE IS8 DL e o 72,

5. XS L HHBHE
(AR B 3 2 FH]
O FRLOBFNTEZ M T D8 H FIEICIB O TRAIE 5 OF 305

REITND,

o HaBAIZ G RTIARI L F U SR IE O % IR BT T 23
D B AR o T YIBRARE 72 R AT HEAT 00 FE /Nl e Jili Jea
(Stagelll) \Zxt 3~ DHERFEIEN TON D BEICB T HA
Fl D AR 5

5. WEXMBLILDHBE
(G50 BE % ]
O FRED BHE TR\ TAA O Bl G O A7 EA BREE S LT
%o
o BERHZ S TR AR E ORISR EIT 2
D B VTR Do T BRI BE 72 Ry BT AT 00 /)~ il el fi e
(Stagelll) (Zx} L CHERFRIEN TS BE
QTROBEIZEBVTAA, hL AV L=xT7 RO HeRF %2 5FTe
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o ALTFERIERED 72\ EGFR B n 128 Bt L Y ALK 518
LA REMEOYIBRABE /R HETT - FRRE O IE/INHEIE T B 1
1D, AAL P AV AT ROAERF EZET D
T E Al & OO S

o YR AIHEZR B/ NN IS (Stage T ITIA XX ITIB [N2])
(772U, EGFR B An+1-Z8 BGME X% ALK it & 8 s 1Btk
ThHd I EPHER SN TN BEFITERL) 1T 5, A
Al & AaiH 2 & Tl FRIET & OO 52 K D IlRET
MBS . e OAH B P 51T K 2 I i BRIk
PP SN LSRRI T O LB Y, FEIE 13, EEK
piAE, [BzhtE] OERFE LR S MAHUER  (AEGEAN 3ER) |
DEIRS SR,
< - b P g >

HNKRTTZFT RO T Y ZXE)L

VATTFURNT AV IR

HIVR T T TV ROT Ly B e SRR
<FE@ - b B >

VAT TFURORIXRA N LXRE RPN A

HIANKRTTTFURORA R LXE RS R T LA

@ TROICEE Y T B BEF TR T D2 AHF O &G K OMFE Iz >n»
T, ARNOFEIENHEL SN TE LT, AFIOB G54 & 77
VAN

i O PUEMEEE A & OB OAMEN R STV D,
o ALHIRIERED 72\ EGFR 3815 128 Bt e OV ALK @l &5
LA BEMEDYIBRARRE 2R HETT « FF3& D IE/ N it AR

@ FRLIZFEY T 5 BEF KT 2AF O£ 5 K OME H H1EIZ D0
T, ARNOBEREPHESL SN TEB O, AR G55 L 7
SYAAN
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. EABH A A T AN L E R IR IR O TR E D 72 )
VR AE R RATIEEAT O I/ N BB 12 3 B AA D 4
E.

o ARG S TSR IO O B S 7

D B AT DI RE 72 SR HEAT I/ NS FR | %
B AR

. DTAFOHIEN T STV R MO EBEH &

DRI G

©)]

(%)

[Zz Mz B3 % H1H]

DO~@

(%)

@I/ INHIE iR (2 B T DA - A Bh IR IALC %wT Tﬁ:a
W42 BT DA GOV TUE AR DL EVED

VENTELT, AADOEREGRR LRI,

®
(

e WHO Performance Status 2-4 "V ¢ HE

%)

@

(&)

(224t
O~®

(&)

GBI

(M)

A & 5 2 & TARIG R L A BUR BRI IE DIRIRIE D 72 )
BRANRE 72 R T HEAT 0D F6/ Nl i 8 A8 L2 k3 2 A D ¢
5.
Eﬂ/\ﬁéﬁﬂ%Eé?ifﬁﬁ%AEﬁ1t%ﬁﬁiﬁfﬁﬁﬁ§%E0>@é CIRBAEAT N
B B AT YIBRANRE 722 SR FITHEA T D FE/ N it e £ Lok
ﬁéﬁﬁ@&ﬁ
FE/ Nl e Jit g AR 12
5
QTABNDHIEN TR STV Wl O HTEEME S 7] &
DO L

xt3 % g ah R YA & L COARAID

(ZRE9 % IH]
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6. BEHIZEE L THHET X FHH

O~®
(%)

OAHN D i R FRER 12 35\ T PACIFIC 3BR T3 5-BME 6 12 4
A RIE 8 4512, POSEIDON #kBR Tl 5-Bts7 5 12 ML 6
W, F0%1% 8 #mIZ, AEGEAN 3BR Tl wiBEERT
B, itk 5 BRI, 48 JEIF £ CTiE 12 @IS H DRI &
1To TN Z & A BB ARFIE G HILE BRI B g A T4
ROWERZITH T &, 7ok, YIBRAREZR BT HETT OO FE/ N fifi
T2 3BT DARTE I U B 1A% O MERFER IR ISR 5 AR A
OEGWIRIZ 12 7 A F T, I/ HBaitHRE 3T DR - i
BRI k9 B AFI O B G- 3R Bh A & LT 4 B[ F T,
gL s LT 12@FTE+52 L,

6. BHIZEL THEETRZHIHA

O~®

(%)

OAHN O AR BRI 3T PACIFIC 3R T3 5-BIME S 12 4
ﬂﬁisLﬁV\HﬁmmNﬁ%fiﬁﬁﬁﬁ%%mzﬁﬁi6
WA, ZO%IL 8 WA MEDF 21T > T\t Z L 25E
(2. ARG PIIEBICEGRAE TOHROBEREITI Z &,
7235, YIBRRHE 72 R THEAT O FE/ N T |2 3 1 2 ARIEHI(LA:
UL OMEFFEIE I 2 AR O G-I 12 B H %
TETHI L,
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1. 1IZUHIC P2
2. AANOFE. (FRET P3
3. BRI P4
4, JEEklZOWT P8
5. &GRSR LM DEE P10
6. WHIZEEL THETNEHH P11
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1. ITC®IZ

S DOF N - REMEOHEROTZDITIE, A SCEFEITEE D Wl E22 6 23Rk
BId, BT, IHFEORFEREIFOEAAC LY | FUREIRG 72 & OFH0 72 8T BLVE %
JPESEMDBARBRENDH T, 2D DEEKGZEIZNERBFIRMET 25 2 L AR
AR L 72 o TRV R MBOE R & S B S $1 2016 (k% 28 42 6 H 2 H MEERE)
IZBWTH, EFMERLEOHAORBELHEZXD Z L L& TnD,

BORIEABTERR G, EEERSCER 2T 1 7 7 A VRBEF O ESK T & B 5 ic R
BHZENBDD, DD, AIMERONZEMEIZET HERDHERT 5 E TORM,
UHEERLOREZRZIT D 2 ENHFINBEICH L THERT 2 L &I, BIE
AN BRICEE 2xtn 2 & D 2 L AR 72— O BF % jii 7o 3 Rk R <
THZEDREETHD,

L7l T, KAA RTA4 Tl FAEEBELZNE TIHE LN TV DEFIETH) -
BHR RN EE-S & | LUT D ESE N O fei 70 5 A HEtE 3 2 8LA 0 b B Bk B2
HROREEFEEE T,

B ARITA RT A 0%, MSATBOE NEF M RIS, AMETE AN B AR
B PR 7 B OV WA LR N BRI IR GRS O o b L VERL L 72,

R LR AEES T a7 BETHBRZ)

R LR DMREUTHE - BEBEIE 35T D ATHT - IR MBI IE

W LR AMERORE : HRIHBEE TIL, L Z EUVEBER N 2T T F o & O
FIZBWT, @, RAIZIET 2 v v~7 (G z) &
LT, 111500 mg 7z 3 MMM T 4 [BlE T, 60 77FLL BT T
REFET 5, 20Kk, WERMPRETIE, Tar <7 (B
G/ z) & LT, 1081500 mg % 4 #FEMFET 8 EE T, 60
SYMICL BT CEEET D, 72720, (AE 30kg KL FDOHAED
1 [ 5-81% 20 mg/kg (KEH) &4 5%,

Y5 I 58 ¥ FH T A TR IMASH

(%)

BERRRBR IC 31T 2 S 3AI D YL - AR 13, R OIE P4~) M
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2. AFIORK, ERBEF

Tans w7 (Biafffiz) (CUF. TRAFD ) X, & b programmed cell death
ligand 1 (PD-L1) (Zx3 2% a7V > Glx (IgGlk) 77 7 A0k M€ /) 71
— T AFUETH D,

CD274 (PD-L1) 1%, KRB W THIFESMBEICHBELL T | EHfb Lz
VoNER (T ARG, B AR OV F 2 7% 7 —T Hifn) FICHELT 5 CD279 (PD-1) &
N CD80 (B7-1) &l L Sl s 2 Bl 5 & B 2 54Ty % (Annu Rev Immunol
2008; 26: 677-704. Blood 2010; 116: 1291-8) ., F7=. PD-L1 1. Fix OEEMAZIZ H %6
HLLTWab Z & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) 73#4s 41T
FY . PD-L1 & PD-1 241 L7-#EBE 13, BRI AN U R S8R0 72 T Hf» & OB % %
RS 2HFDO—2 L LTEZLN TN,

AHNE, PD-L1 OHIfESMEIICHEA L, PD-L1 & PD-1 OfGEHET D Z LSk
D BABURREEA 72 T IR0 O MBS ETEPE 2 358 U, IS oA i+ 5 L &2 6
T,

ARANOVERBFFIZ D < WE ORI X 2RIERSEN S &b, EEXIIFELTIC
EDLAREMEDN D D, AAIDOF G RO E#IZIT, BEOBIEEZ 02TV, BENR
D BT E I, BB LT FRIE U MR 2 ek & R 4 Ff O ERD &odds L
BN R W 2 ATV B DRPERUGIT X D EWEH NSO 2581213, BRI EE RV
T UHI OB EGEDOFYIRE 21T O LENH D,
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3. BB
FE I (2 33 1T B AR « #5715 Al BT 00 A FR R L BTG 24T - 72 T 2R B R ik BR o Rl &
-g—O
[ H72hE]

] B2 [F] 55 ML AHRAER  (NIAGARA 35R)

i IR PR D (MIBC) (2% 2 5 (b PR IERE SO TRIERIERE D720 ARIGHY
o I A BRI O & 72 2 BRI T2-T4aNOMO 1% T2-T4aN1MO @ MIBC E#E™

(WHO/ECOG Performance Status 0 X% 1) 1,063 5l (HAN 121 & Ee) ZXF4HT,
WRHBIEE & L TARI? 27 A2 R (LT, 1Ay ey )) 3 A7
F B LR L, 2O%OMBMERE L UCORAM 2 B 5 L7254 (RFIDF
MEES33 B LAARN 62l Gie]) &, INATMUIFRIEEL LTI LAV 2B+ AT T F
VRS LGS CHIREE 530 5l [AARAN 59 filaETe]) OFMEROZ 2%
Rt L7z,

FEFHEE O—>ToH 2 5 T ML A ] S E A S B ATHE BRI 1 L 2 2
A N2 MR (LU, TEFS))  (hfiE [95%(EfIXE ) (433 fEDA < k) D2
6] H o H ST OFE Rix, AFIGFARET NE™® [NE~NE], *JR#ET 46.1 [32.2~NE]
A THoT (NF— R [95%EEX ] : 0.68 [0.558~0.817] "6, p<0.0001 [J&5!] log-
rank #E, AEKYE (W) 0.04123], 202444 H29 A7 —% v M4 7) 7,

*1 : ESARIFE Y American Joint Committee on Cancer Ji #1038 (58 8 i) (2D <, FMRMRA S ITHla®
THER S (B ERROIRE 2 FR<) ORKE R G AR B F Rz & QR B F R o #i
W7 24 7) BEENRE L,

#2  HTRIAEBLREGE (3 EMAE 1A v e LT, 1 HBIZARA1,500mg % 4 A 7 L5 LTz,

3L 7F=07 V7T R 60mL/min PLEOEEITIE, 3EMA 1A 70 LT, H1HBEIZS
LT H BV 1,000mg/m? & AT T F L T0mg/m?, 58 HEIZT AT F B 1,000mg/m? % 4 YA 7
NMNEE L=, 7V T7F =227 7 A 40mL/min Lk 60mL/min RO BHI2IE, 3 #EAZ 19
A7NELT, 1A AR LAVFZE L 1,000mg/m? & AT TF L 35mg/m? % 4 94 7L
BE L7,

4 FRABDIRIE 4l AE 1 YA 27L& LT BB 1 HBICAHA 1,500mg &k 8 V1 7 s Lz,

*5: #HEETREE (BUT. [FER)

*6 : A EKUEICKIE LTz 95.877%/SHEIX 1% [0.554~0.824]

*7 . EFS @ 1 [B1 B O FEFNTH#IZET SRR M= 5L D < fRATHRE R
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1.0 7

0.8

0.6

0.4 4

OPIEHE T\ A

0.2 7

0.0

EFSHR sl (B ) [95%0 ]

FHHEE  NE[NE~NE]

———— FWEF 460 [32.2~NE]
I = (95% CI) 068 (0.558~0.817)

At Risk#l
FE|H g
T EE Y

533
530

X 1

454
416

<] 12 18 24 30 36

42 48 54 &0 E6

BRSBTS ORARE (A)

386
343

348
300

330
281

32
259

255
214

180
159 94 24 2

115 32

BR T HSL S E 303 A RIR B A BB HIE (S K B

EFS ® Kaplan-Meier Hi#R

(202444 A 29 BT —F v +27)
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[Zzpt]

[E BRI [F 25 MAHAER (NIAGARAGER)

B EFGIIAAIOEES27/530061 (99.4%) K OKHHRHEES25/526051 (99.8%) (278D Hi
oo WTNDDOIRBRIE L ORREBEARN B E CE W EERS (FER) X, ThEh
502/530%1 (94.7%) e 1M487/52645 (92.6%) ([Zi8& B AL, £ D 5 HLILT il (Grade5) (3,
ZNZEN3/53061 (0.6%) LU3/5260] (0.6%) Thoiz, WTINOEGRETRILEN
5%LL EORIERIZTERD LB Th o7z,

Kl VDT LOREH TRARNS%ULORIER (REMMITHRER) (NIAGARARER)

FEBIRIIR | FEATE
(MedDRA/J ver 26.1)

BilEx (%)

AFIOFFHEE (530 61)

xHERE (526 1)

4 Grade | Grade 3/4 4> Grade | Grade 3/4 Grade 5

2REIEH 502 (94.7) | 215 (40.6) 487(92.6) | 213 (40.5) 3 (0.6)
MEF LV /R REE

Uit A BRI E 132 (24.9) | 74 (14.0) 0 160 (30.4) | 87(16.5) 0

1fn. 125(23.6) | 32(6.0) 0 138 (262) | 49(9.3) 0

M N iE 51 (9.6) 10 (1.9) 0 55(10.5) 16 (3.0) 0

H ifn BRIS A iE 29 (5.5) 3(0.6) 0 35 (6.7) 5(1.0) 0
P MR

FOPR IR RE A T 52(9.8) 1(0.2) 2(0.4) 0 0
Rt X Ok E

BRRDE 107 (20.2) 1(0.2) 110 (20.9) 3(0.6) 0

insg/t SSAVIN ¥ 33(6.2) 1(0.2) 37 (7.0) 0 0
PR R E

R A4 34 (6.4) 0 28 (5.3) 0 0

Ktk = 2 —m /35— 27 (5.1) 1(0.2) 25 (4.8) 0 0
His L Ok EE

Hg 33(6.2) 0 39 (7.4) 1(0.2) 0
MR ER, MaElds K ONERR IR E

Loo< Y 31(5.8) 0 33 (6.3) 0 0
B IR E

G 258 (48.7) | 5(0.9) 0 229 (43.5) | 5(1.0) 0

(& 97 (18.3) 0 0 84 (16.0) 2 (0.4) 0

M - 78 (14.7) 5(0.9) 0 62 (11.8) 0 0

T 47 (8.9) 3(0.6) 0 37 (7.0) 1(0.2) 0
B ¥ K OV T AR kR 7

E52 50 (9.4) 2(0.4) 16 (3.0) 0 0

% ) FERE 48 (9.1) 0 8 (1.5) 0 0
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FEBIRSIE | HEAGE Bt (%)
(MedDRA/J ver 26.1) AFIGEREE (530 1) STHERE (526 651)
4: Grade | Grade3/4 | Grade5 | 4 Grade | Grade3/4 | Grade5

i EIE 46 (8.7) 2(0.4) 0 55(10.5) 0 0
— % - BEFEERS L OGN ORE

it 164 (30.9) 6 (1.1) 0 148 (28.1) 9(1.7) 0

) RE 68 (12.8) 2(0.4) 0 72 (13.7) 2(0.4) 0

sy 30 (5.7) 2(0.4) 0 21 (4.0) 2(0.4) 0
R A A A

U HRER B 74 (14.0) 36 (6.8) 0 69 (13.1) 34 (6.5) 0

Az v F =N 48 (9.1) 3(0.6) 0 47 (8.9) 2(0.4) 0

1R 31(5.8) 13 (2.5) 0 35(6.7) 14 (2.7) 0

TI=vT 2 hTUA | 30(57) 4(0.8) 0 28 (5.3) 3(0.6) 0

7 =7 —EHN

I I ERE e 23 (4.3) 7(1.3) 0 33(6.3) 6(1.1) 0

Fo UUTICEEES A S O RIEARBURI OEEHE R 2~ AFIDFHBRICIBW T,
MR PEMR AR 7 61 (1.3%) . KB 6 6 (1.1%) . EED FHFI 2 B (0.4%) . ITHERERE -
JHF2 30 il (5.7%) . FRBRFEREAR TE 52 1] (9.8%) . FUIRIREEE TLHESE 22 1] (4.2%) .
R RERE TS 2 61 (0.4%) . T EEMAEERERET 3 61 (0.6%) . BT (BFX) 561 (0.9%).
o 3 41 (0.6%) . Lk 161 (0.2%) . EAEFHIESE 161 (0.2%) . FPEdfEE (¥ -
N —JEEREZ & Te) 761 (1.3%) . infusionreaction 7 B (1.3%) . &S 161 (0.2%) . 3
B ERISE 161 (0.2%) F8D vz, F7o, M LMEIRE S, 1 BE R, %
PRI IRIRAPEER BRI . I, L O R EREE ., (LT 22 fL. BRBUT R ARGE ., BEER KX
OIRIFERBE IR e o Tz,
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4. FERIZOWVT
IS Y A 7 EHEEHE (RMP) (23D & ARHKI O 3K G 22 B ERETE B~ B ) (4
75%67}& X Thho T, RAIOFEGEP WY BHZZW - FrE L, RKAIOFTEGIC LY EHEE
SREWERH 2B LT BRICRHS T2 2 E B ERTZD  LLFOO~@ DT & 72 7 i
;K%wfﬁﬁféﬁﬁfkéo

O mEFITHOWVT

D-1 FiEd (1) ~ (5) OWVTNNITHEYT Hlix ThHDHZ L,

() EAEFBREDRET D03 A HERERL SRS (FRIE RS A RS HE L SR T
HiE 23 A RSB IS RRE . HUES AR 7R &)

(2) FrEMRERPL

(3) FRESFRAEEET 2 03 AR (DS ARIREEER ERbT. 03 AR
W 1IEBE. 2 AR e &)

(4) S RACFERIERE A2 % E L, S RIER LA 1, A RIER L FRE2 R 2

AT A SRBEIEA L S iE E 3 Ol e YE AR B B H 24T > T B Jifi R
(5) PUEMERE A AL G & BRAINGE O i 3% FUE I 4R B Jm 21T - TV D fitiak

O-2 BEMeREE Db 5E Kk ORIWE BN O XIS IZ +- 77 72 505k & R A Fr o= (P&
DWTINCEZE T HERM) 23, YR OARANCRET 21RO ETHE & L ThE S
NTN5Z L,
#
- ERIGRFESE 2 FEOMMIHEZE T L72R&IC 5 UL EOR ATRR D EERIHE %2
fToTWbHZ L&, 55, 28D ET, BAERYIFREZ L LRSS OMHE 217
STWNWHZ &,
- ERIG RS 2 FEOMMBHEZE T L% 4 L EOWRERBZORGAR R
AL TWDHZ L, 96, 240 BIX, BB DO A SEWIRRE 2 5 Lo D3 ATE IR D RRIR
HHEZIT->TCWAHZ &,

@ BENOEFHBFERERDOEHIZONT

EEGEREBRICIEE T 2 TEPEE S, REEEEND OFRE D, ﬁxﬁi @7
R i%ﬁ’]fﬁ?&@”‘sffﬁ&()\l:ﬁﬂﬁfr Ixbd D IR ML, A EFRNRBAE LA OWE
EBFEDHECDIATON D EHINE S TND Z L,

® BHWER~DRIHIZDOUVNT
@-1 fEgkAHIzBE 4 5 B4

F‘ﬁ’f’fﬁﬂﬁr BEOEBEZBEWEMANIA LIBRIC, 24 REMZEIEHIO T, Yi%iisk X
[T X T 4 b S 1AM EN %’uéfﬂw:”lffﬁﬁﬁ (Zhis U CABREHE KON CT 20 IEH OSERNZ &
E?‘m@@rﬁ%%z)é HHIZE G, B BICRISATRE AR 3 - T D Z &y
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@-2 ERMEFE L DAEERMNCICET2EMS

DN AR 2 B 2 sk K OB RE A2 9 D IR HE N EER =X U v 7
EEOIERDOAT V== TE2ITOERE & HFREZ LA TE 55 — ARG
SN TWbZ L, B, BHEEKEIZCOWT, DABRE L ZFOFBICHSICEmENT
WhHZ L,

@-3 BHER OB N ICBI LT

RIWER (FEMEMZR R, TFHSREREE - TR - MR 2, N WS (FR R EE
P, RIEHERERE TS, T ERAEEERESE) . B infusion reaction, KM - LD T F,
1 BUOBE R . Ak - BRESUHRLARAE, (O de. EAEMEESE, i, et i Miisid
PESEBES . Wi, EEDOREREE, MREE (X7 - N—EERL S ) b7
EOF R OFEEE AT R ERIBUDE . THALE 22 4L, BER . ARIFEREESE) 1Tk LT, Makhitiax
ST BRI ER O P 2 A 5 AN & U (RIHWER O ZWroxt eIz L THE &
OXEEZITONDIEMICH D Z &), EHICEUIRAENTE DIRHNE S D Z
&
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5. REMBRLLRDBE
(A2 B+ 5 F ]
@O IR BRI IS & 725 MIBC BEIZEWT, AFIL S L2 BV KDY
VAT T F L ORI K DRI E K OARH B 512 K 2 Al Bl %
DHERVEP RSN TND,

(2B 3 2 FH]
O TFTRICEZY T LEEIZOVWTIEAFOREN R L SN TWD Z b &5 E21T
DNz by
. AFHN D Rk Ui BOE O BEAEE D & 5

@ TRIEETOFMIC B W TFRICHK YT 2 BE IOV TR, AR OFEITHER S e
D3, MOIEFEERB A 2 WG EIZIRY | HEICARZHEN T 2 L 2B/ TE %,

. R PENGZE . (B RIGIE R 2 & de) Do 5 EE XTZ OBERO & 5 B4
o G A CRHVE S 2380 D BB K OV 498 55 D il (S JRAEME AL 23 2

Lo BE
. H R B DA XITEMEN 23 L < IEEFEMED A CuE R B OBERED
% BAE

. ECOG Performance Status 2-4 1 o B3

#1 ECOG ® Performance Status (PS)

Grade

0 2 < MR KTRB T 2, FMATE [F U B H ARSI HIRZ <ITA D,

1 PRI LR TN RIBR S D23, AMTITRE T, BAEECHE > TOMERIIIT O T LN TE 5,
Bl - VR, EHEE

2 HATAIRECH YD F DEIY O Z L3 R TRBELEMAERITTE 2V, D 50%2 BT~y ATl 2,

REAITZESOHEDEY DZ L LNTERY, BHD 50%2L Ea Xy Rz 1,

4 E<ET 2V, BOOFDEY O LFE TERY, Ry FhR Tl I,

10
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6. BEICEBLTHEETREXEIE

O WA CES TN, JERTEES NIREET 2 B RHE 2 IS & ARK| O e K O 1
RO DI B ERE I HMR L TR+ 2 L,

@ IBEBMBIZHESL D, BE ULF OFBEICA IR a2+ L, FE 525
TG THZ L,

@ FREWEHADO~X Y AL MZHOWNWT

B MERE R (TR & te) 23 Hbd Z ENH 5D T, WIHER
CEEIAU, DROR RS k. FEENE) ORI O XA 0 s . Bl
PHSCATO 2k, Fo. MBS UTHECT., i~ — 7 —% DO ME % £
TAHZ L,

infusion reaction3® o5 Z LR H Y | 2081 B LR O AAF$E 5-REIZ 5 infusion
reaction23d H 5D Z L3 H DT, REIE G ICITERIBH ORIEEZ 71
#5232 Z L, infusion reaction 358 LN A ITEY 2 LE A1T O & & BT,
JER N EE T 2 E TREORELZ H0ICHERT L2 L,

FOR BRI RERE | BB RERE E R O T BAREREENR S D DND Z LB H DD
T ARFI 5B AR R & OV G-I H e IR NI sE R AT (TSH. 57T 3,
WEBETA, ACTH, IH =L F Y —VEDORIE) 24TV, EEOREE +575108]
BY5Z b, ¥, MESUCEHBRESOERLEET D L,

AFNOBHIZ XY | WEORIEISTER T 2 &5 2 5Dk~ 7R BN e
DoHOLLNDZ ENRDH D, BELEHmIITV, BENFEO bNTGEITIE.
JE DGR L HEWER O%BLEZBE L, @URENZW 21T 2 & BE
DEFERISZ L D EWERAR DN 255121, AR OG- OKREE, H ik ULE
ERERNVE HIORGELZERT D L,

B G T % BORRKI OB H#6E L T bREWERN RIS 2 Z L3 H 5720,
AFN DA T RIS G BIWEH ORI H3ITHEET D,

AST (GOT) . ALT (GPT) . y-GTP, B U LB VD {2 ££ 5 FFFeERE |
9. MALPERRAE RN S Hboiud Z &3 5D DT, AFNEG-BRGHT K O 58
M EMEIC S RER A 21TV, B OREZ +0I2BlIgT 5 Z &,

RAVETREMER R, REREBEREOEREENLODND Z ENH LD T, KA
PGB AR K O G- T E BRI B RE A 21TV A OIREE 531
BETDHZ L,

VRBERIN DS & B odv, BERWET TV R=V ACELZERHDLDT, H
e, ELD, RIS DORER O FEE M E O BRI SRS 5 2 &, VRBERIN
WEEDNIZGEIZE, A A B2 B 53 5% OB RLEZIT S Z &,

" R

Ho|

@ NIAGARARBRIZIBN T, RIGAUBER SRBRIT O Itk . w24 H H X128 4
367 HIZE D £ TlX24iE., +OB%IIS2ZEEICAIEDOF M 2T T\l & 25

11
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BT, AREEG I ESNCEG R COHROMEREIT O &, B, AFlo#S
IXITRIAHBIIRIE & L CalRl & C, IR MiBhEE s LC8lETcedb62 L,

12
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1. iXU®IC

PSR DF NN « ZZRMEDFEMR O T2 D121, IRASCEZIC ISV 2l E 2 23R
BND, 6T, IEOREREMOMESRIZ L0 FUKEIRS 72 & OHF 72 3 1E A%
FEHRMDPEARBENDLHF T, 20 DOEEKNZ BICHLER BT RS 5 2 & PR
R & 72 o TR Y RIEMBGE S & YR O B TTEE 2016 (CEAL 28 4 6 A 2 H MERIRE)
IZBWTYH, EHMNERNEOHRAORE(LHEZXS Z L L ShTnd,

BORERRE PRI, REERSCRZ 2T 1 7 7 A VDSBEF D EESR & B 5 i
B BB D, 200D AR NZEMICBET RN H0EET 5 £ TOM.,
VHEIMOBEZMLS ZIT 5 2 EnHIFF SN BT LTERT S & &bz, mIfE
FMFEBL L 7B B 23t % & D 2 & A hE /e — 8 O B i 7= 3 SR BE A
THZENEETHD,

L7ei3o T, RAA KT A 0 TlE, BARBEES I E T LR TV D EFIREN -
R RN EED & | DUT O EIK S O it 70 8 2 HEE S 2810 b MBI Bk B 2
F RO EFREEZ T,

BB ARTA BT A %, MAIATEIE NEHE N EREIR O, AEETEAN B A
BRI 7o, —AFEENE N A ARBRIRNBH E S FrEdREFTEEE N B ARE 22 &k O
—MRFERTEN B AR ZR 2 D106 LR LT,

Kt L R AEIRS T a7 (GEIE TR Z)

KR ERDPETNE « GIBRARE 7R SR FTHEST O FE/ NIRRT |2 33 1T 2 AR L B S 1k 14
DHEFRHFRIE
BIBRARE 70 HETT « FRIE DIE/ NI fitE
/NIRRT (2 T D ARTRIT - AR R IE

KEERDMERORE : (BIBRAREZR R FTHEST O FE/ ML ATIE | 35 1 2 ARTEII L U B 1514
DHEFRHFRIE)
WE . RANET 2= 7 BB HE#z) & LT, 1 [E 1500 mg
% 4 BRI T 60 5 EILL LT CRifEEET 5, & 5T 12 7 A
EFTET D, I2EL, 1KE 30kg LT OGO 1 EEEIT 20 mg/kg
(KE) 95,
(BIBRAREZ2HELT « T8 DO IR/ NI T
N AU A=T (BEETHIEZ) KO BGRYUEEREEA 2 5 o bt
MR A & OPFRICIBW T, BH . RAIZIET 2030~ 7 (BIa T
FHLz) & LT, 181500 mg % 3 BRI T 4 [0, 60 43EILLE2T T
SEEET S, TO%, FTalolwT GBETERZ) LT 1A
1500 mg % 4 FRMET 60 3HILL BT CrifiiE+ 2, 2720, K
30 kg LT OEAO 1 BIEE 81X 20 mgkg ((KE) &35,

2
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(FE/ N 2 33U F BRI « s Bh )

WTATABNIRIE Tl M OFUEMEIES Al & OOV T, BHE, A
F7 a2 b7 (B iz) & LT 11E 1500 mg % 3 3@ fHf#RRE
T4 EIE T, 60 7ML ET TRIGFHET 2, TD%. IFERAMHEIRIET
X, T a7 (B z) & LT, 11E 1500 mg % 4 #[#H
fRC 12 [B1E T, 60 LA BT CHREEEET 5, 72720, IRHE 30kg
LLFO%AEO 1 Bl#EEE1X 20 mgkg ((KE) &35,

B W 2 H T A NI ERAMASH

(2%E)

LAY A~T B OZRESUIZNE, FHELOHE
SRE TSN - GIBRAREZeEST « TS DI/ N A e
FEROHE : 7 a2 v~T GBRIG B ) & O EARIUEMEIEEA 2 & Tefh O HiEtE
JEA] & OPEFICR W TUlE  RACIE L A Y A~ GBI F##ez) & LT, 18 75 mg
Z 3 JAMMNET 4 [8], 60 ML LT TRIEFHET 2, Z0tk, 7T HMOMREA %227 T, |k
LAY AT (Efaf#Hiz) &L T75mg % 18] 60 5Ll LT CRfliiET 5,

HRARRBRIZ B 1 A AN O FTE - BT 13, ERIKEGE) ©HE (P5~) &R
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2. AANOR:AK, VERBF

T a7 (Bl z) (BUF TAA) 1%, & b programmed cell death ligand
1 (PD-L1) &9 5%%& 7 a7V Glk (IgGlk) 77 7 2pe Mt/ 7 a—F L
ETH D,

CD274 (PD-L1) . AKANICE W THURRERMEFIZHBLL TRV | EHkLcY
YSER (T HERE, BAIIEK OV F 2 7% 7 —T fild) FICBL4 25 CD279 (PD-1) &
U CD80 (B7-1) & L SIS E 2 ACHIE T 5 &L & 2 54TV % (Annu Rev Immunol
2008; 26: 677-704, Blood 2010; 116: 1291-8), %7z, PD-LI %, ffix OEEMIIC I
LTCWAZ & (NatMed2002; 8: 793-800, J Immunol 2003; 170: 1257-66) ¥ Z41TE
V. PD-L1 & PD-1 Z4 L7o#RBKIE, NG HIRL S G RF A 72 T AR & DB 4[]
WS LEFEDO—o L LTEZLNATND,

AFNE, PD-L1 OFIEAMERICHES L, PD-L1 & PD-1 OfS&EHETH 2 LS X
D BAPURERRAY 2 T AR ORI BTG VE 2 08 U, IEE O Z I35 £ 525
TV D,

AFNOVERMEFFZ IS B ORERISIZ L HRIERZEN & b b, EEIETIC
EDHAREMEDN D D, AANOF G RO E#ICIT, BEOBIEZ 01TV, BENR
D BV AT, FBL L2 RUTIG U7 MR 22 Rk & R BR & RO E AT & i HE L il
N2 BRI 2TV B ORIERISIC X D EIER N S 2 HA 10T, BIRRE RV
EUAIOBGEOREY) I AE 21T O LERD D,



https://www.ajha.or.jp/topics/admininfo/

3. BRPRARE

YIRS RE 72 R FTES T O FE/ NI BRI |2 38 1 D ARTERI L2 e R 1 O #ERRIRE 1)
FRANHE 72 ETT « I8 D I/ N s K ONFE/ ISR 3R (2 38 U DARTRIT « A4 i B s oD A&
SRR B 24T - 7= B2 B R R BR O g 2 R 1,

[ 2]
O [EHEEHERIF AR (PACIFIC 55%)

D bl 2 YA 7 D AR O T ARG L S R 15 | PR B T 3R
D B T UIRAEE 72 R FTEST O FE/ Nl ia i 25 (WHO Performance Status 0 X
1) 713 B ORAIRE 476 B, 77 ARRE 237 61]) (AARN 112 6] [ARAFIEE 72 651, 75
BAREE 40 ] 2 ETe) ARRIT, ALFHONBRIER T4 42 B UANICAA] 10 mg/kg £
X7 7R oG 2E L, 2 HEME CLF, TQ2W)) TRIMEFEHE L & & DF%)
PR OLEMEZ G Lz, FEEEE Th 2 PO flEIc L 2 B EAF RN (LLF,

PFS)) (Il [95%IEHIXH]) OFERIZ. AFIFET 16.8 (13.0~18.1) B H. 77
TARBETS5.6 (4.6~78) WA THY , AANTT 7 BRICKH LA ANICHE R IER 27K
L7z (N — RE0.52 [0.42~0.65]. p<0.0001 [J&%5! log-rank ¥7E], 2017 452 A 13 H
T—=FHy A7),

o
1

Median PFS (95% Cl)
E3] 16.8(13.0, 18.1)
PEEE 5.6(4.6,7.8)

A= FH(95%Cl)  0.52(0.42, 0.65)

o 9 o »
1 A 1 1

W e
1 1 1

---------------

- D
A 1

DD 2 3t HF i o

o
1

REAREHCDMEM (B)

Number of patients at risk

Month 0 3 6 9 12 15 18 21 24 27 30
ES 476 377 301 264 159 86 44 21 4 1 0
T5tR 237 163 106 87 52 28 15 4 3 0 0

1 HIHEEIZ L D PFS OHEEHTRED Kaplan-Meier HifR

T, b OOEEFHMEER Th HEAFHM (LU, T0S)) (hdefl [95%(51H
X1 @ 188 OFEENT (299 DA X ) OfERIL, AFIFET NE® (34.7~NE)
A, TTRAEET28.7 (229~NE) A THY, AFNLT 7 BARICK LIEFRICH
BRMER 2R Lz (0N — REE0.68 [0.53~0.87]. p=0.00251 [J@5H] log-rank #E. A&
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KYE ([@E]) 0.00274], 20184E3 H 22 HT—% > A7),
o HEEAREE (BAF. KR

1t Median OS (95% Cl)
KH| NE (34.7, NE)
091 » I5+R 28.7 (22.9, NE)
e NH— Kt (95%Cl)  0.68 (0.53, 0.87)
0.8 - .
£ 071
[
2 06
8 o,
0.5 Poa
; "hg'..
L LI W BN TP y A DPY R R P |
0.4
0.3
0.2 1
— &
0.1
----- PARHN
0 . r - - - . - . . . . . - - .
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number of patients at risk 4 2 B (h S0 #AR(B)
A5 476 464 431 415 385 364 343 319 274 210 15 57 23 2 0 0
JS5tHR 237 220 198 178 170 155 141 130 17 78 2 21 9 3 1 0

X 2 OS DHEIEITE D Kaplan-Meier B

AANBEEM 112 6] CRAIRE 72 61, 77 BREE40 B1) O PFS (il [95%(57H4
X)) IIAKIEETNE [109~NE] B H, 7Z7BAREETT72 [2.0~18.6] B H (HF—
R 0.49 [95%ZHE XM : 0.26~0.89], 2017 4£2 H 13 BF—% v b4 7). 0S (F
JAE [95%(FHEX M ]) 1%, AAI#ETNE [NE~NE] # H, 77 v #ETNE [NE~NE]

HATHoT (AT =R 0.96 [95%ERIXH : 048~1.92], 2018 43 J 22 HT —%

Ty hAT),
1 Median PFS (95% Cl)
A NE (10.9, NE)
08 PAEE 7.2 (2.0, 18.6) 09
N — FH (95%Cl) 0.49 (0.26, 0.89)

08 08
% 0 £ o7
1 #
% o0 A os
p bt
1" £ e
";;J 05 05
“ o4 04

03 03

0.2 02 Median OS (95% Cl)

p— p— K| NE (NE, NE)
01 - s 54K NE (NE, NE)
=== TR NH—FH (95%CI)  0.96 (0.48, 1.92)

0 0

0 3 6 9 12 15 18 21 2 2 Y 0 3 8 9 12 15 8 20 24 27 30 3B B I 42 &
Number of patients at risk ®EAR o0 BrE(B) Number of patients at risk BB 50 WRE(R)
#H 72 59 51 47 A 27 19 10 3 0 0 £ 2 "N 68 67 63 63 61 58 57 49 2 21 N 0 0 0
7544 40 2 21 17 14 9 6 1 1 0 0 774K 40 38 % M M R 3N 0 27 23 5 9 5 (] 0

X3

B A A BEERIZRIT 2 PFSK OSSO F [T EF O Kaplan-Meier Hi $3

(£ : PFS, AK : 0S)
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(PD-L1 FEHLR DR O A0 Je OV 4 )

IL[RIZE M ARFRER (PACIFIC RBR) (A AN NTZEED - b, [EEMARICB W

T PD-L1 Z%81 L7 @A ) 281E (LUF, TPD-L1 388L=R]) 2R 215 HmFF
BT OERE DT — XIS & PD-L1 BRI IRB NN 21T > T- A 90ME &
OLZEMOFRERIZLLTO LB Th o7,

HEHMEIZEI LT, PFS XX OS DWW T HULUZEBWTH PD-L1 FBEEMIUWNEET TR
BT 2 ARFIBE DO N — RN KR E L RDEAARD Bz (K 4), PD-L1 B
D3 1%A0 & Y PD-L1 FBLEN 1%LL o BFEMIZIS 1T 5 0S @ Kaplan-Meier HifR 1T
K5DEED ThHoT,

728, PD-L1 ORBERIZL 5T, AFOLZEMT a7 7 A /VIZFERETH - 7=,

AR IR (%)
A IR HR (95% Cl)
X3 il —@— 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(0.26,0.85)
PD-L1 TC 1<-<25% p—— 38/97(37.1%) 28/47 (59.6%) 0.49(0.30,0.80)
PD-L1 TC <1% —_——— 49/90(54.4%) 40/58 (69.0%) 0.73(0.48,1.11)
PD-L1 Unknown e — 81/174(466%) 58/88(65.9%) 0.59(0.42,0.83)
T T r v T
0.2 0.4 0.¢ 0.8 1.0

AR BRI (%)

&4 Itk HR (95% CI)
2E%6 @ 183/476(38.4%) 116/237(48.9%) 0.68(0.53,0.87)
PD-L1 TC 225% | 37/115(32.2%) 23/44(52.3%)  0.46(0.27,0.78)
PD-L1 TC 15-<25% — 33/97(34.0%) 22/47 (48.8%) 0.60(0.35,1.03)
PD-L1 TC <1% e | 4190(456%) 19/58(328%)  1.36(0.79,2.34)
PD-L1 Unknown e T2174(41.4%) 52/88(59.1%) 0.62(0.43,0.89)

T T T T
0.5 1.0 1.5 2.0

Xl 4 PACIFIC BRBRIZIIT D PD-L1 HBEURHUHITD PFS KR OS D7+ VR FFua v b
(££% : PFS. AKX : 0S)

f
2

—_—

15t

0

.......

......

Median OS (95% CI)
ES] NE (20.8, NE)
Tk NE (27.3, NE)
/\H— KH (95%Cl)  1.36 (0.79, 2.34)

0 3 9 12 15 18 21 24 27 30 33 36 38 42 45
Number of patients at risk (AR (THS0 WEE)
-~ | 920 88 84 81 72 65 56 50 45 35 20 T 3 0 [} 0
IR 58 56 47 45 44 43 40 36 35 21 1" 8 3 1 1 0

X 5
(X

Median OS (95% Cl)
Bl NE (NE, NE)
08 B T5tK 29.1 (17.7, NE)
h \H— FH (95%Cl) 053 (0.36, 0.77)
08 .
-
£ 07
..........
0s N
A‘l.u
X PR —
04
03
0.2
— %
01
——- TS5
0
0 3 6 9 12 15 18 21 2 27 30 33 % 39 42 45
Number of patients at risk EEDDAD SO MWMH)
:5<1) 212 208 193 187 178 17 165 156 134 105 62 34 12 1 0 0
IS5k 91 81 75 67 64 58 52 46 41 29 17 7 5 2 0 0

PACIFIC BEERIZI1T 5 PD-L1 ZEELRBLEITD OS D Kaplan-Meier HifR
: PD-L1 BHER<1%DOBELE., £FX : PD-L1 EZER=1%DEBEEH)
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@ EEEILFESIFERE (POSEIDON #ER)

B2 PRIEIE D 72 W EIER A RE 70 4T - P& o0 FE/NHIIE i 2T (WHO/ECOG

Performance Status 0 X% 1) 675 ] (AAI2+ FL AU A~T (B ff#az) (LT,

[hL AU A~T)) 24 Aaif 2 G it 7 RE™ IRFIOFMEE 338 ], AaefmaE
o bR B DR AR 337 f511] (A AR 49 51 [AAHIOFRRE 21 6, e 28 5] %
wie) AR, AHL ML AU AT ROESRA L ST FRIEEZ RS LT
B D MR V2B Z G LT,

0S (Pl [95%1EHEX M) (536 tEDA X ) OFEFIL. AFIPFHEET 14.0 (11.7

~16.1) B A, XEEET11.7 (10.5~13.1) B H TH Y | AFIGEHABET S BREEC 5 L
FHNCHRBRIER %2R LTz (0N — R [95%(E#EX[#] : 0.77 [0.650~0.916] , p=0.00304
(@5 log-rank ¥ 7E . A B /KYE (W) 0.00797]. 2021 43 H 12 HF—% v b4 7)),

op 2 Gt H W

*1

*2

*3:

ARE30kg HTHY . ERHER AR (LT, TEGFR)) BfaEREMENORSEY [l

X —1 (LAF., T4ALK])) BhEBIETEEOBRENKTR E SN, 7272 L, R LR IE/ AL
BE YT Kirsten 7~ MAE Y A L AEEIGFAE 1T 7 (KRAS) o2 B0 8# 13 EGFR &
(BAERE VALK A BB TEROBRE L T LW 2 & DNFHR I,

AFI1500mg KR LAY A7 75mg #55 0, 3, 6, 9HEBIZK 1 BIRE L, Z20O%H 12 8H
D HAK] 1500 mg & 4 HEFE (BLT, [Q4W)) TEE Lz, /-, F16HAIZ LAY AT
75mg & 1 [E#E L,

SHE A1 YA 270 E LT, OZ7 U EZXEL (TL7 I B (41, 8. 15 H BIZ 100 mg/m?
HRE) +AVRTTF (B 1 HBIZAUCS L6 ##5), @7 avZey (1, SHHIC
1,000 mg/m? X1 1,250 mg/m?> % 5) +> A7 7 F > (51 A HIZ 75 mg/m? Z#5) #HLIFH
NRTZFv (1 HHICAUCS Xt 6 ##5) RELEEDOHR), XT@<A FLXtE R (5
1 HHIZ 500 mg/m? Z85) +2 A7 75> (B 1 HEIZTS mgm? 285) HLAIAIAVRT T
Fr (1 HEBICAUCS L6 2##5) GERYLEREDOHR) OWTNdE 4 A 7 5 Lz,
RBRETIE, MEEHWIESNTHESBIZ 2 P4 7 AVETEIMAME Lz, @A RLFER+H
SRIFP GHITIRENEIT L TRV ERIL, NA FLd B R (500mg/m?) MEERRE ORAIGHH
BETIZ QAW $e5- . SPHRRETIX 3 B UL QAW #5) 1ITBIT L=,

08+

06

024

00+

OS$k(E (B) [ 95%Cl ]

FHE+ FLAYLRT
+ BENAHROEAEN 140 [11.7~16.1]
11.7 [10.5~13.1]
~HF—Fi (95% Cl) 0.77 (0.650~0.916)

at risk®

T T T T T T T T T T T T T T T T T
o 3 6 o 12 1s 13 n 24 27 30 Eel 36 30 o & 8

SEAEG, L DEM (B)

FE+ L XY LT+ BERAGRLEEER

338 298 256 217 183 159 137 120 109 95 88 64 41 20 9 0

BERAFRLEFESRE

337 284 236 204 160 132 111 91 72 62 52 38 21 13 6 0

Xl 6 OS ? Kaplan-Meier Fh#g

8
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@ [EREILFEZFMFEFER (AEGEAN )

BRI I, A 3% B (N2) O8IER Al HeZe 36/ Nla e 5™ (WHO/ECOG
Performance Status 0 3/ 1) 802 1 (HARAN 79 & &) Z xS, iTRimEREL L
TAAN & QA2 ST L FRIEZ G L, £ 0% OINBMBIEE L L TARKZ B
Mt L7eGa ORAIDFREE 400 6] [AARAN 37 Bl2ETe]) &, anic 7 78R E as
R & GTefbFRIE RIS L, INRIC 7 7 R 285 La GHBEE 402 41 [H
AN B ZGTe]) ™SO E ZataBEt Ui, 7k, BB IC EGFR BisF
IEEBGE T ALK RlEEAR B IME DS HERR S VT2 B3 OB Pk & RiEfE & 9 5 FHEZS T 23
Thodv, FHEZERTNHEA A OV 5L BB TR MERRAT R G20~ b Rtz O bk
fiEMTxtge (BT ITT M)« ARAIOFAEE 366 B, xtFREE 374 ), REMEMITIIZIE, 1k
BRI SE e G- S a7z 799 B (CAAIOFHIEE 401 f5is, i HEEE 398 i) Toh o7z,

FEHMEE O—2>Th 2 5 MNP RAHEI L DA N MEFHIRH (LT,

TEFS1) @ 1[5 B o FRifitr ofs & (F Il [95%E X M) (236 R A~ 1) I,
AFPFHEET NE 31.9~NE) 7 H. xtHREET 259 (189~NE) A TH Y, AHIGFH
BRI RIS LG RMICH B RIEE 2R LT (N — Rk [95%E X : 0.68

[0.53~0.88] 7, p=0.003902 [J&HI| log-rank f7E. A EAKAE (FH) 0.009899], 2022 4
1MAWHT—%Dy A7),
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1.0

OpBEREHF 7\ 2N

0.4

0.2

0.0

at risk 4%

AFNGFTE

Sk R

*4
*5:

*6 :

*7 .

0.8

0.6

EFS FR{E (A)[95% Cl]

— RFIGF R NE [31.9~NE]
puichi:d 25.9 [18.9~NE]
NP — KLt [95%CI] 0.68 [0.53~0.88]
(20225 11 R10BT—4 Ay b1 7)

1 1 1 1 1 1 1

12 18 24 30 36 42 48
EELBEISOHE (A)

366
374

271
257

140
136

78
74

49
50

X7 SRTHISHRYEEIZ LD EFS © Kaplan-Meier Bk
QIRENAI0BET—Zhy v47)

30
25

11
13

1
1

R JR #11% American Joint Committee on Cancer J& 434 (58 8 i) 12k <,

ETIC, BeAlZ S bRk L O T T AF 1 [E 1500 mg XIiL7 7R % 3 H@HEMERET
BR AT A7 VFE L, iR, AH 1 E 1500 mg X7 T R % 4 BRI TR 12 1 2
WEEE LT,

LD A - AR, 3EMEZ 1A 2708 LTUTOWTha s RIREN T2,

R EREIC R LT,

OZ7 U &xt/L (1 HABIZ200mg/m?) +HARFFF (81 HEIZ AUC6)

@7 avHEY (1 K08 HEIZ 1250 mg/m? (HATIEL 1000 mg/m?)) +> A7 Z7F > (51 H
HZ 75 mg/m?)

IR LR ICH LT,

@A PLFER (81 HBICS50mgm?) +AFFF> (1 HABIZ 75 mg/m?)
@~AFLrXE R (81 HHEIKS500mg/m?2) +HVAR7T7F > (1 HHIZ AUCS)

7B, QRUBIZHOWT, BEMNPRERGE. VAT ITFnbHNVRT T F O A T
LE&NT, QoW T, FREREND DBEEIIT AT T F U CHEMEN 0 &l Sh - B
. PA 7V I MBIV RTTF o (1 HBIZAUCS) IZEEAREE S,

KBEEZEI D 1 D= b OO, HFERMERIEDORGIOY A 7 BN T TRAIN 1 [0 5
ST LB, BT REM TIIARIOFRAREE LTl fbiiz,
A EIKUEIT S LT2 99.0101%EE X 1% [0.48, 0.96]

10
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(24 14]

O [FERILFEFMFEFER (PACIFIC #R5R)

BEREGIIARAIRE 460/475 B (96.8%) M ONT T B AEE 222/234 5] (94.9%) 1258 &
iz W OIERIEE ORREBENGE TERWAEEFR EIEH) X, 2hth
322/475 B (67.8%) KON 125/234 fil (53.4%) (23D B, =D 5 BT A (Grade 5)
I, FNER 747561 (1.5%) KOR3/234 6] (1.3%) Tholo, WTIDORETHRELFE
2 5% EORIERIZTRDO LB Thoto,

#£1 DTHOAORETREED 5% EOBIVER (REMANTXIRER) (PACIFIC RER)

FHERIRIE | BEARFE B (%)
(MedDRA/J ver 19.1) AHIEE (475 B1) 77 R REE (234 f)
4= Grade  Grade 3/4 Grade 5 4> Grade Grade3/4  Grade5

REIEH 322 (67.8) 56 (11.8) 7(1.5) 125(53.4) 10 (4.3) 3(1.3)
PN 3 AR 7

PR B RE T U 30 (6.3) 0 0 3(1.3) 0 0

AR I RE A T E 50 (10.5) 1(0.2) 0 1(0.4) 0 0
B IEREE

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

G 26 (5.5) 0 0 14 (6.0) 0 0
—f - AFEER L OGO RRE

1% J)9E 28 (5.9) 3(0.6) 0 15 (6.4) 0 0

9 5 62 (13.1) 1(0.2) 0 26 (11.1) 0 0
R L O EE

AR 27 (5.7) 0 0 7 (3.0) 1(0.4) 0
FERaR. MERds X OMERR ks

Ui 25 (5.3) 0 0 4(1.7) 0 0

I % [ 28 (5.9) 3(0.6) 0 8(3.4) 0 0

fililigioe 43 (9.1) 6 (1.3) 4(0.8) 8 (3.4) 2(0.9) 2(0.9)
B $ KOV ARk S

% O PEIE 33(6.9) 0 0 5(2.1) 0 0

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

¥, UTICEEFEREZEORIEHREBUROESHE R E R, AFFEIZBWT, M
B R O R 2 % & de) 66 51 (13.9%) . HRARFSREIR T E 50 41 (10.5%) |
FR I e TUEESE 33 151 (6.9%) | ITHEBERE T 20 151 (4.2%) . infusion reaction8 1] (1.7%) .
K2 261 (0.4%) . EEO FHI2 61 (0.4%) . BhEE (REMEBRSE) 16 (0.2%) |
1 RUHEPRI 151 (0.2%) | FIFSHERERESE 1451 (0.2%) 2SR Bz, £io, Mk - Hk
FRRIRIE . (DA, BERERFEEDRE, T EEAAMERERETE , BERRR K O ME /Ml PE 4R
B IXEE O DL o7z,

@ [EFSILFEFEMFERE (POSEIDON #Ek)
HEFEZIIAFIGERE 321/330 1] (97.3%) S OSFBREE 320/333 41 (96.1%) 12388 5
iz, IBBIE L OREBEABRPEE TCERWVAEFS EIEM) X, £ 21 306/330 fi

11
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(92.7%) e Tr298/333 f5i (89.5%) IZ@BD HAL, £ D 9 BLILTH (Grade5) 1%, ENE
AU 117330 6l (3.3%) &N 8/333 5l (2.4%) Th o7, WTIUNDOEETIHELEN 10%LL =
DEWERITTRDO LBV TH T,

K2 WTNHIORETREEN 10% U EORIER (BT IREH) (POSEIDON ER)

BB RIS | FAGE B (%)
(MedDRAV/J ver 23.1) AHN0F F#£(330 14l S HRRE(333 f)
4= Grade  Grade 3/4 Grade 5 4 Grade Grade3/4  Grade 5

2RIEA 306(92.7) 171(51.8) 11(3.3)  298(89.5) 148 (44.4) 8(24)
g3 LY 3 RkEE

Syl 144 (43.6) 57 (17.3) 0 145 (435) 68 (20.4) 0

T BRI iE 96(29.1) 53 (16.1) 0 75(225) 40 (12.0) 0

IR i 53(16.1) 18 (5.5) 0 53(15.9) 17 (5.1) 0

BRI E 42 (12.7) 9(2.7) 0 36 (10.8) 12 (3.6) 0
Moy Wk

AR B RE AR T iE 35 (10.6) 0 0 3(0.9) 0 0
R L Ok mE

BAROR 69 (20.9) 5 (1.5) 0 70 (21.0) 4(1.2) 0
Bk E

GV 124 (37.6) 4(12) 0 115(34.5)  5(L.5) 0

W 47 (14.2) 4(1.2) 0 40 (12.0) 4(12) 0

T 46 (13.9) 5 (1.5) 0 35 (10.5) 4(12) 0

{550 27 (8.2) 0 0 49 (14.7) 2 (0.6) 0
Befds K OV TRk 7

F3% 52 (15.8) 4(12) 0 10 (3.0) 0 0
—f - REFEER X O S OREER

%57 65 (19.7) 5 (1.5) 0 62 (18.6) 7(2.1) 0

1 3 41 (12.4) 8 (2.4) 0 26 (7.8) 5 (1.5) 0
BRI A

TT7=rT /) T AT 34(103) 4(1.2) 0 41 (12.3) 7(2.) 0

= 7 —BHm

i P ER B 35(10.6) 24 (7.3) 0 57 (17.1)  25(7.5) 0

723, LTI EFE S 2 & TR E R BUIRI OEFHE R 27, AAIGFHRICB VLT
AEIIE N VA Y A~ 7 & ORRBERBEE TERWEE MR 15 6] (4.5%) . K
IE2% 16 1 (4.8%) . FED THI2 41 (0.6%) . WHILEZFL 161 (0.3%) . HIRAREERE
B TFAE 34 451 (10.3%) . AR AREEBETTHESE 21 6] (6.4%) . B HEREREE 6 41 (1.8%) .
THEEAEREREE 5 6] (1.5%) . 1 RUBERAS 161 (0.3%) . AFRERERETE - AT4 - ff(LiAn
B A8 B (14.5%) | EEE (MEMERRE) 2461 (0.6%) . Fhizk - B ELAE 2 4

(0.6%) . Lz 1 (0.3%) | Fafz i/ MR IS SR B 1 451 (0.3%) . infusion reaction
11 1 (3.3%) . HEVELFPERIE 16 (0.3%) . HEEORERE 14 (0.3%) . #

12
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BiEE (X7« AU—JEEREZET) 161 (0.3%) . g 161 (0.3%) . IR 7 4
(2.1%) RO BNTZ, FTo. BEIEMGEIEK OBEFER IR b2 no Tz,

@ [EBRILFZ N AHFRER (AEGEAN #BR, 2024 5 H 10 HTF—# B v h47)

A EFGIIARAIOIHEE 387/401 1] (96.5%) K OKFHERE 379/398 il (95.2%) (278 6
iz, 1RBEE L ORI RBEBRA G E TERWAEEFFER EIEM) X, £ £h 224/401 41
(55.9%) TN 1807398 f4il (45.2%) IZ@BDH HAL, £ D 9 BLILTH (Grade5) 1%, ENE
AL 6/401 B (1.5%) KXY 0/398 il Toh o7, W DORETRIEDN 5%, EORITEA

IITERDOEBY ThoTo,
K3 WTNHIORETRERR 5%ULOBHER (ZEMMITREM) (AEGEAN 3ER)
TRERIRSHE | HARTE BIEL (%)
(MedDRA/J ver 26.1) A FIOFFTRE(401 1) %f R (398 f1)
4x Grade  Grade 3/4 Grade 5 4> Grade Grade3/4  Grade 5

2EIEA 224 (55.9) 59 (14.7) 6 (1.5) 180 (45.2) 47 (11.8) 0
MEE LY R REE

E=iil 22 (5.5) 3(0.7) 0 25 (6.3) 2 (0.5) 0
B RTA

FFDR R RE ARG T 45 (11.2) 0 0 6 (1.5) 0 0
R L OseskEE

AR 20 (5.0) 0 0 12 (3.0) 0 0
H b

BV 25 (6.2) 0 0 32 (8.0) 1(0.3) 0

T 22 (5.5) 0 0 14 (3.5) 3(0.8) 0

155K 11 (2.7) 0 0 20 (5.0) 0
BeJ$s KOV TRk b 7

B 37 (9.2) 2 (0.5) 0 21 (5.3) 1(0.3) 0

Z 5 FEIE 29 (7.2) 0 0 6 (1.5) 0 0
—% - REFEER X O G OREE

I IE 20 (5.0) 0 0 22 (5.5) 2(0.5) 0
B R AT

TI=VT ) RNT AT 22(55) 2(0.5) 0 15 (3.8) 1(0.3) 0

= 7 —EHN

20244E5 A 10 BT —4h v v A7

¥, LTNICREEERZ S 0REN BRI OGR4~ T, AFOFHERICBD
T, BVEMERR R BRIl 2 & de) 26 B (6.5%). KEFZ 2 6 (0.5%). Bk
(FIEMER ) 261 (0.5%) . NTHgREREE - P2 - BEALMEARAE 2% 47 61 (11.7%) . HK
HRBEREA TE 45 1] (11.2%) | FURBRHSRE TTHERE 17 61 (4.2%) | BB HEREREE 2 $41](0.5%)
TEABEEERETE 2 61 (0.5%). 1 ALHESRHS 1 61 (0.2%) . Lk 161 (0.2%) . HEAER;

13
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J1E 11 (02%) . 2 1 61 (0.2%) . #fkFESE (¥ 72 « NU—JEBREREZ G Te) 4
(1.0%) . infusion reaction4 51 (1.0%). BEFEDOFZJEREE 1 61 (0.2%) . B 2 1 (0.5%)
WO HNTe, £lo, BEEDOTHI, R - BEUHRAIE, FEEEL rPERAE, H0E

e gL, BEMESE, Sos M s IRIBD HE SE B ) OVRZEERES 13780 D ie o7z,

[k - H&E]

ARHN O RHE BN REFENTET V2 W2V I 2 L—3 3 2L D | PACIFIC iRk D
BEEMNCAH] 10 mgkg 2 Q2W 3T 1500 mg & Q4W THG L7z & & D i iR
BEtEnr, £, AFORE — KIS ET A2 A=Y I 21— a2k b,
PACIFIC 35k 0 BE LI AAK] 10 mgkg 2 Q2W XiE 1500 mg 7 Q4W THE Lz & &
D 0S BEFt Sz, TORER, AA| 1500mg Q4W BEEFFD Cohings 1. AF 10 mg/kg
Q2W FEHHFD Cuings & B L TIREZ R T & FRHISHIZH DD, 10 mgkg Q2W #x5- &
1500 mg Q4W % 5-& DT, OS ICHfER AR TR D b PRlah, £7o, K
#1500 mg Q4W FE5-HFD Coaxss 1T, AN 10 mg/kg Q2W R 5-FFD Craxss & FEHEE L T
R ETHIENTZH DD, PACIFIC ARERIZEB W TAK] 10 mg/kg QQW #e5- L 7= B D
T B O BT DI o 7o 2 & K OERAL N i B
IZAHE 1500 mg Q4W £ 5 U 7= BRONRFE & & 222 & ORI R 72 BIEIIRE S Di/en
Sl Z s, IR BF BT HAA 1500 mg Q4W 5 13AK] 10 mg/kg
Q2W Bt L RIBRICERFRE L B 2 bz,

#3 PACIFIC BRBROBEEFICBWTTHISNEZAFID PK T A —X

Ri% - A= B2EHH AUCs; (ug-day/mL) Crmaxss (ug/mL) Chinzss (ug/mL)
10 mg/kg Q2W 473 7633 (4695-11581) 365 (251-511) 160 (91.0-250)
1500 mg Q4W 473 8055 (4996-13326) 567 (400-827) 130 (65.4-238)

FfE (90% T . AUCs : EHAREICIS T 2 54 28 H A o> M3 i FE — IRpfE] AR T IRIAS . Coningss
TEHARIBIZ I 2 BARMTE TR L Cimaxss @ AETAIRBBIC I DMl PR (R T IR

14
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4. FEFIZOWVT

S U R 7 EEEHE (RMP) (ZHD & AHI O BEFE 22 VR BRIE B~ 1 1 14T
N LR T > T, AFNOTG P EG)REEZ2W - FrE L, AAIORGIZL D EE
IREMWER 238 BL U T2 BRI T2 2 L A 272D LT DO ~@ D~ T Z i 72 9 it
FRICBWTHEHTHETH D,

O Mgz oW T

O-1 FRED (1) ~ (5) OWFINNIEZET DM CThH DI &,

(1) EATBEREDEET 22 ARFEEIL RS GBS A FE gL AR
BE, HUEOS AP EERL SR e HUBS AU 72 &)

(2) ‘FrERERE T

(3) HSENFRINFNIRE T 5D AZHEEEERPE (DS ASHEIE R ERbT. 23 A
W 199, 23 ARSI HEE R B 72 &)

(4) ARALFIRIEEZFRE L, SRS L RIEZER 1. SORIEE L RIEZ2 R 2
SATHKIEFAC IR 3 OREaR MEIAR D i H 21T > T D fitiak

(5) PUEEMEREE AL & BN OREFEIEEICAR D H A2 1T > TV D Jitix

-2 s DAL R % & o H3 A SRR 15 K OVBIE F 38 BLHE O e I+ 40 72 0
ik & RRBR A REOERD (FROWT IS T AER) 23, Y2EROAFNCEET 5
BEOBMTE E L TRHRESINTWSZ &,

7

o [EHithEFFEEE 2 EOPIHINHME ZME T L7212 5 4ELL EDO D ATRIED BEARIHE %
[THoTWBZ &, 9bh, 24D R, NARMIRELS T & L2 BRBEEZOHHE 2
{ToTWVWBHZ &,

o [ERRFFIGER 2 FOMPIHEAZE T L72RIZ 4 FLL EOBRKRRZ A L T
Z&, oby 3ELLRIE. MO AERMIRE A S LR SR S O BRIRIHE 21T -
TWnsZ &,

@ BN DOEIEMIEHRE BOKHIZONT

e LG A BRI 2 BT R E S v, BUEKAE D OFRE D, Aok - &%
PSR PRE RO G E R OERE T 2 @I, AFFLNR8AE LG E oW
EH, ERHEONIATONDEHIRESTNWDE Z &,

15
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® BIEHA~DXIRIZONT
@-1 s Az BE ¥ 2 Bk

VR M R OB SRR 2% & & de) S0 BB ZRBIMEH 23R4 L 72 BRI, 24 BEREI 2R
RO T, Mazhiak IEEE KBV T, BB L ZEWERIZIE U CABRREE KO CT
LORIWER OB LB RAORERY A IS S, B HIZKHG FTEE 22 A 235 -
TnWbH ZE,

©-2 EFEMEFHIC L DEEESIHCICET 5 E{:

DA D D EMI i L OB L2 AT 2 BFEEEEDPRERE=21Y 7/
EEDHEROA T ) —= 2 T ETOERE L IE#ME LA TE D F— LERIKH D
HENTWDZ &, BB, BIIAHICOWT, DABRE L ZOFHFEICHYEmEN TN
HZ L,

®-3 EIER OBW-LCRISIZB LT

AITER (FEPEMIRE (i RilEse 2 & Te) . ATHERERS
PR (FRARIRBRRERS | BB PRRERR S | T IR PR AERE ) | BB | infusion reaction,
KNG7% « BEO TR, 1 RBERp, Mk - BIRCHRARE, O, BIEREIE, Bk
K. SRR/ IMRIBDVESRBER . M9, BEEDREREE . MfEkEE (72 - N
it 2 & Te) | ALFIRIEDF R OFREBWELT HERIBAE ., THILAE 2R L. TR, ARIFERPFSE)
(2% LT, Y SO BRE R B OB 2 A9 S A & B U (RIVER OR2Ere
XIGIZB L THRER X EEZ T ONDXMFCHH 2 L) EDICHEURLENTE D
KHIRFESTND Z &,

it

- AP - BEEPENRAE 2

— 1

A}

3

o

16
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5. BEXR LR DBE
(B2 B3 5 FIA]
O TROBREIIHEY T A HTEICBWTARBR SO FIMEN RIS TV D,

4 U5 25 T AR TR AL 2 U R IR IE DR IR BT SR D B 72 v - 12 4)
BRANBE 72 R PTES T O/ NI S (Stage 1I1) 12x14 2 MERFRIE M TS B
HIZB T HARK O HEA S
{BZRIERE D 72 EGFR 8 An 128 B IEVE K O ALK B8 is 120 UIBR A HE
7o AT - P OFE NIRRT RE IR T D, AAlL P LAY AT ROH4AR
| 2 & F o D HUEM ISR & OGRS
GIRRATRE 72 JE/NARBO R (Stage T1. IIMA XX 1B [N2]) (7272 L. EGFR #&ix
T RENE XX ALK A B TRETH D Z L BRI N TV S EBEITRL)
R D ARFE AR 2 G T b SRR & OB X DR Bh RS,
K OAKRFNEI 51 X D i B E
PR SITALSERREII L T O L B0, BEHNE 13, BRERRE. [tk OB ILIR S IH R
(AEGEAN RBR) | OER*S B,
<R R >

HARFTF L ROST Y &%+l

VAT TF U RN A X e R

HNVKRT T F o R ONF L7 B Rt
<R bR >

VAT TFURVANA RLFE RF R oA

HARFFTFLURONRA RLFE RF R oL

@  TREICEEM T 2 BEITHTT 2 AR O 5K O F 5 EIZ DWW T, AFIO A Zh A
LS TE LT, REAOEGG L 72BN,

14 B 2 5 Lo AR VB HOAL 7 BUR BRI D TR IR D 72 W BIBR RN RE 72 R PIT A T
F/INHI R T B (kT D ARF D G-

14 B & B o AR TE UL S U BIRTE D 3% TR B T 358 80 & 7= WIBR AR B
73 JR T AT D FE/ N i JE A ek 2 AR D e -

O TARBNDOHZIIED R LTV RO HUEME RS A & O OF &5

@ AFNZEFEELFESE AR (PACIFIC fBR) (ZBW T, &FEN T 7 BRIk
L CHEEFMEEE & & 7- PFS LT 0S OEEENSMREES LTV D, 7272 L, 5%
HIZRRHTRE R CTlEdH D DD PD-L1 BERIZ L O ARMEN R D Z L BRE S
HRERVDEHEON TS Z ENnG (P7TER) ., YIBRAEEZ RFTEST O I/ Nl R s 12
BT DIRIBE B BRI OMERFRRIEIZ B W TARRZ & 59 556 121%. PD-
L1 BBRLHER LT LT, &G AIGOHW 23252 L% E LV, PD-L1 FEBLFE
D %R TH D 2 EDHERSNIZEREICB O TL, AFOFREOLEM A HEIC
W52 &,

17
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723, PD-L1 HBLEZ MR T 572D DORAFNOZ W IL -~ Z ) OptiView PD-
L1(SP263) T 573, LATN DLk Z 2512, PD-L1 IHC 22C3 pharmDx [ =] X
I% PD-L1IHC 28-8 pharmDx [ % =t | |2 X ¥ PD-L1 BE R Z MR L. AFOFK G 0]
BERPT2EHTED,

SCHREE)

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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[ZetizB 4 5 F1E]

O TRIZEYTIHIEEICOWVTIEHAROERGNEZDE SN TS Z D, B 21T
Oz &,
o ARANDOEITIT R LIBBUE D BEERE D & 5 B

© BIBRAREZ RPTEAT O FE/ N ITIE 12 38 1 D ARTAHI L U SRR L OHERRREIC
BWT, TRICEST 2 BE T 2RO GO TR, RKFI DL AMED L
ENTELT, FAOREGHR LRGN,
o RIGHULFEHEIHEIEIZ X U Grade 2 DL EORVE MM B (BBl 2 &
Te) DIBINTRD b B
e WHO Performance Status 2-4 1V o B3

@ YIBRAREZRELT « FIEOIE/INBEITEE ICIB W T, TREICEEY T 2 FBF 1Tk 2 A%
DEEANZOW TR AR O R HEL SN TR LT  AKFORG G L2 B0,
e WHO Performance Status 2-4 “*V o B3

@ eI I 1 DANAT - ERAHBIRIEICIR W T, TRRICHEYE T 2B I T 5
AHNOEGIZONTIL, RRNOZEMEDHEL SN TE LT, RAloTGRG L5
AAN

e WHO Performance Status 2-4 “*V o8

® BERATOFMIZIB VT FRRICIEY T 5 BEICO WL, AFIOEGITHLES e

D, A OVEFGEIIE DR 2 VIGEIIRY | EEICAFIZEHT 2 2 L 2ZETE D,

o [FEMMZER (BURIIRE 2 5ie) Ob HEEXIZOBMERED & 5 B
([ZAVECBT 5 HIH] OIZEY LARWGAICRD)

o JuEBEiGR A CHRE R 2380 5 B M QUM 28 55 O il RRAEPEZEAL7S
L ERE ([ZEIcET 2 5H] OIY LAaWEAICIRD)

o ACRERBOAIUTIEIER 2235 L < ITFRMEO A CAE R BOBEERED
oD HBE

5D WHO 0 Performance Status (PS)

Grade
0 F oo MR IEBCX 5, BURIKOEREZLEE T, RHa&[E U AEAESHIRR AT 5,

1 PRI LVEBNEHIR S D23, STRRE T, BIEECAIIIITH) 2N TE D, BRELFERTILZS
L— RO EEUHERIEHTE2BELEEND,
2 HBATHEET, B OFOEDLY OZ LIXETHREEDN, fEEIXTE 20, BHO 50%LL Eid~Xy RA4ATI| 7,
RONTZHDOEDOEHLY O L LnTERY, HHFOD 50%LL LA~y RF1- Tl 29,
4 FoLE@TRV, BOOHOEOLYDOZ LidE -7 TE R, BRIy R Ti 27,
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6. HEICERL THETRNEFHE

O WA CEFIIN A, SERTEER DRI D B RS HED & ARHI O FpM K OV EAE
DT OIZ B HAZ I L T 5 2 &,

@ IREBRMAICIEI G, BE UXE OFERICHE IR OfERRIMEZ i L, FE %25
ThoHEET5HZ L,

@  UIBRARE R SR AT T o0 FE /NI R 12 368 1 AR TR AL 2 O BRI TE % DO HERFIR TS
2B W TIE, PD-L1 BB L fEsE L7z ECARBIOFR 5 al B2 lrd 25 2 EnNZEE L
WS, PD-L1 FBLED R T E R WIGEITIE. AFI O O 2 @ Uk L7z
kTlRETDHZ L,

@ FERBEHO~F Y AL MZOWT

W PEIGE B O iilE R 2 &) BN bbb Z E08H 25D T, HIHER
(EO0d, MR A, nguk, FEEAEE) ORER I OMER X AR o s, #Bls2
EHoICATo 2 b, i, MBS U THRE CT, MiE~—»h —%0Hmiz %
fid 52 &,
infusion reaction 23% 515 Z E 3 H 0 | 2 [ H LA O AFI$E 5-FF 2§ infusion
reaction 3% LD Z ENHDH DT, AEIBGRHIZITEREIEE OREE+5
(815245 Z L, infusionreaction 3FR® LAV AT YR ALE AT & & b
2, JEREIE T 5 E CTHEDREEZ +DICHERT D 2 &,
R IRAR R | B FERERE S R OV T IRAEIERE N H S b bd Z ERH DD
T ARKIE G- Bl b ai K OV 51 ] R 108 BRI R s ek e i A (TSH. 1078 T3
WElfE T4, ACTH, Mfha/LvF Y —VEDRIE) 2470, BEOREE 51281
BIHZ b, T, MEIEUTHEBRESZEOELEET 52 L,
AFNOEHIZ XY | BEORPE IR T 5 &35 2 5Dk~ 7 B e
NhHLONDZ ENHD, BEETHITO, BEPRD LN HGEITIE,
FEOGRERISZ X DRIEM OB ER L, BEURENZw 217> 2 &, @
DEIERISZ L HREWERAREON 256121, AFIOBGORIE, Hik X
ERERNVE CHORGEEZESTDH L,
BeHA&TH, BOEM 5D ARGE L COLRIERANRET D 2 ERH 5720,
AR OBEHETHIZHRIERORBUZ 3 ITEET D,
AST (GOT). ALT (GPT). y-GTP, B U /LB ED EH 205 IFehEREE . T
K. WALMEIRE RN O IV D Z EXH 5 DT, ARFIHG-BAERT & O 511
FIEHBC TR A 21TV, B OREBLE H0ICBI5RZT 5 2 L,
PRABE HEMEE R, REREBREDOEREENH LONDL ZLBHDLDT, AHAl
P 5-BRAART R OG- I I E I B A A 1TV, BEOREZ 471
Bl onz &,
1 BUBEIRIB SN & D bodu, FERFMES N7V R—V AZEDLZ ERHHDOT, O

ERr

BB

20
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TR IR
zk,

Lv-
=~

B, B, TR OERORBSLCMPEEO LRI+ oEET s &, 1

MMEEDNT S EITIE, A v RV VK2 B 55 O8] 7 AL 21T

® AFIOEEERBRIZ BT, PACIFIC 3B CTIX 5504606 12 7 AL 8 #

POSEIDON ZBR T3 5-BAA672 6 12 #[EIT 6 W fE, € DO#%I% 8 M fEIZ, AEGEAN

AR CIIIRRTM B IESE T IE L, itk S %, 48 HFFE T 12 BEICHIMED

AT > TWe 2 & 2B BT KRG I E PN EGR A TR OMREZAT

9 Z &, ks, YIBRAREZR RPTHEST D FE/INHI R ATE 1 35 1T 2 ARTE R b i R

#% OHEFFRIEICRT T 2 ARFN OB G-I 12 7 A £ ¢, /a2 0 B il -

Tt i BRIkt 9 B ARAN O e G RTHIBIEIE & LT 4 a1 T I miBRE &
LTREETETDH &,

@,
(3

21
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SR I 0919 &5 2 &
S 7 % 9 H 19 H

#woE R
& |REEFTRERET | FETES (R) & B
Bl K

JE A 57 8 1 3R [ 3 A 7 A A PR R
(& B A K )

Y7V~ T (B L) BRI OREEREET A K71
/NFRBEATR) OFER R O HHERE T A R T4 > (F=ESE8) O
—E BT DN T

R A BGE S & O FAR T #2016 CER 28 42 6 H 2 H B&RIE) IRV T,
R ER S OB A ORECHEEZ XD Z ERERVIAENTZ LBz T, &
BRI 2 BN ERBE IR T 5 2 L 2 B [l HHEET A K7
AV BERTDHZEELTOET,

S, BTV <7 (Bl ) ®ANZOWT, FR/INHREME Sk LT
M3 5O EFHLHIRO & B0 FEfiHHfeE T A K74 & LTI £&
WELIZOT, ZOHEHIZHTZ>TL, ATA RTA OV THESND XKD,
EENOEFE R ORI T 28 mE BEVLET,

Fo, BTV <7 (B z) fWH 2 =S U TR B0 %
BEHREHEIZOWTIL, MBI 7Y~ (Bla#ifiz) RAOREERHEET 1 R
TA U (FESE) O—HEEICOWT) (B 646 A 3 HATITEEIEIEFER 0603
B 1 BEAGEE ERRER N EREESHERE R ok, Tl Ay
A RIA4] ELTRLTERLEZATT,

Sk, BEI 7Y =7 (Bis i z) ®ANZOWT, EH SR SED
UETITHE, i FHHEE T A R4 &2 Bk LBV WIEW-LE L7=D T,
EEWNOEFHEE K ORI 2B E2 BV L E T, SUER O [
ETA RTA0) 1R BIRSEDO LB TT,


ONJHU
テキスト ボックス
別添３
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BRI
T E SR OfcEE HEE T A KT A > OSGETERIT G IR RE)
(BERRER I X B 5y
&<l IH

1. [ZLHIZ 1. [ZL®IZ
(%) (%)
WL R E K BEITT (EEHEEZ) %L o E K G U7X I REEE 350 mg (—f%4
(%) I~ (Bl FHHz) )

(%)

2. AANOFE, (ERET

I ~7 (BiErHE#EZ) (LT, TRAD) . B b
programmed cell death—-1 (LLF., [PD-1]) x4 A% o>
U2 G4 (Ig64) 727 7 ADE Mt ) 7 a—F LHUKTH D,
(%)

2. RHFNOKHS, 1EHAERF
Y 7% 9 5{lEE 350 mg (—f%4 - BI 7Y ~ 7 (GEfs -H#
Z). LAF. TAAI) 1%, B b programmed cell death-1 (LLF.

[PD-1]) x4 A%E7 a7 v 6a (Ig6d) 727 5 ADE K
e ) 7 a—FHRTH 5,

(M)

3. A plAE 3. WA RKE
(%) ()
[A2ht] EEEILES
(%) (M)
[Zz4=1E] [Zzft]
(%) ()

E. AFIBEICEHBW T, infusion reaction 20 5] (6.7%). K
4% 3 il (1.0%) . EFEED THI 1] (0.3%) . LB « DS 2 4

2B, AFIBEIZEB W T, infusion reactions 20 1] (6. 7%) . K
A2e 3451 (1.0%) . BEED THI 1] (0.3%) . Lz - LIRK 2 4
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(0. 7%) . BEEREREE RMEHREMEBERZE) 44 (1.3%) . NS
WEE (FUIR I RERR S - BB R RERR S - T RAHREREE) 24 41
(8.0%) . FEEEDRJEIEE 5 F (1.7%) . #hfkfEE (7 - L
—JEERESE) 24 51 (8. 0%) | R4 IFRERERE S - iF 2% 25 131 (8. 3%) |
MM 5 5] (1. 7%) . FEEMELFFERIE 2 1] (0. 7%) 23
R DI, K - RSO RURIE - EREMEAE, 1 BUREIRIA .
fgs - BEESS, BRERBAEIRE O MmaEsMin g 2 &) . HARIL
FRZERRIE, S PEI/ MRIBVDE, RS, 5 & 5 IR Kk QN ER B &
PEY O SHHRRERIE 1358 6D B 72 0> o 7=, AEIE 38 Bk i 1 B
#HG (BRMREMRE 250 280EMERERT,

T

0.7%) . BHEREMREE (RAMEHIEMER &%) 461 (1.3%) . N
wikEE (FURIREBERERE S - R RERERE T - T HRIAMREREE) 24
(8.0%) ., HEDRLEREES M (1.7%) ., fREE (X7 - N1
—JEMERESE) 24 51 (8. 0%) | FF AN 4 - PR RERR 3 - BT 2% 25 4] (8. 3%) .
VMR R 5 1] (1. 7%) . FEEMELF Rk IE 2 61 (0. 7%) 23
RO LT, WK - BBUHRARE - EEERE, 1 ABERIN,
M2% - BfESE . BRI G Ml ia B iE 2 & de) . Fkii
FRIEARIE , S ME M/ NS SR B . ER L OS5 &9 TSR 1T RE
D BRI o Tz, REIWEARBLRDUIE I F5 (BRI AR
rate) HEUEIERE T,

4. MERRIZDOWT

(%)

RIVER ~DXFISIZ DN T

(%)
@-3 EHEHOZEH-ORISIZE LT

BIER (REMEMZEABRIZI %, infusion reaction, KR,
HEO THL, Tk - ST RAEE - BEMEDE, OHR - DR
K, EHEREREE (R HREERRE) . NowmEE (FRR R
REFEE - B HERERR S - T EEBRREREE) . 1 BUNEIRIN ., B DK
JEREE., MPREE (X7 2 - NU—EEBES) . N5k - flEEK. T
A - IFRERERREE - IF 2%, IR (3 i R R RS 2 55 )
Do 5 BE~OMEH, FRMARZERRE, o M/ MEJEE, 3
EWELTHRERIBUE . R, 58D R MEREEMEY v FHfkEk

4. FERRIZDOWNT

(%)

BITEH ~DXISIZ DN T

(%)
@-3 EHEHOZEH-CRISICE LT

BIVEA (RVEMEREEICIN A, infusion reaction, KRG,
D T, K - BB RAEAE - EREREAE, DA - OE
K, BHERET (RNEHEEBRE) . NowkEE (FARRE
AEREE - RIBHERERE T - T EEAEERERETE) | 1 BUBEIRIN. BE DK
JEREE, MRS (X7 2« N U—IERERESE) | MK - BB, I
A4 ITHRRERRE S - TR, Deasfe il (O s R Al 2 5 2e)
Do % BE~OMEM, FRIMARIERRIE, FEWEG PEEME, 2
PR MR PESRBER . R 5 E O IERE) 12 LT, Y%
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JESE) AT LT, Hakhitiax ST BB OB PINE 2 A4 D 1 | it ik ST B AR B O B P 2 A S R A & L (RITE O
Al &odEdE U (RIEH OB Er-OxHGICE L TR M OSEZ 2T D | B ICE L THRER O X EEZZ T N[ MFICH D Z
NOFRCHDH L), EHIHUZRAEN TE HEHIRHE ST | &), EDICHEERAENTE LEHANESTND Z L,

AV R




https://www.ajha.or.jp/topics/admininfo/

RN

s RAHEET A KI A~
IV~ (BFHE#z)
~ /N P B o ~

dp

749 H
£ FEE

1



https://www.ajha.or.jp/topics/admininfo/

=R

1. IZFC®IC

2. AANOFE. (FRET

3. ERPR AR

4, JEEZOWNT

5. &GRSR LM DEE

6. BHITEEL THHET X FIH

P2
P3
P4
P15
P17
P19
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1. IILBIZ

=SS DA M - L RMEOHER D T DIZI T, M SCEF I IV i B/ RO B b,
SIHIZ, IFEORFEEMOMANT L0 | PURESRL 2 EOFFm 72 Bl ERRE = 3L AR
ENDHHT, NS DEENZ B\ ERBRE RS 25 2 LR OME L 7o TR Y, &
EHEGEE & OFEARTTEI2016 (V2846 H2 HEREIE) 128\ Th, FomIEIRLED
R OREHEEEZ XD Z & & ShTng,

R ERR PSRRI, SRRSO T 1 7 7 A VA EDIESRL LA SN2 5 =
&ﬁ%éo:®t@ AIMER OB D@0 T 5 £ TOM, MiZEHLD

BER 2T 2 ERHF SN D BEITH L TEAT 2 & & bia, BIWERZIEH LZBRIC
%%ﬁﬁm%ké_k@ﬁb@ m@%#%%t#Eﬁ%%fﬁ%#é:&ﬁ%?f
b5,

LI o T, AHA RTA 2 TlE, BB 2V E T/ LTV S EFIETH - B
FRHI RS & | LU OEIESh Ol e A HEtE T 2 8L b B B2 RO E
FIHERT,

728, RIA RTA AL, MSHATEGE NESRS SRR SRS, AEEEA B ARG ANE
v, —MEEN BARRRNEES:, FREFERFNEENEA B A 72 M OBt A A
H AR = DI D H EVERL LTz,

KGR ERDERS  BI ) ~T7 (BaHH#Z)

RGLRDMBEIHE - UIBRARE/2HEAT - B3 D IE/ NI fifideE

MEERAREROHE: @, RAIZIZ. B 7Y ~7 (&l z) & L., 15 350mg
Z 3 MMM T 30 43T TRIEEHET 2,

G EE VYoo s Dy N UBRKSH
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2. AANOKK, 1ERBERF

IV ~T (BEEHEZ) (BUF. TARAD ) 1%, & b programmed cell death-1

(LAF., TPD-1] ) (k4 2% a7 0 Gh (IgG4) 727 F 2Dk "Milxe ) 7 n
— AR TH D,

PD-11%, CD28 7 7 X U — (T Ml DIEMEAL 2 fli B K3~ 2 50 F8F) ICE 3 5%
BETHY, IEHAEL7ZY N8R (TR, BMIRLDNTF 27 0% 7 —T i) iz
HHA 5, AERNIZIBWT, PD-1 1%, HURIERAIRIZIHEELT 2 PD-1 U K (PD-L1
KRPD-L2) &fEE L. MBS EZAICHIET S EE 2 54T 5 (Immunol Rev 2010;
236:219-42) , ¥7-, PD-L1 Jx IONPD-L2 I, fE 4 OEFHAMKICHEIL L TW5D Z & 3@l
SR TW5 Z & (Nat Rev Immunol 2008; 8: 467-77) %5755, PD-1/PD-1 U ' > RRE&IZ.
TSI S PUR R S 72 T IR O OB E L EHET 28 FD—> L L TEX LT
W5,

AFNE. PD-1 OfifasERICHEA L. PD-1 & PD-1 U A REDREAELETS Z
ST X 0 BAHURERAZ T MKEOTEEAL R OREEIE R 2 e EE M 2 T
L, BEEOHEMAIHT 2 EE2 6TV,

ARANDVERIBE 255 <18 DOREERISIC X HBIWEM SN S bof, HESUIELTIT
EOLWREMD D 5, AANORGH R OEEGRIZIT, BEOBEL TI2ATV, BEH
D BTG EITIE, FEH LT F RIS U RPN 2 ik & BB & Ff DR Al & d s L Tl
G722 8ERIR2 W 2 ATV P DERUSIC K D BIER 2 B 2 56 1213, BIRRE AL
TR OE GO Y IR ALE 21T 5 MEDR B D,
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3. BREREE

UIBRANRE 72 AT - B8 O FE/ N R ftiges O AGRIRFIZ RFAM 21T o 7= £ /2 B R B O plis &
N B

[ H72hE]

O EWNE 1B (R2810-ONC-1622 D /S— 2, 2/ —F A KX C)

(1) ALZFEERED 720y PD-L1 BEPE™ OUIBRAREE /2T - T8 DI/ N fiifes Fe 3
(adR—HFA:60 61 KO (i) {BLFIRIERED 72 W EIBRARREZR ST « FF3 O FE/ NI it
EEE (ah—hC: 506 2&xtgic, i (1) AH| 350 mg % 3 HEMET
FrRN B G- KON (i) A 350 mg % 3 NG CEARNR G L AL52ES L o o
e, YR 2T A 2 A HE L2 FEEMmIERT BRSNS S vz,
BIREHMIE H O—-> & &7~ RECIST ver.l.1 (2SS MSrHEZ ESHEIC L HEE
hR GERZN ITEDZER) 11X, adm—h AR C TENLZEN 60.0 [90%(FHE X M :
48.6,71.4] %™ &N 42.0 [90%[E#E X [H] : 30.5,535] % TH-7=", 2B, 2/ x—FC T
X, FHENCRE I NT-EZROMEIL 28%THY ., adk— K A T, FHFHNIENRD
BUEILRE SN2 o T,

*1 : JEEEHAE D 50%LL EIZ PD-L1 28581 LT 5 Z & D3l S 7o B DA AL BTz,

*2 . BRBSEIR A2 R (LLF, TEGFR) ) EinFAR, Kok v 3f@x ) —+¥ (BLF, TALK] )

A B+ X% c-rosoncogene 1 (LA T, [ROS1) ) @& B GFEEMEDBE TR L Sz,

*3 RN EMICE Y. LToWnTnrn@R sz,

 AEREK DARTIZFUREFLATZIF ) L7 Y Z%wr s 3 TERHRET 4 FIFR
SES R

o HEGRA WARTITFURETATIFY) LA R LFE SR YA 3 ERHR
TAFFFIRNES- L%, XX MLt RPN o A% 3R CERIRN S

*4 : HURAE G PD-L1 RS 50%LL ETH D 2 L BRI N2 o 72 10 #il &< 50 B3 A ik

fENTRI SR & S iz,

*5:ak—hMAZ2023H9H5 AT —% by bAT, ak—FCIlE2023410 H 18 BT —# 1 v
Nz

@ /IR (R2810-ONC-1624 F&5R)

{EZFRIERE D 720y PD-LL BEtE™ OYIBRARE/RHEST « FE3E O I/ N R fitiye B8 2710 3l
ZXPBIT, AKI350mg % 3 JH MM ME CEARNE G CRFIRE : 356 f5) L bFRIE™S (b
SPPRVERE 354 ) OAMMER O et A T 5 Z LA HE LI BEALIEE R
R ER 2N b S ATz,

FEFHMIHE O—2 & SN 2EFHIM (LT, TOS) ) @ 2[5l H O T OfE F

X, BLIEOK1IDOEELY THHoT-,
*1 : JEBEAIN O 50%LL B PD-L1 3B H L TWD Z & DNHER SN BEDHAEAN BT,
*2 . EGFR &5+ R, ALK @A 51 X% ROSL @l &8 s Bt o BB 136 B4k & Shiz,
*3 RIS EANIC LD . LFOWT @RS vz,
o HEHA] WNANRTSTF XTI ATTF ) L0 ) XXt % 3 EERET4~6 [BF
PRI 5
o HERE (WNRTTFUXINITATTFU) ERAMLFERFRNY Ua%E 3 ARG
T 4~6 BIEFIRINEE G L2tk XX h Lt R R Y A% 38R CEIRNE S
o S3HBEELIVAINAELT, ALK (WVRFFTFLoUIV AT TFL) ZELHA, &
LB E R A 1 N8 A HIZ 4~6 [BIFHIRMN S
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#1 AZhMERSEE (R2810-ONC-1624 3B, 20204E3 A L AT —Z v A7)

AFIEE (LSRR IERE
(356 1)) (354 #i))
0S
A2 M (%) 108 (30.3) 141 (39.8)
Hoffi (I A) e
[95%{= 4 ] 22.1 [17.7, #HEERKE 14.3 [11.7,19.2]
A= Rt
[059% (= B 0.676 [0.525, 0.870]
p fE" 0.0022"3

*1:J@RI Cox Ll Y — RET VI K DALFHRIERE & Ol
*:f@ila 77 e, BEAKME (W{|l) 0.00255
*3 0 HATNRE STV OS & DT FEHE R 1T F S 7= s HRbT o 55 < T s 5=

104

09

084

Probability of Overall Survival

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32
Time from randomization (%7 H)

Number of patients at risk

AHITE 356 304 254 223 198 147 120 87 71 48 37 27 18 8 3 1 0
{LFFEERE 354 303 254 205 172 126 193 73 52 41 27 12 7 4 3 0 0

X1 OS®2I[aRE O EEENTEO Kaplan-Meier phifg
(R2810-ONC-1624 3R, ITT £H., 20203 LETF—F Uy b4 7)
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® VESMEIFEEER (R2810-ONC-16113 #BR D/ <— | 2)

(LRI D 72 OIBR R RE 7R AT« FEI8 O FE/ NN T E ER 51466 151 2 b 41 . ARH
350 mg % 3 FFMIR CHARN B G- & b2k o0 (LUF, TARA/ b2k ) (312
Bl) &7 TR LALFRIEZ L O (LT, 7R /byt ) (154 61) ofF
BPE R O B2 el 5 2 L 2 B & LT EEA L — ESREERBR FEhi S h iz,

FEFHMMSEH & Sz OS @ 2 BB OFREENTOFERITER 2 KO 2 DBV ThH
0 7T R R /AMEERRERE & e U CRB AL ERERE TR FENICHE BERIER 2R LTz,

*1 : EGFR Bfn+ZA R, ALK @A E{n+ X1 ROSL @& B a0 B 1T x84t & sz,

*2  RBRHEEMIC LY . IFOW s s BIRS T,
o HE&WA| WNRTIFFUXIIVATTFr) L7 ) FXE% 3 EMERT 4 BIFHR

%5
o ALK WNARTFSFUUITATSTFL) ¢ NI RF N vah 3 BERE

TAEFIRNE S L2k, <A MLt R P R T L% 3 AR CHIRNR S

#£2 AR (R2810-ONC-16113 RERD/S— k2, 2021 4E 6 A 14 HF —Z v F A7)

A /A R 7T v R MR
(312 1) (154 1)

0S
AR N (%) 132 (42.3) 82 (53.2)
e (7 A) e
(059 (= 4 1] 21.9 [15.5, #EEARHE 13.0 [11.9, 16.1]

AN R

(9596 (=451 1] 0.706 [0.534, 0.933]

p fE™ 0.0140

*1:J@R Cox tef Ny — REFTNIC LD T TR /AL RRIERE L Ok
*:@lv 77 o mE, AEAKME (WA 0.01631

1.0 A

0.9

AT R
/

0.8

0.7
0.6 /

05 77 B R AR
04
03 M

024

Probability of Overall Survival

0.1

0.0

0 2 + 6 8 10 12 14 16 18 20 22 24 26

Time from randomization (% H)
Number of patients at risk
AH) b A 312 289 269 256 233 199 162 131 86 52 18 8
T RALFREE 154 141 126 112 98 85 65 46 26 14 5 2 0 0
E2 OS®2[ERDHHEENRED Kaplan-Meier Eifg
(R2810-ONC-16113 3B, ITT4£EM, 2021 F6 A 4 AT —F v bF7)

<
(=]
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(PD-L1 ZEBUIRILIN DA 2 Je V22 41)

WS AEFRER  (R2810-ONC-16113 FRER D /X— |k 2) ([ZHA AN ONT-BED 5 B,
PD-L1 BHEL NI AIRETH o T2 BE DT — X |ZHS X, PD-L1 FEHRBNEERAIC
RN AT > T- A INER O L EMEDFERIZILL T L B Tho T,

BN T, PD-L1 FEHRN 1% KT DHEAIT, OS DLEELFI/N SV MET 23558
Do (FIKROKI) , 728, PD-LLEBHRIZ D LT, RAOEZEET w7 7
A WERIERCTH - T2,

*: JEEMIARIC I 5 PD-L1 2 %651 L 7 BB ML &5 3 5 514

# 3 PD-L1 ZEURIAID OS o 2 B B o H M TR
(R2810-ONC-16113 BBRD/S— k2, 20214E6 B 4 BF—F v b A7)

— ANP— R .
PD-L1 75 BEHE gy TR COSRITTCHY] ool o
(FA) ] D p ™2
- AN /AR IR RE 95 12.8 [9.6,16.5] 1.006
7' Z R /M FERERE 44 14.2 9.1, 18.0] [0.633, 1.600]
1%LL E AR /AR s 114 21.9 [15.9, #EERHE] 0.518 0.0950
50% AV 7T v R /LR 61 12.1 [8.3, #EERHEE [0.323, 0.830] :
50%51 |- AN /AR IR RE 103 17.9 [15.3, HEEREE 0.613
77 R /bR IERE 49 13.8 [9.3, #EE e [0.367, 1.024]

*1 1 JEERI Cox Ll — RETIIC L B 7T Bl /MLSERIERE & O il
*2 W HREIINZ T, PD-L1 ZEELRI KL O 51E & PD-L1 BB & O AAEH 2288 & L= FEER] Cox
AN — FET L
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1.0+
09
08:
0.74
0.64
05—.

044

03
02 Wi
0.1 7T R /AL LR

0.0+

Probability of Overall Survival

T
0 2 4 6 8 10 12 14 16 18 el 22 24 26 28 30 32 34 36

Time from randomization (% /)
Number of patients at risk

AN T 95 8 73 69 61 52 45 33 24 15 4 3 0 O O O O O O
TR REERE 44 41 39 35 30 27 26 19 11 5 1 1 0 0 0 0 0 0 O
104 .
0.0 *&:\:\_.“
e, s - Pt 3 -
05 - A bR
07 Ty
0.6 "‘mﬁ_‘m
05 [
- - 4+
04 ) e .
03 . / .
] 7 TR R
01
0.0

T T T T T T T T T T T T

T T
0 2 4 6 8 10 12 14 16 18 20 22 4 26 28 30 32 34 36

Time from randomization (# H)
Number of patients at risk
A A R LR 114 107 101 98 89 78 64 53 36 24 8 3 0 0 0O O O O O
FILaRAeeEsERE 61 53 45 41 35 31 021019 07 4 2 1 0 O O O O O o0

N .
091 (s PN

08 "-....___Wﬁl/m%ﬁ&ﬁ
0.7
06 i /

% -- /
! ¥ (™
0.5+ -

+, .
0.4 7H R e ae et s +
03 /
- N T

02 7T R
0.14
0.0+

T T T T T T T T T T T T T T T T T T T

1] 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36

Time from randomization (77 A)
Number of patients at risk

AR A 103 97 95 89 83 69 53 45 26 13 6 2 O 0O O O O O O
SaeAALESERE 49 47 41 36 33 27 18 14 8 5 2 0 O O O O O O O

X 3 PD-L1 EZIRHAID OS @ 2 [B]H @ H TR O Kaplan-Meier Bk
(R2810-ONC-16113 3ERD/X—F 2, 20216 A 14 BT —F v b A7)
(B : 1%k, BB : 1%L 50%5E. TB : 50%LL F)
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[Z241E]
O EWNE RS (R2810-ONC-16228k D/ S— 2, @17-— FAKTUC)

agk— h AICBWT, AFEFSEL59/60 i (98.3%) (258D Hiv, TRERAIK & DKL
R TE T X RV EES T 5560 il (91.7%) (258D Hivi-, FEELEIE DY 5%LL EOFE

EFHIZTEDOLEBY TH-oT-,
F4 FHREEH 5% EOBIEA (R2810-ONC-1622 BRBRD/X— | 2, aaF— |k A)
(Z MY xIHER)
B (%)
60 151
SASR=d YA«
gi;}gkﬂ*ﬁ 4= Grades Grades 3/4 Grade 5
2EIEH 55 (91.7) 18 (30.0) 0
FJEE KO TRk R 32 (53.3) 2 (33 0
% 9 FEIE 14 (23.3) 0 0
B 10 (16.7) 0 0
B R Rz A 6 (10.0) 1 (17 0
SIERRE G %% 5 (8.3) 0 0
NGRS N 5 (8.3) 2 (3.3) 0
% 3 (5.0 0 0
g PER L OYLE A OHE 19 (31.7) 1 (17 0
EANITPE D BUR 19 (31.7) 1 (17 0
B Ik 15 (25.0) 2 (33 0
T 6 (10.0) 1 (7 0
B 6 (10.0) 0 0
A% 5 (8.3) 0 0
MR, HElds X OMiEhmmEs 15 (25.0) 3 (5.0 0
Fiifigise 12 (20.0) 3 (5.0 0
PRl 13 (21.7) 0 0
FOIR IR REAR T E 9 (15.0) 0 0
BI%E B BRI AR V| o R ABUE 3 (5.0) 0 0
— % - EHEER X OGOk EE 13 (21.7) 1 (17) 0
TR 7 (11.7) 0 0
KIYPEIE 3 (5.0) 0 0
B IR AR A 10 (16.7) 1 1.7 0
TI=UT ) NI UAT =T —BHEEN 4 (6.7) 0 0
TARTX VBT I T A7 =T —8H 3 (5.0) 0 0
7l UARAT 72— 3 (5.0 0 0
REHER L OERE 8 (13.3) 4 (6.7) 0
BARR 5 (8.3) 1 (7 0
PR B 6 (10.0) 0 0
R N 4 (6.7) 0 0
e B 36 & OV A LRk b 5 (8.3) 0 0
RA A 3 (5.0) 0 0
Bk L ORI R 5 (8.3) 2 (33 0
AR 3 (5.0 2 (3.3) 0

7233, infusion reaction 20 5] (33.3%) . KA%% 2 f5il (3.3%) . EEED T 1 61 (1.7%) |
RS REREE (RN IIEMER225%) 461 (6.7%) . WowEE (RURAEREE -« 5IFE
FEREFEE - T H(AMEAEREE) 1341 (21.7%) . 1BUHEIRYE 2 1 (3.3%) . HEJE DRk
#2451 (3.3%) | MMdE - BERESE 1B (L.7%) . A4 - IFiRERRSE - IFZ¢ 4 61 (6.7%)
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BIRLPEIRSE IR 12 1 (20.00) . 525 1% 1] (1796) 733800 Biviz, MshiEss (5
Vo SU—SERRRES) | Y - BRUGRMARIE « TORIGRE, D5 - DIRZE. IR
W GEMSHIBHIEE 510 Ob 5 BHF~OWH, FIRMRIRTE, IR
WD SEHEMEILIMEI A R B OFLER B Y > SHLARERIE 12380 B 72 > 7o

aR— FCIZBWT, AEFEZITEN (100%) (238 HiL, 1R & OREERNEE T
TRWEEFGIEE] (100%) (ZFRD iz, BEEIE’5%LL EORIERIZT TEO LB

D THoT=,
#5 FEBBEIEGH 5% EOBIER (R2810-ONC-1622 BBRD/$— k 2, afk—k C)
(Z MY xISER)
B (%)
50 1
lelred LNH
o E%ij;ﬂ = 4 Grades Grades3/4 Grade5
2RIEH 50 (100) 31 (62.0) 1 (2.0)
A PSRN AN ik e 35 (70.0) 3 (6.0) 0
Wi B AE 11 (22.0) 0 0
5 7 (14.0) 0 0
SR NS Y IN A 6 (12.0) 0 0
1% 5 (10.0) 0 0
& O FEIE 5 (10.0) 1 (2.0 0
L JEALBE 4 (8.0) 2 (4.0) 0
HGEE 26 (52.0) 4 (8.0) 0
55K 15 (30.0) 0 0
L 13 (26.0) 1 (2.0) 0
T 7 (14.0) 2 (4.0) 0
mESE7S 7 (14.0) 0 0
g 3 (6.0 0 0
([N 3 (6.0) 0 0
EEIR R A 24 (48.0) 13 (26.0) 0
IR ER SO 13 (26.0) 10 (20.0) 0
M R 9 (18.0) 2 (4.0 0
F fi Bk E ek 6 (12.0) 3 (6.0) 0
;7%/7’\/ N RAT7xT7—FH 4 80) 2 (4.0) 0
TARTGEURTI ) NTFT VAT 2T
e 4 (8.0) 2 (4.0) 0
M7 v = B 3 (6.0) 0 0
MR LY RS 22 (44.0) 10 (20.0) 0
2 1. 20 (40.0) 5 (10.0) 0
F i Bk e 3 (6.0) 2 (4.0) 0
i HP BRI E 3 (6.0) 3 (6.0) 0
— - RHREER L OGN OREE 20 (40.0) 2 (4.0 0
(=R 10 (20.0) 0 0
APV AR 5 (10.0) 0 0
FEEL 4 (8.0) 1 (2.0) 0
Rt L OsREEE 19 (38.0) 4 (8.0) 0
RARIHEE 13 (26.0) 3 (6.0) 0
EH Y Y AMAE 3 (6.0) 0 0
KF N Y U A E 3 (6.0) 1 (2.0) 0
R IR E 16 (32.0) 0 0
KRR =2 —a/F— 8 (16.0) 0 0

10
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B (%)
50 13
B YAG
A E%}?g;gﬂ A 4= Grades Grades3/4 Grade5
R AA 4 (8.0) 0 0
K= 2 —nm XF— 3 (6.0 0 0
R, MoERds & OVERgf 12 (24.0) 1 (2.0) 1 (2.0)
fififigi o 5 (10.0) 0 1 (2.0)
Loo< D 3 (6.0 0 0
HE R R L ONE A R Rk ke = 10 (20.0) 1 (2.0 0
BE A 8 (16.0) 0 0
7% Y9 3 (6.0 0 0
JRYMER & OV HUE 9 (18.0) 5 (10.0) 0
fifige 4 (8.0) 2 (4.0 0
BE, hEB L OCLEAIHE 6 (12.0) 2 (4.0) 0
AT D KR 6 (12.0) 2 (4.0) 0
PO MARE 5 (10.0) 1 (2.0) 0
BSR4 4 (8.0) 1 (2.0) 0

7%, infusion reaction 3 5] (6.0%) . K% 2 i (4.0%) . LD T2 5] (4.0%) |
RERREREE (R RIEMERR%) 361 (6.0%) . WNowbeEsdsE (FIRIREEEREE - B
BeREREE - TEAMAEREE) 561 (10.0%) . HEEORERE 2 ] (4.0%) | FHREkEE

(F 72« NU—IEBREE) 12 6] (24.0%) . Wk - 86K 161 (2.0%) . FFAR4 - JiTF
FEREREE - JIF 2 6] (4.0%) . FVEVEMZEE 6 ] (12.0%) | FEEMELFH ERBE 1 51

(2.0%) MFRD BTz, K - MEUHRARE - EREDHESGE, OHK - DI, 18k
JRIE. NRes B Q& mapMia gz 5Tr) Ob b BE~OMFH, HElRmA2IERIE,
S MR AE, BER . 5 E D IER R QU ERE RMEY > SHRRERIEIZRE O H 2 s
77,

ARWEMFIURDLI S (RMEER T 2 at) 2abEiHR 2R,

@ WEHMVESIAERER (R2810-ONC-1624745%)

A EFRITIARAIRE 313/355 3] (88.2%) . {bFIVERE 322/342 5] (94.2%) (258 AL,
IR & OREBUEDEE CERWVAFFERIL. EEH 204/355 5 (57.5%) K OY
303/342 5l (88.6%) 2B BTz, WFNMNORETRILEIA ) 5%, EOBIERIZ F#
DEELBHTHoT,

#6 WTHhOOBETRHEIED 5% EDOBITER (R2810-ONC-1624 3ABY)  (ZeaMfEiTHr S H)

AT =T —HEN

A EE l#==;F =i
355 fi] 342 13
YA *

%ij;ﬂ = 2= Grades Grades 3/4 Grade 5 4 Grades Grades 3/4 Grade 5
2REIEM 204 (57.5) 41 (115) 9 (2.5) 303 (88.6) 127 (37.1) 7 (2.0)
e F KOV T ke 69 (19.4) 5 (1.4) 0 104 (30.4) 2 (0.6) 0

D FEE 22 (6.2) 0 0 11 (3.2) 0 0

132 18 (5.1) 3 (0.8) 0 8 (2.3) 0 0
fife R R A 58 (16.3) 10 (2.8) 0 109 (31.9) 35 (10.2) 0

TARTIELRT IS M7 59 (62) 5 (1.4) 0 12 (35) 1 (03) 0

11
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AFIEE (L LR
355 fi] 342 13
o e SNk
aw Egggggﬂ & 4= Grades Grades 3/4 Grade 5 4= Grades Grades 3/4 Grade 5
75T I NI AT =
5 e 21 (5.9) 3 (0.8) 0 12 (3.5) 0 0
R L ORHEE 41 (11.5) 7 (2.0) 0 86 (25.1) 14 (4.1) 0
BABR 18 (5.1) 1 (0.3) 0 49 (14.3) 1 (0.3) 0
PRl 32 (9.0 0 0 3 (0.9) 0 0
FROR IR R T 1 20 (5.6) 0 0 0 0 0
iR ESRAONV IR EA 29 (8.2) 4 (1.1 0 189 (55.3) 89 (26.0) 0
S~ 18 (5.1) 2 (0.6) 0 152 (44.4) 51 (14.9) 0

72, ARAIEEIZIB T, infusion reaction 23 1] (6.5%) . KiEZ 6 61 (1.7%) . BEED
THI L4 (0.3%) | Rk 2 41 (0.6%) | EIEMMESIGE L] (0.3%) | DA - DESK 2
B (0.6%) . BEEREREE (RANEHRIEMEERE) 461 (1.1%) . WHOWEES (FREE
REFEE - FIIRHERERSE « FIR(EREFEE) 32 (5] (9.0%) . EE DR EFEE 5 6] (1.4%) |
PRRRESE (7 2« NU—IEEREE) 6 ] (1.7%) | A4 - FERERESE - ifZ¢ 8 44

(2.3%) . [IEMEMZERE 1361 (3.7%) . WETFRIMASAE 1 6] (0.3%) . SAFRIEIRSE
161 (0.3%) . RZEARAE 16511 (0.3%) 2358 Sz, BERUHARIE,. 1 BUBERAG, Mk -
BERESS , s i (& M hIRE 2 5 1) Db 5 BE~OMH, FEWELT HER)H
DIE, SRR IRIBUE, BESS, 5 E D R K ONERE &M Y o SHRRERIE 3580 &
nigmoic, REWERFBLRIUIEE RS (FBRRAEMERT 2 51) 23 0ERE
Y,

@ WEHMSIFERER (R2810-ONC-1611378ER D/ X— K 2)
B EREGIIAKIMEFFILERE 299/312 4] (95.8%) . 77 B ARULFEIERE 144/153
(94.1%) 12388 H AL IRERIE & DR RERAGE TE WA EFEFHRGIL, £ 275312
i (88.1%) M UF 129/153 5] (84.3%) Z#d®O LTz, WAL DRETHRILEIG 25 5%LL
FORWERIZTERDOEED THoT-,
KT WTIPORETHREFIEN 5% L, LORIEA (R2810-ONC-16113 BRERD/3— | 2)

(ZEMAEYTxI R ER)
KN /AR R 7T 'R/
312 4 153 5]
[slap="4 3
A E%}Dij;% B 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
2FIVEA 275 (88.1) 86 (27.6) 4 (1.3) 129 (84.3) 27 (176) 1 (0.7)
MiER LY v REEE 161 (51.6) 45 (14.4) 0 68 (44.4) 20 (13.1) 0
=il 127 (40.7) 30 (9.6) 0 52 (34.0) 10 (6.5) 0
I ER A 45 (14.4) 17 (5.4) 0 19 (12.4) 9 (5.9) 0
MR A i 39 (12.5) 7 (2.2) 0 19 (12.4) 1 (0.7) 0
H ifn BRI A iE 18 (5.8) 3 (1.0) 0 10 (6.5) 2 (1.3) 0
&8 L OB MRk 142 (45.5) 3 (1.0 0 75 (49.0) 0 0
it B 114 (36.5) 0 0 65 (42.5) 0 0
K95 16 (5.1) 1 (0.3) 0 4 (2.6) 0 0
ER IR R A 132 (42.3) 27 (8.7) 0 47 (30.7) 5 (3.3) 0

12
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AF /A RERE 7T R R /AR R
312 4 153 5

B YAG

aw Eﬁfﬂéﬁgﬂ A 4= Grades Grades3/4 Grade5 4= Grades Grades3/4 Grade5
TI5=T I /) RT AT
S e 45 (14.4) 6 (1.9) 0 19 (12.4) 1 (0.7) 0
;;;;féé?;}? ST 59 (128) 1 (03) 0 15 (98) 1 (0.7) 0
7 L7 F= 4N 27 (8.7) 0 0 7 (4.6) 0 0
H i BRE R 23 (7.4) 10 (3.2) 0 5 (3.3) 2 (1.3 0
ifiH PR SR N 21 (6.7) 0 0 6 (3.9) 0 0
75 —EHm 18 (5.8) 1 (0.3) 0 4 (2.6) 0 0
T FLEE I K SR B SR N 18 (5.8) 0 0 5 (3.3) 0 0
M RIS 16 (5.1) 3 (1.0) 0 6 (3.9) 0 0
TR B> 16 (5.1) 0 0 6 (3.9) 0 0
ﬂg;;?’m IRAZTTE=E ) 4s) 0 0 10 (6.5) 0 0

B ke 118 (37.8) 6 (1.9) 1 (0.3) 39 (255) 0 1 (0.7)
L 71 (22.8) 0 0 25 (16.3) 0 0
Mgt 33 (10.6) 0 0 14 (9.2) 0 0
155K 28 (9.0) 0 0 12 (7.8) 0 0
T 26 (8.3) 3 (1.0) 0 4 (2.6) 0 0

R L OekEE 104 (33.3) 11 (3.5 0 40 (26.1) 3 (2.0 0
BRI 42 (13.5) 1 (0.3) 0 16 (10.5) 0 0
8 Ifn 33 (10.6) 2 (0.6) 0 12 (7.8) 0 0
K77 2 o fE 18 (5.8) 0 0 4 (2.6) 0 0
KH VU 7 AfE 17 (5.4) 3 (1.0) 0 4 (2.6) 1 (0.7) 0

MR RIEE 78 (25.0) 1 (0.3) 0 34 (22.2) 0 0
KRR = 2 — 1 /X F— 28 (9.0) 0 0 15 (9.8) 0 0
K= 2 —nm RF— 17 (5.4) 0 0 6 (3.9 0 0

L A B S N R

%{g BHEEED LORGELO oo 06 6 (1.9) 2 (06) 23 (150) 2 (1.3) 0
) IE 28 (9.0) 2 (0.6) 0 10 (6.5) 1 (0.7) 0
%t 26 (8.3) 3 (1.0 0 9 (5.9 1 (0.7) 0

BB F X OV ARk 53 (17.0) 3 (1.0 0 26 (17.0) 1 (0.7) 0
RE A 29 (9.3) 1 (0.3) 0 11 (7.2) 0 0
VY fi 9 8 (2.6) 0 0 8 (5.2) 0 0

PRI 36 (11.5) 1 (0.3) 0 5 (3.3) 0 0
FOIR IR AR T E 24 (1.7) 1 (0.3) 0 3 (2.0) 0 0
FRODR IR RS RE TU R SE 16 (5.1) 0 0 2 (1.3) 0 0
FEppEE 35 (11.2) 0 0 8 (5.2) 0 0
RHRSE 27 (8.7) 0 0 8 (5.2) 0 0

ok ARFIMLFIEEREIZ I T ., infusion reaction 7 5] (2.2%) . Kds 3 5] (1.0%) .

HEDO TR 3H) (1.0%) . LAFHK - DI 2 6] (0.6%) . BHEREREE (RME MEMER
K%) 8 B (2.6%) . PorMskET (FURIRBERERE T - BIRPRRERETE - T ER(RRERERETH)
36 1 (11.5%) . 1 AUHEIRSS 1451 (0.3%) . HEEDRFREE 341 (1.0%) | MfgkE® (%
7 v NU—IEGRETE) 69 B (22.1%) | FTRAE - IFERRERETE - JIT2% 10 651 (3.2%) . H
EMERRR 13 5] (4.2%) . MRZERE 16 (0.3%) . RALFIRMASIE 16 (0.3%) . i
RetEERRs 161 (0.3%) | FERMELFPERIBAME 4 61 (1.3%) 280 b, Mk - B
FRRMRAE « B MEE, AR - BERRTE, IRERAEIE (Gt 2 &de) Ob

13
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D A ~OMEH, SVl MEAE, R, S E O BER KL OMERE RN Y > SHRkER
JEITRRD DR o7z, RBWEMFERRIUIEERS (RARAERRE 25T) 280
ERHE R AR,

14
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4. FEERIZOWT

ARFN DI & 70 D B ORI OB G/ OFIWT X, BUNIThiLs Z LR Hi
%o Flo, ARNOEEIZ LY EEREWER 280 LIZBRICRHET 2 2 L Rndi =, &
U A7 EEEHE (RMP) (M & | AFIDEIES 2RSS ~O W ) IRH 25 &
L ThH > T, LTFOO~QDT X T AT HZIZBWTHEHT A REZTH S,

DO MERIZTHOWVT

D-1 Tred (1) ~ B) OWVWTINITEEY T HMEXTHDH I &,

(1) JEATEKRESEET D23 A FaEEILRRETE BET IR DS A2 R LR
BE, HUES AR HEEERL SR BE, U AR 72 &)

(2) FrEHREIRRL

(3) HEMIRAENFRE T 2 03 ARHEEERE (D AR TR, 23 A
BEV J19mBE. S AU HEHERE R 7 L)

(4) FRALFHIEREZHE U, SRIEB LRER R 1, SRR bRk okt
2 XTI A RIS R 3 Ok YEITAR D H 24T - T D fifik

(5)  PUEMEREEAI G EENINE O ik FUEILR D JEH 21T > T D fiiEk

-2 fififeg DAL IE S OBINE P FE B ORS00 720 Jeik & e BR 2 RO EERT (F&R D
WFINICRE S T D IERN) 23, B2 RBOARANCE T HEROEEE L L TRESH
TnnHZ L,

*

PERTRRFIFE . 25FOPIHEZAE T LT2RIC, SEELL LD AIRIRDEFIRIHE 21T - T
WHZ L, 9 BEL T NAEMIRIEE L LIZBRRIER 2OIHE 21T > T 5 2
&o

EERISORFIUSE ., 2FOPIHEZE T LIRS, MELLEOIRRFEREA L THD 2 L,
O BIELL L, W07 A SEMRE e S TPR G ORIRIHE 21T > T D Z &,

@ BRADOERMEREEOMEHIZOVT

PSR A PRI AE T T 5 BT O ELE S, B D OFRE N, Aot - L4
PESSE A O B ONERTSE ISk 2 1R E, AFFRPBAE LGS oMEE
BEPNHECOIATOI D IEHINEE S TN D Z &y,

15
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@RIEA ~DRIT DN T
@-1 Ml B9 2 B

FVETPERR 8 S DO B A0 BV A3 R 2E L7oBRIC, 24 WERIRSIEIRHI O B, i
TP CF\ T BB L BIEAICHE U CABEE B OY CT % ORIER ORI &
B ORE RIS Y H AP DI, B DICKIE TR R AR > T D 2 &

@-2 EWGEFHIC L DA EFREITI BT 5 BF

AT B M 2 il O e A T B R AL E B RIERE =42 U > 7
EEOIEROR Y V== T EATVTIRE LG @A A CE D F— L EHARH 25
HENTNS Z &, Z2d, BEAHIC OV TRABE L ZOFHITHAICAmS AT
5L,

@-3 BIEHOBZWx B LT

RIVER (VR MERE & infusionreaction, KAGZ - B O THI, ik - BB EARSE -
HIEMEETRE, (OAR - DR, BRREREE (RMEREMERRE) | NWowkEE (F
AR RERE - BIEHERERE S - THRSHREREE) | L BUBEIRG, B ORERE, Mk
[ (K7 - NU—EEREE) | MR - BEBER . A4S - ITHREREE - IFK. Bt
FEJE &ML 51) Ob2BE~OMM, FIRRERE, MR
WUDIE, FEENELF R ERIBUE, S, 58I Mk, MERERMEY o SHEMRERES) (2xt
L C. Yakhtiak X ITr BB O BRI 2 A9 2 R Al L U (BIVEH O Hreoxtit
L THRER O EEZITONIFMECH D Z L) | EHISEYALEN TE SR
NESTNDHZ &,

16
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5. #EXRLRDHBE
[ B2t B+ % HIH]

@

(%
@

@

TROBEIZBW TAFIOEMBEOH N RETWD,
o AbLFEEED /2 EGFR Bin A REM:, ALK @& 82k, & OV ROS1
B A s etk . PD-LL Bttt (PD-L1 F&ELER 50%LL ) OB He/r i

1T - B O I/ Aa i R
* o AF|Da = B E LC, PD-L1IHC 22C3pharmDx [ % =] (AR5E4) 257K
ENTNS,

TRED BEITEB W TARA| & o PrEMEEEA] & OGBS OFMER RS TV

%o

o HALHH DNRTSFLUITTATTF ) RO 7 U EZXEL DO HE
. XIASEEK (WDNVRTFTF o NI AT TF ) RO A MLF¥E R
FU DA EDOGEREE ALFRIEREO 2, EGFR B+ A RaM: ., ALK f@ls
B e, M OYROSL @A Eis fatho ., UIBRREEZR ST « I DI/ NI
Jitiges S

HEAVEITAEFABR  (R2810-ONC-161133BR D/ X— 1 2) 2B\ T, PD-LIZEHERIZ LY
AHN /A CFEIE DB INER R DD RIBEINTND Z & (p7~8& ) Mo A
M OFUEMIEEA & OO GICEE LT, PD-LIRBE MG Lz TR0 w
BaPET 25 2 ENEE L, PD-LIEBLEN1% AN TH D 2 & DR S =B
BT, AFILSNOIREERIE G ZE S5 2 &,

* o AFNOBWEK L LT, <& F0ptiViewPD-L1 (SP263) (IiFe4) MWEREN TV D, 72

#. PD-LLIHC 22C3pharmDx 4 =) (R5E4:) (& L HPD-LUREIFR AW E 2 T, AAID
B DTS A RIS = & bTE D,

TREICEEE T HARFNOEGAZ DN TIEL, AFIOFNHERHEL SN TE LT, AAID

BehxGe L 72 B0,

o HfFEI - IR AHEDRE

o ALFERED 720 PD-L1 [ (PD-L1 F&ELRD 50%Am) OBE I 54
o e 5

o QTABIDOAHNMIN RS TWRW L OFTEMEIEER & o ft 5

MBI 2% FIH]
TRUICHEU T HEE IOV TIIAR OB ER D E SNTWDH I Enn, BE 1T
bz b,

o ARENIDRITHRT UIBBUE DB D & % BE

TRRATORMIZ I T FREICEZ S T 2 BE T DOV TE, AFI OB LGIIHERE 3723,
OIS 2 WG AITIRY | ERICAFZHEMN T2 2 LE2FBETE 5,

17
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o [WEMIEROAIIBHEOSH 5 BE

o JEBEGR A CRVE R A58 0 £ B M ONEBIE O KU BRI R Gu M it ¢ %
DI RIEEZAL TR/ H D A

o HOMEEBOADE UXEBMERZREE L ITFERMO B AR B OMAREOH 5
BE

o EEREAERE (EmEHIRBREEZ ST Ob DB

ECOG Performance Status 3-4 "V o

(7£1) ECOG ® Performance Status (PS)

Score E 3%

0 |[EMEARLSIEITE 5, FMATL R U A HAERSHIRZR ATZ D,

1 PIREZIE LWEENIHIR S 525, BTHIRE T, BAFREH > TOERIITO 2N TE D,
Bl O, FEEE

MTRIEE CH A DOH DRI O Z LT T N TRREIEDNEREILZTE Zovy, HHFD50%LL g~y KTl 29,

[BHNTESOHEDEY DI E LTERY, HEO50%LL &2~y KW Cil =9,

Alw|N

ELENT RV, BAOHEOEY DOZ L3 TERY, BEICy R+l Id,

18
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6.
@
@
©)

BEICERL THEETREFHE

AT SCERE TN 2, B IR B3 D RS 2 BB 1T 3D & K D etk K Ol 1E i
DT OIZ B HAZ I L TS5 2 &y

TRIRBARICENL S | BB XX E OFIRICAHIER EREZ +o3 L, RSx5S
TbEGT5HZ L,

FREWERH O~ R T A MZDWNT

ARG LY | WEDORESUNTER T D &5 2 b Dk A R RELRRED
HobNDZ ENH D, BENFED ONGEITIR, 3 LI FHRI TS U572
IR & RBR 2 RO R & EHE L CGREYIZR BRI 21T, B O REIZ L
BIWERDSSEOIL DA, ARIOERESUIH IR, K OEIR EE R VE L HlO# S
FLERT D&, 728, BB REANE L ORGIZ L BWEHOUGED T8 B2
Lo lZlE, BRI EE AR E DS OISR OB EET 5 2 L.
MEMERREN D bbb Z LN DD T, AFIOFGIZHT--> TiE, WIHIE
e (BGIv, PR R EE, k) O OME X SR A 0 FEhEsE, Bleis +
FIATH 2k, Fiz, MBS U T CT, MG~ —F —% 0% Fhtid
HT L,
R4, FERERE S, HFRDH 5D Z ENRH DD T, AFIOESBLART L)
B G RIS E IR FRRER A (AST, ALT, y-GTP, ALP, £ U /L E L ZEDHIE)
BFEMTH L,
FOR RS RERE 5. T RAMREREE X ORIBHEREERNH LD Z EnHLHD
T AHIO B 5-BAMART M O G- X @IS N IS RER RS (TSH, W8
T3. W#EET4, ACTH, ILf =L F Y — V5 pRIE) 23+ 52 &,
1 ABERIG N & o, BERBYES R TV R—=Y RAICELZ ENHDHDOT, H
VB, O, MEMESFEOFER OB MBEEO ERICHEET 2 2 L, 1SR
IR EDONT-GEICIEE G2 FIE L, A R Y CRIAIOB G5O 7 AL E &
152 &,
SPEEREE, RSB REOR R EN D Db 2 LB DHD T, AFIDEE-BR
BAHT R O G-I T X E IR I B RE M A 2 FE 95 Z &
infusion reaction 23&% Hioi b Z &3 %, infusion reaction 2388 HILIZHAIC
X, AFNOEG IS 2B Z1TH & &bz, ERNEET 5 E THEE
DIRREZE +HET D 2 &,
BT 14, BB BHEO ARSE L T BEWERNEIRT D Z L 03B D72, AAKID
G TRICHEWER ORBUCH2ITEET 2 2 &,

ARANDOEEIRZRBRIZ BT, R2810-ONC-1624:852 Tl = & . R2810-ONC-16113
HER D — P2 TR GBI B4R E TIXOEM = & F LI 12 Z L I A %)
MOFHIL T Z & 2 2EBIC, ARG HIXEBMICEERRE TR OMR
11952 &,
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s RAHEET A KI A~
IV~ (BFE#z)
~TE S~

S5 3 A (9F0 749 AET)
A s
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HR

1. [T ®HIT P2
2. KHNIORE, 1FRBET P3
3. FRIR B P4
4. Jigklz oW\ T P8
5. BHXIGR LI DR P10
6. HHIZEBE L THETREHIE P11
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1. IXCBIT

SRR « 22N EDORER O T2 DIV E, U SCESR Al el 23k Hid,
DI, IFORFHEANOMANT L0 | GUREIR7R & O g ERRS PSR G S
LT, ZODOEHEMZ B VBRI 5 2 L W OME L 7o T Y | RAMEGE
B LSOO REAT #2016 CERK284:6 A 2 H BRI E) (2B W T, HEBmIEEKLEOHEHO
B bHEEZ X5 2 L EhTnb

BRI %@@%@*A&7m774w#%ﬁ®i% ELNCEARD T
&ﬂ%éozwt@ BIMER O SNE BT DIE @708 8T 5 £ TOM], YiZlEK: D

BERLS 2T 5 2 LN SN BFICH U CTERT D & & bic, BWERZRE LB
%%&ﬂm%k5_&#ﬂw@-m@%@%ﬁt?[%w%fﬁﬁﬁé:kﬁ@%f
H 5,

L7edio T AHA R4 Tl BRI 2 E TITHE O TV D EFFH - Bl
PIRHINCIE S & LUT OBESES O Fai# 72 A HEE S 28U b B B Z 2 RO E
HIEZ T,

¥, AATA RTA AL, MSATBAENEI L ERPSRR AT, AR HETEN A AR
B, R HERE N B AERINEHE S K OSFHETE N B AR ANRHER SO0 b &Rk
L7z,

MR ERDERN BTV~ GEETHHBZ)

WG EBDRRTIIRE « 23 AACFIRIER ITHIE U 7B T U R O+ 52 S

MEERDREROHE  BH . AT, ¥ 7Y ~7 (EfEF#iaz) & LT, 18350
mg % 3 B HEEIFE T 30 70T TREEEHET 5,

OB EE S D VE S S =NV AT 5= ar oy
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2. AR OFHE, 1ERER

IV <7 (BlaF##az) (LI, TAHF) X, & b programmed cell death-1 (LA
T, IPD-1)) IZxT50E a7V G4 (IgG4) V77 7 ADe M€ 7 a—F )L
R TH 5,

PD-1 1%, CD28 7 7 X U — (T M OIEMAL Z MBI HIE 3 2 20 F8F) 1B 2%
RIRTHY  IEEL LY 8Bk (THfE, BARLAONTF 27 0% 7 —T /) i
FBHT 5, EERNIZEWT, PD-1 13, fuiififiaic 5842 PD-1 U - B (PD-L1
K& OVPD-L2) &G L, SEINEZAICHIET 2 £ B2 5 TWs (Immunol Rev2010;
236: 219-42), F£7-. PD-L1 XU PD-L2 I%, flix OEFEHFKICHBLL TW5D Z & 23HE
SN TW5 Z & (NatRev Immunol 2008; 8: 467-77) %755, PD-1/PD-1 U 4> REE&IE
MRS PUR A A7 T MO O BEZ BT 2FDO—2& LTHEZXLNT
AN

AFNL, PD-1 OIS FEIRICHS S L, PD-1 & PD-1 U W REDREAZIETS Z
CIZE D BDAPURRRMZ: T MROTEME R OREEMIR T 2 M EiE M 4 T
EL, BEEOHEHZMEIT2LEZEX 6 TND

ARANOIERBEFIZ 5D M DREFUSIC X 2BIERENH bbb, HEX iﬁEtV
£ % H f%z’»é?)é ﬁﬁﬂ@%’#*&o\&“fﬂ& (T, BHEOBRZ 40TV BE R
D BT AT, FEB LT F AU FELf:iﬁrﬁ%’attfuﬁa&fj:%%%“)l:ﬁﬂik@# L T
J@Jiﬁﬁﬁﬁﬁlﬁém%ﬁb\ W DRIESUSIZ & D RIER N gD 56121, BIF R E RV
%‘/§U®J‘Q’€L%®i@@]7‘£ﬁ&%%ﬁ5%%#3@50
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3. BRRREE

DS A FPRIEL (CHEEE U 72 1T AT R O 18 SEE O AGRIRFZ N 217 o 72 £ 72 AR
B D pliAs & T,

[ 2hk]

FEI B AL [R5 I AHRER  (R2810-ONC-1676 5:{i5k)

(L HIEIE D & 2 HEAT AT FRHE O 15 S 82608 5] (H AR NEE 56 il & &ie) % xt
Sz, AFI 350 mg 3 WREIREIREE S [AKIRE 304 1] OGN LM% 1RERIE Y ERT
IR UL HRIES (XA ML RS NY LKk, /T h U ERBE. 4V /T h
R KFIY, AT H U, € LV e AR (LSRR 304 6] &k
W2 Z & x B L LT MR IS M ik i S vz,

HFRIFRAT OFE R, EEFHEE E Th 5 AR (LLT. T0S)) (hufiE [95%(EF X [H 1)

(395 DA R ) X, AFIBET 12.0 [10.3, 13.5] B A, ALFHIERETS.S [7.5,9.6] 4
HATHY , AEBHI AR LG EICA B RIERE 2R Lz (O — R [95%(5F
FEIXAT] : 0.685 [0.560,0.838], p=0.00011 (F{f) [f@hlv 77 7 fiE, A EAKE ()

0.025], 2021 =1 H4 BT —Z v v47),
NNV AT B Z) X DBEEOFEEIZ) D LT, EITUIHFEOTE
SHIEIC KT L C A RPUEMIEEA 25T | DLl oL HRIERO H 5 BE BHEAAN D
Nz,
*2 R B RO R O (IR B A & Te) BREDSHAAN BT,
¥3: XA NLFE RFRNUTLAKFY, FoavX e UEEE, B LLE U ABREIT. R
FRIZBWN T ESEEORNEE - IR TIHAGE I TV e,
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10 l\

0.9 —
0.8 1
07 ™
06 BN
et Y
05 RN
| AV W
= 04 -, e X
- .]“.‘ \““%
03 N
7 ""'t. ’lu__.xu.__E_u? ) 71"]:
0.2 1 .“-‘". . ';_a. _____ u
01 — . "'"".l.n.....-..;_‘z..'..a‘.- -
-~ se=) 3ESis

0 é éll (IS é 1I0 112 1I4 1I6 1I8 ZIO 2I2 214 2I6 2I8 3|0 3]2 3I4 3I6
AR (H)
at risk %X
IF)=7HE 304 281 236 206 167 139110 83 65 52 35 26 13 10 9 4 2 2 0
ot 30426422418313299 70 54 32 221512 9 5 3 2 1 0 0

X1 OS ® Kaplan-Meier #i# (R2810-ONC-1676 3BR)
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[Ze 414
FEI B LRI 26 AR (R2810-ONC-1676 5{i5k)
B EFGIIAHFIRE 265/300 5] (88.3%) . L FHEIERE 265/290 5l (91.4%) ([ZF8D HiL, 1A
BRE & ORRBIRNEE T E WA EFLRIT, Z424 170/300 1] (56.7%) K& U* 236/290 15l
(81.4%) IO BTz, WTILORETRHAEIED 5% LORWEMIZTTRO LB TH

277,

K1 WTNHIOFETRERE 5%LL LOBIEM (R2810-ONC-1676 3ER)  (Z2MAITHREH)

BiEx (%)

s B BIKS3%¥E (SOC: System Organ Class) - R
FEAGE (PT: Preferred Term) AFIEE L PRERE

3004 2904

(MedDRA ver.23.1)
4=Grade Grade 3/4 Grade5 4=Grade  Grade 3/4  Grade5

2EIEM 170 (56.7) 44 (14.7) 0 236 (81.4) 115(39.7) 2(0.7)
T B

L 28 (9.3) 0 0 87 (30.0)  3(10) 0

T 20(6.7)  1(0.3) 0 27(93)  3(L0) 0

AL 17 (5.7) 0 0 53(18.3)  4(14) 0

BEP/S 8(2.7) 1(0.3) 0 22(7.6)  3(L0) 0

B 5(1.7) 0 0 23(7.9) 0 0
—f% - REEER L OGN OREE

9% 77 32(10.7)  2(0.7) 0 39 (134)  3(L0) 0

0 22 (7.3) 2(0.7) 0 33(114) 2(0.7) 0

FEEN 8(2.7) 1(0.3) 0 29 (10.0) 0 0
B2 & OVEE T ALk RE 7

Z 5 FEIE 15 (5.0) 0 0 9 (3.1) 0 0

J5% 15(.0)  3(L0) 0 14 (4.8) 0 0
MK LY R fEE

i 22(73)  11(3.7) 0 106 (36.6) 62 (21.4) 0

A BRI iE 6 (2.0) 3(1.0) 0 43 (14.8)  25(8.6) 0

MR A iE 1(0.3) 0 0 16 (5.5) 9(3.1) 0
NP

TI=0T 2 T URT =T — BN 8(2.7) 2(0.7) 0 15(5.2)  1(0.3) 0

B ER AR A 0 0 0 26(9.0) 12 (4.1) 0
PSR e

RAREE 22 (7.3) 0 0 28(9.7) 1(0.3) 0

RS R & ONRE B LR
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Bl (%)
BRI ¥E (SOC: System Organ Class) - FUR
JEAFE (PT: Preferred Term) AT L RRIERE
30041 29045l
(MedDRA ver.23.1)
4:Grade  Grade 3/4  Grade5 4=Grade  Grade 3/4  Grade5
BE A 17 (5.7) 0 0 3(1.0) 0 0
APARIA e
FOPR BB RE A T 18 (6.0) 1(0.3) 0 0 0 0

7. AFIFEEZIBWT, infusion reaction 20 51 (6.7%) . KEGZ 341 (1.0%) . HEDOT
F1 1 (0.3%) . Ot - DS 2 Bl (0.7%) . EREREREE (R RTVEMERE %) 4 )

(1.3%) . Woriskatd (FLIRBREERERE T - BB PRRERR

- TERFERERE) 24 5] (8.0%) .

HEORFEESE 5] (1.7%) | #higfEE (72 « NU—ERFE) 24 61 (8.0%) . A
4 JPRERERETE - IT4 25 5] (8.3%) . MIEMEMIZREA 5 B (1.7%) . FEENEAT T ERIBAE 2
1 (0.7%) 2358 HAVIZ, R - BETHRARIE - BERERBE/E, 1 RBERRP, AR - Bl

i (S BiEE 2 5de) | FRiRMARIERIE, St/ MBAE, R, 5
E MR K OMLERE RE Y 7 SHHERERE TG O Do 7o, AREIEFEBLR DS B
% (ARRAERE 2 5l) 23 UEINHRE T,
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4, FEFIZOWVWT
AFIDS NS & 7n D B OB O GG O HIBnL, WU Thbh s Z L BRD b5,
£io, AANOEHIZL Y BELRERZIEBLBRHIST 2 2 LB E Rz, B
i U A7 EHGEHE (RMP) ([ZHS& 0 AH| 0)[115&?@ MRS BTG B~ D1 IR 23 8 %
fizgt T o> T, LLTFOO~@D TR THEHIZTIRICB W THEHT L& THD,

D HERRIZOWT

@O-1 FEo (1) ~ (5) OWTHNNCHEYE T DR THDH Z L,

(1) EAEFBREDIEET 503 U2 HEEIL R P E  (ERE TR DS A2 HE L RN B
HE S AR IR EE LR, MRS USRI 7 &)

(2) FriEtgnRembT

(3) HBIEFIRENFRHEE T D2 AV REESREE (03 ARSHERE R EWRPL, 25 A2 s
HIEBE. P AR 7 L)

(4) IRALTFFEE R E U, SORIEG S RIEZREL 1, SRS L P HEZ IR 2 X
SN RNEIEA L FIEETSIRE 3 DNk L EITAR 2 Jm H 21T - T B filiak

(5) PUEEMERES AL & BINE O MiEE IR D B 21T > TV D ik

-2 =G OALFIRIE K ORIERFEBLURF O I 47 7 ik & #RBR A FfOEAT (RO
WTIUTEEN T D ER) S, UEBEROARBICET2IRROBELE L L TRESINT
WwWoHZ Lk,

#*

o [ERIFFEGE 2 FOYIMHEZAET L7121 5 FLL LD A ATEIR DERIRAHE
EIToTCWbH I l, 26, 24N Rid, BNAYREZ £ L UERRERSO
WHEZ4T > TWVWAHZ &

o [ERGFFEUSH 2 FOPMBHEAE T L72%IC 4 0L LKA A LT
D28, OB 3AFELL IR, I NRMEIE OO 23 A S L 2 5 Lo 3 ATRIR D ERIR
WHEZIT->TWnWD Z &,

@ BENOEREMIFREROKHIZONT

IS G R BT 2 EEE SR E S, REEEN S OEIED, A - Ze
PESEHREEAO TR R O B B VRN IS0 2 I dett, AHEFRNRBAE LIS E oW ¢
B, SRELNATON L EHINE -S> T Z L,

OBHER ~DRFSIC AN T
@-1 Mk B 50
RRTE I 0 BS 7 AR P A3 LT BT, 24 WSROI o0 T+, 4 i S
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BERERRIZ BT, BB L7ZBIERIZS U CABRRE B L O CT Z0RIWER OB LB
BEOFREEN Y APICE LN, EHISS TR AR NE S TND Z &,

@-2 ERIEFEEICL DA FFGRISICET 5 B

ARSI D 2 PR 2R Rk O RE A B 2 ERIEHEE DENER =2V v 7 %5
DIZFERDA Y V) —= 0 T Z2{TWEIRE L IR EZILH TE DT — L EBREH D S T
W&, e, BAFNZOWT, BABE EZDOFEBEIZHFRICTEMIN TS Z &,

®-3 EEHOZBLRISIZE L T

BIVEA (RVEMERIZE B A, infusionreaction, KAZZ. FEEED T, A7k « RS RLE
iE - EEMEE S, GO - OISR, BHRREREE URMEMEMER X% . WowkEEs (I
RIRESREEE - B BRAEIE S - T HE(RMEREIEE) . | BUBEIRN, HEOREEE ., iklEE

(FT 2« NUIEBRES) . MK - RS, T R4 - ITHEREREE - ITR. IBsRmiE (&
M2 5 Te) O HEE~OMEM, FIRMARZERSE, Fo M M E, FEEL
PEAF P ERIAE, BEZe, S E D IER, MERERMEY o/ SHMRERIES) (28 LT, Hikhiisk X
T BB O M A A9 5 AN & U (RIVEH oMo S 2B L TR K U
BEZTONLIFGMHCHD L), EHITEYIZRLED TE KGR ESTND Z L,
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5. EXNRLIRHBE
(B2 B9 2% 1]
O DAL FEERICHE LT XUIEROFESSREEEICB W T, KR OFNENR
XhTna,

@ TRICEETL2AHOKREG K OERATIECOWTIE, AROFIMERHL SN TED

BN

KRN DO ERIGE L T2 B 720,

fiiv i fe Bh IR s

LF B K DIREBE O 72 B
fi DHENENEL A & OO G

(2P B9 2% 1]
O TFTRICEYTHIEFICOVTIAFOFRE N D LI THWDHZ b, #5%21TH
AR

AFN D5 LISBEDOREEE D & % B

@ HRERATOFmIZI VT FRRICHEYE T 5 BEIZ OV TIE AR O GITHELE S 72008,
OTEIRIRL D 2 NG EICIRY | HEICARZHHAT L2 L 2B TE 5,

FEMIREDO S UIBED & % B

b G i A CTRVELRE 2 380 2 FRAE S ONTE B D S R it 6 <0 S e i £ 2 0D
T SIEMEBA LS 2 B B

H e R BOADE, TR L IXFRED B OB OB O & 5
ey

e (S mesMinBhRE L 5ie) Db L BE

ECOG Performance Status 3-4 ™ o

(7£1) ECOG ® Performance Status (PS)

Score

[y
EF%

0

< MR LTEBTE 5, R E R U H AR HIRZ <ATA 5,

1

RRBIZE LUEBNIHIR S 228, BATATRE T, BAIEEEE > TOMEEITIT O LN TE D,
Bl mOFE, SEE

HATRIRECTH T OF OB O Z L3 TR CREEEPEERX TE /20, BF O 50%LL Eid~<y RALTil 2,

Alwin

RONTZESOHDEY DZ L LTERY, HHO50%LL L2~y Rk TiZd,

ELET RV, BHOHOEIY O LT3 TERY, BRIy R+ TEHId,

10
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6. BEIZEL THEITNETH

WA SCERITIN A, BOEMRGEESR DR 2 BB 1T D & ARH O Rt M OV EAE
DI DI WA HCER L CBERT D 2 &,

TEWRBARIZIENL G . B XU DOFEBETAZME K ekt z Hom L, FE 25T
NoE5T5Z &,

FEREWER DO~ A MZHONT

o)

)

®

)

AR OEEIZL Y | MEOREINTER T 5 & B2 B D2 2R B HEN
bobNDZ ENHD, BENROLNEHAICE, BB LZELIE U250
7R FNG & RRER A REOPE AT & EE L CH Ul R ERRIR I ATV R O E RS I K
DREWER D BN 2561213, AR ORFETH 1L K ORI BB R VE F O
B R 4 b B, BIBREARLE L OBREIZ L EWEAOWENRZD 5
RWGEITIE, BB RE AT DS O REIGIFIOBMb BET 2 Z &,
RIEMEEREN S HOND Z ENH LD T, KADOEEIZHT--> TiE, FIHER
(BG0dv, PRURIRIEE, B0KSE) ORI OWHE X SREE o Fhids, Bl8%2 oI
1928, Fo, BB U THE CT, MiE~— I —F0ORExLFET 52 &,
JFAR 4, FFSRER S, IFRNH Db d Z 0135 5 DT, AAIO 5 BIART & O
B R E I TR RERR A (AST, ALT, y-GTP, Al-P, E' U L E L EDHIE)
HERT DL,

HUR IS RERE . TR E X OREIBHEREREE R S 5D 2 R H 5D T,
AHN D 5-BIRART J OF 53 M FP e IR0 IS N ik e A (TSH., bz T3, i
B T4, ACTH, Mo —VEORIE) #FEiid 52 &,

1 AR S Hbdu, BERFMES N TV R—Y RZEDLZ ERHDHOT, M,
HL MM OFER OF B MAEE D EAICH2EET 5 2 &, VRBERF S GED
NESEAICES 2RI L, A2 CRIROBRGSOMY) 2B 2175 2 &,
SVEEEE, RAEHEEBEREOBREND LD DL I ENHDHDT, KilOFE
5 BRAART R OB G- AR I E 0 B RE R 2 95 Z &,

infusion reaction 23 &% 5415 Z L3 d 5, infusion reaction 23589 H L 7=5AITIE,
AHNOEEHFIEZEOEY L@ Z21TH & & bis, ERMAEET 2 F TRE DR
BT H 2 L,

PG T 1%, SRR LI AR L T LRWERREERT S 2 L8 H 5720, K
RO G TZRICHREWER OB TEET D 2 &,

ARENOEFRFRERICB VT, R2810-ONC-1676 7R Tl 5-BtE D 24 B £ TiL 6 #
BT L . ZRUIRIT 1280 2 L IO 21T » TV 2 L A& T, ARIRS
X EHARICEBRE COIROMERETTY 2 &)
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