AIES 0027 B 1B
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A RBFTRET HAEXER B & B
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(HIMMERYF Y VN E)) O—EREITONT

REMEOEE LEOEAFS 2016 (ERL 284 6 A 2 BBEERE) I
BWT, EHNEESROFERORECHELKAIZ BB VAEREZZE
ERTC, EHWEERFBRCLERBEICRE T Ao b T RBEMEE
HARSA U EBERLTVET,

=Rnre7 (RizFHEL) WA REL 7V —RNAEHE 20 ng,
Bl AGEETE 100 ng, RIEEEE 120 ng ROE AT 240 ng) 2 HHAH
ARV UABIRFLTERTAROEEFE I >VWTIE, =R =7
(BETARL) WEORBEEREET A FT 42 GEalisg, BEEa
GE, DESAEE. SR, TR TR U E, §5. EMREPKR
CJE, BEE~A 0TI 4 VARAEEY MSI-High) 287555
EIBE R UEREE) O—HREICSWT, (S 24 11 A 27 B fHFEAE
R IUNTE LI EEEYDEEE - AEFLEREEMBEFEREBM) I
TR LTVWET,

S =R GREFHRBZ) BHAIZONWT, HFROFIF Y 28

T ARE - RABEO—HEEREARINTEZ EEITHW, ¥R AIA VT
AEHEDLEBYVEENELE L0 T AENOERBBEE VKRR
THEMEBBEVLET, 2B, WEZORBEREETA T4 it 3
RBEOLRBY TF,




SR ) LD RAEMIBREE S 4 K5 A~ OUATIR (BIER )

BU#E

- A IR
b (FHRESBNE) [ i (B AR HIRR)
28— 1. Etwic 2=y |1, @laike -
(Bi#) (YN '
B, HAA VG A L, MILATBE A I RIE | ol RHA KT A id MLTREAERRE
IR SR, AakthTEEA B AR 2 IR SR, AR B A AR,
—&&mmkaxmﬁWﬂﬁéh~E&@mAﬁ — AL A B ARRR AR E RO — RAEREA
A M S BT — A R/ RS « A% A AAMESEROWHD b &HEE L,
ZEoOWAnL LER L.
2~—Y [ HRELDREL - AR 2R—Y | HRERDME- AR
W mxum_f»77(mﬁ%mm4) W, RARE=FAYT (REFHERL) &L
,1Dmomezﬁ%mmxﬂlmwom&4 T, 1[H240 og % 2 WRRIHHIL 18] 480 mg & 4
EAMME T ARET S, ' BRI C R BHET S
W fJ\)EMi.-ﬂ‘Jwv’ (ﬁr%ﬁﬂx} kL
Hd b '
Eﬂﬁﬂﬂl@ﬂljé4ﬂMME_£ﬁﬂﬁi
HorbTER, .
4~— | QEPIE I 1BRRHE (NCCHIG606 FAMR) @ &m

2 LA Ll EORmiE R L Ao FIRE i EH




N

LI & BB 2 (8% ki
DIEFBIRTRE), 1 BELE 24 BRI TORIEMO
R U SR U 0 ) VR RE A B NG R
BEFIRIZ, FH 3 mpke & 2 BEIMETEE
ReiE L, AalBElz BigE Nl 26 filo 5 %,
My 2% ) it | B AN bR, F DR
BEBEIR (BT TWG criterin (2007) 1235 < ¥
B EEIE) (2 CR Thai,

TR

GEPIS I IPR% (NCCH1606 A5

AW HIE 2526 7] (96.2%) TR BN, AFH| &
OEEPENBETERVEERHIT 2306
_(B8.5%) (=M Bhie, REEN 5% - ORIHE
B THOLED Thot, 2B, 26003 %,
HHAYE PR U o AR | NI

| A 25 AT

3 A3 5%k E D BI{EEL (NCCH1606 Bt
(S RRAT R SRR
A= w8 :
eds, IPMGENEE 7 B (26.9%), MhEREEET 4

@ &m

(15.4%) , HRERIIMAERNE/ I ot 3F—3 ) (11.5%)




ﬂgn%)& Eﬁ@ﬁﬁzm(ﬂ%)ﬁ@we
$ e, 1 BOERRYE, infusion reaction, S5 &9

M BFde, MUIEATAE, RIS,
B J:J ) i, fiE k

tr%?«tr“ xR

®1Tﬁ®(n—~6)mwfnmhﬁﬁﬂam

N2—Y  [@1 FRO (1) ~ (5) OWThhicEST D8 | 9 ~—Y
| BRTHH L. . MThdHIE,
(1) BASBHAERIBET 3 M A RRIRUEHENIR (1) BAFRIRE SRR T B A8 AR
Beds (HRRATIRA ARSI ML REE, A A Beds (ERERFIRA AR AL BT, HRAS A
B PR SRR, MRS ARBIRIRRE, ANRA A LSRR, HEIRAS A BRI 2k &)
AR, NEDSAMHERER 2 &) _ ‘ .
11—y |2 EhMET %) O LERER VR | 9 ~— -2 HILHIF % Y BRI R TR

i S TS D3RR (o 43 T B & B & Fe-o I T
(FROWTRMCKETHEM . LMBHR
B OFEANCET D HROMEE & LTRESAT
naz k.,

e SRS ORI T 55 i Kok & BRI &5 D[R AT

(TROWVTFhNICHYTHEM) 2. HEBRH
B ORFCHT S HRROMWEY & LCREEAT
AT,




ﬁ ' .
- EMifIrES% 2 FOOMTHERET Lizkic
SEERL EDORAEROBERERTTWAZ L,
5h, 2L, BAEDRES 2 L LR
BEONMEEITT-TAE I L,

- BT TRSE 2 EOMEMHESRIET Lic#ic
JEL EOBREREF LTSI, 95, 34
BAERE, i SRRELERATIE O A5 A BRI EE &8 Lo
RREEOTHEEfToTnE I L, _

- BNtk 2 EONIMIHESET Lzskic
5 ERL ED/RImEER U NRASA S e R R
iR . s AR

ﬁ N .
« EMARIFIRGE 2 FOMPTHELET Lk
SELLEONAFRROBETHEZIToTWA Z &,

| DB 2R, BAESNREE T LB

WEOTHEEfT-TB L,

- ERfiRTRE 2 EOTHITHEAET Listkic |
A4EL E ORRBRER AT LT WA I &, 5, 34
BLErk, i BRAHERGIIE oD A3 A BRI B S e 3l
M OTHEE{T>TWnWaBZ &,

12 A

@3 BlIfEAOREF-eHAZM LT

BitER (INRHEMSRRIDAN L, BIEMENLE, O
%, fpde. HUURREARAE, Bk, MBSt MES
T, 1 BUBERRIR, BMENTSE. IFRE, R,
Frge, M{LHEIRE 2, PINIRERERTE, T RmiE
BEE, MBI, B, BN, Mg, W
FIWERE, $HIRMASIEIETE . infusion reaction, I
TRMFEE, MERRGMEENE, B, Kk, BEo
BB, IR RREE, LW (L EEHED - 105 -
LEEPERISLANGS) | AR, S, METLE)
bR LT, MR ILEMEREB M O M

10 ~—3

@-3 RIfEROREPRNIZEL T

BHER (MREMERIZMA, BEGEDE. OF
%, fpde, HEUMEAREE, KIRgt, B4, BEEO
T, 1 BUEEIRIE . BIENT S, TR 2. ATHGEmE,
Fre, WALHERRE 22, AR BAERERRTE , TRtk
B, PhRREEGE, WHET, BIWNRE, Mg, Mo
B, ¥RIRIAEZEIEAE, infusion reaction, W
ZelupEEEE, MERRAESER, B, k. B0
RFELRS, BRHE VB2, DR (LS - 2X0R -
DBHEMSEHEE) | st M, ML) LT,
W MR ST R R B O Pk R T D KRR
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5. frEuH LB RH

[t B 5 YeIE)
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BB S A KA
=R (RETHSZ)

(RFA : A7 S—RARRE 20 mg, 7P —RKHERE 100 mg, 77—
AN RNEE 120 mg, 7V — R ETREIE 240 mg)
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1. RUL®I

ERR DB - RLMEOHROTDIZIE, T TEEITE SO IGHERERSRD
b3, 6T, EEORZEEIOESHIC LY, FFEERRZ L OENORITHRERR
FEELIAERBENLGPTC, CNbOEERZECLERBECRET 2 L BRRO
ML 2o THEY BEMBOEY L B0 EATE 2016 (ERL 28 £ 6 A 2 A MMRE)
CHEWThH, BEFENERLSEOERAORELHEEEZRS - & & ENTWVD, _
SRR ERLIT. ERERREEN T u 7 7y A ABBEFOERGLALNCE
RBEZLERDD, ZOH, FIERVESEICETIERN-2ERT 5 E ToM.
LHEKAOBBLYMZITI L ¢ RP/EINIBEICH L TERT L & BIZ, BIE
RANBRER U PICBLERRIEE L 5 Z L AR~ BORFE2 T EREE TR
THRZLLHREETH D, '
LMo T FUA l~74’ VTR, BREBSINETIIE LN TWAESRESEY -
ﬂ%ﬂ’JEﬂi’.LE’ﬁ% lgl‘FfD[Z%nnOD%ﬁfﬂ%ﬂi%?@:ﬁ'ﬁ‘éﬁﬂﬁﬁ%z\%";%{# Ex
FROBEERLRT,

1B, EHA FI AL U0, m*”&%AE%mEﬁﬁﬁﬁAwm AFHFAEARAR
RRIEEYES, —REMEABFBRABES, —BEEEA AARLRES KO —kit
A BANEME « BAREEOBHDOS LIER LT

| xR ERBERM AT VR RRIE 20mg, ATV — fﬁ%ﬁﬁmmm\ffy
— R R FEHRE 120 mg, A7 V— ‘J‘}.‘i-‘(ﬁf’%& 240 mg (—A%4 .
Re7 (HiGFiakz))

HBLLAPRXIHE  BREIUIEEREO TR O F) 3E

HRERBPERURR  BE. RARE=RL <7 REFHEBEL) & LT, 1E240mg
Z 2 WEFEMXIE 1 [E 480 mg % 4 BREMR CRBIHET S,
B, NRIZIZ=FAN~T (REFHERZ) L LT 1B 3mgke.
(FE) %2 BRBRTRERET S, 2B, $EO0kg LD
MNRZE, =A< (BEETFAKRL) & LT, 1H240mg % 2
SERIFREX T 1 [ 480 mg % 4 BRI CRBHET AL b T
&2, o

3 RE ¥ A DNFELTENN ST




2, Kﬂmﬁ&\ﬁmmﬁ

A R R E 20 mg, [RAATEE 100 mg, RLETEIHE 120 mg Z’(U‘r] ST
240 mg (—i% : =BA=7 (WEFEBRZ), LT, TRAED &vH.) i MRS
TEBASHLAF Ly 2 A% @TVAM w7 —X A7 A7 (BMS) #) #
PA% L7t b PD-1 (Programmed cell death-1) (2395 b M IgG4 &/ 7 v —F- A4k
THh b,

PD-1 1. (L L7 ) o8Bk (THIE. BMIR O F = T 4% 5 —T #ifR) RUYE
B AT 53095 CD28 7 7 T U — (T MR OFEMAL 2 MBI E & RICHIET 55
FH) KRBT HREETHD, PD-1 RFPUFRFHIBICRER TS PD-1 ) ¥ F (PD-LL
RUPDL2) LA L. Ui SERICHNES 7 F Ak iz LT Y v SRS LRI %
AlCTE LT3, PD-1 U Ay FidHERRAARLA I & b Oz 22 |EERRIC SRR '
LTRY, EMBAMAE N GK LIIBEHEGIZS1T5 PD-LI ORBALITROLETF
W& OMICAOHBRRRH 5 Z L ABE SN TS (Cancer 2010; 116: 1757-66)
37 BB AL TIEAETE T NIAREET B v 8 —7 =0 H = (TFN-)
iz &> PD-L1 ORESHE SN, B8 L EBRRITHT 5 PD-L1 OFEREHED
ATEHR & ORICEOFEBEBERERH S L O#ELH S (SciTransl Med 2012; 28: 127-37),
& biz, PD-L1 &R S E B AMIRIE, FRIRA CD8 B T MIaDMISE
JEME SR X B4, B PD-L1 $i{&T PD-1 & PD-L1 : O/ 2HET S L O
BEEENEET S - LARERTHS, BT L Me PDI/PD-1 Y H v Mgk, #
AAEIAREUE RN T IS D OBRE & BT 5BFO—D2L LTHEALA T
B - : .
AT, EERMOFERD S PD-1 OHISSMEN (PD-1 U 4 > FIESSRIR) /A L.
CPD-1 & PD-1 VH v REDEEREETAZLICEY, RASMTRERNZ T HIADIE
ML R U AR A AR IS 2 38T 5 & & TRIH 2R 2R Y
ZEPHEREIRTNS,

IRHOERI D, AT &ﬁ%kﬁ?éﬁtﬁ%ﬁ%h&D%é%@&%ﬁén
fﬁm%T/#/)/Aﬁ%%%ﬁﬁkbtﬁﬁﬁﬁéﬁrb A, REMERVB
PEASRERE é;hto

Kﬂwﬁﬁﬁ Lﬁd<ﬁﬁwﬂﬁﬁmhiéﬂ¢ﬁ%m%6bh,E%Kﬁ%th
BB AHEMN D 5, FRIDREFRVBREHITIE, BEORBEL M7V, RESR
» BIEHAITIL, B L B RIS U e SRR M & BB L R oEM & U U Ol
IR ERNBITEITV, BE DB X 3BHERAREDN 2 BEIT. BIBRERN
=L HOREEOHEIRNBEERITI LERD B,



3. ERPRALK | . :
BRIEREOHTFARAN RO X ) /f\ﬂiwﬁcﬂﬁ‘& AT % 4T o 72 AR ERRFRBR D

REERAT.

[ HEE)
® ERNFIERE (ONO-4538-15 RER)

HFENBMRBHRE VDT LY Svers RFFY (RETFEEZ) BT, 71
VIRV T] L3, TS UEARTED 20 B OB RS O H IS
P& ) v ERE (ECOG Performance Status 0 BT 1) 17 Bl & &iz, FH] 3 mgke
% 2 BB TREREL . ERFMBER THEEHR (FET IWG criteria (2007)
AT HES < FHPEIZ K D complete remission (ELF, TCRJ &VY5,) Xid partial remission

(BLF. TPRY 20 5,) OFIE) 1 75.0% (95%FIEXM @ 47.6~92.7%) Thol, 22
B, BROZERE L 2BEIX 200%ThoT, ‘

@ ST (CA209205 SB) (Lancet Oncol 2016; 17: 1283-94)
BEiE Iﬁlﬁ?fﬁﬂﬂ@*ﬁﬁﬁ’ﬁkf LY R e Fic L AERES T 18 BUEOBER
Kfiﬁﬁi’é“lﬁ@ﬁﬁﬂﬂ’]? VxR NERE ( =7— b B, ECOG Performance Status 0 &
D) B0 BlERBRIT, AH 3 mykg & 2 RIRING TARRE L, EEFEEE THS
FNFE (AT IWG criteria (2007) IZE-S < FRMEIZ L B CR Xix PR DEIA) 13 66.3%
(OSUIEHEIZI : 54.8~76.4%) T o fc, 7233, WHIICARTE L7 BHEI 20.0% Th o7,

@ ENE IHERBR (NCCH1606 HER)

2 VYA U EORRELA L, HoREGDESMRSHEIT X S IBREDCRY (BR
EMBASBEOTAMREIIRE) . | AL 4 RUT OB R VE Y VABRT
XAt/ E ISR B E 2RI, A 3 mpke % 2 BRARIIR TAREEHEE L,
ARRICBGEENT 26 FD I H, HHRPOFTF YU T 1 FAEAANLR, £O
BRBAMSE (MET WGcriteria (2007) 1255 < BRBAEELAE) 12 CR Thole,

[Zefd] .
@ ENFEIHERER (ONO-4538-15 BER)
BFEHERILZHRBD LN AH L OREERBETETERVWATERLL2HNRD
bz, FEPEN KL LORMERIITROLBY Thot.



21 MM S%LLEORIER (ONOASIIS R)  (RAMMITHAMED)

AR A ‘ A% (%)
ARE . ' 17 1

(McdDRA/) ver.18.1) : 4 Grade Grade3-4  Grade 5
2RIMEA 17(100.0) _ 2(11.8) 0

IFEE GV RE. oo i
i 169 1659 0

) v BRI IR .,.;mmmnmg;lum_m}mm 0
RRIURRNE S S

,mmi

T e

3 (17 6)

s 1(59)

sy - , 1(5.9)

- T oo 1(59)

il E3 1(59)
Bl o oo 16
R egMEk LU ERoRE
W% 2(11.8)

PRSP RS - 1(59)
HEm ‘ 2(11.8)
bt 7 {41.2)
GO 169
CIMREBEUEERE Ll
: 1 H 4 1(5.9) 0 0
i PR X ) 0 0
RS IORMESE
i M*?"Fﬁ My 00
THRRAE O S
ﬂﬂﬁﬁmﬁfm 1(5.9) 0
AR R A 1(5.9) 0
0
0

coocoo
soo oo

coocoo
ocoo oo

REHM 1(5.9)
 mnmgewd o 16%
REBEvEmR T T e

EH# Y v bAMEE 1(59) 0 0

{EF Y v sME : 1(5.9) 1(5.9) 0
gtk . 18y 0 L0
RBABEORAEREE . T

' B ‘ . 1(5.9) 0 0

SRR . 159 0 0

mAwo s 0 L
WERME o Tl e

PRI S 1(5.9) 0 0

[ip ) 1(5.9 0 0 ‘
 FiE= e —mosF—- 169 0 0
ks, WRRECemEeE.

ST 4 P ) 1(5.9) 1590 0
LEEogE 1G9 0
B LU TAERME :

Ji2E2Ynd ‘ 1(5.9)

A0 E o3 . 1(5.9)

EHARBI R 1(5.9)

% SR 5(29.4)

Ri5 ' 4(23.5)

L=

o B e B e I = Y e |
[N = R . i s |




7235, MEMERERA 1 51 (5.9%) | SEEMARE/ I A —2 i (11.8%) . KBk -
BEOTH 1 H (59%) . FFHEEREE 14 (5.9%) . BFRIFEEEE 3 5 (17.6%) .
%ﬁﬁ%3%(ﬂ@@&ﬂmﬂmm&mmlm(SM)#%thtoit HEM
& SIEE fuﬁ%ﬁ% e, 1 BUBRRRIE. S/ MRS EEERER, FTR, ‘%ﬁiﬁﬁﬁa%
BIREEE, Bk - #R%, EEORBES, HIRMEERIE, TERMEBEREE, BER

A E S HEEERD b o, AREABRRRIIEERS (BAREERELS
i) REDERERERT,

® rﬁm% OFARER (CA209205 ER)

FEERIT 238243 ] (97.9%) wRH L, FHl& @EEI%B@{%% ETERVEE
H&T 185243 B (76.1%) IZRBD bV, BERN %LU LOBWERIITRO LBV T
Hod,

F}2 RRBEH 5%LLEORHERA (CA200205 BRB)  (All Treated Subjects)

BEARSE % (%)
AR 243
{MedDRA/) ver.18.1) 4 Grade Grade3-4 Grade5
2RIFER 185 (75.1) 4s (19 8) 0
MRS RN /S RpEE . - 0 Tt
a}cpmwr o 1363y 6(25)7_ 0
Eﬁbtfmﬁﬁﬁ{&?r 1458 ¢
war 14(58)  2(0.8) 0
Tl 34 (14.0) 2 (0.8) 0
BB ' 24 (9.9) 0 0
stk o 19(73) o 1esy 0
TR m&m{mm e T
WS : so (20 6) 2(0.8) 0
2H _ . 21 (3 6) 0 0
FE, PEE I UESHHE R S
EATHED BERS , 33(136) 104y 0
ALT iﬁm 13 . 3) 7029 0
AST 3850 : 14 (5.8) 5@ 0
Y oS—EHm C14(58) 93T 0
HRERE L OSSR T o o
(SERT 19 (7.8) 0 0
FPEE RN E : o '
B 14 (5.8) 0 0
B3 LU AR I : e
2 5 21 (8.6) 0 0
BE 28 (11.5) 2(0.8) 0

728, FVEMMES 156 (6.2%) . SREUBRARE/ I A 35-—19 ] (7.8%) . KB
K BEOCTHGM (2.5%) , FrtERE 246 (9.1%) . F#56 (2.1%) ., FRE



HERENETE 28 B (11.5%) . HRHERESE 40 41 (16.5%) . "WHEERETE 4 6 (1.6%) . -k -
Blilige 1 B (0.4%) . EEEOKMHEE 3 6 (1.2%) | WIRMARIERE 1 81 (04%) |
infusion reaction 38 il (15.6%) | T 2 5 (0.8%) BRUS L 3 IR%E 261 (0.8%) MR
b, Eie, EEGIEHE, LK, MHR, | TR, St MRS VEREER.
BT HEE B O T T AR E IR D b o o, ARHERRBRIUIMEES (HR
BREBRE#E0) ZEUHRIERETT,

@ ENE THRER (NCCH1606 R
BEILEE 2526 B (962%) KRB LN, FF E OREBESBTETERVAES
i3 23/26 ) (88.5%) TR bivic, RPN SHULORWERIZTROLBY Tho
oo T2EB. 26 I D B, HRERTDF LY Lo NEREN 14, N E IS A A
25T o7,
3 BEEM S%EALOBIER (NCCHIGU6 R)  (SAEMT )

HERIR Bl (%)
AR 26 17
{MedDRA/) ver.22.1) 4> Grade Grade 3-4°

2RI1ER 23 (88.5) 10(38.5)

[BRBRMREE . sl
U 2o SEREE 14(53.8) 6(23.1)
AST §/m o 6{23.1) 1(3.8)

[ i RS - 8 (30.8) 1(3.8)
tn R ERS 8 (30.8) 0

T ER SR 6(23.1) 2(17)
HLER B Y e . 2017 1(3.8)
Y= FNF IN T AT TR 2(7.7 1(3.8)

" ALT #8950 3(11.5) 0
fi & V7 F = 2(1.7) 0

R S XS SORSWLORE T T

Tammo T T ey ey
BRECE R . L T

BERR RS 6(23.1) 2(1.7
CROEEE | 3L 0.
EEEECY REE D o
o o 2@edy 454
S LT T T T
E7 A7 2 MiE 5(192)  1(3.8)

s N o

WEBRUREEE .
EmAR o 30 0.

PSR, BTSSR o o
T ! 2 () .

FRERELESERNE SN e
oS I COR
] o _ 2017 0o

PR



BERAN - B oD

HAIE 26
(McdDRA/T ver.22.1) - % Grade Grade3-4"
B R R TR B TL B 2201 0
RS RIR TE 2(7.7) 0
*: AAMTIL Grade S OF HHEHT Graded & LTEMRER (CRF) IR
gaht, : : :

728, FFEERE 74 (26.9%), MHREEEF4H (154%). BHMATE/ I 49—
3 (11.5%) . PARIHERRE 3 61 (11.5%). BEOKEEE 25 (7.7%) RUVEHE
BEE 2 5] (7.7%) BB® L, Fh, 1 BBERR, infusion reaction, & 5L, T
BAENRE, T4, BUERTHR., FFRL, MREEMRB, Bk, B, MERERIERE,
BLMERRE J¢, MEEMN, BEEGEAE, ERA2nKEE, OHk, ODBEEE, R
REASRE, KEFZ - NBR - BEOTH. Mk - ML, BIEHEERE. Ry, B
LR IR RS bhiid oz, ARMERARBRRILIEES S (MFEREERE 28T)
EBURIERERT, -



[k - &)
FFN O BEFEYIEEFAERA Ly Ialb—a iy, $M3m¢g(¢
H) X% 240 mg % 2 MRIPIR TS L BROARAI O A PR E AR Sk, L0/
B AH 240 mg BB E U BEORS R, AF) 3 mgkg 2 U BRORM AL &
LTHEZRTEFPHISALLOD, AAABFCBWTAREPHERESNTVWIA
ol ﬁﬁ(mmﬁq%zﬂﬁﬁﬁfﬁﬁ)Tﬁﬂ%&#bt@@@ﬁﬂ&%&bfﬁﬁ
Bt e RSN (FR), M T, @EoBEz k) 57— & IcE3&, F5| 3megke
(ﬁﬁ)Xmmmm%2ﬁ%%ﬁf&ﬁLL%@$%®@@E&€%%R@%%&&
OB ERNT S REENE TSRS, %%%@howfﬁﬁﬁ”bntﬁ%
LE@%&‘%ﬂwﬁTﬁM&&Uféﬁh%m&%ﬁm&wa%ﬂ%%ta
%3 FHOEBMMATA—F |

s - A Crux len_dM Cuvgaid Chuxss Chiin,ss Cvgss
. ' (pg/mL) {ug/mL) {pg/mL) (ug/mL) (pg/mL) (ng/mL)
s mefkg QZW 516 16.6 243 113 62.1 77.6
mg/kg Q (352,70.8) | (107,24.5) | (17.1,33.9) | (750,171} | (27.1,107) | (42.1,127)
72,7 235 341 159 878 109
240mg Q2W | (1) 103) | (15.2,34.6) | (25.1,47.8) | (102,254) | (41.5,158) | (62.1,187)
191 61.3 90.8 398 217 278
10mghkg Q2W | (147 910) | (51.2,79.2) | (79.0;114) | (331,532) | (184,313) | (237,386)

il (5%, 95%8), QW : zﬂﬁﬂﬁﬂm Conax * FEE G4 00 Je B ML FPIREE . Coinata @ FIEHR 5114
Eﬁtviﬂlféﬁﬁm?ﬁ‘:‘:?&ﬁ Covgdia @ e 5#%140 Ei‘(‘@qziilﬂﬂfﬁ‘??ﬁﬁf Crnoxgs : El’ﬁ'ﬂtﬁaihh
i B IR AW R EE . Crines © B RIBIC I A HEMIH P IRE, Covgss Eﬁikﬂﬁh%lj‘éiﬁﬁlm?M’
ke i ,

T, AEOBEFRYIEETAZFA LV I 2 b—Ya it i b, AH| 480 mg
% 4 ﬁﬁﬁ?ﬁﬁﬁf&#ﬁiﬂ%ﬁtg’g@)ﬁ{ﬁ RS TS U T BEO 2K 0 M3 i BE SR
Ehic, TORERE. Kﬂ4mmg%4@%%%?&%Lt%®imk%?kﬁé$ﬂﬂ
CEPRE AT, MCoussd &V 36 ) 1 KH2Mmg&2ﬁ%%ﬁﬁﬂ#LtW®cm“

LI L PR ENE (TR o £, %1480 mg % 4 BHBR THRE L7BROE
FRIBIZRT S REMBEFRE (LT, Canssl £V5. ) AHK 240 mg % 2 @
e G s L BRoD. cmgs&btﬁzvcﬁ‘ﬁ%Tﬁ-a%yﬁJént%@@ RAENBEICR
WTEBEBER S TW2 B - AR (10mgke 2 2 BRER TRE) TEHIZRES
L7 BED Coaes & Lo L CIEEERT L FRIShE (FR) . MR T, BHROBMEICE
Hé?*ﬁﬁ%ﬁ%\$ﬂ3m@g($ﬁ)itﬂEMmg%Zﬁﬁﬁﬁ\%b<ﬁ$ﬂ
480 mg % 4 AR THRS L ROARORER L HEME TR e L OBEE RN
T RIRBEINETAREES N, %:ﬁﬁﬂ@ COWTHRERITOR R, LR -
%EWﬁTﬁwﬁﬁﬁfé&L%ﬁﬁiﬁm&wk%Méntn



#4 FHOEGMYB AT A—F

FH?E . m ! Cmax CmindZB i CnvgdZE Cmax.n Cmin.ss Cnvg.ls
{ug/mL) (ug/mL) (ug/mL) {ug/mL) {(ug/mL) (ng/mL)
|, 516 27.2 31.0 13 62.1 71.6
3mgkg QW | 355 70.8) | (165,403) | (212,439) | (750,170 | 271,107 | (42.1,127)
240 mg Q2W 727 383 437 159 87.8 109
(51.1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) | (41.5,158) | (62.1, 187)
480 mg QAW 145 29,7 53,0 216 71.3 109
102,207) | (15.5,47.4) | (37.0,74.8) | (145,336) | (27.5,137) | (62.1,187)
- 193 906 116 396 214 275
10mg/kg QW | (146 222) | (86.5,132) .| (101,148) | (329,525) | (184,303) | (236,377)

PRiE (S%R, 95%A), Q2W : BEMMAE, QAW : 4MAMIM, Crax : FHEHZ 54 OB MIK PR,
Cenindze : FIEHE 528 B 812350 D RASMIE PIEE, Covgars : DIEHR S 6288 B % TOFHMIPREE,
Conax,es : EHRIBICIS 1T 5B MK PIREE, Conines : ERRIBIC I 2 BARMW P, Covgos : ERIKIE
I2 334} 2 il o AE
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4. HRIZONT

R LCHEARMAE (FAWE) BMHEbhTHnaZ b, YHRELE
P ERTE AR CHILERD D, TO LT, FEOREPEEREE Z W -
S L, AROBREICL Y EEAAWERERR LEBIOHGT 5 Z B RBERH, BT
C ODO~@DT AT ER T HRILB W THERT & TH 5.

@ BERizoWT

@1 Tio (1) ~ (5 OWTFhLIEETmRTHEI L,

(1) B SR ESEET 2 B A S IRHHIL RIS ERERRS AR ﬁ@%mar&;
i A% A S FEEHHL A T, RS A BBHREE, AR AMLEREE, RS AEHE
Fibz iz L) . '

() WEBEEREE )

(3) FERIRAISHEET 53 A BRI (B A% SRR T, 25 A BRIl
Wik, A ABIREEERERRE R &)

(4) AFACEREELIRE U, SR{LSIREINS 1 ks SR b FREMER 2 DR
AR BB ET o TV B MR ‘ o

(5) FUEHIBERLT S EMAO MR IEITIR D BHEET > T2 iR

D2 HMEEDE Y MO ERER R AT ORSIT-HA 2 50 & 7
ﬁ%ﬁo&%(?iwwfnm:%%Téﬁﬁ)m LR O AR T B RO
BEFE LTRBShTHWEZ L,

#

«  [ERfeIFEREHE 2 ﬁ@@]lﬁﬁﬂ%%ﬂ%i" LIz 5 ﬁﬂk@ﬁhfé"ﬁwﬁiﬁﬁmﬂﬁ%
fTFoTWna L, 56 2F LT, BAEDRELEL Lf’;[ﬁﬁﬁﬂﬁ%’%‘ﬁ@mﬂ%%
fTToTn3Zk, :

. EMRHDUEY 2 FOTHFHELET LIRIC 4 FULOBEREREFLTVS
TE. b, 3EMEE. ENBBEIEEO R ARYRES S DERRLIKRECTHE
BIT->Tn5I L,

o EFRIEIGH% 2 FOMTMERZET LIEKIT 5 ﬁiu_to)d\ﬁm&zwd\ﬁﬁs

Rt/ ERBREET B I L,

@ BREROEXGMSERCEMIZONT |

EI R RSt 5 EEESRE S h, MIESEN D OBREAD, HE - &
éﬁ%ﬁ%%ﬁﬁ@mﬁ&UE%%kﬁ¢éFﬁ%ﬁhﬁ%%&m%ibt%AwﬁiA
T, BRECHITTONDEHIIESTHE I L,
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@ BHER~OBIEITOWT
@-1 Heiamicp¥ > Ba:
FEMEMRREOBEREIEASRAE LB, 24 BERBDREHNOT, YHEY

O RESERICHV T, BR LRI U CAREBR K CT S0RER OBR %

BERREOBRPYAPEB/LI, ELICHBATRREHBSE-THHZ L,

@-2 EREWHE T X 5H HWSIG BT 5 Bl ‘

RABRICHED 2 MR ORRUEELE T2 EREEENAERE=4 Y v 7
EEDIEBORA Y ) —= v P ETOERE &R HE T 3 F— AEREEIAE
WENRTVWAZE, BB, BHERICSVT, RABE L ZORRIHHERShT
WBz Lk,

@-3 BHER OREIZBLT
BIVEA (RIEMERTR BN, BERERE I, ruﬁ’“é& Rk, SRECERMRE . K%,

NG, BEOTH, 1 BUFERFE, BUERFR, FFAL2, FFEREE, IFk. BbEms
%R, FRIBHERE, TEARERS, HRESE, BHE. AIBES. M, BE0K
BRI, BURMASIERRIE, infusion reaction, B2 MIKMES. MEREAMMGE, i,
fEde, BEDRER, BIBREME, MBS (LEMD) - 508 - MRS |
TRIFRRES, MEFHMm, BILE) oxh LT, WUEER ULEMEAREORMELH 45
EE & B L GIEROZEeHRICE L CIERUEEL ST oo &fichs
L), EbICEN2RERTEHEERESTVAT k, |
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5. RERMELBRDIBE
[ Al 42 HH]
@ THROBZBZBWVTHROBFDURRENTVD, .
. Eiﬁﬂ%ﬂﬁ%ﬁ&vﬁV/V%/?7Lﬂ#ﬁ2ﬁfﬁ&@ﬁ%ﬂmﬁ.
sk U% v ) L oSIEOR N BE
. zvayuxomﬁ@%ﬁb;mo@mﬁm%mmﬁmn;a%m@ogm'
(B F &M BMIABEORREXHFE) . BR IR0 T AFR Y% )
8B BE

- @ T?kﬁ%Téﬁ%LﬁTéiﬁ@R%&Uﬁﬁ%ﬁLOWTﬁiKﬂwﬁﬂﬁ#
BIEINTBOT, FHIOBRERBLRLRN,
o [LEHHERTAIROBE
o fhoRUEMEIEEH L PR LTRSS BE

(et BT 5]
@ TFTRIEEYTIBRZE OV THARIORERBREL SN TND I Ehb, REZTT
blanz e, ‘ ' ‘

o EFIORMTH LBEEOMERDH L AE

@ mﬁmmﬂﬁmxm1Tﬂk&%Téﬁﬁkowrm.Kﬂmﬂﬁﬁ%ﬁéhﬁw

A, OB FEEIRES 2 WIBEITRY ﬁELKﬂ%&ﬁTé_aE%MTéén

s [SEMEMEROAHXIIHREDHSBE

. BRESERECHERER béﬁ%&U%@ﬁmﬁﬁﬁ%M&%@%ﬁ%&
SO EEE AR b B '

BHERERBOAG. Xﬁﬁﬁ%&%b<@ﬁ%&waaﬁﬁﬁﬁwﬁﬁﬁm
HHBE

. W%@ﬁ@(ﬁm%ﬂmﬁﬁﬁ%ﬁn)obéﬁ%

. EROBRXEEEEET 5B

+ ECOG Perforinance Status 3-4 &0 D@

(&) BCOG O Performance Status (PS)

Score TE#%

0 é<F?ﬁf£<FWFC"<’?5 S & L C R T A BIIRIZ < 43 % Bo

BREIZ I LW IERNEMIR S h B 28, BITAHET, E{’Fﬁ-ﬁ:‘mo TOERIZITOIZ L 73*‘(% 5.
| B BORY, BHER

E 31 B ]

TReNEBSOFDEY DT X LATERY, BP0 SN EE~y FORFTBIT,

L8]

o~

E<BHITRV, BADHOEY DI LIZEL TRV, TRy FPRFTBIT,
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6 RERBLTERF<EEE

®f

@

O HMAXESTNA, JEERFEEFPRET 2 WS CE S AR DMFER UEIER

AODIBERERETSICBRL THBERTRZ L,
BREBRIAIC AR D, BEXITE OFBICHDERVEREELZTAFRAL. RE:2E

ThbRETHI L,

ERBHERD RV A Y MTonWT

FEMEERS bbNE 2 L RHBOT, FADREI ST > Tk, BHKE
o (PRI ERME, oMk, ) OMERE U X BREOERS, BEL+S
ATH Z &, Fh, BERGEUTHE CT, hifv—X—Z0oRELZERTS
TE, '

AR OEGITEBED infusion reaction (Z{H if%%ﬂﬁl'f;ﬁ TR DT & HHE
fR&IT>7c TR S 2 & Ei2.2 [ B BAEOAHH 5-85Z infusion reaction
B oD Z L b b d0T, ARIRE PR UEHR LR TRIZAA XA
VERAETAE, BEOREER QI8 T 5 2 L, /238, infusionreaction %
FEHLHAITE, @ TOMERVERSESCEET 2 CRAE X TOH8
B L, | |
FORBSAEREE . TEAMERERVEIRESERLLbh3 I LBHEDT,
ﬁﬂ@&@%%ﬁ&w&#%ﬁ#miﬁ%nmﬁww%mﬁﬂﬁhﬁmm\
WHE T4, ACTH, M aVF/—VEDRE) #RETEHZ L,
FHOREIC LY BEOREFIEET S L% 2 bh D RRBHRE
BhHbbhdZ kitbhd, BENBDDNEHSICE. BRELAERIIETE
BLFH A2 R & ARER A RO B AT &S U CEE 2 BRI BTV, (B DR
R & BBIERMBELL A BAIIE, AFOKREX ik, ROBIWEE R
NELVROBREELEETZ DL, 2B, BRRERLVELOREIZE VEIE
ROYERRD b RWBEEITE, BRI ERVE BN O S @ mHIA D850
bEETLIZ L, '

BEETR, SCER OBV ABB L ThOEMERRRERTI R H S0,

AR OBREHTHRIZHEERORRICHYCEET 2 L.

1 BUERE (BIE | BURRF 2 ah) 2hbbh, BREMES FFV F—vx
KEHZEBHBOT, O, B, EHEOERORKELMIELD LRI+
NEBTHI L, | ERFNRONEAICIEEERIEL, AR Y i
FOBRESOENLNBELITH 2 L,

BISERTSe, A4, PRIREREE. Ik, BEERELARS bR I Lib3
DT, EHWICIFIERESTV. BEOREZ BTz,

AR OBERPERIZB T, REBAEI S 6 HALMIIZ 8 MM I iz, TR,
FERR» L 1FME TR R2ER T L IZEIMEDTFEZIT > TWeZ L 283FI,
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