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T 7 m—FAHUERAE ST 2 DLl EORTAR /7 a—F VARG 2 e 3-D LA LD REIERIE
JEZA L, 220, B ORHAEFICH L CTREEIT A AL, 230, EEORHAEITS L TRZEIT R
D LIV ATIRIFRRICHEIR LT D BT ATTERZICHRE LT
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BRE ST AL - EEMEIEERIR I A, 5 A MU A Uk BHRE TN R 9
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F 7o, ERNTORGOAE K O &2t 2
ZEEBMIC, BILELE LT O LD b2 HREE
TV, LD AEFRIEDOK TN D 3 HEZRICARML &G
THZELEINT, £, REORIEWIRH IS
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VTRIE) BEFR S NT, TV v Y v TEEIT LD AL
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F 7o, RN TORGOER K OB 22T 5 F 72, RN TOARG O K OHITE 22+ %
R HMIC, BIALE & LCLLTF O LD AL E1T &AL, AiLEE L TULTO LD b5
W, LD ALSFERIEOK TS 3 BRICARMZ RG-S EERAITO. LD ALSEEEORK TS 3 BRICARMLE
HTZElEn, £o, RO EHMF IR = BHETHZEESNT, £, ROBLGEHIRIFIZ
Y hr— DD OHUEREIEIRE (7Y v T g hr— Ol OFUEHERRE (7 v
B) BRI, 7V v Uy ZIEIE LD AL VWRIE) BNRIFR SN, TV v U AT LD AL
EOBRMGEDY 14 BRTETIZE TTDHI L EEN THEOBRGE Y 14 HRTETIZRE TT562 &L
7 iz,
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— 3. 3. [EBEI[F 4 MAHER (BB2121-MM-003 5X5R) (Hra%

SEREIK, a7 T V) — AHERER NS TV LA
ThET 2~4 LY AV DRITRIEREZ BT 5 H¥EX
EEHRMED W B 2 PRI & AR YRR O F L)
P} OVZ2 A 2 PR 2 [ R e () 2 AR BAER (DA
. TMM-003 3Bk ) A3FEhE S Aviz, E7e8R - R
AEHEITER DB THol,

76 (H&)

A i D FHVE R OV 8 O3 A 5951 Bt BCMA - CAR
T & LT 150 X 105~450 X 10°{# o> JH F: i CH
[EIEARNE 535 2 & L sz,




F 7o BRI TOAR G DA B O & et 425 =
& &AM, BIALE L LU CLAF D LD ALSREZAT
WV LD ABEEEIE O T D 3 ARBICARME RS T
LHllEnk, o, Ko RGEHMFIZHS o
v ho—nolbObrERiEGRE (T v Y Tk
B BERSNT, TV vV TEEE BEOE
L ORHER L Y A NFES & IBEBREATEAT O
(2 8V AR O L RIE L 2 A o (DP, DVd,
IRd, Kd X|ZEPd) @5 bWk 1 %A 7L
TCEMmTLZ L, LD ALFRIEDORRIBEY
14 FRTETIZFHE T T HZ & & Shie,

PEAEVEIRRE O VA OV & U H kT, IES
k% 1 HENG, B OERORNER LY A A
S& IGBRELEMOEIWIZ LY . DPd, DVd, IRd,
Kd Xt EPd @ 9 BT O{RFEEEL VA V%
FhiE iz, 7ok, FHEREREOMBE L, IRCHIE
(259 PD SRR S, ORI G OEASIED e
RBEINTHEIC ABRELEMD O OEFFICHKS &
Ain D7 A AF = "—FENA[FELE ST,

(1) HALE O LD AL FlE
SR A7 72 K300 mg/m* LOXNZ /LA T E L 30
mg/m* Z W3 uh 1 H 1 [E], 3 HRELSEEIRN &S




L7z, F7o, BEOWRE (BRERERES) (ZS5 LT
INE T DR EORENTD,

(2) MM-003 3Bk o ik b B

MM X BEAFE D IRRTE TILTEM 23 R HE 72 F 58 24k V) K
TEHRTEOKRB TH Y |, BINEALFHIH (LT,
[PFS) ) DIERIZ XY | FEROUGE, JEEAHELT D
JIE, Witk £ COMMDIEEENHFHFEND Z &)
O, AFERO E A H X PFS & &4, PFS (348
TEZAED & A O I ST XAFFEIK A R 72V BE
COVTNOEVEAE TOMMEERINT, A
hik D FBAEAT I IE ., IMWG JEYE (Lancet Oncol
2016; 17: e328-46) ZfE~ 7= IRC HEIZHAS IR
BNRT—2BRHON, EEFHEE TH D
PFS OfER (2022 F4 H 18 HF —F v b4 7)
FERTEOK1OLEBY THY | EEREREC X
DA REOERE S s Sv7e il p 5 <0. 001,
AEKEH0.014, JBRIe VT T RE) .
F7 ()

BJ1 (#%)

0SIZ DWW, 202344 H 28 HT —H 1 v b A 7HEE
DFER KO Kaplan-Meier giffiL. FNENE 8 LV
M2pLBY Thot, 7235, 0S 15222 4 X v
X T W R CIREIRAT 23 FEhte S VD BT Tdh Y . ARFET
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AEFLRN 3P| (BUSE, 2 ZVERUIE, YA

b A UHHEERE & LB T, WP OFESR

L b AR & ORBEBIRIIEE SN2 o 7o, AR
5o 8 ARAMAT 6 ALIPNICHER LT
15 15 1] (6.8%) (ZaB® HAL, JHEAMEITLS 10 f51], S
KIARBA2S 3 6, AESGD 2 1 (i & 58 /5 M OV
PUE & 1) Thotz, MEnAE 1 AL &
D REBIR N EE SR> Tz,
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- SPEIAETE, a7 7 Y — ABREHR K O CD38 - SETREER,. o T T Y — ABER KL O CD38
E 7 ua—F VHUREEIZ ETe 2 DLl EORITEE E 7 a—F PR EEIZ ETe 3 DLl EORITEE
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1. T ®HIZ

FAEERGERL OA M - ZEMEOHEOT-OIZIE, RN SCEZ RSO IZEE AR # AR 5
N5, X5, IEORZEIF O L0 HHH 72 Bl /e RS 2 89 14 R S 3L 03 KGR
NAHPT, 2o OBFARERBENLZEICVNERERICRIET A2 Z ENEBEOREE 2> TE Y |
FRAMEGEE & DA S 2016 (AL 28 4 6 H 2 HBFEIE) (TR TH HEHIE SR o ff
RO HEELZX S Z L L ShTn5,

BHERM R 2 R T AERSRLIT, REEASL SN T e 7 7 A VBRBEFEOERLE LWL
MZERDZERHD, 20D, HMEROLZEEICET 2 EmN+oSEET 52 TOM. 4
HARBREMGOREZMZT D ENPFI N BEICK LTHERT S & & bic, BERNE
BUTZBIC BB IGE & D 2 E N AR — T E DB &2l T EREE AT 2 Z LN EETH
Do

LMo T, KAA RTA4 Tk, BIBEREC ZNE TICHE LN TV S EFREEH) - Bl5m 7
(IS E | LU OFARBRERSORE2EHZ2HET 2880 b BTN, EXHEROEES
HE T,

¥, RTA KT A 0%, MNATEGE NE IS EREERRR AR, — AN B AR MR 2,
—WRAERVE N BAREIN - SRR S —RAEENE A B AR M - S IR RS BRI R R
TIEREY S, —BAEENE N B ARRE FHIIER TS ARE AN B AR RIEE o, — ikt
ENAAEHIESSOWH IO b LB LT,

%P5 L 7 B A RS,
TR plHE (L AT AT EF L B ra—t))

RGE L T2 D5NHE. R SUE MRS ¢

B UTEAEYED 2SR HIE, 7277 L. L TFOWT b5 AICR 5,

e BCMAHURZIER & L7 A 7P B RSEL T MRS E OTRIERE M 22

o SIERAENEE, Tu T T Y — AHEARI K OWT CD38 £/ 7 v — ViR EA 2 ST 2 O
VL EORHEHREZA L, o, EIEORHEFRIIE L TRBEITFRD DIz UTTE#
BIZHERE L

S & 70 D BN OV & U3 Hik
<EEBETORMK7 7 L— X ~EERBAOHE>
1. 8077z L—YR

HIMERY 7 = L— A2 X0 | FEE) B R M AR 2 B EUT 5,
2. QM7 7 = L— REYMOEE

R LUZEMERT 7= L — RFEME ., 2~8CITHT SN -GS IR L TR
BUTE i E% A~k 5,
<EBEMBETOZAh~EE>
. ARDZERUVRE

WG L7oRBE AR A SZE L, HHENTE CIRIKEZLH T (-130°CUAT) THRSIRTT
T 5,




4. B E5RIDOFEMNE

MEMRAEFIC LD BEORELZHER L, KaE50 5 HRIDLELTO VU LR BkERELT
WIEEAT S,

IR AT7 7 IR (BkPHE) & LT300mg/m?%& 1 B 1[0 3 HELSHEEER 7L
e UBRT AT L LT 30mgm2 & 1 A 18l 3 ARLEHESHET S, k. BEO
RHE (BHEREmES) [C X VEERET D,

5. KGDKE

WHERNCAN Z M5, BH. KA, CARFBEH THE LT, AEZRDTH
FERE 55 450X 100l %, 10mL/5y % 8 2 72\ O CHARIFRIRNI 59 %, 723, CAR 3§
BT M E LT 280X 10°~540 X 10° fH O PH CTHETE 5, RLOFRGII LN

&o

(RELDOEIT X 2 REH OIRRIZHW 5 FEANZ>U10)

RV XA~ (B Z) EOREIIE. HiELOHE

PHEES TSN « BEVERE BRI IZLE S VA N A v R E Rt

FELROHE - @%, MU AX~7 (B Fffiz) & U CRE30kg L EIE 1R 8mg/kg, A 30kg
AifiiE 18] 12mg/kg % ST ERHET 5,



2. RO, 1EFAMF

TRy S (WL AT H TR B va—w . LU TR En9) 1k, BER
RYIMEsED TR, SBETHEL L F A NVART Z—% Tt N B ARG (BCMA)
ZEiT D CAR A A LEGEE - B S & TR, EIEN & RSB IERNC X D160 % HIFE
LT, FIRNICER S S D BARFERE TH D,

AT FEASNT CAR IZ, it F BCMA ~ U AHUAH RO FET7Z 7 A, B b
CD8o b > VK OVEEE I R A A AP 4-1BB KUY CD3¢ DFMAEN > 7 MRz R A A > TR S
%, AREhA BCMA & 384 DI 278592 & A T M U TR, 895, MiaEE
BEDOTT 7 X —REREOES A L0, ZHODOEMIZE Y., BCMA B JEE 26 USRS A
ZHIR S D NEDWIFRE S D,

R OEREEIZ o B, AMERT 7 = L— 3 A RN CAR T HilnnA % % X5 HAT 3 H i
e TU U RERBR L FRE (LLF, LD ABRE L)) 275 BERSH S, LD ALFPRIERK T
3HBICARAERE TS, S5, KEOFEGIZE VYA M A UHEGRE (LLF, TCRS) &\
7)) HEOERERWCICEDL AREENSS 2EIERANRD LND AREERH D, LizRh->T, 77= b
— Y ADOE[EF, LD ALFEIEOERT, RhO&FKHH R OE 5%, BEOBIEZ 72170,
FENRD SN HEAICIE, BELEZERIO0 U-HMAR S RRAFEOEMIC LY, KB
I UCICU FHICB W TESRN R 2 E M2 ST e UE 217 5 WERH D,



3. R R
RS ST HEAYED 2RI EBEIE (MM) ORI 34T L 7= 2 BB 0 il e 153,

(A2htE]

3.1. EpE4tFESE TR (BB2121-MM-001 FA5%)

FFEATEEED MM BB &2 5B, RMOFIER L2 ORat 2 B L L2 mIExR
[EIRS I [R5 I ARRRBR (LLF, fMMMHﬁﬁJ)ﬂ%MéMKOIQEW R EHEIIER 1O ERBY
T%Oy‘\—o

£1  ERBR - RIERE

< FRPRJLYE>
o UUTORNEHEEEHT 5 HERETEHBED MM B3,
> MMICHTBHEITAEREZ 3 LY A VU EZIT T D GEAR TS M K ORI E O A 1% 2 [
bPF1LLIoAET3)
> HBHLTAOIEEYA 7L, EBIBEDEN PD Tl iuX, i 2 4 7Ll EZ T iR
TRBIRN,
> EFREEE, a7 T Y — ARER K OW CD38 HUKIZ L A RTRIFREEZ AT 5,
> EILORHREICK U CHEEAME (R SUIIA#% 60 B LINIZ PD #ERR
o UUTOREDDR LY 1 DICAHTHHEERELEEZAET 5 HEE,
> IMiEM & 87 1.0 g/dL LA
>  JREMZ 37 200mg24h L E
> I FLC 7 v EA I8V T, FLC L~Ub28 10 mg/dL (100 mg/L) LA ETH Y | IfiE FLC HhsRAS
ECOG PS 78 0 XiZ 1 DA,
<@%%§>
EEMBALE, VLV F A Mb—2A <27 u2Zn7 ) ffE, POEMS JEGERE IR RAICERRT I 1
A R= R&H/T 5 UIEEROH 5 B,
o [RIFEE MENHIERAE . 2N ANTKT D EIE IR, DAICKTT DMIAMEE (HFE R K OV E AR fEhH
JaBmiiXbR<, ) XiX BCMA Z1ZH & L7{RROERREDO H 5 BE,
o UM R (CNS) ([EHIEREE AT 5B,
o FEIEAQICE R TR R (CNS) EREOBERE SUIBUR 289 5 I,

AL ORER OHEXIIFEHFEZ. AAEA = — Tt BCMA CAR T filmd LT 150X 106
. 300X 106 {f 1% 450X 106 AV Z HAZH& & L CHEEIIRNEG T2 & & &, AARANaR
— FCIXAEHIT 450X 1058 %2 BAE & & L CHEFIRNE S5 2 L & &nt-,

F2. AENTORSEOAE R OBEEA2EtET 25 2 &2 BRIC, BILE L LTEL RO LD {5
EEITV, LDALSIREDOK THE 3 HBICRM 2R 5T 2L L&z, £, RO RGER /™ b
IR b a— L DO DOFEBEIIEGRERE (7 v P TRE) DRI, TV v TEE
WX LDALSAREDRMR LV 14 HRTE Tl T3H2 L & anr-,

(1) BTLE D LD bFs

D gm0 FIRE LT, 450X 1050 +20%DEFN TH 5 540 X 106 £ THAZAHIE & -,

5



IR ATZ 7 2 R300mgm2 KL ONT AT E L 30mgm? 2V Fih 1 H 1EL, 3 HBSEIRP
b, £, BEORE (BHEERES) UL TT7AE T ErORGBEOBENMTbNZ,

(2) MM-001 3Bk O i oK plfs

AF R O FFEEAMIE B 1L IMWG E: % (Lancet Oncol 2016; 17: €328-46) (235 < IRCHIEIZ L 5 PR
PLEoZEhEE (LT, TaEhEe) ) &3, AMoFMmIAEANA = R— FofERETE L
TEHMlT 23 & Sz, FEFHMEEBICOWTOAEA R — FOFEE (2019 42 10 H 16 HF—
2Ty EAT) IFER2DEEY THY, 29EFIG [95%CH (%) 12734 [65.8,81.1] THV ., H
il 50%2 (2%t L CRGHICE B CThH - 7=,

=2 IMWG EXICESIRBERENR (RCHIE, AN RER, 20194108 1687 —% 0 v + A7)
B (%)
SME A = R— b

150X 106 300X 105MH 450 10°{ izgillg:;@

4 451 70 {51 54 15 128 f

sCR 1 (25.0) 19 (27.1) 19 (352) 39 (30.5)

CR 0 1 (1.4) 0 1 (0.8)
VGPR 1 (25.0) 10 (14.3) 15 (27.8) 26 (20.3)

PR 0 18 (25.7) 10 (18.5) 28 (21.9)

MR 0 2 (2.9) 0 2 (1.6)

SD 1 (25.0) 14 (20.0) 7 (13.0) 22 (17.2)

PD 1 (25.0) 6 (8.6) 1 (1.9) 8 (6.3)

NE 0 0 2 (3.7) 2 (1.6)

Z%h (sCR. CR. VGPR X/% PR) 2 48 44 94

N 50.0 68.6 81.5 73.4
@7;;:'@3%91/5\ ) [6.8,93.2] [56.4, [68.6, [65.8, 81.1]

[95% CI"'] (%) 79.17 90.7]

pfiE (i) 2 <0.0001

*1: FMELAN (150X 10°~450 X 10°f&) 1% Wald i%, # DOfilE Clopper-Pearson
*2 L A EKHESTA 2.5%, B 50%2% U CIERLE LA - e — 1R ZIERUE

F7-. BARANaR— FOFEREEZETARRBRD 20204 12 A 21 BF—2 H v b A 7S OHFE D
MRIZIEIDEBYTHY, HARAIR— MIBITDE2FHEE [95%CH (%) 1% 88.9 [51.8,99.7]
Th-oT,

#=3 IMWG EXICESRBERENR (RCHIE, AN RER, 202004 1282187 —% v +47)

Bk (%)
HARAN PANEEDN
e e SRR
150 X 106~
450 X 10° {& 150 X 108 & 300 X 108 & 450 X 10 {&
450 X 105 137 4l
9 f31] 4 431 70 {5 54 {3 128 {41
sCR 5 (55.6) 1 (25.0) 19 (27.1) 21 (38.9) 41 (32.0) 46 (33.6)
CR 0 0 1 (1.4) 0 1 (0.8) 1 (0.7)

D REH (REDEIG 50%AT) X, RERE, TuT T Y —AHERE ST 3 SU LORTEEEEY T S
AFHEMEHE L O T 07 7 Y — LA EFEA O EANIRGTE O B3 TERME D MM BFIZBIT 55 7Y AT O
IENENEG N 29~36% TH >7= (Haematologica 2015; 100: 1327-33, Blood 2014; 123: 1826-32, Lancet Oncol 2013;
14:1055-66) = LN HEREINT,



B (%)

HARAN PANEEDN ~
R S h SR
6~
450X 106 {& 150 X 106 300X 106 450 X 105 izg;jfg6ﬂﬂ 137 4
95 4 431 70 1 54 {3 128 il
VGPR 3 (33.3) 1 (25.0) 11 (15.7) 14 (25.9) 26 (20.3) 29 (21.2)
PR 0 0 17 (24.3) 9 (16.7) 26 (20.3) 26 (19.0)
MR 0 0 2 (2.9) 0 2 (1.6) 2 (1.5)
SD 1 (11.1) 1 (25.0) 14 (20.0) 7 (13.0) 22 (17.2) 23 (16.8)
PD 0 1 (25.0) 6 (8.6) 2 (3.7) 9 (7.0) 9 (6.6)
NE 0 0 0 1 (1.9) 1 (0.8) 1 (0.7)
7250 (sCR, CR. VGPR X% PR) 8 2 48 44 94 102
e A 88.9 50.0 68.6 81.5 73.4 74.5
ﬁiiijdffié} (6f§ [51.8, [6.8,93.2] [56.4, [68.6, [65.8, 81.1] [67.1,
/o /o 99.7] 79.1] 90.7] 81.8]

* o AMEAN (150X 109~450 X 10°[) K V&1L Wald ik, & OfthiE Clopper-Pearson %

3.2. #BAEE 1 AR (CRB-401 3B%)

R XATEHEYED MM B 2 XIRIC, REOFINER L 2O A2 B & LI FEEMIEIR
ﬁ%%lﬁﬁﬁ(uF\Fammn%ﬁj))ﬂ%ﬁéﬂtoammnﬁﬁiﬂ%hA(%gﬁ%
%)&Uﬂ~bB(%imk%)@20@A~bf%ﬁéh\NﬂbAfummm%ﬁ@%%ﬁT
% MM BF TORGOEKIME (MTD) KO DAERBROMESEHE (RP2D) #RET H I &,

— F B TliI/S— K A TIRE L7 RP2D TOLEMAEHERT LI L2 FHANE Lz, E/RER - ﬁ
SIERETFR 4D LB THoTo,

F4 ERBR - RIOEYE

< FEAR L E >
o UTOWTNOORTEREZ AT 5 B3 UTHHAMEDO MM B,
> = h A RERTEENT T T Y- AEREED 3 LUA U EORNREREEE TS, TRk
HEFE L O T v T 7 Y — AEER OW I LA (25 OZRFNC X D158 X IXiE#E#% 60 H

LINIZ PD)
> Nth:%E%%%\TD?TV%Am%H&UE?VA77 IZ X DRTEREEA L. EITORTRE
V2% L C IR

. ungﬁmm@<&% DIZEET D, WERRELEHT 5 EHE,
> MiEMZ 327 05gdL Ll |
> JREMHF 7 200mg24h L E
> i FLC 7 v & A 1ZB W T, FLC UL 10 mg/dL (100 mg/L) LA ETH Y| i FLC LR BF
. ﬂ%iﬁli/“mﬁﬁifwwﬁn#®TWv)/IEA774/@@mm BT 5 BCMA FHREIE ML

BT D BE,
> A~hA:MMA%ﬁ%éﬂ%uL
> /X—FB

v @R — k1 : BCMA EHEIE 50%ATH
v @R — k2 : BCMA EHEIE 50%0L
v ajk— 1 3:BCMA BBEEITRDIHERL
e ECOGPS 27780 Xit1DHEE,
<BRAMFEHES
o EEMIAME IIEEANCE KRR T I 0 R=V 2285 ITERED & 5 B,
o [AIREE M AR UL S AN B s IR D FEHEREO & 5 B,




[ o ERRMICERZ PR (ONS) FEHROBEFEIIBUR 2 AT 5 BE |
*1 o JRBREMFHEELETE SOV T, SN—=hFrB®Oak—k 1 X2 O BCMA BHREISIRIBRENEFE X
U, BCMA OFRTHEZ AR E LT 25 arm— F 3MEME Tz, 2B, LEIOR TlEas— K 1 X212 BCMA
FEBLEIS 50%LL LK N 50% A O BE K 10 flaflirAns Z L& InTuni,
*2  IRBRSEHE G EGETEH 4.1 BV T, MM-001 SRERIZ ot CRRAMEENE T I iz, LUalT O C ik
BRDFEROMEREZ AT 2 HE IR ST R o T2,

AL O FE K O &I A AL, 28— b A TidHi BCMA CAR T i LT 50X 105, 150
X 100, 450X 10°1# X 1% 800 X 100 flf 2 HAZ & & L CHEIFIRNZK G252 L&z, S—F B
Tl 3— A THRIES7- RP2D Th 55T BCMA CAR THIMEE LT 150X 106 f# 1% 450 X 106 {# %
BAEHEE L CHEBIFFIRNE ST 25 2 & L&, EEORGEIIHESNTZBEHED £20%F
THEINT,

Fio, ARNTOREOARE KR O ZEET 2 2 L2 BRIZ, FiflE s LT RO LD b2
EEITO, LDALSFRIEOK THD 3 BZICARMZ®R 5T 28 L&z, £, RoRGEHRF
IR oy ha— OO OHFUESEIIERE (7 v VU TRE) NERSINTE, TV v U TRE
1T LDALSARIEORE L Y 14 HRTECIZRE TTHZ & & aniz,

(1) RALE D LD {b2PEs

IR ATZ 7 2 R300mgm2 KL ONT AT E L 30mgm? 2V Fih 1 H 1EL, 3 HBSEIRA
BhH L7, £72, BEORE (BERES) (L TT7AE T OREEORENMTHiIV,
(2) CRB-401 75k O A Rk

BT DOWT, 2020E4 A 7T —4 v M4 T7EEICEBIT S IMWG % (Lancet Oncol 2016;
17: €328-46) (23S < IRCHIEBIZE D BRI ENEOM-EIZXSODLEBY THo T,

#Z5 IMWG EEICE S EBRIBEDE (IRCHIE, AREEEM, 2000F4 A 7THTF—F v vA7)

B (%)

6~
50 X 1051 150X 105 450 < 10°{8 800X 10°{ iggi:gf,@ BN
3 3] 18 1) 38 43l 3 3] 62 il
56 51
sCR 0 6 (33.3) 15 (39.5) 2 (66.7) 21 (37.5) 23 (37.1)
CR 0 0 0 0 0
VGPR 0 1 (5.6) 11 (28.9) 1 (33.3) 12 (21.4) 13 (21.
PR 1 (33.3) 3 (16.7) 6 (15.8) 0 9 (16.1) 10 (16.1)
MR 0 1 (5.6) 1 (2.6) 0 2 (3.6) 2 (3.2)
SD 2 (66.7) 4 (22.2) 3 (7.9) 0 7 (12.5) 9 (14.5)
PD 0 3 (16.7) 2 (5.3) 0 5 (8.9) 5 (8.1)
NE 0 0 0 0 0 0
%) (sCR, CR, VGPR XiZ PR) 1 10 32 3 42 46
B 333 55.6 84.2 100 75.0 74.2
%f;ﬁﬁf ((l;//")) [0.8,90.6] [30.8, [68.7, [29.2, 100] [61.6, 85.6] [61.5
0 0 78.5] 94.0] 84.5]

* . Clopper-Pearson £



3.3.

EERIEFFMAERER (BB2121-MM-003 35%)

PR, TaT TV — ALEREOL T AT EETr 2~4 LU A L OFNEEEAYHT 5
FEUTHEETAMED MM BE % b BRI & EHEIRIR DA S0 I OV M % Lol 3 2 [E B[] 25 AR R
B (LLF. TMM-003 3k ) %M Sz, E8IR - AV EHEIIER 6D B ThoTz,

K6 EREJ|IR - BROEHE

<BR

< FERPRLYE >

AR FEHE>

UTOTRTORNAERE LA T 2 R UTEEMED MM B3,

> 2~4 LU RALO MM IZHT AENEENRH D CEARE, EMEmaBm L OMERRIET 1 Lo Ak
3 5) .

> REREE, YaT 7 Y —AHER KD DARA 2 EDRTERBELZET S, KL UALDIREY A 7L
1T, FREERE 2 A 7 AL EZ T T RIT IR B 7R,

> ELEORMREICK U CEHAME (R SUTTEER 60 H LLNIZ PD #ER)

> i LY 1 OORHERIAT L O ZE (MR LLE) ARHENTW5D,

LIFOREED DI &Y 1 DICAET HHERERELE AT 5 HBE,

> IMEMEZ 87 0.5gdL Lk

> JREMFZ 7 200mg24 h L E

> I FLC 7 v A 128\ T, FLC L-UL28 10 mg/dL (100 mg/L) LI ETH Y | fiiF FLC MRS A

ECOGPS 78 0 X% 1 DAE,

[FIFE I MR, AR T DB IRIF. DATKT D MIEIER Xt BCMA #HE/F) & LB O £l
RO & 5,

AR (CNS) I E R A 2 H 3 5 85,

BE PRI B R Ze it R (CNS) R OBEERE X IIBR 2 A7 5 BFE,

AL O FVE K OV B T A 7151, 51 BCMA CAR TR & LT 150 X 105~450 X 108 &> & &
FPH CHLRERIRNEE G35 Z & & sz,

Fio, BENTORBOAEE R OHIEZRET S Z &2 BIZ, ATLE L L TUU RO LD b5
Bz TV, LDAESERIEDORK T 6 3 HRICAMEZ®R G5 2 Lk, 7o, AaoRGEHIRHH
(IR e — L DD OHUERIEIRR (7)) v VU IR BNRINT, TV vy P IRk
. BEOELOHNTEHR L P A NS E | IBBREEEMO AR LY | RERREEO(LFERIEL

Y OB HREO EIRE LT, 450X 10880 +20% DN T % 540 X 1098 £ CTHRZFAFE & Sni-,
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A (DPdY . DVAY . IRd® . Kd” X EPd® ) @5 bWk | 4 7 LLIF CTHEMET 5 2
LLENY | LDALFEEOBL Y 4 HRTETICREZTTA 2L L &N,

FEHEIRIERED FNE R O &SI AL, BEALE 1 HEX D, BEOEEORTNEE L ¥ A
ANHEESE | BREEEMOAEWIZ LY, DPd, DV, IRd. Kd XX EPd® 95 H U0 b ik
LURAEEBINT, B, EERFEHEOBE X, IRCHUTEIZL Y PD BHER S, DORLEE
DOEAEPENRFEZR SN BT, IBRE(EE S OBEFEICHESE RGO 7 1 2 F— R— 510 737]
HE& &Nz,

(1) RiALE D LD (b FEs

IR ATZ 7 2 R300mgm2 K ONT AT E L 30mgm? 2 Fih 1 H 1EL, 3 HBSEIRP
G5 Lz, 7o, BEORE (BHEREREES) IS T7AY 78 ORGEOBENTHhI,

(2) MM-003 5Bk O i A plfs

MM [ ERETF OIRFE CILIR S N e FR R 2 4 0 KT A ORE B CTH v | MEEA IR (U

. [PFSJ ) DIERIZE Y, EROUGE, WEETORIE, KIFEE TCOMBOIEREENHFFS
noZEnn, ARBROEEIEEE (X PFS & i1, PFS (XIEAEA (LD b R ORI T UL
DRV OWNT AR WK S E COMM & EFR SN, AOMED EEMATIZIZ, IMWG F#
(Lancet Oncol 2016; 17: €328-46) (T4t~ 72 IRC HIEIZHES TRFERT — 2 BHW b, FERE
fliTHE CT& 2 PFS OfER (20224 H 1I8HT—4 v b4 7)) BRILOVOK1IOEEY THY | 2
HETRRRE IR D ARG BEOBRE S R S 7 (Rl pE<0.001, A EAKESH]0.014, ERIR 7 F
7 RRIE) o

V1P A7 %28 HRIE LT, DARA 16 mg/kg &, 5 1~2 91 7 VL 1, 8, 15 K022 H HICHIRNFE S, %3
~6 YA ZVIEE 1 KOS A BIZEHIRANER S, B 734 7 VURRIEE 1 B BICERIRAE S, POM4mg %, &9 A
I NVDHE1~21 HBIZEROES., DEX40mg (75 EOBETIL20mg) %, £ A7 D 1, 8, 15 L 22
HBIc#& 5,

Y 1Y A7 E 21 HEE LC, DARA 16mg/kg &, % 1~3 %A Z7VIEH 1, 8 ROV 1S B BICEIRNE S, 55 4~8 Y
A7 MIE 1 B BICEIRNES, BV A 7 VBT 1 A 27 % 28 B E LT, % 1 B BICHIRNE S, BTZ
1.3 mgm? %, 5 1~8 %4 7 VT 1, 4, 8 KOV 11 HRICE TG, 9V 7 VoG %195, DEX
20mg %, HBI~8V A7 DE L, 2, 4, 5, 8, 9, 11 ROV 12 HEZHEE (75 %Ll L. BMI 18.5 kg/m2 A, #f
RIRAPEXIT AT 0 A RIRRICHT 9 5 AEMICRIEN & 5 A T 20 mg) . %5 9 V1 7 VLI DEX 05
IR 5,

O 1Y A4 7% 28 E LT, IXAdmg %55 1, 8 OV 15 B BICR ARG, LEN25mg %4 1~21 H BIcR &5,
DEX 40 mg %5 1, 8, 15 X022 H BI04,

DAY A7 N2 AMELT, 1Y A 27V TILCFZ20mg/m? %255 1 X2 HH, CFZ56 mg/m?2 %45 8, 9, 15 KX
16 H BICEARNEE S, 52 V1 27 VLI CFZ 56 mg/m2 & &Y 7 VD% 1, 2, 8, 9, 15 K16 H BIZHARN
#5., DEX20mg #4% A 7 VD% 1, 2. 8, 9. 15, 16, 22 K23 H BIC D #&5,

1947028 AME LT, HB1ILR2Y A 7L TIXELO 10 mgkg 255 1, 8, 15 K22 AH, H3 %1 7 LL
[ Ci% ELO 20 mg/kg %55 1 H BICEIRINEE S, POM 4 mg #%5 1~21 B BICREAHEE, 75 MU T 0BT,
DEX 40 mg (75 &Ll EOBE TITME 20 mg) %51, 8, 15 XV 22 HHIZE NS, ELO #45-H ©% DEX 28 mg
& O 5} O 8 mg #HRAI % 5,

P ITTHEHOARBEE 254 BID 2 B 2BFNRT Y » Do FEEZ T T2, 7V v Vv VECRE S b fiE
I (25%LL EoBEITE ) 1. POM 48.4% (123 f5il) . DARA 31.9% (81 f5) %Y ELO 264% (67 i) Th-
77

10 ABHIEPREED 70 FUIALL D 7 1 A4 — N— 45300 ) &k S, 16] GEL) &R< 69 FlicAMmERT 7 = L —
ARFER S, 9B BB 2 G, 1REIEEICARE A 2 4, [FIEME 2 F, BERK 1, T2y M TRR
TAREEGHIO 26]) ZFR< 60 BlicARE I TG Shie Q0224F4H 18T —X 1y bA7)
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#£7 PFS O BT E
(IRCHI%E., ITTHEM., 2022 4H18HT—F v hF7)

A T HETEITR I
254 4 132 5]
PFS A X b (%) 149 (58.7) 93 (70.5)
PD (%) 129 (50.8) 89 (67.4)
PD FEFRRIDIETL (%) 20 (7.9) 4 (3.0)
FRofiE [95%CL] (B A) 133 [11.8,16.1] 4.4 [3.4,59]
ANP— R [97.2%CI] ™! 0.493 [0.365, 0.666]
Jr Al p fiE"2 " <0.0001

*1AEMS (65 AR MIX 65 Ll B) | MMICXIT ARIAE L ¥ A 48 (2, 3 Xd4) RO Y A7 Offifinik
BEFEWEE (¢ (4;14) | t (14;16) XiL del 17p) OF WM& IR T- & L J@R Cox LY — RET IV

#2 AEHS (65 AT X 65 Ll E) | MMICXIT ARIAEE L ¥ A 48 (2, 3 Xd4) RO Y A7 Offifinik
RS (1 (414) | t (1416) Xiddel 17p) OFEAZERIRT L LIZEN0 7T > 7 BE

*3HEAKMERM 0.014, REBEEAROFEAUESL LTHH0.025 & L, FREMBHT & AN ORI OEHBRE D%
BEIMEOFEEFE L LT, O’ Brien-Fleming %D o {i4# B85 % F\ 7=,

100 { +

90 A Ly
80 A
70 1 ‘ "/t\l'l_l'l“;{:
60 - ' e

1 i
50 - s
!“

EREEFHE (%)

ERAETRRRAE

T T T

O 3 6 9 12 15 18 21 24
S8 Me OB (b A)

(3]
-1

30

(98]
o

VA7 BEK
ASEE 254 206 178 149 110 62 40 22 14 4 2 0

FEUEIRIRIE 132 75 42 32 25 13 10 7 6 2 1 0
X1 MM-0033RBRIZE1T S PFS @ Kaplan-Meier B2 (ITTZ£EMH, 202244 18 HF—F v b2 7)

OS ([ZOW T, 2023 4E 4 H 28 HF — % 1 v b A 7 WS O#E B} O Kaplan-Meier FifRIZ., ThZh
FERVURKH 2D EEBY THotz, 728, OSIE 222 A X h N & T2 05 CHROEIRENT N £l S 5 &
HTHY . KEHTILED 74.0% (164/222 A X b)) DNEIER ST CHEM S L7z,
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#8 OSOFER (MM-003 7B, ITTEF., 202344 H28HF—F B~ b2 7)

PNt FEHETR R
254 45 132 {3
T (%) 106 (41.7) 58 (43.9)
POl [95%CH (W A) 41.4 [30.9, NE] 37.9 [23.4,NE]
NP — R [95%CI] * 1.012 [0.731, 1.400]

* AR (65 AT XX 65 LA E) | MM ARIEE L O A U8 (2, 3T 4) K
O U 27 OGRS (¢ (4:14) .t (14;16) UL del 17p) DA% @RIK T
& L7J8hl Cox tflnHF— RET L

100 A
90
80 1 / R -

70 1

60 1 A o /

TP

40 A
FRUETEERE

A

2AEFEE (%)

30 A
20 A
10

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48
T HE MMebORE (BA)
U R BEK
AGEE 254 240 223 208 190 175 169 161 143 103 75 48 44 30 13 4 0
PEMETRMERE 132 128 120 114 103 91 81 75 59 45 32 24 18 11 4 3 0

2 MM-003 FRBRICI T 5 OS D Kaplan-Meier Hi#g (ITT£H. 20234 H 28T —F# v v 4 7)
AEIR LY A BRI DOBENEDFRERIL, £IDLBY ThHoTz,

#9 FIREL DX ERIOAEM
(IRC ¥, MM-003 3B, ITT£M, 202244 H 1I8HT—Fh v b A7)

12



2LV A 3LIURAY 4VLIRA Y EXIN

AdnfE  RMEREEE AMREE EMERREE OAGEE EEREEE OAMEE EERREE
78 15l 39 3] 95 {3 49 11 81 1l 44 131 254 {5 132 15

PFS A X bk (%) 41 (52.6) 26 (66.7) 57 (60.0) 37 (75.5) 51 (63.0) 30 (68.2) 149 (58.7) 93 (70.5)
o [95%CI] (151 [12.7, 4.8 [32, 125 [108. 32 [23, 112 [74, 49 [32, 133 [11.8, 4.4 [34,

A) 19.7] 13.3] 17.7] 5.7] 14.1] 6.9] 16.1] 5.9]
AP — R [95% CI] 0.511 [0.311,0.839] 0.445 [0.292, 0.678] 0.580 [0.364, 0.923] 0.493 [0.377, 0.645]
B RIRE I
B (%) )
sCR 29 (37.2) 5 (12.8) 30 (31.6) 0 31 (38.3) 1 (23) 90 (35.4) 6 (4.5)
CR 4 (5.1) 0 3 (3.2) 1 (2.0) 1 (1.2) 0 8 (3.1) 1 (0.8)
VGPR 18 (23.1) 6 (154) 23 (24.2) 3 (6.1) 14 (17.3) 4 (9.1) 55 (21.7) 13 (9.8)
PR 7 (900 9 (23.1) 10 (10.5) 13 (26.5) 11 (13.6) 13 (29.5) 28 (11.0) 35 (26.5)
MR 2 (2.6) 0 1 (1.1) 6 (12.2) 1 (1.2) 3 (6.8) 4 (1.6) 9 (6.8)
SD 10 (12.8) 16 (41.0) 13 (13.7) 19 (38.8) 8 (9.9) 13 (29.5) 31 (12.2) 48 (36.4)
PD 3 (3.8) 2 (5.1) 11 (11.6) 3 (6.1) 10 (12.3) 5 (11.4) 24 (9.4) 10 (7.6)
NE 5 (6.4) 1 (2.6) 4 (4.2) 4 (8.2) 5 (6.2) 5 (11.4) 14 (5.5) 10 (7.6)
F5) 58 20 66 17 57 18 181 55
(sCR, CR. VGPR
IE PR)
RIENEE [95% CL) 744 [64.7, 513 [35.6, 69.5 [60.2, 347 [21.4, 704 [60.4, 40.9 [26.4, 713 [65.7, 41.7 [33.3,
(%) 84.0] 67.0] 78.7] 48.0] 80.3] 55.4] 76.8] 50.1]

AARNEFHOAIMEDORE R, R10DLERBY ThHot-, 202344 H 28 A5 —XF v A T7HE
2B D 0S DR E [95%CI] (B H) IEARMEEY TNE [3.1, NE] | HEUERERE2) T NE [NE,
NE] ThHo7-,

1" Kaplan-Meier {12 & 2 #EE 12 5 < EAEALE 6, 12, 18, 24 0 . 30 1 H K136 1 H S COREFERITZN
Fi75.0%., 50.0%. 50.0%. 50%. NE X OXNE TH o7z,

12 Kaplan-Meier (2 & 2461035 < MAEA LR 6, 12, 18, 24 B A 30 4 A K136 1 H I A COREFRITNT
H 100%ThH -7,
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#10 AARAER & EEROAHMEO LB
(MM-003 388, IRCH[%E, ITTEM, 202244 18T —F% Vv hA7)

H A ANZEH REE]
N ied PR R PN iEd TR IEEE
4 i 5 2 254 {3 132 43
PFS A Xk (%) 2 (50.0) 1 (20.0) 149 (58.7) 93 (70.5)
R [95%CT] (b ) NE [2.0, NE] 20.7 [NE, NE] 13.136 El.& 4.4 [3.4,509]
NP — Rk [95% CI] 5.21 X107 [0.000, NE] 0.493 [0.377,0.645]
I BIREE (FlE (%) )
sCR 1 (25.0) 0 90 (35.4) 6 (4.5)
CR 0 0 8 (3.1 1 (0.8)
VGPR 1 (25.0) 0 55 (21.7) 13 (9.8)
PR 0 2 (40.0) 28 (11.0) 35 (26.5)
MR 0 2 (40.0) 4 (1.6) 9 (6.8)
SD 1 (25.0) 0 31 (12.2) 48 (36.4)
PD 1 (25.0) 0 24 (9.4) 10 (7.6)
NE 0 1 (20.0) 14 (5.5) 10 (7.6)
%% (sCR, CR., VGPR X% 2% 2% 181 55
PR)
STES [95%Cl] (%) 50.0 [1.0,99.0] 40.0 [0.0, 82.9] 71.73655.7, 41.57053.3,

*1

*2
. LDbEF LB AaRT (R BEE-RT) IZPD & HE S iz,

*3

*4 .
*5

D3V VA DRHRRIED & D261 e 4 L2 A ORTAIIED & % 24,

2LV R ORNRIREEO & 2161, 31T A ORNEFRIED & 2261 V41 T A » ORNEFREED & 224,

3LV AVORNREEDO® 515l (VGPR) KU4L VA ORIREED® 5141 (sCR) .
QLA VORNREREOH 5161 (PR) KUBL YA ORHAEFEDH 514 (PR) ,

14



[Zz4pE]

34.

EpE4tFESE TR (BB2121-MM-001 FA5%)

AEFGITHEME 150X 105 #, 300X 106 i, 450X 106 TENEH 4/4 ] (100%) . 67/70 {3

(95.7%) . 63/63 i (100%) |

b=
it

DO, BWEFAILE & 150X 10, 300X 108, 450 X 106 #

TENZER 4/4 ] (100%) . 67/70 51 (95.7%) . 63/63 il (100%) [Z@EH LN (FT—F v b4

ZH 2020412 421 °) .

HEHE2A TR L — FORBBEE D 5%, EORIERIZE 11 0 &

BYThot,
#11: BEEAREAE (150X10~450X 10°f) TEF L — FOEBHEISH 5% LOBIER (MM-001 Rk, 75—
ZHv hA7H 2020812421 H)
BIE (%)
150X 106 f& 300X 10° & 450X 105 & 2

BERIRSE 4 % 70 % 63 %l 137 %1

HARTE 2 JVv—FK3 & JVv—FK3 2 JV—FK3 2 J1L—FR3

(MedDRA/J Ver. 22.0) S —F DIk 1 —FR DIk S —F Pk S —F Pk

AFIEA 4(100.0) | 4(100.0) | 67(95.7) | 41(58.6) | 63 (100.0) | 50 (79.4) | 134(97.8) | 95 (69.3)
G s AP 2 (50.0) 0 57(81.4) | 6(86) | 61(96.8) | 5(79) |120(87.6)| 11( 8.0)

YA N A R R 2(50.0) 0 53(75.7) | 4(5.7) | 61(96.8) | 3(48) |116(84.7)| 7(5.1)

Ky 707U e 1(25.0) 0 7 (10.0) 0 8(12.7) 2(32) | 16(11.7) | 2( 1.5)
MikEs F OV v RfEE 4(100.0) | 4(100.0) | 39(55.7) | 37(52.9) | 50(79.4) | 47(74.6) | 93(67.9) | 88 (64.2)

I BRI E 3(75.0) | 3(75.0) | 34(48.6) | 32(45.7) | 45(71.4) | 45(71.4) | 82(59.9) | 80(58.4)

I/ MR E 3(75.0) | 3(75.0) | 26(37.1) | 22(31.4) | 33(52.4) | 29(46.0) | 62(45.3) | 54(39.4)

#rifn. 4(100.0) | 4(100.0) | 26(37.1) | 22(31.4) | 22(34.9) | 20(31.7) | 52(38.0) | 46(33.6)

i i BRIk i 2(50.0) | 2(50.0) | 19(27.1) | 17(24.3) | 17(27.0) | 17(27.0) | 38(27.7) | 36(26.3)

U BRI E 0 0 8(11.4) 6(86) | 12(19.0) | 11(17.5) | 20(14.6) | 17(12.4)

FEEE LT o BRI 1(25.0) | 1(25.0) 3(4.3) 3(4.3) 4(63) 4(63) 8( 5.8) 8( 5.8)
—fE - RHEER L OGO 0 0 28 (40.0) 0 15(23.8) | 1(1.6) | 43(31.4) | 1(0.7)
KHg

9 5 0 0 14 (20.0) 0 8(12.7) 0 22 (16.1) 0

e EN 0 0 10 ( 14.3) 0 4(63) 0 14 (10.2) 0

M) GE 0 0 4(5.7) 0 4(6.3) 1(1.6) 8( 5.8) 1(0.7)
FEIR IR A 1(25.0) 1(25.0) | 24(34.3) | 7(10.0) | 17(27.0) | 2(3.2) | 42(30.7) | 10( 7.3)

C—SUSPERE AHIN 0 0 8 (11.4) 3( 43) 4(63) 0 12(88) | 3(22)

TANRTGE VBT I ) T A 0 0 6 ( 8.6) 2(29) 5(79) 0 11(80) | 2( 1.5

7 = 7 —EHEn

TI=VT ) N T AT T 0 0 6 ( 8.6) 2(29) 3( 4.8) 0 9 ( 6.6) 2( 1.5)

—BHN
Rt L Ok E 2 (50.0) 0 12(17.1) | 2(29) | 18(28.6) | 11(17.5) | 32(23.4) | 13( 9.5)

FARBOE 0 0 7 (10.0) 0 4(63) 1(1.6) | 11(80) | 1(0.7)

AV 7 A fE 0 0 2(29) 0 7(11.1) 0 9( 6.6) 0

&Y ERIfE 0 0 1(1.4) 0 8(127) | 8(127) 9 ( 6.6) 8( 5.8)

T~ U 7 AffE 1(25.0) 0 2(29) 1(14) 4(63) 2(32) 7(5.1) 3(22)
IR AR E 0 0 17(243) | 1(14) | 10(159) | 3(4.8) | 27(19.7) | 4(29)

FBIE 0 0 4(5.7) 0 3( 4.8) 1( 1.6) 7(5.1) 1(0.7)

e 0 0 2(29) 1( 1.4) 5(7.9) 2(32) 7(5.1) 3(22)
Bk 0 0 14(20.0) | 1( 14) 5(79) 2(32) | 19(13.9) | 3(22)

T 0 0 7 (10.0) 1(1.4) 2(32) 1( 1.6) 9 ( 6.6) 2( 1.5)
o s 0 0 10(14.3) | 1(14) 8(12.7) 1(1.6) | 18(13.1) | 2(1.5)

PEELIREE 0 0 6 ( 8.6) 1(1.4) 7(11.1) 0 13(95) | 1(0.7)
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B (%)
150X 106 & 300X 10° & 450 X 10 & 2
HERIRSE 4 70 51 63 137 4
HEAFE £ JFL—F3 £ JFL—F3 £ FL—FK3 £ JL—F3
(MedDRA/J Ver. 22.0) VAN DLk VAN DLk VAN PR VAN PLE
I 78 s 0 0 5(7.1) 0 3( 4.8) 1( 1.6) 8( 5.8) 1(0.7)
e 0 0 4(5.7) 0 3( 4.8) 0 7(5.1) 0

AL OPNEE G5 § W LANOFE T 1X,  HAEHE 300X 1005 K OF 450 X 106 # CZ 24 2 il
O3 FNZERD Hivtz, FERIE, BEAEH & 300X 100 fE THEBMEIT R O A NI A VR HIEBEREDR A 1
B, BAEFE 450X 100 fH CREBEIT. KB M T A~V L ZER OEIBH MR 1 HlTh o7,
Db, KEXNT AUV AIE, A I A CHEEGERE R OB IFHE IO 1 FhE, AL &
DR FERIRBEE SN o T, REOPIEFER LGNS 8 MM EZB 2 CTRIALAEFERICLDHEL
I, BAEFE 300X 100/ K TN 450 X 100 {E TZALEI 4 Bl K OV 5 BB b vz, SERIE, BEHE

300X 100 fECTH A ~ AT oA )V AVERZ, BUAE, AN i & OSfARIE & 1 31,
108 CROBRYL . BiEM: > = v 7 . R T g, &FfEY

HIEH & 450X
R OMIMAENE 1 il Cdho72, =

DHIL, YA N ATa A VAVERIRIIAR & ORRREGEREE I N oTc, TOM, JHEBET
(20 BAEHE 150 X 105, 300X 106{E, 450 X 10{E CTEiL 23 2 6, 2761, 126125, Z DD
KNz X BAEEH & 300X 100 T 4 6] (BB, Z2H5E, OMF IR OB 4 161]) . BEEHE 450X 10°
fEC 66 GEC RO & 261, Wi &k O E MM A M 16]) 2% L,

3.5.

(97.4%) . 3351 (100%) (ZiBD BN (T—X vy NAT7H 202084 H7H) .

HEAVE 1 FRBR (CRB-401 3BR)

HEFELT B 50X 1088, 150X 105{E ., 450X 1051#. 800X 106{# T FEH 2/3 %1 (66.7%) .
13/18 %1 (72.2%) . 37/38%1 (97.4%) . 3/3 4 (100%) (238 B, BIVEAIL BAEAE 50X 1064,
150X 10° f, 450 < 10° f&, 800 X 10°® il TZi 2L 2/3 B (66.7%) . 13/18 % (72.2%) . 37/38 #i

TR L — ROBRBEEIEN 5% L EORERIZE 120 BV Thot-,

EREVER etz

#12: BEAELSE (50X10~800X106MH) T2 L — FORBHEIEGH 5% LOBIEA (CRB-401 Rk, F—4&
By bA7H 20204648 7H)
BiE (%)
50X 10° & 150 X 10°& 450X 10°1& 800X 10°f& ;:3:113:;& S

P 350 18 i 384l 361 56 1 62 i

EAE & ([Zv—F| & |[Zv—F| & |[Zv—F| & |[Zv—F| & |Zv—F| & |Zv—F

(MedDRA/J Ver. 22.0) FU—F| 3Lk |Zv—F| 38UE |ZVv—F| 3Bk |[Zv—F| 3Pk |ZVv—F| 3L | FL—TF]| 38E
2RITEA 2(66.7) | 1(33.3) [13(722)| 9(50.0) |37 (97.4) | 26 (68.4) | 3(100.0) | 3 (100.0) | 50 (89.3) | 35 (62.5) | 55 (88.7) | 39 (62.9)
) A 2(66.7) 0 7(38.9) 0 35(92.1) | 3(7.9) [3(100.0) | 1(333) [42(75.0)] 3(54) [47(75.8)| 4( 6.5)

A N B A U IRHIEERE | 2 (66.7) 0 7(38.9) 0 35(92.1) [ 3(7.9) [3(100.0) | 1(333) [42(75.0)] 3(54) [47(75.8)| 4( 6.5)

Ky 7 a7 ) i 0 0 1( 5.6) 0 3(7.9) 0 0 0 4(7.1) 0 4(6.5) 0
Mg LY v RREE 1(333) | 1(333) | 9(50.0) | 8(44.4) [27(71.1)[23(60.5)| 2(66.7) | 2(66.7) |36 (643) |31 (55.4)[39(62.9)|34(54.8)

I ER A iE 0 0 4(222) | 4(222) [20(52.6) [ 16(42.1) | 2(66.7) | 2(66.7) |24 (42.9)|20(35.7)] 26 (41.9) | 22 (35.5)

1fi/ RIS E 0 0 5(27.8) | 3(16.7) [19(50.0) | 14(36.8) | 1(33.3) | 1(33.3) [24(42.9) | 17(30.4) |25 (40.3) | 18(29.0)

2 if. 0 0 5(27.8) | 2(11.1) | 18(47.4) [ 13(34.2) | 1(33.3) | 1(33.3) [23(41.1)]15(26.8) [ 24(38.7) | 16 (25.8)

i BRI JiE 1(33.3) | 1(333) | 3(16.7) | 3(16.7) |12(31.6) | 10(26.3) | 1(33.3) | 1(33.3) | 15(26.8) | 13(23.2) | 17(27.4) | 15(24.2)

U L SERIE 0 0 2(1L1) | 2(111) | 8(21.1) | 7(18.4) 0 0 10(17.9) | 9(16.1) [10(16.1) | 9(14.5)

5B AT TR ER B iE 0 0 1(56) | 1(56) | 4(105 | 3(7.9) | 1(333) [ 1(333) | 5(89) | 4(7.D) | 6(97 | 5(8.1)
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B (%)

50X 10°f 150X 104 450X 1058 800 10°f ;:3:113:% 24k
PR 36 184 38 fil 36 56 1 62 i
EAE & ([Zv—F| & |[Zv—F| & |[Zv—F| & |[Zv—F| & |Zv—F| & |Zv—F
(MedDRA/J Ver. 22.0) Jv—F| 3Lk |ZVv—F| 3Bk [ZVL—F| 3L |Z7VL—F| 30k |JL—F| 3BE |FVL—F| 38E
—fE - RHREER IO E 0 0 7(389) | 1(5.6) [19(50.0)] 4(10.5) | 1(33.3) 0 26(46.4) | 5(89) [27(43.5) | 5( 8.1)
IVARNINS
9 57 0 0 4(222) 0 15(39.5)| 3(7.9) | 1(33.3) 0 19(33.9) | 3(54) [20(323)| 3( 48)
TS 0 0 1( 5.6) 0 4(10.5) 0 0 0 5( 8.9) 0 5(8.1) 0
FEEN 0 0 2(11.1) 0 3(79) 0 0 0 5( 8.9) 0 5(8.1) 0
R MR 0 0 0 0 4(10.5) | 1(2.6) 0 0 4(71) | 1(1.8) | 4(65) | 1(1.6)
IR R EE 0 0 6(333) | 1(56) [18(474)| 1(26) | 2(66.7) 0 24(429) | 2(3.6) [26(41.9)| 2(32)
GE 0 0 2(1L.1) 0 7(18.4) 0 0 0 9 (16.1) 0 9 (14.5) 0
R 0 0 1( 5.6) 0 5(132) | 1(2.6) 0 0 6(10.7) | 1(18) | 6(9.7) | 1( 16)
FRENPED F 0 0 2(1L.1) 0 2(5.3) 0 1(33.3) 0 4(7.1) 0 5( 8.1) 0
RS L Ok E 0 0 2(11.1) | 1(5.6) [14(36.8)| 4(10.5) | 2(66.7) | 1(33.3) [16(28.6)| 5( 89) |18(29.0)| 6( 9.7)
&Y giE 0 0 1(56) | 1(56) | 7(184) | 3(7.9) 0 0 8(143) | 4( 7.1) | 8(12.9) | 4( 6.5)
K7 V7 3 i 0 0 0 0 5(13.2) 0 0 0 5(8.9) 0 5(8.1) 0
KT N U ™ AdfgE 0 0 0 0 4(105) | 1(26) | 1(333) | 1(333) | 4(7.1) | 1(1.8) | 5(81) | 2(32)
BAIEGE 0 0 1( 5.6) 0 2(5.3) 0 1(33.3) 0 3(54) 0 4(6.5) 0
R AR A 0 0 2(11.1) | 1(5.6) [12(31.6)| 1(26) | 1(33.3) 0 14(25.0)| 2(3.6) [15(242)| 2(3.2)
FFURT I F—P L5 0 0 1( 5.6) 0 3(79) 0 1(33.3) 0 4(7.1) 0 5(8.1) 0
El 0 0 6(333) | 1(56) | 6(15.8) 0 1(33.3) 0 12(21.4) | 1( 1.8) [13(21.0)| 1( 1.6)
B 0 0 5(27.8) 0 4(10.5) 0 0 0 9(16.1) 0 9 (14.5) 0
Rl 0 0 1(56) | 1(56) | 3(79) 0 1(33.3) 0 4(7.0) | 1(18) | 5(81) | 1(16)
YIS & O/ e 0 0 4(222) | 2(11.1) | 4(10.5) | 1(2.6) | 2(66.7) | 1(33.3) | 8(14.3) | 3( 54) [10(16.1)| 4( 6.5)
R Y 0 0 3(16.7) 0 3(79) | 1(26) | 1(33.3) 0 6(10.7) | 1(18) | 7(113) | 1( 1.6)
BRI KO ALk 0 0 2(11.1) 0 7(18.4) 0 1(33.3) | 1(33.3) | 9(16.1) 0 10(16.1) | 1( 1.6)
RA i 0 0 1( 5.6) 0 5(13.2) 0 0 0 6 (10.7) 0 6(9.7) 0
D = 0 0 2(11.1) 0 7(18.4) 0 0 0 9 (16.1) 0 9 (14.5) 0
SR 0 0 0 0 4(10.5) 0 0 0 4(7.1) 0 4( 6.5) 0

AL ONEE 5225 8 FHILLNOFET T BHIZEH & 150x100E T 1 flZER D Hiv-, JERITIELE T,
Aih & ORFEERIIEE SN o7z, RinOPIaEEE G 8 HME A2 TR LI-AERELICL
AL, BAEEHE 150x106 ., 450x<106{H. 800x106{H TENFI 1. 24, 1 FICERD BT,

FERNE. BAE I 150% 106 {8 CEERYLN 141,
JEMEREN A 1 1,

B4 £ 450x100 {5 /0 fif5 1k M O g astd BE AR 4=
HAZ & 800x 100l T — /WEMN 1 Bl TH o7z, WTF b AN & OREERITE

EEINT, FOfh, HEMETIZL Y BEEHE 50x10 fE, 150x106 . 450x10° {E, 800x10°6 {# T#iL
Zr3pl, 5E, 8B, 1HIAMEL Lz,

3.6.

EERIEFFMAERER (BB2121-MM-003 35%)

AGRER CARSEEZEI D A1 DAMZ G S BRE 225 BlicknWT, &E5EHZOFEEEFLEDN
BIVERIZ2RH (100%) ([ZRO b (TF—% >y bAT7H 202410 A 3 H) , &7 L —FD3¥
BEEN 5%, EORWERIZER 30 LB TH-o72,
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#F13: 271 — FORBBAED 5%ULOBER (MM-003 R, F—2 vy b4 7 H 12022410 H 3 H)

FB/EBIRAGHE B (%)
EATE N=225
(MedDRA/J Ver. 25.1) &7 1L—F ZL—TF3LE
2RIEH 225 (100.0) 211 (93.8)
MR LY v CRpEE 203 (90.2) 197 (87.6)
IR 182 (80.9) 177 (78.7)
gyl 131 (58.2) 101 (44.9)
iR SiE 120 (53.3) 95 (42.2)
F i BRI il 65 (28.9) 64 (28.4)
Y 2B SE 66 (29.3) 64 (28.4)
FEENE LT BRI E 16( 7.1) 16 ( 7.1)
SoyE bR 201 (89.3) 15( 6.7)
FA NI A U HHERE 197 (87.6) 11 ( 4.9)
Ky 7 a7 ) ifE 19( 8.4) 2(0.9)
H 143 (63.6) 9 ( 4.0)
D 55(24.4) 2(0.9)
31 67 (29.8) 4(18)
[EE 39(17.3) 0
[ 29 (12.9) 0
—i% - REREER X OGN ORE 131 (58.2) 21( 9.3)
%] 49 (21.8) 2(0.9)
FEEA 49 (21.8) 2(0.9)
R VIR 28 (12.4) 0
) 5E 17( 7.6) 1(04)
EE 15( 6.7) 0
Rt LOSRERE 141 (62.7) 79 (35.1)
KAV o AIfE 67 (29.8) 11( 4.9)
KV e 75(33.3) 49 (21.8)
K~ 7 %0 LffiE 46 (20.4) 2( 0.9)
FARROA 37 (16.4) 4(1.8)
IEA NS T AifE 41(18.2) 10 ( 4.4)
K b YU 7 A fE 23 (10.2) 10 ( 4.4)
& hY 27U RijE 22( 9.8) 5(22)
B R dS K O A Rk 111 (49.3) 14( 6.2)
RA A 39(17.3) 1(04)
R 30 (13.3) 0
Du 21(9.3) 1(04)
R 13( 5.8) 0
WHMET 13( 5.8) 2(0.9)
YIS & OV e 123 (54.7) 48 (21.3)
ERGE R 22( 9.8) 1(0.4)
itiZe 21( 9.3) 14 ( 6.2)
COVID—19 12( 5.3) 3( 13)
PR R G 12( 5.3) 2(0.9)
PR b 104 (46.2) 13 ( 5.8)
SHYA 41 (18.2) 0
FEIPED 23 (10.2) 1(04)
Mg, FERs K Otk RS 93 (41.3) 13 ( 5.8)
e R B 27 (12.0) 3( 13)
WK 27 (12.0) 0
1 PENH SRR 14( 6.2) 0
BRI B 81 (36.0) 26 (11.6)
T2 T ) T UAT 2T — BRI 21( 9.3) 6(27)
TARTGXVEET I ) NV AT =T —EHM 20 ( 8.9) 6( 2.7)
Yy—INHIN KT URT =T —BHN 20( 8.9) 10 ( 4.4)
R 14( 6.2) 0
M7V ) RAT 7 2 —EHN 14( 6.2) 2(0.9)
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FERIRIE Bi%x (%)
EAGE N=225
(MedDRA/J Ver. 25.1) £71L—FK JL—F38E
C —USTEE A 13( 5.8) 0
MRS 71(31.6) 19( 8.4)
& I 32(14.2) 16 ( 7.1)
NS 32(14.2) 3(13)
FErhpEE 57(25.3) 7(3.1)
RHRAE 24 (10.7) 0
BHELIRE 21( 9.3) 3( 1.3)
FEIg $ KOV TRk 57 (25.3) 1(04)
BiEE 13( 5.8) 0
Dol 51(22.7) 9( 4.0)
SR 20( 8.9) 0

AAFESEND AT DA Z &G SNTHERE T, 5% 8 WRLINOETIT 5 6] (22%) (1238
D HNT, FERIE BT R OSER AL 1 FRENCAEFFRA 3 6 (BUifE, B> 2Pk
MIE, A I A CBEGRE 4 161 T WThOAFER L AN L ORRERIIEES L2RD
olce RGN D 8 M A A T 6 4 HLIPICHEH LIZETIE 1561 (6.8%) 12780 b, ok
1125 10 B, FERIRBADS 361, AFEFS 241 (il 0L OMRULLE 45 1 61) Th -7, Ml
E 1 BIEAG & ORRBRBGE Shah o1,
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4. HEFRIZ DU T

AFMOBEEIITAMEKT 7 = L— S ARUGLESR 2 L, LD ALERREOAR OB I L C B A
FLRRBOLND TREMENE N En D, REOREGNHEEIREEZ2MH - FFE L, RMOEEIC
LV EERBWERNREI LIS T 2 2 BB ETH D, LI > T, KMBITUTOO~@D
FARCET T MRS O CHT 5 BER S B,

O mRIZTHOWT

D -1 FROO~@ADTRTICHYT IR THDH L,
(1) BAFOWTNNIEETHZ &,

o AAREM - R HIEIEFENED D BHIERGEE R ED 2T OIHH 273 2R
GREHT IV —1) ZHTHHEH

o HARYEM - IEMIEIE SN ED DBMMGREIMED > b, FHihii (LY 331 &
W332) | BAGRERE (EHE32.1) RUBM=a—7 ¢ x—4%— (E#343) DStox
TOHEHZW-T2EE GRENT IV —2) 2HT DR

o HARYEM - IEMIERIEFESNED DBMMGRERMED > b, FHili (LY 331 &
W332) . BHEREE (EHE321) | Biia—T7T ¢+ x—%— (FEHE343) RUOBHHEE
iE O(GEUE 41 KON 42) DANOETOIEE &3228 GRELVT IV —3) #HT 5D
i i%

o RENZFR DIRER D SNk

Q) AEFRIIKTHEFEHMNATEER ICU ZHE2 4L T0AHZ L (A301 FrEEPiRERE IR
(1 HizoX) (1] HEEdaEEEIE 10 (4] BEEeEsEE 4 o nFhrg
JETHTW D EFREES)

(B) 77 = L= AEEROMERNIIN LI ER A X v 7 (B, BHERT, B AR A Al SRR

T 1) REEBINTEY., 77— A0 3b7e bt 1 ZLOEERAZ v 7 (ER.

Flehili . BRI A AN SRR Tt ) 12 K 2 8 R B LRI B OVEE A~ 0D 3 A& (AT 733
TWnbZ &,

4 AdmOANER O ZEMIIBET DEREZIET D720, BEYR L OEEO T TEE SND
KD THREREK AT L (LYR L) | ICEEREZIT) & & bIC, ARICRELNT
WD BGEIRER A 2 WIS FEM T D Z LN AEETH D Z L,

O -2 ZEMEEFHMEOZW, BRLOANES - BWEHREBIRE OIS o7k e ik z AL,
WEIRGEEE N ERT D, RLOERIZHTZ > COEE ZET LIZERN, IBEOETEEZE D (HE
BARB SN TWSD Z &, BRI, £ 14 O)~@)DTRTICiEYS T 2 ERINIEEORTE &
LTIABRBESNTEBY., ZOMICHE 14 DWICEELETHEMMN 14U ERBESATWD Z L,

#14:  IBROBEE LI 5B H:

| () [ERRFFEIGHE, 6 FULEOBFERBRZ AL, 55 3FUEE, MEEHEEOIHELZTT>TV\E 2 L,
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(2) EMAMRBEICBE T 2HHEIC X 2R EEP A | EU LD Y | LERRER L P2 BRI TV D D
L.
(3)  [AfEE mAIRa AL DL ERIA SHIUAEDH D Z &,

@ BEROBAERSHMET S EREEOEHIZONT

FAERSER IR T 2 E WS E T 2L E N E S, JEREEEN OB HRA D, A
M - LEMEIC T A IE RO BT OESE T D R, RES - BEANRE LIRS
DHAEAR D EBENHNATON D IEHINE->TNDH Z L,

® FTEA - BEA~ORIRIZOWT

@-1 RSB S EM:

HERANES - BWERDFAE LIZERIC, 24 RERIE2EESIO T, Yekhisk )UDE MR ISV T, %6
BL7ZEBWERIZIS U CABRE B L W B2 A OFE RN Y H I DAL, B HITKRHE FTREZ2 AR 23
BoSTWDHI &, KT, CRS OBARFIHA T, MU X=7 (Bl z) OIEENIARLES
ANCRER SN TS Z &,

@2 BEREEHICLLIRES - BUWERA~OXISITEE T 25 B

SR B REIE ORI 2 M 72 i L O RE 2 A D BN FEENAR RS - BWER O =4
Vo7 %abBRELIEREZILATE2F - LEBEKANEFHINLTWDEZ &, 2B, FOEHIC
ONTC, BELZOFBEICHDIEMENTND I L,

@-3 AEA - BWEHORBZE-CRHITICBE LT

AEA - BIERNCR LT, Makiiak I3s#E s o FYE 2 A3 2 EAD & s (RIVEH o2 Er=oxt
JSICE L THREM O EZ2ZITONLIJMFICH D 2 L) L, EHITEYRAEN TE DK 238 -
TWnoZ &,
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5. BRERMR LI DEBE
(B3I B 5 %8
O FROEHE TARROHEPMENHR SN TS,
IR SUTHRAYED S I BIIE. 7272 L. BFOWT N il AR S,
*  BCMA JURZHER & Lic A 7 GURZ ARSI T MRMEIREOWRSRIEN 20

o UEHEER., Y uT T Y — AMERI KL OPL CD38 £/ 7 u—F LRI A ETe 2 SLLED
BGREZA L. 7o, EIFOBNERICK L TRBEIT AR Sz ITTERZICHERE L
7o (7B, IRBRIFIZEL ORHAEICST L CTIRE T ULIEHE % 60 HLINIZ PD iR S iz
Ba, HatrEsE L, )

@ TRUSHEYT 2 BFIIARLOFZ G R L1732 570,
o IXAER (CNS) [CHHEREZGTHZ ERBOLNTWVWDEHE,

o UUTICEUYTIHRELZHET DL IR S 2 88 - BEMRAE, YLvs AR L—
L~ uarua7 Y U MiE, POEMSIEFEREXITT I 04 R— A20E 9 BR 2R EE

o [FFEE MBS OIBRE D H 5 B,

o CEBEMEICINZ CHhOBEMEEE A A L, o EHIEE SRS 3ERICEREE L), BRIl
R L CWRWEE, 7272 L, FEHBIE o GRS R B, e SEE
R P ST FLE E RN 521G L= B BN OB HORR A0 7, (TNM B PR 1]
ST Tla XUX T1b) Z7R L7 BINI MR LT BE 2L,

(L2t 55EH]

O TRICEAETL2HEIEIRMOKG PR - BILE SN TNDLZ b, BEEZITDRWI L,
o MR LIRS & B Lo e
o BEIIARMOIIIR UIBBIE DBEAIEN & 5 56
o JFAEHL L THWIEIEBI ERIH M BEZER DS, EANLS O L D TH 256

@ TN THEREICHTAIRLOBEIZSONWTIE, ALOBZEERHETL SN TE LT, A
DEHXG L 7257200,

e ECOG Performance Status!® 25 2~4 O #BE

13) ECOG Performance Status
Score | T
0 AL MR GBI CE 5, FHiaI LR U R FAEIENHIRZR ITZX D,
1 WRIIZI LR ENIHIIR S B 05, AATAMEE T, BIFESCHE - TOEEIITHI 22N TE 5,
Bl ROWFEFR, FBIEE
2 BTRIRECH S DOH DOEID O Z LT X CRIEEENEEITTE RV, BHO 50%LL B~y R Cis 23,
3 RONTZEHAOHOED OZ L LTER, AHD 50%LL EE2 Xy KT I3,
LT RV, BOOHDREIY O Z LT TERY, BRIy KRB+ CiRId,
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6. RECBRLTEET &S TR

O WRASCEFICNA, RIERGEER M RELT 2 EMFITEE D AR ORHE L ONE EM A 07201
WMETRE WA OB L T 5 2 &,

@ ARG D BEIIT OFIRICANER a2 0 ICBi L, MEZETrLE
H4oz L,

@ FEREWEHDO~F Y AL MZoOWNWT

e infusion reaction, va v 7., T T 74 TX—NHLDONDZERHDHDT, BEDIK
BE+SICBET L LI, BRENBDOONLAICIE, @URALEEZITI Z &,
infusion reaction D Y A7 Z Mz 5728, KREOFEEHK) 30~60 7812, 7T NI/ 7=
VROV T2 RTIUIFFOMOE 22 I HI SREREIELZRET 52 &,
i G T RARERE, BIBEEAT A NEIIER LW L, 7F7 4 7%
—HORGIE ) BEEOFRZPRIA LG EITMA, KEHEOERHELZ L Tk Z &,

o CRS BNdHOLOLNLZENHDHDT, KLDEHIZHT-»> T, MiEHhESEZ I L., J&
B ORIMAE, MEAR, IR, C-RUSHEE AN, (KEEEAE. . I EOBREIERIC S
W, BIRE DAY 2 b, T, BENROONIGA T, RIENGEEE MR
T 5HTD CRS HHLIT /LU XA KON CRS (2R D ECHTOERICHE, #E72LE %
179 2 &, MM-001 35k & N MM-003 ikBR # 5 & 2 7= CRSEFT LT Y X AR 15D L
BYTHD, 7B, MM-001 Bk, CRB-401 kB %X 08 MM-003 #RBRIZHB VT, ARFHO#F
HB#67 6 CRS OY)EIFEBL E COMMOHP R FEFH) X, 2n£n 108 (1~12H) |
208 (I~19H) RO'1.0H (1~14H) ThHo7-, F/=. CRSICBHHETIHEEDFRL
LC, DEMEY, B IREEGRE, (RIfE, (KEREAE, MmERERME Y o SHARERE

DEE SN TND,
#15: CRSEHEFTNLAY XA
CRS Grade ™ U R=T BBEREATrA R
Grade 1 AR LB 514 72 RERIARTE DY A BV IS

KPERE D B B L | LB L T, by ) X7 8mgkg OEIRNE G4
T OHER (385 CLLE 175 (1 BEfD T TH S, 800 mg #HBZ /22 &)
DFERATIN R T B R E% 72 R ERB LD D58

Ly G5, UL A SHEREE AT O

. BERSE RS %

ANb D, )

Grade 2 h U X< 7 8 mg/kg DEIRNIX G- %2475 (1R | TF VA X V2 10mg D 12~24
TERDFEE D A% | 5, 800mg # BRI E) . R 2 & O RIRN I 5 & B
B L, AR Do

35,

FiO2 0.4 A D g % 5-

A LET 5 ERD
LIHEHAED 1 oD
HIER I R A%
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CRS Grade

Y R=T | BIBREAT oA R

JE£. XIZ Grade 2 Dllggs
M,

LRI T 24 FERILANIZ CRS OENRD LR WS, XIFAHICELLT 554
MV AT 2HEREL, TX VALY ORBROFRSHEZHETS Q0mg % 6
~12 B Z L ICE RN

PL_EDIRIET 24 BERILAPNIZ CRS DEENFRD BNARWES . XITAGE R B LAk 5
BE

AFNTL R=ynrr 2mgkg 5%, 2mgkg % 1 H 4 BEIC5EFE) ([0 EEZ D,
BIBREAT oA ROBSZEMB LIEEAIR, D b 3R 2L, &K 7H
M2 THIs9 5 2 &,

2B, bV X~ToFGEE LRI, 24RRC3 A, AFt4BEIETET D,

Grade 3

JiE R 28 1 B TR A N B
"L, AACEGT
2o

Fi0: 0.4 Ll L& 5
EYEETL, BHAE
H LT T
T T DK
Grade 3 Dlgasaitt, X
1% Grade4 D F T AT

F U X+ 7 8 mg/kg DFRNE G- %2175 (1 KR A T
TG, 800mg ZA RN L) |

TEXYAZ R ETD
(B : 10 mg % 12 B[] 2 & 10
NRANEEE) o

LRI T 24 FERILANIZ CRS OENRD LR WS, XFAHICELLT 254
MV AT EHEREL, X AZ YV ORBELORGHEELZHEETS Q0mg & 6
~12 FE L ICE RN EE S

PL_E DRI T 24 BEFILAPNIZ CRS DECENFRD BNARWES . XITAGE R B LAk 5
BE
AFNTL =y 2mgkg 5%k, 2mgkg % 1 H 4BIZHERE) 20X D,

N LRI g R — ks
MBE . X Grade 4 DJig
wmmtE (72732
F—F¥ EF %)

I S—EEH, B EEAT oA ROBEZBE LG, Ve b 3T a2Mka L. &K 70
2T Tl 2 2 &,
o8B, F U X7 oG ERIE, 24 T3 A, AFt4RIETET D,
Grade 4 F U X< 7 8 mg/kg DEHIRNE G- 5175 (1 IERT | T3 A %>V 20 mg & 6 R
R VIR BTN TG, 800mg ZBA RN L) | T EICHIRNE 5T 5,

LEL DRI T 24 BRI LLNIC CRS DILEN R D HIARWEES, UTAHICE T 554 ¢
M) A~ 7 HERETS, ) AT ORI ERIZ, 24 ERT 3R, At 40
FTET A,

PL EDIEIET 24 BERILINIC CRS OUWED RO HILRWVIEE -
AFALTL R=vry (I~2g, SEIEU T4 I LICERE, BERMICKLERY
BT SUFH THIEE 7 udk A7 7 2 R 1.5gm?%) 25815,

£ : Lee ©® CRS Grade JIFEFYE (Lee H. 2014 4F)

*  fN Y X TOREIC

o MBERFRNOOLOLNDLZENHLDOT, KinOEGIZHTZ > TiE, SEELIKEE,

bleoTiE, b U A= T ORBOBMICE. WIEERT A FE2RGT5 2 L,

JE |

RERIE, ST, FEHRIEZAL, W=, WBHR, IRER, BUR, B~V o, EERE

O ETREE
NnNr=HAEIZ

RLIBFE S S DI RIERIC OV T, BB E2 +0IC1T ) 2 &, REDRD L
=

REEARTEEFT DRAET D B OMRERFEGEH T LT U X AR OHPRER
FLRITKT DEAOFHRITHEN, WEIRLEEZITH 2 & MM-001 #5R &K Y MM-003 7
BRABSE X AR FEGEH T LAY ALNIR 16D LBV THDH, 728, MM-001 &5k,
CRB-401 R K Y MM-003 FRBRIZI\WN T, AL O#E 5Bl H b R FRO YR B &
ToOHFoTRE G X, FhFER 6.0 B (1~720 A) . 6.0 H (1~451 H) kO
50H (1~394 H) Thoiz,
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#16: MWRERFHEETNITY XA

Grade % PIpURA

Grade 1 AR 5-1% 72 RERRE OB 4
FERYP ALY 10mg & 12~24 BEfE] 2 212 2~3 A MEIRNIE S35 Z L 2 EET 5,

AP 5% 2 R EFER L TW A E5E
i BlEET 2,

Grade 2 TRHBAZY L 10mgE 12 T L2 2~3 HW UERBMET 25 A1 Eh L) SRS
T 5, BIBEREAT oA FIGEMFEAG 3 B 282 25413008 E BB 95, MEMED Grade 2
OFFIITRIBRE AT oA ROERITHR S 20,

24 EFEI DAPNIC B DGR O DR WG TR R FERDEN L 25E
TXYALZY O ER O GHEE 2 K 20 mg @ 6 IRE[H 2 & F THHET 5,

Grade 3 TRV AZ Y 10~20 mg & 8~12 K¢l & L ITEIRMN IR 5T 5, IIEMED Grade 3 DELEIZ IR
BREAT uA ROMEHIEFHE IR,
24 FEHLANICSED RO DAL WG, IR REFLNE LTS
AFNT L R= v OFIRNFE S8V B %25 2 mgkg#5%, 2mgke % 1 B 4 [ENZER
5.7 BENIZHED
MU A B o 5 3561, MIRIRER ORBEERIELZBRT 2, mAROAFALT L =
yay (1~2g, HEIGUT 24 K 2 & RKEER S BRICHLERGEITENR) KOs
OARAT 7 2N 1.5 g/m? Z RN 5,

Grade 4 FRYP ALY 20mg & 6 B T L AITEIRNEE ST 5,
24 FEHLANICESED RO DIV WG, XTI RREFLNE LTS
BHEOAF LT L R=y v OFIRNESGIZE D Ex2 (1~2g, HEIZSTT 24 K&
W ER S, SRR LIRS AIEIE) ., 7 kA7 7 2 K15 gm2OFIRNE S HEET
el
RFIER o DA 1, WMBAEIER O ERGERIEELBET 5, sHEOATF LT L K=
youry (1~2g, REIGCT 24 R Z L ICKEER G, BIRICHERG ST KOy 7
OARAT 7 2N 1.5 gim? Z RN 5,

1% : NCI CTCAE E#EZ 5,

BISENR DO DOND T ENH DD T, RMOREIZHTz> T, BRIEREZHR L.,
B TAT O 2 &y TREWEDBGVE I RIEMREDN & 2 HEald, Adn D& G137
PlRNZ &, ME, HEER OV ANAECLLDEEDRISEL HHOND T ERH Y,
FECICESTBI @ ShTnD, Fio, BB PERBAIER D 5bhb Z ENnd

5, BEOWREZ FoICBE L, BEDNREDONGEITE. FUEME O G% DY)
IRALE AT D T &,

B RUAFAR UL CHIFFR T A W AF v U 7 O BE IR ERGEE BT, FFRUA LA
DML SN D ATREMED & 0 . HIV EYEF T W T Y A L AN 2% ATREMER &
b, Floy A BAT BT A INVAEYZ L0 iR KL OFECIZE > 2R HE ST b
ZEMDL, A RATa A NVAOFIEHEIIZOWTEIZE L, #ERLEEITH Z &,
HIMMEKY 7 = L— 3 A 2T AR, VA MATe A VA BRIFRERY A LA, C
BIFFSR 7 A VAR ONHIV BEROFBEHERT L2, FRUA VAT U T OBEXIL
BRI o AR 2 B 5 2 5813, ISEREESCSHFR VA VA~ —T—DF=4
VT EAT D5, BRRFR T A L AOFIEMELSS C BT O BAL O 5Ok DR B 1
BTo5Z L,
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KRB GRBOAF L L2720 | AR ERE MR Edf, U oS BRI S o 1
ﬁﬁ@ﬁ%%bﬂé LIRHDHDT, KOG H Tz > TE, EHRNMIRRA 21T
. BEOREE TITBET DL,

ﬁyﬁﬂf)/mfﬁ%%bhé ENHLHDOT, BEORELZH2ICBEL, BEN
w%ht CIEHYIALE (i B T ) TEIRE R ERIIICAT 5 ) 21T &

&% N1 f®ﬁ@£ AT HBIEE T ITATO 2 L,

TSR EEIEERE > H D Z LN HDH DT, RnDELGIZHTz> T, MG EME
TREEDRE R OBEREME 217 0 %, BlEZ 01T 2 &,

FEARIB P BAEFOMERFERVBH O DOND 2 ENH DD T, Kinkb5H O~
I3 B B HUEEROSERR A 1 O B ORI F SRRV L O EET 5 2 &,
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