= AT 1206 25 1 =
A F1 5 4 12 A 6 H

#oE R
| wEEFTRES  |(FEZES (R) & B
froooBml X

il

JEA T B R B e A A PR
N El ) P )

~—~

AT HTRF B Na—v D HAEE T A R T A OBz
W

R M BOE S & D FA ST #2016 (ALK 284 6 H 2 H B E) 128\ T
T EIE G EOME A O LHEEZ KD Z RV IAENTZZ L BRI T,
HOHT) A R L A B S B R ISR T B T O I R R e T A
TA EERLTOET,

AT TR B a—8 (RES TR~ SR & RS X
MO ZRMEEREEIC S L CHERT 2BEOREFHICO WAL, (AT 7457
voE v —e L OREEHEE T A KT A oW T (G444 A 19 H
fH SRAERESR S 0419 55 1 BIEAE 788 R 3E - AETEAR AR R R an sl A B =
BINICEV/RLTCEREZATT,

Lfly AT HT R B —R DR TR IR 0N HIE RO
FEXIIMERAFTEO—BEENKR I NI 2 LR, Y B HTEE IR
DEBVKIEWZLELEZOT, EENOERERE LK KRBT 5 8mE B
FAWLET, b, WEROKEFEAWEET A R74 1%, RS E0LEY
<7,



LIRS

TR < EEE Bl HEE T A R T A o OUGETEAT CrIRxRE)

B IH
2= RS (FHEERIERD) Y- (HVH AR I BR)
2_—Y |1 IZLYIc 2= 1. 1T
(%) (W)
c PEIHEREE, e T 7 Y — ABAEAI R UL CD38 FERES, a7 T — AERI N O CD38
E 7 a—FAPURRIF A ST 2 DL EORTER 77 a—F AHUERRF 2 E e 3oL EORNERAE
JEZAT L, 232, EITORHAEIIR L TR T AL, 2o, EIEORHERIK L TREMEIT 358
D BT XREZICHER LT O BT UTIBERICHRE L
3o ) 3= (%)
hRE SUIZN R BRI PE D YA MU A VK ZhEE ST DR
HHE YA NI A SR HEGERE
5 R—Y () 5R— (%)

F 72 RN TOAR O K OBEGE 2R %
ZEEAMIC, ATLEE L TLLRFO LD LSk
TV, LD ALFEREEOK T D 3 BIRICARM Z G
THZ L EIN, o, RiORLEWIHE F Iz EE
oy ha— OO OHEHERE (7Y vy s
WIE) BNHRENT, TV v r B LD AL
BVEORME Y 14 HRTETIZE T2 &S
770

F 72 RN TORG DA K OBEGE 22+ %
& EHEL, BiEE L TLLTO LD b
EEITO, LD ALSIRIEOK T D 3 HRICANE
BhEtToz L ant, £72. AR oRGERREHIC
W ha— DO OFUEIIERE (T v Y
VPRE) RSN, TV v U IR LD AL
FRIEORMBLEIY 14 HRTETIZRETTAZ & &
Nz,




8§ N— (%) 8§ — (%)
Fo RN TOAREOAZE K OB 2t + 25 2 Fo RN TORGE DA K O ZEET 5
LRI, RBILE E L CLL RO LD ALk 21T Z A HEL=, BiRLE L L CUL RO LD BT
W LD AABSERIEOK TN D 3 BRICAR 2855 EZITV., LD ALHIREDOKR TS 3 ABICARN %
LTl EENT, £, REOREHIF PR = BG4zt L&, 2 ARiLoRGELRFIC
v b= O OHUERIIERE (77U v Vv T JEEA T L ha— L DD OFUEBIEGE (7 v Y
) BSEFFRE SN, 7V v Uy ZEEIT LD AL VIR ISR ST, 7 v U TEEIX LD AL
HEOBRMBEY 14 HETETIZETTE22 &N FHEOBBEY 14 HRTETICRE TTH2 & &L
770 e,

9 ~14 2| () 9= (%)

— 3. 3. [EIFE A [A) 25 M AHEER  (BB2121-MM-003 #X5%) Gz

FIEREK, 70T 7 V= AHEAKLNE TV LA
THaEie 2~4 LY A ORERERZ AT 5 HIE XL
EEER D MM BT A R BT AR S EEEE R O H )
P OV A Ve 2 be g4 2 [E BR AL [ 2 AR (LA
. TMM-003 38k | ) 23 FEhE S iz, 7R - BR
SEHEIIR 6D LB Thol,

#6  (#%)

A D HVE KR OV & X3 151, $t BCMA CAR
T flfm & LT 150 X 10°~450 X 10° & o> JH S JH CTH
EIEFIRNEE G35 2 & &L s,




F AN TOREOAE K OHIEZEtES 25 2
EAEHMIZ, BiLEE L TLLTEO LD AL RIE =T
W, LD AR O TN D 3 HBRICARM 25T
L llEhtz, £o RhoRLGEHR I =
Ve OlHOPUERERE (T v TR
B DRI N, TV vy VU BRI, BEOE
T ORNEHE LY A KD & JBIREATEE AR O] W
I &0 EEEIRREE O FERIE L A~ (DPd, DVd,
IRd, Kd XIZ EPd) &5 bBWFnmnz 1A 7L
TCEMTLZ L& i, LD ALFREORIELY
14 HETECIZETT5HZ &L Ehi,

PEHERPERE O FE S OV & U ik, BIES
E% 1 HEH»D B OB ORNEE L Y A 2K
OF ., IBBREAEEATOHWIC LY . DPd, DVd, IRd,
Kd X% EPd D 5 HWFT I OIBPRIEL A U %
FhES i, 7ok, EEREREOMBIFIE, [RCHIE
(2 XV PD SRR S, DA G- Dk D e
REINTHEI NRRELEEM D DEFEICES X
A D T v AA— —FERAEEE ST,

(1) BIALE O LD b flk
AR A 773 K300 mg/m* L7 LA T L 30
mg/m* ZWd 1 H 1AL 3 HR AR RN S




LT, Fio, BEOREE (BRREREES) (IS LT
TNE T OEGEORENTbIT,

(2) MM-003 R D AR hl
MM BEAE D VR CIIa il A3 A HE 7 P36 24 V)
FTHRMEORBTH Y | TN (LLT,

[PFS| ) DIERIC LV | SEROUGE, BT D
FE, RIGHEE COMBOIERERHFFEIND Z L
O, ARERO FEREARE H 1 PFS & S41, PES (388
VYEZ AL & S W) DI BAHEAT AT FER % [ 5 72 W FE
COWTNNRVEERE COMM L ERSNT A
S o FEMEMN L., IMWG % (Lancet Oncol
2016; 17: e328-46) (Zft- 7= IRCHIEIZIESLIE
BEHRT— AV, FEFEHEE THD
PFS OfEFR (2022 F 4 A I8 BT —F v bA7)
BRITEAOCKHLIOLEY THY  AEAEEFRREC XS
HARSEEOEEES s S e (4l p fiii<0. 001,
AEAKERMO0.014, JBRw 7T 7 BIE)
F£7 (H%)
1 (#%)
0S IZDWT, 20234 H 28 HT — X h v b A THS
DOFEE I O Kaplan-Meier ghffid, FhFhE 8 KX
H2oLih Thoto, 728, 0515222 4~ bAE
& 72 B A CIRHEARAT 2N ol S D BHE T H 0 . AFRYT




X2 D 74.0% (164/222 A X2 1) DSMEEL ST HEA
CTHEMi SN,

#8 (%)

X2 (1)

BITEHE L ¥ A A HONDOANEDRERIT, KIDEEBY
Thol,

9 (%)

AARNEMAOHIEORERIE, £ 10 DLBY THo
Too 202344 H 28 HF — % 1y bATREAICEIT S
0S O i [95%CT] (B H) IIAMEETNE [3.1, NE
1 EYERIEEECNE [NE, NE] THhoiz,

10 (#%)

17~19 ~
—

(%)
3. 6. [EIFSIL A MAHEER  (BB2121-MM-003 #ER)
AR CARGBECEI DT bR ARME S SN
PR 225 BBV T, H 514 O EEG K OEIE
HiEep] 100%) (@b (F—% 0y bAT
H:2022% 10 H3 H) , &7 L— FOEHAEEN
%A EDORIERIZR 130 LB THhot,
# 13 (%)
AL FEIZE D AT DR 2 S o R T
Be 54 8 LA DIET 1L 5 B (2.2%) (258D 5
7o, BEIRIE, JREAEETT R OSBRI A3 1 i1E NS

(W)
(i)




AEELD 3 WufiE, b o ZPERUfE, YA

bl A HHERRREE S 1B T, WFhogES

L b AN & DREBERITIEE SR 7o, AdndR

505 8 MM EEZ T 6 W HLWNICEE LEL
1$ 15 51 (6.8%) (2588 HAL, JREMETTAY 10 i, S
RIASEA DY 3 i, A =R 2 1 (i & R AE & Ot
BUME 45 1 61) Thorz, FlmE 1 FhdAds &
DRFEBAEDETE S e hro 7z,

22 N—Y (%) (%)
- SRPEREIEE. e T 7 Y — ABLEAI L UL CD38 -SRI a7 T Y — ABLERI K O CD38
F 7 u—FAHERAI G 2 O EORTERE T/ 7 a—F AR LG T 3 OLL EORTERE
%A L. 2o, EAEORNEFICK L CRBHET %A L. 2o, BEEORNAEICH LU CTRBETN
RO BV TR AT HI LT RO BT TR EZICH R LT

23 ~— (W) (W)
“CRS BHHLONDZENHDHDOT, RO G2 “CRS BNHHLONDZ ENHDHDT, KOG
bioo T, MKRASZ I L, FE, (K, bioo T, MRMRASZ 50 L, FE, (R,

SR, HEIE. C-BUCHERR BN, (KEEFRE. 5.
P 59755 DERAITERICHOW T, B E2 210175
Lo F BENRD LN HAITIL., ik
BT DT D CRS FEL T LT Y XA M TNCRS
ZXFT 2 BB OIERIHE, W R LE 21T 2
o MM-001 FRBR K& O MM—003 3RBR 2 B % % 7= CRS &

SR, EFE. C-BUGMERR BN, KERFRIE, SHYE.
P 59755 DERAITERICHOW T, BIERAE 510179 2
Lo Flo, BENSRO oG EITIE, BEREE
FDRMET D/ O CRS BELT LT Y X I K OV CRS
2T 2 BT O RICHE, U RNEEZITS 2
Eo MM-001 #kBR A S & %272 CRS HHEET /L3 U X A




7 NALITY XAFRIEOLEBY THDH, 72k, M-
001 7BR, CRB-401 a0k & O MM-003 EABRIZ I\ T,
AR5 OG-8 CRS OFIEIFEBLE TOHM D
o (REFE) (X, FRERLO0OH (I~12 H)
2.0 H (1~19 H) X0'1.0 H (I~14 H) THh-
7oo FTo, CRSICEET HZEEDOFESL LT, L7
ARE), B IR L AR, (R, M
REREMEY O SHARERE NS ST b,

FRE8DEBY TH D, 7035, W-001 RFRAOCRB-
401 FERIZIBW T, RO FEG-BIE> 6 CRS O]
FHLE COMMOPRE (&) X, 1.0
H (1~12 H) £2x2.0H (I~19 H) ThoT,
F72. CRSICBHHET 2 EAOFG L LT, LEME,
A HIE R, RMLE, (KESRAE, MEREAR
PEU o SHRRERE 3 s ST B,

24 R—

(%)

MR ERENRHLDONDZ ERHDHOT, KD
TG Hiz o T, SEELIRRE, IME, KFERE, X%
. FERRRREZE L, AR, WEIR. fRhk, IR, SRR L
VO, EEREE, EFEE, EEEEO
ERARIERIZOWT, BIERE+ 21247 H 2 &, BEN
oD LIV AT, BOEIRTE R DRI D AT
DIFEREFGEFLT LT Y XL OMRRESRIC
K95 BT DIEHRIIE, WU RAEEITH Z &,
MM-001 FRER M O MM-003 5B & I £ % 7 pp iR s
BHT LI ALGFER 16 OLBY THhb, Ik,
MM-001 #8B%, CRB-401 #X05& & O MM-003 FRBRIZ I\
T, RO GBME DARRRFROYEPEB E T
OO R (FPH) X, ThER 6.0 A (1~
720 H) . 6.0 H (1~451 H) &U'5.0 H (1~394

(H%)

FHRRBERNH DD ZERHDHD T, KD
BHACh Tz o L, $EELIRRE, IME, KFEIE, X%
. RERRRREZEA L, FEE. WBIR. RS ORERIERIC
DN, BIEEZ 2T 2 &, BREPBEO LN
e lix, IR sE 3 DRI D B o R
GUEBLT L3 X LR O R HEIAT )T D e
DOIERICHE, EWY) R LE 24T H 2 &, MM-001 5Bk
T E X T APRRRELEH T LAY X AR -0
LB THDH, 2B MM-001 BRI CRB-401 -5k
2B W T, RO BEBRIE) DA R FROY)E5
BlE CoOHE O P IfE (FPH) X, € 6.0 A
(1~720 ) HM6.0 H (1~451 H) Th o7




H) Th-ot,

26 ~R—

()

R BIERIEN H DD ZENH LD T, K
i DEEGAT & T > TR, IE B IR ORE &

UEREER A 217

D5, BIRET3IATO 2 &,

()

NEGREIEREN H 5N D ZENHLHDT, K
s DEEGAZ & T > T, IfE A IR O RE M
OB REMRA 21T S 2L, B2 oIcfTH 2 L,




wEFERHEET A R T A v
AT hTHT BV va—kL
(R4« 77 ~ HIRHE)
~Z RN BB~

S 54 12 A
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AN G
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P L BDUT ettt ettt nes 2
B DEFE. VBT oot 4
BRI v 5
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FEHXFER & 72 D BT ettt 22
PEHATBEE U TR T SN E H I et 23



1. X ®IZ

PR ERE R OGN « ZEVEDHER D T2 0I21E, BT SCEE IS W B IEAR M AR D 5
b, BT, EFEORAEN OB X0 EH0) e FriiE MR 2 R 3 A SR R L 23 7K 58
NHZHT, IO OFEERSRGFEICHERBEICRMIET 22 ENRBRBEORBE L - TED,
TRF M BGEE & QRO AR S 2016 CFERL 28 4= 6 H 2 HRREIRE) (28T Hogr il [ 385 % o fif
HoRBEHEEZND Z L &S Tnd,

BRUWERBE T 2R AR ER T, RHERASLE2E 7 0 7 7 A A RRFOERLE LY 5
MIZRRD LN D, Z0lzd, AR OLEVEIZET D HRS HoERT 5 ETOM., Hi%
PARRERMOBEZBZT L2 2 ENHFSNBE TG LTHEMAT S & &b, BIEMASE
B 7ZBRIC b E Rkt E & D 2 LS FTRE — E DB A T TR T T 2 2 LN EETH
%o

L7edo T, BAA T4 T, BARERES ZNE TITHE LN TV D EFLIEAN - B2 i
(ZHES & LU OFAEER SR O i 725 2 S 2 8L8 0 b BB, B AT MO EF
HERT,

B ATA BT A T, WMSATBIE N E R ER G S . —RAETEA B AR =,
—ALFEN BAEM - AIRATER S, —RAEIEAN BAE M - R ilaiE T e, B AR E
REFRIETF R —BRAEEIEAN ARG FARIGR S AREREN HARRIEE RS — it
ENHABRIEFSOM IO b EVER LT,

Xfge &7 DA R R,
TR 2 MY (R AT AT EF L BT —F L)

R LI DA, R SULMERE -

B3 UTHBMEO LB MEEHIE, 7-720. LFoOWTN b= 8581 R 5,

*  BCMAPURZIER) & Uiz 2 T PR B AFEBL T MR IEOIRERE A 720

o REHAEIE, uaT T Y — ARREAIKOPL CD38 £/ 7 u—F A hiRAI A ST 2 ©
VL EORHRREZ A L, 2o, HLORHERICK U TRBETTAED bz XUXTEH#
BIZBER L

K5 & 70 % AER O R &I 55 -
<EFMETOHMBKT 7z L— R ~EEHHRAD#H:%E>

1. 8077z L—Y R

AMLERY 7 = L— 3 R KD | FEB) B AR ML AR & SRS 5,
2.5MEK7 7 L— REYDOEE

R LIZAMEKRT 7= L — REMZ | 2~8CICHEE SRS TS ITHRE L TR
SR~k 5,

<EE#HETORAh~ES>
. RARDZERVRRE

RS L7 RRE AR 22 L, FNEATE CIRARERSMET (-130CULT) THlfsRE
T5.




4. B E5RIORILE
MEHRAEEIZ LY BEOREBLEMHER L, K5O 5 HEINOLLTO U o ERERE(RF:
FEEIT O,
YU BRATZ 7 I K (EAKYHRE) L LT300mgm? & 1 B 1\ 3 HRESFESHELNT Vv
o) AT AL LT 30mgm2 % 1 B 1183 ARLERETHET 2, . BFEO
R (BFREREES) I XV EERET D,

5. XmDEs
BEEANIASZfRET 5, @, AT, CAREHR THIRE LT, KELZHHLTAE
R 450X 105 8%, 10mL/23 &2 2 7V E CHEHIRNE 545, 728, CAR %
Bl T Mi@E LT 280X 10°~540 X 10° fH OHEJA TG TE 5, RMOBFHRLEIILNT

Eo

(REL D FEHZ X B FIWER ORI W 5 AN S\ T)
Fo ) R=7 GBI Z) HEOYREITOER, AIELOHAE
IHRE TSN R « FEMEEAIR L 5 1 b b A v HERERE
RIELOHE @, b U A~7 (BEEfz) & U CRE30kg Pl EIE 1 [H] 8Smg/kg, R 30kg
AL 18] 12mg/rkg & mffFEST 5,



2. A ORI

TRy < S (A AT AT RS B a—k L DT TARR] E0V9) 13, BER
YISk T MR, BB L FIOANANT Z—2HWTE b B Ml EE (BCMA)
LR T 5 CAR 28 A LEEEE - B S H TRV, [EIMN & RSB ERIC X 2 1004 % HIFE
LT, BIRNICER G SN D HAEEFRSRE TH 5,

AEIE G TEA SN CAR IE, Hit F BCMA ~ 7 ZHKHESROBEEAIE 75 7 A B, B b
CD8o b > ¥V K OMEEIE N A A il N 4-1BB KON CD3L OAMIEAN > 7T /U RE R A A TRk S
%, A BCMA ZRBT 2238535 &0 A T fMfaicxt LRt b, HhE, fiasE
BOTT 2/ X —EKREOESE -0, ZROOEMIZL Y, BCMA BB LIRS
LIRS E DRI N D,

AL ORGEZSLH, AMERT 7 = L—3 AL CAR THOAE 2 EXH 25 BT 3 A R
T U ERERERE (UUT, LD ABFRE] v 9) BITHMERH D, LD (LFHRIERT
3HBICARLERG TS, &S50, REOFEGIZE VYA b A UHiERRE (LT, TCRS) &
7)) FEOBEERFECICED fJEEENRS 2BWEARBO GND /MR H D, LB ->T, 77= b
— Y ADFERP, LDLFEEOERT, ARLOFEGH RO 54121, BFOBIEEZ 01TV,
FHENRD SNEAIIE, BB L FRIIS U HEMR i s BRRE S ERMIC L D, BEI
Jix U T ICU FHIZEB W CTEFIN R 2T EH 2 5 et 72 & 217 5 MWENH D,



3. 88 AR it
FIAE SRR TED 2 R R BEIE (MM) 0D 7RIS TR L 7= £ /2 B R AR D POl 2 55,

[ & %hi%]
3.1. E AL [E 55 T AR5 (BB2121-MM-001 7:X5%)

BREXITEHIAED MM BE %2 381, RO AMELR O Zeoks 2 BRO & Li-IEERIEXTR
ERSLFES DA (AT, TMM-00138R ) ) RNEMISH-, T8 - BAEHEIR 1D LBY
Tg?)of;o

1 BE7EIR - BRAMLHUE

<§m%£>
LU R ORNERE 207 5 B3 SUTEEMED MM B3,
> MMITHTHREREZ 3 LY A VLI EZIF TS GEASRETGE M IR R B ORI E O A 15 % [
bF1rIoxEe335) ,
> KL TADEPESA i, R BIBEREN PD TG, R 2 A 2 LU =T Tuw i
ACYASAN
> RIEMEINE, e T T Y — AEEAIK WL CD38 SR K D ARRIEA T T 5,
> ETORHERICK L THEHARME (AR XUXIEH%Z 60 B LINIC PD fiEsd)
. PLFOEED DI & 1 DICEBT 2REAREREZ A7 5 B34,
> ijEM &> s37 1.0 g/dL L/U:
> R M H 87 200mg/24h LA E
>  IMEFLC T v A 2BV T, FLC UL 10 mg/dL (100 mg/L) BAETdHh 0| 1MiF FLC Huss B
ECOGPS 78 0 i 1 DFEE,
<W%%E>
WEMPAMLE, YLFr A RL—24h w2 a2z a7 ) udE, POEMS SEGEREIIERRMICERR 7 I 0
A R—2 REHT 25 XNIBAERO H 5 B3,
o [FFEEEMLEAIIABAL., 2SAATH T D BIS TIE8E. DANSKT D HIfaMEE (B %8B K OV SRR s
MBI <, ) XIE BCMA ZHZ1 & LI RROERED 5 B4,
o THEANRSR (CNS) IZHRNERAEZE T 5 BHE,
o FEEMICE R AR (CNS) RAOBEEE IR 2 AT 5835,

AL D LR OB FiEE,. SAEA =R — FTidht BCMA CAR T #iffe LT 150X 108
8. 300X 106 E1% 450X 106 " % A= A& L U CHEFIRNELG T2 2L L&z, BAAaER
— P TIZLBIT 450X 1088 %2 AR L L CHEFIRNZR ST 2L & anr,

Flo. BEERNTORRDAERE RO ZRET 2 2 & & B, ATlEE L TLLUTO LD fL53E5
LEATO, LDALFERIEDOR T 0 3 HRRICAR Z K595 2 & L sz, £7o, AmoRGEHIRHH
IR b r— Db OFUEBIERR (7 ) v VU TR BEFR SN, 7Y v U r T
X LDALFIEDRIA LY 14 BRTETIZR T D 2 & & shiz,

(1) BIALE D LD bFEE

U gy 580 R E LT, 450 X 105E 0 +20%DOHIFAN T 5 540 X 1068 E THTAEH L S,

5



TIURATZ 7 I F300mgm K OTALE T EL30mgmE A2 VTh 1 H a3 H R SRR
b, £, BEORE (BHEERES) [USLTIAVE T EroREROBENTHONT,

(2) MM-001 55k DGR R

AR O FEFAMIE B 1L IMWG % (Lancet Oncol 2016; 17: €328-46) 1253 < IRCHEIC L 5 PR
PLEoZEhEE (LLF, T&2RgEE] ) a3, Ao EANas— hoEREEE L
CHMd 2 5t & Sz, FEFHEEICOWTOAEA TR — FOFESR (20194 10 H 16 A5 —
A A7) 1IZF2DLEBYVTHY . 2FNEE [95%CI] (%) 1X73.4 [658,81.1] ThHo. H
fifl 50%2 (2% L CHEHIIICE B TH - 72,

72 IMWG JEMEICIE DS < IR BIRHNE (IRCHIE, AR IEMATRISAER . 201910 H 16 AT —4 B~ hA47)

B (%)
SE A A — R
150X 105MH 300X 105H 450X 106 2852118:%
4 44l 70 1 54 128 4l
sCR 1 (25.0) 19 (27.1) 19 (35.2) 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 (29) 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)
7% (sCR, CR, VGPR X (% PR) 2 48 44 94
L . 50.0 68.6 81.5 73.4
%ﬁ*ﬁﬁ ((f,"/)) (6.8, 93.2] [56.4, [68.6, [65.8, 81.1]
0 ¢ 79.1] 90.7]
pfE (A =2 <0.0001

*1: AMEAN (150X 10°~450 X 10°1#) (% Wald %, & Ofthid Clopper-Pearson %
*2 o EKYEFN 2.5%., BEME 50%I2 5% L CIERITIL &2 F 72— 5K ZIHUE

F-. OARAIR— FOREEEZETLARRERD 20204E 12 A 21 HF—% 7 v A 7 EOFMED
HWRIIEIDOLERBY THY, BARANTFR— MBI E2R2EIE [95%CI (%) 1%88.9 [51.8,99.7]
Th-oiz,

# 3 IMWG RIS BIGEDSE (IRCHE, GEWEMRITxIGEM, 2020F 12 H21 BT —X% v N4 7)

B (%)
AAA SHEA
ak— b Zk— k BRE
6 6 s . 150 X 10°~
450?{15'? (& 150;{;;) (zl 300;(; };{J A 450;;};} & 450 105F 137 1
128 {5
sCR 5 (55.6) 1 (25.0) 19 (27.1) 21 (38.9) 41 (32.0) 46 (33.6)
CR 0 0 1 (14) 0 1 (0.8) 1 (0.7)

D RETH (RANEIA Y S0%LLT) X, IETRE, YT T Y —AMERE ST 3 S LOREEEEET D
XFRIEREF R T 07 7 Y — SR ER O WENIRSE O SOIEEMED MM BFICBIT 25 7Y LT 0
BEWEIEI 29~36% T -7~ (Haematologica 2015; 100: 1327-33, Blood 2014; 123: 1826-32, Lancet Oncol 2013;
14: 1055-66) Z M HREESIZ,



B (%)

HAA SHELN

s S
a7k — |k = k— k AR
6~
450 X 10l 150 X 108 i 300 X 1084 450X 10 i Egillgé@ 137 4
9 451 4.5 70 5] 54 451 128 4l

VGPR 3 (33.3) 1 (25.0) 11 (15.7) 14 (25.9) 26 (20.3) 29 (21.2)

PR 0 0 17 (243) 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)

7% (sCR, CR, VGPR XiX PR) 8 2 48 44 94 102

. 88.9 50.0 68.6 81.5 734 74.5

A Zsha A

?i;jgﬁ ((Of;)) [51.8, [6.8,93.2] [56.4, [68.6, [65.8, 81.1] [67.1,

0 0 99.7] 79.1] 90.7] 81.8]

* o AMEN (150 X100~450 X 100 ) K OV&f&i: Wald I, % Ofthild Clopper-Pearson {4

3.2. HEILEE 1 FEERER  (CRB-401 7kl5%)

R SUTHEERMED MM B 23500, R OB MER NV EEOME 2 B & Lo IEEMRIEXTIR
WAVE T HERRER (LLF.  TCRB-401 38R ) ) 233EjE S 4172, CRB-401 iBRIZ/N— F A (] &y
) KOV— b+ B (HEIEKRH) @250 3— F T &, 73— b A Tl BCMA 35S 2 A1
%5 MM BHETORBORKME (MTD) KOUE DHRBROHEIEMN & (RP2D) ZRETHZ &, A
— F B TCIE/8—F A CIREL RP2D CORZEMEFHRTHZ E2THEANE Lz, T8N - &
HHEETIE 4D LB ThoT-,

K4 TINER - BRAMEYE

JEPUHLAE>
o UTOWThrORHEREZ AT 2 BIE UL TED MM B #,
> N—=h A REREER YT 0T Y —AlEAEET 3 LY AU LORNRREE AT D TR
BEER N T T T Y — AHEFERIOW T L THEaE (Zh b OFRANS L D ia@R T SU3ia#E 60 H

LAMIZ PD)
> 8=k B:SEHEK, T a7 7 Y —ARERIRONY TV L TIC L HENEEEEZ A L, L ORI
(Tt L TR,

o LUTOEMEDDRL L —2IZEET 5, MEFRERE L H T 5 HH,
> MM # 2 %7 0.5 g/dL B
>  JREMZ 37 200 mgi24 h Pk
> & FLC 7 v A 1238V T, FLC L~ULAs 10 mg/dL (100 mg/L) LA ETH Y | MiLil FLC thRAs BE
o CBBEAERSUIEMREERO VT NAD T U UFEENT T 0 A RIS D BCMA FEBEIA 2 2L
TIZAHT BBE",
> /%— b A BCMA ZHEIA 50%0L F
> /X—FFB
v @dR— k1 : BCMA FEHEIA 50%A00
v aR— k2 : BCMA FHEIA 50%0L -
v ak— 3 : BCMA BHEBEISIROEER L
e ECOGPS 2770 Xi%1DERE,
< BROMIEHE >
o REMM A IS IERMICERART S u Al R=Y 22695 IR O H 5 B,
o [RGB T A AT B AR IR RO EERE O b 5 A,




[« BRERMICERZPHIAESR (CNS) HEROBER UIBR+ AT 585" |
*] VR EMEIEEUETE 5.0 RSBV T, 2S— KB D ak—k 1 K2 O BCMA RIEG IR L HENEE S
. BCMA OFEFIHEEZ AE LT 5 ak— h3NBMEINT, 2B, DAOKTEarR— 1 %0212 BCMA
FEELENG 50%LL B MO S0% RO BEL 10 Bl EZMAAND Z L L STV,
*2 VR ERE A LTSS 4.1 BUCR VT, MM-001 RERIC & ot TRAMEENE T I N7z, BLATORCIE PR
BRDRBOMEEZETHBREIISBA SN TR 5T,

AL O R OV & SUHE A J7EIE. 23— F A TidHi BCMA CAR T Al & LT 50X 108 &, 150
X100/, 450 X 100 1% 800 X 100 2 HA= & & L CHRFEIRNIER G T2 L& &, S— kB
TIE/8— ~ A TIVE S 7z RP2D T HHL BCMA CAR T #lifl & LT 150X 108 {# i 450 X 100 {# %
EEMAEE L CHEEIRNE G T 5 Z L L sz, REORGEIIHESINTBEMAZED £20%F
THEINT,

Fo, EERNTORGEOAEZR OB EEET S Z L2 AMIZ, BILEE LTLLTFO LD b5
EEATV, LDALSEEILEOK TG 3 BRICKRMEZR G T L L anT, iz, RO RLEHRM
WIREA L b — LD OPERIEIER (7 v P TE) BNERENT. TV vV TRE
1 LDALZAREDBIMG LY M ERETIZR T $HZ &t EaNnT-,

(1) BiALE D LD b5 EE

Y/ BFRAT 7 R300mgm L ONT AT E Y 30mgm? aWT b 1A 1E, 3 AR ARETFIRN
BehH Uiz, £72. BEORRE (BHREMRES) [T ALY Ty ORGEOBEN TONT,
(2) CRB-401 3B D [ PR Al iE
HIWEIZOWT, 20204E4 H 7 HF—% 0 v A 7RSI T 5 IMWG A7 (Lancet Oncol 2016;
17: €328-46) ([ZHS< IRCHITIZ LD EFTYEIADORRIIFR SO LB THoT,

#5 IMWG BHEICESSRBIGFEDE IRCHE, REEGER, 20004 H 78T —4H > b4 7)

B (%)
150X 106~
50X 10944 150X 108 450X 10°{iH 800X 105 {4 450 X 10 EEN
3l 18 51 38 51 3 il 62 151
56 i)

sCR 0 6 (33.3) 15 (39.5) 2 (66.7) 21 (37.5) 23 (37.1)

CR 0 0 0 0 0 0
VGPR 0 1 (5.6) 11 (28.9) 1 (33.3) 12 (21.4) 13 (21.0)
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 (53) 0 5 (8.9) 5 (8.1)

NE 0 0 0 0 0 0

7% (sCR, CR, VGPR X[i PR) 1 10 32 3 42 46
B . 333 55.6 84.2 100 75.0 74.2
%fjf{i? ((7) [0.8,90.6] [30., [68.7, [29.2, 100] [61.6, 85.6] (615,
’ ’ 78.5] 94.0] 84.5]

* : Clopper-Pearson /%



3.3.

E LR B AR (BB2121-MM-003 #45%)

GIEREE, TaTF T Y —AERIR T TY AT BETe 2~4 LU A L ORNEEREE T 5T
FETEEAMED MM B3 % 68T &SRR O F M & OV et 4 bl 3 2 [EB 3L R 3 AR
B (LAT. TMM-003 ik ) 285kt Sdviz, /BRI - [RAMEEIIER 6 D LBV ThoTz,

# 6 ENEIR - PRAEYE

<GEPILTE >

<BRAHEHE>

UTF O3 X CORNGEEEZ AT 5 BRETHRED MM B4,

> 2~4 LU ALDO MM KT ARIERESR &5 (BARRE, EMmisaBik O RRIEIT 1 LY A &
+T5) ,

> EHREE, o7 7 Y —AHEAKRO DARA ZETRTRREEE T 5, HL AL OEEY A 7L
WL, FRENERE 2 VA 7 AL EZ T T RITIUER By,

> EIEORTAEICH L CERRE GRE T XITIR%E % 60 H LANIZ PD #ER)

> i &b 1 ODORHERITA S A OBRFERSE (MR U L) 2RO LA TN D,

UTORED DI &b 1 DICAKT HMERTRERE 2 H T 5 BH,

> IEM #8705 gdL B

> REMZL 327 200mgl24h L

> I FLC 7 v A 128V T, FLC L~ULAs 10 mg/dL (100 mg/L) LA ETH Y | il FLC LhaRAN R E

ECOGPS 78 0 X 1 miFE,

[V SE MR AIARAE . 28 AT KT D G T-1E0R. S AN KT 5 MG HR 13 BCMA &880 & U= 1A O FEiE
Bob 5 EE,

FRINAIRR R (CNS) (B BIIERZE 2 A9 % A,

BRI K 22 AR AR R (CNS) SR OBRIERE X Ii 2 T 2 B,

AL O FVER OV 8 X3 E A H1EIE,. $1BCMA CAR THERE L LT 150X 106~450 X 105> o &
FPH CHIEERIRNZR G325 2 L & Sz,

Flo. EERNTORROAERE R OHFEARET 5 Z & 2 BAJIZ, ATlEE LTI LD (L35
EZATO, LDAEFIRIEORK T 6 3 ARRICARM 2R G925 2 L & ahiz, 7o, Ko REHFET
WIRB Ay b r— D7D OHUEIERE (7 ) v VU IRIE) BEIFRSN, 7Y v UV TR
3, BEOELORNAR L VA RS & IRREEEMOFENIC L0 | FERERRFO(LFRIE L

Y EEOHEEEO FRE LT, 450X 10880 +20% D BN TdH 5 540 X 1058 £ T AR & Shiz,
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DA (DPdY . DV | IRAY . Kd” XiT EPd® ) @) bunvFnmg 1| 4 7 AL FCTERT S =
LLENY | LDALFEEORE LY 14 ARTETICSE rT52 8 &SN,

FEHEIRIREE O FE R O &I A B, BEAEE 1 HED, BEOEIEORGEL ¥ A
VNCHEHSE | BREEEMOBERTIC L Y, DPd, DV, IRd, Kd XIZEPd® 5 bW TR 0fbEEk
LA EFEMINT, IR, EEEEROBE L. IRCHEIZLY PD AR I, »oRLZEY
DL D RS ST H A, IRBREEEM D OBEFICESEARGE O 7 0 A4 — /R — H.10 0]
BE& &7z,

(1) ATALE O LD b5k

I URAT 72 R300mgm O T LE T B 30mgmE AV Tb 1 H LA, 3 H R AR
Beh Lo, Fio, BEORE (BHERES) (LU T7AY T oREROBEIMTOIZ,

(2) MM-003 55RO IR R

MM [ ZEETE DR TR AR HE 2 TR 2 4 0 I A0 BRB Ch v | M EAHIR (B

T. [PFSJ ) DIEEIZX V| JEROUGE, FHEETORIE, KIFE £ TCOHMOEREENIFS
nNazZent, ARBROFEFHMETE R X PFS & &3, PFS IXAEALD S Il O EHEST IR
ZRADRVETLEOWNT RO E TORIRM & BRI N, oMo BEMITCIT, IMWG K%
(Lancet Oncol 2016; 17: €328-46) 27> 7= IRC HIEIZEDS IREDHRT —F BNHVW L, FEGE
fHTEH CTHD PFSOFER Q022F4 A 1ISHT—X Iy b4 7) FRIAVCKIOLEBY THY |
HETRIRRE ISR DA OBRHE R S L7z (il pfE<0.001, A EAKMERH 0.014, JEHIw 7 Z
7 RE)

VAV A7 %28 HME LT, DARA 16 mgkg %, & 1~2 VA ZUEH 1, 8, 15 %1022 H HICHIRAE G-, %3
~6 VA ZVITEH 1 15 B BICEIRNE S, F 794 7 VU381 B BICHIRNES, POM4mg 2, %91
I VD 1~21 B ICE %5, DEX40mg (750l LOBETIE 20mg) %2, EV A7 1O% 1, 8, 15 K22
EREINE

1A 7% 21 HREE LT, DARA16mglkg &, 55 1~3 91 7 /LT 1, 8 ROV15 H HICHIRNE S, &5 4~8 5
A 7 AXE 1 HHICEIRNEE G, 8oV A 7V LEIT 1 o 7% 28 HREIE LT, 8 1 H HICERIRNE 5., BTZ
1.3 mgm? %, 2 1~8H% A Z/VEE 1, 4. 8 RO 11 HBIZE TS, 894 7 VR G54 i+ %, DEX
20mg &, FH1~8YAZ/ADFEL 2, 4, 5, 8, 9. 11 KOV 12 B AIZH&E (757% L, £, BMI 18.5 kg/m? Ay, #E
RIFGEPEXNIAT a1 RIGEICHT 5 AR H 5 B8 TIEE 20 mg) . 5 9 %1 7 /VLIFIL DEX O 45
EHIET D,

O 1A 7% 28 AL LT, IXA4mg &5 1, 8 XON15 ABICR NG, LEN25mg 245 1~21 A BISR &5,
DEX 40 mg #%5 1, 8, 15 K22 H HIZR &5,

DAY A 7% 28AMELT, FH1YA 27/ TIECFZ20mgm* &4 1 X2 B, CFZ56 mg/m2 %4 8, 9, 15 K
16 B FICEIRPIIR S, 552 YA 7 VLIRS CFZ 56 mgim2 245 W1 Z VD 1, 2, 8, 9, 15 K116 B FIZHIRA
45, DEX20mg #4534 7 V0% 1, 2, 8, 9, 15, 16, 22 K123 B BIZEAKS.,

19427028 AMIE LT, B 1RO 2¥ 4 7L TIZELO 10 mgkg %5 1, 8, 15 &KO22 A, H3 41 7LLL
% Clx ELO 20 mg/kg 235 1 H HICEIRMNIEZ 5, POM 4 mg 24 1~21 HBISR DG, 75 ML T O BHFITIE,
DEX 40 mg (75 &Ll EOBHE TITM 20 mg) 2% 1. 8. 15 K T22 HBICREN# G, ELO #5.-H D7 DEX 28 mg
BN 5 %O 8 mg FRN B,

D ITTHEROARRTE 254 B0 5 L 2B BN TV v VU TREEZ T2, TV v Vv FRETHERE SN2 brEbEE

3 (25%LL EoBEICE ) 1X, POM 48.4% (123 #]) | DARA 31.9% (81 #il) KT ELO 264% (67 i) Th -

77

FEHEVRIRIE D 70 BUIARR O 7 A A — N—F H3 g kS, 16 GEL) #FR< 69 FliC AIERT 7 = L —

UANERE I, 9B GEL 2 B, HREEAEICRES 2 B, R 2 fl, BEERI 1 Fl, T—F Py M AT

TARMLLEGEIO 26)) #FR< 60 BlloARTmAe G &Nk Q022F4H 18T —F Ty A7)

10
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7 PFS O SIFEHTHS B
(IRCHIZE, ITTEEM, 2022F 4 18HT—¥ B v A7)

ENTY e TR
254 {3l 132 13
PFS A X b+ (%) 149 (58.7) 93 (70.5)
PD (%) 129 (50.8) 89 (67.4)
PD fEFBRITDIEL (%) 20 (7.9) 4 (3.0)
g [95%CI] (B H) 13.3 [11.8,16.1] 4.4 [3.4,59]
A= R [97.2%CI] ™! 0.493 [0.365, 0.666]
Jr ARl p 2 3 <0.0001

*1AEED (65 AR U 65 7% LA E) | MMIZXTT 2RTEHR LT A 8 (2, 3 T 4) LU Y 27 OflfaE
fRFRRE (1 (4514) |t (14;16) XiT del 17p) O MAJBRIIK T & L7z @R Cox tupil ¥ — KEF L

*2 AR (65 AR UL 65 LA B) | MMICKT 2RIERL U A V8 (2, 3 XL4) KO Y A7 Oififaik
EERRE (t (4;14) | t (14;16) Xid del 17p) OFEEZEHR+L LIZEHIR 7T v 7 BiE

*3AEKERM 0014, HBREAROFEARESL LTHM0.025 & L, FREMNT & BT o MO E D%
EMEOFFE S5 & LT, O’Brien-Fleming #1o o 152 %% % v 72,

100 7 =y
90 - .
80 A
70 4 e /f\E'J_LIJn{{
60 - _

50 4 \ .*‘":;..L__r_

40 A : ey

} e i -

EHEEFHE (%)

30 1 Fhy, -
LR by
20 -
10 -

0 <

0 3 6 9 12 15 18 21 24 27 30 33
524 M SO (9 A)

V27 BER
Af#HE 254 206 178 149 110 62 40 2 14 4 2 0

EEHELEERE 132 75 42 32 25 13 10 7 6 2 1 0
1 MM-003 R¥RIZI51F D PFS O Kaplan-Meier Hift (ITT £, 202244 H 18HT —4% B v hA7)

2]

OS (ZDW\WTC, 20234E 4 H 28 HF —& 1 v b A 7RO & O Kaplan-Meier #ifji%, = Zh
FSRUOK2DLEEY Thotz, 7B, 0SI1E 222 A X FHSE X 7o S CRoRT N i S 5 3
B THY . BIENILZED 74.0% (164222 4 X2 k) BB EINT-HATEmMI N,
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<8 OSORFF (MM-003 35k, ITT4EM, 2023F4 H28A7— X1 v b4 7)

FNITY £3 TEUEVRIRTE
254 f3i] 132 4]
T (%) 106 (41.7) 58 (43.9)

hfE [95%CI) (B A) 414 [30.9, NE] 379 [23.4,NE]
NP — R [95%CI] * 1.012 [0.731, 1.400]
* o ARERE (65 RTINDUT 65 FRLAE) . MMICRIT ARG L Y A U3 2, 3 T4 K
V&Y A7 OB R (¢ (4;14) ot (1416) XL del 17p) OF % EHIKA -+
L L7=J@RI Cox HofilnH— REF L

100 1
90 - =
/ . .
80 / T EHERIREE
§ 70 - - i A i
: 60 A /-billllllbeﬁ g
= /
& 50 #
ﬁ 40 4 ¥
CEE
30 1
20
10 4
0 4
0 3 ¢ 9 12 15 18 21 24 27 30 33 36 39 42 45 48
ZrAAMERBORM (BA)
VR BER
AdnBE 254 240 223 208 190 175 169 161 143 103 75 48 44 30 13 4 0
FEREIRRE 132 128 120 114 103 91 81 75 59 45 32 24 I8 11 4 3 0

2 MM-003 #BRIZI1T 5 OS O Kaplan-Meier A (ITT4EH], 202344 H 28 A7 —% > b4 7)
AR L ¥ A U ERIOAIEDORERIZ, £9DE B Tholz,

#9 BIREEL Y A DA R
(IRC HJ7E, MM-003 %%, ITTEM, 20224 H 18 BT —4H v b4 7)

12



2LV AV 3LV RAY 4L RA 2R

AehiE IREGREE OKAEE RYERRIE R IRNEGEE O R RYERRE
78 51 39 %l 95 {3l 49 f 81 44 451 254 132 {3

PFS A X b (%) 41 (52.6) 26 (66.7) 57 (60.0) 37 (755) 51 (63.0) 30 (68.2) 149 (58.7) 93 (70.5)
ol [95%CI] (151 [12.7, 4.8 [3.2, 125 [10.8. 32 [23, 112 [74, 49 [32, 133 [11.8, 4.4 [34,

H) 19.7] 13.3] 17.7] 5.7] 14.1] 6.9] 16.1] 5.9]
Y — R [95%CI] 0511 [0.311,0.839] 0.445 [0.292, 0.678] 0.580 [0.364, 0.923] 0.493 [0.377, 0.645]
i BRIRWSN T
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 (242) 3 (6.1) 14 (173) 4 (9.1 55 (21.7) 13 (9.8)
PR 7 (900 9 (23.1) 10 (10.5) 13 (265 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)0 13 (13.7) 19 (388) 8 (9.9) 13 (29.5) 31 (122) 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)
=% 58 20 66 17 57 18 181 55
(sCR. CR. VGPR
X% PR)
EINEIE [95% CI] 744 [64.7, 513 [35.6, 69.5 [60.2, 34.7 [21.4, 704 [60.4, 409 [264, 713 [65.7, 41.7 [33.3,
(%) 84.0] 67.0] 78.7] 48.0] 80.3] 55.4] 76.8] 50.1]

AARNERAOEMEORTIT., 10D LBV THoT=, 202344 A 28 AT —ZH v b A TN
(2RI D 0S OHF A [95%CT]  (HA) IFAMEEY TNE [3.1, NE] | EE#ELHRE2) CTNE [NE,
NE] Th-o7-,

" Kaplan-Meier #:12 J 2 #EEI 3 < BIEA L 6, 12, 18, 24 1 H, 30 7 A K136 7 HERE COREFRITZH
21 75.0%, 50.0%. 50.0%. 50%. NE K UINE Th -7,

12) Kaplan-Meier $1C & 2 H#EEIC S < EIEAILTE 6, 12, 18, 24 B A, 30 4 A R 36 1 H B CORAEFRTNT
nb 100%TdH -7,
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F#10 HARNEM & RER O LED sk
(MM-003 X%, TIRCHE, ITTHEM, 20224 A 1I8BET— Xy vA7)

HANEER BIREM]
A n i TEAEIRIRAE PNTT e TEHAE R HE
41 5 f3i]*2 254 14 132 43l
PES A X2k (%) 2 (50.0) 1 (20.0) 149 (58.7) 93 (70.5)
ol [95%Cl] (1 A) NE [2.0, NE] 20.7 [NE, NE] 13.136 Eil.& 4.4 [3.4,59]
NY— R [95% CI] 5.21107 [0.000, NE] 0.493 [0.377, 0.645]
e BIBFESA (B (%) )
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% 24 25 181 55
PR)
SRS [05%Cl (%) 50.0 [1.0,99.0] 40.0 [0.0, 82.9] 71.736 E[35‘7, 41570 1[;3.3,

*1

*2 .
*3
3LV A UORHEEEOH 516] (VGPR) K T4 LY 2 ORHGEEDH H14] (sCR) .

*4

*5:

(3L YA UDOEHEEED H 20 L 4L T A 2 OEHEFRIED & %241,

QLT A UDRERED & D16, 31T A L ORNRIRED & 226K 4L ¥ A > OFEHREED & 5241,
LDALZEREERRAART ORSHE5-/T) (ZPD & HE S,

2L VA ORHBFREOH 5141 (PR) KO3 L YA ORNEHREDH 5141 (PR)

14



[Ze4xtE]

3.4. [EBRH:[E 5 I ARER  (BB2121-MM-001 7&5%)

HERELUIHEHAE 150X 106 E. 300X 100 #, 450X 106 @ TZIZEH 4/4 B (100%) . 67/70 f
(95.7%) . 63/63 % (100%) IZFR® Siv, BEIVEAIZEAZHE 150X 1054, 300X 105{#, 450X 100 {&
L 67/70 B (95.7%) . 63/63 5] (100%) (T3 LNz (F—F v b4

TENEI 44 ) (100%)
7 H:20204 12 A 21 H) .

BOThHoTZ,

F11: BHERAESE (150X10~450 X 106{H) TL 27 L— FORBLEGHR 5%, EORIER (MM-001 5. 57—

ZHy bAT7H 2020412 H 21 H)

HIEHEEARTES L — FORBIEIEN 5% LORIERIEFR 11 0L

Bt (%)
150X 108 {# 300106 {4 450106 {1 ESUN
ey PN | 4 15 70 131 63 15 137 431
FEARGE A 71 —FR3 4 J1L—1F3 4 J1L—1F3 4 J1L—R3
(MedDRA/J Ver. 22.0) 7 L— R 2l 7L—F LIl J1L—F LIl JL—F DS
S EIVER 4(100.0) | 4(100.0) | 67(95.7) | 41(58.6) | 63(100.0) | 50 (79.4) | 134(97.8) | 95(69.3)
SEREE 2 (50.0) 0 57(81.4) | 6(86) | 61(96.8) | 5(79) |120(87.6)| 11( 8.0)
YA b I A R 2 (50.0) 0 53(75.7) | 4(57) | 61(96.8) | 3(48) [116(847)| 7(5.1)
Ky 7 a7 U v e 1(25.0) 0 7 (10.0) 0 8(12.7) 2(32) [ 16(11.7) | 2(1.5)
MikEs LY v SR kEE 4(100.0) | 4(100.0) | 39(55.7) | 37(52.9) | 50(79.4) | 47 (74.6) | 93(67.9) | 88(64.2)
B ER D 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/ MRS 3(75.0) | 3(75.0) | 26(37.1) | 22(31.4) | 33(52.4) | 29(46.0) | 62(45.3) | 54(39.4)
2l 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 ifn Bk E 2(50.0) | 2(50.0) | 19(27.1) | 17(243) | 17(27.0) | 17(27.0) | 38(27.7) | 36(26.3)
U L BRI 0 0 8(11.4) 6(86) | 12(19.0) | 11(17.5) | 20(14.6) | 17(12.4)
TR BRI E 1(25.0) | 1(25.0) 3( 43) 3( 4.3) 4( 63) 4(6.3) 8( 5.8) 8( 5.8)
— % - BEREER X OGN O 0 0 28 (40.0) 0 15(238) | 1(1.6) | 43(31.4) | 1(0.7)
R
5 0 0 14 (20.0) 0 8 (12.7) 0 22 (16.1) 0
FEEL 0 0 10 (14.3) 0 4(6.3) 0 14 (10.2) 0
ETIIE 0 0 4(5.7) 0 4(6.3) 1( 1.6) 8( 5.8) 1(0.7)
MR R 1(25.0) | 1(250) | 24(343) | 7(100) | 17(27.0) | 2(3.2) | 42(30.7) | 10( 7.3)
C—USPER B 0 0 8(11.4) 3( 43) 4( 6.3) 0 12(88) | 3(22)
TANRTGELUET I R T A 0 0 6 ( 8.6) 2(29) 5(17.9) 0 11(80) | 2(1.5)
7 =T —E
TI5=VT ) NG AT T 0 0 6 ( 8.6) 2(29) 3( 4.8) 0 9( 6.6) 2( 1.5)
—BHhn
it kO kkEE 2 (50.0) 0 12(17.1) | 2(29) | 18(28.6) | 11(17.5) | 32(23.4) | 13(9.5)
FEXONRIES 0 0 7 (10.0) 0 4(6.3) 1( 1.6) 11( 8.0) 1(0.7)
K4 U 7 AfjiE 0 0 2(29) 0 7 (11.1) 0 9 ( 6.6) 0
1KY > fgimE 0 0 1( 1.4) 0 8(127) | 8(127) 9( 6.6) 8( 5.8)
T b U v AIfGE 1(25.0) 0 2(29) 1(14) 4(6.3) 2(32) 7(5.1) 3(22)
R E 0 0 17(243) | 1(14) | 10(159) | 3(48) | 27(19.7) | 4(2.9)
JARIE 0 0 4(57) 0 3( 4.8) 1( 1.6) 7(5.1) 1(0.7)
i 0 0 2(29) 1(14) 5(79) 2(32) 7(5.1) 3(22)
H i 0 0 14(20.0) | 1( 14) 5(79) 2(32) | 19(13.9) | 3(22
T 0 0 7 (10.0) 1(14) 2(32) 1( 1.6) 9( 6.6) 2( 1.5)
Il 0 0 10(143) | 1( 1.4 8 (12.7) 1(1.6) | 18(13.1) | 2(1.5)
BhELIRTE 0 0 6 ( 8.6) 1(14) 7(11.1) 0 13(9.5) | 1(0.7)
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B3 (%)
150 X 106 {& 300 < 106 {& 450 < 106 {& EXEN
PEyESilIpNA R 4 15 70 15| 63 11 137
FEARGE 4 JL—1F3 4 JL—1F3 4 J1L—R3 4 ZL—FK3
(MedDRA/J Ver. 22.0) JL—FK Y JLr—FK Pk JLr—FK Uk JLr—FK Uk
1% 0 0 5(7.1) 0 3( 4.8) 1( 1.6) 8( 5.8) 1(0.7)
{1 E 0 0 4(5.7) 0 3( 4.8) 0 7(5.1) 0

AR OREIFGNS 8 M LINOIET X, B E 300X 100/ A OF 450 X 108 {# CZ L2740 2 i )
M3 HNZFED ST, FEERIE., BEHE 300X 100 @ CREBEIT O A NI A U HERERER % 1
B, BREE 450X 100 TR EAUEIT, KRBT A~V 2 JE M OVE G4 1 5l TH -7,
ZDH L, REIMT A-VLE I RE, YA b IA CIRHEGRER OE GBI OE 1 ik, A&
DOERREBEBPEE SN oT-, KhoOWEESNS 8§ BEZBA CRALZAEFERIZL DT
1X. BAEFE 300 X 100 {# % O 450 X 108 CEZEH 4 B RO S BISERD Hivic, 4RI, B E
300 X 100 fETH A b AT A VAPEMS, WUifE, B & ONiiRE 2% 1 . BAEHE 450X
100 B CROBERYL, BUMEME Y 2 » 7 R FiffE, S REmE L O ER S 1l CThoT-, =
DHH, A AT a T A NV AEMREERR EDORRBEBNEESI NIRRT, ZOM, HEET
(& BAEFE 150X 1051, 300X 105{#, 450X 105 TENLH 26, 2741, 124125, ZDfhDJF
FIC &L BEFEAE 300X 10E T 441 (FE1C, ZHIE, IR ORE &4 141 . BEAEHRE450X10°
<o fl FELCKOAE 45 2 4, BUAE K O}

3.5.

AR T AR (CRB-401 5A5R)

TEEARAVE R M4 1 41) AFEC LT,

HEEGTHEA R 50X 10018, 150X 106, 450X 109E. 800X 108 TZE0 2/361 (66.7%) .
13/18 5] (72.2%) . 37/38 %1 (97.4%) . 31361 (100%) ZFRD B, BIVERIZ BAEH & 50 X 10018,
150X 10° {&., 450X 10° ., 800X 10° & CENEI 2/3 #l (66.7%) . 13/18 B (72.2%) . 37/38 #l
(97.4%) . 31341 (100%) (@D LN (F—FH > hAT7H 202084 H7H) .
TR7 L — KOREBENEN 5% EOEWERIZE 120 LB TH-o7z,

AR B

F12: BEHESE (50X100~800X10%ff) TAZ L — NOBEHEIEN 5%LL LOFIERH (CRB-401 R 5k, 7 —#
B AT H 2020048 7H)
Bl (%)
6~
50 X 10° 47 150 X 10° A 450 < 10°{# 800> 10°{ ::3;(1136@ SIS

PR 3 {5 18 i 381 34 s6 1l 62 1

HEATE & | zv—r| & |zir—=r| & |rv—r| & |zir—¥| & |Zv—F| & |zir—¢

(MedDRA/J Ver. 22.0) ZL—F| 3L | ZVv—F]| 3L | Zr—F]| 3L [Zv—F| 38E [Zv—F| 38 |[Zv—F]| 3R
ARIEN 2(66.7) | 1(33.3) [13(72.2)] 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)
o gl S 2(66.7) 0 7(38.9) 0 35(92.1) | 3(7.9) |3(100.0) | 1(333) [42(750)| 3(54) [47(758)| 4( 6.5

YA I A UHIERRE | 2(66.7) 0 7(38.9) 0 35(92.1) | 3( 7.9) | 3(100.0) | 1(33.3) [42(75.0)| 3( 54) [47(758)| 4( 6.5

Ky 27 a7 ) e 0 0 1(5.6) 0 3(79) 0 0 0 4(7.1) 0 4(6.5) 0
MR LY v R fEE 1(333) | 1(333) | 9(50.0) | 8(44.4) [27(71.1)[23(60.5) | 2(66.7) | 2(66.7) |36 (64.3)[31(55.4)]39(62.9)[34(54.8)

4T P ERBUD 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)

/R i 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(403) [ 18(29.0)

21, 0 0 5(27.8) | 2(11.1) [18(47.4)[13(342) | 1(33.3) | 1(33.3) [23(41.1)[15(26.8)]24(38.7) [ 16 (25.8)

P I R P i 1(333) | 1(333) [ 3(16.7) [ 3(16.7) [12(31.6) [ 10(26.3)| 1(33.3) | 1(33.3) [15(26.8)[13(232)[17(274) [ 15(24.2)

U o SERIE 0 0 2011 | 2(11.) [ 8(21.1) | 7(18.4) 0 0 10(17.9) | 9(16.1) [10(16.1) | 9(14.5)

F& B A BRI R 0 0 1(56) | 1(56) | 4(105) [ 3(7.9 [1(333)[1(333)[5(89 [ 4(7.1) ] 6(97) | 5(81)
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B (%)
50 X 10°{F 150 X 10°{5 450 <106 800 106 {f Egi 113% B
v B 3 {3 18 4l 38 #4i 34 56 1l 62 1
LA 2 |rr—r| & |Zr—F| & |Zr—F| & |Zr—F| & |Fr—F| & |Fir—F
(MedDRA/J Ver. 22.0) ZL—F| 3Lk | ZL—F| 3Lk | ZV—F]| 3L [ZL—F| 38E |ZL—F]| 3LE |ZL—F]| 3LE
—f - BEIEER LORL 0 0 7(389) [ 1(5.6) [19(50.0)[ 4(10.5) | 1(33.3) 0 26 (464) | 5(89) [27(43.5)] 5( 8.1)
BB D ARAE
9255 0 0 4(222) 0 15(39.5) | 3(7.9 | 1(333) 0 19(33.9) | 3(54) [20(323)] 3(438)
e 0 0 1(5.6) 0 4(10.5) 0 0 0 5( 8.9 0 5(8.1) 0
T 0 0 2(11.1) 0 3(79) 0 0 0 5( 8.9) 0 5(8.1) 0
KA PEEIE 0 0 0 0 4(105) | 1(2.6) 0 0 4(70) [ 1(18) | 4(65 | 1(1.6)
A TR i 0 0 6(333) | 1(5.6) [18(474) | 1(2.6) | 2(66.7) 0 24(42.9)| 2(3.6) |26(41.9) | 2(3.2)
EE 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 9 (14.5) 0
fiiu 5 0 0 1(5.6) 0 5(132) | 1(26) 0 0 6(107) | 1(1.8) | 6(97) | 1(16)
FEEWED F 0 0 2(11.1) 0 2(53) 0 1(33.3) 0 4(7.1) 0 5(8.1) 0
Rtk L Ok 0 0 2(1L1) | 1(5.6) [14(36.8) | 4(10.5) | 2(66.7) | 1(333) |16(28.6)] 5(8.9) [18(29.0)| 6(9.7)
15 Y R fE 0 0 1(56) | 1(56) | 7(184) | 3(7.9) 0 0 8(143) | 4(7.0) | 8(129) | 4(65)
K7 V73 i 0 0 0 0 5(13.2) 0 0 0 5( 8.9 0 5(8.1) 0
KSR U 7 AdE 0 0 0 0 4(105) | 1(2.6) | 1(333) | 1(333) | 4(7.) | 1(1.8) [ 5(81) | 2(32)
AAR 0 0 1(5.6) 0 2(53) 0 1(33.3) 0 3(5.4) 0 4(6.5) 0
R 0 0 2(11.1) | 1(5.6) [12(316)| 1(26) | 1(33.3) 0 14(250)| 2(36) [15(242)] 2(32)
NIRRT ISV R 0 0 1( 5.6) 0 3(7.9) 0 1(33.3) 0 4(7.1) 0 5(8.1) 0
H kEE 0 0 6(333) | 1(56) | 6(158) 0 1(33.3) 0 12(214)| 1(1.8) [13(21.0)] 1( 1.6)
s 0 0 5(27.8) 0 4(10.5) 0 0 0 9(16.1) 0 9 (14.5) 0
THi 0 0 1(56) | 1(56) | 3(7.9 0 1(33.3) 0 470 [ 1(1.8) | 5(8D) | 1(1.6)
JEYE R J O A Ui 0 0 4(222) [ 2¢1.) | 4(105) | 1(26) | 2(66.7) | 1(333) | 8(143) | 3(54) [10(161)] 4( 6.5)
R R 0 0 3(16.7) 0 3(79) | 1(26) | 1(33.3) 0 6(10.7) | 1(1.8) [ 7(113) | 1( 1.6)
B R B X O A LR B 0 0 2(11.1) 0 7(18.4) 0 1(333) | 1(333) | 9(16.1) 0 10(16.1) | 1( 1.6)
B 0 0 1( 5.6) 0 5(13.2) 0 0 0 6(10.7) 0 6(9.7) 0
PR 0 0 2(11.1) 0 7(18.4) 0 0 0 9(16.1) 0 9 (14.5) 0
IR 0 0 0 0 4(10.5) 0 0 0 4(7.1) 0 4(6.5) 0

A OMNEE G- 5 8 W AN DO FET 13 HAEH & 150x106 8 T 1 HIZi8 & bitlz, FERIFFT T,

Adh & OREBERITEE SN o T, REbOPIEEE NS 8 WA TRE LA FEFRICK
HFETIE. BIEE 150100 fF, 450x10°{&, 800x10°{A CTFLE4L 1B, 261, 1 HINZED BT,
ORI, B & 150x100H CREE G 1 6], B & 450x100 8 CTOME Ik & O ldasiae A4
FEMEREN A 151], BAET& 800x 108 T 2 — /VEN 1 I TH 72, W bARM & OREERITE
EENTZ, FOM, HEEHEITICL Y BEME 50x100 #, 150x10° {#, 450x10° . 800x10° ff#l TFh
Fr3fl, 561, 86, 1HINELT LT,

3.6. E L FE B AR (BB2121-MM-003 #5%)

AR TARMBEZE 0 AT DA ZHRG SN-RE 225 BlicB\W T, BEHOAEESR KL
FIERIZEH (100%) @RS SNz (F—F v b4 7H 12022410 4 3 H) ., £7L—RKO%
BEEHN 5% U EORIWERIZR 130 L BY Thoiz,
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#£13: 271 — FORBEIEHN 5%LL LORITER (MM-003#5, —X% 5~ b4~ H 12022410 A 3 A)

E IR B (%)
A N=225
(MedDRA/J Ver. 25.1) £ L—FK 1 —FK3LE
2EIEH 225 (100.0) 211 (93.8)
MiEFR LY v SREEE 203 (90.2) 197 ( 87.6)
I RIS E 182 (80.9) 177 (78.7)
=gl 131 (58.2) 101 ( 44.9)
MRS JE 120 ( 53.3) 95 (42.2)
BRI JiE 65 (28.9) 64 (28.4)
U LB E 66 (29.3) 64 (28.4)
FEEWEAT P ERBME 16 ( 7.1) 16 ( 7.1)
S IE R 201 ( 89.3) 15( 6.7)
YA b TA R ERE 197 (87.6) 11( 4.9)
Ky 7 a7 ) e 19( 8.4) 2(09)
H b 143 ( 63.6) 9 ( 4.0)
o 55 (24.4) 2( 0.9)
T 67 (29.8) 4(18)
ER 39 (17.3) 0
[ 29 (12.9) 0
i - BHEER KOG OREE 131 (58.2) 21( 9.3)
i 49 (21.8) 2(0.9)
FEEN 49 (21.8) 2(0.9)
RAY P IE 28 (12.4) 0
) )3E 17( 7.6) 1(04)
S 15( 6.7) 0
R L O R E 141 (62.7) 79 (35.1)
K4V v A E 67 (29.8) 11( 4.9)
15 Y o e 75 (33.3) 49 (21.8)
K~ 7% > v AfiE 46 (20.4) 2(0.9)
FARIEOR 37(16.4) 4( 1.8)
(&AL NSE 41(18.2) 10 ( 4.4)
& b YU ¥ A IE 23 (10.2) 10 ( 4.4)
U Z YR ) RifE 22( 9.8) 5(22)
AT ¥ ks KOS & Rk R 111 (49.3) 14 ( 6.2)
RAEmA 39 (17.3) 1(04)
I 30 (13.3) 0
DU 21(9.3) 1(04)
i P 13( 5.8) 0
HIVET 13( 5.8) 2(0.9)
JEYER X O A hUE 123 (54.7) 48 (21.3)
b RGE R 22( 9.8) 1(04)
Hifize 21(9.3) 14 ( 6.2)
COVID—19 12( 5.3) 3(13)
IR REYL 12( 5.3) 2(0.9)
PR R R 104 (46.2) 13( 5.8)
SEE 41(18.2) 0
FEMED F 23 (10.2) 1(0.4)
I, BIERE K OWiHRkEE 93 (41.3) 13( 5.8)
AL 27 (12.0) 3(13)
Ak 27 (12.0) 0
H IPENHERR 14( 6.2) 0
B R R A 81 (36.0) 26 (11.6)
TI=VT ) NI AT =T —EH 21( 9.3) 6(27)
TANGXUEET I ) N T VAT 2T — BN 20 ( 8.9) 6(2.7)
Y= NVE IV T AT =T —EHN 20( 8.9) 10 ( 4.4)
(EEED 14( 6.2) 0
MFT NIRRT 7 X —P RN 14( 6.2) 2(0.9)
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BEBIRGE Bz (%)
FARGE N=225
(MedDRA/J Ver. 25.1) 27— K 71— K3k
C — IR A fn 13( 5.8) 0
A P 71 (31.6) 19 ( 8.4)
& 1L 32(14.2) 16 ( 7.1)
A1)+ 32(142) 3(1.3)
TR 57 (25.3) 7(3.1)
ARHRE 24 (10.7) 0
SEELIKRE 21(9.3) 3( 1.3)
B 6 KO FAEAREE S 57(25.3) 1(04)
i sna 13( 5.8) 0
D 51(22.7) 9 ( 4.0)
R 20 ( 8.9) 0

RMBEZED M O RM ARG SN 8RE ©, &E5% s BELUNOETIL 5 6 2.2%) 1T
oIz, FEIRNT, HEET L OSERRARE 1 I ONCAEERERN 3 6] (BuiE, b V2R
MAE, YA S IA URHEERE & 1 6) T, WTIhoREES AN E OREREFRITEE I 2)
ST, R END M ZB AT 6 7 HUWIZHEBL LTI 156 (6.8%) 12D LI, izt
T3 10 61, SERAEAD 361, BEFESR 2 6] (i ERE L OMBINE & 1 6)) CTh-or-, Mk
i 1 BlIIAN & DREBERNEE SR o7,
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4. g% 1z DT

AREOEGEIIIAMERT 7 = L— ANRNERZ & LDAEFRIESORL OB EICEE L CHEEZRFE
FHLEPRBOONDATRED RN &b, REORENET R EEZ2ZW - FE L. RiLo&E 5
K EEZRA T’Fﬂﬂﬁ!%ﬁfﬁbﬁﬁ"? WCRHETHZENMETHSL, LEB->T, KLU TOO~OD
T ARCEZTHRICBWO CHAT A2 0ENRH 5,

D fEIZHOWT

D -1 FROM~@DOTRXTICHY T IR THDZ &,
1) LLFOWFRNICHYS T &,

o AL - ST RIMIEIE SR 08 E W 2 B MR ERUE A6 HE O & C DI A A il S R
GRENT Y —1) AT B

o BEAEM - REMIFIETZENTED DBMEMRGRERED H b, BT LU 331 &
W332) . BEREE (FEHE321) ROBHHa—T 43— — (F#E343) LiShoze
TOHEA ZMmEZT 2R GRENT IV —2) 247 Dtk

o HAEIM - REMIEIEESNTED DBIEMEGRERED H B, Hilghil (L4 331 &
W3.32) |\ BHEREE (L3321 | BEa—TF c x—%— (FE#HE343) KOBRFE
B OORHE 4 NV 42) DSOS TOIEA 2792 GRENT Y —3) 2475
i
N

Z

i (B 2 TRER D S fit i 7

Q) AEFRICHTH>EFEHENAEER ICU H2 4L TWAZ L (A30] FrEEhipi=Eg e
(1 Hizox) Tl BTEEPRESEIE 10 [4) BEERIBREEIER 4 DWW Thrg
JEFH TV A EEER) |

B) 77— AEBROE I LT ERAZ v 7 (ERl, B, 5 A LR
THET) PEEEINTEY, 772 —3 2037 et 1| LOEEZRZ v 7 (B,
Al BRI SUTIER T 1) 1 K 2 5 W A K OVEE Bili~ oD TG (A 73 3 -
TWHZ L,

@) AREOFENER ORI CET DR EINET 720, BEEE L OBEED FTTES IND
KD TEEFERGEL AT L (VYA RNY) | ICEEREEITY & & bIT, KRIZFREELNT
W5 BUER S A A U E T D Z ENAEETH D Z &,

O -2 ZRMEFHEEODZE, IBFEKOAES - BWERRBIFORISIC o7k s e L, #
EIRGEET N EMT H. AdmOERIZ @tofmﬁ EET LTcERD, IRROBETE 250 CH
BAWE SN TWD Z L, BEMITIE, #£ 14 O)~B)DT X TITHY T 5 EMBIREOELE &
LTI4BEINTEY, TOMIZE 14 OMICHEYTIEMP 14U EREESRLTHNEZ L,

#14:  BWEOEMIEZICHET 2B
[() B HEE. 6 FU LOBKRREAA L, 5 b 3EU LT, MEEEEOFHELIT> VDb &, |
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(2) EMMIBHEICE T A HME I C L A ZWEB R 1 FEU LH Y . SRR LI 285 LTS C
k o
(3) FfEMABEOBEFEN SHIUL EHD Z &

©® BRNOFAERSRICET 2 EREEHOEHNIZ DN T

FHAEERERGCET 2EREBICIEE T 2 Y ENRE S, RISEPUEEENOOFRED, £
Mt - L EMEEICE T D EROF L OCEME S D HRER], ~EE - BERZRAE LSS
DR D EFFDPBELNIATON D EHAE S T0D Z &,

@ AREA - BWERA~OXGIZ2WT

@-1  JaxARm B 5 2

EELARLS - BWERADA L7ZBRIC, 24 RERZZIREHI O T, SEiisk OB R 12\ T, %
B]LUZFIWERICIE U CARRE BN QW SR O B3 Y B cE i, BBk AT ReZe il 2
oTNDHI &, FRIZ, CRS ORARFIHA T, F U X7 (Bl Z) OTERESARLES
ANCHER SN TWD Z &,

@2 ERUEFEICLDAES - BWERA~OXISIZB Y % 2t

LR ETEIE DR IE D DB 2 R L N RE 2 A T D BRI FENAES - BEADE =4
Vo T %O ERELEREILF T LT —AEEREEKGHNERINTWD I, B, ZOEKH)IC
DONT, BELZOFRICHNINTEMENRTHNDZ L,

®-3 NEE - BWEHOBE-CHISIZE LT

AREA - BIERICR LT, M5k T sk O B2 A 3 5 A & s (RIVER O Kro%t
MM L CHRER I EEZZITONILMEICHH 2 &) L, BEHICHETZRLEN TE DIKH 2 25
TWHZ &,
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5. XIS LD BE
(G2hPEICRE 3 % ]
O TROBETRBOFEIMENHER INTND,
PR ATHIRME D SR HEIE, 72720, UTFTOoWTn b5 AaIcR5,
*  BCMAFURZERI L L7 A T HUFRS BRI T MR ERE OIGHRIED 720

o SUERREER. o T T Y — AMHERIKR UL CD38 £/ 7 u— LA RIFI 2T 2 oL ko
BIEERAZA L, 22>, EIEORTERICH L TRBEITAR D SN UTTERERBICERE L
7o (e, TRBRFFIIFELT ORHAEIC S L CHEFE T XILIE% % 60 HLANIZ PD AR S iz
WA, #BrEL ER L, )

@ TRICHEYTIEEIEIARBHOEGRIR LT 570,
o HRAEEER (CNS) ICHBEIEREZ A T2 LD LN TN EE,

o UUTICHYUTIEEEZAT DI NIBEROD 5 EE - BEMBAIKE, YLVF A RL—
L~z u7 ) UE, POEMSIEERE XILT 2 0 A F—3 A4E ) BRI E

o AL OTRRED H 5 BHE,

o CEBEMECINZ CHUOEMIER 2 L, o EMEEE NS R 3EMICHEAE Lz, Al
EREL CWRWERE, 7272 L, EEBMO R EREMIaE,. RERYLEE, 7B ER R
Fe ¥ X3 FLE BRI N seih L= B BN ORI SRR 2 FT R (TNM BE IR 1
SSFATC Tla XU TIb) &R L2 BIZIREMBIE Lo B 2 %<,

(2 2phic B3 % FE]

O TRICGHEATLIHEEIARBORENES - 2L INTVWD I D, BEEThRNI L,
o —FERRER U7Z A & FRHURE LT
o BEITARMDOIINTK UIMBUE OB & 5 54
o JEMELE LCHWZIEBI B R MBUEER DY, BERANLAND S DO TH D54

@ TRICEMTAHIBREISTAIRLOBEIZOWTIL, RAOLEENETIINTE 5T, K5
DG L 2B 720,

e ECOG Performance Status!® 73 2~4 O BE

13) ECOG Performance Status
Score | EFH
0 A< R IEENC& D, A& R U B EAEAHIRR <172 5,
1 A PRAGICIE L ODEBNSHIBR S D 28, SBATAMRE T IRIEECIE > TOMFEIIATH 2 L3 T& 5,
Bl BOFF, HBIEE
2 BATARECH G OH DRI O Z LT T R THREZEAEEIZ TE R, HPD 50%LL g~y RO TR IS,
3 RONTZHOHEOEIY DZE LM TERY, AFD S0%LL EEXy 2T TiRIT,
4 LT R, ANOHOEY OZ LA TERY, BRIy R T TRIT,
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KGR L TRHET & FH

I SCEFION A, BOERTEEE DB 2 M IS EARMOFHE R EIEHE T O 721z
VBT P CH R LTI 5 2 L,

54%

Zé&
N— o

6
@
@ BRFIRICENL D, BEXZTOFEICAIER ERIEZ HoIC@ill L, AEZ/TH LI
6)

EREWEADO~R T A MZOWT

infusion reaction, ¥ a v 7. 7T 7 4 T7F L —RNHoLbND I ENHDHDOT, EFDIR
A8l T L L bic, BRERBOLNGEEITIE., @UIRAELZITHI Z L,
infusion reaction DV A 7 22 57, RO GHK) 30~60 7701, 7 71/ 7=
VROV T2k RIS XTFOMOE 2% I Hl SAEWIETEARET L2 L,
HEmEghTBERLRE, RIBREAT oA FANMER L2 L, T7FH7 4 T7F%
—HOBEI LD HEDOERPEE LS EICH A, MEREOHfHLZ L Tk Z L,

CRS BHLOLNDZ LBHHDOT, KmOFREGIZHTZ->Tid, MEMESELZE[ L, 5
O RIME, HEAK, B, C-RUSMEE AN, (KERFRIE, M. I E ORI
W, BIEZTH2ATH> 2 L, 2, BRENRO ONEA L, RIGIRFEEE R
THERFD CRS BELT VT U XL JK N CRS (26T DIH OB RICHE Y, WY 2R E %
179 2 &, MM-001 75k K& X MM-003 785k 2 B & % 72 CRSEHL T LY X AR 1SD &
BYTHDH, 0. MM-001 #ER, CRB-401 #ER KX MM-003 FERIZIHBW T, R0
G815 5 CRS OFIEIRBLE COMM O FIE (FH) 1L, £nEn 108 (1~12H) |
20H (1~19H) RO*10H (1~14H) Th-o7tz, £7=., CRSICEHETHIEHEDHLE L
LC. DS, B RAEGERE, RiiE, KERFIE, MmERERMEY o kR IE
PHREINTND,

#15: CRSHEHT LIV XL

F 2R (38.5CLL L
DREBIIMA T, &
O, T, . A
i, BERELHED 5

175 (T TG, 800mg XN &) |

Al 5% 72 BRI DL EREE LT 254
SHERILEAT 9,

CRS Grade * S B A5 1A R
Grade 1 AR EEG1% 72 REEIRHOHE - B L
KIERIED B LB L | LEITE T, hv Y X7 8 mgkg ORIRNE S %

EMLELETD, WD
LFERED 1 50
SRS RS % (R

GHBHD. )

Grade 2 U X~ 7 8 mgkg OFIRNE 55179 (L EERNT | T AZ Y2 10mg O 12~24
HARP RO A% | THe -, 800mg ZZ 722 L) WERD & & O FRIRN - % B 8
VEE L, ARG 5,

T 5,

FiO> 0.4 Rifi O R -
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CRS Grade " R ES | BIBREAT A R
JE. X% Grade 2 Dlifian | LR OTEH C 24 BERILAPIC CRS DIENRD bR WA, XITAGRICHE(LT A4 -
. MV AT RHEREL, 7%V A7 ORBKRORGAHEEZEIETS Q0mg & 6
~12 B P RN S

PLEDOTRRT 24 BERE LLNIC CRS DED RO LR WEE . T AE 2 B3 k4 5
5a

AFNT L R=vynrr Qmgkg#5%, 2mgkg % 1 B 4RI EFRE) BV EX 5,
BB EAT oA FOFEEZFIALEAE, Vi &b 3EITHEG 2L, k7R
M2 CHiid 5 2 &,

B, MU RS T OGRS ERIZ, 24 RT3 [0, AP 4EIETET S,

Grade 3 F U A= 7 8 mg/kg DEARNEE-ZIT 5 (1 REENT | TR A Z Y 2B ET D

AR D8 B I N & e | CHe 7, 800 mg B R /RN L) (fl : 10 mg % 12 B[l = & i
WL L, A AT WRAEE)

%, RO T 24 LT CRS D& ED RO SNROEHE . AEICEET 254 -
Fi02 04 LA EDOBFERT | o) Rv T FERS L, TXF A Y Y L OFRL O GHEL BT Q0mg % 6
ERLEET D, SR~ 12 DL BRI

b L IO H E3HK
ZLELE T OIRME, | LLEOTRRET 24 BEILANIZ CRS OSENRRD N2 WA, ITAER B L kT2
Grade 3 Olfignlt, X |H4 :

(¥ Grade4 D N7 AT | AFALT L R=yry 2mgkg#G5%. 2mghkg % | H 4BNZHEIHRE) IC8IVFx 5,

1= kA, BIBREAT 0 A ROBRGERKLIZEEE, D b 3mITHGEMkE L, k7 H
T CTH 5 2 &
BB, PV AT ORLGEHCRIT, 24 T3, AFH4RETET D,
Grade 4 kU XA~ 7 8 mg/kg DEMRAIR G217 5 (1 RERIANT | 7% A # Y 2 20 mg % 6 Kif]
Aty 2 3 ER TG, 800mg ZHARVIE) . T LICEIRNR ST S,

N TREREEY AR — PO B0 1af © 24 BEIHLLAIC CRS OREDRD b aWEE . UIREICET 255 -
B XX Graded DI | |2 ) X~ 7 2 TERET 5, b ) X~ 7 ORGEE LIV, 24 FHT 3B, AFF 4
WEME (P AT I gclT s,

F—¥ L7 %)
PLEORERT 24 BHILANIZ CRS DEENRD LR WVIEE

AFVTL R=rar (1~2g, HEIDEUTARMI LICKERS ., BRMICLERYE
AURHE) IPTMARE 7 ahs2x 77 2 R 15gmsE) 2EET5,

1% : Lee © D CRS Grade HIEHEHE (Lee H, 2014 47)

* R ) AT OEEIIHIZo T, b X T ORGSO GE, WIEMRA YA NMEERGET 5 L,

o MWMRERAFEZNLLDONDI ENHLDLDT, KLOEEIZHTZ-> TiE, SERLIRRE, AMIE,

REIE, LR, RBREA L, B, IR, Rk, IR, BV -LVOMKT, EEARE
% EEREE HUEREES ORKERICOWT, BIEEH0ITITH 2L, BENRD S
N AL, ST EE DR T D B O R FEGE T L3 Y XA KO R
FRITKTT DB O RITHE, BUIRNEZIT S 2 &, MM-001 3R & Y MM-003 7
BRAEMSE 2R HEGET LI XLIE 16D LB THDH, 2B, MM-001 B,
CRB-401 7Bk & Y MM-003 #ERIZI U T, AREh D BEG-BAG D b AR H G O HI IR BL £
TOWKOR s ) X, FhFh 60 H (1~720 H) . 6.0 H (1~451 H) KW
50 H (1~394 H) Thot,
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#16: MRRBHEHT LY XL

Grade ™ Lk

KL% 12 B AR O 5A
FXRF ALV 10mg & 12~24 B T 212 2~3 B RESIRNIE ST 5 2 L 2 &8T5,

ARG 72 FER DA LR LTV 258
it 2 BT 5,

FXHFAXY U 10mg % 2B T L2 2~3 B GERDHKGET 2HBITE L) FRNEE S
T 5, BIBREAT oA FBERYIFNG 3 A28 2568z S8 5, IVUENED Grade 2
OFEIITRBRE AT 0 A FofAEHERES R,

24 BFRLINICEGEEDR O LR WEE . UFMRR FR BT L7256
T XY AKX O RELOREGHEE KRR 20 mg O 6 FEE 2 & F Tl 3,

TR AL 10~20 mg & 8~12 REH] Z L AZEHARNEE 595, IVFEMED Grade 3 DFETE I IXF
BEEAT v A ROFEMIHER A2,

24 BEFI LANIC DGR DR WA, IR EFRN B LGS
AFNF L R=Y o OFIRRIEEICEI V&2 Q2 mgkg 5%, 2mgkg % 1 B 4 B4 HI#
5. 7 BUNIZHRD

FHIFIEN DN 2 H/A L, BRMAEER ONERBEERELZEZET 2, GHEROATF LT L K=
vyar (1~2g, LEIZEUT 24 KlH 2 L ICRER S, BRI ZRGE 1T KOy 7
R A7 7 2R 1S5 gm? ZHARNEET 5,

TRV ALY 20 mg % 6 i T L ACHIRNE 5T 5,

24 R UINICHEED O DR WA, UIMRCRER N L L7256

FBHEOATFALT L F=y o OFIRNEGICOIVEZ S (1~2g, LEIISLT 24 KR &
WCRAEH G MRS LRSS OIIWR) . 7 uk X7 7 2 15 gm?OFIRNZ S b EET
Do

IHIFIEA G DN D2 HEIT. BMEURELROCRRBERELZET D, SHREOATF LTV =
yay (1~2g HEIZISUT 24 R 2L ICREHR G BRIICHRERG ST KOy s
oA A7 7 2 K15 gm? 2 HRNEET 5,

I : NCICTCAE A V5,

BIYERHLDOND Z LDRH LD T, KinDEGIZHTZ>TE, BAREREZHR L.
BEE 04T O 2 Lo EEMEORRGYE SUTRIEMREN H D 581, RO 53T
DWWz &, MiE, BEEARVANAFILL2EBEDORIERHLDOND ZLBH Y,
SECACE ST BINIRE SN TWD, 7o, BRI ERBOIER S 5o Z &3 D

Do MEDKREBZ H3ITBE L, BENRDOONTILEITE. FUAEMEOKRGHEDEY)
IRALEZAT D Z &,

BRIFFR XX CFFR A VAR v U 7 O BFH X TBEFREGEE B\ T, FRUA VA
DEEHAL S D ATREMEN H 0 | HIV BEEE ISR W TIT T A LV AT 2 AIREME R &
Bo Flo, A MATO T AN ARG LV IR EOETIZE > FI0N#E S nTnb
DB, YA MATe AN ZAOFIEEGICOWTHEIE L, BYRAEEZITH Z L,
FmERT 7 = L— A ZET DR, A h AT e A LR BERIFFR T A LA, C
BIFR T ANARKOHIV BROEREHRTHZ L, FRUVA VAR Y U T OBE L
BERSGB IR 2 5T 8560, ITHSEEREECITR VA NVA~—T—DF=4 1
VT EAT D% BRIFR T A VA DTHEME(LSS C BT 2 O B OOk O R B
BT,
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ARG EBOAM L b0 | FERED . MR B, U 2 ERED S Ol
KA R 6ot ZENHDHDT, KihDEEIZHTZ>TE, EMRNMLRIRE 217
W, HEOREEZ F2ICBIRTHZ L,

Ky Z w70 CMERDHHDONDZ LRHDHDOT, BEOREZ HITBIE L, BEDN
R LN EITITE TR E (7 v 7 ) AR FRRE 2 S WIRICAT 9 ) AT &
E BT, BUEDBIEE I 2B 01T 2 &,

JEGRBEBRED B oD Z L R3H 2 DT, RO GITHT->CiE, MiFHEHFE
BREDORNE R OVERREMRE 2170 %, BIEL +3IATI 2 L,

AR IBZA L OIERERIEFDOMRRFR N H DL ONDL ZENH LD T, KGR OE
T A B HERCERR 2 D M O BMEICIE R SE RV L S EET D 2 &,
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