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BIRASISED pay1 Days  Dayls  Day22 Dayl Day8 Dayl5 Day22 Dayl Day8 Dayl5 Day22
HREGERR -
MEZXIZVE|
Day1 Day8 Dayl5 Day22 Day1 Day15 Day1
FFYAIVURBIRARIEORS gmaiEmEsl (7 b7 =/ 7 VBIRARIEE0OES : 650~1,000mg)
A 140Mg. 'SV AR T REEE RS BERIRT MERISVAI[YITVERS S VEBIRARIZEORS : 25~50mgRIFAERE (FOX9 I VEIRAIESIUN) 1
T (BOROBERSYSY LR Tt

LISV LR T RERERSH 1 BRI (RORDB SRS SV LAY T REEER 511 ~3RFIOIRFAT)
51 ~ 3B REEIORRAD)

DFURSEREF IUFFZIUF SV Z(CrCL) A'50mL/minzi8 2 2 BE(CIF25mgZE . CrCLAY30~50mL/minDEEICIE10mg
ZEYATJ)LDDay1 ~21 FTROKBS L IEEETE LB CETRVBEUNROONB T BRSSPI EECSHIT 2F T
B5UIc. UFURZROAEF25mgkUBIBL. EM4ICIHU T, 15mg. 10mg. 5mgDIEICHE LT,
TFEUAIVVIFHRIESE40meg/BEERS L, PRREEN FREEREOAER T O DT LU,

- 75SEABA BN IFBAMAE (BMI: 18.5kg/m Kis) DEEICIFTF I XTIV E20mMg/BTHRE T DT EETE U,

CBEBRICKITFIXIVYDBRSEN 1 Omg/BREICHELITBE TH., ¥ SV AV T REEHFHRSHIICRIE 10mgDERIRAIE
Sk s Urc,

LEEDAEFME AR TRELCVDHETY  HABAICH IO TIIHAREADRHRDBEF RIS Z ISRV,

B DE F':.ik%ﬁﬁ%@lnfuswn reactionDEFDEHBIC DOV TIE LU TETSEL TV,

-ZIK?é?'J PRELERBFDInfusion reaction(Cx 9 DHIRS 1 pd2
EX3 KB DERERELBREF DB F 4 Infusion reaction|CX g DX 5&IE (ps4




[RaBRDZSF 4 E5EE (NDMMW) ]
(FHLRKIWT VT LFURSR FEYXI VY DO AEEE [DBLAEE] | B HEISIER
(MMY3019))

R EMEFFHARBEDENERSBRVREROLH MBS RERES

1~29 17 (1~6i8) 3~8Y 1L (7~24i8) 99 1 J1L (25:8) WiE
1940)L21HE 19427)L218E 1947)L28HRE
@8 | 288 | 388 BE | 288 | 388 BB | 288 | 388 | 488
k31|
1@.1,800mg
KRS Day1 Day8 Day15 Day1 Day1
RIVFYZET
1@.1.3mg/m?
KRS Day1 Day4 Day8 Day11 Day1 Day4 Day8 Day11
To2bmy I ] I
1E.25mg
0O Day1~14 Day1~14 Day1~21
FFEHRAIVY A A A o
ek S]] (RN 0 |
40mg H H H =
BIRAX (3RO Day1,245  Day89,11,12 Day1,2,4,5 Day8,9,11,12 Day1 Day8 Dayl5 Day22
A
FEOXIVY :
(AHRED) * ; * *
Day15

FRFEERER] -
MEXIZVE|

Day1 Day8 Day15 Day1 Day1
O43JNJIY
FREHA (#22)

Day1 (154 2)LMd)

BEERER (7 b7 S/ 7 T VRIRAIR (34203% 5 : 650~1,000mg) -
MERISVAIY 7T VERSSVRIRARIZROKRS :
25~50mgRIZEER (FOX 9 IV EIRAIRSEIN) ]

P AR S 1~ 3B5RIAT

FEYAI Y VRBIRARIZEOERS : 20mg. FEIRS 1~ 305RA]

FFYURIYVEORS : 20mg

mp —> --->

FFEYXIVUBIRARIZEORS | 40mg. 7S5 1~ 30550 O« YT VMEER 8- C1D1 (EVFIARMNEORS 1 10mgRIIEFR) ]
| REPRRSRI 248

1 m+uxvvenms : somg

*1~284J)LDDay 1R U8.3~851J)LDDay1. 94 J7)LLEDDay 1 DFHEEELTDTFUXIYVIE DBLALIX Y DT FUXIY Y EBRT BIeHIF S LR,

- AFNFEERE15mL(F Y LT T1,800mg/rHUPH20 30,000V) Z##J3~50H\3 CTEEBICKE &5 LTz,

RILT VTR ARG ST RIS U,

CRILTVETF R MRS CEFE MR ERIR U B SIS BRI S (CEET S U,

SRILFYETORBIE1.3mg/m KUBIAL. S MITIHU T, 1.0mg/m?. 0.7mg/m? 38 5thIEDIBISHE Tz,

VFURERF IUTZFZIUT7 SV Z(CrCl) i'60mL/minl_EDEE(CF25mg7Z. CrCLAY30~59mL/minDEE(CE10mg%E
RO/SLIEBETYEHFE CERVSENROONDE TS Ulc. VT URSROAEF25mg L UBIEL. SHECIGL T, 20mg.
15mg. 10mg. 5mg. &5 IEDIEICHELTC.

- UFURS R AR S BICFEHERDOR SHE U (FEE HER) [CROBRS U,

TR XV UNE TERABR BN IFEIMAE (BMI: 18.5kg/m i) DEEICFY A )L 1~8TlE20mgZEDay 1. 4.8, 11125,
YA O)LILIEF20mg/B7ZR5T BT s Ufc,

CHIERELTOTFF U ATV PREEN FREEE OB AT 04 MO s U,

LEEDREPHEAABR THRELCVDHETY  HAEAICHIOTIIHAEIIDRHDBEBF RN EFZ BRIV,

AEIDERREEREFDInfusion reactionDESHDFEMBIC DV TIE LI T ZTSIRLZE L,
- EXE AR DRIk BRESDInfusion reaction|CX g 2% 5 1 p42
- BB B DR R BRI DEF M Infusion reaction(I I 2R S5ENE  p44
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[RaEDZH it EiEE (NDMM) ]

(FRL.RKIWT VT LFURSR, FHEYXI VY OHAEE [DBLAEE] BN SIHER
(MMY3014))

R OEMEFHBRBEDBEINERDRGERDLH LB RERE

\
BEREARINAY (I HUESEEN 2911 MR
1~2917)b (1~8i8) 3~6Y 171V (9~24;8) 79471 (25:8) LAk
1‘3‘47)1/28EIF'3 1947)L28HE 19427)L288™E
BB | 288 | 388 | 488 B8 | 288 | 388 | 488 188 | 288 | 388 | 488
P3|
1I§I 1 800mg
Day1 Day8 Dayl5 Day22 Day1 Day15 Day1
RILVFYET
1@ 1.3mg/m?
BHES Day1.4  Day8,11 Day1,4  Day8.11
LFURER
18.25mge L ] ]
10mgf&0 Day1~21:25mg Day1~21:25mg Day1~28:10mg
FFYRIVY
1E.40mg III II" u IIII
BIRPIN D] Dayl~4 Day9~12 Dayl~4 Day9~12
FEHATIY + + . 0 4
(838) ; ; ; :
Day8 Dayl5 Day22 Day15 Day1
A -
HMEXI=ZVE
Day1 Day8 Day15 Day22 Day1 Day15 Day1
O«3JhJIY
FRER| (H22)
Day1 (157 )ILD3F)
f FEYRXIY VBIRARFEOES | 40mg. AFIES 1 ~ 385080 EpiEmRl (7 b7 2/ 7 T VRIRAR 205 - 650~1,000mg) «
: RERISVAIYI1VERSSYBIRARIBEDES :
4 =+vx5vvEnms : domg 25~ S0mg M (71X 5 Y WRAR 5150
T FFYXIVVRBIRARFEOKRS
20mg (C1D8) XI10mg (C2D8) AHIE S 1~ 38R O+ UL VEER[#52- C1D1 (£ F LA A MEOHES : 10mg)]
T FryxsUYBIRAREEORS | 10mg. AHIES1~3HMH AR SAI24IENS
#1~61 1 7)LDDay | DHHEEELTDFF Y X IV VIE DBLALIAYDFFH AT VY EBET BB EUEN,

AFFEERE15mML(TSY LT T1,800mg/rHUPH20 30,000U) Z#93~553 N3 TREERICE MR 5 LTz,
< AFNE 1 20 B ERNERTERZ DR (10°—HE) ZHEFU. D DR AZ 240 A EEBL TV DHE B 52 DIE Uz ZDE.
TEEMNODEFN I/ EFRE DB N RO ONICIBEGIF IR 5 ZBRUIZ.

RILT YT AFIE 5L TRICERS U,

CRILTVETD G MRS CESEMI R ZERIR U B S BIRNER S (CEF T LU,

-RILFVZTOAEIF1.3mg/m?EWBIAL. TG T, 1.0mg/mA 0.7mg/m? & 51t DJBICHEE Uiz,

UFUREREG. U7 F =007 S5 Z(CrCl) '50mL/minl EDEBICF1~6T A JIVEIF25mgZ., 75 1 T UL (MEFEAR)
(F10mg7. CrCLA'30~49mL/minDEE(CIF1~6T 4 JILEF10mgZ. 785 1 7))V HEFEAR) (FomgZ RO S5 L. FREE
AR FEHFBE TERVEHNRDONDF TIRS Uz, U URIROBEIF25mgkUREL. SBHICRU T, 20mg. 15mg, 10mg. 5meg.
BS5PIEDIRICHEUIC. HEREORIAZ 10mg KB LICHE . EHICEU T, 5mg. bmgZzDay 1~2 1123 5 DIRICFRE LI,

-UFURZREMEREERAD3IY 1 IR SR (CRBENRIFRMEE. 15mglliBE0 U B2 UIKIEE ([ FHECIHU T, 10mg.
5mg. 5mgZzDay1~21(C3& 5 DIBICHEE Uz,

U URZ R AEIRSBICIFIHEEOER SHTE UL (FEIFF () (SO S5 U,

CHHREELTOTF ATV V(E &RAID20EF20mgZi 5 U, B2 B0 5 Tinfusion reactionZsRixn-rcize ., Z NI
10mgZzE5 Uz, PRI (FRIEEERORBR T O/ R LU,

TEROAEFHIFARBR TRELCVBITIETY  HARAICH IO TSHARA DR DBEBFANEZ ISRIET

B DERREEREFDInfusion reactionDEFDFEMIC DOV TIF LU FEISEBEEN,
- B ABIDREREEREFDInfusion reaction(Cx 9 DRTHRS 1 p42
- EX3 AFI DR R BRI DIEF 4 Infusion reaction(CX 2% 5% NE p44




[BRNIFHEIEDOZHELEEEEE (RRMM) ]
(F'5Y LY I miEEEE. LFURSR, FFYXI VY OHAEE [DLAEZE] | B EISSIER SR

(MMY3003))

WRIUIA* Y LORTEEREZEE T 5. BEX FHEEDSHIEEHEEE
(LFURZRICHU OB 2R I XIEBEEN TR DEBEZRS)

1~2917)1L (1~8i8) 3~69 171l (9~24;8) 794710 (25:8) k&
1942)b288/~ 1942)L28H~ 19420)L288™E
B8 | 288 | 388 | 488 188 | 288 | 388 | 488 BB | 288 | 388 | 488
SSYLIT
=Pttt ot 1
1@.16mg/kg
FURRRE Dayl Day8 Dayl5 Day22 Day1 Day15 Day1
Ao L L ] L ]
1@l 25mg
=0 Day1~21 Day1~21 Day1~21
Froxgvy ‘T ‘T ‘T T — X T X
40mg/3@ : : : : : | ] f t t t
BIRAXISED pay1)  Days9  Daylsie Day2223 Dayl.2  Dayé~14 Dayl516 Day22~28 | Dayl.2  Dayd~14 Dayl5~21 Day22~28
DRERY oLFnn onFny  aLFhh OLFNH
REAGERR -
MEZI=Z VA
Day1 Day8 Dayl5 Day22 Day1 Day15 Day1
O43J8NUIY
PEEH (E=)
Day1 (1942 ILD#H)
A TFUXIVVEBIRARS wmaiEER (7 b7 =/ 7 VBRI IZE0OERS : 650~1,000mg)
T (EBIRNIESHFOU DRSO HEORSET) MERISVEIYVIIVERS S VBIRARIZROKRS
Y 120mg 'S LN T EiEEn IR S0 1 BRI AT T 1 25~50mgRIIAER (FOX 9 V' VEIRAIRSIIN) ]
(BOFEDBERYSY LR T RBEEFR S ~ 30 0RMAD) LISV LR T RS RS BERIAT

(ROREDBEEFY SY LY T REHERSH01 ~ 3 —aI0RAD)
T FEYXIVVEORS
:20mg O« IV IVAER ES-C1D1 (EVFIARNEORS : 10mgRISEER)]
19DV LR T BRI R S 101 ~ 305RIAT

1 #roxsvvenms: domgE

UFURZRR IU7FZoUT7 S5V A (CrCL) fe0mL/minziB 2 2B & (C1d25mgZ . CrCLA 30~60mL/minDEE(C[E10mg
EETAT)LDDay1 n5Day2 1 FTROKBS L EBETEHB CERVEMNROONBZFT TR S UL VT URIRORAER
25mgkUBEISL. BIEICIRL T, 15mg. 10mg. 5SmgDIBITHE Ufc. § Y AY T rEsd HiR S HICIFFHERDR SHE UL (F B
(#59) ([CROIBSUIC. 9 SV AR TRBEE DR SRV & HICARAT £ Uiz,

TEUAIIVERSE40Mg/BERS U BRSO R EHREFRISEZDH) BT U,

- 7SERAEBZ B XS BAMAE (BMI: 18.5kg/m? i) DEBEEICETFFYXIVYAE20Mg/BTRETDIEATEL. ISVLRYT
REEEERSHIC20mgER 5 U,

FEEDOAERMEIATBRTHRELTVDIETT . HAFAICHI>TIIHARERIORMNDBF NG TSRS,

AR AV F58ERIE% . progressive disease (PD) . BFE. BHICI > TEEAHEZE R 5F CO—EDFESNEEEBLET,

A DERREEREF DInfusion reactionDEHDFMIC DOV TIE U TFZTSRIIZE W,
- EX3 A DEREREERISDInfusion reaction|CX g 2% S : p42
- EX3 AR DERERE RIS DER I Infusion reaction|ZH 9 2K 5% LE  p44
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[(ERXEHEHEDOSHMEEEEE (RRMM) ]
(FSYLITRBREENIVT VD FF YAV Y O AEE DBAEE] /S S MEHER
(MMY3004))
W& TLYA VU L ORTSREZE Y 2. BRAXIIHEHEOSRIEBHEES
RILFYST A FYYIT ATV ITEDMOTOT 7Y — LEEAICHUAEENEZR T @R
LT VETITHUBS N AR DEE )

1~35171b (1~9;8) 4~85 171 (10~24:8) Y 1Tl (25:8) LAkE
1947)L218E 19427I)L218E 1947)L288E
88 | 288 | 388 B2 | 288 | 388 vag | 288 | 388 | 488
FSYLID
=ttt 1
1@, 16mg/kg
FUBREE Day1 Day8 Day15 Day' Day1
RILFYED
1@, 1.3mg/m?
LS Dayl Day4  Day8 Day11 Day1 Day4 Day8 Day11
FEYRAIVY A A A
o 1T AT T
BIRANIEREO : :
Day1.245 Day89.11.12 Day1.24.5 Day8.9.11,12
FEYATVY . 4 . 4+
(FTIRER) : :
Day15 Day1
fRAERR -
MEXIZVE|
Day1 Day8 Day15 Day1 Day1
O«/3J~UIY
FEER (ER)
Day1 (154 7)L]3)
A TFUXIVVBIRARS FEERER (7 27 S/ 7 VRIRARIZEORS - 650~1,000mg) «
+ EERARSHIROOESOHEORSET) MERISVRIYIIVERS S VEIRNR B EORS
b 120mg F'SY AR T SRR TR S0 1 BRI 1 25~50mgRIBEER (FOX 9 I VEgiRPIHESISN) 1
(BOFEDHBEFY SY LY T RERER 511~ 3RIFORAD) 19 SY WX T iR RS 1 BRI R
(BORDHEIFYSY LY T B R SH 1~ 38RF1DRAT)
T FEYRIIVEORS O« JFUIVRREH [FER - C1D1 (EVFIVAAMEOIES 1 10mgRIAER)]
:20mg LISV LR T RERER S0 ~ 305RIAT
#1~3847)LDDay1 RUS, 4~8H A 7)LDDay | DFHFEELTDFF Y ATV V(3 DBALIAYDFF Y ATV VEEET Bl 5L,
TRIVTVZTF ISV LAY TRBES RS T RICR S U,
-RILTVETF R MES TEFE M ERIRUC B SIS BRI S(CEBO S U,
-RILFYZTOAEIF.3mg/m?EWUBIAL. FMICIHU T, 1.0mg/mA 0.7mg/m2 & 501t DJBICHE Uiz,
TEUAIVVEHME SEE0ME/BE1 ~8T A J)LDRIID2EBICHRSL BT O R EIHREFRFEILOH;) bTT LU,
1~3547)LDDay 15K A JIJLLEDDay 1 DFF U ATV VDRAEF20mgs U, REERORBERTO NI &L,
- 75K 28R 2. BAMAE (BMI:18.5kg/m?kiE) . IV hO—ILARDERER. XFZAT 04 REAICH T 2RBEMNBLE L
BESERZRFUCBEICE. TFIXIVYE20Mg/BTHRS I DI AT EUR.

FEEDOREBEBIEATIRCHRELCVDIETT  HRBAICH O CIIHAERIDRNOBFRINEF2ISREE .
AL X | IFaFFIe%. progressive disease (PD). BF. HHICL > TEEIH ZZEZ X TO—EDFESNICEREE LT,

AFI DRI EREFDInfusion reactionDEFHDFHBIC DOV TIF U TZTSRIEE W,
- B AR DR EREFDINfusion reaction(Cx g 2F1R 5 p42
- BB A DR R B IS DEF M Infusion reaction(TX I 2R 5% NE  p4s
5'S5%a1—0°
6. IERUHEZE (k)
(ZLRIEBEEE)
HOTIEMBEREDOHBICBVT B RAICEARF1E15mL(T SV LAY T EBETFHEEA) ELTT,800mghkUR/LEZILOZ
S'—¥ FILT7 (BLFHEIRZ) ELT30,000847 (2,000847/mL)) Z. AT M BUEERI DR ST A JILEZEUT. LUFOA
ENXIIBEDF SERTHE ME59 %,
AE 1 BERRE. 28E RN 4B ERDIETRS I 5,
BE : 1B, 3BEEEN U ABEEERDIECERS T 5.




[(ERXEH DS FIEEBEE (RRMM) ]

(FSYLITREREE AT 2IWYET  FHEYXI VY DAL [DCAEE] | EFEHEZEIE

#U82 (20160275(CANDOR)J)

FHTRYSY LY T[RRI LRRY YOS RS ORERUHERRESNTEVE B A,
R ~3LDORTEEREZHE T 2BENISH DL H M EHESRE

A ATV JEST RiEESE : 20mg/m?
1 1PA7)LDDay1.2 (MEHEIRS)

T nwz vy = smme: seme/m:

120mg. 95 Y LR T R AR 511 ~ 30
BARUAIL T 1LY S THRSHIZ097~ 405
HAICHIRS

FEYAI YV VRBIRARIZEORS

140mg. 93V LY T RiEEER SE1 ~ 305/
LAICHIRS

MERI=VA

18917I1L(1~4:8) 2917)) (5~8i8) 3~6Y17IL(9~24;8) 794710 (25:8) KIkE
ISYLTT 1947)0288™ 1947)L28HE 1942)U288™E 19 42)U288™E
e 1BE 288 [388 488 | | [1E8[288[388[4E8| | [1388]288 388|488 188|288 388|488
1@, 8mg/kg
pdrs
16mg/kg
e Day1,2 Day8 Day15 Day22 Day1 Day8 Day15 Day22 Day1 Day15 Day1
AWIT«IWVED "
1@, 20mg/m2? 1
s i
,;-E;Tﬁ%é?gg/ M bay12 Days Dayls, 6 Day1,2 Day89 Day15,16 Day!.2 Day8.9 Day15,16 Day!.2 Day8.9 Day15,16
FEyxgvy  #
40mg/8 i
RRRPISL (3200 Day1,2 Day8,9 Day15,16 Day22 Day1,2 Day8,9 Day15,16 Day22 Day1,2 Day89 Day15,16 Day22 Day1,2 Day89 Day15,16 Day22
XFIL
JuR=voy T
1@, 20mg
ERiRAIN (3420 Day3
RENETRR-
PFIERI=VE
I'ZJH;;JWI) Day1,2 Day8 Day15 Day22 Dayl Day8 Day15Day22 Day1 Day15 Day1
1 9'5Y LI JmikEsE : 8mg/kg A FEYURIVURBIRNIES AFIWFLRZVOVEBIRARISEOES (20mgRIIFRSRE)
J1YAOIL0Day1 2 FIENERES) | 1 20mg.9SY LAY T SRR SHT ~ 30 15 A J)LDDay3DHES
BIAROAIL T« LY Z TR 5FI3050 ~ 4057
BIAICHTRS F—
1 sovsvommms: 16me/i FHY ATV VBRI EORS (772 7TV BIRARIHEORS | 650~1,000mg) «

(Y7xVERS S VRHRARIZIEOES : 25~50mgRISFIFER) «

Oc/JMJ I VSR

(EYFIWAHZRMEORS : 10mgRISEER)
19 SY LN T AR R SR ~ 3R DAL T LY ZT

B5RICHIRS

ISV LR T EEEEF 1T T)LDDay 1 UDay2Dd+ 1 E8mg/kglc THEIRS LTz,
- HILTAIVVETDREEE 154 7)LdDay 1 KUDay20d 1E120mg/m?EL., ZD#IE56mg/me Uz, BHITHU T, 45mg/m?,
36mg/m?. 27mg/m* 20mg/m’ &5 thIEDIBICHE LTz,
T TAIIZTFE A=A VESICIBHAFRAEES BE. PEE) 25 7 5ES IR ULIEOREZ25%[HEL TRS U,
FEYXIVVDRBIE. 75EERBI BEEDES. 1Y 7)UB(dDay1. 2.8, 15, 22(220mg. Day9. 16/c8mgZ. 2H 1 7)LE I
Day1.8.15.22(220mg#%.3~6517)UB(FDay1.15.22(220mg. Day8IC12mg. Dayolc8mg. 75+ 7)LBLIE(E. Day 1.
22(220mg. Day8. 15(212mg. Day9. 16/c8mgxi5 Uz,
‘I SYLAR TR SHD. EEREE RO FHZENE UL D)LY 2 TR SHIOMRIFAEE U,

LEDRAEFIME AR TRELCVDITATY  HARAICH IO TIFHAERDRFDEBEF RN EZ TSRSV,

KERE~PEE OFBERESS. 200&EFi UICAIERE (BF28H-M L) (CBVWT.UTOWSNhEEIL I iHEELE L,
NHEVILE Y (BEEUILEY>33%) . >ULNX1~<ULNX3

2)AST.ALTXFZ D75 DEMN DEUILEVIERE

ARIDERRAERIFDInfusion reactionDESHDFEBIC DV TIF LU TZEITSELIEE L,

- B KB DR ERIFDInfusion reactionCW g 2FIRS 1 p42
: AE| DR ERIFDEF M Infusion reaction|CX I 2 S®RIE  p44
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[(BRNIFH LT DS EEEE (RRMM)]
(FHLKYURSR. FF Y X9V OHAREE [DPAEE] BN FEMEEER (MMY3013))

VR VFURIRNROTOT 7Y —LEERZST1 54 VU LOFTEEREZE T 2BRNISHEMEDS FKIEE BEE

BE

1~2517)L (1~8i8)

3~6Y17IL(9~24i8)

7941711 (25i8) LIZ

1947)L28HME

1942)L28HE

1947)L28HE

BB | 288 | 388 | 488

88 | 288 | 388 | 488

188 | 288 | 388 | 488

AH*
1@1.1,800mg

BTES  payl  Days Dayls Day22
e N
1@l 4mg
20 Day1~21
FEUAIYY A M M8
40mg/iB : : : :
ROXISEIRN pay12  Days9 Dayl5.16 Day22.23
FREMETER -
REZXI=VH|

Day1 Day8 Day15 Day22
O/3NJIY
FEEE] ((ER)

Day1 (154 7 )LDaF)

FEYAIYYBRARIGEDES
(BIRPHESHEELLY)

 20mg. AAIR 51 BIRIAT
(EOROBBRAFIRES 1 ~HEFIORA)

--->

1 sxvxsvvenms : 20mg

1 m+oxvvenms : somg

I |

Day1 Day15
Day1~21

111

Day1,2 Day8 Day15,16 Day22
Day1 Day15

1

Day1
Day1~21
4
Day1,2 Day8 Dayl5 Day22
Day1

REEER (7 b7 =/ 71 VEIRAR 31201%S : 650~1,000mg) -
REZRISVEIY T TVERS S VRIRARIZEOIRS : 25~50mgRIFFAER (FOX 9 IV EIRAIESN)]

: AR5 1 B RET
(ROFEDBEEFRIZS1~ 3B REFIDIRMA)

O« JNYIVEEERIER - C1D1 (EVFIVAZXMEORS : 10mg)]

L FHIR S~ 3BERIET

DoFEERORKRSU.

- AREIFEERZE15mL(FSY AT T 1,800mg/rHUPH20 30,000U) Z23~550\F CHEEBICK &S LIz,
TR RI VIR SBA0ME/BER S Ulc, ARIEIR ST 2BFAFIRSHICEE (20mg) ZRIREEL TR S L. TDRBICE

75 EDEECF THFIAI Y Z20mg/BTERS T2 EEL AEZR 5T DBIFAFIR SHICAHEREEL TR S U,
BHREELTOFF XYV VIF REBRORBRATO BT LU,

EEDORAEREMIEATBRTHRELTCVDHETT . HABEAICH I O>TIIHARRIORNOBFRANEEIBREE .

¥ HERBIBIR ClEY SY AV T RBEEEDRSHIRESNTVRUH, SRS ICHTRICIR SHE T 2RE I AR ER ST DL IREINE U,

AE DR PR EREF DInfusion reactionDERHDFFHIC DOV TIF U TFZTSRIIZE W,
- EX3 ABI DR EREFDInfusion reaction(C 9 DRTRS 1 p42

- B3 AB| DR R BRISDER M Infusion reactionlC 9 2 5% LB  p44




A
= — N ~ s 9] ~W y‘h 5
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WRFBEOLEMHALZ=OAR—VAEE -
1~249471L (1~858) 3~6Y1 7L (9~24i8) 79470 (25:8) LIk% EE s
1947)L288/ 1942)L 288/ 1947)L28618 <A
188 | 288 | 388 | 488 188 | 288 | 388 | 488 188 | 288 | 388 | 488 LSC
ES-] Hy
1E.1,800mg =
K HES Dayl Day8 Dayl5 Day22 Day1 Day15 Day1
YIOMAT7IR 5
Kin 4
1E. 300mg/m? :?:
(RoKIIAR) Day1 Day8 Dayl5 Day22 Day1 Day8 Day15 Day22 i
RBOXFEIRA |
RILFYEDT O
1@l 1.3mg/m? }’[‘:
TS Day1 Day8 Day15 Day22 Day1 Day8 Day15 Day22 é
FEYRIVY 4 : i g : ? ?
40mg/@ ET ET : : ET :
ROXERBIR Daly1,2 Daly8,9 Dayl15,16 Dayl22,23 Daly1,2 Day8 Dayl15.16 Day22 %iﬁ
- N 3 E
FTEIRAIVY . N " N « : 2l =
(RIZER) : % %=
Day1 ﬁﬁ g
=
fREAGEREH- )
HERIZ VA
Day1 Day8 Day15 Day22 Day1 Day15 Day1
O43kJIY
FRER ()
Day1 (154 7ILD%)

FEY XY VRO SHIRAIRS
1 20mg. KBRS 1~ 385RAT

BEERR (7 b7 =/ 7 T VRMRARIZ 20485 : 650~1,000mg)
REZAISVRI[YVITVERS S VBIRARIZROKRS : 25~50mgRIIFEIER (FOX 9 IV EIRPIESIN)]
D AR S~ 30ERIAT

O/JNYIVEERIER - C1D1 (EVFIAZXMEORS : 10mgRIZFEFR)]
T FRIRSHI2485RUA

-—->

1 #xvxsvvmoms : 20mg

FFYRAIVVEORS : 40mg
(20mggDICHEILT2HICHI=3R 56 )

*#1~2H47)LDDay1.8.15. %122, 3~65«J)LDDay 1 RU15ORIEEELTDFF Y XTIV U(E DCyBorDLIAYDFF Y RI VY EEET 215U,

AFFEERE15mL(TSY LT T 1,800mg/rHUPH20 30,000U) #1509 H 3 CTHEERIC K &S5 Uz,

CFBIETORATZIRKIIY. RILTVZT  FFUXIVVDHAIFRROTATIL (24B) FTRE Ulfc, AEIIFRR 245142
(#92F) FTRS5 U,

- VI ORRA TP ZRKIYIF AFRR SR T IR S UTe, RILT VI DNF AR OV I OR A T 7 S RKAIIR SE T %ISR 5 U,

- VI ORR I 7 ZRKFNYIS . SEERSENEERODH T CERIRAIZ ST & L. BIRNIR 52521 DBE(C3. EMR ZETBH T DIz EDE
e~ ==L DT E U,

-V IORAT7ZRKFYDRAKEIHBERBIR S E1F. AREREICHH DS T 500mg FEEKPIRE) LTz,
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RILFVE T RS TR ERRUCES 1 BRI S CEET E U, =
-RILTFYZTOREF.3mg/m’&WBIAL. BIHEICIHU T, 1.0mg/m* 0.7mg/m’ &5 hIEDIBICHEE Uiz, it
FEY ATV FRBSBA0Mg/BE1~6H A TIVBITRS U, 754 Z)LLBEDDay 1 DFFH X9V (Ri1% %) DR EIE @

20mgeUe, W N EBERORER T O( RoTE Uk, ;‘ig

- 702 B R B BAMAE (BMI: 18.5kg/m?skii) IR EIINE. J> MO —)LARRDIERRK. XFZAT 04 REACH T 2BE N
BLBLLIFAESBRZHEUCES(ICR. THFIAIY Y E20mg/BTHRS T B 2T LU

¥ AFICHBNT XY Zh—)VICRDBEPRRD TR FRENFNRELTRHSNT LR,

TEEDAEBMEATRTHREL CVBITETT . HAREICH IO CIIHAERIDRNDBEFRANEF =T8RS,

AEIDERREREFDInfusion reactionDEHDFHMIC DV TIE U T ETSHRLIIZE L, g
- EEA BEREERIFODInfusion reaction(C3d g 2R1#% 5 1 p107 :
- B IR AR BRI DIEF M Infusion reaction(C g 218 5% 0E p108




SARGLERES (BURI DL T W EIZHICSEEIC BT DEREE) D;BERT Va—Ib
[BURIT DL T RWEIZHEEFEICH 1T B EREIE]
(BHIEMIZS  EELESEIEEE (SMM3001))

WHR BRI DI AL H L EHBES

1~28917)L(1~8:8) 3~6917IL(9~24;8) 79471 (25:8) LARE
1947)L28HE 19427)L288™E 1947)L28HE
188 | 288 | 388 | 488 188 | 288 | 388 | 488 188 | 288 | 388 | 488

AH
1[@.1,800mg
BF&S  pay1  Days Dayls Day22 Day1 Day15 Day1
XFIL 1 A A A A A
e | ] T g g g

Day1 Day8 Dayl5 Day22 Day1 Day15 Day1
mmaEmE -
FEZAI=ZVH|

Day1 Day8 Dayl5 Day22 Day1 Day15 Day1
[ g 0
FRER] (#28)

Day1 (1942 ILD#H)

AFIWFLRZVOVERARIZROKRS maiEmER (7 b7 =/ 7TV EIRAR 3 1E0IRS - 650~1,000mg)

T (100mgRIFFAFR) RERISVAIYITVERS S VRBIRARIZEDRS : 25~50mgRISEHFR (00X I VEIRAIESUN) ]
L FENRS N~ SBSRRT L FENRS N~ 3BSRIRT

A FFLILRZVOVEIRARFEORS O« IV IVMEER (R - C1D1 (EVFIVARMEORS : 10mgRIIAER)]

E (60mgRIZFEIF) *2 L FENIRS N~ SBSRRT

L RBIERS 1~ 3EERIAT

#1 1A Z)VBICDVTIF100mgZ T %5, 25 A4 J)VEMEDERSEIC DOV TIF+ 22818 T 5,
*2 FI2B10% 5 Tinfusion reactionZERSHRBMSIIHE . 60mgZIR S Ulc, PRREN (FRIFEEORB R T0O4 Roal&UT,

AFFEERE15mL(TSY LT T 1,800mg/rHUPH20 30,000U) #5003 CTREERIC K &5 U,

- FRENFRE3IOT AT, 360 BN IFEEETOVT NN RVERETERS U,

(BHEEELTOXFILFURZ YOV RAID2EIF100mgZE#R S5 Uz, Bi2@D12 5 Tinfusion reactionZsRH3Noicizs. 2N
LIFgI360mgZi 5 Uz, PEEIEN FRIFBRORB R T O/ R LU,

HEURI DB [SMM300 1 S OBERAUE] DSBS (p137) 2T SRS,

A DEEPREEREF DInfusion reactionDERHDFFHIC DOV TIE U T ZISRIIZE W,
- B AEI DR EREFDInfusion reactionlC I 2R1RS 1p126
- B3 ABI DR R ERIFDER M Infusion reactionlCH g 2 5%ALEB p126
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SRIERIFDS SY LI TICHEERT 2HEBR (Infusion reactionZfR<) [CXT S 2 %
FEEAE - (KEDE S (SRIEBEEIE. MMY3012, MMY2040, MMY3013, =5
MMY3019%UMMY3014:158) o
SR - (A ’E
FEHEEN | AEIRVYSY LY T EEEEORERE (SR [FHThmh oIz, L
- 3514 : Grade 4 (Grade 40U/ SEREAEERL) S
- Iz #ES MM/ REAME : Grade 3% S <~
- AT PIREIAME  £Grade '?E fg
- B ZH SIFPECRAME - £Grade Ei2
- Grade 3L D3RS (72U, FEazER<) =
~7BLRICHIERICRIGUIZGrade 30RO IR X
s

—7BUAIICIEREICRIGUTzGrade 30 ™A
53 —NR=2SA VEIRHOSNTWV e XEFFHDWVIY SV AR T RUBEEFREIR 5% 7 BRI R

#Hr9 BGrade 3DEFHNIFESE MMY3012. MMY2040,. MMY3013. MMY301455%) =4
—N=2ASA VEICRHOSN TV, XEHBIRKRIZRS %R 7BREFHEIT 2Grade 3DEHE ;
(MMY301 988D H) 1
—R—=2TA VEICEDHSN TV e AEIRERIESEOFRHABNA7HFREDGrade 3DEHYIE é
B (MMY301 9RBRD %)
2R BEEORIRICHSGrade 3DERE (B/B38E) (MMY301 28 DH) ?§
—AE A CEEOREIRGrade 3N IFADEREREE (MMY301958E D H) D
% MMY 30135888 Tl I/ \WRBAME : Grade 3B k] ey
Infusion reaction|ZH g AR S DHRIIC DN T AT ZTSRIZS L, = [
-Infusion reactionFIREF DX : p45 Eﬁ 2
al R
s
ARERDIZSHEESE F
)
- EMHGrade 2 TFICRHTeiFS
18 SRR (R IF P BRRIAMIE N O RERE 2 (4 S 1P R ER R AME & R <)
7 (MMY2040, MMY3019R%UMMY3014REE TIIN— 254 UNEBELIEESHIOH. <}
Grade 2DIRIEZEX FREZEE(IFTL(COELTORITNERSEH o) %
%¥
TE
BEFRERERIS D AFIICHER T 2E=ER (Infusion reactionZR<) [T 2HRERET -
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2
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1€
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o BIMA S MVRGEIAME : Grade 3 ;é._ }i
RS - FEVEIFPERGRIAMEE - £Grade E;J: i
- RREZ A SHFPERRAME - £Grade U %
- Grade 3XI[F4DZDhD=ME* Z\ %
¥ SAERSEMEEIN ARG R I EDIES I T REM N BB EHIKTLIZ B D g
Infusion reaction|C 9 2AFIRSDHRIIC DV TIF LU T ZEISRIIEE 0, z
-Infusion reactionFEIBFFDXT It : p45 ﬁ%
D
ARERODIZSHEESE %IEJ
- A Grade 2L TS A
RS EREAE (M IF PBRRIAME N O RERE 2 4 S 1P R ER R AME & FR<)
(B, IFPERRAME . X3 MM/ MREAMEIFGrade 3L FICR>TeiF =)
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BRPRERERIS D AHIIHER § 2EZER (Infusion reactionZfR<) ICx9 2 FHERE -
REOEE (BURT DT B ES BRI S SEREE, SMM3001 H5)
FASERIE - (AZE
BEEE | AAORBEE MR 3TDEN .

- [iKE14 : Grade 4(Grade 4DV INERRIAMEZERRL)
« IMV/)\WRIEAMEE - Grade 3

o FEENELF PERRIAME
« BURRE A SIFEREAME : £Grade
fRER - Grade 3B EDIEMAS M (22U, TR ZERL)

—7BLARICHIIEZRICKIGU=Grade 3DE LY FIEIT

—7HUAICIEBREICKIGUzGrade 3D T

—R=2TA VEICREHOSNT UV e, XIFH B RLIBRER7BEREGERFR I 2CGrade 3DEHXIF
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Infusion reaction|Zx g 2AFIRSDHRIC DOV TIF U T ZTSRLIIEE L,
-Infusion reactionFIRRFDXI N : p45

RERDIRSHREE
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= (BRI IFR RN R OB 2 P SIF IR R <)
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5
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DRI DL B FI B BEREICH T DERIELE (SMM3001)] Tld. CRE Ustringent CR(sCR) 7z IE#&
([CHESRT DI I SV LR TDFEIRONICIHE. I VAR TZARMEMS >\ EXF) T 2R EHAIE
(reflex assay) &= d 242 (SEBIA Hydrashift 2/4 Daratumumab IFE Interference Test)Z{TL)
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Infusion reactionDERZ B CEETESFH T TARRZRSULTLLREE L,
Infusion reactionlIAFRE S #Z (F e BETADEHL EICHRHSNET,
Grade 3l EDEBRHTPHSNE T,

ARNDIBEICKY. 7F TS5+ —, B ZKH. EX. [REE (IRESESEH. SRR, S HHERS
BAES) e RS, (REERE. FIRE#ZDInfusion reactionh" RIS BOEEMEN ' HVE T,
(FERUEIESORIGIC DOV TIZpAS TEHRLIIEE L)
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—BERNDOAENURAEZENREVCEBRABROT —INSENTVET,

EERRESNEURT

Infusion reaction

1) FRIRR
MMY301 25OV TNH DIZSEE TSR EDEIETHSNIzInfusion reaction™’
(ﬁ§$%) Bl (%)
Bt MMY3012%2
"58 xS 9'S5Y LR T R R
(G (n=260) (n=258)
£Grade Grade 34 E* £Grade Grade 314 E*
Infusion reaction=FIgH| 140(53.8%) 21(8.1%) 155(60.1%) 35(13.6%)
—i% - EEEES KLU SEPRIDIRE 51(19.6%) 1(0.4%) 52(20.2%) 2(0.8%)
"5 17(6.5%) 0 9(3.5%) 0
FE 16(6.2%) 0 9(3.5%) 1(0.4%)
== 13(5.0%) 1(0.4%) 30(11.6%) 2(0.8%)
HEBRBLUREEHEBES 39(15.0%) 2(0.8%) 27(10.5%) 3(1.2%)
HEBE 10(3.8%) 0 13(5.0%) 3(1.2%)
[EORES. ERSE KUHRIRRES 35(13.5%) 2(0.8%) 61(23.6%) 4(1.6%)
0% PRI 26 11(4.2%) 1(0.4%) 25(9.7%) 2(0.8%)
EA 10(3.8%) 1(0.4%) 16(6.2%) 0
MARB LUV INREE 31(11.9%) 12(4.6%) 29(11.2%) 14(5.4%)
&Im 21(8.1%) 10(3.8%) 18(7.0%) 10(3.9%)
M \iRSRIAMEE 13(5.0%) 3(1.2%) 15(5.8%) 5(1.9%)
BRES 31(11.9%) 0 41(15.9%) 1(0.4%)
TH 16(6.2%) 0 12(4.7%) 0
CITHY 11(4.2%) 0 18(7.0%) 0
&80t 5(1.9%) 0 13(5.0%) 1(0.4%)
TR REE 20(7.7%) 0 22(8.5%) 1(0.4%)
GEY 5(1.9%) 0 13(5.0%) 1(0.4%)
mEEE 13(5.0%) 6(2.3%) 30(11.6%) 11(4.3%)
SIMmE 8(3.1%) 4(1.5%) 17(6.6%) 9(3.5%)

X1 ABEIRUY SV AR T REES RS EN SRS BHF TICHIRLIZ196MMedDRA ver. 21.1 BAEE (PT) (LM T DER
X2 AEIRUY SV LR TR RRR S U BE OB ERU R MIFEIIL TLIRL,

X3 BEMFITIRER
#4 Grade SDERIFFVHSIEH DI,
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MMY 2040EERDInfusion reaction™ (BE=E%) y %’” k2
1124 (%) 57
558 MMY2040 o
NN
ES T A
B58 =
(g o DMPBII7k— DLdak—k (3
(n=67) (n=65)
£Grade Grade 3 7 %£Grade Grade 3£ % %
Infusion reaction£ 126 44(65.7%) 2(3.0%) 49(75.4%) 5(7.7%) EE /1:
DMPB: A&+ X)L 775+ FURZ VOV +RILTYE T\ DLd AF+LF URSR+FHFH X IV < 8
%5 ARIESRIBEN SR SBHF TICHKIEUIZ196MMedDRA ver. 21.1 BASE (PT) (LY TDER @
%6 298 SRR ED =
%7 Grade 4. 5DERFRHSNEN Iz, EZ
=T
MMY30135ER T5% LU L DEIS THSNizInfusion reaction™® (BEER) B -
2 (70 AL 2
n>
B MMY3013 *
58 DPd-SCEE* " o
(BE8) *° (n=142) ;;E‘
574
£Grade Grade 35 E %
Infusion reaction£&FIRH| 86(60.6%) 17(12.0%)
—iR - £EHEE S SR SEMDIRAE 49(34.5%) 7(4.9%) % !ltff
B 27(19.0%) 5(3.5%) BT
=) =
% 19(13.4%) 2(1.4%) Bz
MRS SO RIS 35(24.6%) 8(5.6%) il
&im 20(14.1%) 6(4.2%) CJ
M/ RRAME 20(14.1%) 4(2.8%)
HEERS LU RS ERES 31(21.8%) 0 %
itk 10(7.0%) 0 gj
2% 9(6.3%) 0 Zf
HigEE 24(16.9%) 1(0.7%) A
A 12(8.5%) 1(0.7%) =
HEREE 16(11.3%) 1(0.7%) 7 )
R 10(7.0%) 1(0.7%) =
=0z
DPA-SCAKIH KT URSR+F X IV 12N %%
%8 ARIESEIAAN SR 5B AETICRELZ200DMedDRA ver. 23.0 BAZE (PT) (4T HBR = | IR e
O BT SER T | K=
%10 DPA-SCEIEDPAZ 149080 BY SV LAY TELTARIDHZHR S U 1428 REUTE, EI’\J ;R %
2|
I | Xt
=5
9'S5*%a1—0O"
7. FEROARICEET 3315 (k1Y)
(BRI EEE)
7.3 REEERIE S UBE DB R UL MEFHEIILTOEW,
§'SHLyIR” it
7. FERUOHEICEET $EE (GRR) 5
7.1 AR EEME S LSS S OEMERORSHEFRIILTLEL,




MMY3019KUMMY30145H5RD LI NN TSR LDEIS

THS5NTt=Infusion reaction™"

—_—
(REFR) BlI%s (%)
FER MMY3019 MMY3014
’58 DBLd&# DBLd2%
(g *12 (n=197) (n=351)
£Grade Grade 3l E*" £Grade Grade 34 £*"
Infusion reaction£FIEH 151(76.6%) 30(15.2%) 258(73.5%) 53(15.1%)
—f% - EEEES LR SIRIOIRE 71(36.0%) 2(1.0%) 134(38.2%) 5(1.4%)
B IRE 21(10.7%) 0 65(18.5%) 3(0.9%)
=5 20(10.2%) 2(1.0%) 38(10.8%) 1(0.3%)
SESTEBAIAIHE 22(11.2%) 0 13(3.7%) 0
BiREE 65(33.0%) 1(0.5%) 125(35.6%) 10(2.8%)
T 41(20.8%) 1(0.5%) 85(24.2%) 9(2.6%)
B 15(7.6%) 0 27(7.7%) 0
HERRBLURESHEES 43(21.8%) 2(1.0%) 101(28.8%) 2(0.6%)
EhEEHE 12(6.1%) 0 38(10.8%) 1(0.3%)
HEBE 18(9.1%) 1(0.5%) 31(8.8%) 1(0.3%)
E3J-0PE 15(7.6%) 1(0.5%) 23(6.6%) 0
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FE6SkgU FDBEICHNV T IFPIKENEF 0 ERIIHE ORBENMEVEANRHSNTNBIEN
5, FFNDRSEICITERL TS L,

MMY301 251H5R"
FERDZEHDOHE:
BIEL (%)
AHIEE 55V LR T R
WEREE ST iy sy G5k SSEMT oo gl osked
(n=59) | (n=102) (n=52) | (n=105)
2HEER 32(94.1%) | 57(96.9%) | 90(88.2%) | 54(83.1%) | 37(92.5%) | 50(96.2%) 1 96(91.4%) | 54(88.5%)
Grade B EDBEESER | 17(50.0%) | 32(54.2%) | 49(48.0%) | 30(46.2%) | 25(62.5%) | 26(50.0%) | 53(50.5%) | 30(49.2%)
FRTICESCHEER 1(2.9%) 5(8.5%) 7(6.9%) 3(4.6%) 3(7.5%) 4(7.7%) 8(7.6%) 3(4.9%)
BEELBEESER 7(20.6%) | 17(28.8%) | 31(30.4%) | 21(32.3%) | 15(37.5%) | 22(42.3%) | 34(32.4%) | 17(27.9%)
BSHIEICESCAEER | 2(5.9%) 6(10.2%) | 9(8.8%) 2(3.1%) 3(7.5%) 5(9.6%) 9(8.6%) 5(8.2%)
RBEICESICEEER 7(20.6%) | 12(20.3%) | 19(18.6%) | 9(13.8%) | 6(15.0%)  13(25.0%) | 24(22.9%) | 12(19.7%)

65kgA TOREICHWNT. F5Y LAY T REeEE B HBUTARIB TRIREM 0B U LED S ILBEEER:

Bl (%)
AEIB# 'SV LI TR ERE
(AR 55kglA R 55kgi865kgIA T 55kglA R 55kgi#865kgI T

(G (n=34) (n=59) (n=40) (n=52)
Am 9(26.5%) 19(32.2%) 11(27.5%) 10(19.2%)
YFORIRIRIAME 9(26.5%) 15(25.4%) 4(10.0%) 9(17.3%)
T 6(17.6%) 15(25.4%) 8(20.0%) 6(11.5%)
RaENTE 4(11.8%) 9(15.3%) 2(5.0%) 1(1.9%)
B 3(8.8%) 14(23.7%) 2(5.0%) 4(7.7%)

65kgI TOKHEICHEWNT, §'5Y LY T RiERsEs L HERU TARIB CRIRENS WL L/ ofcGrade 3L EDBEESR:!

Bl (%)
AEIB# 95V LI T R R
FERIE 55kgll R 55kgiB65kgI T 55kgll R 55kgiB65kgLLT
(1250 (n=34) (n=59) (n=40) (n=52)
SFRERIRAME 8(23.5%) 11(18.6%) 2(5.0%) 6(11.5%)
/) \ARBIAMEE 4(11.8%) 11(18.6%) 5(12.5%) 7(13.5%)
BIMERRAME 1(2.9%) 5(8.5%) 1(2.5%) 0

65kgI FOERICHEVNT. 95V AV TR LR U TARIB TRIERN 2% U LRI St ERBHEEER!:

Bl (%)
AFIBE 'SV LR T e ERE
(AR 55kglA R 55kgi865kgIA T 55kglA TR 55kgi#865kgI T
(fB1%5) (n=34) (n=59) (n=40) (n=52)
FE 0 2(3.4%) 1(2.5%) 0

65kg I FOERICBWNT. ISV ANV T B IR C U CARIB CRIZRNE <EHBICFRHSNIFTIC
EOILBEERNURRENSWU LEN o SPILICES I BEERIFROSNEEATLU .
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A ERIER 55kglATR 55kgi#B65kgIA T 65kgiB85kgA T 85kgiB % E
(BI£5) (n=13) (n=19) (n=25) (n=10) H X
R 9(69.29%) 8(42.1%) 13(52.0%) 5(50.0%) Sl
PPV 9(69.2%) 5(26.3%) 6(24.0%) 4(40.0%) g ”
U] SRR 6(46.2%) 2(10.5%) 3(12.0%) 3(30.0%) 5
BIMERRAME 4(30.8%) 2(10.5%) 1(4.0%) 1(10.0%) N
A
65kgiBMER & L T65KgI FOER CRIERN 5% EEh>T-Grade 31 EDSEEIME: . " 471:
DMPBIRk—bk EIIR
KBRS 55kgllT 55kgi@65kglA T 65kgiB85kgI T 85kgi e
(BIER) (n=13) (n=19) (n=25) (n=10) D
PR 9(69.2%) 3(15.8%) 5(20.0%) 3(30.0%)
IM/N\ARGRANEE 7(53.8%) 5(26.3%) 7(28.0%) 3(30.0%) % ??
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EImERHANE 3(23.1%) 0 1(4.0%) 0 TF’E %
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MMY 301 35HER

DPd-SCE¥DIFERIDERRINFIDHIRR

65kgBDERE L HEUT65kg A T DEF THRIZEN10%LL EEH > =B BEHNH:

5 (%)
DPd-SCg$*"2
FERIER 55kgl R 55kgit865kgll T 65kgiB85kgL T 85kgia
(B%5) (n=7) (n=39) (n=64) (n=32)
SFhERRAME 5(71.4%) 29(74.4%) 47(73.4%) 20(62.5%)
U ) NERRIAME 0 8(20.5%) 9(14.1%) 2(6.3%)
BIMERRAME 1(14.3%) 16(41.0%) 15(23.4%) 6(18.8%)
MedDRA ver. 23.0 54 (PT)
DPA-SC: AR RTURIR+FPHY ATV Y
%1 DPA-SCBI4DPAE 1496105595 AT T ELTARD B ER S U 1 4261 HRE LT,
X2 BEMRITNRER
65kg B DEME LB L TO65kgIA T DL TRITRNE5%LL EFEH>TzGrade 3L EDEBEINH - B )
5118 (%
DPd-SCE¢#34
(AR 55kglA R 55kgi865kgIA T 65kgiB885kgU T 85kgi8
(Bl (n=7) (n=39) (n=64) (n=32)
SFRERIRAME 5(71.4%) 28(71.8%) 46(71.9%) 19(59.4%)
/) HRIBAME 0 10(25.6%) 10(15.6%) 5(15.6%)
U > INERGRAME 0 6(15.4%) 7(10.9%) 2(6.3%)
BIMERRAME 0 11(28.2%) 9(14.1%) 4(12.5%)
MedDRA ver. 23.0 24E (PT)
DPA-SC: AFIHRTURSR+FHET ATV
%3 DPA-SCBIGDPABE 1 49BIDS 555V LT T ELTHRIDH RS Ui 1 4261 R E L.
A BT IRER
65kgiBMEME LB L T65kg A T DER THRIREN10% L EEh T A EI DIAZRICE > B BENH - -,
5118 (%
DPd-SCE$*5¢
{AERIER 55kglU T 55kg#B65kgIU T 65kgB85kgIU T 85kgiB
(BI%5) (n=7) (n=39) (n=64) (n=32)
M/ \RRAME 0 10(25.6%) 4(6.3%) 2(6.3%)

MedDRA ver. 23.0 245 (PT)

DPA-SC: AFHRYURIR+FFHXIVY

%5 DPA-SCEEDPAEE1496ID 555 5V AR TEUTHREIDH ER S UIa 1426173 % & U,
X6 BRRMMITURER

65kgBDEME LB L TOEKkgIU FOEM TRIZEEN S EEN e EERE BN 10% U EEN oI BERE
DESHIECE B EIIHIFERDONEBATLUR,




MMY301955R
DBLAEDIFEFIDRZEMDIE:
BlI%s (%)
"5 DBLd&*
hERIER 65kgL T 65kgiB85kgL T 85kgia
(B1£5) (n=58) (n=101) (n=38)
E2HEER 58(100.0%) 101(100.0%) 38(100.0%)
Grade 3X(F4DEEER 56(96.6%) 90(89.1%) 36(94.7%)
RLICESCBEER 8(13.8%) 17(16.8%) 8(21.1%)
BEEREESR 42(72.4%) 73(72.3%) 27(71.1%)
‘BEDIEICESIEEEER 3(5.2%) 9(8.9%) 3(7.9%)
DBLA: AR RILT VS THUFURSREFE T AT
X7 RRMUBTNRER
DBLAZ¥D{FERI DS EENE DRI
BlI%s (%)
®’58 DBLd#*®
AERIER 65kgIU TR 65kgiB85kgU T 85kgiB
(B8 (n=58) (n=101) (n=38)
%£Grade 29(50.0%) 61(60.4%) 20(52.6%)
YFERRIAME Grade 3X(34 21(36.2%) 52(51.5%) 14(36.8%)
55 2(3.4%) 1(1.0%) 0
£Grade 24(41.4%) 47 (46.5%) 21(55.3%)
/) RREAMEE Grade 3X[34 13(22.4%) 30(29.7%) 13(34.2%)
55 1(1.7%) 2(2.0%) 1(2.6%)
£Grade 12(20.7%) 18(17.8%) 6(15.8%)
U INERRIAME Grade 3X[34 8(13.8%) 11(10.9%) 5(13.2%)
55 0 0 0
2£Grade 8(13.8%) 14(13.9%) 6(15.8%)
BMmEREAME Grade 3X[(34 5(8.6%) 9(8.9%) 1(2.6%)
58 1(1.7%) 1(1.0%) 0
MedDRA ver. 23.0 B4 (PT)
DBLA: ABHRILT VS T+HUFURS T H X IV
%8 REMBATHRER
MMY301455R
DBLAB¥DIFERI DT 2= DR
BlIEs (%)
BE58 DBLAZF™
HERIER 65kgll T 65kgiB85kgLL T 85kgid
(125 (n=82) (n=174) (n=95)
EHEER 82(100.0%) 172(98.9%) 95(100.0%)
Grade 3X[F4DBEER 78(95.1%) 155(89.1%) 88(92.6%)
RLICESCEEER 0 9(5.2%) 4(4.2%)
EEREESER 36(43.9%) 100(57.5%) 64(67.4%)
‘EDIEICESIEEEER 5(6.1%) 18(10.3%) 8(8.4%)
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DBLAB¥DIXER! D& BEHIH DFEIRER:

B (%)
B58 DBLd&*"°
AERIER 65kgIU TR 65kgitB85kgLIT 85kgia
(1250 (n=82) (n=174) (n=95)
%£Grade 66(80.5%) 113(64.9%) 64(67.4%)
FERRIAME Grade 3X (34 63(76.8%) 100(57.5%) 55(57.9%)
213 0 0 2(2.1%)
£Grade 39(47.6%) 90(51.7%) 41(43.2%)
M| \RREAMEE Grade 3¥ (34 18(22.0%) 54(31.0%) 30(31.6%)
55 0 0 0
£Grade 8(9.8%) 6(3.4%) 6(6.3%)
U INERRIAME Grade 3X (34 5(6.1%) 3(1.7%) 6(6.3%)
55 0 0 0
£Grade 11(13.4%) 11(6.3%) 9(9.5%)
B MmERRAME Grade 3X(34 4(4.9%) 3(1.7%) 6(6.3%)
2 0 0 0

MedDRA ver. 26.0 455 (PT)
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OAABE CRIEEN10% LB ~-Grade 3L FDEEES: z
WFRERGEAME (27.8% (5/1861)) . U~/ SEREANE (16.7% (3/1861)

BAABE CRIEEN 1 0% LR > AR DR Eo e EES: $=

C-RSH BRI 11.1%(2/1861)) BS

O ABE CRIEEN 1 0% LD - EEREEER R SNF A TUE, 2R
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BAAEE NEAEE ,EZ
B58 REIEF A A YNGR =Y [ e i3 RHIEF ISV LR T iR N

(B8 (n=18) (n=24) (n=242) (n=234) S

2EEER 18(100.0%) 23(95.8%) 215(88.8%) 214(91.5%) n A

Grade 3L EDBEEER 10(55.6%) 10(41.7%) 118(48.8%) 124(53.0%) ‘?‘

BRI EEER 1(5.6%) 1(4.2%) 15(6.2%) 17(7.3%) o

EEREEER 2(11.1%) 7(29.2%) 74(30.6%) 81(34.6%) ;l_%
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BEERER &
MMY301 23R DAFIBZ (FMMY 20405ERD LI NH D Ih—R T10%LLED

EETHONBEER ,
BIEL(%)
Bl MMY3012* MMY2040%2
w5 B el RIS

CIER) (h=260) ootz DMPBIR—k DLdOr—b

(n=258) (n=67) (n=65)

BEEREHEM 233(89.6%) 237(91.9%) 67(100.0%) 65(100.0%)

—M% - EHEEED JURSEPHRIDIRRE 107(41.2%) 122(47.3%) 47(70.1%) 43(66.2%)
FEEL 37(14.2%) 36(14.0%) 22(32.8%) 14(21.5%)
"5 31(11.9%) 29(11.2%) 9(13.4%) 16(24.6%)

FRAH M ZAE 9(3.5%) 13(5.0%) 8(11.9%) 5(7.7%)
B IRE 15(5.8%) 16(6.2%) 15(22.4%) 17(26.2%)
BREE 89(34.2%) 95(36.8%) 46(68.7%) 35(53.8%)
(EZ 15(5.8%) 22(8.5%) 23(34.3%) 15(23.1%)
T 40(15.4%) 31(12.0%) 20(29.9%) 23(35.4%)
i 24(9.2%) 30(11.6%) 24(35.8%) 7(10.8%)

B0t 16(6.2%) 21(8.1%) 14(20.9%) 5(7.7%)
MAEB ROV INREBEE 114(43.8%) 110(42.6%) 49(73.1%) 46(70.8%)
M) iR AMEE 51(19.6%) 49(19.0%) 36(53.7%) 21(32.3%)
YFRERRIAME 51(19.6%) 35(13.6%) 25(37.3%) 38(58.5%)
U2 INERRIAME 20(7.7%) 17(6.6%) 14(20.9%) 10(15.4%)
&im 71(27.3%) 64(24.8%) 24(35.8%) 17(26.2%)
BMmEREAME 18(6.9%) 10(3.9%) 8(11.9%) 10(15.4%)
R REE 55(21.2%) 62(24.0%) 40(59.7%) 25(38.5%)
FEEREZ21—0O/NF— 9(3.5%) 8(3.1%) 23(34.3%) 9(13.8%)
FES KUK ME#ES 36(13.8%) 37(14.3%) 25(37.3%) 22(33.8%)

e 4(1.5%) 6(2.3%) 8(11.9%) 5(7.7%)

EOFEEE 4(1.5%) 10(3.9%) 7(10.4%) 2(3.1%)
RRED KU ERAE 131(50.4%) 129(50.0%) 46(68.7%) 47(72.3%)
ERERRG 41(15.8%) 29(11.2%) 14(20.9%) 17(26.2%)
[NBK 13(5.0%) 8(3.1%) 8(11.9%) 8(12.3%)
EBRBLUESHERES 107 (41.2%) 94(36.4%) 33(49.3%) 33(50.8%)

E3JEF 28(10.8%) 18(7.0%) 6(9.0%) 4(6.2%)
HEbE 28(10.8%) 36(14.0%) 13(19.4%) 8(12.3%)
i 5(1.9%) 6(2.3%) 1(1.5%) 18(27.7%)
[EORES. ERSE KUHRIRRES 65(25.0%) 93(36.0%) 21(31.3%) 21(32.3%)
DV 14(5.4%) 28(10.9%) 2(3.0%) 12(18.5%)

B 25(9.6%) 35(13.6%) 8(11.9%) 5(7.7%)
TEHEE 22(8.5%) 28(10.9%) 19(28.4%) 19(29.2%)
NERIE 14(5.4%) 14(5.4%) 13(19.4%) 10(15.4%)




By
B2 (%) 299 %
S MMY3012%" MMY2040%2 2
LN
S . FEIRS lc =
1B58 IR f’ﬁ?ﬁi;;z a
() (n=260) L DMPBIR—h DLdIR—b =
(n=258) (n=67) (n=65) =
BEpRIgE 27(10.4%) 41(15.9%) 15(22.4%) 17(26.2%) =
Mo L7 F = 180 6(2.3%) 7(2.7%) 3(4.5%) 7(10.8%) —ﬁ,'% %
KRB KOS EEE 60(23.1%) 66(25.6%) 33(49.3%) 23(35.4%) B A
N
BYEHE 12(4.6%) 11(4.3%) 10(14.9%) 4(6.2%) % )
SkE 9(3.5%) 9(3.5%) 1(1.5%) 7(10.8%) i
mEEs 26(10.0%) 43(16.7%) 18(26.9%) 10(15.4%) =
BIE 15(5.8%) 23(8.9%) 9(13.4%) 1(1.5%) e
e
MedDRA ver. 21.1 BERIKSE (SOC) AT (PT) nz
DMPB: A&+ X)L T 7S+ FURZYOV+RILTYVIT DL AE+LUFURSR+F Y XI VY :__‘i
%1 ZRUBITNRER, BN OY SV LAY T Bis T 2 B 5 U B e DA R OZ M FHIILTUVR, |
%2 IR SETYRER O
2
MMY3013HERDOVTNHDIESEHTI0%L LDOEIETHONTESER E
15 (%)
HER MMY3013 %!{%
58 DPd-SCE** iR (Pd) B 2=
(%K) *2 (n=142) (n=150) g'ﬁJ e
EEEREFIRG| 138(97.2%) 146(97.3%) F %
MRS KO/ V= 124(87.3%) 118(78.7%) %
IR CPERIRAME 101(71.1%) 80(53.3%)
& 53(37.3%) 66 (44.0%) =
) HRSRANE 47(33.1%) 50(33.3%) E
EMERRIAME 38(26.8%) 18(12.0%) E
U RN 19(13.4%) 12(8.0%) 77?1
RS KU 100(70.4%) 83(55.3%) g
RiEms 31(21.8%) 24(16.0%) -
A 30(21.1%) 19(12.7%) = %
TEEmR 28(19.7%) 24(16.0%) = %
TEXR 20(14.1%) 18(12.0%) ;if }i
— - REEED KO SERIDREE 94(66.2%) 79(52.7%) @jJ %
s 34(23.9%) 38(25.3%) 79( %
I 33(23.2%) 24(16.0%) &
Feah 28(19.7%) 21(14.0%) =
SRS 21(14.8%) 11(7.3%) =
ft
)
&l
1E
510" F
7. FSER U RRICEIEY 55EE (R
(ZRIEBHE)
7.3 AEIESIRE S S A OEMHR ORS ML TR,
S'SHLyIR”

7. BERUHECEEY %33R (ki)
7.1 AR 2R S UIBEDEMERUREMEFHEIILTLRL,




Bl (%)
HER MMY3013
"S55 DPd-SCE¢** XHR (Pd) B
(B * (n=142) (n=150)
BiElEE 66(46.5%) 52(34.7%)
THFI 32(22.5%) 21(14.0%)
7 21(14.8%) 22(14.7%)
HEBRBLUESHEBES 63(44.4%) 62(41.3%)
HEbE 15(10.6%) 14(9.3%)
B 14(9.9%) 19(12.7%)
RBBLURBES 42(29.6%) 42(28.0%)
=miE 13(9.15%) 19(12.7%)
[F0RES. EBS KUHRRES 44(31.0%) 36(24.0%)
EA 17(12.0%) 10(6.7%)
IF0REEE 15(10.6%) 11(7.3%)
TEEES 28(19.7%) 29(19.3%)
NERIE 11(7.75%) 18(12.0%)

MedDRA ver. 23.0 #BRIXD$E (SOC) . EAEE (PT)

DPA-SC: AFH T URS R+FF U ATV, P RTURSRHFHY XYY

3 RERMETHRER

%4 DPA-SCRADPAB 1 49BIDS 555 AR T ELTHBIDHER S U 1 4205 R e Uz,




Mo
MMY3019IEFMMY30145HERD L TNHDIRSET10%L LDBEIETHS NI z% Z
=
AERR T
8 MMY3019 MMY3014 g
B58 DBLdE 58 (BLA) B DBLdE 153 (BLd) B¢ =
(BlEg) = (n=197) (h=195) (h=351) (n=347)
BEERLRI0 197(100.0%) 195(100.0%) 349(99.4%) 344(99.1%) % z
RS KOS RS 181(91.9%) 167(85.6%) 305(86.9%) 266(76.7%) EE /1:
R 78(39.6%) 64(32.8%) 111(31.6%) 87(25.1%) % 8
COVID-19 75(38.1%) 48(24.6%) 123(35.0%) 83(23.9%) =
TN 48(24.4%) 39(20.0%) 64(18.2%) 38(11.0%) fﬁé
FRESRAR 41(20.8%) 29(14.9%) 34(9.7%) 27(7.8%)
LI 35(17.6%) 22(113%) 58(16.5%) 39(11.2%) e
TEIR 29(14.7%) 19(9.7%) 68(19.4%) 39(11.2%) *
AYINTY 27(13.7%) 15(7.7%) 21(6.0%) 23(6.6%) E',
MRS KU/ SRS 163(82.7%) 126/(64.6%) 292(83.2%) 254(73.2%) 7
IFPERRIANE 110(55.8%) 76(39.0%) 243(69.2%) 204(58.8%) Eb%
RN 92(46.7%) 66(33.8%) 170(48.4%) 119(34.3%)
&im 73(37.1%) 62(31.8%) 78(22.2%) 72(20.7%) % ﬁ
U SRR 36(18.3%) 34(17.4%) 20(5.7%) 9(2.6%) s
EIMER AV 28(14.2%) 19(9.7%) 31(8.8%) 14(4.0%) TF'HE %
KBTI RAME 7(3.6%) 4(2.1%) 34(9.7%) 38(11.0%) 'g
RS 161(81.7%) 155(79.5%) 262(74.6%) 253(72.9%)
RRYERRE = 2 —0/F — 110(55.8%) 119(61.0%) 188(53.6%) 179(51.6%) -
EENEDHEL 1(20.8%) 41(21.0%) 27(7.7%) 34(9.8%) %
5EfE 30(15.2%) 6(8.2%) 31(8.8%) 37(10.7%) i
TR 28(14.2%) 30(15.4%) 35(10.0%) 30(8.6%) %
R 5(12.7%) 8(9.2%) 46(13.1%) 42(12.1%) 5
GRS 19(9.6%) 22(11.3%) 24(6.8%) 16(4.6%) Z .
—1§ - 2 EEES LR SILDRE 159(80.7%) 147(75.4%) 265(75.5%) 255(73.5%) i
SRSt A 83(42.1%) 76(39.0%) 72(20.5%) 74(21.3%) % 5”;
= 63(32.0%) 60(30.8%) 84(23.9%) 92(26.5%) 7;5 %
771 51(25.9%) 40(20.5%) 94(26.8%) 89(25.6%) i %
FH 46(23.4%) 30(15.4%) 111(31.6%) 109(31.4%) '/_J( g%
FESTEBAIAIHE 25(12.7%) 10(5.1%) 17(4.8%) 5(1.4%) 7 5(3]‘
VTV RERS 24(12.2%) 21(10.8%) 39(11.1%) 33(9.5%) %
B 10(5.1%) 20(10.3%) 14(4.0%) 10(2.9%) =2
Sier= 157(79.7%) 159(81.5%) 287(81.8%) 268(77.2%) ﬁ%
A 112(56.9%) 115(59.0%) 214(61.0%) 188(54.2%) a
303 75(38.1%) 82(42.1%) 119(33.9%) 118(34.0%) L’HE
i 49(24.9%) 48(24.6%) 71(20.2%) 58(16.7%)
=F 31(15.7%) 0(10.3%) 31(8.8%) 37(10.7%)
TR 26(13.2%) 17(8.7%) 30(8.5%) 24(6.9%)
10t 23(11.7%) 3(11.8%) 38(10.8%) 28(8.1%)




15125 (%)
HEr MMY3019 MMY3014
wE# DBLd&# X183 (BLd) B¢ DBLd&# I8 (BLd) B
(Blzh) > (n=197) (n=195) (n=351) (n=347)
BEERBLURSEERE 146(74.1%) 142(72.8%) 215(61.3%) 197 (56.8%)
i 55(27.9%) 43(22.1%) 80(22.8%) 66(19.0%)
RaEnsE 45(22.8%) 39(20.0%) 62(17.7%) 69(19.9%)
BET 38(19.3%) 29(14.9%) 11(3.1%) 14(4.0%)
AR 36(18.3%) 31(15.9%) 67(19.1%) 56(16.1%)
U 35(17.8%) 30(15.4%) 40(11.4%) 38(11.0%)
Bt 24(12.2%) 21(10.8%) 11(3.1%) 7(2.0%)
RBBLOHREES 120(60.9%) 105(53.8%) 141(40.2%) 119(34.3%)
Al LodN it 58(29.4%) 25(12.8%) 51(14.5%) 44(12.7%)
BHRIER 42(21.3%) 39(20.0%) 30(8.5%) 22(6.3%)
B LIE 28(14.2%) 18(9.2%) 24(6.8%) 27(7.8%)
B 24(12.2%) 19(9.7%) 18(5.1%) 16(4.6%)
& hU L msE 15(7.6%) 20(10.3%) 7(2.0%) 13(3.7%)
REE KUK TGRS 118(59.9%) 110(56.4%) 189(53.8%) 179(51.6%)
R 50(25.4%) 48(24.6%) 82(23.4%) 94(27.1%)
FSFEIE 21(10.7%) 22(11.3%) 26(7.4%) 16(4.6%)
ipd) EN RS AN G S 112(56.9%) 86(44.1%) 171(48.7%) 132(38.0%)
A 53(26.9%) 38(19.5%) 85(24.2%) 51(14.7%)
IR BRI 35(17.8%) 29(14.9%) 37(10.5%) 24(6.9%)
RES 92(46.7%) 88(45.1%) 70(19.9%) 63(18.2%)
EIPRE 55(27.9%) 51(26.2%) 16(4.6%) 6(1.7%)
B 24(12.2%) 19(9.7%) 18(5.1%) 16(4.6%)
rErEs 91(46.2%) 96(49.2%) 132(37.6%) 106(30.5%)
TERIE 63(32.0%) 63(32.3%) 95(27.1%) 61(17.6%)
MmeEkEE 90(45.7%) 73(37.4%) 100(28.5%) 87(25.1%)
BImE 35(17.8%) 14(7.2%) 30(8.5%) 21(6.1%)
{EmE 31(15.7%) 23(11.8%) 23(6.6%) 16(4.6%)
BRERARES 79(40.1%) 80(41.0%) 111(31.6%) 104(30.0%)
PSP /NSYRTTS—BIE 26(13.2%) 27(13.8%) 57(16.2%) 51(14.7%)
KER 15(7.6%) 22(11.3%) 12(3.4%) 8(2.3%)
BHLURIEES 74(37.6%) 60(30.8%) 57(16.2%) 41(11.8%)
BiaeEs 14(7.1%) 20(10.3%) 11(3.1%) 7(2.0%)
5= hESJONBEHHE 72(36.5%) 58(29.7%) 69(19.7%) 58(16.7%)
g 24(12.2%) 20(10.3%) 6(1.7%) 2(0.6%)
DRSS 56(28.4%) 49(25.1%) 60(17.1%) 35(10.1%)
DEE 17(8.6%) 20(10.3%) 18(5.1%) 8(2.3%)

MedDRA ver. 23.032(&26.0 BFERIA7E (SOC) . E4F5 (PT)
DBLA: A+ RILT VZTHUFURIR+FTHF Y XTIV Y BLA RILTVETHUFURZIR+ TR AT VY
X5 BEMBITNRES




A
FSHLYIR (5'5Y LY T RREERA) CB13 3 23
BEREHERDRIRIKR Mo
—EEEADE AR VBB ENRE U ERRROT — I N SENTVET., ;%2
Infusion reaction
=3
B &
MMY 3003 U'MMY 30045458 (RRMM) DL FNATE%LL L DEISTHS N oy
H H *1 == N
Infusion reaction™' (BEEXR) a0 éa;
R MMY3003 MMY3004 MMY 1005 E“g
1’58 DLdZ DBdZ DBdE: N
(BIgR) *? (n=283) (n=243) (n=8) s 5
£Grade |Grade3l/E™| £Grade | Grade3llE™| #£Grade | Grade3BLE* n z
Infusion reaction2FIZHI 219(77.4%) | 34(12.0%) | 156(64.2%) | 29(11.9%) | 5(62.5%) 0 —IL
IFIRES. BISRa K Uit 115(40.6%) | 8(2.8%) | 94(38.7%) | 13(53%) | 4(50.0%) 0 =
0 40(14.1%) 0 28(11.5%) 0 0 0 e
IFIRER 36(12.7%) | 4(1.4%) | 30(12.3%) | 5(2.1%) 0 0 2
SEER 13(4.6%) 1(04%) | 22(9.1%) 6(2.5%) 0 0 & 15
Sl 95(33.6%) | 3(1.1%) | 57(235%) |  2(0.8%) 0 0 % E
THI 33(11.7%) | 1(0.4%) 25(10.3%) 0 0 0 ?;'EJ j%é‘
E 30(10.6%) | 1(0.4%) 16(6.6%) 0 0 0 HZE
B0t 24(8.5%) 1(0.4%) 16/(6.6%) 0 0 0 Zi{
LR 15(5.3%) 0 6(2.5%) 1(0.4%) 0 0
— RSB ES LR SIMADRE | 91(32.2%) | 8(2.8%) | 50(206%) | 2(0.8%) | 2(25.0%) 0 =
=5 46(163%) | 5(1.8%) | 20(8.2%) 1(0.4%) 0 0 =
HESSUR FEfEE 49(17.3%) | 1(0.4%) | 20(8.2%) 1(0.4%) 0 0 %
ZSEE 16/(5.7%) 1(0.4%) 4(1.6%) 0 0 0 i
wEREE 45(15.9%) | 3(1.1%) | 32(13.2%) 0 1(12.5%) 0 J
=2 16/(5.7%) 0 15(6.2%) 0 1(12.5%) 0 7 g
HERRB LB EEEE 36(127%) | 3(1.1%) | 27(11.1%) | 1(0.4%) 0 0 - ]E'g
R 23(8.1%) | 2(0.7%) | 11(4.5%) 1(0.4%) 0 0 = %
MmeEEs 31(11.0%) | 8(2.8%) 31(12.8%) | 13(5.3%) | 1(12.5%) 0 ;:E; fzi
BmE 4(49%) | 7(2.5%) 17(7.0%) | 12(4.9%) = 1(12.5%) 0 ?j] ;‘g
RRMM: BRX FHAE DS FHIEBEEE. DLd: 9 SV AR TREHT+HU T URSR+FF U XTIV Y DBA: 9 S5V AR T B E+MILT VI T+ T F ATV Y 2 U
%1 FSYLR T REESTIRSFBEEN SR EFRBFTICRIELIZ131DMedDRA ver. 18.0 EARZE (PT) (%X TIER 72 3(\]‘

%2 BEMRITURED I
%3 Grade SOBRIFRHSNED T, =

IFIRSSRDIER DS <BHSNZE LI, =
TR . R IR R (0L D % fi
Z DR TR, 7 L)L — B, o, BIEERARAR, Z SFEME (R 2 &
BEOER P05y~ SEEE R (PR, ST RS fkE 5 i

138 MMY3004585% (DBAEY) D 16 CHaEREDIRSHPIEICEIR U,




20160275 (CANDOR) i{8&% (RRMM) T5% LI EDEISTHSNT=
Infusion reaction™*(BE=E%)

Bl (%)
BR 20160275 (CANDOR)
. » DCd2$ (n=308)
RSHEE) £Grade Grade 3LLE*®
Infusion reaction£FIgH| 237(76.9%) 85(27.6%)

&m 60(19.5%) 22(7.1%)
SE 55(17.9%) 27(8.8%)
M/ \RBEANEE 52(16.9%) 21(6.8%)
=5 39(12.7%) 9(2.9%)
IEOR & 36(11.7%) 3(1.0%)
BiD 31(10.1%) 0
TH 28(9.1%) 2(0.6%)
GEY 25(8.1%) 1(0.3%)
FEACHSRIG 24(7.8%) 2(0.6%)
B0+ 23(7.5%) 0
FE 21(6.8%) 1(0.3%)
%08 18(5.8%) 0
HibE 17(5.5%) 0
FRREHE 17(5.5%) 0

DCA: 9 SY LR TRBEREFAILITA WY ZTHTF ATV Y

¥4 95V LA\ T RERERSEIEEN SR 5B HF TICRIRELIZ 196 DMedDRA ver. 22.0 455 (PT)ICEEI2ER
X5 BRMBITNRES

#6 Grade SMERIFFVHSNEH DI,

MMY 100158ER (RRMM) T5%LU EDEISTHSNIzInfusion reaction™ (BEE%)

B (%)
ER MMY1001*®
B8 I~ DCd## (n=10) DCd## (n=75)
YIE—1ER 58 BN R S8
ISV LR T REFEDYIER S5 T5E .
£Grade Grade 3LUE*"° £Grade Grade 3 E*1°

Infusion reaction2Fi561 8(80.0%) 0 64(85.3%) 10(13.3%)
[EORES. ERE KUHRIRRES 4(40.0%) 0 36(48.0%) 2(2.7%)

1 asE 2(20.0%) 0 18(24.0%) 2(2.7%)

EA 1(10.0%) 0 13(17.3%) 0

FUILF—4EEBR 0 0 7(9.3%) 0

DRHRRI B 1(10.0%) 0 3(4.0%) 0
BRESE 6(60.0%) 0 26(34.7%) 1(1.3%)

BiD 5(50.0%) 0 21(28.0%) 0

B0t 4(40.0%) 0 15(20.0%) 1(1.3%)
meEEE 3(30.0%) 0 22(29.3%) 7(9.3%)

=IMmE 2(20.0%) 0 16(21.3%) 7(9.3%)

{RMmE 1(10.0%) 0 4(5.3%) 0

AL 0 0 4(5.3%) 0
—% - RBEEBLORSEIDIREE 2(20.0%) 0 12(16.0%) 0

FE 2(20.0%) 0 10(13.3%) 0




A
B2 (%) 299 Z
- %8 5 L
it MMY1001 27
. = ||
1858 (BI2) *° DCd# (n=10) DCd# (n=75) -
/O
. i N . ME—ER S MEDEIE SR 5
SV LY TR ONER 55 _ : =
£Grade Grade 3 E*1° £Grade Grade 3 E*°
HEERS LU RS ERES 1(10.0%) 0 12(16.0%) 0 ==
HHH 1(10.0%) 0 12(16.0%) 0 RS
BESEUR FEMEE 1(10.0%) 0 12(16.0%) 0 Sl
4138 1(10.0%) 0 4(5.3%) 0 @ .
12> 0 0 4(5.3%) 0 X
=T
25T 1(10.0%) 0 2(2.7%) 0
D= 2(20.0%) 0 7(9.3%) 1(1.3%) ﬁ 4
=
SEMESERR 0 0 4(5.3%) 1(1.3%) ES
1
BB 1(10.0%) 0 3(4.0%) 0 Ell
DEMSEIR 1(10.0%) 0 0 0 5
RREE 1(10.0%) 0 4(5.3%) 0 %
FEIEHE 1(10.0%) 0 4(5.3%) 0
YRS 2(20.0%) 0 0 0 % !lti’f
RIRBEY 2(20.0%) 0 0 0 Zﬁ =
gl &
DCd:9'SVAR TS+ IS THFE Y ATV Y 1€ =
%7 ' SYVAR T EE TR SEBREN SR E5BHE TICHIELIZ 196DMedDRA ver. 22.0 BEAZE (PT) (L% T2ER HZE
%8 MMY 10015882 Tl 95 AN Tl T DOUEHR S50, 108IC—3i5i% 5% 75 DRBRE CHENR S AT EESNIC Ko LTIV TOREF. 154 g
2)LDDay 1 (FER5E) Dd+ 1E20mg/m?EL. ZD#%IF70mg/m’ES ., 7

X9 BEMBITNRES
10 Grade S5MBRIFFHSNEN I,
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MMY3007:5& (NDMM) T5%LL EDEIETHSNTzInfusion reaction™! (BEEER)

B (%)
ER MMY3007
#5E DMPBZ#
() *'? (n=333)
£Grade Grade 3B E*"
Infusion reaction2Fi=ZH1 177(53.2%) 28(8.4%)
IF0RES, BZBE K UHtFREE 66(19.8%) 14(4.2%)
DV 31(9.3%) 8(2.4%)
EA: 20(6.0%) 0
ElZlEES 62(18.6%) 7(2.1%)
BiD 29(8.7%) 2(0.6%)
T 22(6.6%) 2(0.6%)
—f% - £REEB SV SEIOIREE 59(17.7%) 1(0.3%)
ER 22(6.6%) 0
FE 22(6.6%) 0
MmEEE 35(10.5%) 10(3.0%)
=mE 27(8.1%) 10(3.0%)

NDMM:SRERDZ F M BBEIE. DMPB: 9 S5V AN Tl + XL 775+ PURZYOVHRILTVED
¥11 ISV AT REEE R SHIEEN SR 5B B TICHIELIZ145DMedDRA ver. 20.0 2455 (PT) (LT 2ER

#12 ZEMFETNERED
13 Grade S5SOFRIFFBHSNEN Do

MMY 30088 0'MMY 1006518E& (NDMM) D WY F NI T5%LU EDEIETHS NI

Infusion reaction™'*(B=Z=E%)

Bl (%)
HER MMY3008 MMY 1006
"5 DLd&# DLd#f
(B =1° (n=364) (n=7)
£Grade Grade 3£ £Grade Grade 3 E*"®

Infusion reaction2FIgHI 317(87.1%) 48(13.2%) 4(57.1%) 0
BREE 154(42.3%) 2(0.5%) 0 0
TH 89(24.5%) 1(0.3%) 0 0
BiD 65(17.9%) 1(0.3%) 0 0
ii=FF 21(5.8%) 0 0 0
LEEERRE 19(5.2%) 0 0 0
HEBRBLUEEHEBES 137(37.6%) 7(1.9%) 1(14.3%) 0
Yt 61(16.8%) 1(0.3%) 0 0
HEBE 51(14.0%) 2(0.5%) 1(14.3%) 0
HhEERE 22(6.0%) 0 0 0
=2 20(5.5%) 2(0.5%) 0 0
—M% - EEEED JURSERIDIREE 134(36.8%) 7(1.9%) 1(14.3%) 0
) 75(20.6%) 5(1.4%) 0 0
=R 32(8.8%) 0 1(14.3%) 0




A

B4 (%) =

He MMY3008 MMY1006 27

e DLd DLdz 25

(Blgg) *° (n=364) (n=7) %

“£Grade Grade 34 E*® 2Grade Grade 3L E*® =

Ve N T AN ey il 134(36.8%) 8(2.2%) 2(28.6%) 0 ==

R R 58(15.9%) 4(1.1%) 0 0 I=]

EAEA 49(13.5%) 0 0 0 EE E,

e 11(3.0%) 0 1(14.3%) 0 |% o

seE 0 0 1(14.3%) 0 .
CIPRIREE AR 0 0 1(14.3%) 0 =

TR REE 115(31.6%) 3(0.8%) 0 0 5 5

B 37(10.2%) 1(0.3%) 0 0 n z

SRR 34(9.3%) 0 0 0 T

R 33(9.1%) 0 0 0 o

TR 22(6.0%) 0 0 0 e

FEIMEHEN 20(5.5%) 1(0.3%) 0 0 D

HESKIUE MEES 77(21.2%) 6(1.6%) 0 0 =5

R 21(5.8%) 0 0 0 % E

Mk 68(18.7%) 18(4.9%) 1(14.3%) 0 ?E;'EJ f%‘

BIE 35(9.6%) 16(4.4%) 0 0 AE

(& 20(5.5%) 2(0.5%) 0 0 li%
E3dD) 7(1.9%) 0 1(14.3%) 0
= 18(4.9%) 0 1(14.3%) 0
ESTEBT 1(0.3%) 0 1(14.3%) 0

DLd: 9 SV AR TR@mEEE+U T URSIR+FF Y AT VY

¥14 95V AT e R SRBEN SR 5B EF TICHEUIZ 156 DMedDRA ver. 20.0 E4E (PT) (LT 2SER
¥15 e MEER
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MMY 3003 TFMMY 3004558 (RRMM) D% SE5HARInfusion reaction™

(BEER) OEFRR
BIE (%)
HER MMY3003 MMY3004
‘58 DLd&# DBd##
1 283 181(64.0%) | 18(6.4%) |181(64.0%) 243 132(54.3%) | 21(8.6%) |132(54.3%)
2 275 54(19.6%) 8(2.9%) 14(5.1%) 230 39(17.0%) 3(1.3%) 7(3.0%)
3 270 25(9.3%) 2(0.7%) 1(0.4%) 221 28(12.7%) 3(1.4%) 9(4.1%)
4 263 19(7.2%) 1(0.4%) 5(1.9%) 217 8(3.7%) 0 1(0.5%)
5 259 17(6.6%) 1(0.4%) 5(1.9%) 204 8(3.9%) 1(0.5%) 1(0.5%)
6 253 29(11.5%) 0 6(2.4%) 204 11(5.4%) 1(0.5%) 1(0.5%)
7~ 252 62(24.6%) 5(2.0%) 7(2.8%) 198 25(12.6%) 4(2.0%) 5(2.5%)

DLd: 9 SYARTREE T+ T URIN+TF X9V DBA: 9 SV AR TREEEHNILT VI T+TF XTIV Y
%1 93V LY T RERHRSEIEEN SR 5B HF TICHIIRELZ131DMedDRA ver. 18.0 455 (PT)ICEEI2ER
%2 194 7)LIF. MMY3003T28HR. MMY3004 T2 18R (212U, 9 1 ZJLLIERIF 28HR) Sz,

20160275 (CANDOR) &5% (RRMM) D% 5858AR I Infusion reaction™? (EEE%R) D

IR
1% (%)
it 20160275 (CANDOR)
— DCdzt
G B £Grade Grade 3LLE | YOSl (£Grade)
1(Day1+Day2) 308 106(34.4%) 19(6.2%) 106(34.4%)
Day1 308 87(28.2%) 8(2.6%) 87(28.2%)
Day?2 305 37(12.1%) 1(3.6%) 19(6.2%)
1(Day1.Day2#8<) 300 104(34.7%) 25(8.3%) 56(18.7%)
2 298 101 (33.9%) 22(7.4%) 36(12.1%)
3 290 64(22.1%) 13(4.5%) 16(5.5%)
4 280 39(13.9%) 4(1.4%) 3(1.1%)
5 271 44(16.2%) 6(2.2%) 6(2.2%)
6 259 32(12.4%) 6(2.3%) 3(1.2%)
7~ 238 94(39.5%) 18(7.6%) 11(4.6%)

DCA: 9 SV AR TSI NIV I VIS THTFOXIV Y
%3 ISV AT AR SHIEED SR 5B BF TICHIIELIZ196MMedDRA ver. 22.0 2465 (PT) (CEHT2ER
¥4 1Y AD)VIE28BEE SN,




Mo
MMY 1001588 (RRMM) D3 5B EARInfusion reaction™® (FEER) DRITAT 5z
BI%(%) E E|]1
HER MMY 1001 I &
B5E DCd2 f;‘?
AEIDYEIE 5755 HO—iER 58 PEn eS8
ovmn  mm sease | SE® TEEREN mmm semee | ORR? NEEEEN 0
1(Day1+Day?2) 10 | 6(60.0%) 0 6(60.0%) 75 | 37(49.3%) | 5(6.7%) | 37(49.3%) ?;J //2
Day1 10 | 6(60.0%) 0 6(60.0%) 75 | 30(40.0%) | 3(4.0%) | 30(40.0%) P
Day2 0 0 0 0 74 112016.2%) | 2(2.7%) 7(9.5%) E'E'y
1(Day1.Day2%R<) | 10 | 4(40.0%) 0 2(20.0%) 75 | 17Q2.7%) | 1(1.3%) 7(9.3%) &
2 10 | 3(30.0%) 0 0 72 113018.1%) | 1(1.4%) 6(8.3%) 2 o
3 9 | 1(11.1%) 0 0 68 | 4(5.9%) 0 0 nz
4 8 1(12.5%) 0 0 64 | 6(9.4%) | 1(1.6%) 2(3.1%) |1
5 8 1(12.5%) 0 0 61 6(9.8%) | 1(1.6%) 3(4.9%) Erl
6 8 0 0 0 60 | 5(8.3%) 0 1(1.7%) E
7~ 8 | 2(250%) 0 0 58 | 32(55.2%) | 3(52%) | 8(138%) »
DCA:FSY AR TEESI+ I TV I T+HTF PRIV o=
X5 95V AN T R R SEBEN SR 5B HAF CICRIELIZ196MedDRA ver. 22.0 A5 (PT) (LA T 2ER E (C
%6 MMY 1001 B ClE. 95V AR TRERSEDVIEHR 565 106)[C—BR 5% 7% DB EICHEIREZTIEE SN Fe AL TV TOREF YA T JEE
J)LMDay 1 (FERS5E) DFH1@20mg/m’EL., ZDE&IE70mg/m’ &SNz, EIJ %‘\
%7 194 0)UIE28BBE SNz, 1 &=
MMY 3007 K 0'MMY 3008:E% (NDMM) D% S85EARIInfusion reaction™® (BEER) ®
DFEIFKR .

8 (%) -
kS MMY3007 MMY3008 %
RS DMPBE DL %}

ay
(;,%?}ngxg) fEGIZY | 2£Grade | Grade 3B E ng?ﬁ;ﬁ;{)ﬂ fEBIE = £Grade | Grade 3Bk ng?fﬁ?“ %
1 333 | 145(435%) | 23(6.9%) | 145(43.5%) | 364 | 243(66.8%) | 27(7.4%) | 243(66.8%) /;\ .
2 312 | 16(5.1%) 2(0.6%) 6(1.9%) | 352 | 106(30.1%) 6(1.7%) 25(7.1%) fE
3 307 | 20(6.5%) 3(1.0%) 8(2.6%) | 345 | 44(12.8%) 3(0.9%) 6(1.7%) % 5’;
4 302 | 14(4.6%) 1(0.3%) 3(1.0%) | 339 | 41(12.1%) 2(0.6%) 8(2.4%) /% %
5 295 | 17(5.8%) 0 6(20% | 335 | 36(107%) | 2(0.6%) 5(1.5%) %‘ 4%
6 283 | 16(5.7%) 1(0.4%) 4(1.4%) | 333 | 29(8.7%) 0 2(0.6%) ';J( %S)k
7~ 281 41(14.6%) 2(0.7%) 5(1.8%) 327 | 175(53.5%) | 16(4.9%) 28(8.6%) 7 5(:]‘
DMPB: 93V AR T riEsEE+ AL 7750+ FURZY OV+RILTYED DL 9 SV AR TREEE U T URIR+ TR U ATV Y g

%8 MMY3007: 95V AR T riBEs R 558 EN SR 5BH T TICHIRLIZ145DMedDRA ver. 20.0 B3G5 (PT) [CH T 2BR
MMY3008: 95y LY 7 iBEEs R 5aN 51 5 BHF TICEIRUIZ 156 DMedDRA ver. 20.0 E7488 (PT) AT 2ER
%9 194 J)UIEMMY3007T428/ (212U, 109 J)LLIREE 28 B/  MIMY3008 T28 BRI &Sz,




MERI OV (BT —LR) MBRNDTFH

MMY3003. GEN503. MMY3004. MMY 1001120160275 (CANDOR) 5% (RRMM)

FRERIER [MMY3003, GEN503. MMY3004.MMY1001,.20160275 (CANDOR)IICB W T I SVARY T
SRR EIOIR SAIOH CRIERS 0T U (B0 — AR) RROFHEERRL. 95V LAY T SEER 5145
RO~ DEBIFRETNFET AT,

B 5 S8 DGENS01 (51 IBRER) Tld. 16mg/kgBtD3Bl- BB R EBARBRBES N RO SNE LK
R IEREM DRI BSEL - BB R FRD SN T BHEERIRT 5T ER<HMOMENTTETU,

EIIE 5B OMMY 1002 (SEIHEERER. 8mg/kgB4hll. 16mg/kgBEshl) Tld. A—2 54 YRUSSY AT TS
TSI 5 CRIERT 07U (BT — L R) REREEHEL. A— 254 VBT TR T2 16mg/kgBio
1BIERRE . 8HIN'S S Y AT T SRS TR 54 SERLIAICEIEE RV, 95 AT T maei 51c
S BHMDUBIADEE GBS NF L AT,

RRMM: 5 S EEE 14 D% F B B
* ISV N TREE IR S UIB S OB MMERURLEFEIILTVEE A,

MMY3007. MMY3008 X% U'MMY 1006:15% (NDMM)

HABERER MMY3007. MMY3008. MMY 1006) [CHEWT. BT OTUY (BT — A X) SR D51 Z =i
U ISV AN TsUBEE TR SC R DBMD I\ DOFEFRSESNE B A TUI,

NDMM: RIEBDZ F LB BEE

9SHYLyIR”

4. HEEX TR
R4 EHE

6. iENUHAE
HOFIEMBERRIEDHBICBV T B RAILFYSVART (BEFHERR) EUT 181 6mg/kgZz . HA T DTMEMERAID
BETA T ZZBUT UTDOAENEBEADIR SR CrRBEEsEd 2. 2B YI0IEFHERS (9SV LN T (BIEFHERZ) EUT,
1@8mg/kgz 1 BERV2BBICHRS) T5E0TED,
A BRI, 2BREREENR O 4BEEEDIE TR ST %,
B : AR, BRI EREA O 4BEREEEDIECIRS I 2,

7. BERUAZCEET 232 (R

7.1 AFEEEIRS UGS DEMERUTRRMEIFEIILTULEL,

7.4 DL T4V ETROTFFESAIVVHBADBE . POIEEFZDENRS5 T E.




A
BEENE]  SFREREAY/U ) CERRAY MR 5%
a7 |
MMY3003. MMY3004. MMY 10058 T'MMY 10025£5% (RRMM) TH5SN T - 2
SFORERRIAN . REVEIFORERRIAME . U > NGRS [V VRGEA (B EER) B ’E
fHAREE" T =g
BEA BAA ﬁg%
e MMY3003 MMY3004 MMY3003 MMY1005 ’;ffg;*@ MMY1002 ﬁfg
#®58 | xER(d)E | DLd#¥ | xifR(Bd)E¥  DBdB¥ | XiER(Ld)#¥ | DLd# DBd&f EFIBE EFIEE ’:E‘
B | (=281) (n=283) (1=237) (n=243) = (=15 (=20 (n=8) (n=156) = (n=5) X
17 | 2Grade™ | 121(43.1%) | 168(59.4%) | 22(93%) | 43(17.7%) | 6(400%) | 12(60.0%) | 3(37.5%) | | 34(21.8%) = 5(100%) b
;% Grade3 | 84(29.9%) | 99(35.0%) | 9(38%) | 24099%) | 2(133%) | 7(35.0%) | 20250%) || 15(0.6%) | 4(80.0%) ﬁ%
D Gaded | 20(1%) | 48(17.0%) | 1004%) | 7029% | 2(133%) | 4(20.0%) 0 4(2.6%) 0 *
B fGade™ | 705%) | 1667%) | 104%) | 4016% 0 0 0 0 0 é
& Gade3 | 6(1% | 12(42%) | 104% | 3(12% 0 0 0 0 0 o
Z | Gaded | 1040 | 4049 0 1(0.4%) 0 0 0 0 0 %
U #Gade™ | 1563%) | 17(60% | 9(38% | 320132%) | 8(533%) & 8(40.0%) | 5(625%) 9(5.8% | 5(100%)
g; Grade3 | 9(32%) | 8(28%) | 5(21%) | 18(74%) | 6(400% | 4(200%) | 4(50.0%) 6(38% | 2(40.0%) %ﬁ
B cates | 1040 | 705% | 104% | 5219 | 167% | 4200% | 1025% 301.9%) | 3(60.0%) éu%
M | 2Grade™ | 77(27.4%) | 76(26.9%) | 104(43.9%) 143(58.8%) | 6(400%) | 3(150%) | 7(87.5%) || 31(19.9%) & 1(200%) EE%
%J}i\ Grade3 | 24(85%) | 18(64%) | 45(19.0%) @ 64(26.3%) | 1(6.7%) 0 3(375%) | | 13(8.3%) 0 ]
B | Graded | 14(50% | 18(6.4%) | 33(139%) | 46(189%) | 167% | 1650% | 3(75% 9(5.8% | 1(20.0%)

MedDRA ver.18.0X(&17.0 E45E(PT)

RRMM: BHEX G EMDLEMEEEE. Ld: VT URSIR+FFUXIVY DL I TYVAR TRER I VT URSR+ T F U XY VY B RILTYVZT+FF U XY
VY DBA: ISV AR TREEERILT VI THFFUXIVY

X1 ZEMFITURER

%2 FSVLARTRERET16mg/kgh RS SNIc2 R SBRITHRED. 9 Y AN 7B 2 Mg 5 Ut 8 DENER OREMFHIILTULIEL,

3 MMY2002,. GEN501.MMY 10020218 ST R ER

%4 Grade SOER(FFRHSNEN 0T,

20160275 (CANDOR) KzO'MMY 100158588 (RRMM) TdH SNTIFPERRIAS

NNCSAITECT M NSRS Ch AR o
3l

. ~ Ot . =
FEEMIFPERGRIAME . U 2 INEREA . VRIS (B EER) B0 EE
Z (o]
)
- F
HERE™ =
BAA #*
HER 20160275 (CANDOR) MMY 1001 *® 20160275 (CANDOR) g
1258 WRCB | DCd DCOB | MR(CAB | DCB 3
(1) (n=153) (n=308) (n=85) (n=11) (n=20) s
£Grade™’ 15(9.8%) 43(14.0%) 26(30.6%) 3(27.3%) 7(35.0%) F
SRR z
Grade 334 9(5.9%) 26(8.4%) 18(21.2%) 2(18.2%) 6(30.0%) &
‘ £Grade®’ 1(0.7%) 4(1.3%) 1(1.2%) 0 1(5.0%) ftt
SR MFRERRAME D
Grade 3[4 1(0.7%) 4(1.3%) 1(1.2%) 0 1(5.0%) 7;2
£Grade™ 12(7.8%) 27(8.8%) 25(29.4%) 8(72.7%) 17(85.0%) H
U1 SEREIA
Grade 3%(34 = 11(7.2%) 21(6.8%) 21(24.7%) 7(63.6%) 17/(85.0%)
£Grade™’ 45(29.4%) 115(37.3%) 58(68.2%) 5(45.5%) 14(70.0%)
/) RG4S
Grade 3X (%4 25(16.3%) 75(24.4%) 27(31.8%) 3(27.3%) 11(55.0%)

MedDRA ver. 22.0X(321.0 EAZE (PT)
CA: AL TAIWYZTHTFF ATV DCA: ISV AR TRUBET IV DA IV I THTFF ATV

X5 BEMBITIRES

%6 MMY1001EER TIE. 95y LAY T riBEE OPOIR S8 106 —IER 572 B OERE ICH IR SZTITEESNC FL DIV ITIVY ST ORI 194

2)LbDDay 1 (FER5E) DH1E20mg/m’EL. Z0#IF70mg/m’ &SNz,
%7 Grade SMERIFFVHSNIBH o1,




MMY3007585% (NDMM) TH S NIiFhikim L . FEEMEIFRERRIAIME. UV NERRIAN
M/ \RED (BEER)

BlI%5 (%)
HABE™
BAA
HER MMY3007 MMY3007
"5 XiH& (MPB) 8% DMPBg# X188 (MPB) 8 DMPBE#
(B1#5) (n=341) (n=333) (n=13) (n=11)
“£Grade™ 181(53.1%) 165(49.5%) 11(84.6%) 8(72.7%)
YF Rk Grade 3 100(29.3%) 101(30.3%) 7(53.8%) 4(36.4%)
Grade 4 32(9.4%) 30(9.0%) 4(30.8%) 3(27.3%)
“£Grade™® 10(2.9%) 5(1.5%) 3(23.1%) 0
FEEEIFPIRRIAME Grade 3 5(1.5%) 4(1.2%) 1(7.7%) 0
Grade 4 3(0.9%) 0 1(7.7%) 0
2£Grade™® 33(9.7%) 30(9.0%) 7(53.8%) 8(72.7%)
U INERRIA Grade 3 12(3.5%) 14(4.2%) 3(23.1%) 5(45.5%)
Grade 4 8(2.3%) 5(1.5%) 3(23.1%) 3(27.3%)
2£Grade™ 182(53.4%) 160(48.0%) 8(61.5%) 9(81.8%)
/)RR Grade 3 79(23.2%) 79(23.7%) 4(30.8%) 6(54.5%)
Grade 4 49(14.4%) 33(9.9%) 3(23.1%) 1(9.1%)

MedDRA ver.20.0 E4EE (PT)
NDMM: SKBBEDZFHIEESHEIE. MPB: X)L D7 S+ FURZVOVHRILTYVZT DMPB: 9 SV AR T+ XL 7S+ FURZY OV RILTVED

*8 LMY REN

9 Grade SMBERIFFVHSNEH DI,

MMY 3008 U'MMY 10065 (NDMM) TaH S NI iFRIRimAL  FEEVEIFRIRIRIAME
U2 INERRA . MR (BEER)

B (%)
HEAgE "
BAA
HER MMY3008 MMY 1006
"S55 X8R (Ld) 8% DLd&% DLd&t
(5150 (n=365) (n=364) (n=7)
£Grade™" 154 (42.2%) 207 (56.9%) 4(57.1%)
SFOERIRIAN Grade 3 93(25.5%) 125(34.3%) 3(42.9%)
Grade 4 36(9.9%) 57(15.7%) 0
£Grade™" 11(3.0%) 11(3.0%) 0
FEENEIT PIRORIAME Grade 3 8(2.2%) 5(1.4%) 0
Grade 4 3(0.8%) 6(1.6%) 0
2Grade™" 45(12.3%) 66(18.1%) 5(71.4%)
U SERIA Grade 3 35(9.6%) 42(11.5%) 3(42.9%)
Grade 4 4(1.1%) 13(3.6%) 2(28.6%)
£Grade™" 69 (18.9%) 68(18.7%) 2(28.6%)
[0/) R4 Grade 3 23(6.3%) 20(5.5%) 0
Grade 4 9(2.5%) 7(1.9%) 0

MedDRA ver.20.0 E4<E (PT)

Ld:UFURSR+FFHY XTIV DL I Y AR TS TV T URSR+TF XTIV

¥10 TREFTHRED

#1171 Grade 5SOERIFFRDHSNEN Do




- o
A s
é i
il
MMY3003. MMY3004. MMY 10058 U'MMY 1002:8E& (RRMM) DLW NHT I 9
10% L EDEETHONERRENUSERERESER (FEER) 0 ’E
z 0.
i By 52
ALY ;53%
BEA EEIN Uk
G iz
SHER MMY3003 MMY3004 MMY3003 mmy100s | | T muy1002 SN
&
KB5S WER (Ldl) 8% DLd# NER(Bd)E | DBdE | WER(Ld)E* DLd# DBda# EiRIEE iR E%IY
(51£%) (n=281) | (n=283) (n=237) (n=243) (n=15) (n=20) (n=8) (n=156) (n=5) =
SR £Grade | 204(726%) | 238(84.1%) | 126(532%) | 164(67.5%) | 13(86.7%) | 17(85.0%) | 5(625%) | | 85(545%) | 3(60.0%)
gz.igﬁ Grade 3%i24 | 60Q14%) | 76(269%) | 420177%) | 50006%) | 2(133%) | 5(25.0%) | 2(250%) | | 1506%) | 1(0.0% ﬁ%
BHEES™ | Grade5 | 401.4%) | 6(21%) | 407% | 2(0.8%) 0 0 0 1(0.6%) 0 *
£Grade | 58(206%) | 90(31.8%) | 43(181%) | 600247%) | 3(200%) | 3(15.0%) 0 27(17.3%) 0 EII
ERERE  Grade3Xd4 | 3(1.1% | 3(1.1% | 200.8%) | 4(1.6%) 0 0 0 1(0.6%) 0 o
Grade 5 0 0 0 0 0 0 0 0 0 %‘
£Grade | 43(153%) | 680240%) | 9(38%) | 17(70%) | 4(267%) | 9(450%) | 2(250% | | 18(115%) | 1(20.0%)
BEEX Grade3wiz4 0 0 0 0 0 0 1(12.5%) 0 0 %E
Grade 5 0 0 0 0 0 0 0 0 0 ng
al R
2Grade | 34(12.1%) | 38(13.4%) @ 13(55%) | 28(11.5%) | 1(6.7%) 1(5.0%) | 1(12.5%) 5(3.2%) 0 %%
SEk | Gade3Rdd| 6(21%) | 401.4%) | 30.3%) | 501%) 0 0 0 1(0.6%) 0 3
%
Grade 5 0 0 0 0 0 0 0 0 0
£Grade | 370132%) | 40(14.1%) | 28(11.8%) | 29(119%) | 3(200%) | 2(10.0%) 0 13(83%) | 1(20.0%)
B Grade 34 | 21(7.5%) | 20(7.1%) | 21(89%) | 19(7.8%) | 2(133%) | 2(10.0%) 0 8(5.1%) | 1(20.0%) %
=
Grade5 | 207% | 207% | 208%) | 1(04%) 0 0 0 1(0.6%) 0 s
2Grade | 22(7.8%) | 31(11.0%) | 3(1.3%) 0 0 0 0 1(0.6%) 0 a2
n
SEEA | Grade 34| 2007%) | 501.8%) | 1(0.4%) 0 0 0 0 0 0 7;;
Grade 5 0 0 0 0 0 0 0 0 0 2
$Grade | 13(46%) | 21(74%) | 7(30%) | 8(33%) 0 0 1025% | | 2(1.3%) 0 ?'EJ
AVINIVY |Grade3Xs4| 207%) | 8(28% | 2008%) | 1(04%) 0 0 0 0 0 % fg
T\
Grade 5 0 0 0 0 0 0 0 0 0 % %
£Grade 5(18%) | 6(21%) | 7(3.0% | 13(53%) | 1(6.7%) 0 1(12.5%) 3(1.9%) 0 Z;J‘; 4%
BREZ | Grade 3X&4 | 1(0.4%) 0 104%) | 401.6%) 0 0 1025%) || 2(1.3%) 0 ) );z
Grade 5 0 0 0 0 0 0 0 0 0 ;g( %
ity
MedDRA ver.18.0X(%17.0 245 (PT) %
RRMM: BHEX (F#EM DL HRMBEERE. Ld: LT URIR+FFUY XTIV Y DLA: I SVAR Trif@ss T+ FURSIR+F I X9V Y BAd: RILTY I T+F P XY
VY. DBA: ISV AR T sERS T+ RILTYI T+T R Y X9V Y Z
¥ RRMFETYRES )]
%2 FSVLARTREEET16mg/kgh RS SNIc2 R SBRITERED. 95V AN 7 miBss 2 g 5 Ut 8 DENER O REMIFHIIL TR, fto
%3 MMY2002. GEN501.MMY 10020218 ST RER )
¥4 HEEPHSR (MedDRA ver.18.0X(&17.0 S8ERIKAD4E (SOQ) ) : BMED K USLERAE =
1E
H

S'SHLyIR”
7. BENRURECEET 232 (k)
7.1 FEEERIZSUEEOEWHR O MFHEIIL T LR,




HENTRBRRERVFEREFESER (BEER)

20160275 (CANDOR) &z U'MMY 10015£5& (RRMM) DWLYFNHTT10%LL LDEIET

BIEL(%)
HABA™
BAEA
HER 20160275 (CANDOR) MMY10071*® 20160275 (CANDOR)
®B5E X8R (Cd) 8% DCd&# DCd## poH(@e)F::: DCd#f
(B0 (n=153) (n=308) (n=85) (n=11) (n=20)
%£Grade 102 (66.7%) 250(81.2%) 72(84.7%) 7(63.6%) 17(85.0%)
o AEBSD | Grade3Ria4 | 45(294%) | 115(7.3%) | 18(212% | 3(273%) | 6(300%)
Grade 5 1(0.7%) 6(1.9%) 0 0 0
%£Grade 35(22.9%) 90(29.2%) 38(44.7%) 1(9.1%) 4(20.0%)
LB Grade 3X(34 2(1.3%) 8(2.6%) 3(3.5%) 0 0
Grade 5 0 0 0 0 0
£Grade 19(12.4%) 55(17.9%) 7(8.2%) 2(18.2%) 5(25.0%)
Rtk Grade 3X[34 13(8.5%) 41(13.3%) 4(4.7%) 1(9.1%) 5(25.0%)
Grade 5 0 1(0.3%) 0 0 0
%£Grade 18(11.8%) 52(16.9%) 16(18.8%) 1(9.1%) 4(20.0%)
[BR Grade 3X(34 2(1.3%) 8(2.6%) 0 0 0
Grade 5 0 0 0 0 0
%£Grade 10(6.5%) 34(11.0%) 14(16.5%) 2(18.2%) 4(20.0%)
AV IIWIIY Grade 3X(34 1(0.7%) 11(3.6%) 3(3.5%) 0 1(5.0%)
Grade 5 1(0.7%) 0 0 0 0
%£Grade 8(5.2%) 31(10.1%) 17(20.0%) 0 0
EREIREC Grade 3X[34 2(1.3%) 6(1.9%) 0 0 0
Grade 5 0 0 0 0 0
%£Grade 13(8.5%) 27(8.8%) 15(17.6%) 3(27.3%) 7(35.0%)
_FIREER Grade 3X(34 1(0.7%) 1(0.3%) 0 0 0
Grade 5 0 0 0 0 0
%£Grade 5(3.3%) 9(2.9%) 12(14.1%) 0 0
B Grade 3X[(34 2(1.3%) 1(0.3%) 0 0 0
Grade 5 0 0 0 0 0

MedDRA ver. 22.03(321.0 2435 (PT)
CA:ANTAWVZTHFFIRXIVY DCA: ISV LI TrUEEE+ DIV TV THTHF ORIV

*5 TEUBITYRES

6 MMY 1001 Tl &5 AN T RUEsEE DY DR 585, 106lIC— R 52 KU ORBRE DR S ET3T LN KIS AV IV S TORER AT A

2)bMDDay1 #FEESE) D 1E120mg/m’EL, Z0%(F70mg/m* sz,
%7 SEHR (MedDRA ver. 22.032(321.0 SBRIASH$(SOC)) : REUES L UFERIE




B 5
- . —ya s \ u “ ==
MMY 30075452 (NDMM) T10% L DEIS TH SN BRER US4 R e SR B3
= 5 1
(BEER) ) 5
Bl (%) 0
VAN
‘/I:l
pAaREE >
BEA
5 MMY3007 MMY3007 =
e $8 (VPB) B¢ DMPBE: 6 (MPB) B DMPBE: BE
(B2 (n=341) (=333) (n=13) (n=11) g
2Grade 162(47.5%) 222(66.7%) 10(76.9%) 9(81.8%) lc% A
SRREBSY o e 3w134 47(13.8%) 73(21.9%) 2(15.4%) 2(18.2%) .
e : : : : 5
Grade 5 4(1.2%) 5(1.5%) 0 0 7=
2Grade 49(14.4%) 89(26.7%) 4(30.8%) 2(18.2%)
&g=3 »
R Grade 3%(34 5(1.5%) 6(1.8%) 1(7.7%) 0 ”Z
Grade 5 0 1(0.3%) 0 0 =
2Grade 17(5.0%) 52(15.6%) 1(7.7%) 3(27.3%) Ell
B Grade 3%(34 14(4.1%) 37(11.1%) 0 1(9.1%) ?_%
Grade 5 0 2(0.6%) 0 0 @
£Grade 26(7.6%) 48(14.4%) 1(7.7%) 1(9.1%) & 15
SEEN Grade 3(34 3(0.9%) 8(2.4%) 0 0 = (o
53
Grade 5 0 0 0 0 = %
2Grade 19(5.6%) 15(4.5%) 5(38.5%) 2(18.2%) EE %
BIRAE Grade 3%34 0 0 0 0 ;f;
Grade 5 0 0 0 0
2Grade 7(2.1%) 9(2.7%) 1(7.7%) 2(18.2%)
IR Grade 3%(34 1(0.3%) 1(0.3%) 0 0
Grade 5 0 0 0 0
£Grade 12(3.5%) 6(1.8%) 2(15.4%) 2(18.2%)
4VIWIVY | Grade 3%(34 2(0.6%) 2(0.6%) 0 1(9.1%)
Grade 5 0 0 0 0

MedDRA ver.20.0 245 (PT)

NDMM: FBEDZ FIEFHEE.MPB: X)L D75+ FURZVOVARILTVZT . DMPB: 9 SV AR Tri@sns+ XL 775+ FURZYOV+HRILTYVET
%8 BRMBITHRER

%9 &% (MedDRA ver.20.0 28EBIASHHE (SOC)) | BED K UL RAE

=
=
I
55
&£
fay
n
Ic
D)
A
7 =
5
=
I
i
1T
5
D
A
72




MMY3008% U'MMY 1006515& (NDMM) DWW\ NHT10% U EDEIEGTHEN T

RIVENUHFEREFESER (BEER)

BIEL(%)
BAEA
FER MMY 1006
B5E XIER (Ld) B¥ DLd#t DLd#f
(1250 (n=365) (n=364) (n=7)
£Grade 268(73.4%) 314(86.3%) 3(42.9%)
SRPESLUFEREREBR"" | Grade 3X(34 79(21.6%) 109(29.9%) 1(14.3%)
Grade 5 6(1.6%) 8(2.2%) 0
%£Grade 74(20.3%) 106(29.1%) 0
[NEZK Grade 3¥(34 4(1.1%) 9(2.5%) 0
Grade 5 0 0 0
%£Grade 52(14.2%) 83(22.8%) 0
LuERkR Grade 3¥(34 4(1.1%) 5(1.4%) 0
Grade 5 0 0 0
£Grade 46(12.6%) 82(22.5%) 1(14.3%)
Fifise Grade 3X(34 26(7.1%) 48(13.2%) 1(14.3%)
Grade 5 3(0.8%) 2(0.5%) 0
%£Grade 38(10.4%) 64(17.6%) 0
PRESIRA Grade 3¥X(34 8(2.2%) 9(2.5%) 0
Grade 5 0 0 0
%£Grade 46(12.6%) 56(15.4%) 2(28.6%)
DA LA ETUERRS Grade 3¥(34 1(0.3%) 0
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HER AMY3001
"’58 DCyBorD&t
(%) =2 (n=193)
£Grade Grade 34 £
Infusion reaction2FIZH 144(74.6%) 13(6.7%)
BREE 69(35.8%) 4(2.1%)
TH 32(16.6%) 4(2.1%)
B 27(14.0%) 0
lali it 11(5.7%) 0
—% - EBEBEEDS LURSIPAIDIRRE 63(32.6%) 3(1.6%)
) 22(11.4%) 1(0.5%)
I 19(9.8%) 2(1.0%)
FESTERATHE 13(6.7%) 0
FHEREE 54(28.0%) 2(1.0%)
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FEbE 15(7.8%) 0
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D200 R 26 19(9.8%) 1(0.5%)
EA 12(6.2%) 0
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L] 11(5.7%) 0
BhEiE 11(5.7%) 0
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&Im 18(9.3%) 0
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RIME 17(8.8%) 1(0.5%)
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Grade 3¥X (34 10(5.2%) 5(2.7%) 2(13.3%) 0
£Grade™ 2(1.0%) 0 1(6.7%) 0
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£Grade™? 33(17.1%) 22(11.7%) 2(13.3%) 1(7.7%)
M/ iR
Grade 3¥X (34 6(3.1%) 5(2.7%) 0 0
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(n=193) (n=188) (n=15) (n=13) =
£Grade 127(65.8%) 101(53.7%) 10(66.7%) 7(53.8%) -
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mhmmmmepg | Orade 3%F4 32(16.6%) 19(10.1%) 4(26.7%) 1(7.7%) n 2
Grade 5 2(1.0%) 1(0.5%) 0 0 _IL
£Grade 50(25.9%) 21(11.2%) 1(6.7%) 0 o
R Grade 3X(34 1(0.5%) 1(0.5%) 1(6.7%) 0 ?§
Grade 5 0 0 0 0 D
£Grade 21(10.9%) 12(6.4%) 1(6.7%) 1(7.7%) &
i Grade 3%(24 15(7.8%) 8(4.3%) 1(6.7%) 1(7.7%) }E [
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(n=193) (n=188) (n=15) (n=13)
£Grade*? 10(5.2%) 12(6.4%) 2(13.3%) 0
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1) FIRIKR
AMY30015KERMDDCyBorDE T 1%L EDEIS THONISEFEMUIR G (EEER)
BIEL (%)
FER AMY3001
B58 DCyBorDg
(B%R) =2 (n=193)
£Grade
FERTERAL RIS FETR 21(10.9%)
SESTERAIATHE 10(5.2%)
ESTERIE R 6(3.1%)
EABMIERE 2(1.0%)
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2) FIRE TOHFRH
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ERMEALY S04 F—2 ABEBICH T B 0EESEED
BESEROABRNRNUY R TERHFI O FEBIRR

AMY3001EERD VT NH DIRSET1 %L LDEISTHONCDEEE (FEER)

B (%)
HER AMY3001
1’58 DCyBorDg# %188 (CyBorD) &¢*2
(B ™ (n=193) (n=188)

£Grade Grade 3X[&4** Grade 5 £Grade Grade 3X[34** Grade 5

IDVEfEE 63(32.6%) 22(11.4%) 14(7.3%) 41(21.8%) 18(9.6%) 7(3.7%)

DARE 16(8.3%) 10(5.2%) 5(2.6%) 10(5.3%) 5(2.7%) 1(0.5%)
IDEHHE 11(5.7%) 3(1.6%) 0 4(2.1%) 1(0.5%) 0
gz 11(5.7%) 0 0 6(3.2%) 0 0

IMELE 7(3.6%) 2(1.0%) 6(3.1%) 3(1.6%) 0 3(1.6%)
BRICVE 4(2.1%) 2(1.0%) 0 5(2.7%) 1(0.5%) 0
TR SERR 4(2.1%) 0 0 2(1.1%) 1(0.5%) 0
DERETER 3(1.6%) 0 0 1(0.5%) 0 0
DEEE 2(1.0%) 2(1.0%) 0 1(0.5%) 0 0
R 2(1.0%) 0 0 0 0 0
SoMELARE 2(1.0%) 2(1.0%) 0 4(2.1%) 4(2.1%) 0
HREREERERES 2(1.0%) 0 0 0 0 0
=R 2(1.0%) 1(0.5%) 0 1(0.5%) 0 0
SRR 2(1.0%) 0 0 2(1.1%) 0 0
TRIEGRAR 1(0.5%) 0 0 2(1.1%) 1(0.5%) 0

NELR 0 0 0 3(1.6%) 0 1(0.5%)

IDVEREE 0 0 0 2(1.1%) 1(0.5%) 1(0.5%)
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(%) *4 (n=193) (n=188)
2£Grade Grade 3X[$4™ Grade 5 2£Grade Grade 3X[4™ Grade 5
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AMY3001:88RICHFBMayo Clinic Cardiac Staging SystemICE D < /DyiEfRHAR!
(R—Z 54 V85 DGrade SRU'EERDEES

B (%)
DCyBorD## %183 (CyBorD) & *°
Y et il SI5il Stage I Stage I Stage Ma/Mb Stage I Stage II Stage Ma/Mb
(%) = (n=46) (n=75) (n=72) (n=42) (n=79) (n=67)
Grade SX[3EE R EEZ 2 RRH 0 10(13.3%) 20(27.8%) 1(2.4%) 7(8.9%) 17(25.4%)

SMEERE 0 0 0 0 0 1(1.5%)
SMEDERERE 0 0 0 0 0 1(1.5%)
SRIDVE 0 2(2.7%) 0 0 1(1.3%) 0
TNEEfR 0 0 0 0 1(1.3%) 1(1.5%)
T B HE 0 1(1.3%) 0 0 0 0
IDEHHED 0 1(1.3%) 3(4.2%) 0 0 2(3.0%)
IDEHEE) 0 1(1.3%) 1(1.4%) 0 0 0
IDVE SRR 0 0 0 0 0 1(1.5%)
DB IMIEAE 0 0 0 0 0 1(1.5%)
FRARIE R 0 0 1(1.4%) 0 0 0
IMELE 0 2(2.7%) 5(6.9%) 0 2(2.5%) 1(1.5%)
IDARE 0 2(2.7%) 10(13.9%) 0 1(1.3%) 7(10.4%)
SoMEDARE 0 1(1.3%) 0 0 0 2(3.0%)
DRSS 3vD 0 1(1.3%) 0 0 0 0
IDVBRRE 0 0 0 1(2.4%) 0 0
IDMERE 0 0 1(1.4%) 0 0 0
EE=EERE 0 1(1.3%) 0 0 0 0
(BB BRI 0 0 0 0 0 1(1.5%)
IDVERIEZE 0 0 0 0 1(1.3%) 1(1.5%)
IDERR 0 1(1.3%) 0 0 0 0
SRR 0 0 0 0 1(1.3%) 0
SRR = 0 0 0 0 0 1(1.5%)
SRR 0 0 0 0 1(1.3%) 0
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AMY3001ERERICH1F BNYHASEER (R—R 54 VB DGrade SRUEERDREEE i
% pu i
B8 (%) i
DCyBorDE# 18 (CyBorD) B! = 8
NYHAﬁ%E_EU% IS5AI 5 A1 25 AMA IS5 A1 IS A1 25 AMA {g‘
(BlIgg) *1° (n=99) (n=77) (n=17) (n=93) (n=85) (n=10)

Grade SYREEROEBELREH = 33.0%) | 19Q247%) | 8(47.1%) | 6(65%) | 16(188%) | 3(30.0%) ==
BitEERS 0 0 0 0 1(1.2%) 0 ﬁg %
SMLEEE 0 0 0 0 1(1.2%) 0 E@ b
BRDVE 0 2(2.6%) 0 0 1(1.2%) 0 5P
TR 0 0 0 0 2(2.4%) 0 &
TEIIRER 0 1(1.3%) 0 0 0 0 s
DEEE 0 4(5.2%) 0 101.1%) 1(1.2%) 0 = o
DS 0 2(2.6%) 0 0 0 0 nz
DR 0 0 0 0 0 1(10.0%) T
DRI 0 0 0 0 1(1.2%) 0 ..
BRI R ERR 0 0 1(5.9%) 0 0 0 }%
DL 1(1.0%) 3(3.9%) 3(17.6%) 0 2(2.4%) 1(10.0%) ”
RS 2(2.0%) 6(7.8%) 4(235%) | 2(2.2%) 5(5.9%) 1(10.0%) = 1
SoMmtiRe 0 101.3%) 0 0 2(2.4%) 0 3
DEEY3YvD 0 1(1.3%) 0 0 0 0 ?BIEJ ;%;
DEHEE 0 0 0 1(1.1%) 0 0 Fﬁ%
DIMERS 0 1(1.3%) 0 0 0 0 &)
ity 0 1(1.3%) 0 0 0 0
(EIBH BRI 0 0 0 0 1(1.2%) 0
DEHIEE 0 0 0 0 2(2.4%) 0
DER 0 1(1.3%) 0 0 0 0
SRR 0 0 0 0 1(1.2%) 0
RBEEERS 0 0 0 101.1%) 0 0
SMESERR 0 0 0 101.1%) 0 0 B
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N=ASA VROFERHBTEERFELR—E

AMY 3001 5%
DCyBorDEDAEFI DR HDBE:

B (%)
DCyBorD&t
AERIEE 65kgIA T~ 65kgta85kgIU T 85kgita
(%) *! (n=62) (n=95) (n=36)
2HEEER 61(98.4%) 93(97.9%) 35(97.2%)
Grade 3NDEEER 16(25.8%) 46 (48.4%) 17(47.2%)
Grade 4DHFEER 7(11.3%) 7(7.4%) 4(11.1%)
FCICEEBEER 9(14.5%) 9(9.5%) 4(11.1%)
BEREEER 25(40.3%) 44(46.3%) 14(38.9%)
INTCDABERRSDIEICESEEEER 1(1.6%) 6(6.3%) 1(2.8%)
DCyBorD: A&+ IOMRR 77 SRAFIYH+RILFYS T+ FF ATV Y
¥ TR RER
DCyBorD#tDIAE R D EFENH :
%5 (%)
DCyBorD&t
AERIEE 65kgl AR 65kgiB85kgA T 85kgit8
(Blzh) = (n=62) (n=95) (n=36)
£Grade 12(19.4%) 9(9.5%) 0
SFRERIRIAMIE
Grade 3¥X (34 6(9.7%) 4(4.2%) 0
£Grade 15(24.2%) 16(16.8%) 5(13.9%)
U ) VERGRIAMEE
Grade 3¥X (34 13(21.0%) 9(9.5%) 3(8.3%)
£Grade 13(21.0%) 15(15.8%) 5(13.9%)
I/ iR AMEE
Grade 3¥X (34 4(6.5%) 2(2.1%) 0
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5 AMY3001 E
158 DCyBorDg# X188 (CyBorD) & *2 ==
(B = (n=193) (n=188) Tk
BEBRL R 189(97.9%) 185(98.4%) o
—1- £ BEES KR SHAIORE 147(76.2%) 138(73.4%) =10
SRAY P 69(35.8%) 68(36.2%) -
id) 52(26.9%) 53(28.2%) =
A 31(16.1%) 20(10.6%) o
ST 25(13.0%) 16/(8.5%) G
SESHERATATHE 18(9.3%) 21(11.2%) i
s 142(73.6%) 134(71.3%) EII
A 69(35.8%) 57(30.3%) ?§
&Y 66(34.2%) 54(28.7%) @
=D 52(26.9%) 52(27.7%) —=
B0t 26(13.5%) 21(11.2%) % E
RS KU E R 127(65.8%) 101(53.7%) 2 =
R 50(25.9%) 21(11.2%) 1;’5 %
% 21(109%) 12(6.4%) g
MEREE 116(60.1%) 103(54.8%)
AR = 1 — O/ F — 60(31.1%) 37(19.7%) =
FHEHEL 29(15.0%) 26(13.8%) =
B 25(13.0%) 18(9.6%) =
RS, HShaS & U RIS 105(54.4%) 74(39.4%) n
[FRES 44(22.8%) 32(17.0%) 5
e 32(16.6%) 19(10.1%) 5 -
R#BLURERES 95(49.2%) 84(44.7%) = gg
EAUD ALAE 24(12.4%) 28(14.9%) % %
BAHE 19(9.8%) 23(12.2%) &
MBRHEVU/ SRS 86(44.6%) 77(41.0%) % 4%
i 47(24.4%) 44.(23.4%) 9\ %
U SERRAME 36(18.7%) 28(14.9%) 7 f%
M/RRANE 33(17.1%) 22(11.7%)
SFCPERIRAMEE 21(10.9%) 12(6.4%) 0%)
BERRS LURSHEGEE 83(43.0%) 52(27.7%) f%ﬂ
e 23(11.9%) 11(5.9%) 2l
BT 20(10.4%) 9(4.8%) EE
FEEE 66(34.2%) 61(32.4%)
TRAE 46/(23.8%) 47/(25.0%)
MR 53(27.5%) 43(22.9%)
{EmE 27(14.0%) 21(11.2%) it
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Infusion reaction

1) FRIRR
SMM3001HERDAFIEF T5% L EDEIE THSNIzInfusion reaction™ (EEER)
B (%)
ER SMM3001
"5 AFHIEE
(B *2 (n=193)
£Grade Grade 3 E*
Infusion reaction£FIEH 136(70.5%) 9(4.7%)
—% - EBEEDS LURSIPRIDIREE 71(36.8%) 1(0.5%)
) 35(18.1%) 1(0.5%)
FESTERAIHE 29(15.0%) 0
IF0RES. BIZBE KU HtPRRES 42(21.8%) 1(0.5%)
IEZUSESE 16(8.3%) 1(0.5%)
IR 11(5.7%) 0
BRES 41(21.2%) 0
BiD 19(9.8%) 0
T 14(7.3%) 0
FHERES 38(19.7%) 1(0.5%)
GV 21(10.9%) 0
FEES LUK MEMES 38(19.7%) 0
HIE 13(6.7%) 0
HEERBLUESHEEES 37(19.2%) 0
ESJE0E 18(9.3%) 0
HEBE 12(6.2%) 0
MmEEE 20(10.4%) 5(2.6%)
=mE 10(5.2%) 5(2.6%)

%1 MedDRA ver. 26.1 BAF5 (PT) (LA T 2ER
X2 BRMBITNSRER
%3 Grade SOBRIEFBHSNEN 0T,
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2) HIRF TOISR =
, : ot e 27
SMM3001 K ERD @R SEfInfusion reaction™ (BEER) HIRE COR ™ g
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