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CITHY 11(4.2%) 0 18(7.0%) 0
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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 .

* FRERUY SV LR T2 B S U a OB RO T2 EFEIILTVEE A,




g5
MMY 20405ER -
DMPBIk— b DIFERI D EEEINH]" DFIRZE [% é
65kgiBMER & B T65kg FOEE TRITRN 1 0% LR H > 1= B8R o =
(% z
DMPBIRk—bk
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%) % ??
U IR 6(46.2%) 2(10.5%) 3(12.0%) 3(30.0%) s
EImERHANE 3(23.1%) 0 1(4.0%) 0 TF’E %
2
%

65kgBDEM B L TOEKgIU FDEMTHIRENS% L LGN SfcBEREBEHIHL 10% U &N SToBERED
BEPIERUOARECESIeBBINHIESRDO SNEEBATLIZ.

=
=
DLd Ok — b DIFERID B EBINE" DFIRER %
25 (%) E
x
DLdamk—bt 7{_1
KERISEE 55kgIU R 55kgi#B65kg T 65kgiB85kgIUT 85kgia g
(BU£5) (n=3) (n=6) (n=33) (n=23) 7 g
H
FPERRAME 3(100.0%) 3(50.0%) 20(60.6%) 12(52.2%) . gg
Z 0D
65kgBMEMELEE L TO5kgI FOEM THRIZEN S LGN >fcGrade 3L _EDEBEINH]. EER B BRIIH]. ?;; I%
10%U LB -ICHBREDR S PIERUREICE - BHRIHI RO SNEF B A TUIL 2R
DMPB:FREI+ X)L D75+ FURZVOVARILTYZT DL BV FURIR+FF I XTIV Y ?jj g
* MMY301 25 ERDAEIBECH N T, 65kgBOEME B L TO5kg FTOEM THRIBEN BN SIcER. MedDRASERIASE (SOC) DA MU >/ VRIEE] (T84 2 U
HBIBHEAE(PT) DOV THREILIE, 7 %t
i
=5
%
D
fth
D
&l
ifiE
§5%1—0° i
7. FEERUFIBICEEY 238 (R
(HHHEEE)

7.1 ARz IR S UG EDEMERURZEMHIFHEIIL TV,

§'SHLyIR”
7. BENRURECEET 232 (k)
7.1 FEEERIREUCEEOEWER OLZ 2 MFHEIIL T LR,




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,




e

BAASERUAEASEICHT 2EESRRIAR ¥

Al

MMY301 288" (HEABE EOHB) (AHE) “5

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

1% (%) B ®

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_%

BE A EER 0 0 19(7.9%) 22(9.4%) ®

RE[CESCEEER 5(27.8%) 7(29.2%) 72(29.8%) 73(31.2%) & 4%

Z [

% AEINOY Y AR T Bs T MR 5 U Ba DA MR OZ2 M I TV EB A, éﬁ %

fex

ME

=

73

=
=
N
15
&£
fay
n
Ic
D
A
7 =
5
=
7-\
b
T
5y
D
A
7

§'5%31—-0°

7. BiENUBECEET 2732 (ki)

(GgEILE)

7.1 AF = EER S UBEDBEWEN LR MIFHEIIL TR,

S'SHLyIR”
7. BENRURECEET 232 (k)
7.1 FEEERIZEUEEOEWHR UL 2 MFHEIIL T LR,




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%)




ne
B2 (%) 299 %
S MMY3012%" MMY2040%2 2
I
S . FEIRS lc =
1B58 IR f’ﬁ?ﬁi;;z a
() (n=260) L DMPBIR—h DLdIR—b =
(n=258) (n=67) (n=65) =
BEERIRE 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,'% %
KBS LOREES 60(23.1%) 66(25.6%) 33(49.3%) 23(35.4%) B A
N
BYRHE 12(4.6%) 11(4.3%) 10(14.9%) 4(6.2%) %0)
SkE 9(3.5%) 9(3.5%) 1(1.5%) 7(10.8%) i
mEmEs 26(10.0%) 43(16.7%) 18(26.9%) 10(15.4%) =
BSmE 15(5.8%) 23(8.9%) 9(13.4%) 1(1.5%) Sy
an Y
MedDRA ver. 21.1 RERIASEE (SOC) . EAZ (PT) nz
DMPB: A&+ X)L T 7S+ FURZYOV+RILTYVIT DL AE+LUFURSR+F Y XI VY :__‘i
¥ BEUITNRER, AFINOY SV LAY T mEs T 2B 5 UIcISE DEW R OR LM IFHEIILTULRL, |
%2 IR SETYRER O
2
MMY3013HERDOVTNHDIESEHTI0%L LDOEIETHONTESER E
1% (%)
% MMY3013 - =
58 DPd-SCE** iR (Pd) B 2=
(%K) *2 (n=142) (n=150) g'ﬁJ e
HEEREFHER 138(97.2%) 146(97.3%) F %
MR &V ) VR 124(87.3%) 118(78.7%) %
IFCREREAME 101(71.1%) 80(53.3%)
& 53(37.3%) 66(44.0%) =
/I VRSRAMEE 47(33.1%) 50(33.3%) E
EMERRIAME 38(26.8%) 18(12.0%) g
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%) -
i 30(21.1%) 19(12.7%) = %
TEEmR 28(19.7%) 24(16.0%) = %
SETR 20(14.1%) 18(12.0%) ;;E'tf }i
— - S EEES KOIRSERIOREE 94(66.2%) 79(52.7%) ?? E
s 34(23.9%) 38(25.3%) 79( %
I 33(23.2%) 24(16.0%) &
3 28(19.7%) 21(14.0%) =
SRS 21(14.8%) 11(7.3%) =
itz
D
&l
1E
95%21—0° F

CGHREHE)
7.1 FRZERIRS U

7. BERURECEEY %R (ki)

SODBEMMEROREMEFHEIILTLRL,

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,




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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5
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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

#16 Grade SOBRIFFRDSTVEN Do
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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
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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)
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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
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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
Grade 5 0 0
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DCdEF D 14llEGrade 2DDA JLAMERFX GFESE) THY. BRIFHSINEFEATLUIS

20184981 3HZF CICIRARF RN OTEN DELEIRTTRICE WV TBEFFR DA )L ABEMH LA SHIRETNF U,
RIREHBRN S 64I (EE 14, FEEESH) BADEERFTE D SIBI (W ITNEERE) THY. ERIFIET DAEAIFEE R
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\ = — b =
MMY3003. MMY3004. MMY 10058 U'MMY 100255& (RRMM) THHENT= %‘5 4
Y \ n =t 3, s
FIREERUY A MAODA )V ABRRIE (BEER) e ?g il
ZX (70 [: a
NN
, BIRS" =
HHREE" {E
BAA BAA
HEp MMY3003 MMY3004 MMY3003 | MMY1005 *ﬁfﬁjg MMY1002 S 5
i
52 MR()H DIO¥  NRMBJH | e | AR(AH Dlow | DBow | Emm | uEm g
(B0 (n=281) | (n=283) = (=237) @ (n=243) @ (=15 @ (n=20) | (n=8) (n=156) | (n=5) EX
£Grade™ | 5(1.8%) | 6(2.1%) | 7(3.0%) | 13(5.3%) | 1(6.7%) 0 1(125%) | | 3(1.9%) 0 :E:
wHRES =
Grade 334 | 1(0.4%) 0 1004%) | 416%) | 0 0 1(125%) | | 2(1.3%) 0 X
=i
HAMHTO | 2Grade™ 0 0 0 2008%) | 0 0 0 0 0
iy Grade3%d4| 0 0 0 2008%) | 0 0 0 0 0 ﬁ 4
=
HARATIA VR 2Grade™ 0 1(0.4%) 0 0 0 1(5.0%) 0 0 0 :_1,:_
RR Grade3X@4| 0 1(0.4%) 0 0 0 1(5.0%) 0 0 0 EI]
YA M AAOYA VRN £Grade™ 0 0 0 0 0 0 0 1(0.6%) 0 E’:
WSS Grade3id4| 0 0 0 0 0 0 0 0 0 %
MedDRA ver.18.0X1%17.0 EAZE (PT)
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3 MMY 2002, GENS01. MMY 10020&48 SR 5 M Bl =
%4 Grade SDOBR(FFRHSNIED o, 1’]5 =
BE
5
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20160275 (CANDOR) KzU'MMY 1001 5% (RRMM) THS5NTHREE R T
YA MXAODA IV ABRRE (EEER)

25 (%) =
=
{HAIREE™ B
BAA i
ek 20160275 (CANDOR) MMY1001%¢ 20160275 (CANDOR) =
58 S515R (Co) B DCdBt DCdlBt S515R (Co) B DCdBt 6
(B2 (n=153) (n=308) (n=85) (n=11) (n=20) 2
2Grade” | 2(1.3%) 5(1.6%) 0 0 0 Bl
wRES g H
Grade 334 0 2(0.6%) 0 0 0 —|
| 2Grade* 1(0.7%) 1(0.3%) 1(1.2%) 0 0 I
ANILRADA U RS B B
Grade 3XI34 0 0 1(1.2%) 0 0 E;J‘; 3%
Hq ATz | SGrade 0 1(0.3%) 0 0 1(5.0%) U &
2 Grade 3X(34 0 1(0.3%) 0 0 1(5.0%) 5 %
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MMY3007:18% (NDMM) THESNTEHREERUY A SXAHODVA IV AR (BEER)

Bl (%)
PR
BHAEA
R MMY3007 MMY3007
B5E X8R (MPB) B DMPBE %88 (MPB) & DMPBE:
(B8 (n=341) (n=333) (n=13) (n=11)
“£Grade™ 13(3.8%) 16(4.8%) 0 1(9.1%)
wINEE

Grade 3X(34 3(0.9%) 2(0.6%) 0 0

£Grade™ 0 1(0.3%) 0 1(9.1%)
BEMTEREE

Grade 3X(34 0 1(0.3%) 0 1(9.1%)
KISEREEIA LR £Grade™® 2(0.6%) 1(0.3%) 0 1(9.1%)

R Grade 3X(&4 0 0 0 0
HA,XAOYA LA £Grade™® 0 2(0.6%) 0 1(9.1%)
R Grade 3X(34 0 2(0.6%) 0 1(9.1%)

MedDRA ver.20.0 &45E (PT)

MPB: AL T 75+ FURZYOY+RILTVZT DMPB: 95V AR TsU@ss i+ X IV I 7 S0+ TURZY OV+HRILTYET
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9 Grade S5OBRIFFBHSNEN 0T,

MMY3008%; 'MMY 1006585% (NDMM) THSNIERFRBERUY A MXAODA LR

BQAE (BESR) ,
%5 (%)
HEEE°
BAEA
B MMY3008 MMY 1006
BR5E K88 (Ld) B DLd&# DLo®f
(BI2%) (n=365) (n=364) (n=7)
£Grade™"" 13(3.6%) 5(1.4%) 0
wHIkEE
Grade 3X (%4 0 0 0
£Grade™" 1(0.3%) 0 0
KEFIREE DA ) AR
Grade 3¥ (34 1(0.3%) 0 0
£Grade™"" 0 1(0.3%) 0
H A "XAODA )L R
Grade 3X (%4 0 1(0.3%) 0
) 2£Grade™" 1(0.3%) 0 0
YA MXAODA )L RARRR
Grade 3X (34 0 0 0
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R ES 1 i

MMY3003. MMY30045:0°20160275(CANDOR) i#5& (RRMM) TH5N =
RMEMERS (FESER)

I (%)
sHBR MMY3003 MMY3004 20160275 (CANDOR)
K58 MR (Ld) B DLd&¥ XIHR (Bd) BF DBd&% MR (Cd) 8% DCdE¥
(fl1%50) *2 (n=281) (n=283) (n=237) (n=243) (n=153) (n=308)
£Grade 2(0.7%) 4(1.4%) 1(0.4%) 0 2(1.3%) 6(1.9%)
RIET 1 9, (o) ()
HhEEE Grade 3¥(34 1(0.4%) 2(0.7%) 0 0 0 5(1.6%)
Grade 5 0 0 0 0 0 0
%1 EEET%  MedDRA SMQ (MedDRA ver.22.0) D[ RE MEREE] (ki) ([C3%2 79 2MedDRA PT
X2 BEMEITTRES
MMY 3007 0'MMY3008:1ER (NDMM) THSNT-REIEMMESE (AEE%) 3
B (%)
SHER MMY3007 MMY3008
"58 XIB& (MPB) &% DMPBg# MR (Ld) B DLdE
(f112) =4 (n=341) (n=333) (n=365) (n=364)
£Grade 1(0.3%) 6(1.8%) 2(0.5%) 2(0.5%)
RIESM . .
HhEEE Grade 3X[34 0 2(0.6%) 0 1(0.3%)
Grade 5 0 0 0 0
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I MR R 208 MBS EH). fiss R U= B 360, B EI MRS X OB 261, FfRHELE.
OFRAMERRIEE R OTRETHRATIEA S 161) [CERO SN, DS BHfER 204, BEMEER1 261, &R RO
FhE s 361, i R UM ES MRS S 261, R R OFRHEES 161) TIEY SV A TrUEEEED
RREFRONBESNE A TUL BE BARANZE TIE. B MRER7 6. AN OB RS 16 TH Y,
CDOSERBEMRMER3A. MR UHBREAZ 1Y SV ANV T REHTEEORRERIEESNEEAT
Uz (BB MBI O S 1 HIFERNI R ERESNELID) .
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VWINBERBRE FOEEBRELTRE SN BMOETEDRKRNICEERD HDERERHESNFEATU I, P
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/ﬁ[ﬂ]b\mu@bngfbflo 78\3:)\ E% d\/ﬁﬂ:ﬂ %t(cgjru;ﬁm[gnm\&)bngsﬂ/l}tL.Jrgo 0)
FHAERREOMMY 1001 CBAEILIBIE. 9 SV AN Tsi@mssE. DV )LV TROTFFEY XTIV OHA
A (DCAESE)) [CAV T BMIFRHSNET ATUR, % ﬁ
B
MMY 3007252 (NDMM) TORIRIRR nE
=
MMY3007 (EBIERE. 'S5V AT T e@Esst. XL 775, FURZY OV RILTY = T Ot EEE (DMPBE Fﬁg

E)CHBNTBMIFDMPBEF T 241 MPBEF T 15IERSNFE LI, DMPBEED 16l [FFRMEKEHIME(CGrade 2078
MARRHESNE LN BFBRIFOELBMZBR T D ERERIFMBESNE UIc BINEIME DRSHEER
BATUTc DMPBEF DD 1 Bl FFRIMIRE M2 #1073 W Grade 1DBIMTLICAY BHELE LT,
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BETATILEZEERBUT. A TOAEN EBEADIR SEE CREENTE T 2. BB PHIFDERS (FSV AN T (BLETFHERZ) LT,
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AL BRI, 28R RN O 4BEEEDIE TR ST 5,
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Infusion reaction

1) FIRIKR
AMY30015ERDDCyBorDE T5% LU EDEIS TH SN IzInfusion reaction™ (EEER)
BIEL (%)
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%)
FEIESHFEN 18(9.3%) 0
FEbE 15(7.8%) 0
IF0RES. BIZBE KO HtPREES 41(21.2%) 1(0.5%)
D200 R 26 19(9.8%) 1(0.5%)
EA 12(6.2%) 0
HERRBLUEESERES 40(20.7%) 0
E3JEE 13(6.7%) 0
L] 11(5.7%) 0
BhEiE 11(5.7%) 0
MRS LV VINVREE 24(12.4%) 0
&Im 18(9.3%) 0
M) RIBIAMEE 10(5.2%) 0
mEEE 23(11.9%) 2(1.0%)
RIME 17(8.8%) 1(0.5%)
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% SRRBREMEMN A DR S(CHSInfusion reaction&HRLIEEBSR {g
3) FHIRAFHY ==
N . T .. &
AMY3001:KER D% 585HARIInfusion reaction™' (BIfEE) DRITIAR - Eg };
0. t ~
e AMY3001 g ?

e DCyBorDat 5

(CTE (n=193) =
HERS 12(6.2%) = o
1B S5 288 2(1.0%) ns
3EBELE 3(1.6%) :E.
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4) FBj

(FI#%5)

ABEIRES(CKBInfusion reactionZE&E S B 21z AFIRSEHIA 1~ 30FEFIIC
BIBRERILEY o BEERE cTIEXI=VE

ERSUTLEE 0,

ERFREREREFDInfusion reactionlcX T 3HiiE S

[AMY3001515R]

AENE S ~3EBRICIR S TN MEICHU T ROXECEL TE AFIR SAIRRELAICEEECTRATE 2L
el Oy et

BIBRERTOAR FHEYATY20mg N FEEEDRIHE DB AT O FEIRMN N FROIR S,

TN/ TIY 650~1,000mga#iRM X (FHE R 5.

MERIZVENT T VERSZY25~50mg X FEFROEIRNNIEROR S, 12120,
TOXI IV DERAR SIS ITDT L)

O+/JNJIVRER | EETY/7)U1 Dayl ICEYFILARN OmgRIFASEROROZ ST,

eI =ZVA|

X OBRREFBEEIDIERICHEV AR SH12405 B LNITIR 5T BT ENTIRECTH o1,

(2508
EFME (KB SREH O 2485 EICHEIR) DInfusion reactionZ&RB S E21c6HIC,
MBCRUTAERR 5%
BIBRENLEY &
DROKSZZEEBLTLZE0,

<BHEAZEMENEER (COPD) EUL BREXIGRDH S EENIZNSDEIEENDH 3 FEDIHE>
FADERSEINEELT

[EIGRE ¢ RARTOARE
DRSZEZRLUCTZE 0,

& PRERERIS ODEF 4 Infusion reactionlCx T 218 5 0E

[AMY3001 58]
MERIZVAI(ITIVERSZ VN SEER) 255,
B ERLLG, 7 RUFUVRBHIERE (WL T I E—IL T7V— LA 2k 5.
O« I I VRESHI (EVTIVHRAN B EER) Z187 5.
IR S BHED fRRO IV MO—LZBENE T 2EE|
NAURTEE KEXMSEE  IRART O RE+REFEHEREL, 7 RU U VRS EERE
(FEV,<80%*MDCOPD, COPDEE FAOEDANIIYILATO—/ILEDRISEIERIKESILRE+
XFTEZRR) AR T OA RE
TNSNAURITEBB(CDVTF AFPIESRICRA2ZAF TARICTEZY U VT = 0] #E
EUVRBEATICFEV, ZRIE,
ABURWEE (S BER 5% 4805 KX CBE CikEZ 20—y,

¥ BHEENBVICEN D DS THERBRIDICFEV, <80% N ERHSNICIHED. Bk DR SHNBZITOT LU,

5) Infusion reactionFEIREFD Xt
p32ET BB,
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SEEHME]  FBREAN /U NERRIAY/ ) R

1) FERIKR
AMY300155R T HONTIIFPEREIA . BEVEIFRERRIAME. U 2 INERRIAY . /) VR4
=
(BEER) F15(%)
e AMY3001
o 2RERE BHAEA
(i) DCyBorD## 183 (CyBorD) & * DCyBorD#&# 183 (CyBorD) & *
(n=193) (n=188) (n=15) (n=13)
“£Grade™? 21(10.9%) 12(6.4%) 3(20.0%) 1(7.7%)
SFCRERE
Grade 3¥X (34 10(5.2%) 5(2.7%) 2(13.3%) 0
£Grade™ 2(1.0%) 0 1(6.7%) 0
FEMEITFOPERRIAME
Grade 3¥X (34 2(1.0%) 0 1(6.7%) 0
£Grade™? 36(18.7%) 28(14.9%) 6(40.0%) 6(46.2%)
U2 INERRIS
Grade 3¥X (34 25(13.0%) 19(10.1%) 6(40.0%) 6(46.2%)
£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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B
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[AMY300135:58] 47
TS
(FHECH T BHHED Hh
= D
FPEAAE: Grade 4 2
== ST PEORAMNE : £ Grade i
RSP EGRAME 1 2Grade S
(HAEEICHFE2 70K T7ERKIIMRURILT YT CHT SRS NI s
YOORR 77 = RKFIICH S B3 RILFYZ DT B %ﬁ
[ 4FHEREY 1.5~1.0X10°/L } [ 1FChERE<1.0X10%/L } [ Grade 4DWFhIREHAME } ol
12
¥ ¥ ¥ 5
S OO TS RKTIIE L S OOMAT 7 SRKA RS j [ RIVFY= T R j
L FEUCHED50%ITHE ) ; * % E
v Sk [ BHOERNEIE ] s
FFERERER 1.5~1.0x10%/LICE& ¥ s
>1.5%10%/LICEE ; BZE
3 L RIVTY ST 7225%HEL TR j °
2 J0ORRA T 7= RKF Y%
DI ORAT 7= RKFY = FEUEHED50% CERH
FELRABTRS - 3 J _
A 4 E
YFChERE o3
>1.5x10°%/LICEE E
¥ n
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S IORR TP S KA 2
FELRETRS -
A J E %%
BEHRBEACHI ST IHRAERDRMORMINESZTSRIZE 0, B 0)1&
C w5y
BEBBAICB LT (AMY3001:E8R) =
YOOIRAT 72 RAKFYO AR 300mg/m? (FOKYIRE) KUBBEL. 57 PERBICIEUT, SO%ME. AEE(CHBIL - & gI{
FUlco Fe, VI DRRA T 7 T RAFY DR S ICHET B PEFMEDEHEUR I EE NS BB/ .G-CSFE 7 3 |
®5TELELR. by
RILTYVZTDOREF.3mg/m*&UBRAL. FMHICTHU T, 1.0mg/m?. 0.7mg/m* &5 LSRR LE LI, =
FEY ATV YADRGFRESNTVEL AT, 5
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3) MV)VHRREA A~ D X fita

o THIMICIMABEEFITL, BESADREETHICEEL TSI,

* EENBHOSNIEEF. ABI DR SHIEEDBE BN BERHEL T E W,
AF DERPRE SREF DS

[AMY3001351E8]

(FAENCKTT B3

- IV/I\AREAME © Grade 4
- BINZEFES I/ RCRIAME - Grade 3B E

W&

HABFEICSIF B 70K T7ERKIIYRURILT VETICHT RS NI

YJ0ORAT7ZRKIOYITH T BRI RILFYSICHT B30
E /)24 50~100%10°%/L }E /)RR <50%10°%/L J E Grade 40D/ \HRiRESME J
VI ORAT 7= RKF 7%= [ I ORA T 7= RKFI 7 (RER ] RILT YV Z TR }
FELAED50%IFE ; ;
* Mm/I\iRER E EHDERI EE }
[0/ iR%L 50~100x10°%/LIcEE *
>100%10°%/LICEHE - ; »
L ¥ . [ RILFY ST E25%FEL CTERE ]
YIORRA 7= Rk %=
2 IORR T 7= RKF0 % FEULCHEDS50% CHEH
FEUCHETERS ;
/) iRER
>100x10°%/LICEE
2 JOMRAT7=RKFI %=
FEUHETRS

B HAEEICH IO TIIHAERIDRFTORMINESZ TSRUIZE W,

HABEICHS LT (AMY300155R)

Y IORAT7ZRKFYDREF300mg/m” (FKYIRE) KUBIBL. M/REICHU T, 50%HE  AEICHHHE
LFRUIz,

RILTYZTOREFT.3mg/m’KUBIIAL. BHITHU T, 1.0mg/m?. 0.7mg/m* &5 (CEELE LI,
THFEOAIIUADORINFHRESNTLEEATU,
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1) HEIRIKR {éj
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1.1) BREENUOUFERERESR (AEER) =
AMY3001518RDDCyBorDE T10%L LDEIE THONBREER UHERERESR (EEER) ==
24(%) BS
- o
Eif: AMY3001 A
LHFER BEA E ?

RSB =

i) DCyBorDg# %188 (CyBorD) B¢** DCyBorDg# %188 (CyBorD) B¢** HY

(n=193) (n=188) (n=15) (n=13) =
£Grade 127(65.8%) 101(53.7%) 10(66.7%) 7(53.8%) -
ERPESKY Y
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 [
35
Grade 5 0 0 0 0 &l ,4%"\
1€ =
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%1 BRURITTRER 73

%2 EEEEHR (MedDRA ver.22.1 S8EBIASHE (SOC)) | BRED KU ERAE
%3 ERRARLIAY

1.2) BRUFFR DA L ABIE 4L
AMY3001 3B ICHE LV TBEFTA DA L ABF LR BOHSNE R ATUI,
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1.3) FRBEERVOY A MAXAOVA IV ABRRE (BEER)
AMY3001 B THENTEHIREERUY A M AAODA IV ABRFYE (BEER)

B2 (%)
HER AMY3001
e 2RER BHAA
(Bl = DCyBorDg¢ %188 (CyBorD) & ** DCyBorDg¢ %188 (CyBorD) & **
(n=193) (n=188) (n=15) (n=13)
£Grade*? 10(5.2%) 12(6.4%) 2(13.3%) 0
wikas
Grade 3X(34 0 2(1.1%) 0 0
HARXAOYA LR £Grade™? 1(0.5%) 0 1(6.7%) 0
PERESE Grade 3%(34 1(0.5%) 0 1(6.7%) 0
HARXHOYAILZ £Grade*? 1(0.5%) 0 1(6.7%) 0
REGE Grade 3%(34 0 0 0 0
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(FHIISH T B340
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R Z DI P EHAME : £Grade
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(FIRTEE D Th)
AMY3001 58 CIEFHREZ D FEANEERAICHRESN. U TDO RSBV AL ABEDNAESEMBE 1B
PICERsE NE LT,
A& 075651
7Yo0OEI* 18200mg#% 1 B3ERORS / 1E400mgZ | B2EHRIRS. R HREEC L2185
JrLYOOLLF | 1E125mgk 1 B2ERORS. XSHREE SRS
NSvoOeIL* | 1E500mgk 1 B1ERORS. XISHREECLDRS

¥ AHICHBVT DAV ARICKDFRBE DT MREXFHRELVTERDSNTHIEE A,

(Z2—FEVAF ABRD T
21— EVRF AR D TR SIERDHA RS A V- TERT BTENUBEESNE LI




FE¥5 HRIRTE(REF (TLS)

1) HRIR
AMY30015EDDCyBorDETB T, TLSIFERHSNE R A TUS,

DCyBorD: FHI+2 IR TP RKFY+HRILTVZT+TF I ATV

FIZ Nl AL FR

2) B HHIRAEIREE N DX

PA8ET BRI,

S 0 S 4
S/ S rimktt

S
=t

=

OUNs. O—pHUNy

A 2 orF M
OV W RN T R

NONESFHIECT I \INCRES Ol

RERA CRASESEHH O HE
(NU—ZA DN >rEHD)

SEFSAN

1E

ol




ERRBEENYRYD
I ES 1 i

1) #EBRIRR
AMY300158DDCyBorDEC SV T, B IATERFRHSNEF A TUI
DCyBorD: AF+ I OIRRA 77 SR+ RIL TV ZT+FF ATV




Al

1) HRIR
AMY30015EDDCyBorDETH T BIMIFERHSNE L A TUI,

DCyBorD: FFI+2 IO TP RKFIY+HRILTVET+TF I ATV

FIZ Nl AL FR

2);BMA DI
P50ETBRLIEE L,

i - S Sk 2 4
S/ S rimktt

S

dim

i

OUNs. O—pHUNy

g
=

=

A 2 orF M
OV W RN T R

NNCEHOEC RN oS S ek

IS
Ee
A
DA
L
ﬁy
K=
%
OR
i |
I
F2

<

D

ftb

D

&l

1E

H
1




Z DfthDEIEF
EGIERAL R

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%)

MedDRA ver. 22.1 25 (PT)

DCyBorD: AR+ 7ORI I7ZRKFYP+HRILT VS T+TF ATV

¥ SBREMERIN AR DR SIS MRS HE U EEER

X2 REMEITHRER

AMY3001HERICHEWNT. Grade 3L EDFFEAISIG. FETICE ST EGBRAIIS. EEREST BRI IG. WO
BEBEDORSIIEN R SHABICESTOEHEBARINFEROONEFE A TUR,

2) FIRE TOHFRH

AMY30015ERDDCyBorDEFICHEWN T BRIDAAIR SFIEN O EFEMIR IDFIRE COR B D HhR{E (E0H) 13
PER5853.5(0~18) 2. 20 B#&R5853.0 (3~3) 7. 3@BLIEDR 56:2.0(0~9,291) DT LTz,




{158

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%)

MedDRA ver. 22.1 88BRIKXDF8(SOC) . EAREE (PT)
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AMY3001EERICH T BRN—R S« VERDDEESE OFEIDOLEEE (BEER) D

IR
B/ BB EEREBIEL (%)
SR AMY3001
w5 DCyBorD## X188 (CyBorD) B *°
(%) *4 (n=193) (n=188)
2£Grade Grade 3X[$4™ Grade 5 2£Grade Grade 3X[4™ Grade 5
L dY)  58/140(41.4%)122/140(15.7%) | 14/140(10.0%) | 38/133(28.6%) | 16/133(12.0%) | 7/133(5.3%)
1L\ ="
N 5/53(9.4%) 0/53 0/53 3/55(5.5%) 2/55(3.6%) 0/55
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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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