GN
*20194E 12 2XaT B 1ML, JHHEAT)

B 3k 2~8CHRAE A AL b
BExhEAE - 24 H 874291
b FEUHICD38E/ 7 A—FIViitk Q_ o .
R 47V LY 7 (BiaFERz) WA
BI%E " — IL/“ ®
= A JEzEs
Ay RS 9 " 1.1 Y 5 1 SEEEE100mg
11— ] n ®
N N
9359 LY 7) 1 SEEHE400mg
® . 100mg 400mg
?Nfﬂfxﬂﬂwmﬁi”“”" ~ AR 5 | 22900AMX00983000 | 22900AMX00984000
MEE - EMEONFLEICLIVEHT LI W B LTI

1. B
- B A

AEOKREG, BREFCHAMICTE HERMRICSH
W, EMBRBHEEBEOREICH L THaBHMH - &
BREFOEMDD & T, FEDORENEY EFHWEh
BEBIDHICITI Lo Ty RERRKICEILS. &
EXBZOREICEWERVOERMEE T2 ICHBAL.
AE2ETroRkEEMAKTH L.

2. BR (ROBHEICEBRELEWVWI L)

AR DB R L BBUE OB D & % B

3. #HRK - MR
3.1 fHR%
74 g? 'H‘l/ v 7 A 577 '*7“1/ v 7 A
FUEEELOOmg | AT EHE400mg
131 7 VH) P31 )
iy (UGB | A
100mg/5mL 400mg/20mL
D-v>= b= 127.5mg 510.0mg
7 b4 (o N RPN 17.5mg 70.1mg
| BERE S b U 20KA1E 14.8mg 59.3mg
A ey v b 20 2.0mg 8.0mg
KRR 0.9mg 3.7mg
FENEITF v A == ANA A5 — I E W& SN,
3.2 HADHIK
PEIR (L~ O]
pH 5.3~5.8
BEITET 91 CERLAIRICR 3 5 1)
4. FHEEXIIZhE
SRIMEEHIE

5. RHEEXIIRICEET =
5.1 [17. FRAE ] OBEOWEZHBAIL, KFEOFMMER
G IR L7 BT, MISEEORIREIT) 2 k.

*6. AERUVCHAE
fOFE RIS & OBEHIZB W T, @H. BAICIEY
TV AT (Eaf#z) & LT, 1F16mg/kg% . Bf
AT A PEWEER OB SA4 7 VEEZEL T, LTFO
AVEIBEOF SR T AisEET b0
AL LERBIRIRE. 208 R RS M O 4B MR ONE TR 53 5,
B - LA, SEBE L O GEEEREONE TR G3 %,

7. BERUHAEICEET 2=

7.1 RAZ HMIRS L7256 OB R 0% T L
TV,

*7.2 RA OG- EIRE, %5 MBOZETRL, RH & OHT
HPUEMESAIZE IOV, [17. BRER ] OHEOWNE
BHAL 7 ETEINT LT &,

7.3 KHEFG1Z & SHinfusion reactionZ R S 572012, A
FIHE5-BAMG 1~ SHE M AT IS B B2 - AR V€ v, fHEESRH
Ui 2% I VR &S5 $A2 L, F72. BIVEDinfusion
reaction ¥R S 572012, LEIZIG L CTRFFR G412
RIERERVE L FeHG 358, [11.1.15H]

7.4 RFNIAEF TR E AW CHRZORREZ1,000mL &
L. 50mL/FED$ 5 3 & C riiigiE 2 IG5 %o Infusion
reactionSild SN Do 72 AT, BEOIREZ L
LB AHRBEOREM G REZ L TOLHICETH TS
ZENTED, 72720, BHHEO FRIZ200mL/F &35,

AEDFEREODHBERVIRERE

L Be5-Baa & O3 58 (mL/)
pars | PR T T T as | s
D i
BER | RERMD | BSE | D
MEPES | 1,000mL
e T e T
3[%5%&;#; 500mL | 100% | 150 200

EL - A G- B AG e A © 3IER LLA IZinfusion reactionSiE® &
Nhaho728E, 500mLE 352 8N TE S,

12 0 A O200] 3 #5505 L2 e B AS100mL /g 2L 1 Cinfusion
reactionZSilsd H N7 o 7285 A 100mL/FEH & G5 %
ZENTED,

7.5 Infusion reactionZ3FEH L72%;6. UTo L)1z, &
FlOPeGHlr, ik, 5 EEOZEESE @) R ULiE %
179 2 &o B, GradeldNCI-CTCAE v4.0l2# L 5,
[11.1.1=H]

- Grade 1~3: KF 05 24 5 2 &, Infusion
reaction?® 45 L 723541212, infusion reactionZSHii:
DU T OG- HE TS 2 HMTL I LA TE S,
Infusion reaction®FFEDTFED LN - /2E1E. b
FLOR [REOHEREORE N O GEE] 220 L.
HHREZETT LI ENRNTESL, 72721, Grade 30
infusion reaction?3[HIFEH L 7235 A (AR HK 0¥ G- %
EdazE,

- Grade 4 : BHlOHG 2352 &,

8. EEREXRREE

8.1 BEEHIHI S b D I EDHLDOT, KEIOWESH
Fe 0¥ 5-mid . B RAESE 21T, B OIRE
ol sz b, [11.1.280]

8.2 AHNL, ARIMER EICHIL TV ACDISEFEA L., M
7 — I AR BB & e DRSS D B0 MET
WIIAFIREIEG L V6r AT CTHfT 2 aEMEDH
bo ZD720, REFGHNAHAPADOA 7 1) —= >
T hEO RN R MMATREOEEE T 5 2 & i
BFESNTVILEAIL, RFE N LMEY — 2 2
BAOT IOV TEBREIZRMT 52 & Y [12.12H]

8.3 I MIESEMREED D S b D EWH LD T, G
BRI N O e 24T ) &, BB OREER 5
CHES L2 L, [11.1.42H1]

8.4 RA DG L WBRFRY 1 )V 2 DOFIEMEALIZ X 5
HEPHSDLNLI EDHDLDT, KEFEG 1257 - T
BEJe™ A )V A &G DA HE A T RR L. ARFN P 512 ) 7
WEx479 2 &, [9.1.2, 11.1.3&1K]




9. BENEREZEIHBEFICHETIER
9.1 AHHE - BMEEZEDNH2HEE
9.1.1 EMFARMMAREBEE L ITEXIREADH 32 EBEX
EZhSDERIEEDH 2 BE
HHNOFe G- E & U CRESLIRFI N WA AT T A R
FIOG- %2 EET 5 Lo RAFGHRIGERE T &0AE
TIERDOFER ) A7 INEL e b BEND D D,
9.1.2 BEIFFRIAM I AF v U 7DEERIIHBsHEEMET
HBcHiiAE M2 U < (FHBsHLiARM D EE
RHEN OG- FlAG 5 Lk L CHFREEMR A R IT 487 4 )L A
R=HN—DEZY) YT ERAT) B E, BEFFETAVAD
FEHEALOBBECEROFBUEET 5 2 Lo BHIOH
Bz X DBEFE Y 4 )V A OFEMALIC L A F405D 5
bNDLTENDH D, (8.4, 11.1.35H]
9.4 &EREEE T BE
TR RE 22 TME R O/ 8 — b F— DS lR$ A etk & 5
BExr LCid, RFNF G R ORFN B 54T th—E
MY 2 i 2479 KO IREST 2 2 & B0k
AT BRI ENTBOTAHTH S, [9.52M1]
9.5 1¥4®
Il SR L TV B I EME O B 5 Lok, dflE o
Akt z Bl s L HWr SN a0 AELS T
5T ko KFl e vz EssEmEERBRIEER S L Tw
WA, 1gGLE / 70— F )VPUKICRig@Eattssd 5 2
EPHISENTWA, [9.45]
9.6 BILIF
HEBRLEOFEZMER CHILREOFFEEZEE L., 2o
B SLT I 2T A2 k. ARl PHLITTFANOR
FiEME &SN TV nds, b MeGIEILH o7+ 50
T BHSBATT AHED D %,
9.7 /MR
INRER R G & L FRARBRIZER L TV e,
9.8 SkE
BEOREXBIZ L2 OEEICRG T2 L, Sl
TUE— I AEFEEET LT b,

*11. BMER
ROBEWEHDH 5 bND I EDHLDT, BEE 52
TV, BRSO NG EIC3HEG 2T 2% 88
YREEITH 2 &,

1.1 EXLEIER

11.1.1 Infusion reaction
TFT74 TR — B Bk, EIE, KA, K
FEFadE, WL AR BESE Dinfusion reaction (47.8%) 7@ &
bNDLZENHY . L OLEIE. MR GEIZFEHEA
RO BT, 2 HUBEORGEFIZH RO LN TS,
BHENRD LN HE X, AR ORGSO d ik L
WY RGBT & & DI, ERDEET L EF TEED
IREEZR 4312539 5 2 & o HJF Dinfusion reaction? id
O oA KEOEGHIEFEOBY) R WLELZITH) 2
ko [7.3. 7.5%H]

11.1.2 E§ENHI
M/ (16.7%) IR EREA (18.6%) . V) 7 XER,
A (7.0%) K OFEEMEIFRERAME (1.2%) So-EH
FBHSbLNLI ENHDH, [8.15H]

11.1.3 B3IE
fiige (7.0%) FEOHEELEGIERL, BEFET A VAD
HEHALSH S5 bNAZ ENH D, [8.4, 9.1.22H]

11.1.4 [EEREERE (0.2%)
FHEAES SN A GE R E R AR, SR
B MUERIRR SR OG- EATEE) %179 & & b2, ERD
RS2 F CREOIREL TI2BI%T 52 &, [8.32H]

11.2 ZOMOEIEA

109 |- %%jfﬁ 5%
A . R RY MR
AT i I s DAL S
—. BB
S R LA ED
I R E I
W e | DI PRI, 1% i 7 JlE
R OHERR | Wik
[ 5
E ;
R a0 G, T
o B LR e 2=
— % - Bl | g5 SEEL, HEGE | RANTRIRAR
E R OG- I
EAL IR RE

10951k ﬁﬁff 59K

Gt 7 AR | ARk A v
IO Syl
rTR AR kg
ML % O i, sk
VSR E Wb
o FRGRE ., &7
ﬁg@;* W AR .

e FiAk,

12. BBRRERBRICRIFTEZE

121 AFNIRMER EoOCD38E#EE L, PithkA s ) —= v
7R R O A TERER I TR B0 AFNC X B
B — A ARBA~OTWERET L1012, VFH AL
4 b= (DTT) I (RH) & HRIMER EOCD38 & Dk
HRIET L) BT 52 L, Kellfl B EIZDTT
METEET 20T, AHAPUEA 7 ) —= 2 7I2BW»
TKellE B HUE 120§ 2RO G A ARRE L 72 5 2 &
ICHEETLHI L, YV [8.25]

12.2 ANt MG/ 7 a—F Uitk Th Y, Mmish
M% > 7327 O I & TS KB i O LG 562 [ 58 1 0 5
BT 2D S 5 1gChTU 2 38 REEMNG % A
TLEEIIBIT D% (CR) OFHENLCRAY S DO
FEOFMIEEL RAT T WM S H7-0FEET L2 &,

14. BRHEDIEE

141 EXFARFOEE

1411 RHD AR S HETH D2 L 2 WRT 5o ABH
BT R X AZ B YD RO LN E T L T &

14.1.2 EFEETICBWC, HREHAEHO SFE Ny 7
NIFFEREL D, BN A2 AH L FER SRS,

14.1.3 A 2 LEEHREWY) . HBAER AR O S/ Sy
FROBECARF ZMRZ 5 R)ELE =V, K)o
Ly, RyzFLy, R)FL 74 VREETF
Ly VT — MORGENy T RORSET WS Z
Lo mRITMHEBRE T CITH 2 Lo RERAEHEIZONT
(BRI a N

14.1.4 BRI L ., IREUIHHE S LW &,

14.2 EHIRE5EHOEE

14.2.1 AHFGRNCRH TR LB of e AR CHERET 5 2
Eo RFNEZE VSV B TH B0, AR OFFHE L5
XA e DR F 5500 SN DT FEtED B 5 o ANEBRL
TR AT EYDBD LN EZHH L 2w &,

14.2.2 KFNIEER 2 S ATV R WO, EPETICTE
WO b & REN ORI G- FEH b & o 150 H LIRS
w5 THZ &,

14.2.3 FHRBE S ICHFE L 2 WIEEE, BT I2T2C~8
CCURMEET LI LN TESL, BHLAEWVWT &,
14.2.4 RHOFHER@E 2535813, S4 0Py 7Y —
(Y FbFP Y 7)) =) TERAKAEOENWERY) =~
FIWVANWVKY, RYANVKVEDAL 54T 4 VY —
(R7F A4 X0.22um¥X1%0.2um) #HWTHRGTLHZ &,
I/, RuwLvyy, Ry75 vy, K)ELE =)L,
ATl IR ) =F L BT R Y TR A

7G5ty NERWSLZ &,

14.2.5 fo3EH) & [F UHET 4 Y IZTRHEAIZITT bR W
Nl

14.2.6 HRAOZOIC, RERKREERE L 2w L, &
fERERIC OV TIRBEYICEERT L 2k,

*15. ZOMDEE

15.1 BRER{EMA ICE D < 155
KRANKS T BPARELED RO SN2 EFOEEIE, 0.3%
@) THH., o) BIFNIB VT, KENIKT 5 H
ALk % 7R 72,



16. EYEIEE

16.1 Mg

16.1.1 MMY1002:88% (EIREKER . BAIFEEY)
HAR N D58 AT HEETE D % 58 M BIIE B OB, ARFIS™ ik
16mg/kgx MRS L, 2LAM Y + v 2 27 Mk, $22075 513
Mg C6lIZ b7z ) jKAEH S (HET7THE) L7z A#I16mg/kght D
I IR, )G T 2321 pg/mL. 13 R T O ik
(71 H) #%5H12601pg/mL, %54 TH:121094pg/mLCTdH -7z, 2

1000 -

—e— 16mg/kg
--0-- 8mg/kg

100

MEPHSY LAY TRE(us/mL)
=)
L

0.1

0 7 4 2
BRE)
BAANOBRISHAMOSRMERERE CARHEMEIRS L
fLEZFOMBERS TV LY T (BIFHEERR) REHE (THE
TEERE. AT OY N
BEAADOBREIIHEEMOSREERIEREICH T 2 XFF MRS
R1BEERETORK (TEE. $570) BE5RBOEYHEE/NT X —4

%1H 8mg/kg™® 16mg/kg
(N=4) (N=5)
Cumax (ug/mL) 140 (52) 321 (73)
AUCit (h - ug/mL) 13370 (4547) 122203 (143037)
AUCo-7ay (h + ug/mL) 10156 (2989) 28897 (6903)
Tz (h) 68 (15) 407 (515)
V (mL/kg) 65 (26) 72 (18)
#57H 8mg/kg™ 16mg/kg
(N=3) (N=3)
Curougn (ug/mL) 138 (11) 601 (236)
Cumax (ug/mL) 350* 1094 (399)
AUCo-7aay (h + ug/mL) 36753* 125836 (37082)
Ty ()
*N=2

) ARNEIX16me/kg (BRHEE) Tho.

16.1.2 MMY3007:5% (EIREERRER. KIVTFJIT. 2777
P RUTL K=V OrXRidprednisone* & DB AEEE)
RIGHED L ST BEIE B E 32960 (O b HARALLE) 12, AH]
16mg/kgk RNV TV I T, ANVT 7T KOTL F=vurLix
prednisone* & OB P TLEMBE T8, i\ T3 FET48
. F NI CRER S Lz PG iR, 7
3% 548 T #2267 ug/mL. 338 B B < o300 H %5 0% 551 12
274ug/mL. 5T 2596 ug/mL. 3HE B TO9El H %50
HEi2296ug/mL. %548 THEZ636ug/mLTdHh - 72, ¥

o AR

16.1.3 MMY3003:K5 (EIREHFERER. L FU NI NRUETXH X
2y EDGRER)
FE I MEAETE D 2 38 M5 BIE B 228360 (9 & HARA2061) 12,
AH16mg/kgZ L 1) K3 FROFTEY A5V v &P
TLHEMRET8ME, v T2 MFET1608., Z AL LI L 408 [ BE T
B G U 7ze PG PR 1L, WP S-# T HFI2329ug/mL, 1
HEETORE SEH) #5205 LAME QEERES~O%
fTH) OF5H112608ug/mL, 58 T#Z972ug/mL. 434 fE
B~ OBIT2 557 A%12255ug/mLTH - 72, ¥

16.1.4 MMY300458% (BSLERR. RILTFVYITRUTEFH A HY
> EOHREE)
I EEETE O 38 M5 BN B 2436012 . ARHI16mg/ kg% RV
FITROETFEY A5 L ORI LR TOME, ki
WA CTL5, Z L LIBE I Z 48 0 © KBRS L 7z. “FEIn
THE I, A S T ERZ2318ug/mL., AR R T o7 Hix S
O 5HI12502ug/mL, 58 T #:12860ug/mL. 3 [ T o
VPG 5 3AM % (GEMBHESG~OBITH) OF5H112371ug/
mL. 4EMFEEG~NOBITH HR37 H%12289ug/mLTH - 72, ¥

17. EREREGIE
17.1 AR VURELMICET 258
*17.1.1 MMY3008:K8% (74155 I MEERFREAER)
& MR AR 2SS & 72 © 70 W RIBIE O 2 38V BiIE BB 737161
ERRIC, L) R FROTFF 25V ot fgd: (Ldgk)
LLAFEEICARHK % L L /-DLAEE R LT 5 7 » ¥ 2 fLIEE

TR Ll 2 9506 L 720 FEEFFAE H C & 5 MEbg 0 A 17 B 1
OHULEE, DLABE Tl RFE, LABFT31.97 H (95%[EHEXH -
28 O~HESEARAE) TH Y. DLAB TR FMICE E AR EE 2R
L7z = FIt 1 0.56. 95%EHEIX M : 0.43~0.73. p<0.0001
(3 Log-ranktRsE) . 20184E9H24H 7V =H Ay v+ 7],

100 ]
80
5
& 60
Bt
I
bl
fih
0 40
L4
DLd Ld
(N=368) (N=369)
20
Median progression-free survival - months NE 31.87
Hazard ratio for DLd vs. Ld(95% CI) 0.56 (0.43-0.73)
P<0.0001
0

T T T T T T T T T T T T T T T
0O 3 6 9 12 15 18 21 24 27 30 33 36 39 42

HEAE

Subjects at risk

Ld 369 332 307 280 254 236 219 200 149 94 50 18 3 2 O
DLd 368 347 335 320 309 300 290 271 203 146 86 35 11 1 0

—+—Ld ---e--- DLd

SR A T HIR O Kaplan-Meiergh#g [MMY300855%]
DLA# : AFI+ L F ) FIF+7F 25y, LA L) FI F+7F
Ay
W) ARHOHER O 2802194 7 ve L, 1A16mg/kg% . 1AM

Mk (1~8HH)., 2EEEM (9~248H) RU4EMMEE (25818

F) CTRGEEE L 72
E2) L) K FoMEROHE 2808 #1914 7 )V & L, CrCL>50mL/

min O ERH 121325mg % . CrCL30~50mL/min®#: 5% 1213 10mg % 1

H1ml, 210 MRS Lz B, ERICIS Ul EHE L 72,

#3) FERFAYVCOMEROCHE  28HMZ 1A 7 V& L, 40mgF 1.
8. 15K V22 H BIZHIRN LR Lize A3, FERIZIE U B R
=L

DLA#:36461H1308%1 (84.6%) |ZEIVEMA (BRI LR % &)

WERD STz FRBIEMIL, infusion reaction 203%1 (55.8%) .

UF R ERIE A 9661 (26.4%) . 9577060 (19.2%) « M- R EES05)

(13.7%) . #1M49% (13.5%) 5 Tdh o720

17.1.2 MMY3007:85% (EPRHFE I FEER AR EAER)

MBI O BIE & 7 5 2\ ARG O 2 36 V5 BlE 535680
Bl (HARNEZE240% &) RIS, KVTVIT, AVT 7T
Y ROT L K=y v Lidprednisone* D Bf I (MPB#RE:) &
MPBJ#:\ZAH % FFed L -DMPB#gE% L4 % 5 > 4 2Lk
BRI R G L 7z EEFEMIE H T d 5 MR A
Mok, DMPBEECldk#E, MPBET17.94 H (95%(5
JEIXH 0 16.1~19.8) TH Y., DMPBETHEFMICAE R EES
RL7: D= R 0.51. 95%IBHEIXH 1 0.39~0.67. p<0.0001
(&5 Log-ranktisE) . 201746 H12H 2 ) =H VA v b+ 716 ¥

100
80
£ 60
B
I
b
o]
2
B
DMPB MPB
20 (N=337)  (N=343)
Median progression-free survival - months NE 179
Hazard ratio for DMPB vs MPB(95% CI) 051 (0.39~0.67)
0+ P<0.0001
T T T T T T T T T T
0 3 6 9 12 15 8 21 24 27
HER
Subjects at risk
MPB 343 291 265 250 222 122 59 8 2 0
DMPB 337 309 299 285 272 170 87 34 10 0

I E A IFHIR DOKaplan-Meieri#i#E [MMY3007588]
DMPB# : RF+ R VTSI T+ ANV T 7T+ 7L F=vnariik
prednisone*. MPBH# : KV F VI T+ ANVT 7T+ 7L F=vnary ik
prednisone*

ED AHOPEROHE  1~9% 4 7 Vv E T2 %191 7 v, 10904
7 VP28 2 191 7 v e L, 1l16mg/kg% . 1AEMER (1~
6EH) . 3FEMME (7~54H) K OB MM (5508 H LIFE) T il
L 72,

W2) RVF VI 7OMEROHE  2LHM %194 2 )V & L. 1.3mg/m?%
1~24 4 7 )VCidE2m (1, 4, 8K U1IHH), #3~18% 1 7 LT
LR (LR O8HH) K TG IEIRNES L7z 2B fERIs
U3l B L 7o



W) ANT 7Ty ORERCRE A2HHALF A 2 Ve L, 94 2 v g
E;{?:'mf/fmz%l‘ 2. 3R UMH HISREIHEY L7ze AB. RIS Ll
oS Zo

#4) 7L F=vur Lidprednisone*® HE K Ot 42H M 2191 7 )V
L9 A 2 v E T60mg/m*E 1. 2, 3KUMH BRI G Lz, &
B RIS U R L7,

o EINRIKRE

DMPB#:3336171193%1 (58.0%) (ZEWEH (BRMAERE 2 &)

RO BTz, EBEIWEMIL. infusion reaction 10361 (30.9%).

TR ERIRAT16 (21.3%) . I/ A 6361 (18.9%) . £ 112861

(8.4%) . WL R#E2451 (7.2%) ZCTH -7z,

17.1.3 MMY3003:%5% (EIRFHFISE I HAERARHER)

1LY A YU EORHEEIRE % A3 5 BRI HGTO L 55 5

JEEZS696 (HARNEEGH Z &) ZfRI2. LFY FI R

OCFFY A5 O (LdEE) & LdEEICARNZ e

L 72DLAFEZ S 5 5 > 7 2 AL S Ml i i sk B & 920 L

720 ETFHIIE H CTd % S EAAF IR O dLfiii, DLAEETIE

FFE, LABETIS. 44 A (95%IEHAXR] © 13.9~HEEARE) TH

). DLABE CHEMAMICAEERILRZ /R L7z [)VF— R 0.37,

95%IEHEIX I 0.27~0.52, p<0.0001 (J&HILog-rank#isE) e El

WEHIIE H T3 2 &AF M o Pdeiii, DLABECIERIE, Ld

HT2037 ATH Y. MAFFMITHELRERIIED SN TV AW

[NHF— R 0.64. 95%IEHEX R  0.40~1.01. p=0.0534 (JF

J& BLog-ranki5E) . 20164E3HTHZ V= A A v A 7], ¥

100
.
Y.
. YN DLd
80 7 M-"“ -4
IS
< 60 4
i
44 Ld
il
0 40 -
4
oLd Ld
20 | (N=286)  (N=283)
Median prosression-free survival - months ~ NE 184
Hazard ratio for DLd vs. Ld(95% CI) 0.37 (0.27-0.52)
£<0.0001
0 4
T T T T T T T T
0 3 6 9 12 15 18 21
R
Subjects at risk
Ld 283 249 206 179 139 36 5 0
DLd 286 266 248 232 189 55 8 0

I E A 77 IR (O Kaplan-Meieri#i# [MMY30035:£82]
DLABE : AF+LF ) FIF+FFF Xy > LdBE: LFY FI F+7%
Ay
D) ARFORER O 280 %194 2 ve L, 116mg/kg% . 1AM
B (1~8HH). 2MRIHE (9~243H) KO FE (25 H 1L
%) i L7z
L) FI FORERCHE 280 %1914 2 v & L, CrCL>60mL/
minDWEFEF 121325mg% . CrCL30~60mL/mind#E&# 12 1X10mg 7 1
ALE. 21 H BRI S L 7ze 2. AEIRICIES U B R L7z,
FERY XYV OEROHE 280 Z1H A 7L E L, 40mg# 1.
8, 15/ U220 HICEHIRN LR IS Lze 7B, AEIRICIE Ui
L7
L) R 3 RICx LRttt 2 7R3 L3 B AR B o BE 1L
L7z
DLA#E28361IH1 21561 (76.0%) ZEIVEH (EERMAMEEY &)
WO SNz, EREIWEHIL, infusion reaction 158%1 (55.8%) .
IR ERIE A 4361 (15.2%) . E5GEIEGA3%) (15.2%) « 9% 573511
(12.4%) . BEBk34%0 (12.0%) CTdr -7,

17.1.4 MMY3004:858&% (E4155 I #RERERER)
1L A 2 DL EORIEBE %463 5 5 UG O £ 385 j
498G 2 X R, KV TV I T ROFFH X5 2 Ot
i (Bdg:) L BAUEEIIARH % e L-DBAEE % LK
%7 v & MUIEE R R & S0 L 7. EEEHEIEE Ch
B AL IR o th gL 1X . DBABETIERFE, BABETT.2%
H (95%fEHEIX [  6.2~7.9) Tdh V. DBAME THATHIWICHEE
BIEREZ /R L7z Y — R 0 0.39. 95%EHAIXH © 0.28~0.53.
p<0.0001 (JEBILog-rank#sE)]e RIRFHIIE H Cd % A A7 4
DOHFYEIE, WTNOBLRFETH D . METFNICEERIER
FRED LN T W\ [N — R 0.77, 95%EHEIXH - 0.47~
1.26. p=0.2975 (JEkE@3H|Log-rankf&E). (20164E1H11H 271 =
ANy bET)] Y

#2)

1:3)

14)

100
80
<
£ 60 A
i
b
i)
840 4
B
DBd B8d Bd
20 A (N=251)  (N=247)
Median progression-free survival - months NE 72
Hazard ratio for DB vs. BA(95% CI) 039 (0.28-0.53)
0 4 P<0.0001
T T T T T T
0 3 6 9 12 15
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