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B850, Tmg/m2 &)

KA O¥ G % i 20 HIER L, 2

HEMZ 2 IEM % Z T 286134

Fl & RIS %,
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RIS 5o WE L 2B EARH O
e hmx LR e L Tik5 3 %,
(1.3mg/m20¥41. 0mg/m2-~\i,
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GREHE)
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HZ &, [9.1.2, 11.1.7 1]

8.4 KRIHREEENDHLDLNLIENHLDT, WEK, Hl
R, R, SRR, AP, MR EER SO
Za—uRF—DERIZOVWTEE T A, T2, KRy
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OHNTW D72, HENCREE (MERESE) 2179
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8.6 AANIM/IRAIEZF &R T2 AR ENT V5D,
RHENOF G- R MM R MRS 5 2 & o RFFKG 12
&0 B L 7 MR WA ) I R R O H I o>
BI2sd A DT, LEIZE LMz EET5Z & [7.1.1,
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8.8 JFEEBERE =D S b D T L DH LD T, EMIICIFEE
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8.9 MKIME GENMKIMEZ &T) OFHICIE, LEIZSL
THIER OFH ., KOHHH. I 52T VvavFaf FLUIR
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11.1.8 1]
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9.1.3 KM= 2 —0O/\F—DEK (BXIFFOLUN. &K
BXFIIERR) PRIRDHDEE
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9.3 FrieEE=EEE
KHNDZ7 )75 APMET L, BIEAP@RH S bR EB
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9.4 £hEREZE I DE
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9.5 1TiF
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B AERBIRT OB & F U2 tE ) BRI B O R )
BoOSNTze INLDOEFBRIIAFEREEDHL LR L7,
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BHEIC IR BN o 72, B TIlE—M I AR H AR
REAMETF LT\ 5,

% B, E#IITOGrade 3L EOAEF R OIEHIEE X,
ST HERVED L 38 M B % xf 5 & L 72 il 58 T AR B
(039ztBR) DOARFIEEIZ B TIEE0RELLT T64% (27/4261) .
51~64/% T78% (128/1656%1). 65 LI ET75% (93/124%1)
THolee 7o, WHLE THRE (02435 &% 0502554 5%)
IZBWTIEE0/E LT T74% (29/39%1) . 51~657% T80%
(104/130%1) . 66/ 1L T85% (74/8761) TH - 72,

10. #HEEH
b MFIzay—2a&HT2m vitroERX D, K)LTF 3
THF b 71— AP450 3A4, 2C19K% F1A20EE TH 5 =
ENIRENT WA, KK ECYPIAADIE . [HEH LI1xeH
EHE| A LT s BEFICB W TIE, BITER IR oW
FRIZOWVWTHERBET L L,

10.2 HEFR (HRAISFEITDHIE)

SeH 2% ERAEIR - H 8 i T - fabRA T
CYP3A4FHEH] A hadv =) (400mg/H|Z s DK OCYP3AL
b aF =i 24 H B RERO#RS) LIS T S HEERIIC X
% BEML7zE &, RVFV3|h, KH oA HE
T OAUCIE3SNIENL 7220, | D,
CYP3A4:EF] )77 ¥y y (600mg/H | Z s DHEHDOCYP3A4
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BEFH L2 &, Rvr V3| b, KA OB
7 DAUCIFASWILT L7238, [ S D,

1) ENTIRAPHF O 25858
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1.1 EXIFENER

11.1.1 fhifE=

M MR 25 (0.2%. 2.5%%0), S MAikiE (0.5%.
0.4%"V) . KK (0.1%. 1.6%%ED), A MEmk 55 8 fE 5 B
(0.1%. HEARPED) 235 5bn b I EPd b, ENDF
R TR oS I2B W T, KHEE OREBEBROE
ETERWAIESE (FEEM%) X 2T RO SN
TRHY, wyh & e L TR E O FE A DS S Wl Re DS
HbHo B, MEEOHUHLEROEEOD ) A7 K
TAZOWTCHERABE CIIfER I N T vy, S-SR
MR L. AKE]. ¥ 2 Vv ey JEmiEn sy ¥

1
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F Y D4R (2000mg/m2/H) % BEH L 72 ist
DRI BT, KF L OREEREAEETE LV
PRI S5 EFEGETE I X BTSSR Twb, [1.3.1,
1.3.2. 8.1, 9.1.1 =]
11.1.2 DE=
I o IMPEOA4 (1.3%) . LIS (0.1%) . LJEM
Yavz (0.1%). 0=l (0.1%) . (OiifE Ll BEEEAE)
WHoEbNbIeNdHb, T2, BGHTOLEERE IR
FHOMNEHEIIBWTHEZRPRE T 2IHREI N TV A,
HEMERIR RIS B W CQTHIRIERE OGN D 5 28, FH) &
OB EMEIZ O VTS 27 o TV v, FESE I HEA
DL 5 MR BT 2 5% & L 72y 8 MMM ERER IS BT,
KENBER TR A5 U EETHRB L 220 EEOISBIHEE
B ZFNZNAB R I2% T o720 D) LIRS (A
JfKE, OAE, 5 otk oRa, DEWEY 3 v 7, Jik
i) OFBHEIXZNZNE%K V4% TH 72, [8.2 K]
11.1.3 KRigiRE=
KRR = 2 — a8 F — (28.2%) . MR E KR
(14.8%) . #EE (8.6%). KR = 2 —a/xF— (8.1%).
JEERGE (3.6%). RMEE = 2 — a8 F— (2.3%). #
BHIE (0.4%) BHSHLNDL I ENH Y, FAEO K
Za—aRTF = MEEN TV L, AFOFGIZL D, &K
PRI LD EMES 2 — a8 F — A FIED SN DD,
R L EEREE SR T S =2 — a8 F — DI L
WMESINTVD, A 2 —a/8F— 122 T, itk
RILER A L A 249 BEOEMBES, —HoaEHRI|C
HEME = 2 — a8 F =25 L T 52D % A%,
T REREIEO N TV RV, 72, KFOFKGIZ X HE
PRIGYE = 2 — a8 F — S JEfE g B 2 AL & & 5 W e
HDo FREFHEMO LT Z R E L2l
MAHFERIC BV CGrade 2VL EOFME= 2 — 1/ 8F — %38
O7BETIIHERZEICL ) RS 2 —a 37—tk
H B IEEIEASL% THD SNz T2, Wy THEER S
B\ CGrade 3L FOFEWH = 2 — a8 F — % 5B L 7- 2%
WidGrade 20 =2 —a/8F— %2 L, 5% F kL - BE
Tl KM= 2 — 087 — ot d 5 W IZEIEAT73% TR
5Nz [7.1.1, 7.1.2, 8.4, 9.1.3 ]
MN.1.4 £S5 - NU—EREE, HEMEZRZ1—0O/(F—
(BEEAHH)
11.1.5 SEEHH
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PNDTEDND D, EHIEEEDIIH SN2 R, EIUE
(W METE S = v 7 5) RS0 EE 2 BIERHEEHT 2
CEND D, FENIIHEHEOLFEEEHEEZ TR E LT
HEIVE TIARRER I C B 2 EREOHIM (Grade 3LLE) DFEH
FIIRFNEETL%, TFHF AV EETE% Tdh - 720 MU/ME
BAEET A 7 VD11 H HICIRMEEIE L, BRI A2
JVEBIEHT F TIZIIE L 720 MV/IMRE DA & RIE D 785 —
IS DI A 7 Vb —B L TBY) ..
DMIEARE RO SN h o720 B TEHBEEDS
ZEME BERE & xF G & L 72 HEd RS AR R L2 B W Tl MK EL
DEAMEDFIE, B 5-FIETTOR40% TH - 720 5
HEVR I O L SRS REDE & )T 5 & L 7o iEh b S AR GABR L2 B U
B ¥ 5-BAAHT O ML & /NGRS E O B E FE & D IR
LT OFITIRT, [8.5. 8.6 ZHi]

TSRO L5 VB B 2 k5 & L 72 d L8 ARSI B 1 2 8¢ 5
BRAGTT O ML/IMBCEL & I/ INBGR A E D FEEFE & D BIAR

P& 5-BAHT O BEH 10,000/uLAi# o | 10,000~25,000/uLo
IR EE2) (n=331) #3) BEH (%) BEH (%)
75,000/uL Ll E 309 8 (3%) 36 (12%)
50,000/ uLEA L ) ,
75,000/ LAl 14 2 (14%) 11 (79%)
10,000/uLbL L 0 Y
50,000/ Lk 7 1 (14%) 5 (71%)

11:2) e H-FEET O M/ MEL & L T50,000/ nL L I % B R BUER 0 3L
i% L7,
113) FG-FaE O T — & AT
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13. BERS

13.1 #fg. fER
HEER S D2E 2B A 2l B G- X0 . B el & pE
) SVEDFEBFMEARIUE K O VIR AEA IS ST b,

4. BRLOZEE
14.1 ZEFREEFOER

14.1.1 BIRANIRS
INA 7V E HEAEBATERS.OmLCEM L CHHT A2
14.1.2 E %5

DNA 7 vE HRABAIER] 2mLCHEB L -T2 2 &,

TR O 7 ik
. KIVTFI 7 . KVr3I7
AR A A 7
Frasn g (mg/7 54 7 ) H R A AT R
HIR N S 3.0mg 3.0mL 1.0mg/mL
BTG 3.0mg 1.2mL 2.5mg/mL

14.1.3 RF OB P F OHEIZH 72> Tid. FEEMEN T
%7 EEIEIAT) T & RAIDFE LRI 2354
ik, EHICAIRTE S 2 &,

14.2 ERIRSIFDIFE
RENDINA TIVIEIAECE ) TH 2o I IZ8EEF LA
T2 2 &0 NA 7OV ORI BERE T
LIk,

14.2.1 BlRIRS
DK DR AT BT 2720, KEFKLGD-OD)V— %
HMELTEBTLI L, BOFEHIP S ENLTVEL— |
FHOCTORLERfTbEWwE b, T, BEF2— 7%
LB L, 5 RER»ICHRERAIERT 7 v v >
TR L,

14.2.2 E &5
MR L TG 5861201, ORI, L
RHNH G 5% EF—EGE 280 5 2 &

15. ZOfhDER

15.2 FEERPREHBRICE D 1B

15.2.1 @ (FVRUA X) 2HWZHBRIIBWT, LT
V'3 T e RRMBHR S CIRRIESEHE O/2~ 35 & & #Hk
W32 2 LIS 0 OB, O DG ey & OF
RIMED RO S, FCIZE o720 T O IHE 155 % Y



RIMEDREBIZBNTH . BHEIERZ RTHHFH 5
W HEFFE G T 5 UBIERRO 5z, 4 X0RERIZE
W, FAEHE CIEQT M @ OB RE 72 L 25580 51729,

15.2.2 BEE (5 v b)) 2BWT, 0.20%0°0.15mg/kg
(1.20% 1°0.90mg/m?) #ECHREH-KE LRz D21/ 2540 M UMK
& 5 IR AR O B fa st AY 780 & 729,

15.2.3 7 ¥ A4 == ANL A5 —YIEMIIE A HV s 72 vitroe itk
HERBT, FHlix T 7o &RIEHETH 53.125ug/mLLL T
Pl REE R RME (RS R s) 2R L7,

16. ZE4ENHE
16.1 MEE
16.1.1 Bshigs
FHE TR0 L3 EEHIERE IS, vy 70.7,
1.03131.3mg/m? (%n=3. 6Xi135~7) ZHM<T, 101,
W20E, 23R (1. 4. 8. 11HH) #RWZG L2 &0l
HHEOIIHBIZB IM8ER RV T3 7RIS % #ET L7z,
FREHO M PEEHERIZEUL TB Y., oM
HeEZNICHELSBERL LR EWVHAM M E v 2 ZHME0
BTFERLZ 72, EHEEMICBY 25658 (Vz)
I KTV TOMBRITENBIFCH D 2 & HURIE
SNz, G HETORKEOMERE, IHB KL, 11HH
BT, HEERN (t) OIEE, 5271075 A
(CL) DIETFAFEHEHTRONZ, 2D LIk, %5
KT O MAE T IEEE (Co) b UNV IMAE rr i i — e ) b 6 T
& (AUC) b1HHEWIIHBECEMEER L. —H. HE
M TOBOKEE., Coll HEAHBIMEIEFED H L% 5o 7245,
AUCICH L TlR&ERBEOICBWT, BABTOIXS 2 &1
KEVA, FHEAABEMEATED 517289,

P IHEATE D L S BIE RS ISRV TV 2 7420.7, 1.0X131.3mg/m?
THIRMAESG L7z & 204 BRA I2 BT B IEER RV 7 3 7Oy B
ST A—=8 (fEFFE 2 v a v =AY FETI)

- - 0.7mg/m? 1.0mg/m?2 1.3mg/m?
JORE lsma| @3 | w6 | @b
PHyfi| SD | CF¥fii| SD | Pt | SD
Co 1 73.75 | 7.89 |144.921179.31|185.84 | 57.65
(ng/mL) 11 130.68 | 71.97 | 147.19 | 72.33 | 187.03 | 54.31
AUC 1 14.04 | 0.70 | 28.58 | 24.86 | 46.50 | 19.89
(ng * hr/mL) 11 112.01 | 47.74 | 108.39 | 52.32 | 186.60 | 49.79
e (hr) 1 3.31 0.88 6.81 8.81 | 16.11 | 20.75
11 64.59 | 30.29 | 32.46 | 12.91 | 57.39 | 24.92
1 83.35 | 10.52 | 105.41 | 75.66 | 51.97 | 18.99
CL (L/hr) 11 11.77 | 4.67 | 19.63 | 14.50 | 12.10 | 3.73
vz (L) 1 406.92 | 154.03 | 520.08 | 349.87 | 894.41 | 682.35
11 978.51 | 263.13 | 731.69 | 242.35 | 957.81 | 350.40

) 10 H :n=7. 11HH :n=5

16.1.2 BN (I HAKRS
JE MR AL O BIS & 70 6 70 W RTEIE O £ 581 i 8
FiZ, RV 270.7, 1.02141.3mg/m? (%n=6. 5~6
WII3~4) #HBELIIANT 75 o RONTL F=vo vt
JHCEIRNIX G- L7z & EoIEER RV T 3 7R % iET
L7zo ZOfEH, MFHRIVF I 7Oy EREIZR L T
VI THMEGRE AV T 7T ROT L F=va SR
TREL LR S Do 7210,

MR O BIG & 7 5 4 VAR BERO S5 BEE S oKL 7 /3

7°0.7. 1.0131.3mg/m2% BMILIE ANV T 75 RO 7L F=vo Ui
THIRPIE G- L7z & MRV T I 7OIEYEHE ST A — %

. e 0.7mg/m? 1.0mg/m? 1.3mg/m?
JIE gk o6 | (es~6) ) | (ng~a)
¥ SD || SD | P | SD
Co.08n Hah | 45.4 | 10.1 | 59.4 | 18.9 | 120 | 24.5
(ng/mL) B | 34.4 | 5.8 | 69.5 | 19.5 | 88.9 | 19.6
AUClast Hah | 28.8 | 14.6 | 62.6 | 24.8 | 115 | 28.7
(ng-hr/mL) | $f/ | 26.7 | 12.9 | 82.8 | 13.8 | 75.6 | 20.4
W) RVT I THMEESE  n=6, AV 777 ROTL F=vn
Y PERES © n=5
H2) RV THMIEGE n=4, ANVT7 7T KOITL F=vno
v BEFIRS - n=3
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16.1.3 Bhigs
WHHEEEOD L L8 MEHMEREIC, RV V37
1.3mg/m?% B¢, 1H1E, E20E, 28/ (1, 4, 8, 11
HH) TS (n=17) ROEHRNES (h=14) L& &
ILHBIZ BT AIMEER RV T I TikER R L2, 20
FEH BT V3 TR TGO Coax S IR N2 5-F5 D
1/10CH 5 725, AUCLaldM# S TCRE S ERAE L Lo
e, (MEAT—4)

HIEIRIE D & 5 23S HIERE IRV TV 2 71 .3mg/m2% 2 T 5 RO
BHIRNIR S L2 & EOMBET RV TV I TOEYBIEE T A — 5 (AT
H o ravS—= Rk AV FETI)

S B BT S- (n=17) HHIRMES (n=14)
NTA=F Ffif SD it SD
tmax_(hr) i) 0.50 | (0.08~1.00) | 0.03 | (0.03~0.08)
AUCupst (ng - hr/mL) 155 56.8 151 42.9

W) il (RME~ oK fE)

16.2 MRUY

16.2.1 MPEOFESE
v MIBUIBRVT I TOMAEERFREAE1278.9~85.7%
THho7z (nvitrow BEYFAMEP:, 10~1000ng/mL) 2,

16.4 {3
L MZBITARLVT VI TOELRBREIEN A Y FLT
HY., e MFI OV —2E W vitroBERE D, KL
TV T FEIZF 70— 4P450 3A4, 2C19 S 1A20 3
BThHAZEIDRENT WS, F M7 10— 24P450 2D6 K O
209D HE 5T/ &y, T2, b MFI 7z u vy — A FH Wi
vitros B X ) . RNVF I 72X AT b a—24P450 1A2,
2C9. 2D6 K U 3AANDIHEREIZFI A (ICs=>>30umol/L.
>11.5pug/mL). F b 7 0 — A4P450 2C1912%F 9 4 BHERE
(ICso=18umol/L. 6.9ug/mL) 2RENTWEH 720, K
FOWETH 2 FEHOIMFIRER A SRS %,
MAEFE v N T 2 W 72in vitroiER L D, K73
TIZE BT 71— uP450 1A2J% OF3A4D BIHE 7 5538 Ak 1%
RO LN oT,
R OEEOFE © BiA 7 FAL S N7 ACHW IS %2 R

K713

16.5 #Eitt
L MIBUT LRV T VI 7O I E E L Tni v,

16.6 HEDERZE I SEE

*16.6.1 BHpEREE

sVT7F=r )75 AME (CrCL) THHE L7k~ 7 fE
EOBRIEETET A2 EEERNRIC. RIVT VI TOEYH)
REABRZEM L 720 T2 BIRICRVTF Y I 72%5 L
BN EE L KRR A AN, KVTF VU 370.7~
1.5mg/m?*% B2 E RN S L7z & EO8HHO ARV T '3
T2 )75 A (CL) ZUTO@EY) THho72¥, FHEA
F—%)

BB ORI O Mg AR L7V 2 7OCL (8H H)

[Eratiiracy

;"’%}‘;‘”“@ =60 40~59 20~39 S -
(crcL) mL/min/1.73m? | mL/min/1.73m? | mL/min/1.73m?| mL/min/1.73m?

nik) 14 11 16 3 8
RSN 31.1 31.1 27.9 27.7 24.7
SD 9.8 17.3 15.8 13.4 10.1

) SR B AE S S 15

16.6.2 FF#EpERE=
CYIVE METHEL 7284 2 REOFiE H3 5 8%
ERGIZ, BT 3 70.5~1.3mg/m? % 2[R NI 5-
L7zl EORNVT I 7OHETHIELL/ZZAUCIZLLT O
WY TH-729, FHEAT—4) [9.3 2]

e ORI O e RV 7V 3 7O s THARL L Z2AUC (8H H)

FFPEREDRREE  fERk el SRk AR MR ERMEME O fEREEEHEME O
(B )V E i) PIF >1.0~1.5f% >1.5~3f% > 3%
nit) 11 9 8 14
ATl 52.2 51.9 85.0 83.2
LI (%) 26 91 27 57

1) SEME)RERY:(ifi ek SR



16.8 ZDfth

16.8.1 £YFMEIF MR (FTRS)
ATV I 7HESH3me [NK] &, s A FiES H3mg
EIRIMBIOFERE R G QRE) MSF—& %5 X9 Wik
FHEITo b0 THY, pHL KiIE, BEE., VT3 T
DA IRILER e & OBH) S0 72 F S 2 G L2k R. W
H O FEEATRER S Lz

17. BREREUIE

17.1 BIERURZEMHICEY 55358

(ZHEMEBHE)

17.1.1 ;B85 5 MAELLEGAER (0395H5%)
B ST G M 0 2 58P BOIE L0 3 4 i dh 45 T L et
B (0395488%) 1B 2 EEIEIL TOE B TH -7,
1~ 3 OHEEEEZ AT HEEE TR E T HEELLIES
MBER LB O RV 773 THETIEL . 3me/m2 % Bk PN#%
G U7z NEBEMEHIHE (TTP) &, 7% 2% U U #
D3.5% FA (FPdefl) 1 LT, RVFV I 7HT6.2% A
(PLfl) Th o7z EFEHMMONY— FIuiE, 0.57 (95%
fZHEIX[H10.40, 0.81; p<0.05) THo7ze B, HEAFHIMH
ho L, E@REORLVTF VI THTLI6.6 A THo72L
g, BRI AYE T RTEEMAETH o 7217,

HEYN AR LS (039385%) (2 381F B AR PEfRIT O 2Ky

S BAERIBA O & | FiAE R EC 10
FUTFV FEFA|RVTY FEFA|KVTY FEHF A
N LAV N AN N AN
FHiliE n=333 n=336 | n=132 n=119 | n=200 n=217
TTP
A7 M (%) 147 (44) 196 (58) | 55 (42) 64 (54) | 92 (46) 132 (61)
i (F) 6.2 3.5 7.0 5.6 4.9 2.9
(95%(EHEXH) (4.9, 6.9) (2.9, 4.2)](6.2, 8.8) (3.4, 6.3)| (4.2, 6.3) (2.8, 3.5)
Y= Rl 0.55 0.55 0.54
(95% (= HEX 1) (0.44, 0.69) (0.38, 0.81) (0.41, 0.72)
pfifED <0.0001 0.0019 <0.0001
Jacyea til i
TEHEES (%) 51 (15) 84 (25) | 12 (9) 24 (20) |39 (20) 60 (28)
NHE— R 0.57 0.39 0.65
(95% 5 HEIX ) (0.40, 0.81) (0.19, 0.81) (0.43, 0.97)
D <0.05 <0.05 <0.05

H1) MAEAILOREBIRT- 12 & ) #EE L 7-Log-rank#%E T OpfH

3314517324451 (97.9%) \ZEIVER AR Sz, FRRIER
[10%LL Bz ftdk] &, T [1736152.3%]. HE.Lv [1726]
52.0%]. 57 [131%139.6%]. MU/ [1096132.9%].
AR [1006130.2%] . fER [996129.9%]. Mg [96%4]
29.0%]. FAME= 2 — a8 F— [936128.1%]. FEE (675
20.2%]. $EE [656119.6%]. HEJIAE [64%119.3%]. &
M [63%119.0%]. B [626118.7%]. 3895 [616118.4%].
Wi [616118.4%] . WFrhEkik A [596117.8%]. fE

[541116.3%] . MW IAEE [426112.7%], B&4e [396111.8%].

RIS HE = 2 — 1 /3F — [386111.5%] TH o720 [5..
7.3 28]

17.1.2 ;855 MHEEER (MMY300255%)
T MBI RS HE DB IE & 72 & 72 W RIGIE D £ s 5 B 12
X9 B LS AR SR (MMY3002508%) 12 31F 5 b e
BUTOEBY THo7z,
TE MRS RL OIS & 7 5 3 WG DL 5B HiE B3
RS E S DM EALIEE MR LB IC B W T, A
7 7 9 »9mg/m? & prednisone*60mg/m?D ff 1 (MPHE
) EMPHEEICARIL TV I 7 (BRI S 1.3mg/m?%
e L2 MPBIREZ B L 72, JEEBTEEIEIER (TTP)
X, MP#®15.0% H (fdefi) 12xf LC. MPB#ET20.7%
H (hafi) Tho7zo AFHEIE, MPE®43.17 H (F
Jufif) 12%F LT, MPBEETIZRELETH - 721819,
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WEIFEE TN SR (MMY30023885%) 12 351F & A b PLA#AT O %4

MPB MP
n=344 n=338
TTP
ANy M (%) 101 (29) 152 (45)

el (F) (95%E I H)
A= N (95%(F HHIX )

20.7 (17.6, 24.7) 15.0 (14.1, 17.9)
0.54 (0.42, 0.70)

pffii2) 0.000002

ayea i}

FCREE (%) 109 (32) 148 (44)
hgeE (H) (95%3 HEIX ) NE (46.2, NE) 43.1 (34.8, NE)

= NI (95%(EHEIX ) 0.65 (0.51, 0.84)
pfiii2) 0.00084

ED 1A 7 VELIHBE LT, AVF V2 71.3mg/m2% . $1~3
A7 VOEL 4, SR UIIHH. 59~18% 1 7 VDR U8H
FZHERIR N 5o

H2) MEEAILORE IR T2 X V) 3% L 72 Log-rankifi7E T Opfl

34061733161 (97.4%) \ZRIWEHASRED bz, FREIER
[10%LL EAFL#] (X Mo [1646148.2%] « I HRER I
A (1636147 .9%]. KK E = 2 —a/3F — [148%]
43.5%]. MOy [13445139.4%] . T [1196135.0%] . fifkekE
EVEER [1176034.4%]. Al [109%132.1%]. FIfLER A
[1086131.8%]. Mart: [8715125.6%]. %57 [85%125.0%]. v
YoNERIEA [786122.9%] . AL [776122.7%]) . BEHAE
[706120.6%]. BEJm [636118.5%]. f&de [59%117.4%]. 3F8Ek
[556116.2%]. fEJ35E [546115.9%]. 3895 [486114.1%]. &
A [4168012.1%]. fiE i [416112.1%]. *iikiEE (40
$111.8%]1. AR [356110.3%] TH o7z, [5.. 7.3 ZH]
o EI ARG
17.1.3 EFHRES DK (MMY3007:5%)
EMEEH ISR O IS & 7 & 22 WRIG R O 2 5815 HiE 12
K95 EIBS I E A AR (MM Y 300750%) (2 B81) 5 Wi

WD ToOEBY) THo72,

& MRS HE O WIS & 72 & 70 W R IE I O 5 58 M B S
H6806) (AARNEE24B % &) &R%E T 2 EELAILIE
BB IEERABEICBWT, KV 3 7% 1 3mg/m?
(B2 FAZHIRAIES) . AV 779 v Img/mBR 7L K=
' v Y iprednisone*60mg/m2D Hf F P (MPBEEE:) &
MPBEEIZY Ty a~7 (EnT#iEz) 16mg/kg® L3
& L7-DMPB#E % b L 72 EEFEMIEH CTd 2 IR

AR (PFS) 3. DMPB#E TIZRFE., MPBE T

17.97 A (hJefi) (95%fEHEXM © 16.1~19.8) TH .

DMPB# CHFIH#EMICHEEARIEEZ R L7z [N —Flb:

0.51, 95%EHEX M : 0.39~0.67, p<0.0001#2] 20,

ED) 1A 7V EJAHME LT, K7V 71.3mg/m?%., #l~
2% A4 2 VDL, 4, SKUIIHH., #3~18% 4 7 V1R
O'8H B T S EIR N 5o

H2) MAEAILOREFIR T X ) FEE L 7-Log-rank % T OpfH

I ES [ P 2

33361 (HARNIIGI % &) H25060 (75.1%) (ZRIVER 2SR

DNz EREWER [10%LL ExGdk] (&, /s

[115%134.5%]1. WFriEkigd [1046131.2%] . RAY ML

Za—u8F— [926127.6%]. &l [396111.7%] TH-

720 [5.. 7.3 2]

17.1.4 B EMEEEE (MMY3021545%)

HIGEHREE D & 5 58 V5 iR 5 o9 5 o 48 T AR 3R

(MMY3021585%) (2B 2 BEMEI L To LB TH o700

1~3EORIEEEZHT 5 EE 2R ET HMIMEALIES

MRIEL MERER O B2 T 58 K OFHIRNIE S #ECTIE RV 7

2 71.3mg/m?* &5 L7, REFHMEEE CH LY A 7 v4d

T TO4EZERFE (ORR) &, &G, BIRNEG R

DI242%TH Y« ILVEDMEE S N7 zo BRREEMEH Tdh %

JEE R GEHIRIEAR] (TTP) K OMEALFRIE, HIRPITR G-

T9.4% H (fhoufili) RO76.7%. B TFH#5HTI0.4% H

(hoefil) R UT72.6%Tdh - 7210,



RSN MARRSR (MMY 3021 3U5%)

(2B B AR O EH

RNVT VI THIRN RVT I TET

%5 %5
HA 7 VaE TOLFEPR (ORRED)
ERITEE 73 145
LERBIEL 31 61
ORR (%) 42 42
pfitiHE2) 0.00201
ORRM (959%fE #AIX 1) 0.99 (0.71, 1.37)
TTP
ERITEE 74 148
UL () (95% 5 HEX 1) 9.4 (7.6,10.6) 10.4 (8.5, 11.7)

M= R (95%(FEIX )

0.839 (0.564, 1.249)

pfiEiE3) 0.38657
VLR (%) (95%EHEIXM) | 76.7 (64.1, 85.4) 72.6 (63.1, 80.0)
1) CR+PR

1£2) IEFHMEHE T Dpfi

13) EEALDRERIETI2 X 0 #i% L 72Log-rank## 5 T Dpfili
BNWVT I T G L72ERIC BT, 1476012441
(84%) WEIEH A0 b ze E4RREIERH [10%LL %5
W] X, KM E = 2 —u8F— [516135%] . /MK
A [446130% ] Bf A ERIR A [346123%] . ik [34%51
23%]. &l [286119%]. T [28%119%]. H kA
[26%118%] . s [245116%]. FE#h [186112%] TH -7,
B BTG L 2 BT ESEALROS 128561 (58%) 272
ooz, [6.. 7.3 =]

(¥ bILkaiay ) )

#17.1.5 EFFHESEIAEER (LYM3002515%)

M A OIS & 72 5 2 WREEO~ ~ M VAT
ONBENZ R T 5 ERR AL R A AR EUER (LYM30023ER) DRk
BEMERIDTOEBY THo 7,

& ML OIS & 72 6 W REHEO~ » M VHIE Y
OB RS L T A AR AALIEE MR L EGRERIC B
WC, )UF v~ 7 (EETFHIZ) 375mg/m?. ¥ 7 Ok
A7 7 32 F750mg/m?. R¥VIVE Y »50mg/m? Y71
A F »1.4mg/m?}% prednisone*100mg/m?2 fif: Jil & i
(R-CHOP# D) & R-CHOPHHEOE v 7 1) AF V%K
VT TICE &R 72VeR-CAPHEDE (Rv5 V37
[FIRAES] 1.3mg/m?, Y ¥ <7 GHfaT#Hz)
375mg/m?, Y27 R A7 7 3 F750mg/m? FFV e
> 50mg/m? M Oprednisone®*100mg/m?) % 8L 7z, fEhg
EALFIIRM (PFS) &, R-CHOPEE®14.4% A (hduf)
23 LT, VcR-CAP#:T24.7» A (thofili) THo7zo 4
W&, R-CHOPE:D56.37 H (Foufii) 12k LT,
VcR-CAPHECIIRIETH » 722,

FEIRR LI 2 MARRAER (LYM30023KER) 123515 2 AR AT D4

VcR-CAP R-CHOP
n=243 n=244
PFS
ARV M (%) 133 (55) 165 (68)
il () (95% 5 HEXTH) 24.7 (19.8, 31.8) |14.4 (12.0, 16.9)

ANF= Rl (95%(a X ) 0.63 (0.50, 0.79)

pfiEiEs) <0.001

A A7 T

FECEES (%) 71 (29) 87 (36)
i (J7) (95%MEHHIXTH) NE (56.0, NE) | 56.3 (47.2, NE)

NP FIt (95%(EHIXIED 0.80 (0.59, 1.10)

pfitiiEs) 0.173

D 21HM A1 A 7 veE LT, Vv dF~7 (EHnTHIEZ)
375mg/m?, ¥ 7 uHR A7 7 I F750mg/m2, FFV Ly »
50mg/m2f Y v 7 ) AF »1.4mg/m? (Jxk2mg) #1HHIZ
IR I35 5-30 OV 12 prednisone*100mg/m2% 1~5 H H 12 4% 5

#2) 2LHM A 1A 7V & LT, BT V'3 71.3mg/m2% 1, 4, 8K T°

11H HICEIRNFS-. VYo~ 7 GEETHIE2) 375mg/m2,
7 UARAT7 7 I F750mg/m2 O K& V)L ¥ Y »50mg/m2% 1H
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