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Grade 3L EDIFMAREM GREME— 21 —0)(F— - EES MR RZR <) XIEGrade 4DIM&EE4
([CE%229 DEFRADFEIR LIS EF. BE T HF THRELTLEE W, R5ZBRT 5 G(CIE AAID
BEICLDAEMMEBREZIESCIHE U EC. REZEZE UV CHESF ZER L TLEEW. BIfF
RANEE UIFWEE X FHRERSE (0.7mg/m?) THER T HG(d. FFIDKRSHIEZER LT

<L

Grade 3/4*DENER GRISIE= 1 —0/\F — X FHZEEHREER <) [N T DHEOER

EERRBERFDOHREGE BENER
1.3mg/m2 1.0mg/mz
1.0mg/mz 0.7mg/mz2
0.7mg/mz #E5HIE

* NCI-CTCAE v4.0

X7 7 SURVIL RZVOY EDHABTEICH T2 AERENRUBRS RaBOZH B EIE) :
YA UIVEABEDR YA UL 7%ZxFRIR 9 HRIICLA FefEsl LT <IEE L,

W /) \REHY70,000/ 1 LA ER U HER#H 1,000/ LA ETH D I &

W IFMmREMENGrade 1 XIFERSFMEICEEL TS &

E Lo 7SYRUTL RZYOY EOHBEECST 2% AEEEDER CGBARMINE)

Sk

Rix-HEZENER

Y7 H B MRS

¥5 559 2Grade 40 47 R BKIR D E X I H 0 & S /AR s D E D
AIHA IV TROONIZIHE

-AFIFIAE (Day 1) A OAFIES B M/ \MREH30,000/ulL I T X &
PFhEREAH 750/ UL T DB S

AEOBEHELEHL 15 E CEA2EHR 5B IC3E L LD BEN) X i
B1EESEC2EL EDREY)

RYATINZBNWT, T 7T D25% R BEERE
AENDIZSEFEIRT S

AEDOEESEE1 RFERE
(1.3mg/m2—1.0mg/m2, 1.0mg/m?—0.7mg/m?)

Grade 31 EDIEMGEHENBOHONIHE

HMERD Grade 1 IR ESRICAETIETAFI DR EE R &=

3, 2D, AEIDEKS E%1 R EZ (1.3mg/m?—1.0mg/m?,
1.0mg/m2—0.7mg/m2)L B ¥ %,

AENCERE T AR = 21— O/ F -G R EEMERENBOONHE. P13[R10 RMEMZ1—ONNF - isREEEERICHT2HE BEEZENE
RIESBL TR,
* X7 7T DEAEHEE :9mg/m?
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RE-HEXEDER

TROVWThIIREL-EE
“REEEITF PR AME (Grade 3L E)
7EEEBZ T 5Bk ME (Grade 4)
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AREREIEAD LEEDEEET
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(1.3mg/m2—1.0mg/mz, 1.0mg/m2—0.7mg/m2)
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BFIRE 750/ UL K
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MRBEDREIRLIBZEDYIOIRRAT 7 = RRU REVIVEY VY O SHREE

VOORAT 7 I RIE FHERE=

and/or FEEMIFRIRIMENIEBNDHE R (G-CSFDH%
S c2EOFEICHEHLS T ANC<500/uL+38.5C
IS

ANC (uL) K U Frh ki E /v ER (uL) ®58
ANC=1,500/uL >100,000/uL HEEN100%EI%E
ANC>500/uL >50,000/uL ANCH*1,500/uL. M/ 100,000/ ul
and EHMFHERBDELL ICEEL=DE, MEEN100%%%E
ANC<500/uL N/A LIEDT XTOY17IVTG-CSFOHRSERA
and/or FEEMELT IR ME
(ANC<500/uL+38.5CLIED3Esk)
ANC<500/uL <50,000/uL LIEDY 17V THEE25%BE
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BEUFFRDF v+ U7D CTHESHEL UCBE TIE. UYFINX TR 5ZHIEL. Y aBEZERR
LTLIEE0LY,
3 EEREMEX v 7 OES (HBeERR 1% » DHBV DNAEIEAER TH 3 7 ALTEIZIEE THRDFEMED 1T & A E & VIREED K <ERF
JERENMEFX v VT DOES - 1ELULOBRAR D 5> 530U LD MEREIC ST, HBef R4, ALTE30U/ILT. HBV DNA 4 log copies/ml
Kiti. DIEH TN T &= TIER BAREESBRFREREL M KT > (F2kR) | &V

- FFVILED V (LYMB0025ERD RV ILE D 2 DEHE)
RS Z2A 7 25 5(d RODAHEFEICIE O T MVILEY Y ZEREB L TLIEEL),
FrpEREEZ=a9 255D AEREE

MEEVILEAE HEMRE
1.2~3.0mg/dL (20.5~51.0umol/L) BEDOHENDS0%
>3.0mg/dL (>51.0umol/L) BEDHED25%
>5.0mg/dL (>85.5umol/L) w5k

-UYF YT (LYMI002FRHERD U YF v T DEHE)

BEDinfusion reaction ZRIFUCEETIF. UVFIXTDFEANZRIELU. EENFAHEMECHUTX
A (B BRiRNER. RER. BR. [REXXEE. VI I VERSZV e/ Tz ) ZERBLTL
EEWV, FERNTRICOE UERR THEIORE (B : 100mg/BEN550me/BF) (TEE U TEAZHRT
BHTENTEFT,

RILTFY=T(LYM3002:ERDMILTYV =T DE%E)
Grade 3L EOIFMBREMENFEIR UICEE(EGrade 2RI FICEET 2E THEL., @E UICKRIFRSER
TERFERE LU TIRS L TLIETLL (1.83mg/m2—1.0mg/m2, 1.0mg/m2—0.7mg/m?2)
TR EMARE Y GRS 2 — OF — PRBE L ABAICE, P13 [R10 RS 1 —0/8F — X RRENERICHT 204 - BREED
BEIEBRLT LT,
- RFVILEY (LYM3B002ERD RVILE D 2V DEE)
REVILEY VD15 213450~550mMe/me(CilR 2  E#EEINTUVE T,

-JURZYOV(LYM3002:ED T Ry OV DE %)
TURTYVOVICEAET HEEERZRIBUCEGIEHEZAMIT ONEN DO FIH. 80mg/HZ T
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R 1 —ON\F—R G HREENREICNT 2% AELEEDER
NCI-CTCAE Grade*(fEiR) R BEEENER

RN IIHEE EREEh A \Grade 1 &L
(ERP BV BRI FADETEINEESR)
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* NCI-CTCAE v4.0
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PEERERDEDENDEFEBSTIZEN TEBIREEVD,
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SHEDHA RSA VDU TDOESDIEESNTNET, "
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BERE (E1X) RNTIITORE HERE
Grade 1 (HIBEE. fFFHET. ERSFO1DLEEEDB) | < KRILTFIITOREEEILANILEE (1.3mg/m2—1.0mg/m?—0.7mg/m?) % 7= 13,
TRAET I BEEREET2EDEV BRI S #1T->TWA5A k. BRE CEIEREICER,
R RREE DRI H BEFITIE. 1.3mg/m2DB1 [ 5 CRAT 32 £ 518
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HELANLETBIEERES TER,

Grade 2 TRBEHD 5k
Grade 3STEE DN ERVHEETREEICEEY H2
F7=15

Grade 4 TEhlF 8L

1)Richardson PG, et al. : Leukemia 26 : 595, 2012
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ShILEE
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<TEELY,
1. ®EDAF Y T HRERUKRSEDREZEZL CH. BfFANEE CETVES
2. EEFAEEER EIER) [CKDaEn DR FI5S
3. MRS BEMAXOMRE (P.16. 17Z22R) H'526 SN, aBROME D RE Sl NcsE
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3. FREEITHEIFHEZTDOMR

RewR  FiEE (RIERRFEES RIS 1EAhR

HifEE (S IEAESE - ME R ) O FRRIAR

BEXFHEAMSFHREBHEEZNRE UZENS [/ THERREER (JPN-101508%) . SR
DB EFSTEVRGBEDLHMEBHEZNRE UIZEAS 1/ TEERAREER (JPN-102588) . &
SRR AR (RIEERRERR) SMEFRBEDER CESEVREROY Y MUY ) (B
HRE UZEBRHAESS MHERAREER (LYM300255R) [CHEWVWCHRES NiES (MRS - B8
MR ZO) DFEFIR R ZRI14(CRUE T,

FfEE (RMMEE - MEMMNS0) OBERRRERR

JPN-101 58 JPN-10258 Y TE (AR (MM) LYMS002H
cR-CAPE %
(34451) (991l (10101) (2401) 5
Grade 8LIE| #£Grade |Grade 32lE| #£Grade |EELEIFAH| £  |Grade 3liE| #£Grade (3
EA 0 R AR IR B 0 0 0 0 0 1(0.1) 0 0 =
2R AR 0 0 0 0 0 0 1004) | 1(04) 1
EMFIERE 0 0 0 0 0 1(0.1) 0 0 e
T 0 0 0 0 2(0.2) 7(0.7) 0 0
455 i 0 1(2.9) 0 0 0 2(0.2) 0 0
% 0 3(8.8) 0 6(6.1) 0 12(1.2) 2(0.8) 9(3.8)
TR R 0 2(5.9) 0 5(5.1) 0 5(0.5) 0 5(2.1)
F R I bR 0 0 0 0 0 3(0.3) 0 2(0.8)
EREAE 0 0 5(5.1) 7(7.1) 0 5(0.5) 0 0
CETT 1(2.9) 1(2.9) 0 7(71) | 18(1.8) | 28(2.8) 0 0
s e 0 0 0 0 2(0.2) 6(0.6) 0 0
JE/D B Rk e 0 0 0 0 1(0.1) 2(0.2) 0 0
SR A 0 0 0 2(2.0) 2(0.2) 5(0.5) 0 0
i i 4 0 0 0 0 0 0 0 1(0.4)
SRR 0 0 0 1(1.0) 0 0 0 2(0.8)
A L I e 0 0 0 0 1(0.1) 1(0.1) 0 0
fi>- 1 0 0 0 0 1(0.1) 2(0.2) 0 0
FEEASTE 0 0 0 0 0 0 1(0.4) 1(0.4)
i I 0 0 0 0 0 1(0.1) 0 0
FiEE 0 0 0 0 1(0.1) 1(0.1) 0 0
ik fiE 0 0 0 0 0 1(0.1) 0 1(0.4)
SE 0 0 0 0 0 1(0.1) 0 0
CES 0 0 0 0 1(0.1) 1(0.1) 0 0
1208 0 0 0 0 0 1(0.1) 0 0
BFRAFEET 0 0 0 1(1.0) 0 4(0.4) 0 0
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AEHEREFREEROFEREF C TR LU C BRHER RO R 6B Z1T D CENEREEDET,

18



MRS DEREZH & /aB0EHHICOVNT(TO0-Fr—hK)

SEMBEEDNREONITIEEE B FIREZRIEL TIEEVL HARDIFS(E,
ABERIBICRTUEETDEE T (ICUR LRI EfEER) [ CEEIIFABEZRMET D Eo

§

DARACK BT THIETD

2) AT 0OA REE(NIVABEZO) . LENEYE. BT CTD
STEA. MERAIZZRUICaRORSG MIWVEE R

3) R DT DIRE 7Z i

LDH.CK.ASTZED
EESIE

WBC. U~/ (BREL B-DI IV IERE-MR-RIEE iy A 2 ) IDVEB.
Hb.CRP.KL-6. (PCP-CMV-PCR. JEXRERE. DII—1RAE

SP-D. SP-A. =2 B RAOLUIFRSHIR SN = [Na = ]
LDH FH(CLDMERE)
EEZEAE
WBCIBN RIRAEZIFE Rk, &U/R\(?I
PEERELRL RIS DR
TRIRAZE
MAEYE(CLDEE STEELMERAICKDEE IDARNEDBE
ERL =L

RIEFFRE O EEMDIFL

AT O/ MEE(VABEZS D) Ot DR S 7Z4R5Y

NILT A ReffEEE =EHMEEREE



SHEMES - FEMEMRICRAL TERITNERBRUTML(P.16~19%ZERK)
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B U < (FIFIRERIERM S AERD £ FESBIICHIBT U BYFRILEZIT o CT<EE L,
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i - EERZFDEMOD® & T, FEIDISHEY EHIESNDEFDHCITI T & Fie iBERIAIC
Fi 5. BENFZORKCHEMERVUBREZTDICHAL. ARZETH SRS ZRIRT 5 Lo

2. BAICBIF 2FF DERZEERHIRSNTVND T EH 5. BEHIIARIRIE CEMDOEIE R ICTEL)
FRBZITS T o

3. EADERRFERICSBWV T, FH| & OERBERDEE TEEVIHIEE (REMERHR) (CKDIETHIHER
5NTWNS, BATRENTH SN, EATIIFAEORREBOEE TELSVIEHES (RIE MR,
FifizKRE . SUEIFIRESEAEIREE. BKE) D & D SIREICRET RN G S e (EERS ] [EELF
BEXRRER] [EXTEIERIOESR)  HICLTOFEICTTERT S Lo
DAFRBCKDBBZRIBT BICHcD . MERXIRIRE. WECTRESFZXiEL. EFEDRREZHESL
e ET aERBOAEZEECHIRT ST Lo

2)FAIC K BaRPRUGER. [HICoRRBEEHE. SN, [FIREE#. X, ZRSOBERERP.
MIEREEECAR R IFIRBEF COREDORRZIREICHRIT ST Lo HEICIH U TERMESREIFE®
MERCTREFZB)ICKIEL . BBZEHRT I L, FHICKIMESHRONIIZSICE. &S
RIEHESHBINFNEZITS C & [[ERFEFRNER ] [IRREE]IDIESR]

4, FEIDFERICH > TR iRINESEARTIT D &
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EERS(ROEBEICIIEEICIRSTIIL)

1) EE MR, FRMEESOMEZSORIEREDSD S FE RSHIICEE MR 2RI BE CHIHER
MRS DRBZICEHFINMESNTND ([EE]. [ERLFEANIRINOTEXRLEIERIDIES
B 1. 122U FflEEDORREFFRER T CIEWL ). fEEDRMEREDIFEVNEEICHWNTH.
BELRBHRRZITOUENDD.

ERLEFRNER

1)EifE=

(1) ENDERREEE R O AR DIHREICHWNT. FEICORREROEE CELFVIES (BB MAHR) (C
KBDFETHINRBOOSNTHED. BALLE U CHBEEDOEEREDSWVEIEEEND D /85, MEZD
SHLTTEROBIREMEDEG & U X TEFIC DV CERIRALER CIFRERR ST TULEL,

@)2MEEMaEmBICH U &R, IO /WD VIBRIENOSRE Y SEY D248 B #5 i =Uf
(2000mg/m2/8) 7ZHA UToBADERREERICH VT, 2 DRREFRZSE CEEVHEITER
EEAEHREF IC R DT DHRESN T,

EXSEHER?

(1) BhfEE  EEMRRX(3.1%). MK (1.9%). 214HKE(0.4%) . 2U4TFIRESEA RS (BBEABR) Hid 5
DNBHTENDHD T, BUIN., WIREE. MK, % ROFEAZFOERIER Y. METEREZh R, WIkEE
CTOEBODERZEEICHEIT DL, Ffo. MEITHU CEIRMEZREE PRECTEDR A Z 8
PICSRIEL. BEICRBZERRIT &L, MESEEZMSNITHECE BYFLEZITD &,

T) BREIFEFH M BWEENR E USCARRAIR S (CDIT S ENRRHER. FEERRERERU Y MUY ) BENREU
TcEBRABHR (BENEFDH) DEFTHRERICKD. 22U, TIREOENBEHEREHDWVIEBEAN TRESNIZBUERICD

WTRSEERIEE Uiz,
(635K : MHEEICEHET PEIER] ssevmosctaftMcanl L sMEE0RERETOBBEESL. HELTHIET,
ZRUBHEERELNRELE Y NUVRRR B E E
ERERRRER M REL-ERRL R ER
= - e LYM30025tE& a&t
RfEFI& JPN-1015t88 JPN-1025t58 ﬁmﬁ(ﬁﬁﬁﬁﬁﬁﬁ VCR-CAPEf
(A ADH)

(34451) (991) (1010f31) (7451) (11501)
VB 14 B 2 1(2.9) 7(7.1) 28(2.8) 0 36(3.1)
[TER 4(11.8) 5(51) 13(1.3) 0 22(1.9)
2Rk BE 0 0 5(0.5) 0 5(0.4)
AR BE IR EE 0 0 0 0 0

MedDRA ver16.0
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2RSS - RS TEAHRE DS - #R51 (8%)

[EFIEIC KD E=EFHHEERIC &K DIEREHER]

FHINRAEE R SN DIEEERZIRET T DI, LR ErIE. ERZHERIE. BEREEIME. K
EEZMEFIE N O MREREFIELDBRSNCE=ETHIEZERDRESNTHEHF T, 2006F 128
1HD52009F4H25HF CICAAIDMERSNICSH L BREEREI.S56HCHID. FEIDEHEL
JeEER SNDERIMDIES - BB MR R ORBHESR (LIT. N A NEhERES) DFEII N E
BUMIRULE D,

3.556%ID>5. 83RIDHE (14lEE—ESI CHfEE S IRBLRITAEDRS) H'EH D . FES 1441,
BIEMEARO5A. FEHESER 1 56 (EERIECH]. BRZREIAIZIE N4, IBDRMEMMAKE2H. ik
16, EHMERLIEREE16]) TUR, INSDD5. HEiTkAR EERNERE) 823%1T
(F3THIDHENGH O . FHEESBE(F3.8% T Uz,

FBRERSHNILT A NREEMES CH o ITERD OB, F=EHNZER COMEST EHESN
J2DIEB5.3% TH D BESNTIEADHIEDIFEAEDRBIED UL FDAET U, —7. FaE
WEFENIVTA RCEEMEES CEN ofelCED DD O FE=EHMZE R CHEE SHIE S NITES
D46l D FBEDRMERMKER MEBESRIAE C Uiz, U NI A RNOESERMEE O D ZEE A
SR ZREVL DEMEBBUITEZZE T DEADD D DAZEDHERIDAERE T &P, KEEZRI
TEIF EBS DFEIER LD 2 HDIFVESID D DIRBRIEZII CEFRE R I DIcHEERBNE T,

F=EHMEZERDHEZEICNVT A NEEES ZEERFHIDEN O LI FDLIICHELF U,

NIV A RS EREE BSOS

WEEES g/ S 2 — > %
. BRSO % AOREE. 7155 RET. B3 IMRETHEEOMENE #
DADZ 550,
B & x N .
RIELERD HP (HR) & HNGELT ) 55 AR T BEORBAPE R E TR R b0,
20t DADEL. HP (HR) LD 1UIs b AT L & L b0,
HKEE GEDE) DR EENT. BEELOMABEEL 510560,
MEEETE . DRENBENT. LRAREORES 5\ S EXEOEES TEAROR/ ML E
EH BRI B, BB 0. Bk DEKERSC EHBL,
L OBEBIEET 2057, BHCREFREFZ LV b0, BEL. WA
AR HAERBT B LOF B,

DAD :diffuse alveolar damage (' % A M£Btfa{EE)
HP :hypersensitivity pneumonitis CBEER%)
HR:hypersensitivity reaction GBEUERS)

NIV A RS DR —

FEFINo. BREERE FEBIDF A BE=HFHHEESDHIE B/EE
1| mEtR BETROLSRURRRCIRELEANBRRRC | e ateminan (OAD) WilE | P24~25
2 | 2MEFRAE E’%‘%%iﬁgﬂi?ﬁf;ﬁ%ﬁ%EEHECC%‘}T&EI}\ﬁﬁ)@%ﬁﬂ@ Capillary leak syndrome® P.26~27
3 | SpOET. EEEMLE %y‘%ﬂﬁ%fﬁ(:%@b%htﬁ%itiﬁiﬁ'lﬁ@%%’lt%%ﬂi R M P 28~29
4 | PEeEEEA %ﬁgﬁ%?&C:E?M)Bhf:ﬁ%lti%iﬁ'lt@%%'lﬁ%%ﬁﬂi B R AR P 30~31

1 EHE3E | BRRIAR 52 1 1859, 2011

22




[ZRICKDAERE]

BARMRZFSNOBAREKRIAEF S (2005F58) (&, LRMEBREEEREICN T AR IR SHDMES
DFEBRRICOWVT I o — MEARZERU. EABMARBIERA CORBHRZEEOTVET T BEERSD
SEE. BARMRZRR—AR—I%20  URL : http//www.jshem.or.jp/info/info.ntml#tproducts).

(BB ARACRAT D AEFIFRES]
BEANEARADERE TR SNICR MRS - BMEMARO7FFRE VSN TNE T,
78IepP.26. 277EHINo. 272 ST A FRIREFIDFHNHRED SN TNE T,

({FEERAREREICHIT DRI HRS]
NIVTA RHEFTRDOEMHEES UCERL CLe, BEXIFHAMEOSHEIETEHEZNRE Ul
REEMREREER10108ICBISDIEEORBIDHE SN TNET,

R R

[EEREBERILOEIEIC K5 L FHIEER]

KERSBRDO2JNMEFESE - BEMMRORBIKRZZH. AFDOZEMENRUERHICET HIEHRZ
FEDEBREED. EEREBEEFLESEBOIN—LR—ICRHEINTVETT (EEREEK:S
IEFRIRHR— LAR—IUESEB  URL: http://www.info.pmda.go.jp/) .

1)#%&EEAE | MR- ESFEL 55 312, 2007
2)Miyakoshi S, et al. : Blood 107 : 3492, 2006
3)Yoshizawa K, et al.: Cancer Sci 105 ; 195, 2014
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SRS - B AR OEGIEB R UERA R

EANTORMUMEE - BEMEMXFERAIE. ZNZNUATDL DFEKREBZCE D TNE T (Cy:
H42)L.D:RH)

| fEFINO. 1 GREFRE : RIEMEH) |
[BRXFHEALSREBREETRE U EREREE TR 5 NI

[ - MR 60N - &t [BR]1150.5cm [{AE]154.8ke  [EMERE] XL

[EHEEE FREERER  [BOHEIRR (TR, T8, 87 SEEE. B, ENalE. ADIMAE. &5,
20\ HFEL, X

Sl ESSRIICHOTHEEERE DD  INILTA RS UAIV] 1.3mg/m?

(5355 TOMRR 5RIA30 88 (N7 A RE2H A 2)L3EHRS)

[BSFRAEIR] S0, [0, (EBESR I

[t&E&]

®RE Bify 5l RIFRF ®RE Bify 5 RIFRF
*E kg 54.8 ALB g/dL 28 25
iR C LDH IU/L 188 519
SpO2 % 98.7 BUN mg/dL 17 18
Pa02 mmHg 87.9 127.5 Cr mg/dL 0.97 1.03
Hb g/dL 7.8 71 CRP mg/dL 0.2 8.3
WBC /UL 6090 4410 (%H#%D2) IgG mg/dL 9778 6431 (33 #%D2)
Neu % 47.0 93.0 (%I %D2) IgA mg/dL 15 7 (%3 %D2)
Lym % 39.5 6.5 (33 %D2) IgM mg/dL 26 31 (| #ED2)
Plt X10%/ uL 17.6 438 KL-6 IU/mL 1510
TP g/dL 13.7 9.6
[EEflE]
S RAR BIERXAR - BE A Lo CTLAR— M TIRMEFICEEL L (A, MEMMAREEDR TR MEBSRICO T EEER

ERBDI), TR ZBE Lo
Cy1D1~Cy1D21 YA 7118 RELISERE LG <8,
Cy2D4 HRICTAROMB®RS, BREIET 52 B Lo

CvoDs Cy2D4h 5 Cy2D6% TISCHRIMDY) . Bb ). L L, SBIHCIE. BHBXIRES. WREEENLD. TERYT
. EEIEES N

Cy2D10 (38 R) EEOERFEMEZRRL. BRAR, ERIOSMEMR ESZH. RER. STEH. 2704 F/UVABEER, 02:7L

#5,

%D [EZMITESRIC L BEREERIT LAY, S EBMEBREShE D 5/ MIRIRETHL-DIIH, 1
X AAYAILZ (CMV) R, influenzaliB&ld, REL A X T HEEM,

FIFHD2~D4 BIEBXIR S 5 (CIEE A TIFIREIE,
2EIE D/ IV BT To

FIBHED7 ZO%. E EEERVRL. T, iR, BUnE, BEEE R L. BIREDSGICIET, RIERIIDER. A MM

815 (Diffuse Alveolar Damage:DAD) & ZhiC#i< 3B bl X DFr R & FESE

XENRRARER T3 BROMERE (C[Flg A (BB MR iRHE £ R 7 3 BERTEROERICEHD S TH@“‘BCT(.—&M”“ECT) ISl ICHREDRE
BEEBY3EE|£EMNT 2% SHESOHRET TV UBOBEN A BEMRAORELH W EEAT U,




<ig5hkme> <FjEEDay 1>

R R

mEOmESESRAIICHh TN FEER Rl CXEED T D tjlﬁﬂ/ Do
HB, —&Bair bronchograma D,

<FfE#Day 11>

EFRMEIF T D HASAREDEATHDN.
M FAmE¥Idtraction bronchiectasis=33
HBo

Volume lossDIE[BERH Do

[E=FHEZRER] U'FAMITIISE (DAD) RS

O AEIRSFIDERZH D & MRIFESS ICEREDIRHEZED D,

OFIBED1 1 LIEOER T, @mfICKET D AT R E IV UTF— 3 O LEHE (SR
TTD,

¢ FIERE _LIEDADTH 5. Temporal heterogeneityh’z26H 5N 5,

25



| FEFINO.2(REFRE - ARFRFL) |

(B IFHAMOS RN BEIEICH T ZEABARS OERTERYD SNIEH]
8- BR50%A &« [B8]148cm [{AE]159.8ke  [ERERE] EA
[BEERE] FHAEEE (NS A RO S64R)  [AHHEI L

[E5SH1] MEEXIR - BIECT: EMBELXE) N4 R85~V 1.14me/m?
[FIRF COMRIES5RIA1 1 BE (NI A RO 154 4)L4EBESEERE)

(B FRAEIR] IR PRI . Fe2h

[t=E]
RE BfL S AT RIEH RE BfiL S AT RIEH
L% 3= kg 59.8 TP g/dL 7.2 8.1
2.9 ‘C 385 ALB g/dL 3.0 3.1
Sa0: % 93-94 BUN mg/dL 13 14
RBC X108/ uL |3.25 3.12 Cr mg/dL 0.6 0.7
Hb g/dL 11.0 10.3 LDH u/L 204 563 (33R#%D3)
Plt X10%/uL  |178 122 CK U/L 36 28
WBC X10%/uL |23 3.3 CRP mg/dL 0.5/+— 7.0(3]%D3)
Lym % 47 Glu mg/dL 105
[FERIE:E]
Cy1D10 CRPH*#5B1AR10.8/5-=bDH 2.3 T LR,

AEN 17V 4EBER S,

Sa0:93-94% KT MERCTIC THEIREK, £MICURAMNDTNHIAENRE LRERHD, T FADMES
DIEREFBIEHPSKBICHITOREZBDOREEZRDD, WREE, RHEEADHD, BFR10-12LO#KE, »FILT
LR=YE500mgll TAERA,

ZFEOAR IV RS (AFILTLR=Y O 1gx3H. 500mgx3A)

Cy1D11 (33RH)

FEED2 REPLIF2T BatE, FRPIIRIRE Fatt. BHE K
Za1—FXFX:BEME CRP 7.0.LDH 568 (LS,

ZHHD6 DIA—REFRREL

ZEHD7 BECTLERIEMEZRDH D,

ZE#D20 BERCT LY ETE,

<{E5hdaaT> < FIREG >

HEEZRDIEL, LK. BRI, mRIFEFID SIA
Do REZHRESND,

26



<SRRIm0 >

EREEOEL 5 LEICH R ER D S R U
KZBDE, IEXMERDAEDEEZR
5Nd.

<SHLEI@> <SIREO>

wuu ET%F%UAw®174XOE$T%hﬁ
I HMMELDERIBEIAXD ZFRD D,
oK - ERERK 25D Do

\HE I
e

i

7&

5l

[E=FFHEZEESR] Capillary leak syndrome®!

S AEBHDEBZRD O(F. [UEENEE U. SUEREDIAEENERH 5. BKZRE D,
O SR |EFEE TIEH e EDTEWVWIES—2TH D,

O EPHERTOA RIVUVABENED U EEZBZ BN D,

27

R R



| fEBINO.3 (SRS :SpOAE T . (EELFRMAE) |

[BUESERFS IR SNIEBRXSH AL DS Rt S REDES)

[ R S0MmM - Bt [BE]1163cm [AE]158.5kg  [ERERE] 304
[BEEEISESR  [AEHEIFMIET 1 —0) (F— BEHR. SIE

(385801 KIERX4R - BOERCT : REFEL L. DEHE/CED T I—: BERELL
[NV RAES LAV 1.3mg/m?

[RIRE TOMMIESBBSEE (N A RO 1 o)L2OiRS)

[ERBRIEEIR] S8k, I, IR

[t&E]
®E By 5 FIRH ®E Bifyy 5 EIRH

hE kg 58.50 57.65 (IR #%D4) TP g/dL 12.0 11.3

iR C 36.8 39.5 ALB g/dL 3.5 2.8

mE mmHg 144,768 |130.70(31E#%D4) LDH IU/L 223 557

Sp0:2 % 99 89~94 BUN mg/dL 12.7 31.1

Hb g/dL 7.5 8.3 Cr mg/dL 0.93 0.89

WBC /uL 4700 4000 (3¢3R1%D3) CRP mg/dL <0.05 0.40

Neu % 51 (%IR#%ED3) u-Glu +—

Lym % 30 (IR%ED3) u-Pro 1+

Plt X10%/ uL 14.5 8.6 1gG mg/dL 7729 605 (FE#%D10)

KL-6 1U/mL 290 249 IgA mg/dL 5 5(%3R%D10)

SP-A ng/mL 471 59.4 IgM mg/dL 24 27 (%8#%D10)

SP-D ng/mL 36.7 28.3

[REAI¥ZE]

Cy1D4 Rk, MPIREREESY), ﬂiﬂﬂf)%%\ Sp0289~94% D 7=t . BRI AFHtA,
B3R 3L TSp0294~95%|_ 2,

Cy1D5(%EA) }?@E‘ECT(:’(ﬁﬂﬁﬂL:E@*%’}‘EE’M)(%E%?LZ:EL:J:éﬁQ—T—LHﬁEHﬂJEHX AFCLZ2MEMEEEE A, AFILTLRFZUO
>500mg/dayD AR, e THMEEDOHRS LR,

RIRED2 AFIVTURZV OV ERIRTE., B0 ICRFIRIREEN T E.

3EIRED3 AFINTRZYOY FEEGSATRT L. REROITOARICEIEE, #igb el

FRED7 REERMAE, SIMEMEE. BRAER (B0, &) BliE,
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<#5SHme > < FEIREF >

EEZRHIE . EREIDNSTERREFINR 5N D,
<iZ5hAaE > < FEIREF >

ETEICHRREHDRE SN D, EMERIITELSEXPAED NECHESAD
DEROSND KD ICIE DIz, FFFICIEFZEN
DISADEEPRRIFRE SN FTAEDMmAIRK
ZEH Do

(F=BFTMEER] EERMIE

®IESRIICA PEICRIREEE 258D D,

S IREKZRD DO TEDRIEFIE L B EDEEICZ UL,
S EEDOT M BF DN D HEHLEFEWN(LDHEIE).

O KEERMAED'FIR UTCIEBREABHTH 5,
SRIFFEEZR I,
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| fEBINO.4 (SREESRE : FIEEM) |

[BGEERFSH IC3R8 SN ERX S HEA M DS Rt S BB DES]

[ - MR 60N - &t  [BR]164cm [AEI68ke  [BUERE /AL
[EHEE L [SHHE] SIEME. Bikaes

HSaI] WERXHR - BERCT  EEMEL L. DERF IO II— EEMELRL
NIV A R 5L~V 1.3mg/m?

[RIRF COHIEI R 55HB48HE (NI A K14 J)L, 254 2)L8[EIER5)
[BSFRAEIR] 100, D%

[tRE]
%E = Livg H5H Z#IHH %E = Livg #5H HEAH

*HE kg 68 65.5 P g/dL 5.8 6.7

iR C 36.6 371 ALB g/dL 3.6

mE mmHg 132,780 |11470 LDH Iu/L 185 199

SpO:2 % 99 95 BUN mg/dL 14.1 11.7

Hb g/dL 9.5 9.5 Cr mg/dL 0.97 0.75

WBC /uL 2800 4200 CRP mg/dL 0.53 2.58

Neu % 49 70 u-Glu —

Lym % 38 14 u-Pro +—

Plt X104/ uL |84 17.8 u-Pro g/dL 0.014
KL-6 IU/mL 486 697 (33R1%D7)
SP-A ng/mL 491 81.8 (3£, 1%D7)
SP-D ng/mL 18.4 66.6 (£H#ED7)

CREBI$%:8]

Cy1D31 R, ERELE,

Cy1D48 (B R) ﬂ'@‘EBCT”C;}%L \ﬁﬁt{%ﬁ\ Hﬂﬁ%ﬁj‘ﬁ 5=ﬂ%ﬂii%3z®iﬂﬁi7vfc;v rgbas B,

BP9, MEBRLNRER % Lo BAKA Lo 22HT: SMERE MR

ZIRHD2 Ik |4 BN,

HIBHD7 R 0, HEFIRS

FIH%D8 BNP;19.1pg/mL ((EE&5H ;18.4pg/mLLLT). CMV7Z > FH 237 [at. RAbL I F 25 ; ik,

FR%DY H@%BCT%MO %Eﬁgét:ﬁi b'\7f<£’<‘> PIEE, BREBETENCHY . AEIICIZMEZFEEZ. X704 K/VWLX

BERE. (X FILTLRZVOY 1g/BEX3EME)
FIED11 B-DYJIVH > <5.0pg/mL
ZI1%D23 MIERCT & M U . B2 I3 R E IR,
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<igShEmeI > < FEIRH >

R R

FEEZRDIFL, AAIFE ICORAMEICERFEICOM T D
REZRDD. FRE (atifE,'{@i’-j FRES
THdM KRFEEELEODTRT—HETD
jjj]ﬁn?/ DD,

<R >

%EH%(C%BHTLBE?/O)E@H/Q%&DM
Hdo

[(F=FHHHRER] BHIMEMAE

S EE5FIH SAEBEOMNBLNE V. TN CHEISICERF U,

S FRERICT DO ASARENUKIREENRE SN D,

S EBREICS VY LITHRNT D BT R2F - KUREEF. BKIFTE U,

®ER L. CMVREDO=/TAoUY J\OUSFEIL. AXFZT . TS-1 THE SN CBBUIERE
RE=EZDOE D,
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| fEBINO.5 (RSB R | (REFRIIE) |

[EMEHRRBIEDEIN L F S EVRGROSFHEFREZNR & U ERERRERICTERD SNIAEH]
[£Fin - 4RI 7 Omi X - Bk
[BHEREIH. E0OU kg

[SHHE] AR, R, R, SIIE. FIFUIFIkREE (Grade 1), LU

[B&]155.0cm

IS an] WERXHR - BERCT  EEMELL
[RILT A RISV 1.3me/m2 (X)L T 7=>9.0me/m2, 7L RZYO>60meg/me4H)
[RIRF TOHRMIRS5B26HB (N4 RO1H 4 7)LeakS)

[&E]IS1.4ke

[EYERE] & D (ki)

[ERAREEIR] 75 U
[tRE]

BRE By Esta=AT) SEIERF RE By Esta=AT) FIRRF
#iE C 38.6 ALB g/dL 42 37
Sp02 % 97 93 LDH /L 135 126
Hb g/dL 11.6 9.0 BUN me/dL 23 19
WBC /uL 6200 4000 Cr me/dL 0.86 0.94
Neu % 63.5 95.0 CRP me/dL 0.1 14
Lym % 30.3 3.0 KL-6 IU/mL 229 345
Plt X104/ uL |25.6 19.7
EFI#ZE]
Cy1D1 AEIESEA, Sp02:98%.
Cy1D3 SP02:94%. K4 L. FEREIES, Fe84% Lo
Cy1D23 R#38.0C. AAEE. 7t 73/ 7 x5, CRP:1.1,
Cy1D25 KERE,
% (ER) {KES3E MAE (Grade 1) FH, Sp02:93%. Pa02:57mmHg, MAEL L,
Cy1D26 FEpXis/ BERCTER, 3£338.6C,
%D , a0 .
Cy1D27 KERRIMAE [E18, Sp02:97%. CRP:1.4,
if/*?gﬁw A S IVOBA, LUk 1 TV (B 1 2) & TIEREMIE B¢,
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<IRSEMERT> < FEIES >

R R

<ESETE>

*EWZ 1/ THRERAREIER (JPN-102558) CIREERERDE L KU1 J)UEIERTI (428B) OCTHRICTHEFID X SIEEREMENHKR
SNESIN S D E LT,

[(F=FHHHERSR] BRI

O ERFIRRC(FPT R L FERCER . MAEEBISRWNT D HS AR ZRD D,
¢ EFIEBE MR DIEE UTFE UL,

O FELFIETM,

S Eg _EE. HP GBEUERT. Hypersensitivity pneumonitis) /(& —2/,
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REMK  KREMEISE FHtEs-1-0/F—FEtEn=1-0/(7-)

AL DAREEEES GRAEE— 2 —0) T — BRERIR. #EREFE) (F BREMUEHRES RO MR
BEMEEBEON IR TI N REBSCEHEEIRET © -1 —0)F—DHREFHDHRESNTVET,
REKFE. RERSERFHEDEQZRUE T, KEDEENENT. HEREICKDEENRGFCE
FID\ EEET D EANTENFERZZT DHEEDH DD, FHERDERLMLEDFT T, FAKRS
HIDAERDBEE. FEIRSE(THCICERO SNTTIER,. FERSZ(ICRIEULTEREETDICERRLT
<rEEL

[ZREBEERECHT INILT A R aREEOREHERSICRT 270 — MIE"]
AENIC R DFMIEIRE (LUN) DREDREZIEET Dicsh. SREBHBREICH L TRERRDT >
T— bR NE Uiz,
P — MERK D [REDR U DMBER . [MREEZRIE U SR 2T O/, 3ITRLET,
BEXCFTDTREDFHEHREE (N T DA ERDD L EROFIMFERIC OGN DD, FH
RSRIICHIAZITD CLIFFBICERETY . o, RHHRES (LUN) OERSSUICHIHER ZEHH(C
SEEUTREL, EEFEESSEORSMREE IS 1=/ -y 3V Y—)LEUTERT DT LT, ERf
EEABRYPHLHTEES D . LOND IV MI—ILROBEFBDEEF CEE T,

n=106 n=104
(%) 0 10 20 30 40 50 60 (%) 0 5 1015 20 2530 35 40 45 50 55 60
1 1 1 1 1 J 1 1 1 1 1 1 1 1 1 1 1 J
ROCTETR 54.7%  U—hLLTEEHFI 48.0%
BESEICFEH BN 35.8% o
o ST L% . EERDLICEILUNS 48.0%
BEA COBEILTBL 821% .
BN ESLILEVEY 31.1% W 37.8%
ANYNRRLDF 4y TH o
’ BT 28.3% B avInESLEEEY 33.7%
Ry s SHIFE DB 24.5%
N $HoESNAESIRL 26.5%
DEFEBN BBt 21.7% 6:5%
%ﬁ%&ﬁ%ﬁz 17.9% RIED AL D50 19.4%
BBORZA DAL 17.0% FHELEN 7.1%
SEEN N HSEL 16.0%
BENDDOELED b 200 25.5%
Z0fts 30.2%
BB U TR E DR BEDEL TV O MEEEERR LI SE
*F2, F3: AAGEEMEAH Vol1, No.1, March 2011, 4562 BRI rhkiml: HEB%kE. S MATH4E (BHEE) 126t
g A
* P — N NIE

BN 145852 CTNILT A ROBEZR (T2 130 Z/R(IC. 201 0F58MB8AICHF TIThbNIz. 72— AR GAER) ([FE4E
DERBAZMA S OBENEEREFEL. LUNICETHER 1 2IBR(CAADEEZS .
EEE  MRIFBEM612(47%). ZE69%(53%) TH D . FRIFA0mN : 5%, 5O 13%. 60 : 50%. 708t ; 28%.
80#EfY : 3% T ol NI A REAEDIBFE. ABT21%I(CHE UTHENT79%ES L AFIEZEED21.1%FFEIND SEETH R
TS Lo TUE,

HAEBEERZT=:E Vol.1, No. 1, March 2011

| J
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RIHERZEDOVRIAY MIESHDT7EAAY NEBESEDEZS VU /T ZEHNICHHRLTITS L
HEZETT, Ffo. AMEMBES DT —LAVRIAY MHEERSN, AMERESZ I ~O—)LULEDS
FHCKDBERZRMET DIDHEHDITHNTNET,

<BESHIDT7EAXY K>

BROZFHMEBRERED 1 9%CHEEDRHEHEEEND D EDMEHHDET, REHRESZ
FPHRER L. BYICHILT DIEH(C(E RSFIDOMFERDERE. sUaERREICRET D IFHRIF 2L TH<
WEHHDET,

(FEERRIRR-9)
O HLaRE (E2 A7 )LAOA RREBRMESE]. YU YA )
O IRRE CRAEEHEES . FERR)
O LHMEFREDIRRE (BENERE. /01 F—TV A BRE)

R R

<{H5HBOE=FVUVIT>

BRERIIAREEHREES DRV DS BRERZERANCE=IIVI L. BRERICDEDDMNENHO R
9o BICHEREU TV REHEBEDRILICOVTHTHICHRZIT O CTIIEE L,

MRPTE =S VIR IR Z LB UTCER. RIEEEESDFRIRXRF. E=FU 2V TE29%(7/24
B IFEZF UV TES6% (19/3441) (p=0.044) T, LESBMBTICHBVVCIFEZFY UV T RHEMIRRE
EOQOURTICAETHEVD|ME(J\U— N [HR] : 494, O5%EFEXE [95%CI] : 1.31-18.68.
p=0.019)h'HpbHFTY,

CERIREMEIRDIESR)
O REERE(LUON. B, iBXE. REMMELE)
O MU DZFEENEE (BB, BhR T, iR E)
O BREREZ(CRHBEUER CI5LK 53, HHRES)
BE . SREIRO7EAX MMIFACT/GOG NtxZBWTWBSFHEYH DD ET,
FACT/GOG Ntx
Functional Assessment of Cancer Therapy scale/Gynecologic Oncology Group-Ntx v4.0

(FACT/GOG Ntx) &, SAEFBENRE CTHABRRERICHITDMFERICET 7 EAXY hY—)LE LT
RFESNEABESNTVET,

\

{3

1)Delforge M, et al. : Lancet Oncol 11 : 1086, 2010
2)Badros A, et al. : Cancer 110 : 1042, 2007
3)Velasco R, et al. : J Peripher Nerv Syst 15: 17,2010
4)[EREE  Expert Nurse 24 : 122, 2008
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[RiMEEs)/ BEM = 1 —O/N\F—ORIRRR)

LHERUEBHEZTNRE UZEAS [/ T ERKREER. BARKEBRNOYY NUiiRY 2/ (BREZNRE
LTz ERRHESE MARMRARALER (C B HRB MBS/ REM = 1 —0)\F— (BREMEZZ0) DFEBEZLT
[CRUET.

EAVA SR B I | RS GRMIES)/ B — 1 — 0/ \F —RUBHEE 20) DB EERERRR
<BIRPIRS TRIE L T BRERELER >
WEMNE [/ TAEERFREERR OB IR

JPN-10258% (n=87) | MMY300258% (n=340) | JPN-101&5% (n=34) 03938 (n=331)
EGIER | BRE(%) | EfIE | BREK%) | B | BRE®%) | EfIH | BEE%)
5 59 68 159 47 16 47 120 36
R ¢ 59 68 155 46 16 47 115 35
Grade 3 E 9 10 45 13 1 3 26 8
55 1 1 4 1 0 0 4
#EHIE 15 17 41 12 0 0 27 8

<BRAIR S X3 TS CTRIE U feBRRaER >

W51 55 I ARERPRELER
MMY3021 B
IVE% (n=74) SC# (n=147)
FEfIER FHE (%) FERIER FHE (%)
21k 39 53 56 38
REEH ) 37 50 55 37
Grade 31 E 12 16 9 6
5K 2 3 4 3
w5k 10 14 9 6

IVES : RIS, SCBE : BT 5 B
XY MUY Vg L R ERREEOFERRERK R

<BRIRAIR S TNE U e BRReHER >
W ESHE S M AERE PR ER

VCR-CAPEE (2401%1)
21K BEdH¢) Grade 3Lk 5E 5k
73 (30.4) 71 (29.6) 18 (7.5) 2 (0.8) 4(1.7)

(8% | BRAIR SR T 5 TR U ERREER (MMY302 1 558) VICH 1 S RIEHHERS
DEEERFELA]

BRNGHAEOSFRIEBMHEREZNRE U, BIRAIRS (V) SR MRS (SO) (LRI 2BEMEE ke
7z LB LTSS TARMAREBRIC BV T, VB E SCHORBICHMDZEFIRH SNERBAT UL, Kt
BEEORRE(COVTHIVEICBNTSCHEEEB UERICBETH e LV SHEDEINTNE T,

IVE$ (n=74) SC& (n=147) »
I REE (%) I REE (%) il
215 39 53 56 38 0.044
Grade 21 30 41 35 24 0.012
Grade 321 E 12 16 9 6 0.026

*pfiE I3 EfAlFisher’s exact testic & %

1)Moreau P.et al.: Lancet Oncol 12:431,2011
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(R

FEEDHIRE TOHE]

LREESHEEZNRE UTSBNEMEERERAOY NUfiiay v/ EENSR & UlcEREEE 486
REERRICBITDREMRBEEDRIER COBBZL FIRUET,.
R EREEDEEERHIEF COLH

MMY 3002588 LYM30025t8
Vc-MPEE VcR-CAPEE
(3401l) (2401)
LTI 159(46.8) 73(30.4)
AR EOREE TOHIRE (B)
Fi18 82.8 84.9
R E 59.11 48.33
R fE 69.0 83.0 2
2/ 1.0 8.0 5
BAfE 329.0 256.0 1’%
Ba
SRR D IR SR) i

LHERUEEHEZNRE UENS [/ THEERGR. RERFcRHEE (REERMERR) MO~ MU
D) (EZERRE UTCERRRSS MAERAEERC D R HMREEDORFEMEZ L MIRUET,

R HREEDERAIEERRBERR

JPN-101 58 JPN-102845% SRR RS (MM) Ve
(34451) (9991) (1010f1) (240%1)
Grade 3Ll E| #%£Grade |Grade 3LIE| #£Grade |EELEIER 7S Grade 3L1E| #Grade
k=07 0 1(2.9) 0 1(1.0) 0 4(0.4) 0 0
BEERE 0 0 0 0 0 0 0 1(0.4)
REH 1(2.9) 11 (32.4) 0 0 10(1.0) 198 (19.6) 3(1.3) 14 (5.8)
HiZE 0 4(11.8) 0 0 2(0.2) 3(1.3) 9(3.8) 25(10.4)
A= 21—/ ¥F— 0 0 7(7.1) 51(51.5) 22(2.2) 166 (16.4) 4(1.7) 18(7.5)
SRR 0 1(2.9) 0 2(2.0) 0 3(0.3) 2(0.8) 13(5.4)
FEMEEE =1 —O/NF— 0 7 (20.6) 3(3.0) 15(15.2) 0 9(0.9) 1(4.6) 52(21.7)
ZHR -1 —ONF— 0 0 0 0 1(0.1) 4(0.4) 0 0
BEREE 0 0 0 0 2(0.2) 2(0.2) 0 0
R R EE = 1 —O/NF— 0 0 0 0 0 0 2(0.8) 3(1.3)
RAH AR R 0 0 0 0 0 0 0 1(0.4)
BEMIR = 1 — 0/ F— 0 0 0 0 0 0 2(0.8) 3(1.3)
eSS 0 0 0 1(1.0) 0 0 0 0
BHAET 0 3(8.8) 0 0 5(0.5) 7(0.7) 0 0
HITRE 0 0 0 1(1.0) 0 2(0.2) 0 0
popiieEd 0 0 0 0 1(0.1) 2(0.2) 0 0
A MEES) = 1 —0/NF— 0 4(11.8) 1(1.0) 8(8.1) 0 1(0.1) 1(0.4) 5(2.1)
7 Rt AR AR 0 0 0 0 0 1(0.1) 0 0

MedDRA ver16.0
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<BREXEFHIMEOZRUEBHEBIZEZMRE URERIFEFNRRERT >
B MABRREREIER (03955 1 [CBIF HRMMRBEDR R ZUTICRUE T,
(%)

100 —
90
,( 80
;ﬁ 70 —
5 07
& 50
£ |
> 40
%J 30
20
10 -
07 Jata)

AHI RIS 8 (mg/m?2)
BAETEREREER (0395ER) [CHB (T DREHBBED IR
BRENEEAMHDLHRMEREBEERE ZNRE UIoBo S MERREER (0395ER) [CHI(T HFRHEHRES D
HERIRREFSTAUIVE (1A T)L3E) FTHEDRERSEDEMNE EBICER U KEDRERSEN
26meg/meT 7o h—ITEL. BUAUIUMETRECICRIRT 2 NS WMERINRSNE Uiz, Grade 3/4
DFREHFBEEDRITR(G. 15T UILOBIICEFRELFEF-TFETU,
Grade 2RI FDFREHRIEE(F64% T 1108 (FRIE, 4~627H) THEANI(FHEN RO SNFK U,

<:SMFHMABEDERE I SBEVRGEDZHIEEHEREZNRE ULRBRSERRRIRL >
BHEE MABRRAREER (MMY 30025 5%) @ VMPE DREMIZEE I RIFHIRR E COFFRERSEZUT

[CRULET,
(%)
100~ — &b
N0— e Grade 21 EDA XA
j;, 80 ——— Grade 3L EDIRUH
P _
C 70
% 60
;2] _|
= 50
£ 40—
) _
5 30
2 204
10
O — T T T T T T T T T T T T T T T 1
0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75
BEH FEIRIEHRESE (mg/m2)
LANUH 340 326 271 21 174 146 128 112 97 82 68 55 39 17 2 0
Grade 2Rl EDAXUb 340 331 295 250 220 191 172 148 129 109 89 68 46 23 2 0
Grade 3 EDANUb 340 331 299 262 242 221 200 179 156 129 104 76 49 25 3 0

B EIEERPREER (MMY 3002558 [CH(F DR MREED IR
S MEFAREEDEIN S IE S EVRABDOLHKIEBHBEREZNR & UIoEsN S IEERAREER (MMY 3002
AER) [CBIT DA MEERESORRFIRBERSEDENEEDICERL, ABRIDRER S5E145meg/m?T
TS h—=ISGEL. ATA DIV A DILEE) I TRE CICHKIZT © ZEWLWMBEENR SN E Uit
VMPE CERD SN RBEEHREEZD79%I1E1.94 A (FRRfE) TNCI-CTCAEN 1 JL— R EE L.
B0%(35.7 1 B (FRfE) TREHEELF U2,
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<EMFFHEBHEDEN E1FE S EVREGED VY MUY V/INBZ xR E U REHSER!

FIRIH>
ERIHEEE M ERRREER (LYM3002:E8) @ VeR-CAPE D KR EEYILIRIRE F CORFER/ES
&L TNCRUET,
(%)
100~ —— SANUh
90— - Grade 2L EDA~XUb
1 80 ~——— Grade 3L EDA NN
‘f 70
3 60—
" _
2 50
£ 40—
= ] _
5 0 SO L 2
2 20— U l
| == R -2 j R
L — e o [ — =TT (3
0 - T -"x -------------- x- _______ x__'_____x_ T T T T 1 g‘
0 5 10 15 20 25 30 35 40 45 %
BEH AHIRFERSE (mg/m?)
AN 240 229 209 185 151 101 50 1 4 0
Grade 2Bl DA ~XUb 240 232 216 196 166 121 56 15 8 0
Grade 3 EDANXUb 240 234 222 204 175 127 61 18 8 0

EREHEISE MARERAREER (LYM300255R) [CH T DR HREE D FIIAR

SMEFMEBEDELEFESHEVEREEDONYY NUIIRYU Y/ (EZxWR & U BRI ESS 868 R 5
(LYM30025& ) [CBIF DR EEZREEDRIR AT DRBERSEDENEEDIC ERITDMEONESNE
Lo

VCR-CAPE CERSO BN ek EE — 2 —0O) \F—NECMD9O0%(F46H (RSB, 28~62H) CHAN FHE
NERHOLSNF LY,

[E]

FEEREZEDOWAEE UTRDENSFRIFP. 1 ICEEHDEL - BEZFDOERICEDAEE. KREN
OfhIEZEY)ICT D CETT o AFICKDFREHRES(F. BB Z 1 U1 U)LE UIiR5HETEYAIILER
THERENICRIENIEEEDEIEGH LR U, AEHERZET DHEEHHEOD T, RHHERENIFRBICE
ETY,

VMPEEPVCR-CAPEAICSVWCRIEMRESENRIELU/CHED. AFIRREEREBIKICP. 1 3ICEH
DL -AEEEDOEZZSE (WL T IEEL,

IEESEIE. 201 0OFEDAXEIMKRF = (The American Society of Hematology) Meducational book®
[CT.R21DEBSDHERINTBEOET,

\

=1

1)Richardson PG, et al. : Br J Haematol 144 : 895, 2009

2)Dimopoulos MA, et al. : Eur J Haematol 86 : 23, 2011

) MILT V=T DEEHES NRERARSER A& | AR &R

4)Sonneveld P, et al. : Hematology Am Soc Hematol Educ Program 2010 : 423, 2010
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R REE R O HER SRR ORERE "

& AE-BE FH|7 BAE-RE
BT LF v xILa2-6 VH R FTEFAK
TLAHNY 75mg-300mg bid chITR—=IL* 50mg1H2[E-100mg 1Haid
CHINNRF* 300mg-1200mg tid *EIVERSR* AXLORCSR* | EEFRVHENRE. HEDLERAL L
CAY R BRANY v YA MILBHREDH
oo Z0Ath
“TINITFUL 10mg-100mg ad AN EE* 100mg-600mg 1Hbid
< JIWNYTFIY* 10mg-100mg qd TRIE TRANRY v X MILBHBREDH
FaiAXxEFH 30mg-60mg bid

FEFEREEOMIEREE U T LR EHE T 55801, ThZhOFANEDOMEERS]. MBEFAI 4 & BERICEBRTNEBREEEL TS,
*RAHFERE (O T 2 WEE- DR R VA E B8 I RA.

BNERREER® Tl KRR E R O RRMEERICN U TR22DUEZHRE U, EEAJRECH dlc &R

HINTWVET,
REHZEE R CHZER M EREONERE
STEP 1 EZIVBE R/ XY TUAL MFEFIL-HINZF TILT 7 )RE) S5 B0 KA.
STEP 2 HANRF*100mgx 3E/H %8I0 L. BETHhIFm=1,200meg/H % THER,
STEP 3 JIVR)TFY /*25mg7&§H§iT§ﬁﬁLCEtﬂ L. 2:B%IC50mgIci8E. ZDEIF100mgE T1Hn AT &I
25mg¥ OB, T 1OXtF > *20~60mg/H %8,

* RHMEEE ICH T 3088 WRRUAE AR ERAEAR.

TILTVZITDEBMEREBERDBERNDPTED SN TVDIREENEY ¥ Tl MILTYZITDRE M
Za—0O)F-BFECERBEUETHD . LED SMEEZEDERZE I 9FBE CIFRSHICRILT RN D

BDESNTWVET,
SAEDHEH

AIRE & T Afl

CHINNRF*(100mg% 1 B3E TS %54 L. 1E600mg% 1 H3E % Tt L. EAIDASRIC L )1 H&RE2,700mg % TR 5 RIAE)
‘T2 RMYTFY L (FLERFIC25~50mg)
IV KT (FEIEEFIC50~100mg)

* RHHREEE (CH T 3 M8 RR VAL BRI RAR.

B ZOMDFRR
- REBELEHEEDIERT &= 1 —0/)F—H4BH s MEERREER (0395 ER) DAAIBFICHWNT1%
(3/331BNMESNTNE T,

AN 2 —0)F—([CNA T, B HEMEYA VDR ZH DBEEOEWS. —SHOBEZTERICEERMEHR
—a2—0OF—HES5ULTWVSAREMENG D FIH THFBERIEIESNTVEE A

B OREREICET DIMWGCDHA RS/ VFP. 1322 L TLEEL

1)Sonneveld P, et al. : Hematology Am Soc Hematol Educ Program 2010 : 423, 2010 (—%%Z)
2)Richardson PG, et al. : J Clin Oncol 27 : 3518, 2009 (online only Appendix—&BReiZ)

3)Colson K, et al. : Cancer Nurs 31 : 239, 2008 (—&Be4Z)

4)Colson K, et al. : Clin J Oncol Nurs 8 : 473, 2004 (—&4%)
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2R

HEME=—1—0/\F—

AEEZ 2 —0)F—(CMA T BILHEIMENA VDO RAZH O BEEDEWIEE. —SDBEZERIC
BE@E—1—0/\F—HES5 U TWLSTEREMEND DX IH, THFEHRNMEONTHEDO I E A,

[FEIA]

SEREER (BERERRSANGY =17l FAESREE T2 F58EESEE)

R PRIEAR

BEMERES

BERZCEHEEIEEIL VD HHIREE. TES. EXHENELEN ASNEIEN HD,

- REHEREWVWITNORHATHREIRE I HuaeMhd D E T,

[FIRK]

LRMEBEANRE UTCERSE 1 / 1 1EERER. 2ERGTE AT EEAMRERD) RO~ N U
VIEBZEWRE UlcEBRRRS DBEREARCHOITDEEMRE - 1 —0O/\F—OFREEEZLINIRUET,
BEmR = 1 —0O/\F—DERBIEWERRRRR

JPN-101568 JPN-102545% wEEmREmEEMy | L VOO0
(3411) (99¢5) (1010f1) (24011)

Grade 3Ll E| #£Grade |Grade 3kl t| £Grade |EELEIEHA 21 Grade 3Ll E| #£Grade
BERKR 0 0 0 0 0 0 1(0.4) 1(0.4)
ZEhMEDHE 0 3(8.8) 0 16 (16.2) 0 15(1.5) 1(0.4) 9(3.8)
AAIMEDE 0 2(5.9) 0 2(2.0) 0 1(0.1) 0 0
K 0 0 0 0 1(0.1) 3(0.3) 1(0.4) 3(1.3)
BEME -1 —O/NF— 0 0 0 0 0 0 2(0.8) 3(1.3)
IREZIE 0 1(2.9) 0 2(2.0) 0 0 0 0
EErEDEN 0 0 0 2(2.0) 0 1(0.1) 0 2(0.8)
D ESERk 0 0 0 0 0 1(0.1) 0 0
AR 0 0 0 1(1.0) 0 1(0.1) 0 0
TR RAR 0 0 0 1(1.0) 0 0 0 0
SEAk 0 0 0 3(3.0) 1(0.1) 1(0.1) 0 0
AR E 0 1(2.9) 0 4(4.0) 8(0.8) 23(2.3) 3(1.3) 3(1.3)
R 0 0 1(1.0) 10(10.1) 1(0.1) 23(2.3) 0 8(3.3)
ONEZIE 0 0 0 2(2.0) 0 1(0.1) 0 1(0.4)
BRLE 0 0 0 0 0 1(0.1) 0 0
MLIR 0 0 2(2.0) 2(2.0) 4(0.4) 10(1.0) 0 0
MREMEALIX 0 0 1(1.0) 2(2.0) 6(0.6) 11(1.1) 0 0
HILEESHET 0 0 0 0 0 1(0.1) 0 0
ZTE 0 1(2.9) 0 1(1.0) 0 0 0 1(0.4)
HREE 0 0 0 0 0 1(0.1) 0 0
AR R RERE 0 0 0 1(1.0) 3(0.3) 5(0.5) 0 0
FRREE 0 0 0 1(1.0) 0 1(0.1) 0 0
FRFA 0 0 0 0 1(0.1) 7(0.7) 0 0
EixE 0 0 0 1(1.0) 0 1(0.1) 0 0
MedDRA ver16.0
[ME]

- BKICDWTC K EBEEDERICKDNE U TLIEEW (BREERCIN U CHEGRBIE K D ez #hth T

LTEEWLYo
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Z2MK ALIAR

[RBRKT]
SRUBBEEURE UICERS [/ THEERARHER, BErrRE (EERMERD) ROV MUl

D) \(EZNRE UTcERREE NMARRARARCEITD A U ADFEFEEZ L N IRUET,
AU A DBNERFERINR
. - SEFERKERE LYM3002:E&
JPN-101:{E& JPN-102:{E& (MM) VCR-CAPE:
(34451) (99f5l) (1010f51) (240f1)
Grade 3LIE| #£Grade |Grade 3llE| #£Grade |ZEELEIEA 2% Grade 3Ll E | #£Grade
LI 0 0 2(2.0) 2(2.0) 4(0.4) 10(1.0) 0 0
MBI 0 0 1(1.0) 2(2.0) 6(0.6) 1(1.1) 0 0
PREAZE 0 0 0 0 0 5(0.5) 0 0
FALIX 0 0 1(1.0) 2(2.0) 1(0.1) 3(0.3) 0 0
MedDRA ver16.0
[LE]

- R A UDOADRRDNDHE(CE, ERXIRRE. BB RRE. BICTHRAEZEEREL C/ZT L),

[BHEARSTE ICRRERE A LD ADERS SNIcBRN IS A DS H M S REED S]]
[Fin- MR SOmA -2t [BR1161cm [{A&E]1S55kg [BAHEEILL

[SIHE]RERFANRINAEAE, FAEER, BEIRK

5l

VADEA 2004%F 8H3H~ 2005F11H 7H

MPEEX 2004F12H1H ~ 2005%F 9H18H

VEPEA 2005%F 1H7H~ 2006F 3H31H
MCNU+MP 2005% 2H4H ~ 2005% 28 13H

VADEL 2006%F 2H2H ~ 2007%F 2H 7H

RETHREE (BiEE. 456Gy) 200641 1H22H~2006F 128 13H

NIV A RS LA, FIRE TOHAF]
NI A K15 ([Cy1D1:2007F3H27H]

1.0mg/m?
1.3mg/m?
1.0mg/m?
0.7mg/m?2
1.0mg/m?

1942)L
YA
SYAIIL
SYAIIL
61U
8YA I

108142

HIEH  IR5RK35HE

DI1.
DI1.
D1,
DI1.
DI1.
DI1.
DI1.

D4,
D4,
D5,
D8.
D4,
D4,
D4,

D8.D11
D8.D11
D8.D11

D15.D22

D8.D11
D8.D11
D8.D11

49420)L DI,

79420)L DI,
91 )L DI,
1154 2)L D1,
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D8.D15

D8.D12
D8.D11
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[BEFRIZB] (Cy: 412 DR Day: AHIESRIEL > DRBEM  G:NCI-CTCAE ver3.0 Grade)

Cy1D21(Day21) {ERRERD HIR,
Cy2D1(Day22) 1917V BIR I/ MRE D D 7=51.0mg/meTRITAL . 2317V B M/ i D DEIEIC L) 1.3mg/m2Al BB LIRS 1A,
Cy2D3(Day24) [ E Iz LA
Cy2D11(Day32) PEELUh, B (G2)h HER,
TROBR A ECHITHREE(GI) 4. SHRLVIFR.
Cy2D14(Day35) Day21tE &SN T EFMERN AL EER R EE /U, BEEXER L. BEAZADEMN BOSNAZENS,
BMEALIREB AN,

Cy2D 158 8BX#R Cy2D22R5 BB X%

Cy2D15 %2
F
Cy2D22 S
a8
BE
i@
Cy2D16(Day37) HITRIBEE 57,
Cy2D21(Day42) BRARV/CFF B, ARFBEDREICL) ERPEELE, EROLCL, BALERLE,.
Cy3D1(Day50) 3HY17IVB%E1.0mg/m2liBEL. 561k,
Cy4D1(Day78) % TROBBEEILUN (G2) D=, 4917VE%1 Omg/meiB1 ElICEEL 5844,
Cy4D18(Day95) KRR E (HEEOFUFUB. BHULILL. B EV) DEAL(G3) D10, 4417 ABBDRE £ %y T Ul
AP T BORIBBRRH TN PROIS, LIESHREL 1,
CyaD28(Day100) | 5y 1) pims FrsgftALIRDBRIBHNE Do,
[REBI D]
Y11 BA)L2 pEtlic] et BRGNS HA)L6-11
"‘J;[;h’ﬁ;};“@ 1.0 1.3 1.0 1.0 0.7 1.0
(meyme) | GB2ED (GE2E) GEem) | | ca1m) || GEvm) (GE2E)
1gG
(mg/dL)
50007 B{LYI =YL 990me/H
J\YFF> 600me/H
KEhis 15g/8
4000 =
J BB BR BRI DR SCIDERISHE
TooomL/g | BB B EADBRSCEDERIH ] B 126 (/)
3000 PR

BRER odiaen

Cy2D21:E18
2000 —-\
RAH

R FREEYE A L R BB RS A SRR

Cy2D11: 58

1000

Cya2D11: mixLUN. BiH(G2) bR
Cy2D14: TEDEAH @ SHITRE(G3)

g4 Bao2  HAo)L3-4 " YquB-8 HAHILO-11

G : NCI-CTCAE ver3.0 Grade
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zeuE (KIE

(IR ]
LHERUEBHEZNRE UZENSE [/ THERARGR. RERTcRFEE (REERRANERR) U~V MU
UV \EeRRE UICEBRRBS MERAGERC O DEMEDHETIRE Z L MR UE T,

(EMEDBHERRIBRR

JPN-10158 JPN-10258 ﬁiﬁ(ﬁﬁfﬁg’ﬁ NPT
(3445) (99¢) (1010%1) (240f1)
Grade 31 E | #Grade |Grade 3LlLE| #£Grade |ZEELEIEA 2 Grade 3LlE| #%Grade
{1 E 0 0 0 13(13.1) 1(0.1) 29(2.9) 1(0.4) 5(2.1)
RE MR ME 0 1(2.9) 0 4(4.0) 8(0.8) 23(2.3) 3(1.3) 3(1.3)
MmEET 0 0 0 0 0 1(0.1) 0 0

MedDRA ver16.0

[LiE]

ARIEICH U T BERZIRS SN TV SSEICIFEERORERR. Komia. GREhE J)LF 14 REID
BESEEDNEZITOTLIEEL,

- RAOBEVERZE T FE. BRIEZHD CEDHSNTVHERADIRSZR(TTNDERE. BikKER
DHDFBE(ICHFH RS TDHEGIF EFRULTLIIZEL,

[Z DfthDFRR]

CEYMHEIED S SHONS CEND DD, RENRSFHDRE(C(F. HEIEDEGLHFBIRZ H D HEMORE
[CREBUIENLDICERIT DL DOBEICIHELTLIZE L,
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R AR

KA S5O E RIS Z /) Womd . BB (k) imd. BMICOBULTRCRUE T B, %
EFEANERECONMBKRAMENO.6% (6/10104)) . FEFEAMERAERUOLYMI002:5:8&(CC
BEHEEA RN, TNZN0.5%(5/101061). 0.4%(1/2406)HESNTNET,

M/ viiRiRe

[FIRK]

LHERUEHEZNRE UCENS 1/ THEERGR. REMRTcRBE (REEMAMERR) XU~V MU
D) (B RE UTcERERSS MARRRARGEER C DT & M/ MBI DR SEE Z A N R UE T,
M/ \REIA D EIERFEIRINR

JPN-101548 JPN-10258 SRR (MM) Vv 2
(34%1) (99f1) (1010%1) (240f) %
Grade 31 E| %Grade |Grade 3LlE| #£Grade |EELEHER 21 Grade 3l E| “Grade &
I/ AE 6(17.6) 13(38.2) 53(53.5) 98 (99.0) 3(0.3) 58(5.7) 124 (51.7) | 163(67.9) ﬁ
In/NRECR D 5(14.7) 16 (47.1) 0 0 47 (4.7) 631 (62.5) 0 0 E
MedDRA ver16.0
[FEIR]

AEE DRHEMZEE CEFEWVECHIBT S NI IVIMRECRHAFHEIRA IS DN T SREEBEDREEN ORIEE
FCORBIRKRDESDTI, WINHREET TCORBDHPIEF 1 U1 TILDERSHEZBA THD.
B 1/ THEEREER (JPN-102882) OADREEF CORMARIMEBN SO X Uz, FARSHIEH
(FEEE][CIIRIREZRIEL . BREDREZ T2 (CEREL TEE L,

BEEIHIRIRG COREBERORIEBEE CORM(ENLE 1 / TEERHER(JPN-10158). n=34)

N=Z51AE RIEfE BIEEFTORRA)*
HH RROII | FioE FhRfE FifE FhsRfE FifE rhsRfE
(SD) | (BIME BoAfE) | (SD) | (RvIME &AfE) | (SD) | (RB/vE. ®AfE)
/)i o8 18.3 16.9 6.1 5.4 44.7 36.5
(X104/uL) (5.83) (11.2, 38.1) (3.33) (1.1, 12.5) (25.7) (13, 155)

*REEE TORBRLREHEZEL THEH,

BEIHRIRG COREBERUREES COBK(ENE I /11885 (UJPN-10258). n=87)

N=ZF1E RIEfE RIEfEETOR(A)*
= REOB | FioME thR{E FH1E thRfE FHa1E thR{E
(SD) (&/IME. &A1) (SD) (&/IME. &A1E) (SD) (BR/MB. RAME)
M/ iRE 86 19.1 18.3 4.6 4.5 71.9 32.0
(x104/uL) (6.599) (8.4, 48.8) (2.650) (0.6, 13.3) (90.63) (6, 398)

*REEE TORMI LRSI EE L TEH,

SNEREREE WEEARBEHER) [CBIT 5291 )L E TORBERURKES COEM(n=525)

E et S ] =RIEEETO y =RIEEDSD
BE o ﬁ(gg)ﬁ 5 AifE SEE #78(5) @1(%/1@)1@ EE AR (B)
(B (EE) | chefE(@E) | i (E) : rh i (#5)
13.40 5.80 11 273 11
/R 1A 498 | (0427100 | (01-217.0) (1-130) (55.04) (2-51)
(x104/uL) 13.10 5.95 11 181 11
2147 384 (0.3-232.0) (0.4-162.0) (2-98) (47.14) (2-67)

BERRORBADERCH PO ST REFE(N-ZT1>) L WET U ER & &5
18 - RS AMEX ISR EME E THIE L EG £ BEEM E LT3,
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[LiE]

MRMDE=F VU IZRHBL T EE L,
- [VIREH25,000/ u LARGEDHE (FEEIDHIRIC K O MW DM Z1T > TS,
- NV NURRY V) (EENR E UTcERAEES TRRREERICHOWNT. M\WEN7Z (I TeBEDEIG
VCR-CAPEF C2406Icp5441(22.5%) T O . R-CHOPEF c2428-h741(2.9%) T LTz,

EFRHLEISS MARERPRELER (LYM3002:188) (CHIF D VCER-CAPE ER-CHOPEZNZNICHIFH M
NWCHAMEDBEERFERINRICOVTMIRULETD,

M) WRIBIAMEE (Hi 7z £ S M) WRBIAMEZ S 8) DB EERERINR

VCR-CAPEE R-CHOP#
(240171) (242151)
SIRBIEL 173(72.1) 47(19.4)
TREEEFELIT DT TOM/RE DD (Lab data)
REBIK \ 232(96.7) 160(66.1)
NCI CTCAE Grade ZsIRHI%
Grade 1 34(14.2) 104(43.0)
Grade 2 40(16.7) 31(12.8)
Grade 3 LIk 158(65.8) 25(10.3)
Grade4 ! _E O /Mg EE D MESEER
BB \ 4(1.7) 1(0.4)
NCI CTCAE Grade %3IRfl#
Grade 1 2(0.8) 0
Grade 2 0 0
Grade 3 Bt 2(0.8) 1(0.4)

B MR (4FhEk) if

[FRIAR)

SRUSHEEZNRE UTCEANSE 1 / 1 BMRARER. BEIRTEAT EFERRERE) RO~ MU
D) g NR E UfcERERES AR SR (C DT 2B IMEK (FREK) A OFREEZ LI N IRUE T,
BER GFER) AN DBIEFARIRIAT

JPN-101545% JPN-102848 SRR (MM) Vv
(34451) (9911 (1010f1) (24011)
Grade 3Ll E| #Grade |Grade 3LlLE| #£Grade |ZELEIER 2k Grade 3Ll k| #Grade
FF R ERIR 1 RS 0 0 3(3.0) 11 (11.1) 0 0 0 1(0.4)
EEFER BRI 0 0 0 0 0 1(0.1) 0 0
FEVE LT BRI E 2(5.9) 2(5.9) 1(1.0) 1(1.0) 0 14(1.4) 31(12.9) 36 (15.0)
FERI BRI E 0 0 0 0 1(0.1) 2(0.2) 0 0
A M Eki A E 4(11.8) 14(41.2) 72(72.7) 97 (98.0) 2(0.2) 21 (2.1) 90(37.5) | 100 (41.7)
2 INERGR AE 8(23.5) 12(35.3) 93(93.9) 98 (99.0) 0 4(0.4) 44 (18.3) 48 (20.0)
PR AE 9(26.5) 15(44.1) 77 (77.8) 96 (97.0) 0 18(1.8) 180 (75.0) | 190(79.2)
U INEREUR 11(32.4) 22 (64.7) 0 0 1(0.1) 99 (9.8) 0 0
BIREUR D 0 0 0 0 0 2(0.2) 0 0
AR EREUR 13(38.2) 18 (52.9) 0 0 7(0.7) 157 (15.5) 0 0
IR EIKE A ERD 0 0 0 0 0 1(0.1) 0 0
IFEETRE D ERiR D 0 0 0 0 0 2(0.2) 0 0

MedDRA ver16.0
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[AEK]

KA EDOREBEMZEE CERFVEHIITS NIcAMmIK (k) MDA FERGCDOWNT, SHREBEOREENRT
RIEEFTORMETFROESDTT . WFNDHREBE TOHBMDHPRIEF 1 YA I)ILDKRSHBZEBA T
HO. EWSS 1/ DEERRELER (JPN-102588) OADREEFX TCORBDRWMEEN DD X Uiz, FHKRS
HAR (3O (CMRIREZRIE L REDREZ T2 (CERREL TEE L,

BRINEFRG TORKERVREES CORM(EASE 1 / TBERIER(UPN-101:158). n=34)

N—ZSAAB 5@ BEEECORM ()
HE EROB | FiyE g 18 kg 48 kg
(SD) | (B/MB. BAME) | (SD) | (R/ME BAMB) | (SD) | (B/vE. BAME)
B mERE 31 3985.8 3500 2235.2 2100 31.4 29
(/uL) (1339.4) (2300, 7300) (764.2) (1000, 4100) (25) (3, 99)
TFREREL 31 2239.7 2006 904.8 864 36.3 29
(/uL) (881.9) (1118, 4088) (447.3) (378, 1886) (32.4) (4, 123) g
*rRIEEE CORFBIISRSHR# @ L TEH, %
BRINEIFRG TORKERVUREES CORM(ENE 1 / 1BERRER (JPN-102:18). n=87) %
N—ZSAAE S5 BEEECOR () iE
BE REOIK | T e T8 oy, e Y,
(SD) | (B/MB.BAME) | (SD) | (R/ME BAME) | (SD) | (BvE. BAME)
B MmERER 85 4988 4500 1576 1500 58.0 27.0
(/uL) (2317.6) (1800, 17700) (602.2) (500, 3100) (79.45) (6, 408)
PFRTREL 84 2777 2405 728 664 71.0 29.0
(/uL) (1640.2) (1000, 13980) (378.4) (140, 1920) (79.84) (6, 379)
*RIEEE CORFIISIRSHRE @ L TEH,
BNEBRFE AT (R EEAMERD) ([CBIF 2291 VILE TOREERUREES COEM(n=525)
| Smeon | Mme oL | BEEECO o SEBISD
HE o0 ’f(gﬂ?‘ W5 41 BiEfE £8P9 () @(if)m EE R (B)
hRfE(fE) | chofd(@E) | ki (5E) : v i (3E)
1965 1304 10 311 5
17 ek ER A 1917 464 | (550.17575.0) | (38.1-12400.0) |  (1-146) (67.03) (2-57)
(/uL) 1875 1537 10 190 5
294701 364 | (609.17918.0) | (53.0-12485.3) (2-99) (52.20) (2-53)
913 504 11 309 6
o) SERE A7V 474 | (730.107352) | (9.0-5120.0) (1-101) (65.19) (2-105)
(/uL) 811 496 11 181 6
294701 370 | (180:0072.0) | (2.7-2175.8) (2-63) (48.92) (2-53)

BERRORBADERII P DS T RERIME(N—-ZT1 ) L WET L 7-ER & £5to
B8 - RS AMEX IS EEEEfE % TRITE L AES £ BEEM & LTV 3,

LE]

MIRHDE=S UV T2 L TLIEE L,

- FEREREOS00/ u LRiE (CFE UTe B E P EAM I PIEAMED FIR U5 G (& BRI D0 = —FEalE

HFRA(G-CSF) DE/ESZZR L TLIEE L,

- NV NVl ) Bz R & UTcEBRHEISE MARRRREIERC BV CG-CSFRANE. S RERmAME. FEE
HEREREAMED FBLD U L [FaBICERT N EIRETH D G-CSFRAIDIR S =R (I TcBEDEIG(F

2008 FA4FE (LA MR AERE T REEST (200854 A 25H =)

29.6%(71/24041) T. FBR538.8%(21/2404l) T LTz,
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IRt E)55 I ARRRPRELER (LYM30025ER) ([CHIF D VCeR-CAPE ER-CHOPE ZNZENICHIT o4
FREBANEDBAZEERFERINTICOWVNTUHIRULE I,

SFARERRIAME (R Z 4 S IR AMEZ SV) DR EERAERNKR

VcR-CAPE# R-CHOP##
(240f1) (242f3)
R 220(91.7) 196(81.0)
TEREAEBLIT DT R TOFHEREDED (Lab data)
FIRMIE 235(97.9) 226(93.4)
NCI CTCAE Grade SIRfI%L
Grade 1 8(3.3) 7(2.9)
Grade 2 15(6.3) 21(8.7)
Grade 3 LIk 212(88.3) 198(81.8)
Grade3% /I3 Grade4DAF REKR D EE O EBER R
FEIRMIE 98(40.8) 70(28.9)
NCI CTCAE Grade SIRfI%L
Grade 1 21(8.8) 17(7.0)
Grade 2 44(18.3) 32(13.2)
Grade 3 LIt 33(13.8) 21(8.7)
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[FIRK]

LHERUEHEZNRE UZENS [/ THEERGR. REMRFcRBEE (REEMRNERR) MO~V MU

D) (EzERReE UTcERHERSS MARRAEERCHIF DBMDFERBEZ U MIRUE T,

BIMORERRRRR
. ~ - LYM300255
JPN-101 564 JPN-1028 5 B EARERE (MM) N
(34151) (9941) (1010131) (24011)
Grade 3Ll E| #£Grade |Grade 3kl t| #©Grade |EELEIEHA 21 Grade 3Ll k| #Grade
aim 11(32.4) 25(73.5) 35(35.4) 63 (63.6) 11(1.1) 157 (15.5) 23(9.6) 86 (35.8)
A®BJOcE D 0 0 0 0 2(0.2) 62 (6.1) 0 0
FrIMEREGH D 0 0 0 0 0 5(0.5) 0 0
MedDRA ver16.0
[FEIK]

AEEDEEMZETE CTHEVEHESNICBMFEIRGICOVT., SREBOREEBNUREEZ TOH
HEFROEHBDTT, VTNHREEF TOHBMDHPRIEI 1 A IILDORSHEZBATHD. EANE |
/ T EERFRELER (UPN-102538R) DA DREEF CORMDRIMEAID DD X Ulc. ARIRSHIBER(FSEG(C

EAREZER L. BEDREZ+HCHEEL TS0,
BRINEIFRG TORKERVUREES CORM(ENE [ / 1BERRER(UPN-101:58). n=34)

N—ZS{ B BiEfE BEEETORK(A)
HE REOH | Fio1E R {E Fi91E FRE Tl FR{E
(SD) (B/ME. BAME) (SD) (B/ME. BAME) (SD) (B/ME. BA1E)
ANETOEY o5 10.7 10.1 8.7 9.1 44.8 32
(g/dL) (1.76) (8.1, 14.8) (1.69) 6.2, 13) (36) (2, 158)
*RIKEE TOEHIELRESHBEEL TEE,
EZN) a5 RRE TOREERVUREES CORK(EASE [ / TR (UPN-102:8). n=87)
N—ZS1 B BiEfE BEEETORK(A)*
BB REOH | TioE ol Fi91E g Fi91E g
(SD) (B/ME. BAfE) (SD) (B/ME. BAlE) (SD) (B/ME. BAlE)
AE/OE> 10.1 10.3 8.2 7.9 63.8
(g/dL) 58 | (1549 (8.0, 14.6) (1.122) 65, 11.1) (8020) | 2402 412)

*REEZT TORMIISXSEEZRAL TEH,
BERRF AR (REEARERE) (LB 2291 7L F COREERUVRIEEE CORM(N=525)

| umyon | umyon | BE@EFCO ) SEBHSD
BE 1o ﬁ(gg?‘ 15 41 BIEfE £ (B) @%1@)1*;& EE R (5)
rhoafE(fE) | chofd (@) | s () : v i (3
8.80 8.15 8 327 5
- 19471 485 (4.4-16.1) (4.1-15.2) (1-78) (67.42) (2-112)
(g/dL) 9.10 8.80 8 206 5
2¥470 | 378 (5.7-20.1) (52-14.6) (274) (54.50) (2-68)

BEERORBRDEECH PO ST REFE(N—ZT 1) L ET U ER % &5

B8 - RS AMEX IS EEEEE & TETE U AEG £ BEEM E LTV 3,

LE]

- MRHOE=SY VU T7ZEE L TIIEE L,

- NUNUiRY V) EZERR E UTCERERSE MAERAREER(CHWNT, RIMIKEMZER(FTEREDIG(EF

2008 F T F AKX ERAEPREIEST (200854 A25H i)

VcR-CAPEF C2406h52641(21.7%) Th b . R-CHOPE: c24241h42%1(17.4%) T Uz,
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ReWw RERVE

[FRIAR)

LHERMUEWEZNRE UCEANS 1/ TERAER. REMRTcRFAE (REERMERR) XU~ MU
U (BZERRE UTCERERE MHERRELER CHIF D HRBEOHRFEBEZ L MIRULET,
HIAREORHERARERINR

JPN-101548 JPN-102548 W AR AR E (MM) NP
(34431) (9911 (1010451) (240f31)
Grade 3Ll k| #£Grade |Grade 3LlE| #£Grade |EELEIFER 21 Grade 3Ll E| #£Grade
wIRES 0 1(2.9) 1(1.0) 6(6.1) 16(1.6) |126(125) | 5(2.1) 9(3.8)
EReMwikED 0 0 1(1.0) 1(1.0) 0 3(0.3) 0 0
MedDRA ver16.0
[ALE]

BNCCNAA BSA 2 (ZRMEHEE . DABEDRFAED TR EBED) Tl MILT VI TICLDBEEH
WEZOFRKRUXTHighlCHESNTH O, 72o0u)b. \Z2708)L. 77 AV Z0EILOFHiRE*
ZERYT D CENHREINTNE T, B MDAV ARDHE HEDEHIIH D F A,

B 772 708)L (RRE) [CDWCIE, FRi23F9H28HREFK09285 1 S EFEmDBITMER (R RIR
2B EOBDIRWVICET @A ICITRILT VI TEABOEE] [N U TS Uicsa, S%E6ZzEa E
DB ESNTVD I EXDNILT A NBRPOFREZ FHEND 7Y 7O HRRETR LRDHD &

INTVET,
* BRAEBITH T /0590000, 77 LY OCILOFHRSEEN TRBS NI IR TRBOFBA.

[ | EMEFHEBIEDER EF S HEVRABEDSH EBHESEEWR E LICESNE MRS
FREtER (MMY 3002558) ]

S E BERPREER (MMY 3002588) Tld. 191 VAZEIC KB RIS EH#EL T & LT,

TNUTHEVVMPED340%IchO0% (26.5%) (CHIHA VAR BHES S NE Uic. BRRSE2(F T
90D S B3 (3.3%) [CHKBEBHRD 5N E LIcH, BRERSE LD > e VMPE TlE 25061504 34|
(17.2%) [CHEREBHRO 5NE Uiz, TNS5DT EDSVMPETIINIAILAZDOFERSICLD. Bk
BEEOREEENME FUICEEZ BNETD,

LIS B S AEERRRERER (MMY 30025t88) . EPYEE 1 / [ HEERERERER (UPN- 1 023ER) RO BsRsm 4 A
(HFEFEARERD) BTN ILAERSEROSREEOREBERREBREERERLUET. SHE.
FHEICBVTHIAIAEDESE, B5HBEI3E—TIEEW s, —BICHEE TEED A

M1 VAR SHRFIOFINES * OFIRR

SrEA A IR KIS »

ATl /=ﬂ L | N =]

RER/RE R vy TEGIEL oy SEE (%) RIERER
MMY 3002558 (VMPE) 2 EL 250 43 172 Fisher
(n=340) H) 90 3 3.3 p=0.0018
JPN-1025E% (55 T 1EE64>)® EL 28 2 7.1 Fisher
(n=87) Hh) 59 5 8.5 p=1.0000
BEERRERE G 501 48 9.6 Fisher
(n=525) H) 24 1 4.2 p=0.7513

*MMY3002:E% (MedDRA ver10.0) & U'JPN-102:%8 (MedDRA ver13.0) Tld. #AZE (PT) WaikfEs. BREMSIRAED. MR AHHEEE S SRESR
F. ZHBRHEMHIRES. BHRED. REREDS. 2RESIIHIREER [MMY3002: 5N 4. ver13.0 TIRIBHRBEZSOTBIE(LLT)] EEEL =
BEFERRERE T EAEBPT) PERESEEREL

a:2007%E6A 150 Clinical cut-offif s, b:2011E2H4H Data cut-offif &, c: 2008 FE4FE(E AR IEREFEIEST (2008FE4 B 250 H)
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MOV ARED TSR

BREE(ICHT DN IAIVARDFIHIRESDRAE- HEIFHILL CLE B AL, LUNCHRESNICEAH 9ZRUE T,

0% 158 154 BRBERRRR

rokiotals | poomen | ong/B IR RERES TR 2o e (43%. 6/140) & EL8E L 200me/ B F 5455 5 (0%,

S e o 0/19f) (S &R REE & HRIET & ¢ (=0.003) %,

loome/ B & RIS TR T E T sikmesix200me/ BB CSHIRTL. 400me/BRHOIE Y b
Kimetal® | 7270EN | -400me/BEFNFIITav T s aae B 2T b 000T) S e S o

(2561) IR ] - 4

- 200mg/ A (1947) Bot.

* FisherB R &

EFRHEE I AERRAREER (LYM30025ER) CTld. MOAIVARICRD FHIRGZEHEL TWOWE Uz, N
([CRELIVCR-CAPEED 24041013761 (57.1%) [CIRDAIVAEDFIHIRSSNE Ulc. FHRSZR (T
137610 S 554 (3.6%) ICHRBENRD SNE UTeh, FHIRSZULED oT2BF CTIE 103651 14

(10.7%) |ICE BB
SRBBORBEENME F Ut E B 5NET,

=3
ity

HHEHNK Ufco CNOSDTENSVCER-CAPEECIIMDAIVAED FHRSICLD,

DU ICEERHAEZ DHERREER (LYM3002:ER) [CHIT DM DA IVAEKRSHERDHRBEORTR R

ZmUET,
N MUk VN C VD A IV ARG SERFIOTINEZ DREEERERINR

LYM3002:8% (VcR-CAP#)
- ISR E
7L H)
A&t 240 103 137
wIREBEL 224(93.3%) 92(89.3%) 132(96.4%)
wIRESHY 16(6.7%) 11(10.7%) 5(3.6%)

1)NCCN Clinical Practice Guidelines in Oncology Multiple Myeloma V1, 2013
2)NCCN Prevention and Treatment of Cancer-Related Infection V1, 2012
3)Aoki T, et al. : Jpn J Clin Oncol 41 : 876, 2011
4)Kim SJ, et al. : Jpn J Clin Oncol 41 : 353, 2011
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BRIFXR Y ILA (HBV)EiEEE

[EBRIRS]

SRUEBHEENRE UENS 1/ BRRERICBVTREIFHOFEBAT U, Y MU
BENR & U B ES TRRARHERIC O D RIBEEZ U N CRUE T,
BEFFROBHERFIRINR

JPN-101 588 JPN-10258 W FRARTRE (VM) NP
(3441) (9913) (1010f) (24011)
Grade 3Ll E| %£Grade |Grade 3XlE| #£Grade |EELEIER 25 Grade 3Ll k| “£Grade
BEIFF A 0 0 0 0 0 0 1(0.4) 2(0.8)

MedDRA ver16.0

LHUEBEZTNRE U BISHRTH AT (FEERAMNERR) (CBRFFRAF. BREFFR D)L ARERGM
B, BEUFFRKDNARIEERR 4 1 fINRESNEI Uz (201 248K R) .
SR B RS | BEETN (BRAFA YA ILABES L 2 S0) DRERRRRR

RBRGIH
BRUFF 4
BEIFF A 7 1 )L X ERGIE 1
BEYBT X DNABITE BRZ 1% 1

BAID S B, HFRSHIDHBVRERFUREN R TE TLEWV T FIZERWVZEHIY 22 [CDWNT. AALSERISH]
(FHBsHURIRM T UTehY HBsTiA K Te[FHBC A DB MRS N CWLE Uic,

BEIFF A 7 1 LR (HBV) DFETEMEL & B (BN E)

)Yx3 v JEVELCADEX T 33H4. HBVEED VX7 DH 5 BH IS U CAERORBINICIEEICHBVR ) — =27 %5175 2 &, BEIFADOR
F&EE S VICBEFROBREDH 3 EH(E. VELCADEE VY X v T OHBREDOER UV Z D%, ETHFOHBVERDERRIN R UHRE Ok & B
ICHRT22E, MUMIWIAFRIEEETD &, FMIE) Y ¥~ T DOSummary of Product Characteristics € £ 5 2 &,

N MUl ) (e R & UcERHES MRERAREER (LYM30025188) Tl FEeDIHAICTHBY

BEMEOERZT > CTW\WE U,

WBDAIYU—ZJ1EE UCHBSHIRMUHBCH A REZEMT & &,

‘U B BEUVEEMBRFFRDBE(LBRN & U BEFFXOF v U7 I[CODVWTEERRSEZIUVITBHLR
DHERUCET HFANTETDH &,

BEIFFRF v U7 BEICDVTIE, UYFIXTBEEOH H BE. BRRERNROHBDAVADEMZIESE
[CEZI—TDT L, MENRIELCRETIE, UYFINTDRSZHRIEL, BYIEEEZRIRT 9. /&2
MBARZR T HREICUVYFINITZRS LBV &,

HBsHUFRGZIEDRE IS U TIE ERBER TRICSZTI2 100me/ B (RISt DOMEAELIE) 72 FBRBI(C
BEBIREOIRS T D C LR,

(B AREE]
D AAEFEDE - eRRIE AR DHBVAEMH EDRIRED R E U T TDIRABIFoNTNE T,

- BLEDAEEEDE - REIIGIEDADHE T LD BICHRDFEIET . 122U DA IVAENZLIHBsHIR
RIEBICBNTIEF. DA EARRERICHRDFEIET 255D DD,

- FFROFEAEICSEATU T, [MARICHBV-DNADENNERH 5N D,

- HBsHURFZEBICINA T HBsRBRMAFID—ER (HBeHiAfZE and/or HBsHUARZM) [CHWLTHBE
FFREEIEHED D DD,
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[ FIRBFHEA)
ZHRMEEHEE

LEERFER [CERE SN, KBRS O FRIRX CORMH SR CEEORIDFRIRFE. RFEOHNH&R
R111BCAERTERAHBTHRREIEE) CU.

AEIRS59HBICHBsHIRF I E D SR S NTIERF. AFAERBIE N O ABRBERIDRERRED S
<. AEEERIHRN2 1 BAEIICEE Ul BRAMEMET MR [CBEFTROBEME D ERHD 5N TULEHIEE
MHEZ SNDIEFIT Uiz,
¥ MVERY > ) \hE

XV NUiRED V) EE R E UTcER R EES TAERARE SR (LYM300258R) ([CBWVLWTERS 5SNfz261m
RIBRHAFZNZNE BB S 42HB. 293HB CABER T&I7H) CTUT,

HERFRIEN S P93HBETHIELZ 1#lIF40HE E83HHE(CGrade 1 DRFHEEEEREHERH 5N TUVHER!
T.302HB(CAEKR TE106H) ICBARFFRICEDIETULFE Uz,

[VRIEAF]
HBVESEIALD U RT3, DAALEEE - AIFIETEC 4 SBEDRBRELS SABIIDHBVEIREEC
KO TREDFTY,

R R

<sEHICRET SEF>

- AT 0OA MAREFEEA
EMmEriiEEtE (F&E>B8%R)
s REROEM ) ) (&

ROEIRTTR(ICRE SN H M BRERECHPOMITHFUASV U ZEHA L TVWE Ui, BAIFR3HIE
S MEHRRREZ SRIE U ITERIT LT,

<HBVERZRIR >
BERIDHBVESEY —H— (HBsHIR. HBeHlR. HBcHiA. HBsHA) DHE
—MRICHBSHURBZIHEAEAIE DA IVAEBDE L J\ A URTBELEDNTVE T, Ffc. HBSHIRBRMEGID
—&8 (HBcHAFz1% and/or HBsHUAfZ14) B/ \ A URIEEENDNTVET,
-HBV-DNAE

\

{3

[FR5 - BRR - E]
BABFEZRIC & D [BEFFARAA RS2 (H2H) ] (R FRIRSHTRURSEDERIRE L
BrREL TSV, GHEEP.578H1)

-HBsTRBEA O T DIEFEER CIFM DA IV ARD FHRSZ1T D CEHRRITT,

* DA )V AED TR SHBICDOVWTCIET VAFEL  BIZULTWOE B Avs
-HBsHTURRRIMEAIIC DV TIE FIEERFEDRED SHBcH A, HBsUKIZR T T v o LTLTEEW
-HBsHURBR4E) \ U XD (HBcHaBz% and/or HBsHUARE) (CX L Cld. HBV-DNAEZ=¥U>J (B

1Bl AEZFARROEPRAR TRAE < ED TFRE) Z1TU) HBV-DNARZIH bR R T DA JVAEDE
SZRIBLTLIIEEN

PIDFEIFEODEEIL. a6l TTALILAR. T277h

RERTTRICRESNICERILERHEREC
EGALEFR1FIT U,

EILETUFIVITFY - UFY-DRTAY

1)FRE : BRERITAR 50 © 1261, 2009
2)BIEEE | FO6MOHAH LERRERNMZEBAI=/FEO0MHAH LEENRRERNMNZEFIRTOIS L - #ig&E p. 141, 2010
3)Tanaka H, et al. : J Clin Exp Hematop 52 : 67, 2012
4)Kusumoto S, et al. : Int J Hematol 90 : 13, 2009
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| EBIGREERE : BIREL. HBVEERIL) |

[BHERRF IR SNIcBRISEAM DS Hit BB DA

[ MBI 60 Bt [SR]164cm  [AE]153ke

[EHEEE] BEATR  [BHHE] /L

San]l WERXHR - BERCT  EEMEL L. DERF IO II— EBFMEU
NI+ Reg5LAIL] 1.3mg/m?

[SIRE COM/1R 5148 E

NI A ReRS

1914 2)L D1.D4.D8.D11

24 20)L D1.D4.D8.D11

3Y4(2)L DI

BRFRER] ka2

ESIEE]

REIRSFIED1ES» ARl | BREHE

RNEIRSFIADS » BHT HBcHLf (+). HBsHUER (—)

Cy2D1 HREREFMBHIR,

Cy2D2 WREE LR L. 72 o0 VRS RIE.

Cy2D4 H17N202EE85, 2ARORSREBADTFY AR £k,

Cy208 1O N2O3EERS. BEHAEBADTHY X5 EHH

Cy2D10 HBSHBABRMAL L 1728, T2 HE L & BfA,

Cy2D13 BREICORBNHIRL CGARMEZ LKL, LIROREC L 2768 EhHT L 7=

Cy2D26 HBV7E & (TMA) 4.2LGE/mL

Cy3D1 FEIRS B,

Cy3D8 HBVIEE (TMAZ) BELIT

- BRI, HBVETEIHEOBILHIRD b NG D > 10 FHIDBRIRD SWEL LB (FLC - A, B3 7AIATY
> DN ik,

Cy3D21 HBVE £ (F2HIPCRE) BELI T

Cy3D174 IS WE,

<HIHEF:Cy2D13>
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[BiZ]

» 1 )
5 B0 ZIEH ERERRZ
Cy1D1 | Cy1D4 | Cy1D8] Cy1D11] Cy2D1 | Cy2D2 | Cy2D5 | Cy2D9 | Cy2D13 |Cy2D28| Cy3D1 | CyaDi5
9/4 | 9/6 | 9/9 | 9113 | 9/16 | 9/28 | 9/29 | 10/2 | 10/6 | 10/10 | 10/25 | 11/2 | 11/16
- 10/7
FEER g% HBV
= BiEt
NIV R
e | 13 | 13 | 13 | 13 | 13 107 e e 13
e 13 13 13
. (5 5BEIE] 7% Y A 2 40mg/H  9/6~7.9/9~10.9/13~14. 9/16~17. 9/28~29. 10/5~6.
10/8~9
1|35 N N
HliS FEH AL 20mg/H  11/2
P [FBh] 7)b3FY —IL100mg/B  AEFIIRS a1~
ZIT 7 A REYT =L NUXRNTYL15E/B AFHRS AT~k
[FiREZ] 7> 706 (SEssE)250mg/H  9/29~10/25(BA4
20 NDI-HE=E)
iy 73506V (120)1000mg/H  10/26~4/23
[HBVEEMIE] T>7HEIL0.5mg/H
10/7~ ik
) EZF’;Z’\
BRFRIER Pui &b
~ Eis]
’jgi? 83 8.7 80 | 72 68 | 76
'(E/'ﬂlif 7300 9600 9400 | 5900 | 5600 | 5400
f’jﬁf 4015 5856 7050 | 4543 | 4032 | 3834
1> STk
)(// ;: ‘S* 2628 3064 1786 | 885 | 896 | 1188
(ﬁﬁﬁu 147 16.8 109 | 37 19 90
—
EZS 6.4 70 59 5.3 53 53
-7 i
’g;a/ 30 38 33 31 32 33
(;:iZJ 24 27 o7 18 15 10
——
;7 Kn’g /7;5 27 29 25 23 22 23
[—=3=A
éﬁ:ﬁﬁﬁ 1929 1123 936
éiﬁi 299 238 158
EZSE% 373 70.1 436
B=-X70
. 9/18 | 9/25 10/29 | 11/9
"
ﬁgi{ 186 64 | 149 106 93 | 426 | 173 | °
FLC- A o/18 | 9/25 10/29 | 11/9
(mg/L) | 95800 130,00 | 350.00 249.00 12800 | 55500 | 193000 | 404000
REM 11/9
RES | () ) Gl e e e R e
BERRO 10/23 11/9 TMAZ
HBY 55 B HBs#/& | TMAE BELIT
HBsHLE 10/7(+) | 42LGE/ 11/22 PCRi%
=) mL BELT

5

5

R R



[F o]
FIERNSBEIETEDBREREICT U TNILT A RO+ THFUASGY VRN —R & UITBEZ1T D ITAEBI TH

%o MEERLESTGAIDFIRSFTONCWA 72708l FHIREFITONTH 5T TSICHIR
BEFEROAFIRSZ#E Uiz, 72 oO)LDRSICHMDD ST ONFEMEEEICE S TTEM TH D,
REIDH RO 72 o70OEILDIRSH# i CHRREEEE Ui,

FETRS%. HBVEEMH LD ECUclcd. TUTHEIVZERS UfcE 5. AR (IFIF EFEE THX
DflarezEfcd CEF<KHBV-DNAFRRELI FEE o,

SR AR S ORBRZIT EMICIE. KT - FRBEZIAIVANVZV)ZIE U, CMV. HBVIEES TS FIK
DA ADEEH L ZE T RN G D CNSDIAI)VADE=F UV T EERICHETT,
FFRDAIAF v U7 DEBEICBWNTIE, [l - (E2BORICK D FIET BRFFRNERAA b
AV UTHA RSA ) IRV FERSRINUKRSBOTEHNREZER L. HE(CIHU TRE
ITD LR LUE T, A MSAVICDVTIE PE7ZSRUTLIEE W, BEIAFX (BERFR
DA ABEHZZD) FP.52ZESR LTS,

1) —MEEABARFEZ S FREEEAA RSA MEREER R BRFTAEHA RS1 Y (B2hR)
http://www.jsh.or.jp/medical/guidelines/jsh_guidlines/hepatitis_b
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(2% [BEETNEEHA RS54 2 (5E2hR) ] ICH 1T D&l - EFEEIC K D AT HBRIFTR

XERHA RS51 V]
AoU—=7 (26) ED
HBs#1R
|
HBsHR(+) |2 HBsHIE(-)

| Btk HBsHtk |

) I L 1 33)

HBe#UR. HBefitk, |  |HBCHIA(+) F7cld HBshafs(+)| |HBcHfh(—) HD HBsHih(-) |
HBV DNAZEE 7 N
I ]
2.1 log copies/ml LI E 2.1 log copies/ml K&
£6) ‘ ;¥5)a.b.c.
EZHUVT
36) HBV DNAEZ 1E/1~3D8 e
AST/ALT 18/1~3Hh8
BEAREZEL CREE HEZRENT )
L

I ]

| 2.1 log copies/ml LIt 2.1 log copies/ml K

: 7)
[ warrooms |—— |

#2).8).9).10)

()

MRBHERERICH T DB EPEERH D WV(FHE TR I(C. HBsHURFZMSH @ WL IIFHBsHTURR A HID—ER
([CHBVEEMAEIC KD BRIFFROFAE U, €DORICFBNELT DAEFIN D D FRDMNETH D, Flc. MK
BMRBFICIFEREICHT OBEDEZEED LU INVTFHER - BRREEDECRBRERICNT D%
BHHIEACOVWTCTHHBVEER LD UR I ZER L CHINT dMED DD, BEDILFEED XU RED
HIBOAICHWNTIF. HBVEEMAL. FFRDFAE. BIEEDIEEFBASH TIEL A RSAVICEATHIETY
AT TIEFEV. Ko &7 TOTREICKDBIE L FRRIRZETEICRIET D HDTIFIEL,

ED

x2)
E3)

E4)
A5)

7E6)
E7)

x8)
E9)

S - (E2EDEFIC, HBVF v U P B LUBFRREZEAIU—2200T9 D, FTFHBsHIREZAE LT HBVFv U7 EDH RIS, HBs

FRERMDBE(CF. HBCiAD KFOHBSAZAIE U C. BIEREENE SN R T d. HBSHUR - HBCHAB KUHBSIEDAIEF. BRXED

AEEZAWNWTIRE Y © Z ENEFE UL, FTo HBsH A& RIZ M (HBsHIRZMED DHBCHIARRM) Bl ICH WLV TH HBVEEMH LIFRE SN TS D,

DOFVERBENEON THIBAZIRE. HA RSA VIR TERIBHEF L

HBsHRBEZEHIGAFHEPIERICO YL T DT & 2 TODRERITHREE 70718 5(CHh 1 > TIFAREMEIC IV TIL T 2DHEH UL,

B ECARBAR [CHB A, HBSITARBIEDEBES D LU CRBIIFIEADFIAS N TLSHITIE. FHAMIMETLTWLDIBEH DD,

HBV DNAEERALFEICKDBENEFLL,

BEREEDRAEF. UFP LY A LPCR AICKDHBY DNAZROU——20F %,

a. UYFIY D 2704 R, )TV ZRVDIEZEEAD S ONSMEMIEESIE. BERLEEN SDOHBVEEIEHLDE U AT THD SERNW
%fg%o SBERBIOAER TR EB120ADB. HBY DNAZRIEIE=Y UV I T 5, Mt iemsissl s, BEgRPEOTE=Y
U I DNE TS Do

D EHEDEREEED LORBIEREE T DD TIENEEHAT DBEAICHBVTHIEEFFEVED S, HBVEEHEDURIHH2H., HBV DNA
EDEZYUVIF1I~BBACEZBERE L AERNAZZERE L CERS LUHBZRE T2, MERBREREICONTIFIBELENEER LU,

C.BIBRERTOA R, EiHER. SEEIERD 2V EREEMERZE T 20 FIEMEAERIC KD RBINFIEAIC BV TH. HBVEEMHED
URODGDD. REIHIELCTIE. SABERIRGRBS L ABENTDEEEZ ML LB BRIE. A1EINDHBY DNAZDEZSYUVIHEF UL,
BN %L AENSZER L CRERS LUHBEERET T D,

SN - (LB AZRRIA T DRl TEAREIFRHICRSERIRT DDNEELL. 22U, DAILAERZVIHBSHIRRRIEHICHWVTIE, EE770

JFHREHTH > THRIERICK DT HNRESINTHED. BB - (EFEEAZFIAT DRIICOAIIAEZE TIETELTENEF LU,

] - (LR ETD D WAL T (. HBV-DNAD2.1 log copies/mIL EICIE o el m TEBICIR S #ERT D, il - (b3 EsERD

26, IR REISERDD DTBEREE S ICR S5 ZRIEE . Wit Z SRR ST DHEFELLY,

#7071 I 7 AE)LDERZ#HET D,

TEEDFEHZEEICITHBEICIFKB 7O RSO T Z#&5T L TR,

20— I BCHBSHRRGIER T3 BEUSMERTRIC BT DB 7 OIS T EE Al I 1B 5.

A0V —Z2 IR CHBCHUARR % R 12 IFHBSHIUARZ 4B T3,

() B L 2EAE T % AME< ED 12 BREIFIRS = H#iT DT &

(2) TOHEHARSFRICALT (GPT) B ERIE LTS T & (BUHBVLAICALTEEDRRD H DIEEIFIR)

() TDOfkEEEAR(CHBY DNADFER2I4EE LTS T o

F1OREE 7 TOIREETRIELLEDH 120 BRIE. HBY DNAT=Y UV I ZSH TREICREERRT D, BBEESITAFEREE7 O DERLED

AERICEDL< RBEE=M(CHBY DNAN2.1 log copies/MILL EICIF o feBEm CES (LIRS ZBEET 5.

(2014%6H)
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EITHES R IR ERAE

[FRIAR)
BN RO EANDERREER CIEERH SN TH O X EAD, BARERTER CEMBIDREN GO, FETICED
TTERIBHIRESNTCVNE T, ENDERGIRTTE Cld EITHZREHEMELHDTHRE SN TLE T,

(L]

FADEFEABF R OTEERE TRISFEDREZ T2 ICHREL. EHEE. SRAES. RN (R e, I
BME) . SEESEDERDD SHNICIHEEF. MRICKDEGRZHNUMESHRIREZT O EEDIC. B#5
ZRIEL BYFLEZT D CTLEE L,

SEER ETESRURBEMIESE A RS54 201 3[EEHBNPMAEMYE EEMTARBETMIAR SR (EatbRBRRMTER)
TUA VIR OEBFE DA )V ASRAE (CRE T D 7]

llﬂ*ﬁ

[FRRK]
BANROENDIRREER CIFERO SN TH D FTBAD. BARSIRTTE CTEHBIDIRED DD . ERNDRIE
ARFERR T, 54 1 6. B 1 BT 2BI08RE SN CTLE T,

[SLiE]

FARSHICEXICET DBZROWSBL Y M URAEICIA . 425 —7 20OV y SR (&Y NILD
UV RIVMEEZ1TV BEMNEICTIRESZ1TD CEICKD . SR ROERZHERL TIIESL,

BEHRFHEEZ T DTV ERD S SONICGZEICEEBICRSZHRIE U BYFLEZ{T o T EEL,

SEBR EEDRRAH (CEIFE4R) [(BMERRFZRUERER (B $£895. 4%, 201454/)]



RewE HTEREES

[EBRIKR)
SRUBBEENRE UCENSE 1/ ERAHR. SSRrRAE (HEERRERD) RO~ MUy
V) B R & U ER RS IR R IR 5 D AR EOREBAE Z U R ORUE T,

FriaEE = DRIVERFRIRKR

" " - LYM3002:t8
JPN-101588 JPN-102:£E& KB R AETRE (MM) VCR.CAPES
(3441) (991) (1010f31) (240131)

Grade 3Ll E| #Grade |Grade 3LlE| #Grade |EELEHER 21 Grade 3Ll k| #£Grade
BEIFF 4 0 0 0 0 0 0 1(0.4) 2(0.8)
Fre 0 0 0 0 0 0 1(0.4) 1(0.4)
RS 0 1(2.9) 5(5.1) 46 (46.5) 2(0.2) 47 (4.7) 2(0.8) 8(3.3)
BF 0 0 0 0 1(0.1) 1(0.1) 0 0 g
FSUTIINGLR ,
525 0 9(26.5) 0 28 (28.3) 0 90 (8.9) 0 0 %
TRINSELEETIINTR B
S5 2(5.9) 15(44.1) 1(1.0) 24 (24.2) 0 80(7.9) 0 0 iE
MeEREILE N 0 1(2.9) 0 3(3.0) 0 11(1.1) 0 0
Y—FIRIINTL R
L ot 0 1(2.9) 1(1.0) 2(2.0) 0 6 (0.6) 0 0
rNLXTIF—E LR 0 0 0 0 0 1(0.1) 0 0
gj’;w \IEZIPE—E 0 10(29.4) | 3(30) | 41(41.4) 0 88(87) 0 0
FERLR 0 0 0 0 0 2(0.2) 0 0

MedDRA ver16.0

[BLiE]
KA Da BB R(FERICAHBEREZTTV. EBD RO SNICHE(C(FHE. IREN(FIRSHIEDHI
BEBUFNEZTIT O CTLIEE W GFHfIFP. 10~ 12248)
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ZeWE DESE

[FIRRK]
LHRUEEWEZTRE UIZENSE [/ IHERAGER. REIRTTHRER FEERNEHER) KUY NURRU>
) FEZENR E U ERR S MARRREER C DT DILEEDFH SRR Z L MIRULE T,

DR EEDBERARAR

JPN-101548 JPN-102588 W AR (MM) NP
(34451) (9911 (1010f1) (240%1)
Grade 3Ll E| #£Grade |Grade 3LlE| #£Grade |EELEIEH 215 Grade 3LlE| “Grade
DAL 0 0 0 2(2.0) 7(0.7) 12(1.2) 2(0.8) 2(0.8)
20T 0 0 0 0 2(0.2) 3(0.3) 0 0
I-MELARE 0 0 0 1(1.0) 1(0.1) 6(0.6) 0 0
DERETE 0 2(5.9) 0 2(2.0) 0 2(0.2) 0 0
AERE 0 0 0 0 1(0.1) 1(0.1) 0 0
EEHEEERS 0 0 0 1(1.0) 0 0 2(0.8) 2(0.8)
Fiiok iE 0 0 0 0 0 1(0.1) 0 1(0.4)
MedDRA ver16.0
DEREERDOEERRERKR
JPN-101 58 JPN-10258 R AR (MM) e
(3441) (99) (1010f1) (24011)
Grade 3Ll E| #£Grade |Grade 3LlE| #£Grade |EELEIEA 21 Grade 3LlE| £Grade
ML —K R K7k 0 0 0 0 1(0.1) 1(0.1) 0 0
DEMHISIE 0 1(2.9) 0 2(2.0) 0 3(0.3) 0 2(0.8)
DEMESER 0 0 0 0 1(0.1) 1(0.1) 0 0
DERQTIER 0 1(2.9) 1(1.0) 3(3.0) 1(0.1) 1(0.1) 0 0

MedDRA ver16.0

[AEK]

WO, DML, D oMMEDAZ, DRMEY 3 v IDSHSDOHNDCENH D RSAIDEEREE(ICES
DIFNEEICBVNTHEERERE FHHRESNTNE T,
SEIRFTERDENEAHRS(COVLWTMELE. DAZ DIREY 3 v IR EICRKDFETHBDHESNTNE T,

[FEIRESHA]
SFEEHEHE -

EMWE [/ T EEEAREER (JPN-102588) THIE UTODAZEERER* 5DV CIE &IE6~®R&54HT
HIEHERHONF Ulc, RERTHRAE HEEAMERR) (CCRREUTEMDZLIE 1~2U1T)LBIC
FIRUTWEITH, 204 JIVELIREICHER UTEAIBERH 5SNTVE T,

*MedDRA (ICHEERESE) D158 (HLT) DDALNEC (NEC : Not Elsewhere Classified) DBEZEERD(FH. EAZE (PT) DEZEBEERS, DE
BEER 2, RUREREES
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[0.E]
BEEOREZHRL. REDRD SNBACIFES[CRS5ZHIE LEYELEZT> T ZE W,

[ZDftDER]

BOAZE, D o MICKDMMREEAEIR. MK, FEK, DEKETEZFDERH SNDIH. WENBIEREZHITEIS T
< DEBENODIO—Z%EUOREEREOERZRE U TET 0,

B OAREFDRRONICH G WD FHIRE (BNP. ANP) EOENREZSENE L TS,
EMEFMRBEDERCESEVNRARONY MUl ) (EEREZNR E UERAES MEERRE
B (LYM300258) ([CHWVTAHWLSNEVER-CAPEAICIINLT VI TDHARE LT, MFVILEY Y
DEFENTVET, VCR-CAPEEE LTRSS T DRE MFVILED VDR TDOEEICERL. R55H1
Al ROFBR%(FEE (COHEERE (DB, D ITO—. BETHRIERF v/ DARDEIERSE) Z1T D15 E
BEDOREZ+DCHERL. EBNROONCHEICIIREZFIELTIES L,

R R

\

{3
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Z23E EEAEEREE(Tumor lysis syndrome)

FEBRHIRAEIRES (LUT. TLS) (& BUESICNT IEFEAICKD . RRIFEBDBEEDNS D K
SEORESDMAICRESNSCENS. Y VEINE. §7YDAMME. KH)LYD AMIE. SR
TEZ 2 U, M EBREREBNORELCU VALY D LAOTHICKDERFEAENEU HREZ
LWE T,

[FIRIRS]

LHRMEMEZNRE UICENSE 1/ THERFREER. RERTTERHAR ISERMBMERR) KUY MUY
V) GEERRE Ul ERHEIS IHRRARER C BT D TLSORBVERZ L FITRUE S,
EEHEERHE OB EARRIR

JPN-1015i5 JPN-10258 RN AERE (MM) Vv
(3411) (99f1) (1010f1) (240)
Grade 3Ll E| #%Grade |Grade 3LIE| #Grade |EELEIER 2 Grade 3L1E| #Grade
& AR IR IR BY 0 0 2(2.0) 2(2.0) 12(1.2) 59(5.8) 0 1(0.4)
MedDRA ver16.0
[ FEIRAFHR)
SFEEREE:

EME 1/ TAEREAREER (JPN-102588) O20IFY A JILTICHRUE Ulfc, SEMRTEAR REEAK
TERE) [CCRESNITEMNDS S [FFRARSHIBER 1 YA JILBICER U TWVWE IO 204 J)VERR(ICH
RUCEEAIBERH SNTNE T,

[TLSOU R HEWVEE]

ZRMSEERE 2 < NIVIRRE S SpES)
WAERDESENS ZVEE, LDHfE» & fE FRRLEVEE,
W R MR OES M 20 EE, bulky/"ZE (FEEE>10cm) P H2EE,
WK, BHEEEREEEAHLTVBES,

[Fh5 - EiER]
TLSOURI A EWVEREL BUEFEHEE (K. SRATUA—ERS, 71 7FVRS Y hMr5, 7OTU
J=IbRE AIRE) EAEARRVWEZYU Y I7Z{ToTLIEE L),
B FRHEE
SATUA—EBDOFHRSS Y
SATUN—CEREBR(EERCH D [REBZBIELT SV MM UICT D, T&EUCEBRRIERE D
JEDICEERT ©. {ER2BARBRIA~ 2485/ (CHER S ZEE CiTL. TH1RES~7HIR59 &,
- 7O7Y /= )LDFERS (RERERS) -
7OTYU ) =VEFTVFFFD T —CHREERICKI D IRBOERZIHT 5. 2REHBRRICKIDE
Ud BRI Z 89 &Il (EFFARBEIL4~A48K™BICRSZ/n T 0., 7O7U./—ILR5(C
HFOFUUTFUBIEDTEDICHICHKDETEIIMATH D,
T T TFVYREY v bOFRRSS Y
TITFVREY Y MMIIETUVRDFT U FUFFIT—CHEETHD. 1H1ERSICKDREIE TERA
HHERSN TS, BE~PEEOBEHERERE(COAERINAEZCHD I ENHESNTND,
WE=5UI?
BERIRR. RROEFPRERRS24REERE RO (4~6RBC &) [CRER. UV AUDL JUTF
“V AV D LCLDH, KDE DB EICOVWCERRSEZYUY I LTLEE L,
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[LE]
L ki
AEMRE. BIDREERIKMEBBEZIBASEBD LT, VY R—YREZRZNESE. REPUO
RO 7Z R UE T fHlE UTEERIGKNF0.45%RBIEKEEAUDLARUY VEZZFIFVE
Az L. 2500~3000mL/m2/HDOAREMRZITD CENHRINTNE T,
BSXT7UH—E®
SATUA—E0.1~0.2mg/kgZz 1B 1ERS U, BRRNICHECTHNIELER7HBEFE TERDIBELIRSL
TLIEEV, GEPDRIBEREICH U TCSRTUA—EDERIFERTI DT, TOBROAEREE LT, 770
TU/=IURET T TFVRTw beBRLTEEL,

1)Terpos E, et al. : J Cancer Res Clin Oncol 130 : 623, 2004

2)Jaskiewicz AD, et al. : Pharmacotherapy 25 : 1820, 2005

JEEHHFEERE (TLS)2EAAY VR BAEREEFSR SRLMMISt 2013FE88308HT
4) SERIWEREERININY Z 2 7)) BRI R T23438 BEEHEE

R R

\

{3
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Z2E RIEFIRIBEE(REE (Stevens-JohnsonfEREE) .

S 4REIEIESE (Toxic Epidermal
Necrolysis:TEN)

[RIRIKR)
BN MO ERDRREER CIEFFERHONTB D FEBAD . BNEISIRTTER TEMHIDHREN DD, FFTICED
TEEFDIREINTVE T, ERRLEIRTEE T3, Stevens-JohnsonfEEEE NS HIFRESNTWLE T,

[SLE]
HEDRD SNIEBE(C(FREGZHIE L. BYFLEZT > TEE L,
SZER EREERREANGN 2T AT —TVR- VI VYV ERE (SHIRRERR) TR 8F1 | AEESEHE

weuR AP RaSREERE

[EBRAS]

BN RO ENDRRRR CIEFRO SN TBOF AN, BHNEEEIRTER TEEBIDRED S D FELICESI
EFBMESTNTNET . ENSEEIRTTE T3, AL AEMEERBSH. AEMEHIDS7HINHRES
NTLFEY,

[SLE]

T, ME LR, B SEES. Hil. REESSFOEO 5NDE. U MEBEMEEREDRONICE
BlE AR DRSS ZHIE L. BYFLEZT > CTLIEE L,
SEER BEBIEAREANGYC 17 SEME TH18% 1 1 BREREHE

R2WE HERERURDES

[RBRK]

Y BURR D ) ERE ST S DERAREBR CIERBH SN THED T BAD,. SRIEBHEERE(CNT DK
FBRTIE. 0.1%(3/4096FNMESNTVET . BNEIRTTER TEBBIDMEDSH D KHRICESITERS
WESNTVNE T, ENDESEIRTEER CORE(F. FAIKBE 1 fI TERIRIFERT UL

[E]
RENRD SNCHBAR. FPDCBPIEMERT & 5L TS,
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Z2WR TOMDEEHHEILEIER

[FRIRR]

LRMEBMEZNRE UToBN S IERREER (MMY30215858) Cl&. BFnEREMIRINVZHEERT DIcHD
BERZARL. REIRRZEEELCTVE T, SN DUNE (BE®IU—LDER) PRILTVITDREE K
B/ RIEDMEICIF O ZBEERE U CIDIROTVE T, BEERE U CHRESNICBPIESTEBIR
JNEOBIT T T UTe, TNZENORFBEZRE2(CRULET.

SHREEHE  BFEFRE UTRESNKE MRS C KD BPMESEMIIR G

175 D DIE (BEP V) — LOET) P n

FNTJITORBHE PP BB 1 )

RS R AL RS i %

BRESHERAL RS A 1L 354 S h /-1 9(6) F
+ ll'i

o 101) &

258 3(2) %

i 6(4)

1B 101)

BRR CHRESNICBRMERNEMIRINDIERZRE3ICTRUET T, 58 THR MESICKLDBANFHNEBAIR
JIEHERHONE Ulc, EIERIFERES6H] (38%). hFEEZ274(18%) T. BEF261(1%) DHIFBH 5N
R U (ZDFEEE. FHARE 1)

LREEHE K TRS(C KD BIMESNSMRLOERFIBIERARRINR

RILTIITOETHREZICEBDSN BT#58(1471))

JRFTESTER AL RIS 1% (%)

BFESRE RIS H 1 LI L ZRE S h/=EF) 85(58)

i 32(22)

7 S 29(20)

e 84(57)

fEAE 31(21) 1

o 31 (21 s
% (21) i}

[FE1K]

BEADRDE<HEINTVE T, B MRERICERO oNIcBrmESTEMIRINDEE B ZP.66. 67(mRU
=N

BRSHEVTNOBE CHHEIRT DaREMND D 7 MR5%Z 1B ERITTeLFH LB EERE14761h85
%11 (58%) TRFMEREBBARIGD ML EERO SNKE Ulce €D DB, 1478197981 (54%) (FT 4 T)U 15
R CEICBPMESEMIRIGHERH SNTH D EEX TORE (FRE) (F6HME (8H : 1~73H) TUT,

B ERORERREFYAU)VANTHEOHRBE T & CEITERT HIREHERH SNTNET,

[ALE]

LHR4EERHEZENRE UoBAS IEERSER (MMY302 1558 (CEWVWTC, BEERE U CHRESNITIE
BIFEICTILFIARTOA K (HAEIU—L) ROMERYZVE ROAD) TERESNTVE Uiz, AEIDHEE
sRE7ZEZ UIcDIE2BIT LTz (85 LE 1B (RFE 161,
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[ ™SR QR EF MR IGFEIRAES]

LRMUEBHRBEENRE UTBNE NEERRERR (MMY302 1:382) CEICERD SN TVDIERIFFHKR T, &
TEEIHE < I NTDIEMTENEM T Ulc. BN TARZ 5 MRS S NICBATERBEMIRILFETESC BT,
BT Z 57 U TS AER (EBINO.SSIR) BESNTWVE T, BN CTRI PRI H. EIE(E UITES

PERESNFI LY,

B L7ZR <TeH(COFRRVERRZ1T D CEARE T ABRDIRRICIH U CEBMEZTT D TLIEE L,

fiEfNo. 1

[EEie- 4RIl B0mM- it [ BR] BX
NIV A RS LARIL] 1.3mg/m2(2.5mg/mL)  [EFIEDEEBROEHERE] £
RIEOKREM] & MMOFER] £ [FEFUESEMMIRIGADOML] B
<ES(ET&51E8)>

Mg 5EH R Mg578%

fiEfINo.2

(SRRl B0mM-B (% BRE] F

IRV A RBELARIL]  1.83mg/m2(1mLiBS) [ERIMEORERDEHIRE] &
[RIROREM] & [hOMER] | [BFUESFEMRISE~OXL] BRER

EBEETJ (R TH54E8)
*A (R T53E8)
218

Prp—

1)0Obeid KM, et al. : Clin Lymphoma Myeloma Leuk 12 : 284, 2012
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fiEfINo.37

[Fin- 1Rl B0mK -4 [V BFE] Bx

NIV A4 RS LUANIV] 1.3mg/m2(2.5mg/mL) [FERIMEDOREBROEEE] £
[(RIROREM] B MMOER] ZTOFEDHD. EE EREU. BRRK
[BFTESEMIRIGADMRL] © ROJJLFYV Y JU—L7ZEf

<EXHBESR (R T%54E8) >

I R5EE R TIg52H% R TMr53H%

R RS548%

1)Kamimura T, et al. : Int J Hematol 96: 525, 2012

67




(85 K TIREBOZSRMUEHEZ MR E U ERAMERAE]
EADS R BBERE LSS AFIDK MRSBOERRE T CORLMDBEZENE LT, 1246
ERRATON e ABIDERREBEDERZUTITRLET,

<GESHERALR I DFEBRIRE>

RZEMUFATURIES] 124610 55 EFEIBALICDBIERIES 1 BI621F538 S, BIfFAFEIRIAEF41.1%
(51/1244)) T Uz,

BIfEFDERERITIE. DEFEBALIBEI37.9%(47/12481) . [TESEBAIFERS |4.0%(5/124461)  DESERMIZ
SFERK]3.2%(4/12481). DESSBABVEI MU DEREBERIZ1.6%(2/1248)). DESSBAKRBINOTE
SERIFEZ 1550.8%(1/1248) DERHSNK Ulc, EFIFIHEMIRIGDOENERIEERH SNEBAT U,

S DBHERREREE—BZ U NIRUE T,

BB —E

L e MR RIEGI 124
BIfE RIS 51(41.1)
BIfERSIRH 621F
ESTERALR IS B2 (%)
SRR AR BE 47(37.9)
SRR ALRERE 5( 4.0)
EFTERAL TR 4( 32)
RSB B 2(1.6)
SR AE AR 2(1.6)
e D TEES 1( 0.8)
SRS 1( 0.8)

ERBI L2 FIR U 2D 1 HIFRER)R DR - QB T o c498lICH VT, ESEBAIR NFEREED SERIFEH
EHFTCOREBHITH. &RRAHF123HTUR. Fie EHEMIRINVZEFER U 169, (LB A
UTZREBIEBHIT LTz,
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<FENZFD STIRDOEHBMRLFEIRE TOEEH>

AEURSH STFOEFEMRBOFRE S TOEMIF. [1H=~<4H]41550¢ L. %< DEFTHH
MERSD SHEBEWEHD S BICRRUTVE Ulc. £FIRSH STFHDEHEMURIGHKES COBEE
B7ICRUE Y. mRFRED2H2H7ZRE, BERVERRTSH D, EHEBMLNIC K DAFDRE, HE.
FIEDRSEBZEPEE UTERIIFH D FBAT U,

r—b R

B 1B=~< 4R %

B 4A=~< 7R ﬁ

7B=~< 148 g

4161 14A=~< 21H %

(50#)

TSRS R E TO BRI

<F IS O EOEFENIR HFETR >

ESTEAIRIN S AR DR SBICROR LRI T % C EHMEES NIcfed GESFEIRISH TSR L1251 I
KRR SBOEHBURGFIEAROBRZAF CTEI2466lICDNT, REEBBOEFEBARIGFIRIE
ZHER UE LI,
ABNDRSERBIDENE ARG U TORREEF. AFWIEIRSN86.7% (39/456]) L&HE
<ORVWT2EIBHRSH'E1.1%(23/4561). 3EELEIF30~40%EZHE L TWE U, EHEBIRID
EHER(C (3, ESEBARBOIED S4B B F TE 1 FDORRH'H SN EDFREAIRITOAEDFIR
HHHROZVMEADHONK Ulc. AFURSEIBIDEHEMICOBIEARREREZ TRICRULE T,

AH% S EEB D STER R SO B FAFIRKR

5 (&5 EE) 1] 20 3[E 48] 5[] 6[E] 708 8[E
Xt RAEFE= 45 45 44 44 35 26 19 18
R LRSS RE RN () @6n) | @) | @oe) | Wss | usn | @6 | @ | @39
R RS 50 25 19 21 17 9 8 7
SESTEB LA BE 36 23 17 19 15 9 7 6
SESHERAL RS 5 0 0 0 0 0 0 0
EHBEIOER || 3 1 1 1 2 0 0 0
SRRSO | E R 2 0 0 0 0 0 0 0
SESERALERR 2 0 0 0 0 0 1 1
SEHERALR R 1 1 1 1 0 0 0 0
ESIESAI RS 1 0 0 0 0 0 0 0

KAHIR 5O THEBARICHKIRE BOIERE AF T & 12450
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<FEURS OB OFHEMIRILRETIAR (R 5 — VRlIREES) >

AHRDASHECBN T, EREARIDDRREHE—ERDHTEDK SEHER/ & — Y ERIDHMDONT
B UE Ulco BIBITINT & 310, ARIDYIEHRS#|SEFBARILOFER UTERINS6.7%(39/456)) 2
. 55, BEET FIFHILE TORRSE TRR UIEFIN35.6% (16/456)). HIEERSHICHEL
2B B IERRE LIED S ITERINA2.2% (19/4561) T Uz, EHBARIGEIERSHICHKIRT D18
ORI NE Uiz,

Bfl
2|(4.4%) (13.3%)
opl(4.4%) L 166 W 2550 TRBUIES]
(35.6%) B YEES TREL%. 2EBLBERRL EH > 7EH]
DERVU2EB#S THRBEL. SEBELEICRRL L h >/ EEF]
B 20 (AR S TRIBLAD | LRE/NE— A T ESLh >/ EEH])

1961 CEIEH S IR H)S TREL 1

(42.2%)

Ry —VRIBELS
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N
4. EINRUBHOERKRRRICE T D17k

VMPE# DR SHIEFEMDIETEISICONT

LT EREZENRE UroBs s MEERREER (MMY 30025 58) OEFHEOKaplan-Meier# R (CH
WC. SVYLMESNIcBN 5 1508BEE T, VMPED AN LIcBEHEDE G ETEWMET@NER
SNE LTS,
(%)
100 —

90 —
80
70 —
60 —
50
40 —
30
20 —
10 —
o0

DI S o et HF

R R

T T T T T T T T T T T

T T T T 1
0O 100 200 300 400 500 600 700 800 900 1000 1100 1200 1300 1400 1500

YRS DIEFIE HE (R)
MPE# 338 319 295 276 257 244 234 222 206 187 145 102 65 34 11 0
VMPEE 344 313 299 202 285 276 264 253 241 227 175 123 77 50 15 1

$B5VE5 ABERFRELER (MMY B0025188) D ZHIRI DK aplan-MeierB#R [ITTA XIS &R (2009448 1457 —¥
N—2EERR)

SV LMESNIC AN S 150HB X TICFRT LIBEDEIG(E. VMPEE7.6%(26/34441) . MPE£6.2%
(21/338%l) TUTE. Ffc. BBBICET UIEBEDERADEERRICLDR[EDEGIE. VMPEB. 1%
(21/3444)) . MPE£3.8%(13/338#l) T LTz,

Sv& MEENzAH'S 150AEF TICHIF BT

55
VMP#E (n=344) MP## (n=338)

1) FIE (%) 14 (4.1) 9 (2.7)
FETHIE (%) 26 (7.6) 21 (6.2)
JER

BEER 21 (6.1) 13 (3.8)

17 (PD) 3 (0.9) 4 (1.2)

Z Dt 2 (0.6) 4(1.2)

WFNDEICBWNTH. RBHZWVIERIESOCH [BEUEN U FHERAE | (VMPESHI. MPE8HI) THD.
FIFFERASE VMPEE TR (4461, 1.2%) ROBIMIEY 3 v 7 (261, 0.6%) . MPE TIFRIIIE (441, 1.2%).
BN OBUMAES 3 v 7 (F261, 0.6%) TUfc. RICZWIEERIFSOC [IDEEE] (VMPEE76. MPEx4H4l)
THOH. TEFEAE VMPECE S o MM DAEROAEIR (F261. 0.6%). MPE T (/DR Lk (241

0.60/0) T L/TCO
MPEFICEEARVMPEE CTE U\ IERAE, SOCTIFIRES. BN UfitfRES ] (VMPEFSHI, MPE£341) &2 U'SOCT/T
lEEE T Uz,

* ICHERESAESE (MedDRA) DR ERIAI4E(SOC: System Organ Class)
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MPL X2 {# iR UFEtH IS DA F DPK

ReBOLRMUEBMETEZNRE UCENS [/ 1HERREER (JPN-102538R) &UVBYEE N EER R R
(MMY 3002558 ([CHWLT. MPIEFHAR(B: U0 2L 1/Day25) KOUMPH AR (VMP: U1 Z)L2/Day4)
(CAE .3mg/mPRSEOMIMERHMRNILT VI T OEYBNEE) (S A —5 DHEZITVE Ulc, TOFER. MR

DAFIDEYENREIS. MPHAKROIFHBR CAELELDFTEBATUT.
MP LI X 6 FB R OFEGH FREF D AFIDPK

HERE #oR | ¥17)V|Day (ng(/;:nL) (n(g:7r?:L) t(nr]:)x (ng}:wc/:?r:L)
5% 4 4 4 4
Fi51E 0.6943 120.3 0.078 74.08
) SD 1.0453 24,527 0.0050 5.595
JPN-1025t8% |1.3mg/mz | 1 | 25
sl 0.2835 1115 0.080 76.26
" S/M8-BAfE | BQL-221 | 102-156 | 0.07-008 | 65.8-78.0
P CV (%) 150.6 20.4 6.5 76
i 1% 19 20 20 20
H Fi51E 0.975 207 0.10 88.4
MMY30025t8 | 1.3mg/m2 1 25 SD 0517 505 0.09 627
R fE 0.834 95.8 0.08 73.4
S/M8-BAfE | 0.500-278 | 18.7-2340 | 0.08-0.50 | 43.7-344
CV(%) 53.0 2441 91.1 70.9
1% 3 3 3 3
Fi51E BQL 88.87 0.083 58.77
) SD NC 19.568 0.0153 3.477
JPN-102:48% | 1.3mg/m2 2 4
Rl BQL 94.50 0.080 60.15
B/MB-RoAfE BQL 67.1-105 | 007-010 | 548-613
M CV (%) NC 220 183 5.9
gf 1% 19 20 20 20
Fi51E 1.08 165 0.14 108
. SD 0.454 300 0.21 76.2
MMYS00248 |1.3me/me | 2| 4 hskfE 1.05 675 0.08 84.4
S/ME-BAfE | 0518-1.94 | 199-1370 | 0.08-1.00 | 43.4-373
CV (%) 42.1 1818 151.0 70.5

NC : not calculated
BQL : below quantification limit(<0.500ng/mL)
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ARSI R UK FSROFFDPK

BIEREET S FHILBMEREENRE LIcEs S [ IRERER (CAN-1 004518 RUE54 5 [
PREUER (MMY302 1 580 [CBL T A4H) 1.3me/meaiifria SRUR Fi'5 LIIORILT VS 0
TR S X — S DEBETVG Ulc. TORR. B TESHDC, o SRR SEDC,,D1/8~1/10TL
oo BRI SHON, ., (FRIRAE) [FBIRPIR 55 & LB L0 SIRHBIE L TL\& Uice — 7. AUC,o[3 R T
155 BRI S B CRIEE T LI

FRAIR SE R UK MR SO AFIDPK
WEB51 55 [ ABERAREER (CAN-100455%)

= Cmax tmaxa AUCIasl
HERH 5 A28 (BI2) (ng/mL) (h) (ng-h/mL)
~ T8 16.5 0.53 92.1
- §C(n=10) SD 8.35 (0.30-1.02) 17.8
N (1=10) T8 286 0.03 104
SD 466 (0.03-0.05) 99.0
~ T8 225 0.50 195
BE SC(n=10) SD 5.36 (0.25-1.00) 51.2
WV (n=10) Fi9ME 162 0.03 241
SD 79.9 (0.03-0.50) 82.0
a (s (B/VE-BAT)
B9 MABEE AR ER (MMY 302 1515%)
= Cmax 1:max":I AUCIasl
HERH 15 4288 (BI2) (ne/mL) () (ng-h/mL)
~ T8 20.4 0.50 155
. §Cn=17) SD 8.87 (0.08-1.00) 56.8
V(1 4) Fi918 223 0.03 151
sD 101 (0.03-0.08) 429

a hRfE (R/\VE-RAE)

73

R R



KHA ROARBICOVNT SRR RFF. UTFICBEVEDE S0,

-

<IEREEKSE - HmOBELEShEE>
FEVHICEEHDOHRERHI DEEL TH T RRICTEERLSS L,
Yo7 vreVI-ILEVH—
T101-0065 HRER#HFFLHXFEHESI-5-2

71)—4144JL 0120-183-275 FAX 0120-275-831

(R {1BFRE9:00~17:40. £ - H - 8 - StAH 2F& <)
EZELIERY IS http://www.janssenpro.jp

~N

N4 RKe VELCADE® ld, SLZ7 L 77— 2a—T14HhIWX 127, DEHFEETT,
©Janssen Pharmaceutical K.K. 2016

VEL-0313
VEL.Gi125.1



