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@ L DBENEE (BhDEA). Bh7E T BhEREE)
OERMRICERIBE UITER (L5 < 5 BHREZFE L)

aEh SRR OFESIR

W EHF BRI CEEIDEE N CEVIFNEZTT O TLIEE L,

W SHEFRICEHRAER (BRER - ARAER) OBRERENUSRBRREZREL CREDEHNEZEEL
[Q /st AN

B EBE(CEBNROONCHEF. BEOEAN(FHLE, BED U L ([FMBODEEREDKRSEEZEZR UTo@EY)
IFNEZITDTLIEE L,

W YA J)VEDKRERBHRBRIREERD 1 B EORARIREF S U(ICEZRZIT o TLEE L,




Br5 ERRORARKRUES

(¥ER% - 1E1K]
AEIF, 1)I\A7ILRISRILTVZTZ3meg2E I D EEHZ/EEFETT ., FMPWELTD-YVZ b=
30mMgZ=EBE L TVET,
B aR Rt Epik B HEDDH
"”2;“;;?’37" 00 AE~HEEEORT IR 4.0~7.0
[ESTRDFAR]
BREREFIICEBEDERNUOREXL DI ESNOAKRERICEDET. REEZEL T EEL,
[FASE]
BERZREICKRDFFRODABEER O RELEEDN LU NDESDEED TS BHECIF 10~ 1200 EEZELE T,
* RS
1)\ A7) 7ZHBEERIER1.2MLTAFE (ML VI TRKEE  2.5mg/mL) UTSHERELIEEL,
* BRRANIR S

1)\ A7)V 7ZBREERIER3.0MLTER(NILTVITHREKEE 1 1.0mg/mL) UTTERLEE LY,

g 5RE]
R g5 ERERAKR S CIFIRSRENEETD X ID T BEDEFTERELTLIEEL),
RILFYS TOREE B SEEAIDRSRE

RILFIITHREE 5 %E (mL) FINFIITHRES HERE (mL)
(mg) ET#H5 BERARS (mg) BT#S BIRARS
0.70 0.28 0.70 1.70 0.68 1.70
0.80 0.32 0.80 1.80 0.72 1.80
0.90 0.36 0.90 1.90 0.76 1.90
1.00 0.40 1.00 2.00 0.80 2.00
1.10 0.44 1.10 210 0.84 2.10
1.20 0.48 1.20 2.20 0.88 2.20
1.30 0.52 1.30 2.30 0.92 2.30
1.40 0.56 1.40 2.40 0.96 2.40
1.50 0.60 1.50 250 1.00 250
1.60 0.64 1.60 2.60 1.04 2.60
(AR FDFE]

DAFFHRESHEONRUEESH CH o, ARBEFRZEAITOFLERBCEIFOTLEEL), &
BN R SRR (C 1AL UTCIZ . MBI ZBE S5 ([CamNOKICINA TR UIcBiE b KEZRWLTA
IR LTLIEE L,

2)AFIORKCIFHBEERIE R (0.9%) UAIEAR LIFWVTLIZE W,

) FANFARRAR L CERAL. FREE8RELNICRS L TIEE L,

) FHNBEA R CI DY AR (BREE CT) DERIFHESDHREIFH D FEE v,

B)AFIDI A TZ)VIETEIEVID T, /A 7 ILHRDORERERISEIICEREL TEEL),

B)BENABCODIERSICH LTI\ A PV ZERLTIEEW, /A 7ILHRDIZRIFBERALENT

LIEELY
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RSICET HFEEFRIR

[(15753%]

* RS
RSB OV T EADARRE. BEHBICREICRS T 2EE BB F UIBADRSZBIF T fEE L,
-WE7ZES USIEMROERDENT & BREEICER URIA LT ZE L,
- MU ) CEICH U TS, B MRS ORI SNTVEEA (P.A~5 ik - AR, MIX
EOME BEICBES 2R LOFRZESHR).

BICEBALICHRORUETZ RIS &,

W7 N RERHE D ZEHE B
DIERGZE U TEBRDIR
INDYERLTIED, T 1FER N 7Z
BONIFLIEOFT s

W EDREFDILCDHEHE
MHEIEDET,

IREEMICIRSIEES]

* BRI S
SERF 21— TZERAUCKEE. 8554 VRICABIOBENERE ULIEWL D, 5IEHiicHE4ERIER T
TovIVIUERT,
EDZEE AN EDRATZE T DD NLT A RRSDIcHDIL— MEEBE L CERL TLIEESL),

(125 LDER]

D EIRASS R TICDIHRE LT E L,

2)R5#IF. 2UEBIMHER (EIHERME. BHE. DBEREREEE) DD OSDNEVDE S MBBEREZIT >
TLREL,

3)REAIRIRICAEN'8% L HIBR LI BE(F, ARERZRR L. REBEBE UL TIIEE L,

(MmEHRELH]

FENESIEEMD AA (irritant drug) [CHBSNTHE D MEANTRET 2 EEBEMETICESEVD
DDEPI CRAEZR I RN D Dcth. FAZIRE T DRIFTHITER L TEELY,

1)HE#E=F : Nurs Today, 21: 24, 2006

\
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amh BFAICKDRE-RAEDESE

BIERA (RFE= 2 —0/\F —R I MEESHEEBUAN)

SHRIEFHEE

Grade LA EDIFMAREM GREME— 21 —0)(F— - SEES TR RZR <) XIEGrade 4DIMEEE
([CE%229 DEFADREIR LIS EF. BE T HF THRELTLEE W, RE5ZBRT 5 GICIE AEID
BEICLDAEMmMEBREZIEECIHRE U EC R7ZBZE UV CHESF ZER L TLEEW. BIfF
RANEE UIFWEE X FHRERSE (0.7mg/m?) THER T HG(d. FRIDKRSHIZER 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 &

EED LT 7SYRUTL RZYOY EOHBEECST 2% AEEEDER CBARMINE)

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 HREEMERENBOOSNBE. P.15[ER12 RMEM D1 —ONNF— SR EEEERICHT2HE HEZENE
RIESBL TR,
* X7 7T DEAEHEE :9mg/m?
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RO MUY ) (Ee iR & U ERERRAREER (LYM300258%) DVCeR-CAPEF(C
BIFD FEROHAZER (VYFIXT . OO0RAT7 IR RVILED Y TJURZYOY)ORE
AETREEZLITICRUE T, VCR-CAPEAICHBWVT2U A JJLLBDR YA U)L7ZFIRT FIICIAT

SR U C<T1ZE Lo

M/\iREEHY1 00,000/ L _E. #FHREREM 1,500/ u LU ERUOANEIOE /EN8g/dLIU ETH D T &,

JEMmiEE N Grade 1 XI(FRSHHEICEIE LTS &

-RILTYZT (LYM30025ERDRILT VST DEHE)

FHCBHEN S D EER SNBDMBEMZRHIRUCRECIIRIZERICUT. A - HEZEELT

<JEE0LN

MREUNFEIR LSS OARIDORE ABEEDER

2l1EM

RE-HEXEDER

TROVWThIIREL-EE
“REEEITF PR AME (Grade 3L E)
7EEEBZ T 5Bk ME (Grade 4)
- I /)\# %71 0,000/ uL K i

BEELAWEE RS HIE

FFRERE 750/ ULl £, M/)\R#25,000/uLEl EICEIE§ 3 TRR2BREARE
AREREIEAD LEEDEEET

BEL-GE HREER1BREREL TS
(1.3mg/m2—1.0mg/mz, 1.0mg/m2—0.7mg/m2)

BERBALADZRSRICTEEOWT I RELSE
-/ VR #525,000/ uL i
BFIRE 750/ UL K

5 ERR2ABERRA]
2BE%BABIEIER T 2I5E IR TNREERF YT, HEYIVILATIRX YT

L o5 TThEw

VORI 7 IR RFRVILEY 2 (LYM30025ERD Y IORA T 7 S B, RFVILEY 2V DE#E)

VOORAT 7 T RXF PFVILED Y [CEHEDN D D EE X SNHMRBMZFHIZUICEETIIRIO0

ZEZICUTC. FEUATILD THBICRSEZHET L TIEE L,
1,500/ uL. /)\x#E = 100,000/ uLDBZEICDHFEHR LTI IEE L,

MRBEDREIR U IBZEDYIOIIRRA T 7 = RRU REVIVEY Y O SHEE

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
and/or FE&IELF IR D IE
(G-CSFM#%5IZHEH5F . ANC<500/uL+38.5CLIE
DFEL)
ANC<500/uLDBEH <50,000/uLDEZ LIED Y17V THEREISIZ25%KE
and/or FEHMLF IR EDB I (G-CSFOIRSICHE
H5F. ANC<500/uL+38.5CLIEDFH)
ANC<500/uLDIEENEBFRE <50,000/uLDIEENDESR | HE5HIE

ANC = #FhE#. G-CSF = BRI IO = —REHAF. N/A = Z4e 7
EIw2 MUY D SEDOBERBICER T 3 /MR AEN A 5 h B EE TR /MBI EEERL THORETIDLEI L,
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-UYFIIT(LYM3002HERD UYFI YT DEEE)

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)
FHREREZH 9 15 ald. R1TOREFEMICIE > CTRFVILEY VZREL TLTEE L),
FrpEREZ=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 ZRIFUCEBETIF. UVFIXTDFEAZRIELU. EENFMHEMECHUTX
A (B BRiRNER. RER. BR. KREXXEE. VI I VERSZV . PENPE /T ) ZERBLTL
EEWV, FERNTRICOE UCRR THEIORE (B : 100mg/BEN550me/BF) (TEE U TEAZHRT
BHTENTEFT,

RILTFY=T(LYM3002:ERDMILTYV =T DE%E)
Grade S EOIEMASEENRIE UcHEE(IEGrade 2L NCEETHETHREL, BIE UIEKRIIKRESSEE
TERFESRE LU TIRS L TLIEETLL (1.83mg/m2—1.0mg/m2, 1.0mg/m2—0.7mg/m?2)
TR EMAR Y GRS 2 — OF — PRBE L ABAICH, P15 [R12 RS 1 —0/8F — X HRRENERICHT 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
SIHEVNRDICLTLEEE LY,
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KM= 2 —0ONF—R 3 HEREE =R

SRIEFEIE. v MUY > EE:
FHENCEAT D EEZ SNEHKE

= 2 —0)\F—XEFHEESHRBORRE UICHEEF. R12(C

M9 AE ABEEDBRICIED TRE. REN[FHFLELTLESLY,

REMEZ 1 —0N\F-XEHEEEMRREICH T 2RE AEXEDAR

NCI-CTCAE Grade*(fEiR)

Rix-AEEENER

RN IIHEE EREEh A \Grade 1
(ERP BV BRI FADETEINEESR)

#L

EIEE#ESGrade 1X13Grade 2

1.3mg/m2Mi5E1.0mg/m2ANiKE X 131.0mg/m2DigE

(FEEDERD %3 FOREUSNDEE £ FEF+DEIER) 0.7mg/m2~Nig 2

EIEEESGrade 2X 13Grade 3

(BEDERY % ; FOREOAEEZEF+DHIRR)

B{E T3 THRE, ERPEELABEIE. 0.7mg/mATKEL LT
BE1EBRESICEE

Grade 4
(£HEEHL T BRULEEET D)

#EHhIE

* NCI-CTCAE v4.0

*x FOEWLUSNOBEEFBF REOEM. BASRPRIROEVY. BEEOEH. £EOERLEEST,

dokck FORYOREEFEE: A BB BEOBI. ML OER. BORRD FIEE T, BAZ) TREVIREES T, EGH#ERC(AXLAEFEETILT)

PEERERDEDENDEFEBSTIZEN TEBIREEVD,

[&Z  EEERED -+ JJIL—T(IMWG) hEERT 2HE-AEZED A RS1V]

EREED—F+>J7)L—T(IMWG) 1S, AARIICKDFEIR LR = 1 —0/)F—(TW T DFTc/EA

SHEDHA RSA VDU TDOESDIEESNTNET, "
IMWGHRERT 3 ik RBZEBEDHA RS2

SEE (EK)

RIVTJ X T ORE- AR

TRESREHEERS 2V

Grade 1 (HIEEE. HHET. BERED1DLLEEREHB)

KRIVTIITOREEEILANIVEE (1.3mg/m?—1.0mg/m2—0.7mg/m?) % /-1,
BE2ES 517> TV 2551 FRE CRIERSICER,

RAYFIRREEDEEED $ BEEFI T, 1.3mg/m2D:B1ERS TRIAT 52 & #4&
E#O

Grade 1 CEBEES
715

Grade 2THREEHD L WY BREESFICZEN H5

HRIVTIITOBEARE 5fT-o TV 3581k, BEZILANVRE. /-3, FHE
ECEIEERSICEE,

HRITJITOBEIEEES 217> TV 25813 BEEILANILRE. /213, —RH0
HeplE ##&5t, Grade 1ICEEL. VXY X271y hEDEDPSEE LWGE IS,
HELANLETBIEERES TER,

Grade 2 TRBEHD

Grade 3STEE DN ERVHEETREEICEEY H2
F7=15

Grade 4 TEhlF 8L

5k

1)Richardson PG, et al. : Leukemia 26 : 595, 2012

2) LB BEDZ R $3R AASHEF=F]

XHE
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afEp  IRSHEPOEFAEE

BIfFARRE OIS HBHTIEREE

EfFAREREORSBEREE. 1Y 0)VBEDRSHIGHEBERICH FTRRIEIRDERR L O RRRE
ZRELTLIEE V. BEFBICOVTIE. BIFRHDIEE PR 14, 15DRSBEFIERE(S5) =&
BODAHMUTLIZE W BERANERXIIEE LW EEPRSBREHIMEEZ M S EVNES
(& Z (T U TR GBR (3 1 08E) Z@EHLER LT EE L,

SRUEHRE  RSHEREHIEE(SE)"

HREIEE AL
2 BiREEZTT ECOG Performance Status 0~2 (Karnofsky PSDi541£=60)
= ECOG Performance Status 3 (B X 3 BEICL B354 ) (Karnofsky PSDi541330~40)
ERRIRE 1FehEkE=1,000/uL. Mfi/)\iz$=50,000/uL. NEJ/OEE=8.08/dL
Bt EERRE (L BICELT) BIEECT. BB SRASFNE : EE (BEMMRFE2FEOEEFRLL)

* ERERRAER (UPN-101, JPN-102558) CTl3. KRB DIEREZRIBEETHFRAL . o, AEEEIBEERL THRITEADEIEI BOHSNEVGE
(FEM %14 TGrade 2L F. Mi&EM TGrade 3L TICEAELAGVES) I3 RY1IIABITE TS RIEEL,

NV NUiiEY V) E | IS EERHIEERE (8% | LYM30025BRDEHE)
REIRE Hr R

NCI -CTCAE v3.0 GEm#&E1%) Grade 21

FRIRIREE (MR =) B =750/ ul. M/)\MRE=25,000/uL

* EREHRERAREE (LYM300255%) Tld. AR ERR2BEEL ., £, KELTHEIEREOREN BHSNEWEE, 5 H1EEL,

REDAF v T 5L AEHBERIC K HEIERAEE

MEERIES. BBEES. 8HIIFdE. REKEFENICERI DEFADEEF. 5D+ v T &%
SHRIEROREREOLERDEH T, Flo. EEFENERDORRZARAICEHLETDHIC. =25
IREEPRTY A JILDBWERFARIBE Z8IZE L T BEDAF v T BERIEROARERE DI R 2 1R51
LTLEE LY,

ShILEE

FENCKDBERICLUTDEBICZA UCHZE(F mODNIAFIDRSHIE (L) Z#ZR LT
<TEELY,
1. ®EDAF Y T HRERUKRSEDREZEZL CH. BfFANEE CETVES
2. EEFAEEER EIER) [CKDaEn DR FI5S
3. MRS BEMAXOMRE (P.18. 19%Z2R) H'52s SN, aBROME D RE Sl NIcsE
4. RREBDESHISER (PD) A SRS NIHE
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N
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
MEIRZO) DFEFIRNRZRIBICRULE 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

MedDRA ver16.0

NIV 4 RCRERffEE
*%P.24 FT17 NNUTA RCEEREEOBEGATROPEERSR
kxk [SMTEAMRBEEREEICHEEINIER
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FHI EARBROEE CEFRVERFMES (SRS - BB MR OFHRFER DO, BEREZHT
JO0—F v— heRBITRUET . FAIICLDBRABFRE. COTO—F v— MeSEITAERERE.
BREDOIERSINRORBEDENZIT > TLIEE,

[AFC KL DBEROINEMIEE - EE R CRE T 5 EREIR]

B EEDTFRE U TCEBYNDOHIR (FIREH#ZZ0) PREBOHRICTERULTCL STV, Fic. HEDH
W T D WVWIEERHRICERO 5NDHZEN DD F T,

BEDEZEMRE LTE FZERVEEZ (T58) NUORENVERETE (Sp0:2) DAENEETI, Fic.
FIREIEI R LR ICEFEDNETT . HEITH U TEIRMAZ DT (BIRIMEERDE) 235 L T <
ZEW,

BT ROEBEF RO SNIHEE(E. ESICABIDREN (IS5 IEZRET U, B RBRERPHCHgERX
fRASE. WECT (XIFEn#EeeCT) RE N U BRI A A D72 R URIEfES - BB MM OE R 25
LT<LrEEL,

B ESXRRENOMECTREZXRM T HFR(ICIE. BEDORIARISFREL TV, KB UMM (B
) TIRE I D EZHRLF T,

BB XERENOBECT (XIEEDEREECT) REBICTHBH DU E MRS (1F(CT D AT AREEND /X
[FHERIER) DEROOSNICZE RE X 158) &, 2RSS - BB MMKZRE > T IEEL,

BT SREREFOEEERICRDELIIKDIFEREARAANTT . BEICIFHS5H UHHEZEDEEMEIRICD
WCZDEKZHIAL. B UZNODIERDERD oNIcHEA(G. BSICIEHEM (EEKE) 22529 5K D
BELTL T,

B =EHE . (FIRSSEREDBREERZRA TCERENERFZ2 A AFIZEE L T <EE0,

[FRIDIARTEX (i 5RIEDOHIRTEHE]

iR Z5E S BEDER CLBENRE RO SNCBAIF. BSICHRER(FHILZRET U, 49 H(CHIERXER
IRE. MEBCT (LEBAMEEECT) MEN OBIRMAR DT ZRIEL T ZEL TNSDIRERBRE D R
B - BB MBI DD NS A, B FARZHIE LT REV. ZORGABRERRE COBE (CULEIAE
SEVIFBDSENEZ U T<IEE V. 58, FENC KD MRS - BB AR DERCIHR SHIDEHRNER
E1EBD T REHCHINSDREZERIET DT EEHELET,

BB, B5HRIEDHEICDOVTIE. P.16DRSHIEEES TBRI TS,
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[S4EFHFEE DD N B S DXTIN]

SRS - BMEMARDEEONESF. BTFRIDRSZHIELTLZEV,. Z0%(F. AlREEICU
XL ETBEREER) [ICCLA T SIRE DX H7Z B REIFBR D EEF (CRiE L T2V FH. SRS - E MR
FONCHRTE. MESOREE U TIRTCOFTESZERUCEREZRIBL T EEV (R5T0O1 FEE
RRIFTIEL  BRBYEPOHEERZE DM ©ZR U IR ZERET 2T L),

D ABIDIR S 7Z W\ FHIE
2) AT 04 MEA(NVAREZZSD) . LENEYE. STEA MERAICLDEE
3)ERIZRID e DIREZ K

[SERhFEE - I EE TEAHR DERIEZHT]
SAERES - BEMARICOWCIE. IERFERIEZH CBEIOaRNNETY . RUEMES - BEMMRD
RONDHE(E M TUTOREZREERPHCRIEL TLEE L,

W OERERIRE (R IC B BREECT L KD S HMISEHRRT N ER))

W R E (MERETEUEE)

W RENY—N—(B-DIILAY . CRPIEE)

W AEARE (B [IR - PRIBE . BB T TIRA. RO U IARSTREDTIRIRE)
W BEE R Y —— (KL-6. SP-A. SP-D)

W OBEEERRE (DER. DT J—. ANP. BNP)

Fle. TEETHNIETES MRS (BAL) PRIESMAER (TBLB) BHRMEL T ZEW. BALIFCTRT
(3R RS — 31— ATF AR DA ) VAMRR EDIFR (CIRILBET . Ko, RIEERBAT R 2R
BIeHIC, TBLBZSME Y HBEH DD E T,

(SRR - RIS AR (X 2 NE]

FHEICKDRMUMEE - BEMAK(ICT S8B0AE. EHROBIEADRIB LS o TV S MEIDHZEDUNE
EEER AT 0OA RRIDKRSTHD . —REVEEBEMMRDEFAE LD T T,

IFIRESERDERER(E. D DRTOA RRIDRESDRER CTEVREDG S, A7 04 REID) UVAREZE
BUTLEEW), EHERT0OA RRIDOHKFIRS TR SNTIERI Tl ZOEBIFEE(CIT o> TS,
REANHEFEIDATOA RRIFEDAIICERSNS CENHDE IO RIFFETEHDFBA. RERTIE &
AlC R DRMAIES - BEMERMRKICN U CHRRICEN T DREDBR AN OAFIERT (FFEILS N TLIELZ6H.
AEHEREFREEROFEREF C TR LU C BRHER RO R 6B Z1T D CENEREEDET,
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STEA. MERAIZZRUICaRORSG MIWVEE R

3) R DT DIRE 7Z i
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EESIE

WBC. U~/ (BREL B-DI IV IERE-MR-RIEE iy A 2 ) IDVEB.
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SIS - FEMEMRICRAU TERITNERBRUTML(P.18~21Z28HK)
SRS WEMEIAOPARRICEREORRERDEEFERELEOTT . BEIN. B S,

BERERD G SONFEICE EFPHICIEHDERINEENT 2 &5 BEESZEHMIEL T KX,
AEIRSHICIFRESAERFENERH SNICHE(CIE BEBICAFIESZHRIE U, BIREED HCREREEHE
XGRS, MBRCT (VIS S0 MHEECT) 1RE. EIIRINH R 5H75FZREL TLEE L.

IEPINO.S (P.34) DK 3 [CEIERPF RD I CERARAEIRDER STEWEABH D FI DT, FAIICK

BERAIER YA T)VODEERFRIARITE EERNC BT BREXIRRR . WECT (FBDHEECT) REH
ZRiEL. EREOERZHEL TIIEE0,

BEGMESHRONICHE(CIE. BEOREZESR L. MEBRERFERF C OV CRETHREIE
B U < (FIFIRERIERM S AERD £ FESBIICHIBT U BYFRILEZIT o CT<EE L,

RIS : FifESEERR D DR

(& &)

1. FRDFZSE. BREFICTOXINTEDEBERRICHWVT, EMBFHEEREOAECK U T+
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 &

22



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 BRI RS RURRRCIRELLENBRRRC | e atemintan (OAD) WHHE | P26~27
2 | 2MEFRAE E’%‘%%iﬁgﬂi?ﬁf;ﬁ%ﬁ%EEHECC%‘}T&EI}\ﬁﬁ)@%ﬁﬂ@ Capillary leak syndrome® P.28~29
3 | SpOET. EEEMLE %y‘%ﬂﬁ%fﬁ(:%@b%htﬁ%itiﬁiﬁ'lﬁ@%%’lt%%ﬂi R M P 30~31
4 | PEeEEEA %ﬁgﬁ%?&C:E?M)Bhf:ﬁ%lti%iﬁ'lt@%%'lﬁ%%ﬁﬂi B R AR P 39~33

1 EHE3E | ERRIAR 52 1 1859, 2011
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[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,
76IepP.28. 297EHINo. 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

ERNTORMEMES - BEMEMKXAERLE. ZNENUTOXR D FEKREEZZE D TVET(C !
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

[tRE]
®RE Bify 5l IR ®RE Bify 5 SR

HE kg 54.8 ALB g/dL 2.8 25

waE C LDH 1U/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 (33R1%D2) 1gG mg/dL 9778 6431 (%IEED2)

Neu % 47.0 93.0 (%I %D2) IgA mg/dL 15 7 (%3 %D2)

Lym % 39.5 6.5 (33 %D2) lgM mg/dL 26 31 (| #ED2)

PIt X104/ uL 17.6 4.8 KL-6 1U/mL 1510

TP g/dL 13.7 9.6

[REAIZE]

1B pRAE Eﬂ:&[ﬁxﬁ CREL L, CTLAR— FCIEREFICERE S L (H. BEMMARERORN T MERERICHT A BT
EERDI)o FEL WL Lo

C1D1~C1D21 YA 7I11E, BELSIEEL B8,

C2D4 NERICTABZIGRB RS, BRIET H2 HEHE L,

coD8 CZD‘}L#ZCZDGE%_"C‘38°C®§%§?§&U\ BBk b), WERR L L, REOBFICIE. EXIREER. FRSEEDLD. FE&Y7H
BDHRESER. [FE.

CoD10(BER) ifi?ﬁﬁ&*?ﬂlﬁ’&%iﬂ L. B2ARR. BRIOSMMKEZH. MER. STEEL 2TO1 N/NIVAEEE, 02171

FIRED1 ﬁ%?ﬂﬁﬂ@iﬁt#%ﬂ: & UJ_%E’@E_% FEfTL 2245 BES b‘&@%ﬁ L{EE Sl of, MBEETHBR-DIINAL HA
R AAOT1 L (CMV)HURIME. influenzaldBatd, RPL P74 % HEEME,

B HED2~D4 BIERXHR S 5 (IEHE,. A TIFIREE,
2B D/ NIV 2 BEEHETTo

FEED7 Z0%. E EEBEBR)RL. [, A, BN, BREEEHRE L. BHEDB6ICTET ., RIFMAIINER. VA 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¥ldtraction 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,
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| 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

[tRE]
®E BT 5 HA ®E BT B 5 EHA
HE kg 59.8 TP g/dL 7.2 8.1
&% C 38.5 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 (IR1%D3)
PIt X10%/uL |178 122 CK u/L 36 28
WBC X10%/uL |23 3.3 CRP mg/dL 0.5/+— 7.0(33R#%D3)
Lym % 47 Glu mg/dL 105
[REAIZE]
C1D10 CRP/*#% 5 531A810.8/5> /-6 D 2.3% T LR,
AEN Y17V 4EIBER S,
C1D11 (RER) $a0,93-94%(-1E H@%ﬁcn:zﬁﬂﬂwm éﬂﬁiLiz)“iﬁfréoﬁUﬁazifiw;)‘:éfitﬁ’&%%wéo /-, MROMES
DILKEFBEDSEMEICABTOREREOIREERDZ, IR, EHETHD, BR10-12L0OHEE, *FILT
LR=Y0500mglc CTAERE.
ZFOARIIVABERERIIA (AFILTLR=Y O 1gx3H, 500mgx3H)
FEED2 REPLIF2T BatE, FRPIIRIRE Fatt. BHE K
Za1—FXFX:BEME CRP 7.0.LDH 568 (LS,
ZHHD6 DIA—REFRREL
ZEHD7 BECTLERIEMEZRDH D,
ZE#D20 BIERCT LW ETR,
<{E5hdaaT> < FIREG >

HEEZRDIEL, LK. BRI, mRIFEFID SIA
Do REZHRESND,
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<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,
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| 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]

c1D4 Rk, MPIREREESY), ﬂi“ﬁfﬁ%%\ Sp0289~94% D 7=t . BRI AFHtA,
B3R 3L TSp0294~95%|_ 2,

C1D5(3EH) H@E‘ECT(:’(ﬁﬂﬁﬂL:E@*%’}‘EE’M)(iﬁEE{iﬁZ:EL:J:éﬁﬁﬂﬁiHﬂJﬂﬂk 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]

C1D31 R, ERELE,

C1D48(3:38A) BIEBCT TRV RIRRY . BEIRE 2 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]
C1D1 AEIESEA, Sp02:98%.
c1D3 SP02:94%. K4 L. FEREIES, Fe84% Lo
Cc1D23 R#38.0C. AAEE. 7t 73/ 7 x5, CRP:1.1,
C1D25 KERE,
% (ER) {KES3E MAE (Grade 1) FH, Sp02:93%. Pa02:57mmHg, MAEL L,
Cc1D26 FEpXis/ BERCTER, 3£338.6C,
%D , a0 .
C1D27 KERRIMAE [E18, Sp02:97%. CRP:1.4,
?;%‘1&[’31 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

37



[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.

EAE] 2514 B0 g GoiEs)/ Rt~ 1 —0)(F —RUBHEE20) DEEBRFRRR
<BIRPIRS TRIE L T BRERELER >
WEMNE [/ TAEERFREERR OB IR

JPN-102548% (87f) | MMY300258% (340f5l) | JPN-101&KE% (3441) 03955% (3311)
EGIER | BRE(%) | EfIE | BREK%) | EAH | BRE®%) | B | BEE%)
St 59 68 159 47 16 47 120 36
R ¢ 59 68 155 46 16 47 115 35
Grade 3R E 9 10 45 13 1 3 26 8
) 1 1 4 1 0 0 4
HEHIE 15 17 41 12 0 0 27 8

<BRAIR S X3 TS CTRIE U feBRRaER >

BN E MR ER
MMY3021 B
IVE# (74151) SCH (1471)
FEfIER FHE (%) FERIER FHE (%)
21k 39 53 56 38
REEH ) 37 50 55 37
Grade 31k 12 16 9 6
5E 2 3 4 3
w5k 10 14 9 6

IVES : RIS, SCBE i T 5B
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 3Bk 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]

BRNGHAEOSFRIEBHETREZNRE U, BIRAERS (V) SR MRS (SC) (LB 2Bt ReH
7z LB LTSS TARMAREBRIC BT, VB E SCHORBICHMDZEFRH SNERBA T LD, K
BEEORRE(COVTHIVEICBNTSCHEEB UERICBETH e LV SHEDEINTNE T,

IVEE (7461) SCEf (1471) .
I RIE (%) I B (%) il
215 39 53 56 38 0.044
Grade 221 £ 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]

FEEREEDOWNAEE UTRDENSFRIFP.ISICEEEHDEL - BEZFOERICEDAEE. KAEN
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. AFIRREER S BIKICP. 1 5(CEH
DL -AEEEDOEZZSE (WL T IEEL,

IEESEIE. 201 0OFEDAXEIMKRF = (The American Society of Hematology) Meducational book®
[CT.RR2BDEBDHERINTBOET,

\

=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 DEBEHES NRERARS SR 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.

BNERREIER® Tl KRR E R O RERMEERICN U TR24DNEZHRE U, EEAJRECH dIlc &R

HINTWVET,
REHZEE R CHZER M EREONERE
STEP 1 EZIVBE R/ XY TUAL MFEFIL-HINZF TILT 7 )RE) S5 B0 KA.
STEP 2 HINRF 2 *100mg X 3E/B BN L. BETH hIdHRE1,200mg/ H £ THEE,
STEP 3 JIV bk '{ TFU >*_25mg%§ﬂ§i?%‘ﬁﬁt:ﬁtﬂ L. 2:B%IC50mgIci8E. ZDEIF100mgE T1Hn AT &I
25mg¥ DB, 7 1HAF¥FtF > *20~60mg/ B %EHN.

* 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,

BEDEL

AIRE & T Afl

cHINNRF*(100mgE 1 H3E TS5 B4 L. 1E600mg% 1 H3E £ TEiE L. EAID&KRIC & VW 1H&RS2,700mg % THR5HIEE)
T3 N)TF L (BLERFIZ25~50mg)
IV RT Y 2 * (FLERFIZ50~100mg)

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

B ZOMDFRR

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

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

B OREREICET DIMWGCDHA RSAVIFP. 15672 U T EE L,

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

(IR ]
LHERUEBHEZNRE UZENSE [/ THERARGR. RERTcRFEE (REERRANERR) U~V MU
UV \EeRRE UCEBRRBS MAERARGRICOI DA LD ADHETRERE A MIRULET,

4 U2 DEIEFRRIRAR
JPN-101548 JPN-102548 ﬁiﬁ(ﬁﬁfﬁg’ﬁ LT/?F?.%%P??;%
(3445) (99f3) (1010%1) (240f1)
Grade 31 E | #Grade |Grade 3LlLE| #£Grade |ZEELEIEA 2 Grade 3LlE| #%Grade

LI 0 0 2(2.0) 2(2.0) 4(0.4) 10(1.0) 0 0
FREME LR 0 0 1(1.0) 2(2.0) 6(0.6) 1(1.1) 0 0
IERAZE 0 0 0 0 0 5(0.5) 0 0
FEALIX 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),

[BHEHRTEE [CRRERIE A LD ADERSD SNIcBRISHE A DS RS BEEDER]
[FEe-MRIIS0mMA -2t [BR]I161cm [FE]1S5keg [BHERE]ISUL
[SIHE]RERFANRINAEAE, FAEER, BEIRK

5l

VADEA 2004%F 8H3H~ 2005F11H 7H

MPEA 2004F12H1H ~ 2005%F 9H18H

VEPEA 2005%F 1H7H~ 2006F 3H31H

MCNU+MP 2005% 2H4H ~ 2005% 28 13H

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

BETREDE (BlRE. 45Gy)20064F 11 H22H~20064%F 128 13H
INILVT A RS LA, FIRE TOHAF]

NILT A Ko 5[C1D1:2007F3827H]

1.0mg/m# 1894 2)L D1.D4.D8.D11

1.3mg/m# 2894 2)L D1.D4.D8.D11

1.0mg/m2  3Y42)L D1.D5.D8.D11 49420)L D1.D8.D15

0.7mg/mz 594 2)L D1.D8.D15.D22

1.0mg/m2  6Y42)L D1.D4.D8.D11 79420)L D1.D8.D12
8042)L D1.D4.D8.D11 Ot1(J)L D1.D8.D11

10042)L D1.D4.D8.D11 194 2)L D1.D4
FIRH 1 RS5HKB35HE
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[BEPR#E] (C:¥ro D:H Day: AHI#ESHE, > DRIEAL  G:NCI-CTCAE ver3.0 Grade)

C1D21(Day21) {ERMBERED HIR,
C2D1(Day22) 1917V BIR I/ MR D D7=51.0mg/me TRITAL . 2417 VB IE M/ IMRiE D> DEHEICE)1.3me/m2Al B 2 LI 5 1A,
C2D3(Day24) B b~T 2 LR 5 BIA.
C2D11(Day32) ML Oh, B (G2) D IR,
TROBR A ECHITHREE(GI) 4. SHRLVIFR.
C2D14(Day35) Day21E&EBHSN T EHMERA 1E38L . BEEREEEU, EEBXIE L. BBEAXDEIN BOSNZ NS, R
BEEALIRERZ RSN,

C2D 15[ EBXHR C2D22fE #BX#R

Cc2D15 %
¥
C2D22 4
=
Ba
g
C2D16(Day37) SITRIREE lio T,
C2D21(Day42) BERVICTF B ARPBZEDERSICL) ERIEELL, EEOLUN. BHBERL .
C3D1(Day50) 3Y17)LB%1.0mg/malikEL. 5B,
C4D1(Day78) % FREORBEESLUN(G2) D1, 4417V B%1 Omg/maB1 Bl ZE LI 5B,
C4D18(Day95) FRMEEE (JEEDFUFUR. BHUULL. BBV DEAL(G3) D10, 441 7IVAEBDEREE 2% 97 U,
AR T B DREB R RHENPROD. LIESAREL 7,
C4D23(Day100) | 5y (s s Rt (LY ADERISBOSNE D1,
EEGIDBIE]
HA)U1 HA)L2 Rl BRI BRI HA5)U6-11
’\“J;[ff;}'f;(@ 1.0 1.3 1.0 1.0 0.7 1.0
(megymsy | CE2ED (E2m) GEem) | | cam) || GEm) GE2mE)
1gG
(mg/dL)
50007 Bk~ =¥y 990me/B
J$FF> 600me/H
KizEhis 15g/H
4000 - =
! i N |5 \SHE 1 '3 ': JEIR %
o g | 1R R A DRSS SDERISE J 126 (ng/dL)
3000 - Wz';ri
- ALH2 .
{ETHED CoD 1458 ¢
caD21:[EE
2000 —-\
. AR L5 R B R S B
C2D11:#I1\
1000
C2D11: mRELUN, B(G2) bR
C2D14: FROBAN @ SITEH(G3)

HA5L1 BAIIL2 L HAo)L3-4 L HAo58 HAZILO-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,

BEIHERIRG COREBERUREES COBK(ENE I /118K (UPN- 10158 . 3441)

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,

BEHEIRIRG COREBERUREES COBK(ENE I /11885 (UPN- 10258 . 8741)

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,

RSIRFTRAR FEERABERD) [CBIF 22941 JILE TORBERVUREES TCORM(52541)

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,

Rt EISE MAERGEPRELER (LYM30025ER) [CH (T HVCER-CAPEF ER-CHOPEZNZNICHIT S
NHCRAMEDBEERFARINIICOVWTLUNIRUE T,
V) RIRIAME (M7 4 S /) WRRAME 2 2 6) DB ERERRERRT

VCR-CAPEE R-CHOP#
(24011) (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)

EFRtE)ZE MARERPRELER (LYM30025E8R) ([CH (T & MR DREMZ(LZ U FICTRUE T,

(/uL) VCR-CAPE#
400000 —— R-CHOP#t
300000 /

2 /| / / |
7\ e
i 200000 / /
e T
100000 l l ‘
|
0 B HEARE

T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T 7T
BL C1D8 C2D1 C2D8 C2RP C3D4 C3D11 C4D4 C4D11 C5D1 C5D8 C6D1 C6D8 CE6RP C7D4 C7D11 C8D4 C8D11 EOT
C1D4 C1D11 C2D4 C2D11 C3D1 C3D8 C4D1 C4D8 C4RP C5D4 C5D11 C6D4 C6D11 C7D1 C7D8 C8D1 C8D8 C8RP LVT

BEH HARS

R-CHOP## 242 218 234 217 199 226 208 219 200 182 207 198 203 189 175 41 42 42 40 35 212 239
VcR-CAPE# 240 235 238 236 235 235 234 234 202 228 227 227 224 217 211 211 211 188 211 199 200 198 204 187 191 187 182 33 30 30 31 32 30 29 32 30 218 240

BL=~N—2X 31 >, C=#1 7). D=H. RP={+¥. EOT=/a%FIL B, LVT=Ri& kR
EFRHL S MARERARELER (LYM300258R) (CH1F 2 /) WRER DR RIZ(E
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TP BRESR A : IIMRERL)
[£Fim - 14501 735% - B[R] 174.50cm

[FE]161.8kg [BHEEIRIBMOSRE. EEERE
[SHEISL  [RSElERRRS IV, PS:0

[(FRIRFE TOHIRI RSB 1BE NLT A ReFIEY A 2)b)

AEREN U IRFREE]

EWE CR
=W E O™ 36R
BEYA TV 6H1 UL
EXNHARS 544*H
PFS 579*H
0S 1081*H
KDY D ISEEEEE TOHAR 764*H
*BHEITHY)0
EGIOEIE] (C:Ya1o)L D:H)
RV A Re 1.0 mg (C5D4~)
1.3mg SFHRERRIAME
300000+
& 10/RE/ UL
250000+
YA
200000+ e
. gy RV A RefksR F’ﬁ&é‘gﬁ N)VT A ROREE
150000 m NIV A RepREE LT A AR SFERERRIAME RV A RO
100000 P LILE =R 3
50000+
O T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T 1
r538- 885388538 -8858888538-8538-888
£55023355883383833333933688338888333.
b og?2 o2 oge o222 o2 o222
e 53 3 39 53 3 c5eh
s cC C C cC C cC C C cccy
5 3 o} > 3 5 3 -} > B Bl N
q—l @I q-l @I ‘_I @I C.OI oo' LO' @I ‘_\ [m)
— — — — QN — — — — — Ql 8
[ala) [a] on [ala) [m) [aNaNe)
- (aV} [pep] < < 0 O © ©
[ON®) (@] [ON®] [ON®) (@] [ONONS]
A [M/)\iREIm A
— [ERETR

* A J)URBEHDMTEDIOELE (X2 HICKDERTIFEN)
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Bk (3FhER)iRS

[FIRK]
LHERUBHEZNRE UZENS [/ THERARGR. RERTcRFEE (REERANERR) LU~V MU
D) g7z R E U EFRHEEISS MARERREUER (C D12 B IMER (F k) B DFEFEBE 2 L MR UE T,

EImER (FrPER) SHi A DB ERRIRIR

JPN-10158 JPN-10255% wEEEREEEM | MO0
(3441) (991) (1010f) (240151)
Grade 3Ll k| #Grade |Grade 3LlE| #%Grade |EELEIEH £k Grade 3LlE| “Grade
IFREGE D M R 0 0 3(3.0) 11(11.1) 0 0 0 1(0.4)
BRI IRAE 0 0 0 0 0 1(0.1) 0 0
BT R R DI 2(5.9) 2(5.9) 1(1.0) 1(1.0) 0 14(1.4) 31(12.9) | 36(15.0)
BRI AE 0 0 0 0 1(0.1) 2 (0.2) 0 0
B M ki D iE 4(11.8) | 14(41.2) | 72(72.7) | 97(98.0) 2(0.2) 1(2.1) 90 (37.5) | 100 (41.7)
U BRI A E 8(235) | 12(35.3) | 93(93.9) | 98(99.0) 0 4 (0.4) 4(18.3) | 48(20.0)
PR EGRAE 9(26.5) | 15(44.1) | 77(77.8) | 96(97.0) 0 18(1.8) 180 (75.0) | 190 (79.2)
UL INEREUR 11(32.4) | 22(64.7) 0 0 1(0.1) 99 (9.8) 0 0
BB D 0 0 0 0 0 2(0.2) 0 0
PR EREUE 13(382) | 18(52.9) 0 0 7(07) |157(15.5) 0 0
HERRE S =R D 0 0 0 0 0 1(0.1) 0 0
TR E DR D 0 0 0 0 0 2(0.2) 0 0

MedDRA ver16.0

[FEIR]

A EDREMZEE CEFVEHITS NIcAMmIR (FHhik) mAFERFCDWVT. SREEDODREEND
RIEEFXTOHMEFROESDTY, WFNOREEF TCOHMDFRIEF 151 T)LDRSHBZIEBA T
HO.EWEE 1/ DRERAREER (JPN-102515%) @HD‘EE—EHEEE‘C“@E%&D‘EW@@D‘\‘ED FUlc. FARS
HAR (3O (CIRIREZRIE L. REOREZ T2 (CHREL LT

BRINEHIFEF TORKERVBEESE CORM(ENE I / 1BEERER (JPN-101:8) . 3441)

N=ZS1AE BIEE BIEEECHORK(A)*
HH RROE | T Tk F91E FhkfE FE Tk
(SD) (B/IME. BATE) (SD) (B/IME. BALE) (SD) (B/IME. BATE)
B mERE 31 3985.8 3500 2235.2 2100 31.4 29
(/uL) (1339.4) (2300, 7300) (764.2) (1000, 4100) (25) (3, 99)
¥R EREL 31 2239.7 2006 904.8 864 36.3 29
(/uL) (881.9) (1118, 4088) (447.3) (378, 1886) (32.4) (4, 123)

*RIEEZ TCORHMIILEKRSHEEE L TEY,
BEINEIRIRF TCORMEERUREEFL CORMK(ENE 1 / 11BERRRER (UPN-10258). 8741)

N—=2F1 Al &IEfE &EEETORH(B)+
5H SEBIW | 968 FhRfE FiafE FRfE 1916 FRfE
(SD) (F/IME. RATE) (SD) (F/IME. RAfE) (SD) (F/IME. RAfE)
A M EkER 85 4988 4500 1576 1500 58.0 27.0
(/uL) (2317.6) | (1800, 17700) | (602.2) (500, 3100) (79.45) (6, 408)
9F IR 84 2777 2405 728 664 71.0 29.0
(/uL) (1640.2) | (1000, 13980) | (378.4) (140, 1920) (79.84) (6, 379)

*RIEEE TORBIILKRSHEREEE L THE,
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BNEIREAAE (B EEARERD) (CBIF %291 /ILF TORRERURIEES TOEM(5256])

ga | wen | 08 gl | Rae | Cwme | T8 | gagm

AR fE (SEEE) R i (55 6H) Fh & (5EEH) R (EEEE)

fFeRERH 19170 | 464 | (o5 0l 1ror50) | (38.1124000) | (1146) 6/03) 237)
i 29170 | 364 | (650t r018.0) | (530104853) | (2.99) (5220) (2:33)
I NERER diied A (73.0—%%35.2) (9.0-55%0.0) (1 -11101 ) (6%(.)? 9) (2-16 05)
i 29470 | 370 | (15000720) | (2721758 (263) (4502) (229

BEERORROFRICH P D ST REFE(N—ZT 1) L ET U ER % &5
B8 : #5AIMBEX 3 FEER A & THTE U AES 2 BEEM & LT3,

CU=)

MIRHDE=S VU T72EHE L TLIIEE L,

- IFHRIREAYE 00/ L LRI ICE U IS Sa PR RIRHAMED IR UTc B a & SRR J0= —FE R

HF&AI(G-CSF) DrS5ZERL TLTEE L,

- NV MUY ) (B R E U EERESS TARMRARELER (C SV CG-CSFRAS. IrhEmAME. FRE
HEREEAMED T U L [FaFEICERT 2 CENFIRECH D G-CSFRAIDIRSZR(FTCBREDEIG(E

2008 EEARERE HRIEST (200854 A 250 &)

29.6%(71/240641) T. FBiR538.8%(21/2404l) T LTz,

EFRHLEISS MARERPREER (LYM3002588) (CHI1FDHVCER-CAPEE L R-CHOPEZNZNICHIF H4F

FREBANEDBZEERERINLICOVTURIRULE T,

SFRERRIAME (R 4 S FREKEAMEZ SV) DR EERERINR

VcR-CAPEf R-CHOP##
(2401) (2421)
ZIRFIER 220(91.7) 196(81.0)
TEREZEBLUTOTRTOFFEBDED (Lab data)
IR 235(97.9) 226(93.4)
NCI CTCAE Grade HIEfI%1
Grade 1 8(3.3) 7(2.9)
Grade 2 15(6.3) 21(8.7)
Grade 3 Bl E 212(88.3) 198(81.8)
Grade3% /I3 Grade4DIF RERR IEE (O BREEER R
RIRGIE 98(40.8) 70(28.9)
NCI CTCAE Grade Ik
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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<;EMEFHRRBPAEDEIL L IESIEVREED Y KUY @z 3R & U fc BMmER (5FHEK)
M DREIFHZE(L>
EEHES MRERAREER (LYM30025182) ([C 509 B MK (7 Ek) MORFMZE(LZ L FTRUE T,

(/uL) VcR-CAP##
20000 — —— R-CHOPH#
=i
10000
Z}E
[ e " " 0
F ﬁ i \'}/ \'"’]/ \-]/ Y1 1A .VH ]
04

FIE AR RE
—r T 1 T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T 7T

BL C1D8 C2D1 C2D8 C2RP C3D4 C3D11 C4D4 C4D11 C5D1 C5D8 C6D1 C6D8 C6RP C7D4 C7D11 C8D4 C8D11 EOT
C1D4 C1D11 C2D4 C2D11 C3D1 C3D8 C4D1 C4D8 C4RP C5D4 C5D11 C6D4 C6D11 C7D1 C7D8 C8D1 C8D8 C8RP LVT

- #9R

R-CHOP## 242 213 232 211 196 224 206 217 197 179 207 195 203 184 172 41 40 41 39 34 212239
VcR-CAPE# 240 231 236 231 235 234 232 229 198 228 225 226 217 216 211 211 206 186 210 198 196 196 204 187 189 181 180 33 30 30 29 32 30 28 29 30 218 240

BL=N—=X51 >, C=%1 7)L. D=H. RP=fkZ, EOT=/AHFILH. LVT=Ri&RRE
EFRFEEISE M ABRRPRELER (LY M3002:8R) (C S13 % HMEK (57 FRER) BODRREHIZ b
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fEGI GRS ERE  IFPIRERL)

[Fp- Rl 70 -t [BR]1148cm [FE]I40.9kg [BXFEEISL [BHHEIEL
H&SanlERARRER [ IV, PS:
[RIRF COHB1IRS5HEBEI2HE (N4 Rt 7)1 1THB)
BERNENUEREZE]
=3 CR
=3 % TOLM 428
BEYA IV 641 7L
=R 659*H
PFS 932*H
0S 1081*H
KDY D ISEEEEE TOHAR 1081*H
* BRI B0
EGIOEIE] (C:Ya1o)L D:H)
NIV A Re
1.3mg
90001 YA
1 e FERERE/ UL )
8000 . YA Yaol  BREEGE) Yol
7000+ BIIASERE (258) BB (@)W IFREGHANE  RAEIE (i)
6000+ PRGN IZHRERRAME | B7SS—CMmE (FrEREANE
5000+ . NI 4 ¥ ¥
NIV A RO
40004 SFERRAME
3000
2000
1000
O T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T T 1
e e B R e B e R R R R R e R Y R R SR
Rre-r——ONNNO333MMMO3I333YNYNYO333300nN0nO30000O3e33
EOOO-OOONZZTOOONTEZROOONIZZIZFTOOONTOOOOTETY
% ©) OC_CI O.C_C_CC OC.C.CC OC OCEC_C
qo 288 2333 2333 3 -3 3
o Cc C C c CcCCcCC c CcCCcCC C Cyw— C C
DI DI JI JI 3‘ DI DI DI JI JI 3‘ DI DI o JI 3I
o~ 00 MNO LW ™M +—00 W0 o) (\I'EVLO
— QAN ~QANANM ~QAANM Al w—LuLOQ
[aala) [aalala [aalala [m) [aRIala)
AN AN nNMmHMM N Tp] O o0
OO0 [ONONON®) [ONONOXS] (@] OEOO
©
(@]
A GCSF A A A A A A A
D11-12 D9-10 D13-14 D9-10 D13-14 D9-10 D8-10
G-CSF (%Bh)
D12 D12 D12-13
— FE{ETER
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[FIRK]
LHERUBHEZNRE UZENS [/ THERRER. REHRTcRFEE (REERRANERR) MOV MU
V)RR e UTcEBRRBS MERAEERRCOIS DBMDFHERBEZ U FMIRUE T,

BMOBERRRRR
. e - . LYM3002:4E&
JPN-101382 JPN-1025£82 15 B R RAEERE (MM) N
(34451) (99f) (1010f1) (24011)
Grade 3Ll E| #%£Grade |Grade 3LlE| #£Grade |EELEIEA 215 Grade 3LlE| #£Grade
A 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®BJOEVE D 0 0 0 0 2(0.2) 62 (6.1) 0 0
FrIMERER D 0 0 0 0 0 5(0.5) 0 0
MedDRA ver16.0
[FEIK]

KE EDEHEMZERE CEFEVNEHITSNICBMFERICONTC, SREEDODREENRUREET TDH
HEFFROESBDTT . WFTNOREMBETOHMDAREIL 1 A TILDRSHBZBATHD. EANS
/ TAEERERELER (JPN-102588) DA HREEF COHMNRWMEEN DD X Ulc. AAIRSHIRAR(FSED]C
MREREZENE L, BEOREZTD(CERL TS0,

SBHIHIREG COREERURIEES OB (ERE [ / TR UPN- 10155). 3461)

N—Z5{ Al BIEE BEEECOR(H)*
EH BB | T8 shkE 48 kg Fi54E g
(SD) (B/I\E. BAlE) (SD) (B/I\E. BAlE) (SD) (B/I\E. BAlE)
AEJTOE> o5 10.7 101 8.7 9.1 44.8 32
(g/dL) (1.76) (8.1, 14.8) (1.69) (6.2, 13) (36) (2, 158)

*BAEEE CORMELHS MM EE L THE,
BHHIHFEIRS COREBRUREES TOBK(EASE I/ T1HERAREER (JPN-10258) . 8741)

N2 BIEE BEEECORM (H)-
15E RO | T B Eanr B Em B
(SD) | (B/ME BAME) | (SD) | (BME BAM | (SD) | (B BklE)
AEJTOE> 10.1 10.3 8.2 79 63.8
(&/dL) 58 | (1549 (8.0, 14.6) (1.122) 65, 11.1) (89.20) | 2402 412)

*REEE TORRILESHE LR L TEH,
BNEEREAE (B ARERD) (LB %291 U)LE CORKERUREES TOEM(52564])

U1 | ML | REEECO , BE@NISD
BE o ’%gj)ﬁ w5 HE SIE®E R (B) @Eﬁ“ﬁ EE AR (B)
hsfE(sE) | chef@(RE) | s (E) : e i (#5)
8.80 8.15 8 327 5
ATSTOE 194700 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¥A7V | 378 | (57.20.1) (52-14.6) (2:74) (54.50) (2-68)

BEEROREDFELCH P D ST REFE(N-Z T4 ) L WET U FERH % &5
1 : HESAMEX ISR EME & TRTE U EG £ BEEM & LT3,
2008 F4FTE(EFARMAEAE T EEET (200854 A 25 B =)

[SLiE]

- MERBDOE=SU 2V ITZRHELTIIES L,

- NV NURRY V) (EENR E UTcERAEES TRRAREERCHBWN T, RIMIKEN7Z R (I TeB/E DG
VCcR-CAPEF C2406Ih52641(21.7%) Th b . R-CHOPE: c242%1H42%1(17.4%) T LT,
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REMR RIYE

[FRIRR]

LHEUBHEZNRE UTCENESE [/ IERRAER. 2OEIGtRAR RERRAMERR) XU~V MUl
U2 )RR E U ERHEESE MRERAREER C DT D FINBROEBEREZ U MIRULE T,
HINEEORWERRRINR

JPN-101548 JPN-102588 S AR (MM) Vv
(34431) (99431) (1010451) (240151)
Grade 3Ll E| #Grade |Grade 3LlE| #£Grade |EELEHER 21K Grade 3Ll E| #£Grade

HIRES 0 1(2.9) 1(1.0) 6(6.1) 16 (1.6) 126 (12.5) 5(2.1) 9(3.8)

B IRas 0 0 1(1.0) 1(1.0) 0 3(0.3) 0 0 %

MedDRA ver16.0 7]
{3

(AE) ?g

BNCCNAA RSA 2V (ZHRMBHE . DNABEDRRIAED T EIGE?) TlE MILT VI TCLDBEIEH
WRZOFEIEUXIHighlCoRESNTHE O, 72o0O)b. \Z2708)L. 77 AV Z0EILOFHRE*
ZERY D CEDHREINTNE T, BB MDAV ARORE HEDEHIFH D F v

W72 o0E)L (RARE) (DWW T, F23FI9R28HRERFK09285 1 S[ERERDBINIMER (CFHRDIRIR
ZE EOIOIRWVICET H@AUCITRILT VI TERBOEE] I U TS Uicsa, S%EhZzEa L
BDBD] EENTVNBD I ELDNILT A NEERFADFREZ FHEND 7Y 7OV DRRER LR &

SNCTVET,
*HRBEICHT /52708l 77 AV OO FHRSIFERNTERSNMEE- MR TlEHD FEA.

(& EMEFHIEBEDEINEFESBUVRAEDZHREESHIESEZWRE UBN S MEER
FREtER (MMY 3002:8E8) )

SESVE MHBERPREER (MMY 3002:88) Tld. M1 IVAZEIC KD TS EH#E L TLE U,

TNITHEVVMPEED 340615904 (26.5%) [T ILAENBRERSSNE Ulc, FRRS5ESF I
Q0AIN S B3 (3.3%) [CHERBEBHERD SNE Licht. RS %E LD o e VMPEE ClE 2506154 341
(17.2%) [CHEREBHRO 5NE Ulze TNHDTEDSVMPETIIFIAILAEDFEHRSICLD. Bk
BEOREEENMERUICEEZ BNETD,

LIRSS ABERRREER (MMY 30025t88) . EPVES [ / I HEERERERER (UPN- 1 0253 ER) RO BLaRFm % AE
(RFEFEARERD) BT DI VAR SEEDEREEORBERIEREERERUET. SHE.
FECBVTHYAILAEDERSE, B5HEIFE—CEEVED, —ICHERIFTEE A

M1 VAR SHEROFINES * DHFEIRR

\

=1

A A IV A . [ 2Viok? ~

RER/FAER FREEEEE TEGIER Feyrn SR (%) RERER
MMY 3002558 (VMPE) 2 1% 250 43 17.2 Fisher
(340f31) &) 920 3 3.3 p=0.0018
JPN-10255 (35 4858 4)° 3% 28 2 7.1 Fisher
(871) Hh) 59 5 8.5 p=1.0000
YT (E R R AR e % 501 48 9.6 Fisher
(525f1) &) 24 1 4.0 p=0.7513

*MMY30025t5% (MedDRA ver10.0) & U'JPN-1025£E& (MedDRA ver13.0) T, EAE (PT) ¥AES. BREEHFRESDS. MR EMELF I TRESE
Z. ZHBRHEMEHRAEDS. BHRAED. RERAEDS. mIRESITHIREEL [MMY3002: 5D 4. ver13.0 TIHIRHREZSOTBRE(LLT)] EEEL =,
BEFERARERE T EAEZPT) PHEREB EERL

a:2007&£6F 150 Clinical cut-offis 5. b:2011E2H4R8 Data cut-offi s, c: 2008 E45EFE AR IEHEPRIEST (2008 E4F 25 5)
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EZE i1 IVAED TR SRR

FREZICN T DM IVARDFIIREORZE- 8IS L CLEBAN LINCHRESNZ R 9ZRULE T,

% 15 8 15 HP BREBRERR
. b X -JL /: =7
Aokietal? | 7ooOEN 303%%@&;‘%%@21? BSEARNTY | 2ren UBE(43%. 6/14%1) & 18 L. 200mg/ B FE5E5E (0%.
: S ) 0/19)) B ERBBRBREBRIMET & £ /- (5=0.003) *,
: e Y I | o
?gé){;‘ﬁ)g/ REARNTIITATIT & T pim oc15000me/ BB T5HIZE L. 400mg/ BED2HIEY b
. . . e BEIIEH -7 (p=0.007) *, 400mg/BEED > E, KITVIIT
LS . RILFI R & 5| . e 73
Kmetalt |72 R | 00 RERTYSTATIINRTEC i 7 5 < FOpHS & h 1360l BHRABOERN B0 5 1
- 200mg/ B (19f1) Ehotks
* FisherBE MR %

EERHEE M AERRAREER (LYM30025ER) CTlE MOAIVARICRD FHIRSZEHREL TWLWE Lz, N
([CHELWCR-CAPED2406IFR 13761 (57.1%) [CNDAIVAENFEHIRSSINE Ulc, FHRSZERI(TIC
137610 S B56 (3.6%) [ICHRBENRD SNE UTeh, FHIRSZULEND oTc&8 TIE103641 14

(10.7%) [CHREEh

=3
ity

HRBEEOREBENME TN UICEEADNE T,
LU ICERHELRS MAEERREER (LYM30025ER) (CHIT DDA IVAER SHERDOHRBEDFEITIN R

ZmUET,

N NUiRREY 2 )NEE - IO A )V ARG SERFIOTINEZOBEEERERINR

HHEHNF Ufce CNOSDTENSVCER-CAPEETCII DA IVAREDFIHIRSICLD,

LYM3002:5& (VcR-CAPE)
- TV RERE
%L )
A&t 240 103 137
wIRESEL 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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BRI Y ILA (HBV)EiEIEE

[EBRAR]

SRUEBBEENRE UCERS 1/ THEEBRHBRICBNTHREIFHOFEAT U, Y MU )
BENR & U ERH RS TBRRHRIC O D RIBEEZ U T ICRUE T,
BRFTFROBIERRIRIRR

. - e e o g LYM30023#8
JPN-101548% JPN-1025{8 FETE (£ P REERZE (MM) VGR-CAPE:
(3411) (99fj) (1010f31) (2401%1)
Grade 31 E| #£Grade |Grade 3kl t| £Grade |EELEIEA eSS Grade 3l E| #£Grade
BEATA 0 0 0 0 0 0 1(0.4) 2(0.8)
MedDRA ver16.0 g
HBVOEEMHEHERH SNcEE—E (LYM3002:ER) 2
2P ==Y 'lé
" recy | BEUBTOD HHBVEE SRS . | AEED e
BRRE Fig | MR B4 HBs | HBc | zpsias Grade (B) YAIIVER AL &gF %
mE | o
VcR-CAPEf 69 B BEIFT# | BatE | BBk KL 1 42 2 »HY) FREIE
VcR-CAPEf 44 B BEFFA | ABH | FBEA »Hh) 5 293 AR T 1% »Hh) ET
R-CHOP#®# 75 B RELL | B | Bl kL 3 85 5 %L KEE
1 45 2 L &
TR A
RCHOPE | 70 | B | SEMR | gep | ep | oL 2 50 2 AL B
5 72 2 L T
R-CHOP#f 58 3] BRATA 1% | ABH »Hh) 5 210 BERTR %L ET

LRMUEBHEENRE UcRIERFTRIAE e EARERR) [CBIUFTRABE). BERFFR DA )L ARERM
%1, BEUFFRDNARIEBERZ 4 1 fIhRESNE Uz (201 2F88K ).
SRMEBEEE | BEFTN BRFFR Y LA L2 20) DRWERRRRR

FIRGIE
BEVFT R 4
BEIFFA 7 1 L X151 1
BEUFFADNARIE B 1% 1

BAID S B, HRSADHBVREGHURENHER CTETLEWV T FIZERWVLZEHIT 22 [CDWNT. AESERIAH]
(FHBsHURR4 T UTehY HBsHA KT (EFHBCHIADBRZ NSRS N CLIE Uiz,

BEIFF A 71 LR (HBV) DFEEMAL & B (BRMNR T E)

1)V %<¥J EVELCADE. T 3154, HBVEBED U X7 D H 3 BEICH L CABORBRIICIREICHBVI Y —Z2 7 %175 2 &, BRFFADR
BFEL S FICBRPFRDOBED & 32 E& L. VELCADEE UV X v T OHAEEDOE RV Z D%, ETHOHBVEEDEKN R URE E Ok 2 B
ICBIRT B2 &, VIR FBIEERT 52 &, FMIEY Y%~ 7 DSummary of Product Characteristics #8125 2 &
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NN ) (BN R & U ERAES MTRERARAER (LYM3002580) Tld. FELDITAICTHBY
BEEMEDERZT > CTVE U,
WBDATYU—Z2T1EE U CHBSHIRMUHBC A RBEZERIT L.
-URIDELVEENMBRFRDEBEFERA E U BRIFFRDF + UP IOV ERRSEZYU VT TBHL
DHRUCET P ANTETDH &,
BEFFRF v U7 RBEICOVTIE UYFIRTEBREDOH A BE. BARERNRUOHBOAIVAD AL ZIEE
[CEZF—TBT L. MENMRIELCBRETIE. VYFINTDRSZHRIE L., BYIESEZRRT 9. /52
MBAFRZER I HFBRE(CUYFINTZEIREULEN T &
‘HBsHIRBIHDZBRE (W U TSI AEEEAE TRICSITI100me/ B (RO EEFRLUIE) 72 FRABI(C
BEBROKRST S LZHE

LYM3002:ER(CHE W T HBsHRFR14E2%E T oo VeR-CAPE 4. R-CHOPE 26I(CX T & HIHBVE
DFFR5F. VeR-CAPE 14l R-CHOPZ:261(C1T0H1. (D3 BR-CHOPEFS50.0%(1/261) [CHBVDFH
EMEDERDSNK Ulce —7. TG ZR(TIEN ofcVeR-CAPE3HITIE. WIFNHHBVOBEEME(E
RWHOONFBATURE, Fe, HBSTIREM T, HBcHARZMEN DHBsSHIRZIEDFRE CH D VCR-CAPEF
1641, R-CHOPZ: 186l(CX9 IMHBVED TRk 5(d. VCR-CAPER4HI R-CHOPZ: 7#l[CITHO1N. LY
BHBVOBEEMRALIERO SNEBAT U, —7. FPHRSZR(IEN 2 2RE TIEVCeR-CAPEE8.3%
(171261). R-CHOP#£9.1%(1/1 14 [CHBVOEEMELERD 5NE Uiz,

(B ARERE]
D AAEEEE - RRIRIEE R DHBVAEEMH EDRRED R E U T TDIRABIFoNTNE T,
L [FRAEREE - REIIEIEEADE T UTcDBICHRDFIET %, 122U, DAIVAENSLHBSHIR
BRMEBICHBWNTIE DA EFEARBRRICARDHEIET 55052,
- FFROFEAEICSEATUC. [MARICHBV-DNADEMNERH 5N D.
- HBsHURFZEBICINA T HBsRBRMAFID—ER (HBeH AR, and/or HBsHUARZM) [CHWLTHBE
FRREAEMEDECD 28,
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[ H1RBSHA)
SHEEHEE

BUERRTER ICRE SN, AFIRSEBED SRIBE TCORBNER TEIEOAIORIBI/AE. REIOHHOHE
R11 1B CEE& T4 1B TIRREIE) TUT,

AR S59HB (CHBsHIRZMAL D SRS NUSAERIE. ABA BB A BRI ERIDREERNE
<. AEAERBN2 1 BR1ICSEE U e BRFAMMEMIBEER (CBEUFTROBEM(EDERD SNTUL T8
MHEZ SNDERT U,

<2 bIViHREY 2 ) i

NV NUiRRY V) B R & UTCERAESS TARMRAEER (LYM30025ER) [CBWLTERHh s niz2fld
FRRHRFZTNZENERRFIRD S428E. 293HEB (aE& T#%97H) TUT,

ABRRIBN S293HE THRIELUC 14IIF40HE E83HEBE(CGrade 1 DAHEREREHERD SN TULITIES
T.302HH AR 7% 1068) [CBEUFRICKDIETCLE LT,

%

=

[VRIEF] £
HBVESEIED U R0 1&. BAALEESE - B C S TBEDRBIRAE S  SABRIDHBVEEIREEIC &
KO TEEDETY, e

<BEHICRHET HEF>

- AT 0OA ML

e MeErHfREE (FE>B%K)
S RER OB ) (&

RERTTR(ICRESNCZH B RERECHTOMITHFUASV U ZEHA L TVWE Ui, BAIFR3HIIE
S MEFRREE 2 SRt U TSERI T LTz,

<HBVERZIR >
SRERIOHBVEhEY —H— (HBsHR. HBeiR. HBcHiiF. HBsHE) DA
—RR(CHBSHTRGMHAER E DA IVAEHS L, I\ M URTBEEEDONTVET,, e, HBsSHIREMEAID
—BB (HBcHUABZ4 and/or HBsHUARRE) B/ \ A UXTEBEESEOHNTVET,
-HBV-DNAZ

(5785 - AR - LB
AAEFRZRICE D [BEFAEAA RS (25 | LIV, FAIRSHITRUR SEOERIRE SN
BEEHEL T 2TV, GHlldP.6385R))

\

{3

-HBsTRBIEAI S T DIEFEER CIFM DA IV ARD TS 217D CEHRRITY,
*IAIVAED TR SHBICDOVWCIET VRIFEL B UL TOLER B A
- HBsHURRAERIC DV TIE. ¥ ERZEEEDERFED SHBCH A, HBsHUAIG#TTF T v I LTLEE L,
-HBsHURE24E) \ U X T8 (HBcidkz% and/or HBsHUARG ) (CX U Cld. HBV-DNAEZ=~U>J (B
1Bl AEZFBRARROEPRAR TRAE < ED 1FRE) Z1TU) HBV-DNARZIH bR R T DA JVAEDE
S57zmmLTIEE0

SERTTRICHRESNCEHIEBHEREOHIDORIRRODBEL. Xag 16l T HEILAS TV77
EILETUFIVUFY - UFY - DRTA VERGEIEFR 16T LT,

1 FIRE : BRPRITAR 50 @ 1261, 2009

2)BIBETE : £O6OHEAH LERFNMZEAIS/FEO0LHA M LEENFRRFRNMNZEFIETOIS L -1ix&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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| EFI(REESE  BIRES. HBVEEIIL) |

[BGEARFS & TSR S NI BERISEEA DS RIS TEED RS
[EES- MR 60m B [BR]1164cm  [fAE]153ke

[BEERE] BRUAT  [EHHE]F L

(5] ERXHER - ERCT  EEmELX L DEBREII O I O— EEMEEU
(NILTA4 RS LUAIL] 1.3mg/m?

[SRE TOHINIRS5RMe4RE

NIV A KOS

1942)L D1.D4.D8.D11

et42)L D1.D4.D8.D11

34 20)L DI

[BEFRAEIR] Sk B

[EBIEB] (C:Yr2)L D:H)

REIRSFIED1ES» ARl | BREHE

B EFHEDE 7 Rl HBcHLf (+). HBsHUER (—)

C2D1 HREREFMBHIR,

c2D2 WREE LR L. 72 o0 VRS RIE.

C2D4 YA 7N202EERS., 2EEDESHEBADT XY A2 &L,

C2D8 H1UN203EBHS, BEHAEBADT XY 22V 2BH,

C2D10 HBSHURDRFIEAL L 72728, T T HE L & RtA,

C2D13 BREICORBNHIRL CGARMEZ LKL, LIROREC L 2768 EhHT L 7=

C2D26 HBVEE (TMA%)4.2LGE/mL

C3D1 FEIRS B,

C3D8 HBVIEE (TMAZ) BELIT

c3D15 :%Plﬂﬁ#’é\ HBVEEMALDBILIZEBO SN h 5 7ot ABIDIIRIBDHSNEWASH(FLC - A B-I7ATOTY)
> DN ik,

C3D21 HBVE £ (F2HIPCRE) BELI T

C3D174 IS WE,

<HiIREF:C2D13>
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[BiZ]

» 1 )
5 B0 ZIEH ERERRZ
C1D1 | C1D4 | C1D8 | C1D11 | C2D1 | C2D2 | c2D5 | C2D9 | C2D13 | c2D28 | c3D1 | C3Di5
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
B5R 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 (B4 4
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
1= e %Eﬁ
’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
B2-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 BELT
HBsHE 10/7(+) | 42LGE/ 11/22 PCRi%
=) mL BELT
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[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 FSAVICDVTIE P.B3ZSRUTLIEE W, BEAFX (BEURFR
DA ABEEHZZD) FP.57Z2SR UL TS0,

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
BHEBICIEEREICHT 2BEDEFEERV UDNYTHESR - BRFREEDBECRERRICNT DRk
HMHBEAICBVTHOHBVERIHED U R ZER U THINT dUBEND DD, BEDIEFEEN O AR
EICBWVTIE HBVEEM L. FFROFIE. BUE(EDIREFBROSN TIEL, A4 RSAVICEHTHTET VAL
TRTIEEVN. Ffe BB FOTRSICRDENE L FHMRZTE(CRIE T D DD TIEEL,

ED

x2)
E3)

E4)
A5)

7E6)
E7)

x8)
E9)

Gl - {E2EOERNC, HBVF v U RUBEREEZAIU——2TF D, FTHBsHFZRAEL T HBVF v UPHESHHESRT D, HBsHL

RIEEMDEE(CIE HBCHFRUHBSTUAZRAIE L T, BIERRED & SDHEERT ©. HBsHIR - HBehA R U HBsHADRAIE S BRREDRIEE

ZRLWTRET DI ENEF LV, Ffe. HBsHUFRMRIG I (HBsHIRIRIED DHBCHUAIRE) flIcB L T, HBVEEIHEIFIRESN TS D, U

FUERERENAS D CTHIHEEMRE A RSA VIR TEHIGHEF L,

HBsHURFG MG FAFREPIEIC IV YL NI DI Eo 2 TR TRER DI RSICH T o CIFFHEFIEIC IV TIL AT DDHEFR L,

FEHE P EOEFRE ICHBCoHEF, HBSHARAEDESEAIR UBLIC BRI AN RSN TV EITIE. FFMMETLTWVDIBEDHD.

HBV DNAEERELEICLDFADEF LU,

BEERREDHG(F U7 ILTA LPCRIAICKDHBY DNAZRIU—=209 %,

a. UYFINT - A704 B, JILYSEVZERVDEREER OISR MEGE. BHERREN SOHBVEEMEEDBURI THD  EENNE
THd. REFRUAEETRIGLEDI120AD/E. HBY DNAZB 1TREZSUY T3 %, SIMFHIaEiEsls. BugRAEOE=5U> T
HETH D,

b BEDEREENUORBERZE I D FENEZHAT HECOVWTHDIEEFAEVED S, HBVEEHEDURIHH S, HBV DNAE
DEZFVUVIE1~BNACEZBRE U GAENEZER U CBRNUBRBZRNT 5. MARMEERICEVTIFEEEHOLEE UL,

C.BIBRERTOA R, EilfE, eilfERDdVIEREBEMERZE T 0 FRIVAEREIC KD RBINHIEAICEWLTCTH. HBVEEM(ED
URINDD. REIIHEECIE. AERHEERNOGEABDEELRI G BN BBIE. B1E0OHBY DNABDE=FUVIHLEF L. 6
HhBRUE G EEASZER L CERNUPEZRN T D,

SR - (LRBOEZRIAT DAl CEREITREITIRSZERIBT DDNLEE UL, 22U, DA IVABHEWVHBsHIRGMEAIICHWNTIE #E770

IEBHREHTH > CHRMERRICRDIETAINRESNTH D, =il - (L2BEZRBT DRICTAVABZETIBCTHLIELERLLY,

G - (L P2EOER S D VEEEHE T#(C. HBV-DNAD2.1 log copies/MI LIS D TeR R TESICIRSZRIAT ©. il - (E2EEFD

o RRIIHEPREIHEROS D HIEBRFE S ([CRSZHIEE T W ESEFIESAERT DDNEE LU,

BB O3 ITTHEILOERZH#ET D,

TELDRHZEIC T HE(CFER T OT RSO T ZiRed U TR,

A== T8 (CHBsHURRG A6 TIFBEUSMARRICHIT 2B 7 T OT RS T BEZE R TIH 5.

A== JB5(CHBCHUARG 2 (EHBsTUAIS BT,

() ] (EFRAR TR I D120 BRIRSZ#R T 2 C &o

(2) TOREEIEFRICALT (GPT) BEREIELTWD T & (BUHBVLSAHCALTEBDRAN S DIHE(FFR)

(3) ORI R(CHBY DNADME2IE ELTWD T &,

F10)RETFTOIREETRIELLEDH 120 BRIE. HBY DNATZSY UV I ZZH TREICREERRT 9, HBERSITAFEER7 0T DERLED

FEEICEDL BBEH=HDICHBY DNAN2.1 log copies/mIL EICE S felm TEBICIRS BRI .
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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
BEBUFLEZIT O CTLIEE W GHlIFP. 12~ 14248)
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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

\
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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,

70



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
INEOBIT T T UTe, TNZENOHRFREZREE(ICRUET,

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 CHRESNICBRMERNEAIRINDIERZRE6(CRUE T, 58 TR 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

EiE 31 (21 .
% (21) i}

[FE1K]

BEADRDE<HEINTVET T, B MRERICEROONICBFMESTEMIRINDEEMBRZP. 72, 73[R U
=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

[Fi#n- 14611 60w -t [ BRE] BF

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

<EXBEER(ET™&54EB) >
’ - ' e KOy 27
¥ ot
" . , "
N h‘_ﬁhﬁ.@_& Mde 1
FFR5EE BTFR5R% BTFRE530% BTFR54A0%

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

Z Dt DRERRS

[EBRIKR)

SRUBBEEURE UICENS 1/ IBRRER. BHRRHR, SERrAE (HEERMERELE) &
UV MUY V) GEZ R R E U EERES TABRRERIC ST 5 T DD MEEDRREREZ T
ICRLET

ZFDMDEEEEDFRIIRT

JPN-101:XE& JPN-1025 Bk ﬁﬁﬁ(ﬁﬁ)ﬁgﬁﬁ Vé_g“gig%?ﬁ
(3441) (99f51) (1010f1) (240f)
Grade 3LIE| #Grade |Grade 3LlE| #Grade |EELEIEH 2 Grade 3L1E| #Grade

#IBE 0 2(5.9) 0 7(7.1) 0 16(1.6) 0 0
R 0 10(29.4) 4(4.0) 59(59.6) 1(0.1) 91(9.0) 0 5(2.1)
KBRS 5 0 0 0 0 1(0.1) 9(0.9) 0 0
EBMET 0 4(11.8) 0 0 0 8(0.8) 0 1(0.4)
EMWZ 0 3(8.8) 0 2(2.0) 0 6(0.6) 0 0
MedDRA ver16.0
(K]

BEEEEFESMEICHEIRELTCVWEI TN, TDOXRF(FCrade 1H15C6rade 27T LTz, MERIFERIMEN (FFED
KIEFDFEEZ CTH D FEHFPRRFEDEORBDONET B Fic, KEERRICK D EFEMIMEREHE(CU/) R
ZERETONEMZENRO SN TV (BREMREDREFHRSESSNTVEEA). ENRKREER
THESNICRBREEODEEMRZLMIRULET,
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[BLE]

B A70A4 FRIXIFRTOA FABRRIDEERSICKDIERIFEELUEX IO FEIDRSICIDBFHIT D06
MDHDOET, RE7DEHBD . —MEVIERITINA  FEEE TEHPRSZHDIEVEZS. ERDRESNT
WET . IEREREBZUNIRUET,

BREX(FELHOZ RN BRI T SEPEIES (615, B, 18G-« B I581.3mg/m?,
RRMWRCR™ (REEIEEREE)

SA0)L2/DayBk DERIE TEF RS ZHDIFVTREE (e ?) | hFEIR, YA 0)UAER(CEE (&
FREDEETDBEDD) 20, KUATIRSEHIBEICBERR U [#2 (e qy) | OEEEI&EE
{ECGrade 2, S UTHEIOEA VBRI AYY Y EEEEE UMSRERDI.

BRENIHELEOZEEESHIEICK T DEAARIES : F£H&H725%. B, 1gA-«B., 858
1.3mg/m2. BRR#ERPR

SR s
b\:&.) e e T
g & R

¥

; ‘ J “ '.}

' s . N

_—
. B Py * T

PA4)U1/Dayl 1 KDELM CTESREROES PRHSFZEHDIEVFEE] [EHBFRR. ST T)UAE
RICHRBEOZED DD RUATIVRSHBRICRIEZROI[EZI RO KM OEERFRBET
Grade 2, ffREELTCTOEF VERIONY Y —)LZEEER URZROc. EEEDMENEIS. =
ZIREDHEBERICLDBD,
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(85 K TIREBOZSRMESREZ MR E U ERAMERAE]
ERDSHRUEBBERE (LB DAFIDK FRSBHOERARE T TORLMDBREZENE LT, 1246
ERRIATON AR DERREBAEDERZUTICRLET,

<GESEBALR I DFEBRIR >

RZEMEFATIRIES] 124610 55 EFIBAICDRIERIES 151621538 S, BIfFRFEIRIEZEF41.1%
(51/1244)) T LTz,

BIFEFDIERERI T, DESEBAMAIIE]37.9%(47/12461) . TEFHEBAIIERS 14.0% (5/12481)  [ESEMIE
DFERKI3.2%(4/12481). DESBABVEI RO EREBAERIZ1.6%(2/124081). DESSBAEREINROTE
SIBRIFEZ 1350.8%(1/1248) iERDSNK Ul EFIHIFEMMIRIGDENERIZERH SNEBAT U,

EFEBA DB ERRTRBE —RZ U NIRUE T,

%

SEEERRIR S —E nﬁ

To MR RIERI 124 %

BIERRIREGIEL 51(41.1) i
BIfFFRBA 6ot
SRS B2 (%)
ESERALATEE 47(37.9)
AR 5( 4.0)
AR 4( 32)
AR 2(16)
SRR 2(16)
AR 1( 0.8)
AN RS 1( 08)

ESERA N ZFIR U 2D 1 HIFRERIR DR IR - B T o c498lICH VT EFEIR NFETREHD SHR)EH
EHFCOREHHI1H. &RRAHF 1230 TUR. Fie, EHEMIRILZFEIR LIS 1 I, ILERZER
UTIERIIE8HIT LTc.
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<FHRIEZFO STIHEDFHMRLFEIRE TOREH>

AEPRS D STRDEHEMRIGORRE CORMIS. [1H=~<48]416150¢ . %< DEFITHA
MERSH SHBHRIAD S BICHRR LTV Uiz, AEIRSH STRDEHEMRGFRRS COHKZ
BOICRLE Y. WmRIFRBADGI2H7ZRE, BUEERUEKRTH D, EHEARINICK DAFIDRE, HE.
FIEDRSEBEDEE UIDEFIIFH D FBAT LI,

— 181C4)

B 1B=~< 4H
B 4A=~< 7H
7H=~< 14H

4161 14B=~< 21H
(50%)

SESEB IR ISRINE TO R MBI T

<F RSO EOFHENIRGHETIRT>

SIS ABIDRSBITR DR URIER T % T EHMEES Ncfesd GESERIRINH TSR U5 1 I
KRR S BOEHBURGFIEERDOBREZAF CTEI2466)ICDNT, REEBBOEHFBARIGFIRIE
ZHER U LT,
ABNDRSEHBIDTRE ISR & U TORRMAEF. AFYIEIRSN'86.7% (39/456]) L&RbE
<ORVWT2EIBHRSD'51.1%(23/4561). 3EELUEIF30~40%AZHE L TWE U, FHEIRILD
BERIIC (3, EHEARBO RN SABB F TE | FDORRD'H SN, EDFREAIR IO IEDFER
D RESVMERN G SNE Ulc. ARURSEIMBIDESEMIRINDRIEARREEZ FTRICRUET,

FENIR S OB DERER RIS DRI AFRRR

EHE (%5 Mm% 18] 2[H] 3E 4[H] 5[E] 6= 78] ] =)
X RIEFGIF= 45 45 44 44 35 26 19 18
EEA AL SRR (56 @67 | @) | @o6) | Wso | wsn | @ae) | @ | @33
TESHERAL RS FEIR A EL 50 25 19 21 17 9 8 7
JESTERALAIBE 36 23 17 19 15 9 7 6
TESER AL RE 5 0 0 0 0 0 0 0
TESTERALZORE R 3 1 1 1 2 0 0 0
ESESRAL R ICOFEFBE R | ST EBAIEL R 2 0 0 0 0 0 0 0
JESTERALERR 2 0 0 0 0 0 1 1
S BRI 1 1 1 1 0 0 0 0
EHEALRS 1 0 0 0 0 0 0 0

XABE S EOERIBARICHKEEROERE AF T & 2450]
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<FEIRSOEOFHEBARIGRERIAR (RR/\5 — U RIREES) >

ABRDASHITBN T, SEREAIREDFERDE—EFIDHRTEDK SHHE (F— > ZRIDNITDNT
B LE LIz, B10ITRT &3 I, AFOYEIR 5% SEHBIRINDRR UTERINS6.7% (39/454)
D, 35, BEHET FIelFRIEF TO2RSE THIE UIERIN35.6% (16/454)). FIEHRS#&ICFHIR
Ufc# 2B BLIESIR LD o ITERIN42.2% (19/4561) T Ul SEHREBMIRMIFMER S5%CHETS
BB REENE Ul

Bfl
(13.3%)

2f1(4.4%)
%5 [E CRBLED
oBI(4.4%) L 1661 B 23% 5B TRBLAES
(35.6%) W HEES TREL 2%, 2B B LI FEL b -/ fEG]
AERU2EB#HS TREL. SEBLREICRRU L > =E S
B 20 (RS TRIBUID | LRS- A Y TSES b > F=E )

196 2EB#SLIRECHH TRBUES]

(42.2%)

R Y- VRIBES
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Fe#(ZEH# - Drug induced fever)

[FRIAR)
LHRMEMEZNRE UTCENS 1/ IERAEER. REIRTTERHER (REERMERR) RO~ MUERY
V) EZERNR E UTCERAESE MRERERELER C D D HERADFERAE Z L FIRULE T,

FED RIS

JPN-1015£88 JPN-1025%8% #ﬁ%ﬁﬁfﬁﬁﬁ o
(34451) (99f1) (1010f1) (240f1)
Grade 3L1E| #Grade |Grade 3LlE| #£Grade |EEALEIER 2 Grade 3LlE| #£Grade
BB 0 1(2.9) 0 0 0 1(0.1) 0 0
RHNMELF PRI AE 2(5.9) 2(5.9) 1(1.0) 1(1.0) 0 14(1.4) 31(12.9) 36(15.0)
= 0 0 0 0 0 0 0 0
ki 0 18(52.9) 0 34(34.3) 6(0.6) 287(28.4) 7(2.9) 32(13.3)
MedDRA ver16.0
[FIRAFHA]
FHEEADZ < F. FERRSZENSBBICHIE U, A J)ILPDRSBICHRIRE BRZEDRLET,
< REDFIREFHI>
SHIEEHEE

KERTTRAR (BEEANERR) (2008F48258KR) [CHEWVWT, 8BS @YAIILET) IC
29.5%(155/525%4) DIEFI THADERD SNE T, REE U TIE FEFIF, BE RUESEENER
SNFEIH FRADRRICOVTIIRECECHD T B A FHEEADERH SNIAESIDA9.0% (76/15561)
(FRSE7HELAICER UL TVED,

SR SHHE | RIS RN

5% LY L W51k 5%
78fE 8-14H[H 15-21HFE 22-28HF 298I E
SR E () 76 25 21 10 23
DOOBFHTE (RN MTIE FRIEE (200854 A 25 A H)
[EIR]
BEAZEEDDFTIH ERERERZHDOEV—BM CI8THIBDFHERDEZOHOSNE T,
[LE]
BEEDSS(E. BB CIIEAFIC K DBEIANEIREE T,

BZFREEEEZNSRE UcENSE [/ 1 EERRRE (UJPN-102588) (cBWLTlE, 7Pz /T, JU
RZVOv10mgTaRESNTWLE UL,

[ZDfDER]

B SHENESEEPRERER (R (ICIERSER) ZH S FERICDON TR BREENUERFMES (R
[BE - BEMAX) [CRDERDAIREM NG DIctd. THISTRULTLIEEN. Ffe. AR TRE T DRIFE
FHICHUTHRICEHERAT EEBIC. INSDIERDPER UCEE(ICFESICEMDEZR R DL D18
BLTLIEELY,

WERTOA MEBEKIEREZZ AT O CBRESZRIRITIHZTNLHAHD T ZRLTLIEELY,
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4. EIARU BADIERARICEY H15%k

VMPEDIZSHRFIDIECEISICONT

LT EREZENRE UroBs s M EERREER (MMY 30025 58) OEFHEOKaplan-Meier# R (CH
WC. VY LEESNIcBN S 1508BEF T, VMPEDB AL LIcBEDE G ETEWMEmHNER
SNE LTS,

(%)
100

90 —
80 —
70 —
60 —
50
40 —
30
20—
10
0 -

I8 S o R HF

R R

T T T T T T T T T T T T T T

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

URIREDEGIH HE(B)
MP&# 338 319 295 276 257 244 234 222 206 187 145 102 65 34 11 0]
VMPE 344 313 200 292 285 276 264 253 241 227 175 123 77 50 15 1

$B5VE5 ABERFRELER (MMY 300251 88) D ZHIRI DK aplan-Meieri#R [ITTA XIS &ER] (2009448 14H5—¥
N—2EERR)

SV LMESNIE AN S 150BE X TISRT LISBEDEIG(E. VMPEE7.6%(26/34441) . MPE£6.2%
(21/338%l) TUfz, Ffe. BEBBIIFETC ULIEREBDOTEADEEERICLDREDEIGIE. VMPEBG.1%
(21/34441) . MPE£3.8%(13/338#%l) T LTz,

Sy LMEEN=ANH S 1508EF TICHIFBEE

BER ‘
VMPE (34411) MPZ# (338f1) &

TE0 V) FilER (%) 14 (4.1) 9 (2.7)
TR (%) 26 (7.6) 21 (6.2)
ERA

BEER 21 (6.1) 13 (3.8)

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

Z Dt 2 (0.6) 4(1.2)

WITNDEICBEWVTH. ZBHZEWVIERIFSOCH [ERFER U FERIE| (VMPEESHI. MPEE8%I) TH D,
FISFERASE VMPEE TR (461, 1.2%) ROBIMIES 3 v 7 (261, 0.6%) . MPE CTIFRIIIE (441, 1.2%).
AR N OBUIAES 3 v & (F24l. 0.6%) TUfc, RICZWIEERIFSOC [DEREE | (VMPEE7HI. MPE£4HI)
TdH O, FIFFEAE VMPEF T D o MDA R UOARENR (Z261, 0.6%). MPEF T (3/0\ffE Lk (261,
0.6%) T LTz,

MPZECEENVMPEE T WSERF, SOCT IR ER. X U fitfEEs= ] (VMPEES A MPEE341) K2 O'SOCT Dy
f@fE= T Ulc,

* |ICHEREZEMFESE (MedDRA) DERBERIKXSH$E(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

BTABEE T DBRIABETEENRE LICHNE 1 IBEAHER (CAN-10045E8) BB S IR
PSR (MMY302 1 580 (2B T, A7 1.3me/meaiifriis S RUR TS LIcBORILT VS 0%
B (S X — S OHBETNE Uz TORR. KR SHDC, o S BIRAE SHOC, D 1/8~1/10TL
oo BT SBEDY v (CHIR{E) (S BAIRPUER 585 & B LHIO SHRPBIEL TLE LTz, —5, AUC{ R T
50 CBIRPIE S8 TR T LI,

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

=r Cmax tmaxa AUCIasl
HErE 5 (1) (ne/mL) (h) (ng+h/mL)
Fi1E 16.5 0.53 92.1
e SC(1061) SD 8.35 (0.30-1.02) 17.8
IV (101) Fi1E 286 0.03 104
SD 466 (0.03-0.05) 99.0
F1E 225 0.50 195
1188 sc1of) SD 5.36 (0.25-1.00) 51.2
WV (1061) FiafE 162 0.03 241
SD 79.9 (0.03-0.50) 82.0
a hR{E (&/|ME-RATE)
W55 MERARAR (MMY302 1 58%)
=p Cmax 1:maxﬁ AUCIasl
HErE 15 (12 (ng/mL) (h) (ng+h/mL)
Fi1E 20.4 0.50 1565
1188 SC(7Hl) SD 8.87 (0.08-1.00) 56.8
WV (1441) Fi1E 223 0.03 151
SD 101 (0.03-0.08) 42.9

a hRfE (R/\VE-RAE)
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ﬁ%gg—% ......................................................................................... 86
3. BN BEIERE KRR (MMY30025K5R) ICBI1FS
1 O%L:u:0)ﬁ§$§ .......................................................................... 88
4. EfFHESIHERAKER (LYM3002E8R) [CHITFD
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5. BHERABROERLBERTHZNU
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10. BIERRIRBEEE —ET oo, 116
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AR . EINRUBHDOELRKRAE—E

EP5E 1/ THEERRERER | ErsE I/ TABERRAER 7451 55 M ABER PREXER B9 S8 M ABER PRALER
(JPN-1025B&) (JPN-1015488) (MMY300258%) (039:45%)

PoEd EME BN | REOETHIER | ENEFMRBEDEICE & 5 K V65 | REBDETDH2~4AAEDEELZE
WICE L SLHWVWK | SN AMEEEIC | LUEOFRAESREEHESS TEIBERNIGHEEDZRUEEEER
BEOZREEHE | BN IIEMREA 5
fEEE BICERELLEZH

HEBEEERE

HE BIMEERED BIMERERED VMPE$ : MPE¥ : FILFIITE: FRYALJ R
1.3mg/m? 1.3mg/m? KILVFI3IT: AT 7T 1.3mg/m? 40mg/day
EERRELT ZERRELT 1.3mg/m? 9mg/m?
0.7.1.0.1.3mg/m? | 0.7.1.0.1.3mg/m? | AL T 75> : JLrk=vor:

DIERE THNIE DIERE THNIE 9mg/m? 60mg/m?
JLrk=vor:
60mg/m?
#5 [F737T] 1E1E. B2E (1. | [KIFJ37] [MP (X7 75> [1B1E. #2E (1. [1B1E (1~48 B.
24T 2—)v [181ELE2E(1. 4, | 4. SRUM1BE) & | 181\, B2\ (1. |+7LKk=vnOy)] (4. 8RUM11BH) & |9~120 H. 17~
8. 11,22, 25, 29 | fRr %5 %108 | 4. 8. 11, 22, 25, [1H1[E. 138 B (1. | kWX S5#%108E (208 B) BO%E
KUB2HE) 8RN | AE 211 7L & | 29K '32H B) & | 2. 3. 4HBE)RROHK | AE 2191 7)L & | %158 B AR ZE %1
¥ 5 %108 B @3 | L. &AGY A 7)V* | RN S5 Z108MR |5 L /=% 38HME | L8UY 17L& 5. | 17L& LAY A
~420 8) AE %1 (33~42HE) A% | (5~42BB) ¥ | Z0%1B10E. :B1 | 7)vikE5, 2D,
YL IILEL, 4T E1YA7LEL 4| B1Y47LEL, 9| BI(1, 8, 156K V22 | 1H1E (1~48 8)
TIVEE, ZTO# Y175, | H17)i%5 HE) 8ikmES5#% | BOKS5 %248/
B1E. @1E (1. 8. DE1E1E, BE1E 13RBAREZ 1Y | KEE1Y 1L E
22 29HB) #iRW (1. 8.22. 290H) JgILE L3IV | LEY1 7ILIES
#% 5 %138 B (30 B#iRN 5 %130 1’5
~4208) RE %1 R (30~4288)
Y1)V EL. BRE ErI1Y1I7)LEL
5%1 VIS 5%1 UILiES
MP(X)L7 7 5> MP (X7 75>
+7LR=vnoy)] +7LRk=vay))
1B1E. 1:EE 0. 2. 1H1E, 138 B (.
3. 40B) 8O#5 2. 3. 4B B)R0O#%
L7-#. 38R (5~ 5 7/-1%. 388 &
42HB) RE&1Y (6~42H B) k%
17V E L. mR9 14 7)LE L. 9
YA IS YA 7S
ex 2k 99 3445 34445 338l 333§ 3361
BHahE CR+PR:70% CR+PR:30% 1% 35% CR+PR:38% CR+PR:18%
(CR30%. PR40%) | (CR4%. PR31%) |CR+nCR:13% CR+nCR:2%
REEMR DR:8.0» H DR:5.64 A
DR:20.35 R DR:13.1» R TTP:6.25 A TTP:355 A8
(CR+PRO R {E 1-year0S:80% 1-year0S:66%
HHERR) FREFEICEBTTPORRICESZ, 7
XY AR UBEISRIESh, BERBEDIR
BEICRIR L . 2B RILTIITICY)
WEZS5hi, ZOETHRERIZPEK
TEh o720, £1FEE (534f)) D&
B HIF R TOMSIE8. 35 ATH - 7=
FLREER M. FhRd | Al FHkED | EMN. AkEd Al AnkEdD | 0/ iR E K| ES BEBES. &
fE. USINERIE D | GE. VN ERGR  |FE. SR EGBAE. | fE. PRI A E. | HeREE. BBE | M. ARAE
fE. BMEGRAE. |iE. BIEKGRAE. | /R D E. 8 | /MR iE EEFR R# B
MRS AE. G | W/ A iE. B | #h. TH. B0, 1B . 58, BRI,
FRIEHNGE. BAUE | SAAIR. BEHAR. | M. #iFRA. R BT, B, KR
B KFNUTLM | TR B, EHL | 22 —0/8F— #
E. SmnE K€H | ', 2.
Y LMAE, 1K) B | LDHIE AN, ASTIE
MfE. RAEME=2— |0
ONF—, TH. B
i, fEF, @t BF
HEERE B2, 5
& R CRPIE .
LDH1E h0. ASTHE
hn

CR:E£%E3%h. PR:

EB4Z %), DR:CR+PREIDERFFHEEAR (FRAE) . TTP: [EHEEINHIHAR (hR1E) . MS: 771 (hR1E).| 1-year0S: 1 FETFER

X JPN-101RBRICER SN BB EHE [HEIIBRERR UPN-201RHER) | ADSMEFEEE Lo JPN-201HER Tld. JPN-101RKBH S7H 17
IVLIRE I 5 % i 2 M S B R UCENHERS (1.3mg/m?) # 55 4 AT 3BRESEO VT AL ICBHE SN,
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785155 T 1HRRIRHER (CAN-10045488)

Y B MABEE PR ER (MMY 3021 :ER)

AR 1AL BT S W ERES RIESEDE

1~BEIDAIAEEEH L. BERDBERISETIHER SN
FEIRABRDSEEBRERE

RIVTJ 2 71.3mg/m2GEE :1mg/mL)

RILFJ 2T :1.3mg/m2GEE IV 1.0mg/mL. SC 2.5mg/mL).
TFEY ARV :20mg

BEHI7LD1, 4.8 MBBICHE L. 817V THRE,
SDDO#ERE (C I3 TABRIE LEERRDFIMT TH 1 7 ILBLURE. TF Y
X8/ DBNEE ErREE LT,

BB E1YA 7 ELTHA IILBETHEY A 7LD, 4. 8,
HMBBICKILTIITE#EE L. Y1 7IVELIRE. RERIEY
EERIC LW REBHEHITZE (NC) X IZPRTETA L & 5Tl &
h-BE TRV AR DBIMRESEMEEE L, TH Y X
2V EBINT 3154 R581320mgs L. AFIDH/ERA RV
BHICROBE LA (&HY17)LD1.2.4.5.8.9.11.1288),

BRI

SCE 12051, IVEE 1126

SCH¥ 14801, IVEE 174101

ok

£ &%= (CR+VGPR+PR)
SCE# :58%(7/12f5l) . IVE¥ :42% (5/12f51)

(2010F8A3IHT —4h v " THER) : Y1 IIWAETD
ORRId. MR¥ T42% (SCH61/14501, IVE31/7301). 17
WAL TOMBEDR (RRIER) &, SCH : CRIAI (6%).
PR52f51 (36%) . IVE¥ : CR6f1(8%) . PR25%51(34%) o

FLHREER

SCH : &lfl. BMIKHAE. FFhEGRDE. M/ \MRBAEE. T
. BD B, AR, = 1 —0/NF—

IVEf - 2. BMEGRE. FHERigAE. TH. BD. BHIE.
— 2 —ONF—

SCH : Alfl, AMMADE. FHHRBDE. WIMTRDE. T
0. AR, TR = 2 — 0/ vF —

IVEE AN, BB D 7B . I/ MRR D E, TAL
TP, R, RSB = 2 — 0/ ¥F —

IV: BRAE S, SC: B T#5. SD: KXE. CR: E2Z=%h. VGPR:very good PR, PR: Zi3%&=3h

[ B H [R] SE AR B R 5 BR A (L YMB0027 58

EMEREBEDBICELSHVRBERD YUY/ EEE

VCR-CAPE#:

Y%= 7:375 mg/m2
SUORZT 73R 750 mg/m2
REFVILES > 150 mg/mz2
FIVFJ3IT 1.3 mg/m2
ZLR=0>:100 mg/mz2

R-CHOP#%:

1Y%= 7375 mg/mz
SUORZT 73R 750 mg/m2
REFVILES > 150 mg/mz2
ELTUZF2 1.4 mg/m2 (R A2mg)
7LR=0>:100 mg/mz2

BEZrTa—Ib

[F7I37]
181E. B2\ (1. 4. 8% U1 1BE)&RAZS%E10BE (12
~21H8) kg

[UvFs =T LIORZT7IR, REVILEY ]
1HBICEERAR S

[FLR=yr ]

1~5HBICRO#S

194721 BEL, 6417V RE (H1UL6THH TEER
DIABEFBYATIVET)

[Vyxi=T | PIORZT73IR RRIIEDL ELTIRF]
1HBICERAR S

[FLRz=vr]
1~6HBICROKS

1HAI21BEL, 6H 1TV E (B17IL6THIH TERERR
HIGEEIR8YATIVET)

BEHHIH

243f51

2444

A3tk

PFS:24.718
CR+CRu:53%

PFS:14.458
CR+CRu:42%

FHEEER

IFeREGRAE. M/NRIRAEE, B, BIERRAIGE. RAEME
—a—ONF—

PFRIRE A, M/MRRDE. B, BMIREDAE. REE

Za—0INF—

* T RV U ERFBRRT
PFS: EIEBAEFHRE (PRME). CR: T2£FE3). CRU: THRETLEDE
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plif2. ENEFAROESRERRNUEELAEFER—R

SRIEBHEZNRE ULENS [/ THRERARICBVT 5% LTRRLV L ELREER

JPN-1013=E& JPN-102:E&
ERZ 1.8mg/m2#2 58 ERIREEiE
1 (%) (251) (%) (87451)
SIRER 3 (12.0) 15 (17.2)
R 4 (16.0) 8 (9.2)
MRRV D INREE
& 1M Bk D E 11 (44.0) 86 (98.9)
D ISERB D E 10 (40.0) 86 (98.9)
/R AE 11 (44.0) 86 (98.9)
IF R E 11 (44.0) 84 (96.6)
f=1il 18 (72.0) 61 (70.1)
B M IR IEHNE 0 (0) 44 (50.6)
/MR IEANE 0 (0) 14 (16.1)
RERUERBERE
BEEE 14 (56.0) 50 (57.5)
&+ MU LM 5 (20.0) 45 (51.7)
=miE 5 (20.0) 43 (49.4)
KA LM 3 (12.0) 42 (48.3)
K1 > ERIMAE 0 (0) 40 (46.0)
=59 LME 3 (12.0) 34 (39.1)
KA LIGE 0 (0) 34 (39.1)
K7L T3 MEE 2 (8.0 31 (35.6)
=70-—JLfE 0 (0) 21 (24.1)
K70 —JVnE 0 (0) 15 (17.2)
=S7LT7FCME 0 (0) 15 (17.2)
BHES
RERGE 3 (12.0) 23 (26.4)
HRRES
FRME= 2 — O/ F — 0 (0) 46 (52.9)
KEEE 3 (12.0) 16 (18.4)
FEIMED E L 2 (8.0) 15 (17.2)
REMERE = 1 —O/8F— 6 (24.0) 14 (16.1)
BB 10 (40.0) 0 (0)
FELE 8 (32.0) 8 (9.2)
AR 4 (16.0) 0 (0)
BEBREE
THI 16 (64.0) 58 (66.7)
=i 14 (56.0) 49 (56.3)
[EZD) 14 (56.0) 46 (52.9)
Ent 10 (40.0) 36 (41.4)
OAR 4 (16.0) 18 (20.7)
LiEERRE 4 (16.0) 6 (6.9)
FIEERES
FTHEEER % \ 3 (12.0) [ 44 (50.6)
EER UK THEREE
B3 \ 10 (40.0) [ 58 (66.7)
BRURKES
BHAEREE \ 5 (20.0) \ 13 (14.9)
S HRBER VRS BEE
BER 8 (32.0) 37 (42.5)
L 14 (56.0) 30 (34.5)
EH 7 (28.0) 23 (26.4)
FhE 2 (8.0) 19 (21.8)
BaRiRE
C-RICHE BB 6 (24.0) 57 (65.5)
I Fp L EERR K REE SR 15 AN 13 (52.0) 50 (57.5)
*HERD 7 (28.0) 49 (56.3)
MPET7ILAHYRZT 72— BN 8 (32.0) 40 (46.0)
5= T3/ M5 XTS5 —HEM 7 (28.0) 27 (31.0)
TANSE U BRTI) M5 27 15—t 13 (52.0) 22 (25.3)
REEN 0 (0) 20 (23.0)
1) L INEREUR 15 (60.0) 0 (0)
PRIk EUR D 13 (52.0) 0 (0)
I/ RER > 13 (52.0) 0 (0)
B I EREg 12 (48.0) 0 (0)
735 —EEm 4 (16.0) 0 (0)

MedDRA/J ver13.0
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SREEREZNRE ULEAS I / THEFRRR TROSNIEERBRERR

JPN-101588 JPN-102:8% JPN-1015tE8 JPN-102:%828
Y- 3 1.3mg/m? 1.3mg/m? =ERE 1.3mg/m? 1.3mg/m?
(%) (2545) Bl (%) (874) (%) (25%1) (%) (8715)
MERV L INREE MEGEs. BIZR K O HitbmiE =
EY 0 (0 1 (1.1) CE 2 (80) 0 (0
REMEIFPERRAE 1 (4.0) 0 (0) Gl 1 (4.0 0 (0)
/)R AE 1 (4.0) 0 (0) ivizEnd 0 (0) 2 (2.3)
DigEE RERUKETHEGES
T XZNRDE | 0 | 1 (1.1) 25 0 (0 2 (23
RfEE ZAIBE 0 (0) 1 (1.1)
Bl \ 0 (0 | 1 (1.1)
BEEEE
B 1 (40) 2 (2.3)
THi 0 (0) 2 (23
R 0 (0) 1 (1.1)
1L 0 (0) 1 (1.1)
e 0 (0 1 (1.1)
2EBER VRS HAERE
ENE \ 0 (0 \ 1 (1)
Fi% 1 (4.0) 1 (1.1)
[EZMR 1 (4.0 0 (0
B SE 1 (4.0) 0 (0)
IR E M BUE 1 (4.0) 0 (0
[EZT7 INILFIL
5 0 (0) 1 (1.1)
NS 0 (0) 1 (1.1)
SIREL 0 (0) 1 (1.1)
B RERE MR 0 (0) 1 (1.1)
Evdintnsl DR 0 (0) 1 (1.1)
FRERSR 0 (0) 1 (1.1)
BiEMTREL 0 (0 1 (1.1)
AR A 0 (0) 1 (1.1)
BE. FERUVIBABHE
BEE \ 0 (0 \ 1 (1.1)
RERURBES
B REE 1R 0 (0) 2 (2.3
BB 0 (0) 1 (1.1)
B BMERUFHETROHFEN @ERRUKR)-TE2ED)
BiE 0 (0 1 (1.1)
RIS 0 (0 1 (1.1)
HRRREE
A= 2 —OxF— | 0 (0 \ 1 (1.1)
BHEE
>2of% \ 0 (0 \ 1 (1.1)
BRURIEEE
mpR 1 (4.0 0 (0
2MBETRE 0 (0 1.(1.1)
BHEEEE 0 (0) 1.(1.1)

MedDRA/J ver13.0
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BliR3. BABMAEERHER (MMY 300255%) (C
H1FD10%L LOBEER"

MPE# VMPE#
== P4 1 (%) (33715) 151 (%) (340f5)
Grade 3Lk £ Grade Grade 3Lk 4 Grade

HEEREEN 267 (79) 326 (97) 304 (89) 338 (99)
MRROVINRES

=auil 92 (27) 187 (55) 62 (18) 147 (43)

B Bk e 68 (20) 100 (30) 77 (23) 113 (33)

U2 INERAE 37 (11) 58 (17) 67 (20) 83 (24)

$FR IR AE 128 (38) 155 (46) 137 (40) 165 (49)

I/ \RE A E 102 (30) 159 (47) 127 (37) 178 (52)
BEBEE

iEE 1 (<1) 22 (7) 7 (2) 49 (14)

EEERE 0 (0) 29 (9) 1 (<1) 40 (12)

) 0 (0) 54 (16) 2 (1) 125 (37)

T 2 (1) 58 (17) 25 (7) 157 (46)

HIERER 0 (0) 23 (7) 0 (0) 39 (11)

B 1 (<1) 94 (28) 14 (4) 164 (48)

et 2 (1) 55 (16) 14 (4) 112 (33)
S HBEER VRS BEE

ESIE 9 (3) 60 (18) 21 (6) 73 (21)

EF 7 (2) 86 (26) 25 (7) 98 (29)

KRR 0 (0) 34 (10) 2 (1) 68 (20)

B 8 (2) 64 (19) 10 (3) 99 (29)
BERUEERE

REXR 4 (1) 27 (8) 4 (1) 44 (13)

HINEE 6 (2) 14 (4) 11 (3) 45 (13)

L2IFER 0 (0) 27 (8) 1 (<1) 39 (11)

Bifi % 22 (7) 36 (11) 29 (9) 56 (16)
K RURERE

BRI 4 (1) 34 (10) 10 (3) 77 (23)

&AL ME 10 (3) 25 (7) 22 (6) 44 (13)
HEERR RS ERES

RAEhE 3 (1) 50 (15) 4 (1) 36 (11)

&R 12 (4) 62 (18) 10 (3) 58 (17)

B 7 (2) 35 (10) 8 (2) 37 (11)

o):5gE 4 (1) 32 (9) 8 (2) 47 (14)
HRRES

SFEMEHE 1 (<1) 37 (11) 7 (2) 56 (16)

EEEES 4 (1) 35 (10) 2 (1) 49 (14)

iR 1 (<1) 5 (1) 30 (9) 121 (36)

SERE 0 (0) 15 (4) 6 (2) 45 (13)

R EBE = 1 -0/ F— 0 (0) 16 (5) 44 (13) 151 (44)
EEE

REE \ 0 (0) \ 43 (13) \ 1.(<1) 69 (20)
BRURKBES

THRE \ 9 (3 \ 45 (13) \ 4 (1) 33 (10)
WEIR 2R, B2 R OHitheE S

% 1 2 (1) 45 (13) 0 (0) 71 (21)

A R 9 (3) 44 (13) 13 (4) 50 (15)
EBERUE THa#ES

ZOFEE 0 (0) 18 (5) 3 (1) 35 (10

£t 1 (<1) 24 (7) 2 (1) 66 (19)
nEEE

SnE 2 (1) 25 (7) 9 (3) 45 (13)

{EME 4 (1) 10 (3) 7 (2) 41 (12)

MedDRA/J ver10.0
2008F4A25AT —4~N—ZEEMR =
*ONThODERESEHTI0% U LDEESRERT
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pliR4. EfREFSBIHEERREER (LY M3002558%) I
H13D10%LL EDOFEEFER"

VCR-CAPE: R-CHOPZ#
HHEY 1 (%) (24011) 51 (%) (24245)
Grade 3L/ E £ Grade Grade 3Lk 4 Grade
BFEERREEN 223 (92.9%) 238 (99.2%) 206 (85.1%) 238 (98.3%)
MERV ISR EE 218 (90.8%) 225 (93.8%) 185 (76.4%) 207 (85.5%)
SPGB A 203 (84.6%) 211 (87.9%) 162 (66.9%) 178 (73.6%)
/R E 136 (56.7%) 173 (72.1%) 14 ( 5.8%) 46 (19.0%)
A1 37 (15.4%) 122 (50.8%) 33 (13.6%) 90 (37.2%)
B I Bk A E 105 (43.8%) 120 (50.0%) 71 (29.3%) 93 (38.4%)
D INERGRAE 67 (27.9%) 74 (30.8%) 21 ( 8.7%) 32 (13.2%)
REMEAFRERDE 36 (15.0%) 41 (17.1%) 33 (13.6%) 34 (14.0%)
BAERUELER 51 (21.3%) 143 (59.6%) 33 (13.6%) 112 (46.3%)
fitis 17 ( 7.1%) 28 (11.7%) 11 ( 4.5%) 15 ( 6.2%) 2
L BBEERUERSEEE 33 (13.8%) 141 (58.8%) 20 ( 8.3%) 113 (46.7%) F
28 8 ( 3.3%) 70 (29.2%) 5 ( 2.1%) 37 (15.3%) 1
B 15 ( 6.3%) 56 (23.3%) 6 ( 2.5%) 47 (19.4%) E
EHIE 7 ( 2.9%) 38 (15.8%) 2 ( 0.8%) 26 (10.7%) &
R ZAE 1 ( 0.4%) 37 (15.4%) 1 ( 0.4%) 25 (10.3%)
BREEE 26 (10.8%) 138 (57.5%) 13 ( 5.4%) 114 (47.1%)
THI 12 ( 5.0%) 73 (30.4%) 5 ( 2.1%) 22 ( 9.1%)
(3 1 ( 0.4%) 60 (25.0%) 2 ( 0.8%) 38 (15.7%)
B 1 ( 0.4%) 59 (24.6%) 0 33 (13.6%)
gt 1 ( 0.4%) 30 (12.5%) 0 13 ( 5.4%)
OR% 3 ( 1.3%) 26 (10.8%) 1 ( 0.4%) 21 ( 8.7%)
HRREE 34 (14.2%) 119 (49.6%) 13 ( 5.4%) 111 (45.9%)
R = 1 —0/F— 12 ( 5.0%) 54 (22.5%) 6 ( 2.5%) 48 (19.8%)
iEE 9 ( 3.8%) 25 (10.4%) 0 2 ( 0.8%)
IEIREs. BER R UHRRRES 24 (10.0%) 92 (38.3%) 11 ( 4.5%) 60 (24.8%)
AT 3 ( 1.3%) 49 (20.4%) 0 20 ( 8.3%)
RBRUREREE 24 (10.0%) 89 (37.1%) 24 ( 9.9%) 74 (30.6%)
BAGRE 2 ( 0.8%) 46 (19.2%) 2 ( 0.8%) 23 ( 9.5%)
EERUE THEES 3 ( 1.3%) 69 (28.8%) 5 (21%) 57 (23.6%)
B E5E 2 ( 0.8%) 33 (13.8%) 4 (1.7%) 33 (13.6%)
EEE 2 ( 0.8%) 35 (14.6%) 1 ( 0.4%) 29 (12.0%)
TERIE 1 ( 0.4%) 27 (11.3%) 0 18 ( 7.4%)

MedDRA ver16.0
*WThhDOBREETI0% U LOEEERERT
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RIS, BARKAROELAEERNUERELRERR—K

SRERBEZNRE LEA S IHEEFRSRICBNT 1 5%L LTRR UV ESHEER

0398 MMY3002:E8 MMY3021 = MMY3021 &5
=ERE RIVTFJ I T MPBEf IVEE SCEt
51 (%) (33145) 11 (%) (340f1) Bl (%) (74451) 1 (%) (1471)

BERE R T E R

Fi% \ 21 (8) \ 56 (16) \ 7 (9 \ 12 (8)
MERV L INRREE

/)RR AME 115 (35 178 (52) 27 (36) 52 (35)

a1n 87 (26) 147 (43) 26 (35) 53 (36)

PP IR AME 62 (19) 165 (49) 20 (27) 42 (29)

B M ERiK DE 24 (7) 113 (33) 16 (22) 29 (20)

1) 2 INERRAE 15 (5) 83 (24) 0 (0) 2 (1)
FFiRzs. Bzl R OHtkRES

A 70 (21) 71 (21) 6 (8) 12 (8)

IR R, R 65 (20) 50 (15) 9 (12) 11 (7)
BiskE=E

R 53 (16) 49 (14) 8 (11) 5 (3)

L8 140 (42) 125 (37) 11 (15) 21 (14)

T 190 (57) 157 (46) 27 (36) 35 (24)

=il 190 (57) 164 (48) 14 (19) 27 (18)

Ent 117 (35) 112 (33) 12 (16) 17 (12)
KB RO RERE

BHRAIR 75 (23) 77 (23) 0 (0) 0 (0)

BAGRE 42 (13) 10 (3) 7 (9 14 (10)
HRRES

FEED F L 45 (14) 56 (16) 2 (3) 10 (7)

FEVES 85 (26) 49 (14) 8 (11) 5 (3)

IR 0 (0) 121 (36) 17 (23) 35 (24)

FRYME= 1 — O/ F — 86 (26) 11 (3) 2 (3) 2 (1)

SERE 68 (21) 45 (13) 6 (8) 9 (6)

REMBE = 1 —O/NF— 40 (12) 151 (44) 36 (49) 51 (35)
HERRRVESERES

EEpiE 46 (14) 58 (17) 8 (11) 21 (14)

BiE 52 (16) 37 (11) 2 (3) 12 (8)

o532 50 (15) 47 (14) 8 (11) 8 (5)
EERUE TS

£ \ 61 (18) \ 66 (19) \ 5 (7) \ 10 (7)
2 BEER VRS EFREEE

ENIE 34 (10) 73 (21) 14 (19) 23 (16)

& 140 (42) 98 (29) 15 (20) 17 (12)

A M2 E 9 (3) 68 (20) 6 (8) 9 (6)

B0 116 (35) 99 (29) 12 (16) 28 (19)
fEEE

TARAE \ 60 (18) \ 69 (20) \ 8 (11) \ 18 (12)
BRRIREE

FERD \ 28 (8) \ 24 (7) \ 2 (3 \ 22 (15)

039:E% : MedDRA ver10.0

MMY 30025 8% : MedDRA ver10.0

MMY3021:£E& : MedDRA ver13.0

MedDRAMDversioniZ & V) BARZENDEREZ N E L /B EIC DV TIE MedDRA/J ver10.0 TR U 7=
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SHEBHEZHR E LULBAS IHRERAR TR SNEERLEFTEER(2%LLL)

039:E& MMY3002: 8 MMY3021 88 MMY3021 B8
ERE RIVTII T8 MPBZ# IVE$ SC#t
151 (%) (331451) 1 (%) (340f5) 51 (%) (7441) (%) (1471)

REE R USE RIE

IR 6 (2 6 (2 0 (0) 2 (1)
Bt % 12 (4) 37 (11) 5 (7) 9 (6)
By I 5 (2) 2 (1) 1 (1) 0 (0)
FREG B 3 (1) 6 (2) 0 (0) 1 (1)
MRV L IRREE

=4l 1 (<1) 7 (2 1 (1) 0 (0
/)R AE 5 (2) 13 (4) 1 (1) 1 (1
KRB ROREREE

Bk 6 (2 13 (4) 0 (0) 2 (1)
SHIT Y LME 8 (2 1 (<1) 1.(1) 10
BF k)9 L ISE 1 (<1) 6 (2 0 (0) 0 (0)
HRRES

KAYMREZ 1 —O/NF— 4 (1) 3 (1) 2 (3) 2 (1)
DigEE

DEE 3 (1) 6 (2 0 (0) 2 (1)
miEfEE

K1 E 3 (1) 6 (2) 1 (1) 0 (0)
KRR ZS. BISR & U HthafE=

% R 12 (4) 7 (2) 1.(1) 2 (1)
BiEEE

JiEE 1 (<1) 6 (2 1 (1) 1 (1)
THi 15 (5) 18 (5) 3 (4) 3 (2)
C 6 (2) 9 (3) 0 (0) 1 (1)
&nt 9 (3) 12 (4) 1 (1) 1 (1)
FFBERES

FrERER S 0 (0) 6 (2) 1 (1) (0)
HERR R S BRREE

B 5 (2) 4 (1) 0 (0) 0 (0)
BRUREES

BrRe 4 (1) 2 (1) 2 (3) 3 (2)
2 BREER VRS EREEE

R 5 (2) 1 (<1) 0 (0) 1 (1)
B 2 (1) 3 (1) 0 (0) 0 (0)
FE 19 (6) 12 (4) 0 (0) 4 (3)
FRERNETT 7 (2) 0 (0) 0 (0) 0 (0)

0397 8% : MedDRA ver10.0
MMY300258% : MedDRA ver10.0
MMY3021:£8% : MedDRA ver13.0

MedDRAMversioniC & V) BARZENDERBHFEL 3/ AIC DOV TIE MedDRA/J ver10.0T/R U 7o
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BliR6. S LRIRAIRSICBIF RS ERARNANR

BN EMARERAREAER (MMY 302 1 858 R U B S8 1 tHERAREHER

(CAN-100488)ICBIFD10%A LDEEES"

MMY3021 58 + CAN-100454E8
ERE IVE SCEf
£ (%) (861) (%) (15911)

BEEREREN 85 (99) 151 (95)
MRRUISRREE 49 (57) 95 (60)
f=il 32 (37) 59 (37)
B M Ek:R M iE 20 (23) 35 (22)
FFRER D E 28 (33) 46 (29)
/)RR A E 30 (35) 56 (35)
BiskEE 52 (60) 63 (40)
IR 9 (10) 3 (2
fEh 12 (14) 24 (15)
TR 34 (40) 39 (25)
B 19 (22) 31 (19)
&t 15 (17) 21 (13)
S HBEER RS BAEE 53 (62) 86 (54)
®HIE 22 (26) 30 (19)
b 16 (19) 17 (11)
FE 14 (16) 29 (18)
RAAE K OB RIE 47 (55) 78 (49)
Ik 8 (9 17 (11)
BRARARE 4 (5) 26 (16)
HERD 2 (2 22 (14)
HEERRRUESARES 37 (43) 51 (32)
B 10 (12) 22 (14)
iofsEES 10 (12) 8 ( 5)
WRREE 60 (70) 92 (58)
BEE 9 (10) 6 (4)
iR 17 (20) 35 (22)
A= 1 —0O/NF— 9 (10) 9 (6)
RAYMERBE = 21—/ NF— 38 (44) 52 (33)
EMEE 12 (14) 23 (14)
RHRAE 8 (9 19 (12)
REs. BZR R U REE 29 (34) 37 (23)
A R ) 10 (12) 13 ( 8)

MedDRA ver13.0

AEER SHOWBRERENB L L TER,
IVE¥ : BRRMNIR5R%. SCRE | B T#REH
*FVWThPOBREETI0%ULDEEERERT
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AiR7. HEABEELBRULBFABECS I 5FRIORE

EPI5E I / O EERARERER (JPN-10255%) 05 T #8589 T 10%LLERBR L . iBHE I

ERARELER(MMY 300255%) OVMPEE & b HRIBAE D 1 0% LI LEVEEER

JPN-102: 88 MMY30025 8%
&1 ERIECEIT VMPE#* *
f1(%) (8741) i (%) (34011)
1L SR 87  (100.0) 338  (>99)
BAER OF 4 RIE 61 (70.1) 234 (69)
PR ERR MR 10 (11.5) 0 (0
MRBR O SREE 87  (100.0) 279 (82)
/IR E 86 (98.9) 178 (52)
=Nl 61 (70.1) 147 (43)
PRERR D E 84 (96.6) 165 (49)
B M ERiR D iE 86 (98.9) 113 (33)
BRI 86 (98.9) 83 (24)
A MERIEANAE 44 (50.6) 1 (<1)
/R EHNAE 14 (16.1) 1 (<1)
RBRUREES 82 (94.3) 159 (47)
&V Ls M fiE 42 (48.3) 44 (13)
=M iE 43 (49.4) 26 (8
&AL AE 34 (89.1) 32 9
waNVyINiitnd 45 (51.7) 14 (4)
&) BE e 40 (46.0) 12 (4)
BHGEIER 50 (57.5) 10 (3
&7 IVTI MiE 31 (35.6) 12 (4)
=E0INitqS 34 (39.1) 10 (3)
By0—JLMfE 21 (24.1) 0 (0)
{EyO—ILIE 15 (17.2) 0 (0)
SILTF= M 15 (17.2) 0 (0)
WRREE 67 (77.0) 253 (74)
A= 1 —n v F— 46 (52.9) 11 (3)
BRERE 16 (18.4) 17 (5)
FEIR SR, BISR R UERRREE 39 (44.8) 133 (39)
EBETRIE 10 (11.5) 4 (1)
BiskEE 82 (94.3) 262 (77)
T 58 (66.7) 157 (46)
{2t 46 (52.9) 125 (37)
OR% 18 (20.7) 16 (5)
FFEERES 47 (54.0) 31 9)
FHEERE 44 (50.6) 23 (7)
EERUKE THR#ES 72 (82.8) 140 (41)
R’ 58 (66.7) 66 (19)
BRUREES 30 (34.5) 54 (16)
EERME 12 (13.8) 7 2
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* 55 T HESBAICER S W - 5%ERE £ 5 6. 2011 F2H4Hclinical cut off 7 — %

*%2007%F6 A 15Hclinical cut off 7 — %

JPN-102:4E& :MedDRA/J ver13.0

MMY30025tE8% :MedDRA/J ver10.0

MedDRADversioniZ & V) BAZENEZER BN EL BHAIC DV TIE, MedDRA/J ver10.0 TR U 7=

HARANTORBEEDHAEAEERNTEVWC EMRISINDBEERD DB, RFRAEBICED MRS
MCDWCIFEBRBEDIETTEADEV [EAE [/ THEMRAREER (UPN-10258) | GradeZ {EDIF LA L
BEESEREWD BB MAERKRAER (MMY300258%) © AWE CABRREDRE - A3 XA JJVEER. 3ilia
BORR) ZE2I 0RERYZEEEREN D] ROKREREDEV [CRPIFEMS [ / T HMRRELER (JPN-
10258%) COHAE] [crDFEZ, FICRAREEBICED IMARBMEICOWVWTIEEANS I/ 1HERAREER
(JPN-1025E8R) DN—RXSA V([CHBIFANEIOLE Y BMERE. iR OIVIMRBDREBEOR &%, <
NZNEBRITDLENHDFT,

JPN-102588 MMY300258%
ES L B IAABH VMPEE**
5 (%) (8711) £ (%) (340f)
LEEERUERSFHAERE 71 (81.6) 239 (70)
R 37 (42.5) 7 (2)
ThE 19 (21.8) 10 (3)
ERIRIEE 85 (97.7) 32 (9)
*rERD 49 (56.3) 24 (7)
C-RICH BB 57 (65.5) 0 (0)
AR FLER R K SR BE SR IE AN 50 (57.5) 0 (0)
M T7IVA)RZRT 72 —E 10 40 (46.0) 0 (0)
FEHN 20 (23.0) 3 ()
TS TI/NTLRT TS — N 27 (31.0) 0 (0) 2
FRINGHLBTI/NT AT 17— HN 22 (25.3) 0 (0) F
e R 1 (126 ) 5
B
[
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8. BIfEAGradeRFIRIAE —E (SRt FHtlE)

BlERZEDEERIRIEES (%)
ElfER%& ZRMUEBHEBOEANBRABROME  (13341)
a5 Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
21k 133 (100.0) 0 6 ( 45) 56 ( 42.1) 70 ( 52.6) 1( 08)
BERUBSERE 80 ( 60.2) 16 ( 12.0) 35 ( 26.3) 28 ( 21.1) 1( 08) 0
SIR\ER 17 ( 12.8) 10 ( 7.5) 7 ( 53) 0 0 0
223 12 (9.0 0 8 ( 6.0) 4 ( 3.0 0 0
Fiti ¢ 11 ( 8.3) 1( 0.8 2( 1.5) 8 ( 6.0 0 0
FFPERIR 1 B 11 ( 8.3) 0 8 ( 6.0) 3( 23) 0 0
LSt 7 ( 5.3) 1( 08) 5( 38) 1( 08) 0 0
EEERS 6 ( 45) 4 ( 3.0 2( 1.5) 0 0 0
EIR 5( 38) 5( 3.8) 0 0 0 0
FHifE 5( 3.8) 3( 23) 2( 1.5) 0 0 0
RS 5( 38) 1( 08 3( 23) 1( 08 0 0
SEXMR 4 ( 3.0) 1( 08) 1( 08) 2( 15 0 0
OpEh D4 RE 4 ( 3.0 3( 23) 1( 08) 0 0 0
PRGBS 4 ( 3.0 3( 23) 0 1( 08) 0 0
OOfEAILAZ 4 ( 3.0 1( 08) 3( 23) 0 0 0
RS 3( 23) 1( 08 2( 1.5) 0 0 0
T ANIVEIVRIE 2( 15) 0 2( 1.5) 0 0 0
AEREEE 2( 1.5) 1( 08) 1( 08) 0 0 0
p =t 2( 1.5) 0 2( 1.5) 0 0 0
MEM TR 1( 08) 1( 08) 0 0 0 0
SEFRT INIVEILZEE 1( 08) 0 0 1( 08) 0 0
BB R 1( 08) 0 1( 08 0 0 0
YANAHOTA IR G 1( 08) 0 1( 08) 0 0 0
RBMTH 1( 08) 1( 08) 0 0 0 0
BBEX 1( 08) 0 1( 08) 0 0 0
BIFHAILARZ 1( 08) 0 1( 08 0 0 0
A IVZMEMRTR R 1( 08) 1( 08 0 0 0 0
JNEHEE 1( 08) 0 1( 08) 0 0 0
B0 R RS 1( 08) 0 1( 08) 0 0 0
HER 1( 08) 1( 08) 0 0 0 0
FE% 1( 08) 0 1( 08 0 0 0
Bifi 4 BRI i ¢ 1( 08 0 0 1( 08 0 0
By M AiE 1( 08) 0 0 1( 08 0 0
B mAEME S 3y 1( 08) 0 0 0 1( 08) 0
BT HE#ES 1( 08) 0 1( 08) 0 0 0
B EKE M BULE 1( 08) 0 0 1( 08) 0 0
TRYIRE RS 1( 08) 0 0 1( 08) 0 0
B/ BB L 1( 08) 0 0 1( 08) 0 0
RIS R 1( 08) 0 0 1( 08) 0 0
R ES T 1( 08) 0 0 1( 08) 0 0
EEMEiRas 1( 08) 0 0 1( 08) 0 0
e Ed P 1( 08) 0 0 1( 08) 0 0
iﬁéﬁg@;ﬁﬁﬁﬁgﬁ 2( 15) 0 1( 08) 1( 08) 0 0
BiE 1( 08) 0 0 1( 08) 0 0
[E5 1( 08) 0 1( 08 0 0 0
MERVINREE 127 ( 95.5) 2( 1.5) 9( 6.8) 50 ( 37.6) 66 ( 49.6) 0
B M EkH D AE 111 ( 83.5) 5( 38) 30 ( 22.6) 62 ( 46.6) 14 ( 10.5) 0
PR BRI D E 111 ( 83.5) 7 ( 5.3) 18 ( 13.5) 53 ( 39.8) 33 ( 24.8) 0
/)R D E 111 ( 83.5) 17 ( 12.8) 35 ( 26.3) 37 ( 27.8) 22 ( 16.5) 0
U INERB D E 110 ( 82.7) 1( 08) 8 ( 6.0) 60 ( 45.1) 41 ( 30.8) 0
=Nl 88 ( 66.2) 7 ( 5.3) 35 ( 26.3) 46 ( 34.6) 0 0
B M BRIE AR 19 ( 14.3) 19 ( 14.3) 0 0 0 0
/AR IEANE 9( 6.38) 8 ( 6.0 1( 08) 0 0 0
REMIFPEGRAE 3( 23) 0 0 3( 23) 0 0
BF R ERIEANAE 1( 08) 1( 08) 0 0 0 0
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BlERZEDEERIRIEES (%)
ElfEM%& ZRUEBHEBOENBRABROMES  (13341)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
BapE % 1( 08) 1( 08) 0 0 0 0
it 1( 08) 0 0 1( 08) 0 0
SRR 1( 08) 1( 08) 0 0 0 0
TRFED RIE 1( 08) 1( 08) 0 0 0 0
BEEE 123 ( 92.5) 23 ( 17.3) 78 ( 58.6) 22 ( 16.5) 0 0
TR 75 ( 56.4) 39 ( 29.3) 25 ( 18.8) 11 ( 8.3) 0 0
S0 69 ( 51.9) 23 ( 17.3) 45 ( 33.8) 1( 08) 0 0
B 67 ( 50.4) 44 ( 33.1) 20 ( 15.0) 3( 23) 0 0
et 47 ( 35.3) 33 ( 24.8) 11 ( 8.3) 3( 23) 0 0
OR% 26 ( 19.5) 18 ( 13.5) 8 ( 6.0) 0 0 0
IE SR 10 ( 7.5) 5( 38) 4 ( 3.0 1( 08) 0 0
IS SRR 9( 6.8) 8 ( 6.0 1( 08 0 0 0
LEEERE 9( 6.8) 7 ( 5.3) 2( 1.5) 0 0 0
2 7 ( 5.3) 5( 38) 2( 1.5) 0 0 0
HIERR 7 ( 5.3) 7 ( 5.3) 0 0 0 0
B& 5( 38) 0 5( 38 0 0 0
(2P 4 ( 3.0) 0 2( 1.5) 2( 1.5) 0 0
ek 3( 23) 3( 23) 0 0 0 0
A% 3( 23) 2( 1.5) 1( 08) 0 0 0
3] 3( 23) 3( 23) 0 0 0 0
S 3( 23) 3( 23) 0 0 0 0
OEE 3( 23) 0 3( 23) 0 0 0
a5E 3( 23) 3( 23) 0 0 0 0
TREERRR 2( 1.5) 1( 08) 1( 08 0 0 0
OREzHE 2( 1.5) 2( 1.5) 0 0 0 0
BREVRERE 2( 15) 2( 15) 0 0 0 0
BBt m 2( 1.5) 2( 1.5) 0 0 0 0
LI 2( 15) 0 0 2( 15 0 0
FREME ALY 2( 1.5) 0 1( 08) 1( 08) 0 0
W EER 2( 1.5) 0 2( 15) 0 0 0
FmALYIR 2( 1.5) 0 1( 08) 1( 08) 0 0
NP 1( 08) 0 0 1( 08 0 0
B 1( 08) 1( 08) 0 0 0 0
Bl 1( 08) 1( 08) 0 0 0 0
S 1( 08) 1( 08) 0 0 0 0
EiE 1( 08) 1( 08) 0 0 0 0
BB R E 15 EF 1( 08) 1( 08) 0 0 0 0
BETIREX 1( 08) 0 1( 08) 0 0 0
i 7l FE B ¢ 1( 08) 1( 08) 0 0 0 0
wER 1( 08) 0 1( 08 0 0 0
RIFE R 1( 08) 1( 08) 0 0 0 0
EEE 1( 08) 1( 08) 0 0 0 0
RIP9H M 1( 08) 1( 08) 0 0 0 0
DB ER AR 1( 08) 1( 08) 0 0 0 0
OO BE SRR 1( 08) 1( 08) 0 0 0 0
ORRFEEEUSA 1( 08) 0 1( 08) 0 0 0
OfEESE 1( 08) 0 1( 08) 0 0 0
FrREERES 51 ( 38.3) 31 ( 23.3) 15 ( 11.3) 5( 38 0 0
e R 47 ( 35.3) 27 ( 20.3) 15 ( 11.3) 5( 38 0 0
BEVILES ME 6 ( 4.5) 5( 38) 1( 08) 0 0 0
FrrEE 1( 08) 1( 08) 0 0 0 0
BEERUE THEES 96 ( 72.2) 49 ( 36.8) 38 ( 286 9( 68 0 0
£33 69 ( 51.9) 33 ( 24.8) 32 ( 24.1) 4 3.0 0 0
ZHFERE 13 (  9.8) 12 ( 9.0) 1( 08) 0 0 0
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BlERZEDEERIRIEES (%)
ElfEM%& ZRUEBHEBOENBRABROMES  (13341)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
g5 9( 6.8) 8 ( 6.0) 1( 08) 0 0 0
ESiZ 85 6 ( 45) 0 2( 1.5) 4 ( 3.0 0 0
ESnd 5( 38) 5( 38) 0 0 0 0
it 5( 38) 4 ( 3.0) 1( 08) 0 0 0
BEiS 5( 38) 4 ( 3.0) 1( 08) 0 0 0
KEEIE 4 ( 3.0) 1( 08) 3( 23) 0 0 0
E5 3( 23) 2( 1.5) 1( 08) 0 0 0
TUVE - R ER 2( 1.5) 1( 08 1( 08 0 0 0
KIERZ MRS 2( 1.5) 2( 1.5) 0 0 0 0
HE&Ts 2( 1.5) 1( 08) 1( 08) 0 0 0
ZiFE 2( 1.5) 2( 1.5) 0 0 0 0
SIRH M 2( 1.5) 2( 1.5) 0 0 0 0
E-35 1] 2( 1.5) 1( 08) 1( 08) 0 0 0
KBTI 2( 1.5) 1( 08) 1( 08) 0 0 0
hEMLED 2( 1.5) 0 1( 08) 1( 08) 0 0
EAE R E SRR 2( 15) 2( 15) 0 0 0 0
B 1( 08) 0 1( 08) 0 0 0
BEEE 1( 08) 1( 08) 0 0 0 0
KA R % 1( 08) 1( 08) 0 0 0 0
IEETMEATEE 1( 08) 1( 08) 0 0 0 0
ETFHMm 1( 08) 1( 08) 0 0 0 0
MoOESE 1( 08) 1( 08) 0 0 0 0
EAERERR 1( 08) 1( 08) 0 0 0 0
BRLEES 1( 08) 1( 08) 0 0 0 0
EEHMm 1( 08) 1( 08) 0 0 0 0
FERRRUEAEEES 47 ( 35.3) 35 ( 26.3) 11 ( 8.3) 1( 08) 0 0
iR 12 ( 9.0) 7 ( 5.3) 5( 38) 0 0 0
SR 11 ( 8.3) 7 ( 5.3) 4 ( 3.0 0 0 0
ue)i53E 11 ( 8.3) 9( 6.8) 2( 1.5) 0 0 0
hE&E 7 ( 53) 6 ( 45) 1( 08) 0 0 0
B 5( 38) 3( 23) 1( 08) 1( 08) 0 0
IRt 5( 38) 5( 38) 0 0 0 0
HEE R 4 ( 3.0) 3( 23) 1( 08) 0 0 0
BHAET 3( 23) 3( 23) 0 0 0 0
HEREE 3( 23) 3( 23) 0 0 0 0
IS 2( 1.5) 1( 08 1( 08 0 0 0
FHEEHE 2( 1.5) 2( 1.5) 0 0 0 0
SV R ONEEER |y (o) 0 1( 08 0 0 0
RAERERR 1( 08) 1( 08) 0 0 0 0
ESH 1( 08) 0 1( 08) 0 0 0
a5 1( 08) 1( 08) 0 0 0 0
B HAELE 1( 08) 0 1( 08) 0 0 0
SEfE 1( 08) 1( 08) 0 0 0 0
EEEERS 1( 08) 0 1( 08) 0 0 0
BRUREES 35 ( 26.3) 17 ( 12.8) 10 7.5) 8 ( 60 0 0
BHREEE 19 ( 14.3) 7 ( 5.3) 8 ( 6.0) 4( 30 0 0
SEFRMIE 12 ( 9.0) 12 ( 9.0) 0 0 0 0
HEFR PRI 2 2( 1.5) 2( 1.5) 0 0 0 0
EHR 2( 1.5) 2( 1.5) 0 0 0 0
AR R M R 1( 08) 0 1( 08) 0 0 0
RESER 1( 08) 1( 08) 0 0 0 0
SEFR 1( 08) 0 0 1( 08) 0 0
BREE 1( 08) 0 0 1( 08) 0 0
BAe 1( 08) 0 0 1( 08) 0 0
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BIEREDIEFERIFEIRAES] (%)
EER& ZRUEBHEOENBARAROMES (1334l)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
anERe 1( 08) 0 0 1( 08) 0 0
FR&%ELE 1( 08) 1( 08) 0 0 0 0
BER AAETE IR 1( 08) 0 1( 08) 0 0 0
ERERRVIEES 2( 15) 1( 08) 1( 0.8 0 0 0
RMERTILBRAEASE 2( 15) 1( 08) 1( 08) 0 0 0
L BRERUVBRS DR 103 ( 77.4) 63 ( 47.4) 38 ( 28.6) 2( 15) 0 0
R 52 ( 39.1) 35 ( 26.3) 17 ( 12.8) 0 0 0
ER 50 ( 37.6) 39 ( 29.3) 11 ( 8.3 0 0 0
B 34 ( 25.6) 24 ( 18.0) 8 ( 6.0) 2( 1.5) 0 0
ZHE 19 ( 14.3) 16 ( 12.0) 3( 23) 0 0 0
KRS IE 11 ( 8.3) 10 ( 7.5) 1( 08) 0 0 0
B f& 8( 6.0 6( 45) 2( 15) 0 0 0
&E 7 ( 5.3) 5( 38) 2( 15) 0 0 0
BE 6 ( 45) 6 ( 45) 0 0 0 0
ESEBRLR S 6( 45) 4 ( 3.0 2( 15) 0 0 0
PR 4( 30) 4( 30) 0 0 0 0
®HEE 3( 23) 2( 15) 0 1( 08) 0 0
ioEiENFIRS 3( 23) 3( 23 0 0 0 0
RER 2( 15) 2( 15) 0 0 0 0
FERR 2( 15) 2( 15) 0 0 0 0
08 2( 15) 2( 15) 0 0 0 0
HITREE 1( 08 1( 08 0 0 0 0
EIFE 1( 08) 0 1( 08) 0 0 0
A INI SRR 1( 08) 0 1( 08) 0 0 0
SESTERAIATBE 1( 08) 1( 08) 0 0 0 0
SESTERAL M S A1 H 1( 08) 0 1( 08 0 0 0
SESHERAIH I 1( 08) 1( 08) 0 0 0 0
TS EBALE R 1( 08) 1( 08) 0 0 0 0
SESTERAIASARA 1( 08) 0 1( 08) 0 0 0
TEGTERAL 7SR B 1( 08) 1( 08 0 0 0 0
s 1( 08) 1( 08) 0 0 0 0
ZERIERAL I 1( 08) 1( 08) 0 0 0 0
H7—TIVEBERNIZ SRR 1( 08) 1( 08) 0 0 0 0
DT —TIVEBRURD 1( 08) 1( 08) 0 0 0 0
JESTEBALAERR 1( 0.8 1( 08 0 0 0 0
JEAEBALINE 44 i 1( 08) 0 1( 08) 0 0 0
BERAREE 125 ( 94.0) 53 ( 39.8) 43 ( 32.3) 25 ( 18.8) 4 ( 30 0
e LB R KRB SR AN 67 ( 50.4) 57 ( 42.9) 8 ( 6.0) 2( 1.5) 0 0
C— RSB AN 66 ( 49.6) 58 ( 43.6) 7( 5.3) 1( 08) 0 0
FERD 52 ( 39.1) 23 ( 17.3) 26 ( 19.5) 3( 23) 0 0
M 7IUHIRZT72—E#m | 51 ( 38.3) 41 ( 30.8) 7( 53) 3( 23) 0 0
;’f;‘f;é%n/ k72 39 ( 29.3) | 31 ( 233) 5( 38) 3( 23) 0 0
g;u_\/ TINTLATIT=E | 37 ( 278) | 33 ( 248) 4( 30 0 0 0
s SEREGR 22 ( 16.5) 1( 08) 10 ( 7.5) 11 ( 8.3) 0 0
R EREGR D 18 ( 13.5) 3( 23) 2( 15) 10 ( 7.5) 3( 23) 0
A M Ik 18 ( 13.5) 2( 15) 8 ( 6.0 8 ( 6.0 0 0
REHEN 17 ( 12.8) 10 ( 7.5) 7 ( 5.3) 0 0 0
1/ R EE A 16 ( 12.0) 9( 68) 2( 15) 5( 38) 0 0
IR FREEIEN 12 ( 9.0 12 ( 9.0 0 0 0 0
ML 7 F = 5N 7( 53) 6( 45) 1( 08 0 0 0
it = R BB 7( 5.3) 7( 5.3) 0 0 0 0
mep7ILT I D 5( 38) 1( 08) 4( 30 0 0 0
mAA7I5— 1N 5( 38) 4( 30) 0 0 1( 08) 0
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BlERZEDREARIRIEIES (%) BlEREDEBERIRIRIESG (%)
ENEI/IEERRER (JPN-1015K88)  (3411) ERNEI/IEER R ER (JPN-1025:E88)  (991)

&5t Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5 &5t Grade 1 | Grade 2 | Grade 3 | Grade 4 | Grade 5
0 0 0 0 0 0 1(1.0) 0 0 1(1.0) 0 0
0 0 0 0 0 0 1(1.0) 1(1.0 0 0 0 0
0 0 0 (0] 0 0 1(1.0) 0 1(1.0) 0 0 0
0 0 0 0 0 0 2(20)| 1(10]| 1(1.0) 0 0 0
0 0 0 0 0 0 2( 20) 1(1.0 1(1.0) 0 0 0
27 (79.4)| 14(41.2)| 13(38.2) 0 0 0 76 (76.8)| 49 (49.5)| 25 (25.3) 2( 20) 0 0
18 (52.9) 9 (26.5) 9 (26.5) 0 0 0 4 (34.3)| 26 (26.3) 8( 8.1) 0 0] 0
9 (26.5) 8 (23.5) 1(29) 0 0 0 1(41.4) 1(31.3)| 10(10.1) 0 0 0
11 (32.4)| 10(29.4) 1(29) 0 0 0 3(23.2) 4(14.1) 7(71) 2( 20) 0 0
2(5.9) 1(29) 1(29) 0 0 0 7(17.2) 5(15.2) 2( 2.0) 0 0 0
2(5.9) 2(59) 0 0 0 0 9(9.1) 8( 8.1) 1(1.0) 0 0 0
1(29) 1(29) 0 0 0 0 7(71) 5(5.1) 2(20) 0 0 0
1(29) 0 1(29) 0 0 0 6( 6.1) 5(5.1) 1(1.0) 0 0 0
2( 5.9) 2( 5.9) 0 0 0 0 4( 4.0 4 ( 4.0) 0 0 0 0
2(5.9) 1(29) 1(29) 0 0 0 4( 4.0 3( 3.0 1(1.0) 0 0 0
1(29) 1(29) 0 0 0 0 3( 3.0 3(3.0) 0 0 0 0
2( 5.9) 2(59) 0 0 0 0 1(1.0) 0 0 1(1.0) 0 0
0 0 0 0 0 0 3( 3.0 3( 3.0 0 0 0 0
0 0 0 0 0 0 2(20) 2( 2.0) 0 0 0 0
0 0 0 0 0 0 2(20) 2(20) 0 0 0 0
1(29) 1(29) 0 0 0 0 1(1.0 1(1.0) 0 0 0 0
0 0 0 0 0 0 1(1.0) 1(1.0 0 0 0 0
0 0 0 0 0 0 1(1.0) 0 1(1.0) 0 0 0
0 0 0 0 0 0 1(1.0) 0 1(1.0) 0 0 0
1(29) 1(29) 0 0 0 0 0 0 0 0 0 0
0 0 0 0 0 0 1(1.0) 0 1(1.0) 0 0 0
0 0 0 0 0 0 1(1.0) 1(1.0 0 0 0 0
0 0 0 0 0 0 1(1.0) 1(1.0) 0 0 0 0
0 0 0 0 0 0 1(1.0 0 1(1.0) 0 0 0
1(29) 1(29) 0 0 0 0 0 0 0 0 0 0
0 0 0 0 0 0 1(1.0) 1(1.0 0 0 0 0
1(29) 1(29) 0 0 0 0 0 0 0 0 0 0
1(29) 1(29) 0 0 0 0 0 0 0 0 0 0
1(29) 1(29) 0 0 0 0 0 0 0 0 0 0
0 0 0 0 0 0 1(1.0) 1(1.0 0 0 0 0
0 0 0 0 0 0 1(1.0) 0 1(1.0) 0 0 0
33 (97.1) 6(17.6) 9(26.5) 14 (41.2) 4(11.8) 0 2 (92.9) 7 (47.5)| 34(34.3)| 11 (11.1) 0 0
15(44.1)| 10(29.4) 4(11.8) 1(29) 0 0 2 (52.5) 7 (47.5) 4( 4.0) 1(1.0) 0 0
6(17.6) 5(14.7) 1(29) 0 0 0 60 (60.6) 3 (53.5) 6( 6.1) 1(1.0) 0 0
7 (20.6) 5(14.7) 2(59) 0 0 0 5 (45.5) 8(18.2)| 24 (24.2) 3( 3.0 0 0
10 (29.4) 7 (20.6) 3( 8.8) 0 0 0 1(41.4) 4 (34.3) 4( 4.0) 3( 3.0 0 0
15(44.1)| 10(29.4) 3(88) 2(59) 0 0 24 (242)| 21(21.2) 2(20) 1(1.0) 0 0
9 (26.5) 8 (23.5) 1(29) 0 0 0 28 (28.3)| 25(25.3) 3( 3.0) 0 0 0
22 (64.7) 1(29)| 10(29.4)| 11(32.4) 0 0 0 0 0 0 0 0
18 (52.9) 3(88) 2(59)| 10(29.4) 3(88) 0 0 0 0 0 0 0
18 (52.9) 2( 5.9) 8 (23.5) 8 (23.5) 0 0 0 0 0 0 0 0
0 0 0 0 0 0 17 (17.2)| 10(10.1) 7(71) 0 0 0
16 (47.1) 9 (26.5) 2( 5.9) 5(14.7) 0 0 0 0 0 0 0 0
0 0 0 0 0 0 2(121) 12(12.1) 0 0 0 0
2(5.9) 2( 5.9) 0 0 0 0 5(5.1) 4 ( 4.0) 1(1.0) 0 0 0
1(29) 1(29) 0 0 0 0 6(6.1) 6( 6.1) 0 0 0 0
0 0 0 0 0 0 5(5.1) 1( 1.0 4( 4.0) 0 0 0
5(14.7) 4(11.8) 0 0 1(29) 0 0 0 0 0 0 0
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BIEREDIEFERIFEIRAES] (%)
EER& ZRMBEEOENERREBEOHE  (1334)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
POET 5( 38) 4( 30 1( 08) 0 0 0
MREYILEHEN 4( 30 4( 30 0 0 0 0
MR TR HERE AN 4( 30) 3( 23) 1( 08) 0 0 0
DEMQTEE 4( 30) 2( 15) 1( 08) 1( 08) 0 0
;’f;‘f;;ﬁ\n/ b= 3( 23) 3( 23) 0 0 0 0
R R 3( 23) 3( 23) 0 0 0
1 =R FREA AN 3( 23) 2( 15) 0 0 1( 08) 0
}’E_ba”"')'*”"‘” AITT—E 3( 23) 1( 08 1( 08) 1( 08) 0 0
M 7O—ILKd 2( 15) 2( 15) 0 0 0 0
mehO—LEEhn 2( 15) 2( 15) 0 0 0 0
mep L F7F= i 2( 15) 2( 15) 0 0 0 0
MR FLERRR KR EE R D 2( 1.5) 2( 1.5) 0 0 0 0
A LB AN 2( 15) 2( 15) 0 0 0 0
M7 IVHIARZXT 72—t HD 2( 1.5) 2( 1.5) 0 0 0 0
B3O a7 )N 1( 08) 1( 08) 0 0 0 0
MRS R ERIER 1( 08) 1( 08) 0 0 0 0
e R ERIE AN 1( 08) 1( 08) 0 0 0 0
marhFR)ry L3N 1( 08 1( 08 0 0 0 0
ISR EE 1( 08) 1( 08) 0 0 0 0
FRep IS 1( 08) 1( 08) 0 0 0 0
BRI 1( 08) 0 1( 08) 0 0 0
PFRER N 1( 08) 0 1( 08) 0 0 0
EREAMERT 1( 08) 1( 08) 0 0 0 0
PO, & 1( 08) 1( 08) 0 0 0 0
KEGED 1( 08) 1( 08) 0 0 0 0
WEAEN 1( 08) 1( 08) 0 0 0 0
A EREE N 1( 08) 0 1( 08) 0 0 0
meys g 1( 08) 0 1( 08) 0 0 0
RHZEBREE 1( 08) 0 1( 0.8 0 0 0
BT LF R AT FRIEAN 1( 08) 0 1( 08) 0 0 0
RICARE 1( 08) 1( 08) 0 0 0 0
BE. FERVLESHE 7 ( 53 4 ( 3.0 2( 1.5) 1( 0.8 0 0
543 4( 30 3( 23) 0 1( 08) 0 0
HIE 1( 08) 0 1( 08) 0 0 0
FHTETH 1( 08) 0 1( 08) 0 0 0
KT miE 1( 08) 1( 08) 0 0 0 0
LS 1( 08) 0 0 1( 08) 0 0
HizaE 1( 08) 0 1( 0.8) 0 0 0
B LB 1( 08) 0 1( 08) 0 0 0
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BliR9. EI{EAGradeslFERERE—&E (¥ /ML HEY > \E)

BIERZEDELERI ST (%)
ElfER % VANV NEE N R EL B RIRE  (24011)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
e 227 ( 94.6) 5( 21) 13 ( 5.4) 40 ( 16.7) 161 ( 67.1) 8 ( 3.3)
MRV INREE 210 ( 87.5) 1( 0.4) 10 ( 4.2) 35( 14.6) | 163 ( 67.9) 1( 0.4)
BFRERIR DE 190 ( 79.2) 1( 04) 9( 38) 36 ( 15.0) 144 ( 60.0) 0
/MR E 163 ( 67.9) 11 ( 4.6) 28 ( 11.7) 56 ( 23.3) 68 ( 28.3) 0
B Bk M E 100 ( 41.7) 3( 1.3) 7( 29) 30 ( 12.5) 60 ( 25.0) 0
=il 86 ( 35.8) 17 (1 7.1) 46 ( 19.2) 20 ( 8.3) 3( 1.3 0
21 ER A E 48 ( 20.0) 0 4( 1.7 20 (8.3 24 ( 10.0) 0
REMEFREIRDE 36 ( 15.0) 1( 04) 4( 1.7 21 ( 88) 9( 38) 1( 04)
SEEEER S 1( 04 0 0 0 1( 04) 0
FFERTRIEINIE 1( 04) 1( 04) 0 0 0
A I RIS ANAE 1( 04) 0 0 1( 04) 0 0
1) NERE 1( 04) 0 1( 04 0 0 0
BIRIEHNGE 1( 04) 1( 04) 0 0 0 0
BEEE 106 ( 44.2) 34 ( 14.2) 53 ( 22.1) 18 ( 7.5) 1( 0.4) 0
TR 57 ( 23.8) 21 ( 8.8) 25 ( 10.4) 11 ( 4.6) 0 0
=i 44 ( 18.3) 28 ( 11.7) 15 ( 6.3) 1( 04) 0 0
(EZ)) 41 ( 17.1) 24 ( 10.0) 16 ( 6.7) 1( 04) 0 0
nEnt 21 ( 88) 11 ( 486) 9( 38) 1( 04) 0 0
OR% 11.( 486) 3( 1.3 7( 29) 1( 04) 0 0
BE SR 8 ( 3.3) 4( 1.7 4( 1.7) 0 0 0
HIERR 5( 21) 3( 1.3) 2( 08) 0 0 0
i3 4( 1.7) 2( 08) 2( 08) 0 0 0
LIEERRE 4 ( 1.7) 4 ( 1.7) 0 0 0 0
e IR 3( 1.3) 2( 08 1( 04) 0 0 0
OREREETA 3( 1.3) 0 3( 1.3) 0 0 0
NP 2( 08) 0 1( 04) 1( 04) 0 0
R REE 2( 08) 1( 04) 1( 04) 0 0 0
B& 2( 0.8) 0 1( 04) 1( 04) 0 0
ODBEHRK 2( 0.8) 0 1( 04) 1( 04) 0 0
TSR 1( 04) 1( 04) 0 0 0 0
BEBE 1( 04) 1( 04) 0 0 0 0
ARz 1( 04) 1( 04) 0 0 0 0
5 1( 04) 0 1( 04) 0 0 0
BisHm 1( 04) 0 0 0 1( 04) 0
wPIfERR 1( 04) 1( 04) 0 0 0 0
E3C] 1( 04) 1( 04 0 0 0 0
TEE(LE M 1( 04) 1( 04) 0 0 0 0
S 1( 04) 1( 04) 0 0 0 0
BER 1( 04) 0 0 1( 04) 0 0
SRR 1( 04) 1( 04) 0 0 0 0
HERL 1( 04) 1( 04) 0 0 0 0
W R P T 1( 04) 1( 04) 0 0 0 0
ke 1( 04) 0 1( 04) 0 0 0
HRRES 103 ( 42.9) 35 ( 14.6) 37 ( 15.4) 30 ( 12.5) 1( 04 0
KA MR = 1 NF— 52 ( 21.7) 22 (92 19 ( 7.9 10 ( 4.2) 1( 04) 0
IR 25 ( 10.4) 7( 29 9( 38) 9( 38) 0 0
FAY M= 1 — 0 F— 18 ( 7.5) 9( 38) 5( 21) 4( 1.7 0 0
B 14 ( 5.8) 7( 29) 4 ( 1.7) 3( 1.3 0 0
SERE 13 ( 5.4) 5( 21) 6 ( 25) 2( 08) 0 0
FENEDHE 9( 38 5( 21) 3( 1.3) 1( 04 0 0
KEER 5( 21) 5( 21) 0 0 0 0
R EEY = 1 — 1 NF— 5( 21) 0 4( 1.7 1( 04) 0 0
AR -1 —O/NF— 3( 1.3) 0 1( 04) 2( 08) 0 0
R EE) = 1 — O/ NF— 3( 1.3) 1( 04) 0 2( 08) 0 0
ESii 3( 1.3 1( 04) 1( 04) 1( 04) 0 0
M NAE 3( 1.3 1( 04) 1( 04) 1( 04 0 0
FERE 2( 08 0 2( 08 0 0 0
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BlE R EDIELERISEES (%)
ElfERZ VUNVIRRRU  SEE M REL-ER AR (24011)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
BilEA 2( 08) 1( 04) 0 1( 04) 0 0
KREHEK 1( 04) 1( 04 0 0 0 0
ERE 1( 04) 0 1( 04) 0 0 0
AR 1( 04) 0 0 1( 04) 0 0
BESES 1( 04) 1( 04) 0 0 0
BERE 1( 04) 0 1( 04) 0 0 0
PP 1( 04) 0 0 1( 04) 0 0
HiERE 1( 04) 1( 04) 0 0 0 0
RAYHRAR R 1( 04) 0 1( 04) 0 0 0
NI IR TS 1( 04) 0 1( 04) 0 0 0
T RRER IE REEEIEEE 1( 04) 0 1( 04) 0 0 0
&’;{éégf&ﬁ&mﬁﬁmw 93 ( 388) | 35( 146)| 36( 150)| 20( 8.3) 2( 08) 0
ik 42 ( 17.5) 16 ( 6.7) 14 ( 5.8) 11 ( 4.6) 1( 04) 0
Ei) 32 ( 13.3) 15 ( 6.3) 10 ( 4.2) 7( 29) 0 0
EHAE 29 ( 12.1) 11 (. 486) 13 ( 5.4) 4( 1.7) 1( 04) 0
RAYMEZAE 11 (. 46) 7( 29) 4( 1.7 0 0 0
BR 3( 1.3) 3( 1.3) 0 0 0 0
SHBEREET 2( 08) 0 1( 04) 1( 04) 0 0
LTI R R 2( 08) 1( 04) 1( 04) 0 0 0
BER 2( 08) 2( 0.8) 0 0 0 0
FE 2( 08) 0 2( 0.8) 0 0 0
SHRE 1( 04) 0 1( 04) 0 0 0
B 1( 04) 1( 04) 0 0 0 0
BHR 1( 04) 1( 04) 0 0 0 0
AR EE 1( 04) 1( 04) 0 0 0 0
=i 1( 04) 1( 04 0 0 0 0
FEH SRS 1( 04) 0 1( 04 0 0 0
FERE DR AE 1( 04) 0 1( 04 0 0 0
NHEES 1( 04) 1( 04) 0 0 0 0
3] 1( 04) 1( 04) 0 0 0 0
BRE R U B £ RIE 55 ( 22.9) 4( 1.7) 21 ( 8.8) 22 ( 9.2) 3( 1.3) 5( 2.1)
Bifi % 16 ( 6.7) 1( 04) 4( 1.7 7( 29 1( 04) 3( 1.3)
LSiote ] 9( 38) 0 4( 1.7 5( 21) 0 0
[EXL 5( 21) 1( 04) 3( 1.3) 1( 04) 0 0
RS 5( 21) 1( 04) 3( 1.3) 1( 04) 0 0
NIV IV RS 4( 1.7) 0 4( 1.7) 0 0 0
Fifi B 4 4( 1.7 0 1( 04) 2( 08 0 1( 04
BAYFF & 2( 08) 1( 04) 0 0 0 1( 04
AR 2( 08) 1( 04) 0 1( 04) 0 0
MEMR A 2( 08) 0 0 2( 08 0 0
B I E 2( 08) 0 0 1( 04) 0 1( 04)
BEEE 1( 04) 0 1( 04) 0 0 0
SHRER 1( 04) 0 1( 04) 0 0 0
R 1( 04) 0 0 1( 04) 0 0
B VLTE 1( 04) 1( 04) 0 0 0 0
BERt % 1( 04) 0 0 1( 04) 0 0
BERE 1( 04) 0 1( 04) 0 0 0
SHILEs AL USEE 1( 04) 0 1( 04) 0 0 0
AR 1( 04) 0 0 1( 04) 0 0
ERES 1( 04) 1( 04) 0 0 0 0
BAILARZR 1( 04) 0 1( 04) 0 0 0
LT IS MBUIE 1( 04) 0 1( 04) 0 0 0
TRERE 1( 04) 0 1( 04 0 0 0
PRI M R 1( 04) 0 1( 04) 0 0 0
CIpR RS 1( 04) 0 1( 04) 0 0 0
JE% 1( 04) 1( 04) 0 0 0 0
YARAHOTIVIER R 1( 04) 0 0 1( 04) 0 0
VAT MR 1( 04 1( 04 0 0 0 0
LY ERE MR A 1( 04) 0 0 1( 04) 0 0




BIERZEDIELERIFEES (%)
ElfEA% VI ANVIRRR)L NEE N R ELERRERIRE  (24011)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
U RES 1( 04) 1( 04) 0 0 0 0
iRz End 1( 04 0 0 1( 04) 0 0
OB 1( 04) 0 0 0 1( 04) 0
HIVERTE 1( 04) 0 0 1( 04) 0 0
BUMAEES 3y 1( 04) 0 0 0 1( 04) 0
{32 1( 04) 1( 04) 0 0 0 0
FREGRE S 1( 04) 0 0 1( 04) 0 0
KRB RURBREE 43 ( 17.9) 24 ( 10.0) 11 (. 4.6) 7( 2.9) 1( 04) 0
BHE 31 ( 12.9) 19 ( 7.9) 11 ( 4.6) 1( 04) 0 0
EAH)ry L MEE 9( 38 6 ( 25) 0 2( 08) 1( 04) 0
= I #E 3( 1.3) 2( 08) 1( 04 0 0 0
&7IVTI MiE 3( 1.3 1( 04) 1( 04 1( 04) 0 0
KRy L M FE 3( 1.3 2( 08 0 1( 04) 0 0
BREE 2( 08 2( 08 0 0 0 0
TIR—IR 1( 04) 1( 04) 0 0 0 0
BMEE 1( 04) 1( 04) 0 0 0 0
B ok 1( 04) 1( 04) 0 0 0 0
*iRET 8 1( 04 1( 04) 0 0 0 0
&R 1( 04) 0 0 1( 04) 0 0
=A% L AE 1( 04) 0 0 1( 04) 0 0
=h)J)EVUR M 1( 04) 0 1( 04) 0 0 0
= FRE MiE 1( 04) 1( 04) 0 0 0 0
&AL E 1( 04 0 1( 04) 0 0 0
{ErO—JVILE 1( 04) 1( 04) 0 0 0 0
EEAME 1( 04) 1( 04) 0 0 0 0
B AR IR 1R BY 1( 04) 1( 04) 0 0 0 0
MIREs. BZR R UHtRiES 27 ( 11.3) 11 ( 4.6) 9 ( 3.8) 4 ( 1.7) 1( 0.4) 2( 0.8)
Mk 9( 38) 2( 08) 5( 21) 2( 08) 0 0
O REIR EESS 6 ( 25) 4( 1.7 0 2( 08) 0 0
I R ] 2 5( 21) 3( 1.3) 2( 08) 0 0 0
F M IEIG R 2( 08 1( 04 1( 04) 0 0 0
SEMEZI 2( 08 0 2( 08) 0 0 0
SRR EE IR 1( 04) 0 0 1( 04) 0 0
Bl 1( 04) 0 0 0 0 1( 04)
S 1( 04) 0 0 0 1( 04) 0
Leo<h) 1( 04) 1( 04) 0 0 0 0
iokiehd 1( 04) 0 1( 04) 0 0 0
SEERIE 1( 04) 1( 04) 0 0 0 0
IBFED RAE 1( 04) 1( 04) 0 0 0 0
Bt 2 1( 04 0 1( 04) 0 0 0
FiZRASIE 1( 04) 0 0 0 0 1( 04)
Bl M [ EE 1( 04 0 1( 04) 0 0 0
fitiZK 2 1( 04) 0 1( 04) 0 0 0
EBERUVETHEEES 26 ( 10.8) 11 ( 4.6) 13( 5.4) 1( 04) 1( 04 0
B EAE 10 ( 4.2) 7( 29) 2( 08) 0 1( 04) 0
ZOFERE 5( 21) 3( 1.3) 2( 08) 0 0 0
®i5 5( 21) 2( 08) 3( 1.3) 0 0 0
TLILX— 4B % 3( 1.3) 0 3( 1.3 0 0 0
SHEHEE 1( 04) 1( 04) 0 0 0
ZHE 1( 04) 1( 04 0 0 0 0
B 1( 04) 1( 04) 0 0 0 0
nZe 1( 04) 1( 04) 0 0 0 0
MOESE 1( 04) 0 0 1( 04) 0 0
BT 1( 04) 1( 04) 0 0 0 0
LB MTHFEE 1( 04) 0 1( 04) 0 0 0
LHMED 1( 04) 0 1( 04) 0 0 0
EBUEE 1( 04) 0 1( 04) 0 0 0
HERRRVESEEES 24 ( 10.0) 10 ( 4.2) 10 ( 4.2) 4( 1.7) 0 0
o5 3 10 ( 4.2) 3( 1.3 5( 21) 2( 08) 0 0
R 5( 21) 2( 08) 2( 08) 1( 04) 0 0

MedDRA ver16.0

N



BlE R EDIELERISEES (%)
ElfERZ VUNVIRRRU  SEE M REL-ER AR (24011)
&5t Grade 1 Grade 2 Grade 3 Grade 4 Grade 5
FHEEME 4( 1.7) 2( 08) 2( 08) 0 0 0
EikngE 3( 1.3 2( 08) 1( 04) 0 0 0
BiE 3( 1.3 0 2( 08) 1( 04) 0 0
Bk 2( 08 2( 08) 0 0 0 0
fAIREERRE 1( 04) 1( 04) 0 0 0 0
BR 1( 04) 0 1( 04) 0 0 0
DIEEE 13( 5.4) 2( 0.8) 5( 2.1) 4 ( 1.7) 0 2( 0.8)
[DEMED 3( 1.3 0 2( 08) 1( 04) 0 0
DARE 2( 08 0 0 1( 04) 0 1( 04
EEHEER S 2( 08) 0 0 1( 04) 0 1( 04
[DERRE ML 2( 08) 0 1( 04) 1( 04) 0 0
DEMRRSNARE 2( 08) 2( 08 0 0 0 0
REERR 1( 04) 0 1( 04) 0 0 0
MR 1( 04) 0 1( 04) 0 0 0
=M 1( 04) 0 1( 04) 0 0 0
BRRIREE 12 ( 5.0) 4 ( 1.7) 7 ( 2.9) 1( 0.4 0 0
*EigD 6 ( 25) 2( 08) 3( 1.3) 1( 04) 0 0
RERN 2( 08) 1( 04 1( 04) 0 0 0
I RESH 1( 04) 0 1( 04) 0 0 0
EERERM 1( 04) 0 1( 04) 0 0 0
SRERRR AR 1( 04) 1( 04) 0 0 0 0
AT yNE D 1( 04) 0 1( 04) 0 0 0
mnERE 12 ( 5.0) 2( 0.8) 5( 2.1) 5( 2.1) 0 0
R E 5( 21) 0 4( 1.7 1( 04 0 0
=1 E 3( 1.3 1( 04) 2( 08) 0 0 0
ALK M E 3( 1.3 0 0 3( 1.3 0 0
il 1( 04) 1( 04) 0 0 0 0
IR MR AT 1( 04) 0 0 1( 04) 0 0
&8 1( 04) 1( 04) 0 0 0 0
Mm% 1( 04) 1( 04) 0 0 0 0
FFREEREE 9( 3.8) 3( 1.3) 4( 1.7) 1( 04) 0 1( 0.4)
iR 8 ( 3.3) 2( 08 4 ( 7) 2( 08 0 0
ZEUILES MfE 2( 08) 1( 04) 0 1( 04) 0 0
i 1( 04 0 0 0 0 1( 04
BERUKKES 7( 2.9) 3( 1.3 1( 04) 3( 1.3) 0 0
BEHET 2( 08) 1 ( 0 1( 04) 0 0
HE 2( 0.8) 0 0 2( 08) 0 0
[EEREZEIR 2( 08) 1( 04) 1( 04) 0 0 0
S 1( 04) 1( 04) 0 0 0 0
BHES 5( 2.1) 3( 1.3) 0 2( 0.8) 0 0
TERAE 4( 1.7 3( 1.3) 0 1( 04) 0 0
26 1( 04) 0 0 1( 04) 0 0
IREE 3( 1.3) 3( 1.3) 0 0 0 0
R{EES 1( 04) 1( 04) 0 0 0 0
RZ5FEE 1( 04) 1( 04) 0 0 0 0
TR 1( 04) 1( 04) 0 0 0 0
) 1( 04) 1( 04) 0 0 0 0
BRURKES 3( 1.3) 2( 0.8) 1( 04) 0 0 0
BREEREE 2( 08) 1( 04) 1( 04) 0 0 0
Z R 1( 04) 1( 04) 0 0 0 0
REREE 2( 0.8) 2( 0.8) 0 0 0 0
REICEET 1( 04) 1( 04) 0 0 0 0
BEAE 1( 04) 1( 04) 0 0 0 0
5=, hERUWBAHHE 1( 04) 1( 04) 0 0 0 0
KT MmiE 1( 04) 1( 04) 0 0 0 0
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BIfERE DRI FERERS (%)

ElfER%& VAIVERRR)NEE N R EL BB ERHEBR (BANEFIOHA) (7))
&5t Grade 1 Grade 2 Grade 4
21F 7 ( 100.0) 0 0 6 ( 85.7) 0
MRV INRfEE 7 (. 100.0) 0 0 6 ( 85.7) 0
$FeR BRI AME 7 ( 100.0) 0 0 6 ( 85.7) 0
I/ \RE A E 6 ( 857) 0 1( 14.3) 4 ( 57.1) 0
aim 4 ( 57.1) ( 28.6) 2 ( 286) 0 0
BEMELF R AMNE 3( 429) 0 0 0 0
s SER D E 3 ( 429) 0 0 3 ( 429) 0
B M Bk M E 2 ( 286) 0 0 2 ( 286) 0
BBEE 7 (. 100.0) 3 ( 429) 3 ( 429) 0 0
2] 6 ( 857) 3 ( 429) 3 ( 429) 0 0
TH 3 ( 429 2 ( 286) 0 0 0
B 3 ( 429) 2 ( 28.6) 1( 14.3) 0 0 0
I 1 ( 14.3) 0 1( 14.3) 0 0 0
LSRR 1( 14.3) 1( 14.3) 0 0 0 0
OR% 1( 143) 1 ( 14.3) 0 0 0 0
&Nt 1( 143 0 1( 14.3) 0 0 0
HRERES 7 ( 100.0) 4 ( 57.1) 2 ( 28.6) 1 ( 0 0
RAYMERE = 1 —0/F— 3 ( 429) 1 ( 14.3) 1( 14.3) 1 ( 0 0
REEE 2 ( 286) 2 ( 28.6) 0 0 0 0
R 21—/ ¥F— 2 ( 286) 1( 14.3) 1( 14.3) 0 0 0
BiiEL 1( 143) 1( 14.3) 0 0 0 0
IR 1( 143) 0 1( 14.3) 0 0 0
KB RUORERE 6 ( 857) 6 ( 85.7) 0 0 0 0
BAGRE 4 ( 57.1) 4 ( 57.1) 0 0 0 0
Bk 1( 14.3) 1( 14.3) 0 0 0 0
BREY 1( 143) 1( 14.3) 0 0 0 0
E7IVTI ME 1( 143) 1( 14.3) 0 0 0 0
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Bt 9( 6.38) 16 ( 1.6) 0 25 ( 22)
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HeTs 2( 1.5) 0 0 2( 02
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RESER 1( 08 0 0 1( 01)

ZR 0 0 0 0
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iR 1 1. B RSSIEERARSERRR (LY M30025 %)
ICETHQ&A

AREDRSINRIE ?

FREHARPRIE4A0 1 ADRR T, 39441(81%) [VcR-CAPEF 19541 (80%). R-CHOP2: 19941 (82%) ]
MEE LTAREDIRSZ5T T (6~8T41 7)) L. 886l (18%) [VcR-CAPE45%I (19%). R-CHOPZ:
436 (18%)] BeERTE T RIICIR S ZhIE LE Uz, &, RUA J)UBIAERE. B2, SRS DRERE
ZRhEUIeBEDEIG(E R-CHOPE S B U CVOR-CAPEF CRWLC EARENZE LTS,
BIRSNIcA87 B, FEFDRBREDIRSHFIBSNIc482%1 (VcR-CAPE : 24061, R-CHOPE : 24241)
DEZFFIDHENAEREFIEICKELEFHDFTEBAT U,

TRBREDIR SRR
fETI REH (48741) VcR-CAPE# (243fjl) R-CHOP# (244131)

BEY 1 7 hRfE [EHE] 6[1-8] 6[1-8]
691 7S L 1-EHE n(%) 170(71) 161(67)
641 JILIEEE L 7-EE n(%) 203(84) 203(83)
8% VIS L /-EH. n(%) 32(13) 42(17)
BEEET LEBER N(%) 195(80) 199(82)
BE5EHRIE L EBEH N (%) 45(19) 43(18)
T OB AE%E (RDI). %

yyxo<J 100 100

oOKXT 7 IR 93 98

REUILES > 97 99

AV =AY 95 96

Eo)RFL 80

NIV R® 82

- IREB(DETT | VCR-CAPEEAHI (2%) . R-CHOPEE5 41 (2%)
- §=%=5% " VcR-CAPE2141(9%). R-CHOPEE 1 741(7%)
SRERER S DHRRBEGRIETE CEHFVEEESR(LVCR-CAPEE. R-CHOPE 8% R 1U'6%)]

- BET 1 [VcR-CAP2: 71 (3%) . R-CHOPZE12%1(5%)]

% TL RV U SRR FS
T VCR-CAPE CHEFRIILE S XL HFEERIE. HRREE (2.5%). MERV ) O NRES. BAERUFERE (§21%) Tli, 20 526K E
CRHOSNADIE, KM= 1 —0O/3F — (3f]) . RYMBREEE) = 1 — O/8F — (2f1) . FPERDEE. /RS DE (B2f1) . ik (36 T U 7=
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NIVT A REDIKEDZ L (F6H A V)VBETEES N, VCR-CAPE T A V)L EHE S5 S NcE&E203

BIrh94BI (46%) TAILT A REDKENYT

ROTTHPR I RUABICEARZ D ofc I EDRENF LTS,

NILTA R7%282E0 5 1 BICEE UfcEE (256 H5NE Ui,
NIVTA REDBERT Y 1—)LDESE (B B S DESE) [CESICAEERDELHDFMAS
B) T, FITEFRBRAME (1661) . M/MREAME (84) DFEIENZ < HS5NFE LTz, Z1—0/F—(CLHK

BRI 31— )VDEEIFABIDH T UL,

FEREIAR?

PNFE U, Fle. YA TILADNILT A RCDAREDRHAE8

VcR-CAPEf

R-CHOP##

214 (240f1)

BAA (7£)

£k (242f1)

BAA(14)

FHEmRaeERLEE"

220 ( 91.7%)

7 (100.0%)

140 ( 57.9%)

11 (100.0%)

NIVrAR A ERETL-BE

213( 88.8%)

7 (100.0%)

ELVUZF AR -BE - - 113 ( 46.7%) 8 ( 72.7%)
RYA7IBIELBE 138 ( 57.5%) 5( 71.4%) 97 ( 40.1%) 7 ( 63.6%)
WEBLEBET 147 ( 61.3%) 6 ( 85.7%) 65 ( 26.9%) 6 ( 54.5%)
NIVTAREREL-BE 100 ( 41.7%) 5( 71.4%) — —
ELVIRFLERELBE - - ( 5.0%) 0
VIR VI ERELEE 0 0 1( 0.4%) 0
SORAT 7 IREREBL-EE 85 ( 35.4%) 5( 71.4%) ( 12.4%) 1( 91%)
REVIEIERELERE ( 19.6%) 5( 71.4%) 20( 8.3%) 2( 18.2%)
TRZJ /TR O BB L BE ( 16.3%) 3( 42.9%) 31 ( 12.8%) 5( 45.5%)
RELBET 185 ( 77.1%) 7 (100.0%) 29 ( 12.0%) 2( 18.2%)
NIVTAREREEL 1B 180 ( 75.0%) 7 (100.0%) - -
ELTURFUERELEE - - 20 ( 8.3%) 1( 91%)
VIR TTEREL-EE 0 0 1( 0.4%) 0
SRR T P INEAREL - EH 7( 2.9%) 0 1( 0.4%) 0
REVIED ERELEE 7( 29%) 0 2( 0.8%) 1( 91%)
TRV A/ TR AL R E LB E 14( 5.8%) 0 7( 2.9%) 0
NIVTARY BN RANDERRLEE 25( 10.4%) 2( 28.6%) - —

* TL N2V 3R ARRETE

T WFhr»rOEROHAEREE % L -BF

1) [U103046] Bortezomib-based therapy for newly diagnosed mantle-cell lymphoma Robak T(Department of Hematology):
The New England Journal of Medicine 372(10) Page:944-953+Supplementary Appendix (2015)

2) FRENE
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G-CSFRAIDERIARIE ?

G-CSFRIKIDIE 5 %523 1= E(E. VCR-CAPEE T 77.5%(186/24041) . R-CHOPE T60.7%(147/242
B) T Ulc. FBEEMTERUIEEDEIA(F. VCR-CAPETA1.7%(100/24041). R-CHOPE T30.6%
(74/242%) U1z,
BAAEE(L. WEE D2 TC-COFRRIEFRLE Uice BHAAEBEICHIFTDTBHENTDEIGIF. VoR-
CAPET42.9%(3/7#l). R-CHOPE  T45.5%(5/1 1) T LTz,

G-CSF&A|DIERR

VcR-CAPE# R-CHOPZ#
£4% (240f1) BA A (7f1) 21k (242f1) BAA (11461)
fEH TRt S fEH FRitRS £ TRt S £ FRiRS
G-CSFHEI 186 (77.5%) [100 (41.7%) | 7 (100.0%) | 3(42.9%) [147 (60.7%) | 74 (30.6%) | 11 (100.0%) 5 (45.5%)
TAVIZZF L | 84 (35.0%) | 50(20.8%) | 3( 42.9%) 1(14.3%) | 82(33.9%) | 41(16.9%) | 9( 81.8%) 5 (45.5%)
NJIAVIFAFL | 27 (11.3%) | 23 ( 9.6%) 0 0 7 (11.2%) | 23 ( 9.5%) 0 0
LITZRF L 6(10.8%) | 15( 6.3%)| 4( 571%) | 2(286%)| 18( 7.4%)| 5( 21%)| 4( 36.4%) 1(9.1%)

G-CSF&EEIE. NI A REFERBEDAHED TR SICIFRESNTOE B AN, IFHIRENS00/ u LK
(O Lo A 0 R BT RIEAMENRIR UTc 5 & (CG-COFERINIR 5 ##E L TLE T (P.5188).

LYM3002:E Tl SABHRIRICTAEDHI CaED UL [EF/E L TERTIRE T Uiz, Grade 4D
U7 FRERIRIAME X 3 FEB AT AR AME & RIR U e B E (TH U TE. WUED YA )L TODG-CSFREFIDERD
wEanTLELE,

5. LYMB002HER I CHIF DEZRF DRSS A =T 0RBAEDFHMIRRBTT .

NIV A RPEG-CSFRIBIHAIC & 2B =& UTCRE I3 < NI A REEERORFBIEERS A
HOFE . tOTERIEBHRIC. G-CSFRAIDRINEDRE - HEICIE> TLEE LY,

1) #AER
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VcR-CAPEZDIRSIEIL ?

NIVTA REDESIBRHEYENRE, BMER ORISR DHEFRFTINTUEE A
LYM3002:&E&D 7O ~rO—)L T, INLT A RO ZEI~ERTEIRAER S U, Z0HE(CYF IR I ZSE
FiEd9. TDR. TOMDHARZIRST . SRADRSHAFZTNZNDRMINEICELUD. ] 15D
TWVE L2 (LYM3002:E 70 ~1—/L6. DOSAGE AND ADMINISTRATION) ',

LYM3002& & T, infusion reactionZ& @9 &/cCUYFINTDFEARICTI NS/ T T .
VI I VERSZURURTOA REEDREEERT D EEFEDTVE UIE. NI A RRSEIRUER
Sh(ChFEEUKIFTNEIESIENWTIUXT s 5= 3 v (EFabEEA. 122U BWERDHE YT WLBE P
DRTHBHICIE. ZNZENDIERICH T D FrHIR 5. AEZ CiRsT<EE,

I E FREFSD D FEAD NCCNAA RS54 (2016.ver.3.0)2 Tl [NLT A REDIBE#Z(TD
BEICIF. FRBEDOFHERSZEERT D] CENMERINTVERT, BB, LYMI002:EE TIFFHIRBEZD
TR BIFNAEERESNTVE UL

X7 7OENDFHHHESIC OV TOBEM(REF0928515) :2011F9A28HICEFE & 1) ERRDEISIMER (LR B RELELOMKVICET S
BHIPREE SN AT KBRBEFROFRESFHENO 7 70N RBREE LRI S hF L,

1)[J103663] LYM-3002:; 8 70 11—/ :Bortezomib-based therapy for newly diagnosed mantle-cell lymphoma
Robak T (Department of Hematology Medical University of Lodz Copernicus Memorial Hospital) : The New England Journal of
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