NIVT A REIEERAAR
(HRIHEAR)

MEMESH (TJOF7YV—LEES) [EGEZRH]

ANILTAD 255 3me

VELCADE" Injection —i&2 RILTVED
BE WHSEER™* *IE— ESEONSEICLDFERTDE
\
janssen
%Mm«%ﬁﬂwwww

fE B & A : 201949R
bR #* = :59.0hk



NIV REESRA3IMeICT 5iEEE1E

NIV A ROEFA3SME (UUT. A7) BEFERARUERES VDX EERDERD SHREFBEDER. &
IEERARERUSERBHOEEFIEZRE UE Uz (P.1:Decision tree).
KR DRSICRU T, iaE EONER M =+ [CIREID L AR DIREDOAEZHIRT LTI EE L,

P
BERLEEDRIR(P.2) FEIRS(CREU T ORIRZ SR LTV

. . - — - BEEEEOERR(P.2)
BEEREEORR(P.2.3) _ ﬁmﬁgﬁ‘@a 2)
g

>

‘. - FRBHAEAEORE (P.3)

BERURENORHHPERROBIS(P.3) B, Bl AR BRI
-

>

e e EEENDIERAPS)
 EEEE R ORI DS \EE

- pEapeonEOEE

s CDEE (DAEEH) BN DRE

fts O 8 A D | AEEAOSEOLBERDESR

BRZZEELT
"=l

-
EEROBRMURS
OERROBRICEITDIEFRP.12)

L REICEITHERRIE(P.13)

NIV A RS

\

>
AEEREROEREEP.11~18) ;éffﬁgi?%iiffﬂ@ﬂi N
% - R (% - FEICRSET BEM L0EE) fiaieiy PER A
ABBEAREECCABRLTREVEP.11) N

- REOEHERORR (BMREMR. RRIRE)

p
MEEDBES AR P.19~37)
RYSELEL aldabmial it
e CIRTNERELMDEDT (P.20.21)
" BEEERSMASD . BRI ARDED S (P.o2. 23)
1 | - BEEOEAIBERUEEAR (P 28~37)

p
RIEMEEERESBEE. EEEET BB CZORE
BE5(CHhIEL. BB E R - WEE(P.19)
- RAYHERE (P.38)
- B —2—0)(F—(P.45)
A LA (P.48)
EME (P.50)
- BEEIHI(P.5 1)
BEBHRINUBIERAXROXENE CRREP.B1)
- FFAEEE (P.71)
“DEE(P.72)
 EEHIBERE (P.74)
- FIRKIRIRIE IRES. CRE 4 REEIEE (P.76)
T EENEE RS (P.76)
AR RURE (P.76)
- ZTOMOERNRESRUER(P.77)

- J
( )
- . EIfFARIRERDIEEIH
EIfFAFIRZ O SBERYIBELELEIFAEIE(P.18) - BUEFRRIRR DR SEFIIELE(P.18)
L #5HIERE%EP.18) )

* R TR S NCBERMOTREOBERD S, EERUAVEEFBEEOERFHESNICURI RUBEFBAEN YT ZEV.
DERZET DEMEREZTOMRIICHRNR. FB- B MBI EZELHUF U
BAMICIF. BRERICOVTHERENELEELEZ SNDBENWERANRUFAIOREER. BRREN SEREDNFRSNDBEAT. &
BTSSR PEV LA R E SR ERZTERULTWVET,



CONTENTS

'| . EEE%(:E@?%;I%EIE@*C&) ................................................ 2
1)IEIEAEERZEDDTEIR v o)
DI STAREBE DRETL(RATE) <o vovvrrrrr oottt 2
OB T FEEDRETI(ZBEE) oo v et 2
O)EFTEHAH S BIERIDERIE - v v v o e m e e e 3
3)5-3;?%&“'@]@*%%[:3[/\( ................................................................ 3
D=2 L [ m 11 b oy =31 3
B) D M REEER & D FIIC DUN T v v r v v e e e et et et 3
B) TR D IIBI T U FEE (T DUNT - v v vvv o r e e e e et e e e et 3
D HEES TR T - v v v rrrr et e 4
TYZHBEJHER « v v e vt ettt e 4
o) R R PPN a4
S)BEAT YA — VIR E[CRAT BERRIRIE oo vt 8
S B R oLy b=y t==4 1 O 8

Dy £y m T b === 1= [ 11
25 SEBRDIEEITI OB v 12
EU{’EﬁH(CC):éﬁﬁiﬁ.ﬁH%@g% ................................................ 14

B EHARSCAMDEIFEREETE - oo 18
3- ;’i;‘%‘i?&gj%g“{’ﬁm (‘:. %@i‘j'% ...................................................... '| 9
= 19
CTRRYRARIEEEE - o e 38

e s S ) 45

LTI A e 48

i e 50

11 R 51

JRIZUE « + v o v vt e 61

BFRIEBEREEEE -« oo v vt 71

Y =1 = 70

BESERRIEEREREY - oot 74

R B REAR R OIS TR RTIEEIESE -« e 76

AT ETEEAMETERRE oo 76
L N @ =y = 76
CZDMOEER D AEILGIERT - ovr e 77

4. IEI W&Z)‘:;“ﬁy*@ Eﬁﬁﬁgﬁﬁﬁ (: F;a g' %) ll'%iiﬁ .............................................. 86

BIJSZR <+ v v e e e 89



N
1. BIEERICET 3 EEREOF LD

FEIDFEAICKR L T SR ORMINEROBEIEFERNA FZRAG L. TOIEERZIL > TS,

1 )J_IEU %%‘CD‘“}R
AAEIDER *@‘%Esﬁ‘g*é@%(;i)b\(laf BIREEAZ R I DHIIC IRSURBEDHERZEREL TS

?5'—:7?‘]%%%‘@5&%?\5@ (HZRIER : IFO2IEE Zimlc IAEFIICER LT EEW)
. B ESARE (WERXIRIRE. MECTRE) [C CEBEMDREZE SIFVEE
2 BREISAHHE OBENEDRRAE. MEEEREE. DWEEREE L) XFZDEVDTEWNERE*

* IDHEREIEE (CBI LTI, JBBXERIC K20 MEFBLE (CTR) DAIRE. MEBCT. DEBRKUD T I—ZRiEL T EEL
Ffe. DAEFDEEREN RO SNIcHZEIE BNPEZRRE L., RS DAEZEE(CIRET L TS0,

@EEfEREEDHR (S5)

BRERNFBEOERBECABLIEECDONTE. Mumﬁ%&aauam:a{m%ﬂﬁ@ﬁ%&vﬁﬁmﬁﬁ
ZFENEL. BIEMHAERE (FR) ZBILTVD I EZNFRBL T IEE W, BEFAEEHLEVES
[CDOWVTIF BENDERUDERIEZ EED M LIcBh LMHJ&*&%UBEL\’CQ‘J&L\O 58, B5H
IREE CICREDLEREDZMICRIELITBAIF. REPIEEZERL TS

EID 234 58EC S 2B EFEREE(ERREER(UPN-101. JPN-10258) DE#EESE(CHRE)

REIEH E-
™ 0~2(Karnofsky PSD#5413=60)
SAREAR7 FCOG Performance Status 3(BHF L BMICE5S) (Kamofsky PSOEHE £30~40)
FPREREL = 1,000/uL
B BEHERE /iRER = 75,000/uL
ANB/OECE = 8.0g/dL
T AST. ALT FEEX D IE % & ERRD2. 565 LA
%HE
weye WX DIEE & _ERRD1.565LIA
HERE DER. IO EE(ABEETIEEAMRESLL)
FERXHR. BIEBCT (L EICISL TE A ARAECT)
SpO0,
Pt RE KL-6. SP-D. SP-A (BB Xi%. MEECT. Sp0,ic | E% (MEMMAFLEOIREMRARVUEE@ELL)
BEENBOONIIHE)
BRI HZ A4 (LEICISUT)
FAYME= 2 —0/F— RE= CBELEEC SR
s NCI-CTCAE v4.0 ?I;?;f 2 LUIF [H#% 153, AEEEICHZEN LVEED

*CTHREEERT BRI EXHEERALTIC, DPEMCTTERT 22E (ERHICL). BRERELELSEIRIEEMN 55),



NV MUY V) EBICHIT D (VeR-CAPEE) EIE AR % (ERRHRERRRHER (LYM300258R) DEHEZSE(CERE)

BZEE *
£ HIREXTT ECOG Performance Status 0~2
FFRTREL =1,500/uL
R - 2100,000/uL (=LA SHEIC 5 — K% I/ MR D E D5 2 1S
=75,000/uL)
- AST. ALT YRR ERE L BRO3E A
%H
© BEYILES YRR E 18 ERRO1 5L
MR IJLTFZTJT TR =20mL/%
A= 2 —0/F — Grade 1T [RBRRETEALSHMERE (REEEE) P OIS
R NCI-CTCAE v3.0 R IZE DI

2)FrIFHAL ARG
FEERS T DBEEST AP TREDICH U TIF RSHIICHITREECARIDOEMNY - REMCONTT
FICHAL. BRERTH SRSZRIBL TSN,

3)AEMRIBRIDIREIC DT

BEIFFA U1 )L A+ + U P DEE X (FHBsHIERR M THBCHARR ML) UHBSHI AR D EE (BT,
AEIDIZS(C KD BEFFRIA )V ADBEEMALIC K DR B SHND T ENBDDT, AFIRSITHEIIST
HRDA )V ABREOERZEZ U AR SHIORE(CHE > CEYIIFNEZ T > TS,

4);aEHRPOEEEIR

W SRR ABRRR CEREIDERE M CBYIFLEZTT o TLIEE L,

W R SFRAICERRER (BRER - R DBENR O S ERFMRAEZEE L CREDEHREZIEEL T
<fEE.

BEE(CEBDRDOSNIHEF BEDEHN ISP, HED UL [FHDEFEDEKRSEEZER UICEY)S
MBZT > TLIEE L,

B YA J)VEDKRERRBRDRIAEERD 1 B EDERIREF S UCE25R 21T o CTLIEE L,

5) it DTTBMEREEAl S DHAICDOWNT

RE| SOTRMEEBAIDHBIC DV CRRIREBRAUED SHERSNDHAL I XV (F, LHRMUBHERE T
FAVT 7S, TURZVOY EDHAEE (MPBER). 95VAYT, XTI 75 TURZYVOYED
HAZE (DMPBEXR). 5V LNT THFUATY Y EOHAEE (DBIRA [BENIFEAMDEEICIR
BN RO MUY ) BEETEUYFIYT YIORAT 7 IR RFEVILEY Y JURZVOVE
DOHABEA(VCR-CAPEA) T . LHMEHERE CIIMPBEA. DMPBEUA. DBAEA. Y2 MUY
) (FEEE TIEVOR-CAPEAUANDIABIEER C DH AT CORLMEHIIL TBD F A,
MPBEEA. DMPBEEA. VCR-CAPESAIC DV TIE, IFONR—YDIBHBESRU T LT L,
-MPBEE. DMPBEUA. VCR-CAPEIADKR S5 T5/5=P.4~6
‘MPBEEA. VCR-CAPEEIC S5 AEBH R UBRSICONT=P.14~17
fDIRMEERR S HAT 2HBGIF. HARRIDMINEZG U TIIZEL,

B);FFRDAMMNUIEEIC DT
BRI K D EFRDARER URIREENUTDES D ELEDET,

* MRS
1)\ A7V 7ZHBEERER] 2mLTEE(TILT VI TREEE :2.5mg/mL) UTCERLIEEL,
* BHIRAIR 5

1)\ A7)V 7ZHBEERIEERS.0MLTERE(RILT VI TREEE 1 1.0mg/mL) UTZERLIEEL,



N
2. #5ICIRLT

1 ) %ﬁg ° %% E!;iﬁﬁﬁf&%b‘t‘a@?}i*’%

SR EEE
XV NUiEaY ) \E
EFEE~Yo0507V 2 MERDY V/\FEEHRRY ) \GE

(hgE - 3IRICEHET D EALDER)

LREFWENROVY MUY V) EOHEG. [BRRANE] DIROAEZZAA L. AFOEMMEROLZE M Z
THCEFEUC ETOBREEOERZTD &,

2) Fﬂiﬁ ¢ FHE [ |emuxmnoons
BiE - BE  SRM4EEEAZX]

1. 2RI SEE
WBE. AICTAIL, RILTVZTEULTT.3me/m?2 (FRER) ZLL FOAENIEBE CEIRAR S
%‘iﬁﬁ%@éo FHIFRE72BBZETIRE T &,
OTREERER COHAICSWVC. B2E, 28/ (1, 4. 8. 1 THE)IRS Ui, 10HBRE(12~21
HE) 98, CO3BEZI YA TILEL, 2XIFBTATILE TIRSZEDRT . SXNIFOTA TIVLIEEF.
E1[E 288 (1, 8HB)&RS5 L. 13HEKRE(O~21HE) 6. CO3BEZ 1A T)LEL, 18045
IWETRSZROIRY . B1ERSNOBTRAFHAT OINBUEESHZER U CGERI DL,

ERAREERIF DB AT Y 21—V [RiaBROZFE I+ E5E(NDMM)]
(FSYLIT. X773, T RZVDY EOHAEEIDMPBEZA] | ERHESE IERE (MMY3007))

1~2H 1 HILORSTE 3~ 18941 DL DRSS
WISYLRTD), XIT7 57 (M) RUOTU R W3t/ 7)LRREIE. 15108, 288 (1. 8HE) &
U0 (P) DU R E (DVP) CBLIC. . SUTc. 130m(9~21 HE) 89 3.
C LTV =ETD .3mg/m s s St
(ke 228 (1. 4. 8. 11H8) B5 LI N TSy, |87 7lhecise

%, 10EAERE(12~21H8)9 %,
WEEBZIYAT)ILE L. 2T A TIVE TR =R

DR (1~251427)L),
1~29147I1L 3~18Y10Ib 19891 0L
141270 (3BRE) 141 7L (3BR) 1417V (438R)
N N N N , 3R 3 2i8H 3iEH 4iBH
BR | 2RA | oA e | 2EE | gk TEE | ek | Gk | 4k
t 1 1 e 1 L]
Day Day Day Day Day12~21 Day Day Day9~21
1 4 8 1 (#A%E) 1 L 8 [C2=-9)
(KI7J37) (KIFJ37)
t t t t t
Day Day Day Day Day
1 8 15 1 1
(D : 16mg/kg siEEHE) (D) (D)
tttt tttt
Day1~4 Day1~4
(M : 9mg/m2 & O 5) #1 (M) *1
ittt ittt %1 Mid BHH 17 L ODay1 ~4 S
Day2~4 Day2~4 ¥2: PR YA 7)LDDay2~4121%5 0. Day1 1345 L7 Dinfusion reactionFBED /=D
(P : 60mg/m? R [3%5) =2 (P)*2 BHREELTT XY 220 20mes i s

4



E!&iﬁﬁﬁf&%b‘k‘;@}&*’%

RIWT737. T RZVOY EOHAEEIMPBEA] BS54 %E MHEEE (MMY3002))

1~8Y 1 IV DIR5ITE

BXLT 7S5 (M) ROTL RZvOY (P) EO5
BMP)[ZBWVT. @5, gt AICTH1EL RILTY
=7 UTC1.3mg/m2 (RREE) Z28[ (1.
4. 8. 1THE) &S5 U, 10BEKRE (12~
21HB) 9%

WEEEZIYAT)ILE L, BUATILETTERS =
DT (1~8Y4AT)),

1~8Y10I)L
149171 (3ER)

1388 288 o
[ ] [ ] 1 1 Cm——)
Day Day Day Day Day12~21
1 .4 8 11 (1h%)
(FIFIZT)
tttt
Day1~4

(MP)*
XMPIE, FEHY 1 7L DDayl ~412#%5

YA JILLIEDIRST5E

WO 2)ULIBEIE. TH1[E. 2088 (1. 8HE) %
SUrc#k. 13HENRE(O~21HB) 5. 3EH

A DIIRE5ZEDIRT,
9~18H10)L
14170 (3BRE)

- 3 3BH

1388 2i@H (@ﬁ)
Day Day Day9~21
1 . 8 (1£%)
(FIFJ37)
tttt
Day1~4

(MP) *

Hi% - FHE  SREFHE(BE (BRENEHGHEDIESICRS)]

1. ZRMEEHE

BABRERNIFHAMDSECRD) ¢
U KRSZRDIRTD,

BE, BAICTEEL RILTY=TELTT.3mg/m? (RKRER) ZLL FOAANIIBA TEIRNIR S X (&
K859 5, AEITRE72KEZEITIRSIH L,

B2E 28/ (1, 4, 8. 1 THE)&RSULIZE. 10BERE(12~218B) 9. CO3B[Z 1T

B8YUAU)V7ZBA TR 59 9% a(C(F LEEDRE - HETRSZM T oD\ XIFHRFERALE U CET
Bl 48[ (1.8, 15.22HE) &S Ulck. 1 SHEARE(23~35HB)9 4. COSEEZ 11 T)LE L.

BRE5ZRDET .
1~8Y1 JILDIRSHE YA U VLR DIRSTE

maEs. gAICIHIE, RILTY=TEULT3
mg/m?({FRE&) ZB20], 2.8/ (1. 4. 8. 11
HE)®&RSUIZE. 10BERE(12~218H).

WEEEZIYAT)ILE L. BUATILETTERS =
DT (1~8Y4AT)),

141271 (3BRE)
188 | 2@8 |
Tt 1t 11
Day Day Day Day Day12~21
1 4 8 1 (k%)

WBYA U ZBA Ttz 59 2B 5 (C(F3E[E
TADIVKRSZ T DD XIFHEREAE LT
B0 488 (1. 8. 15, 22HB) #5 U,
1 SHEAE (23~35HB) 9. 5BE YA )L
RE5ZBORT .

141270 (3BRE)

88 | 2@8 | A9
Tt 1
Day Day Day Day Day12~21
1 4 8 11 (1A3%)

1417V (538)
g g g 8 5iEE

1388 2BH 3ER 4:8H (tk)

L] t t t

Day Day Day Day Day23~35
1 8 15 22 (A%)



E!&iﬁﬁﬁf&%b‘k‘;@}&*’%

Hi&-HE: v MViikaY > I\iE

2. ¥V hUidikay > )&

HOTEMEER EOHA* ICHEWVT, B8, AICTHEITE. RILTYVZTELTI.8meg/m? (ARERE)
Z1.4. 8. 1 1HEICERWIRS Uic, 10BEARE(12~218H)9 8. CO3BEZ 1 YA T)LEL.
BYATI)LET(BTATILBICHID TEINRD SNICHEEBTA TILE T) RS ZEEDIRT . KHlER
E72HEZIITRSI DL, BH. BIRNIRSDRHIIZS(C(E K MR5ITHIEDHTED,

RUYFVIT VOORRAT7 IR, RFFVILEY VRUTL RZVOY EOHEA)

1~6Y 1 JILDIRSHE

DY+ T (R). YIORAT 7= K (C). FFVIL
E>> (D) ROTU RZvOY (P) DA (RCDP)
([CHWVT BE. RAICTETE, RLTYZTEULT
1.3mg/m2 (AXEE) Z1. 4, 8. 1THBICKRSL
e 10BBRE( 2~2188).

SEEZIYAIILEL. BUATILETERSZREDIR
I(1~B6T17)),

YA UILBICHID TEDDERD SNIEHEIE8Y A
IIETRSZROIET,

14170 (33BRE)

3 g 3:EH

188 2i8H =
[ ] [ ] [ ] 1 CaEEEsEE——)
Day Day Day Day Day12~21
1 4 8 11 (f£%)
(FWFYI3F)
ttttt

Day1 Day1~5

(RCD) (P)

HiE-HE: REEYI/OI0TVVMERDY VI \FEHRY >/ \iE

7eREZETRG IO,

3. @MY O0507Y VIERT Y V) \FEEHRY > ) &
B BAICTBIE, RILTYZIE LT 3mg/m2(AERER) Z 1. 4. 8, 11 BB (CEIRAIRS IFE T
‘S U, 10EBRE(12~21HE) 9%, CO3BEZ1T10/bEL, BEZRORT . FFFRIE

194 TV DIRST5E

BES WACTEIE NLTYZTELT].83meg/m?
(AkEE)7Z 1. 4. 8. 1 THBEICEAIRNIRSXIIE T
‘5 L%, 10HEARE(12~21HE)9 %,

WEEBZ1TAIILE L BEZRORT

149121 (38R)
R N 3:8H
1188 288 ()
1 1 1 1 ———)
Day Day Day Day Day12~21
8 11 (#3g)

(KIWFI3T)






3) BEAT 21—V ERSICRAT HERFIR [ Jowwomson
aEpmE ISRFRNOEEHIR

(& =]
1. FEDEKSEF. BREFC TS TE SERERICHSWVT, SMEEEEEOBECK U THD1EA
i - RBRZF DERIDH & T AF DISHEV) EHIBRENDIEFIDHCITS T & Fic JAERIAIC
KI5, BEXEZORKCHNERUEKEZ D CHBAL. ARZSTh S5 ZRIInT T &,

(22 (ROEBEICFIZFSULEVNT E)]
RILFIS T, V= b=IbRIE KUK U TBEBEDEEEDH D EE

[EE&5]
ROBEICIFEEICHRS LTS,
1) BB MR, FfRIEESDRES DBIEREDS & FE
2)FBEEDH SFBE
3)EiE

(4157, ER. RALBSFDR5]

RN IFER U TV D ATBEMDS DIBAICE. RAIE LTRSS LIEWTLIZE W, HIRPOEBEICAEID
REENBE. BURBEENRSPICHERUCBAE. BRECBYEZREFTBINDDD C LZEE
[CFHBEL CTLZEV. FATDRACEFES LBV ENEELVEEZ SNFTH, POEBTRSTD
BAIFRAZHIET DR SBEIIRRLU TV, HIRTEEFHICHDRAICBNTEEE T DL 5188
LTLrEEL,

[S4AEE R U RS MK CE T $FREIE(P.19~37Z28)]

(DBENSHAMDOZFHEEHEREZNRE UTCEWS [/ T1EMRRER (JPN-10158%) CRIBMAHRK
ZHEBRUECUCREICBVT, RSFIICEEOMAIOFTAMDOBEEMRRENERO SNTLfcZEN 5.,
KRERICEENHDBENDERSHBICKRU TIE BREHRRIES U < (FFRERERIC KD ITIL
T3 VEREFAC L TRENDB Rt RN ZERIREL. AFERDREZRET L TLEE L,

(2)2009F4H25HE CICHBHEN FHAMDLSH M BHEREZ TR E UICREIRTTRAR WEERME
HE) NUBENICEBEXDRESNICARIDEELUCEER SNDMESE - BEMEMK RO MEHESER
8384 DHEITRAIZEST LE UTc. FIEHRSHSHEIEEE TOHEIF. 1~14H 3761(44.59%) T
FHE L. 71 1%DEFIDIRSHEBERAHUAICERELU TVE Uz, FEIRS EEEENEE CEEL
BESESDHERERF. BETH (TATIL1~2) [CBROHONTVDZENS. BFEAHAFABIRE CEAM
DOEE N CEYFLEZT D TLIEE L,



EIREEEEIEEREE

1. FIRBAEDHEES (UH)
AEDERZEZERT DEEICONTIF. BRGFZERET HH1IC, EREEZBLLTNS I EZERLT
<REEL

EIRBHE(WAIRE LT OB Z G I EICER LT EEW)
1. MEREGRE (WEXERARE. WEBCTHRE) [CCRBEMDREZESFVES
2. BB HIE CEEMMEDRIAE. FtKAEES. DHAEREEE L) XFZTDOBRVDTENEE ™

* IDHERERE S (CRI LTI, JBBXHRIC K20 EBLE (CTR) DAIRE. MEBCT. DERKUD T I—2ZRiE L T /EEL),
Ffe. DAZFDEBEREN RO SNIcHZEE BNPEZRER L. RS DAIEZIEE(CIRET L TS0,

* AYILT—2 3 VOERICDONT
BEIREEOHERICOVWTC. OYILT—Y 3V #RE
ARET T,

(KEESE)
- ERIEREBEE(CTBELEE0L,
FRUTEWVR. EBESR. B (XIR. CT). ZDMEEFERZ CIRm<IEE,

TNBDHEF VYT 7 —YHARHAEZN L TV BE=EEFZBFIRDKEN

2. BIEERAEEDHER(S3%)

EREE(CEHUICREICDOWVTIE, FFIDKRSHIaHC BfRABRKOERSELORRREZRE L. @E1EE
FREZE (FR) Zialc LTS T2 THER U CLIEE Ve BIEEAEE(ITEICEVEEICDVTIE, BE
NDOERMED BRI Z EED EHIB UEBELNCFRS UIBWTLIEE W, EH. BERBRETICEE

DEFHREDRHCRIEUTEHEE(F BSHUEZER L TIIZE0,

SHRUSHEICH T DBEEERAEE (BNERSIROELEESE(CHRE)

REIEE B
0~2(Karnofsky PSDi5&13=60
EHRIEAAT ECOG Performance Status 3(%;&@%;;:;&%@) (Karno)fsky PSOIB41330~40)
FFREREL = 1,000/uL
& BEtaE M/ RER = 75,000/uL
AETOE B = 8.0g/dL
e AST. ALT MEEXDIEHE EBRD2 5% LA
~ BEUILES MR DIE T8RO 1 545 1UP
HERE DEM, I3 EH(EBEEETIEEFARLL)
BaERXHR. FBERCT (3= RRECT) ™
FritRE Sp0; EE (BEMMAFEEOIEEFRRUERESLL)
KL-6. SP-D. SP-A
BN A X AT (B EIZFBUT)
:gﬁii NCI-CTCAE v4.0 Grade 2 LIF [#EEREZIEH2H. HEETBICKEY» LOEEDIER]
*CTRELEMHT L. YAEERLTIC. DFEMCTTERTAIE EFAICLY, BHRERELB(LUBTEEMNI55),




NV MUY VEBIC ST 2 EIEERARE (BRHRERREBROEEZSECRE)

REIER -

£ HREZOT ECOG Performance Status 0~2

HFRERE =1,500/uL
Gl PN— 2100,000/ L (TALMERIUL B HES Z R A IMBHRDEDHE |

=75,000/uL)
_— AST. ALT HEERDIE B 18 L RRO3MELIR
R YIS MO ERE LR 1 5L

BHae ILTFZLTIVT 5 =20mL/%
A= 2 -0/ NF— Grade 1 T[RRI EAGNERE (FEEE0) P 5P KBRSV
R NCI-CTCAE v3.0 RO

ZDthDFEFIR

MBS HIRIEIREE (TLS)
FHEICKBDTLSHEAANATHRESNTVE T, TLSHRISNSERE (P.74 TLSOURIHBLWEEE
SR ([CH U TF GBS FHEE CBERIBEROE=ZYU VI MR SATUA—EBRE5. T 7+ VYRS Y
bR5. 707U/ —)LERS. ARF) 2170 TLIEEWVW(P.75 T -BsEZ2HR).

L big=tlea = ik
EANDIRRELER T &, FEMREEMREREZHREANRE L TCVE T, EEMRMEAIREZFEILEH

EDMEFEZRTHD. TLSOFERUAITNEWNC ENOAREIDRSZE S TS,
* FARMIC20%LL EOFEREINERD S, h DZDIEHEN2 X 10%/LEB 28E

B OEE(DFEE)

ZRMEBHEOENREAIEETIE. New York Heart Association (R5) (C KD /DVBEREDFECClassI Y
ENDINVEERZEITDEENMNOLYZOAN R=IUXADERONDEE REE | £ZEREEDEND5%E
) . N NUHIRRY ) EOERERERARER TlE. DEEDFE CClassI NIV, XI(FEZEEREEKH
50%FFBDOALEEEZBRANZRE UE U, BHIODAL(E. fiD > MIC K DIFIRSRAER. K. 8K, D
ERITESENRDO SND s, WEREGREZIIE (T TR DBRNOD I I—72 UIDVEEEEEDE fx
BETLTLEE Ve DAREDRONICIHEG(F. RORFMRE (BNP. ANP) ZE0EINSEZERL. 1%
S0aIEZEE(CHEET L TLIEEL,

NYHA(New York Heart Association) [C &2 DkEES 48

Class I DIERER Y20 BREEEREAICHIRRA LD D

Class I DEER D010, ZLOERIEEIEENDFIRRY 1), BEDEE)IC LT IR S FFRE-EHE- R OBEDEREZETEHD
Class II (DEER D7z, ZEULVESNEENDFIRRY &), BELUT OBRVES CERI R B0

Class ¥ DIERDZD, REFRTHERY H), ROBVEECL->TH, EERDEEN A5hBHD

B AE(L2EE  SMEFMEBEDEIND G 2 ZHIEBHEBERERU VY MUY VI\EEE
BWUEROZE2MEISHEIILU CHBDEBA. o, FEINEHEROMEEICREITREFRETIFDDFTE A,
BREEOZREEHREZERUVYY MNUMRY V) EERE
BEOLFMEERENRORAEDON Y NV > EICH T HAFIREIDT —F (FTEW D KFIER
KRS TORMME. Z2MEHIZLTHDF A,
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BEOEERDIEE
W2 SRIARICERBRER (BRER - (RN OBRRUSBRIMEZERL CEEOLSREELE
LTLREL,

B EICERDMELENERO 1 DTHHRHMREEZFRHFER VBT DD RSFIDMIRIE
ROIELE. BUAEEICRI T D ERS 2R U CHBLCENEETT,
ER T NEAEIADERR
OZEEE (LUN. KR, #BRE. REMHMAE L)

O DESNEE (FDB . Bh7E . BhERIE L)
OEFEMIR(ICEHE UTTIER (L 5K 5. FHREEFE L)

aEh aREROFEHIR

W aFEHF ABRIRE CEREIDERE M CEYIFLEZT o TLIEE L,

WX SHBRCERAER (BRER - iRAER) OBERNUSBRERAMREZREL CREOESREZLEL
TLIEEL,

HEE(CEBORDONCHEF. BREDEAX(FHLE. BHED UL ([FMODEEREDKRSEEZERE UTaEY)
IFNEZT O CTLIEEL),
B YA J)VBDKRERRRBRDRIAEERD 1B EDRRIREF S U(CE2RZ1T o CTLIEE L,
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Br5 ERRORARKRUERS

ERHBRORARICE T HEEFRIR

[$ER% - 141K]
AENE. 1A 7ILHRISRILTVZTZ3meg2E I D FREH/EEFFTI, MMPELTD-YVZh—=)b
30mgZzEEa L TVET,
Bn-E8 RIFEMH &Mk FRELEDPH
1IN\ATILFRARIVTIIT it y "
3meet 38 (1~30C) AE~HMEABDRXIIME 4.0~7.0
[ESTRDFAR]
BREMEFIICEEODERNUREXL DT ESNOAKRERICEDT. REEZSTEL TS0,
ERASLE]
BESRE(ICRKDEFADBREEN U REBEED LU TDEBSDEEDFT T AFECIF10~120WEEZELF T,
* MRS
1)\ A7 )VZzBBEEBERIER1.2mLTARE(MILT VI TREEE  2.5mg/mL) UCCHEALIEEL,
* BRIRANIR S

1)\ A7)V7ZBEEERER3.0MLTERE(TILTVITHREEE 1 1.0mg/mL) UCTERALEEL,

g5 &E]
MRS EEIMNRS CIIRSRENEIED T IDT BEDOERIF T EFELTLIEE0,
RILFYS T DRSS SEERDRSRE

RNFIITHEE #5742 (mL) FINTIITHREE #5748 (mL)
(mg) ET#H5 FirARS (mg) ET#HE RS
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 2.10 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 2.50 1.00 2.50
1.60 0.64 1.60 2.60 1.04 2.60
(A% EDiFR]

D AFFHRESHEONRMEESBAI CH D ch. ARBEFRZERA T HFLEBCHFR O TS, &
BN E X SRR (C AL LTS, BMEM ZE S ([CAmM O KICNA THER Lo b KERZAWVNTA
RICmRLTLIEE L,

2)AFDRRICIFHBEERER (0.9%) LAHIEA LIEWVNTLTZE L),

) AANF AR U CER L. BAREFESHBLMICRS L TLIIEE L,

) FANFERF CI D FARIE (BIEE T) DARIFESLDIHNEIFD D FE Ao

S)FEIDINA P IVIETEEEWVEID T, )\ A 77 )UHRDRERERIFETICEZ L TEE L,

B)BRBINABLODIEERSICHLU T APV 2ERLTIEEWV, /A T7ILHRDIZRIFBERLENT
<IEELY



R5ICHT HEEEIR

[(575i%]
* RS
REEAIICDOVN T EADARRES. BEHI TR EICRS T 2R E BB E B U BADRSZ#IF T EE L,
- NEZED USIEMBROERDENT & MHEEICER URIA LT EE L,
- NUEIRY V) GEISH LTI, B MRS ORKRRBIEIFSSNTVEEA (P.4~6 Ak - BE. HMIX
EDE REICRET 2EA LOERZSR).

BIUEBALICHRORUET 2RI T &,

W7 N REAHE B DZHE 578
DIEREZE L TERDIR
INDYERLTIED, +071FER N Z
BONIFLIEOFT s

M EDRAEFDIECDATEE
MHELIEDFT,

1SR 12 5 IEE)

* BRRAIR S
SGERTFT 21— T ERUCKRE, #5554 VRICARDBRDEEB LAWK D, SISHicHRBEERIER T
IovIIUERT,
MIDEE| AN EDRAZEET DD NI A KRS0 DIL— h2BE U CEEL T EEL,

(125 LDiFR]

DERRANIEEZ FCDHHRE LT EEL,

2)RE5%(E. RUEMER (EIIHEME. B8UE. DBEREREEE) HH SHNENNE D REERSEZITD
TLIEE L,

3)BEHAERICHEEDB%WU LIER UTcZE(E. AREEZRESR L. ZR58ZBsE L TIEE L,

[MESRH]

AANE MO AA (irritant drug) ICHRESNTHE D MEANTRET S CEBEME CICESTEND
DDBAT CKAEZFC I HREMD D DT FAIZRS T DERETDISTR L TLIIEE L,

1)HE2=F : Nurs Today, 21: 24, 2006



ah BFAICKDHE-AEDEE

SHREFREE:

Grade LA EDIFMEEM GRIEME— 1 —0)\F — - #EESHERZIR<) X(EGrade 4DMMREMS
([C5%22 9 DENERDREIRUIIHEF. BE T F CTHREL TLEE W, R5ZBRT 5E(CIE AAID
BREICLOAMMEBREZIERCHRF U LT R7ZEZE UV TCHESFZER L TLEEL). BIfF
ANEE UIFWEE X FHERSE (0.7mg/m?2) THEFH T 5 G(d. aFNDIRSHIEZZRL T

[A1NN

Grade 3/4* DEIWER GRAM = 1 — 0/ (F— @ HEEEHEREER <) [CH T DHEOER

EERRBFORESE BEDELR
1.3mg/mz2 1.0mg/mz2
1.0mg/mz2 0.7mg/mz2
0.7mg/m2 w541k

* NCI-CTCAE v4.0

XIWIT 7SRO TL RZVOY EDHABTEICS T SRASRATNUBIRS (RaBDSH T EREE) !
YA TILLBEDR YA UV 7ZRIAT HHEIICU I 2R L T<IEE 0,

W /) W80 70,000/ u L ER OBFHER#0Y 1,000/ u L ECTHdH T &

WEMAENGrade 1 XIFRSFHMEICEELTWVWS &

EEN /Lo 7SURUTU RZYOY EOHBEEICSIT 2% AEEEDER (BIRMINE)

St B%-AREENER

LY BB MEEE
¥t 4 5Grade 40 4F R EGE D E G H M &S /R D E D | RYATIUCENT VT 7T D25% R ELEE R
ALV TROLNIGE
-AEIFIAE (Day 1) LIS OAEIFRSHIC I/ MREH30,000/uLITXIE | AEIDHSEERR TS
FhIREH 750/ UL T DI5E
AFOBEFEL 254 (B2EBEEICSE L LD R%XY NI | FXEOBRSEF1BERE
B1EHRSEFC2E L EDRE) (1.3mg/m2—1.0mg/m2, 1.0mg/m2—0.7mg/m?)

Grade 3Ll EDEMAEHFMENBOHOSNIEE EMERDY Grade 1 X3RS HICEIETIETCAFDZSERZE
%, 2D, AEIDKES 261 EEFERE (1.3mg/m?—1.0mg/m?,
1.0mg/m2—0.7mg/mA)L BT

AFCER TR 1 —O/NF— IR EEMREI BOONIEE PA7[R12 KM 1—ONNF—N 3 HREEHEEICNTIRE AREENE
R|ESBL TS,
* AT 7T OFBEAR (9mg/m?




BEON MUl ) (fEe iR & U ERREERRAREER (LYM3002588) (DVCeR-CAPEF(C
B FRIROHAZEA(VYFIRT YIORAT 7N FMVILEY Y TURZVOY)DRE
AEEEZLTICRUE T VCR-CAPEAICEWVWTC2UA J)LEIEDRY A J)L 75T a1 LT
SR L CL<TEE LYo

M/)\REH 1 00,000/ w LELE, 375RERE0Y 1,500/ u LI ERUANEIOE /BN8g/dLU L THD T &,

JrmEE AN Grade 1 XI(FRSHNEICEIEL TS &

RILTYZT (LYM30025ERDRILT Y T DEHE)
KACREND D EBR SNBDMAREMZHIRE UCBRECIIRIZERICUT. A - HEZZEELT

<JEE0N

MREMUNFHIBUBEOREIORE ABEEDER

2I(EH

RiEHAEEENER

TEEOWThhHIRELSE
“BEEE OGP R BRI ME (Grade 3L E)
7THEEBZ T 55k HE (Grade 4)
- If/)\#&%710,000/ uL K

FFREE 750/ uL L. M/)\R#825,000/uLl EICEE§ 3 CRR2BEAE
AREREIEAD LROEEET

EELEWEE 5 HIE
BEL-BE 5 EF1BEREL RS
(1.3mg/m2—1.0mg/mz, 1.0mg/m2—0.7mg/mz)

BERRBALNORESRICTEEOWT o BELEEE
-[fl/)\i7%25,000/ ULk
SFRERET750/ UL

5 ERR2ARERRR]
2B BAPEIER T BHE I TDREEZF YT, BEYIVILATRXYT

LS DS IRITThEN

VOORRAT 72 R RFHVILED 2 (LYM30025ERD Y IORAT 7 S B, RFVILEY VY DE%E)

VORI 7 T RXF PFVILEY Y (CEHEND D EE X SNBDMRBMZFHIRUICEETIIRI0
ZHZICUT. FYA4O)LDO THBICRSEZHE L TLEEW. YIORAT 7 Z NE FHIKE
21,500/ L. [/)\r#= 100,000/ uLOBZEICDHEIEL T IEEL,

MBSHDRRLIBEEDYIORAT 7 = KU RVILEY O RERE

ANC (uL) BRUsFshIRig D

/)i (ul) ®BE5E

ANC=1,500/uL

>100,000/uL HEEN100%EHRE

ANC>500/uL
and FEREFPIRRDELL

>50,000/uL ANCH"1,500/uL. Ifl/\#z%»" 100,000/ uL
ICEELEDE, MEEN100%EHRSE

ANC<500/uL
and/or SEEELF R D
(ANC<500/uL+38.5Cl EmH#h)

N/A LD N TOHA7VTG-CSFDE G ERIA

ANC<500/uL

and/or FEEMELF IR D IE

(G-CSFO#E5IZHEH5T . ANC<500/uL+38.5CLIE
DFEE)

<50,000/uL LIBEDY1II THE%25% K E

ANC<500/uLDEH
and/or EHMEIFPERITED B (G-CSFOH%SIZHEE
H5F . ANC<500/uL+38.5CLI_EDFEL)

<50,000/uLDEH LIBEOYA IV THEEZILIZ25%RE

ANC<500/uLDIEBDEH

and/or FEEMIFIKEDENIEENDHH (G-CSFNHE
53 I2E0BEICHENHS Y. ANC<500/uL+38.5C
Bl EDFE)

<50,000/uLD3EEDHBFE | #H5HIE

ANC = $FhE# G-CSF = BRIk IO = —RIHEAF. N/A = Z4 e
E 7 NVHRR ) D NEDBEERBICERT 2 M/MGEMEDN # 5N 3 BE T, M/MREIEEEZRL THRETI2DEIL LV,
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-UYFITT(LYM30025ERD UYF I TDEEE)

BRUFFXR D+ U7 CHESENRIEUCRE TR, VYFIRTDIRSZHIE L, BYEaEZREA
LT<LrEEL,

S REIRIE ¢ U7 O HBeH BB » DHBY DNAMIEATES T 5 5 7%, ALTIE I CRADEBIN & & A & % IREEDHE < EI

IFEMEFX v VT DTESE LT IVZIEED & S h TV udrug freeDIREE T, 1 F LI EOERREAR D 5 5 3E LI E D MAEIRE TOHBe LR H Fit

Ratt, » D@ALTIEN FEER (30U/LLLT) . »»D@HBV DNAE #°2,0001U/mL (3.3LoglU/mL) K, D¢ T % it /= § AL
BARREZS BREFRARA M KT/ B3R LY

- REYILEYY (LYM3002:RERD REVILE Y DEE)
FHSEREZE T 254 R TOBSBEEHICRE> T RFVILE Y ERE LTS,

FaEREEZEa 9 250D RERE

MiEEVIVEAE HRERS
1.2~3.0mg/dL(20.5~51.0umol/L) BEDHEN50%
>3.0mg/dL (>51.0umol/L) BEDORAEDN25%
>5.0mg/dL (>85.5umol/L) 5k

-UYF YT (LYMI002HERD U YF+ YT DELE)

BEDinfusion reaction ZFIRUCEBETIE. UVYFIXTODFEAZDRIEL, BEEREMEMECIHU T
FEOA (B BaRNER. B, R [BEXGRE,. YT VERSZY PN /1) #RELTL
EEWV. FERNDTRICEE LR THEIORE (B © 100mg/BFN550me/B) (SEEUTEAZBRT
HTENTEFXT,

HMILTFYVZT(LYMI002:EEDRILTV =T DE#E)
Grade 3L EDIEMFHEMHRIR LSS (EGrade 2L FICEIET 2 THREL. OE LEZIRSEE

TERESEE L TIRS L TLIETLL (1.83mg/m2—1.0mg/m2, 1.0mg/m2—0.7mg/m?2)
T EREREY GRS 1 — ONF — SRR ABAICE, PA7 [R12 RS 1 —O/XF - XA REERERICHT 0 - BREED
BRIESBLT LS,

- RFEVILED Y (LYM30025EERD RV ILEY 2 DEEE)

RFVILED Y OfR5E(F450~550mg/m2(CHllR & T E RS NTWVE T,
T RZVOY (LYM300256E8D 7L RV OV DE )

JURZVOVICEET BEERZHRE UCHEFREZRET dXENH O EIH. 80mg/H%Z T
SIEVNKRDICLTLEE L,
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KM= 1 —0IN\F— S HEEEEER

SHMEFREE. V> MUY /) EE
FEICERT D EEZ SNOREMET 21 —0)(F—NFMERSHEBHFERE UIcBa(ldE. R12(C
I AR AEEBEOBRICED THE. MEN([FHLELTLESLY,

KM= 1 —0\F-XEFHEEEHRREICH T AL AEEEDER

NCI-CTCAE Grade* (fEIX) BE-HEEZENDER
BT/ IEEEHKEED AV Grade 1 &L
(FERD BV FERRADETEIHEEE)
ERE#S5Grade 1XI3Grade 2 1.3mg/m2MDiFE1.0mg/m2ANiKE X 31.0mg/m2DiGE
(PEEDERD $5: ORI DOEEEBEEDHIRR) 0.7mg/me~i% &
ER%#SGrade 2X 3Grade 3 BT 3FCHRE, ERPVEIELASEEIE. 0.7mg/malHEBLALT
(BEDERYHZ; HORYOBE EEEE DHFHIRR) BIERESICEE
Grade 4 5k

(E@EEDI T BINEERT )

* NCI-CTCAE v4.0

*x FORVUSNOAEEFSE REOER. BARPRIROE W), BEEOER. £ROBEELEEST,

Rk FOREOAEEFEF: AB, BR-FHIR RFOEM ML OMER. EORRNEIEET. BAZ)TREVIKEZS T, EGMFC(BIILAEEETOILT)
PDRERERDOEDEDEFERSTIZEN TEBIRREEL D,

(8%  BEERESHEED—FJJIb—T(IMWG) BRI HRE - AEZEDHA RS51 V)
EHEEEED—F T 7)L—T (IMWG) 'S, AFRIICKDFEIBUEFREME = 21 —0)\F—(C 9 DL H

SFEDHA RSA VDU TOEBDIEEEINTVET, P

IMWGHRERT 2 Fi%- RBZEEDHA RS2

EREE (EEWK) RV I T DR HERE
Grade 1 (HIEEE. HHHET. ERFD1DLEEEDB) | RILTFIITOHEEILANLKE (1.3mg/m?—1.0mg/m?—0.7mg/m?) % /=13,
TERBE LSRR 2 bRV BEES #1T-> W358 1k BRE CEIEREICER,
R EIRREEDBEED H BRI T3, 1.3mg/m2DB1EIRE CRAT 52 L %48
qu
Grade 1 C&ERBEES RV ITDEAES #1T-> TV 3551k AEREILANIVEE. /-3 BA
EJalER ECEIRRSICEE,

Grade 2 CRBEED L WY, ABEEEEICKEN HD | ATV ITOBIERES #1T->TWBBEIE. BEEILANVEER. £7/13, —BFHY
LRk #4853, Grade 1WCEEL. VXTI N2 T4y MEDEIPSEE LULMEA I,
AELALETEIERS THER.

Grade 2 TERBE*D 5k
Grade 3STEEDNERVBEEFEIEICKEN %S
Eal=N

Grade 4 TEhlT &L

1)Richardson PG, et al. : Leukemia 26 : 595, 2012
Q) SHIUBIMEDZEIEET FEIR HABEFRRE] OEE 20125108 1HHETp113&KDHME




afEp  IRSHRPORFRAEE

BIfF ARRE OIS BRTIEREE

BIfFAEREORSBREE. 1Y 0)VEDRSHGHEEERC K STERARIERDER R L ORKRIRE
ZRELTLIEE V. BSFBICOWVTIE. BIFRDIEEPR14. 150K SBERHIMNMELE(SE) 25
RO AHMULTLIEE W BFRNERY(FEE UIEWEE PREBRAHINEREZ M S EVEE
(& (TS U CTREE (BRI 108 ZEELER U T EEL,

Bl 251 auE R SEmLEE (83E)

REIEE | P L2
2B REEZTT ECOG Performance Status 0~2 (Karnofsky PSD154& 3=60)
= ECOG Performance Status 3 (B X I3 BEICL 315 4) (Karnofsky PSD5E4&1330~40)
ERRIRES PR EkER=1,000/uL. M/\#R%=50,000/uL. NEJ/OEE=8.0g8/dL
FREEEARE (B EIZIELT) BIEBCT. BN MBLSRAIANE | IE % (MEMMAFEOREFR%LL)

* EREERFER (JPN-101. JPN-1025%88) Tlf, AR DIERAREIBEETHR Lo /-, AEBE3ARBERL CTHEERDRIEN BOHSIEVEE
(FEM#%EF M TGrade 2T, Mi%zE14 TGrade S TICEELAWVGE) IE. RYAMIABITE TG R IEELE,

N NURE Y ) \EE | iS5 EERYIEERE (S8% . LYM30025EBRDEHE)
REIER Fpr R

NCI -CTCAE v3.0 GEM#%&Z14%) Grade 2LIF

FRPRIRE (M &%) FFRERE=750/ul. M/)\R#=25,000/uL

* EFE£RERREER (LYM3002:ER) Tld. AEIBERR2BRBEL . £ KELTHRIEROREN BHSNEWGE, 5P 1EEL,

REDAF v T ZSAL. AEIRERIC L SEIERER

MMERES. BIEES. 8illfdE. REKENICERI HEFHADEEF, R5DAF v T &%
SHRIERUOREREOLERDBIN CTI ., Fic. EEFEERDFERZRAICHLETDHIC. =25
REPHITA ZILOBHERARERIBEOZR#IZEL C. BSDAF v T BESRIERORERBOER Z1R5]
LTLEE L,

SR

AENCKDBERICUATODIBERICEZHE UCEE(F. BPHCAFIDRSHIE CRERLE) ZZEB LT
<FEEL,
1. 1H{%5DRAF v T RENUERSEDREZEZL CH. BWEANBECELWVES
2. BEEINEEER EIER) ICK D ABERGED R TS S
3. 2MMEE - EEMRRORE (P.20. 21 Z88R) H'5Rh o1, AEOGEA R & Hiks NIciga
4. REBEOHSHVFEERE (PD) BRI NICIBE
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HiEE (S 1EAHEE - FIE AR ) DFREBIRR
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GERTTRHAE FEEARERE N OERNERR) . SIFFHRBEDEN EF S EVREGED Y
MUl D ) (E7z g & UTZER AR MARRRARER (LYM30025ER) [CHBWVWTHRESNIhhES
(RIMAEE - BEMMXZO) DRRRRZRI6ICRUE T,

fEE (RUMEE - MEMMNSE) ORWERRERR
(BEPREER)

JPN-101 88 JPN-102: 8% LYM3002& 8% VcR-CAPEf
(34451) (99f) (24011)
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0
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NIV 4 ReREffEE
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k% [RMUFAMBBUEREEICHEINDIER

(ESERRTT R AE]

(o]le](e]ellellelle]elslelle]ellelelle]])

=

ASTE (B R AEERE (RRMM) {EFRHEHZ (NDMM)
(1000f31) (186f1)
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7(0.7)
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FRITNEMR EEHDEDAFICONT

FH EERBROEE CEFRVERFMES (REMES - BB M) ORAFER DI, BRIREZHT
J0—F v— heRBIRUE T, FAIICLDBRABFRE. COTO—F v— MeSETEREER.
BREDOEERGI R ORBEDENZT > TLIEEL,

[AHNC K BBERDOINENEE - B MR ICEE T 5 FREIE]

B EEDEFRE U CRUNOHIR (FERZ#ZZ0) PRROLIRICTERU TS EEW, Fic, HEDH
h5EiTdHdWVWIEERHRICERO 5NBDHZEN DD XTI,

BEADZEMRE LT FAERVEEZ (T58) NORENBFREFE (SpO2) DAIENEETT. Fit.
HIREIEIN PR LR (ICEFENRETYT . HE(ITN U TEIRMAZADHT EIRMERDE) Z3Ei L T<
20,

BT ROEEFRDRD SNICHEEIE. EBICABEIDAREN (IS5 IEZR5T U, A RBRRPHICEERX
fARE. WECT (IFEn#EECT) REN UEIRIIA A D72 R U MMES - BB MM OB EZ 5]
LTLrEEb,

W BESXRERENOMECTRAEZ R T HER(ICIE. BEORIARICEFRELTLLEEW, KB U (B
) TR ITDEZHRLF T,

WX ERRE R OECT (XIFEDEREECT) REBICTHEH DU FE MRS (IF(C T D ATAREE N/
[FHERIER) DR OSNICHBE REX 1 5R) [F. 2UEMMES - BB MM ZRE > T IEEL,

BT ESREREFEOEEERICRDELIIKDIFREARANTT, BEICIFHH5H UHHEEDOEEMEIRICD
WCZDERKZHRAL. B UZNOSDIERDERD 5SNCBEF. BESICHEMER (EEKE) #2529 54L D
BELTLEEL,

B =R (. (FIRESEREDBEERZRA TCRENERFZ2 AR AFIZEMB L T IEEL,

[FRIDIAFEX (125 IEOFHIRTEHE]

iRz 5 S BEDER LCRBENE LB SNITBAIF. BSICHRERISHIEZRET U, 24 I EHICHIERXER
RE. BBBCT (LSBAFRRECT) MERUBIRMAR DT ZREL T EEV. TNSDRERBRK DRI
B - EMIAD RO NICEAIE BFABZRLEL TSV ZORIFABER COBE (CUNLDIAE
SEFMBDENEE U TLIEE Ve E8B. AR KD MRS - RIBE MR DERCFRSHIDERNEE
E1EBD T REHNCHINSDREZERT DT LEHELET,

58, FBSRIEDHETIC DV T, P.18DRSHIEREESTBRITES L,

20



ERITRNEMRR EZHDEDHFICOVNT(TO-Fv—hF)

BEDER ! EEMDERFT R (L7R) -
WIFnhHo

2. IZBRDHE 2. SpOAR T IR SRIEN'S

I 5% HET

L 1. RN — - q— - BEEETISE i
' ' ESEs E :

[/EE'] [/E,%']
FEDH DT DDV IEESHAIC ESICAFIDREXIE IEREODIE N, RS20 _FRITH T4
FKIHTDIEEDHD RERILZIREITD ([CFEITDTE
_ HIEBX ISR TS

REFDIRRIE KIERCT (B9 BRAECT) AR

2~3HDZBERED BARIDA 2T

T(LL l
Kﬂ@&%ﬁﬁ%

PREMPEEEDH % 1 FEFDUFRAMREZ DD BFICTDAH
‘ SARRERE RO/ IFHIRER) % 1

Z ESIEHL
Fﬁﬁ"‘iﬁ%ﬁ( & SERHRE DL

V=it
SMEREEDREONIEE . M TIRSZRIEUTIEE VL HRDEE (S,
ABERIZ(ICRTUERETDEIE T (ICUMN AT EREER) [C CELIFEZRIME S D Eo

9

XOT7O—~N(P.23)
(RMEFEZEDRBENRUOBRADICH DIGEZEIIR)

X1 ARRSFBEICIERRED D HEE . RO FEZZWIS (3, IETHRF R
EL;<(JD¥D& SRIERNICR DIV Y ILT —YaV ZREF A TCEHE - S27E T D0

NILT A RefffEEE=EMIEZEREE

21



HfEE DRI & ARDEDHFICONT

[S4EAEE DD NTE S DXTIN]

SRS - BEMMADREONESE. BFARDKRSZRIELTLZEV. Z0%(E. AlREZEICU
XIGETREREER) [ CLATSIRE DX It7E Al REIFBR D B ICRIE L T IEE L EH. RIEMIEE - B MmO
FONCRHRTIE. MEEOREE U TIRNTOAERZER UCERZRIBEL T EEWV (R5T01 REE
I TIEL  BRRYEPOHEERZEDO R BEZER LR ZERET T ).

DAFIDRSZ g1k
2) A7 04 MEA(VAREZZSD) . LENEYE. STEA MERAICLDEE
3) TR D e DIRE Z K

(SRR - R E TEAH R DERIES ]
SEREE - BEMRRICDOWCIE. IEREERIEZH SBEILGAEDUETY . RUEMES - BEMMRKA
RONBDHE(E. FUTDREZ AT NEFNEPHICEEL T EE L,

B OSMEGIRE RICEDMERECT [ KD 5HMFBEIR AT A A R)

B MEFBIRE (MERFHEUE L)

W R RAENY—H—(B-DIILAY . CRPEE)

W BSUERE (8% - IR - FRIBE . BRYEEGTFIRE. IRALV IR SNIREDNFRE)
W EB MR~ —1—(KL-6. SP-A. SP-D)

W ORERERE (DEX. LI O—. ANP. BNP)

Fic. AR CHNIFTE MRS (BAL) PREJIERMMER (TBLB) ©REL T EE L) BALIZCTERT
(FERIDHE L= 1 —EVAF AR P DA VAR EDEFRCRILEE T, Ko, RIERBFT R ZHER T
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SRANHFID AT OA RRIFEDPIIERTSN S CENBDE IO JRIFFETEH DT B . RERTIE &
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ERCTIRESF =B ICRIEL . BBZHRIT D L. FHIICLDMESHERONIEZSICIE. 5
PIEHZOBFNEZITS C & [[ERFERIGER . [BRARRE]DIESR]

4. FRIDEAICH e > Tl FMINEFZRART D &Eo

24



BEERS(ROFBEICIIEEICKRSTDIL)

BEFREHRERZITOUNEND D,
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@)2MERMEAMMKICT U, FE FD/ILEVVIBRIERUOSHAEYYSEY D245 B # it =8
(2000mg/m2/H) 7ZHA U BADERREERICHW T, A8 & DRRBERZETE CEEVR TR

EXSEIERA

S (CIE EUFNEZTD &

(1) FifEE : BEMAHK(0.1%. 2.5%%). 2MAHKE(0.6%. 0.4%%). K (0.1%. 1.6%%). SERIK
E8NERET (0.1%. SAEARY) B SHND T ENDHD T, RYIN. IFIREHE, K, %, ROFERE
DOEFER®, WEEZH R, WIS COREODERZEE(CEHRI D L. Ko, A& U TER
MEREANEPRECTEDREZ B (CEEL. EE(CREBZEHRIT D&, MESEZMENT

A) BRI 2FHIRE (BHRIEBWEZNRE UTRIRAIR S CHIT DENRAREER. FEERNERENRUEAMERRE. I
Ulcxr NUiiiigy ) ERUSF B iR E TR & UERAERER(BANERNDH) DES

[fREH : FPEEICESET DEIEA]  «rtvmosita e McRBL T SHEEORBRILTORREEL. HELTEIET,
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BB EEimmn | TRCLEBEERER
5 - " MMY 3007 8¢ — &&t
I EE . L | BEERRE e | (NOMM) LYM30025
JPN-101506% | JPN-10256% RE (NDMM) DMPBE: VCcR-CAPE#
(RRMM) (BERADH)
(BARADH)
(34631) (99fl) | (1000f)) (186) (1161) (7)) (1337f)
R B ¢ 1(2.9) 7(7.1) 24(2.4) 2(1.1) 0 0 34(2.5)
Bk 4(11.8) [ 5(.1) 12(1.2) 1(05) 0 0 22(1.6)
BRIk E 0 0 5(0.5) 0 0 0 5(0.4)
SRR
R 0 0 0 0 0 0 0

MedDRA ver16.0

T MedDRA ver19.1

1 MedDRA ver20.0
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[EFIEIC LD E=EFFHREERIC &K DHEEHER]

FHINRRALEE R SN DIESERZIRETT DI, HIkREIIE. ERZMERIE. BREEIME. K
EZMEPIE MO MRS SFIERD B S NCE=EHIZESHRESN CTHDET, 2006F12H
THD'52009F4H20HE CICAAIDMERSNICSH L BREEREI.S56HCHITD. FEIDEEL
JeEBZASNDEANEDIES - BE MR M OREHRESER (LUT. NI A NOBEhEMES) DRFRI e
BURSRULE D,

3.556%ID>5. 83AIDHE (14lIEE—ER ChifEE & EKBLRIMAEDIRS) A D . FESE 1441,
BB MRMAOS5A]. FEHESR 1 56 (EERIECH. BEESREIAIEZIE NS, FRORMATKE2H. i
161, EMMEREEREE 16 TURZ. INSDD5. WG tkFAR REEAKERAR) 8236IT
(F31BIDFHED DD FEESBEIF3.8% T LT,

FBRERSHNILT A NEEMES CH OITEAD OB, F=EFHNZER COMESTEHESN
12DIFB65.3% THH . BESNITEFDHIEDFEAEDRIED UL FDAETUIE, —7. Tk
HEENVT A RCEERES CEN o felCED D DO FRE=EMEZE R CHMlEE SHIES NITES
D46 D FEDRMRKER OCEBESRIE C Uiz, CHUE NLT A RNCEERMEE D D ZEA4 S
B Z RIEVL DG MEBBIUTEZE T DEADD D DAEEDHFRIDAERF T &0, KEEZRI
TETS EBRS ORI _E DR 7Z (£ 0ILUVVERI DY DRI ORI IcHEB A HSNE T,

F=EBHMZERDHEZEICNUVT A N EEMESZBIERFHEDED O LL FDLDICHFELFE LIS,

NIVA RS EREE OB R DTS

WEEES G/ — > %
. B Z U AOREE. 7455 ARET. E3|HS B REZOMERL
» DADZ 550,
OSSR HP (HR) & KL TY) 55 RRE T EORAPES R E TR £ R bD.
Z 0tk DADEL. HP (HR)EX DU Fhic b AL &L b 0,
Bk G N DRE N EENT. WEEROMABEZ 515 b0,
B AT : RN BENT. LRAENEORES 5 S EXEOEE Y SEAROFIML %
EHM BRI B BB b0, Bk DEKERSC EFBL,
£ OBEOHEET 22057, BEHICREFEFS L0 b0, EEL. WA
ERRME T AETET B DA S,

DAD:diffuse alveolar damage (' % A 4AHIRIEE)
HP : hypersensitivity pneumonitis GBEMER%)
HR:hypersensitivity reaction GBEH RS)

NIV A RO EREE DR —E

JEHINo. REERZ TEFIDFEM E=FTHARESDHIE BEE
Sk 22,741 ! ] SEESAEAT |
1| pEpeAn gﬁfﬁﬁﬁ"%&%mﬁ“%mWE“"’*:*W U ARSI (DAD) RAHES | P.28~29
2 | 2MFRERe g%g_‘iiﬁéﬂi?égﬁ ERER-HTSELBANAO Capillary leak syndrome®¥ P.30~31
3 SPO{ET. {ERE M E %ﬁfﬁ%%LT_E’T’»&JBﬂf:ﬁﬁlliﬁ‘}ﬁ‘ﬁ@%ﬁ’lﬁ%%ﬂi EEEEMIE P 39~33
4 REET M A %ﬁfﬁ%?ﬁL:E’B&JBﬂfcﬁﬁlliﬁiﬁﬁwgﬁ'ﬁ%ﬁﬁﬂi BRI AE P 34~35
EMEARBEDESELSEVWRABEDSREEBEEE | o - N
5 |ERRMmE B REL BRI TR S -l BRI A P.36~37

AR @ BRRIA, 52 1 1859, 2011
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BEORRBRRICOVNT P — MNEEZEER L. BAEARNIEEAITOBHRARIICE EH SN
TVET,

[EIABIAREIICRET D AEFIFRES]
BAEARAIDERE TR SNICRMIHEE - BEMARO7FIIRED SN TNE T,
7617P.30. 3 1EAIN0. 272 ZTAB SRR AEFIDFHDHRED SN TNE T,

(1FEERAREREICH T DR HRES]
NIVTA ROFEFTERD OSEHHEES UCERL CUe, BEXIFHEAEOLSHIEEHEZNRE Ul
REERNEREIC B DMEEDRTINRDHSEY SN TNET,

[EEREBEKIFLEEEIC KDL 5IER]

AEIRSEZO2EMES - BEUMAORRZZH. AFDOLZEMENROBMEICET DIERZES
EDIEEREED . EEREBRBHARBON—LNR—JCRBEINTVET,
(URL:http://www.pmda.go.jp/) (2019F7831H77tX)

1)&ERBAE(FD  BRRIAE, 47 :1521,2016

2) %A | MR- EHAL 55:312, 2007
3)Miyakoshi S, et al. : Blood 107 : 3492, 2006
4)Yoshizawa K, et al. : Cancer Sci 105: 195, 2014
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SRS E - FE AR OESIRB K U ERFRR
ERTOZMAES - BEMINFERAIE, ZNZIUUTOL S SHRFREEZZE > TNET. (Cy:

P42)L.D:H)

| fEFINO. 1 GREEFRE : RIEMEMY) |

[(BRX(FHATEZFHIEEHEZWRE UEARRGEER T8 SNIAES]

[ - 4RI 60 -2t [BR]1150.5cm

[{AE]154.8kg [EMERE]SL

(B EE] FIREMERE [SHEIRR (TR . Bk, KEZ DFEEE. B, {ENallfiE. EAIbIE. EH.
0\ HFEL

SalMESERIICOITDFEER DD

[NILT A RS LAIV] 1.3meg/m?

[FIRE TOHIE] IR S5FHBI0HE (NLT A ko254 J)L3[EHRS)
[BRARAEIR] FE24, 2. KB SR IIE

[#&E]
RE Bify #5a FIARE RE Bify AT SR
& kg 54.8 Plt X104/ uL 17.6 4.8
#B C TP g/dL 13.7 9.6
SpO2 % 98.7 ALB g/dL 2.8 25
Pa02 mmHg 87.9 127.5 LDH IU/L 188 519
Hb g/dL 7.8 71 BUN mg/dL 17 18
WBC /ul 6090 4410 (RI|R#ED2) Cr mg/dL 0.97 1.03
Neu % 47.0 93.0 (I %D2) CRP mg/dL 0.2 8.3
Lym % 39.5 6.5 (EIH%D2) KL-6 IU/mL 1510
[FERIEE:E]
S RRpaET BOERXHR : BE A Lo CTLR— M CIRRIMEFFICEE S L (120, BEMMAREZDZRS Tl BESTRICHOT P ERHES

B1z)o Fh BL Lo

Cy1D1~Cy1D21

P 7113, B EE S <R,

Cy2D4

SRICTAREEBIRS, RAIET 55 bBBE Lo

Cy2D47#5Cy2D6% TIB8CHFEESH V). HaH V), WKL L, ZERFICIE, WEXIRER., FIRFEZD0. FTE&Y

Sens CEREEET N, =2
p— w5 " - e s :

Cy2D10 (38 R) ié@ﬁ@ﬁﬁ[ﬂlﬁ ERIBL.BEAR. ERIOSMMHREBH, MEF STAEL X704 F/ILAEEE, 02:7L
DA REXMIERFRICEY) SEREERITL 2D S P EREERRESINE D 5/ MBHRETHB-DIINVA YA

kXAOYAILZ (CMV) FURISE. influenzaldBatd, FREPL I H 25 bRaM,
RIWED2~D4 BIEBXIR & 5 (CHEE. A TFIRETE,

2EIB D/ IV R EETo
REED7 ZO% . WE EBEER)IEL. T, R BUnE. BES 2R L. RIBEDE6ICIT, RIEMALIDERE. U AMMK

1815 (Diffuse Alveolar Damage:DAD) & ZhiZ#i< 238 {bR DT R 2 HEsS,

XEINBRAREER Tl BRIV C TR (BEMMR) . MRMELE T 2 BERVEROEEICED 5 THECT (G MEECT) IC THAIK ICRBEORE

FERDDZEBEI BT 2F SAEEOBFTETV. LBOBRNEEEMMRRDEERH W FLAT L,




<¥E5Hwma > < HjF&Day 1>

AR OmESERIICHTHEEER =53 AAIICXEED T D A5 ARF 7R D,
HB, —&Bair bronchogramd D,

<FjfE#Day 11>

FEF AT T O HS AN TR TH DO
@ FAmEFEtraction bronchiectasis=33
HB,

Volume lossDIE[HERDH Do

[E=FHEZRER] U'F A MITIISE (DAD)BUHEE

O KB SHIDE G ZHS & MAIFHESS CEEDIRMEL 2586 D,

S REIFED1 1 LIBOEKRTIE. mAfCKET D AT REE IV UT— 3 VD LEH (CHESR
TEDo

& REFRR _LIZDADTH D, Temporal heterogeneityh'z2sH 51N 5.
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| fEFINO.2(HREERE ARTHRFRD) |

(BRENEHLEOZREEHECKT DEABANFIDOERTRD SNIAES]
[Fin- MR S0mA -2t [BR]1148cm [FE]159.8keg  [BUERE] B
[BEEE] e (NLT A RRG65)  [GHHEEIEU

B SRIRIERXHR - BERCT : EEFREL (XiR) [NV A KRSV 1.14mg/m?

[(FIRF TOHIE] R 5B 1 1HE (NLT A K194 J)L4RBRSERFIR)
[ERERREAR] DT IR R %, FE2A

[&&]

RE Bify #5w IH RE Bify ®5w #IEH
rE kg 59.8 TP g/dL 7.2 8.1
%8 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 lu/L 204 563 (3IR#%D3)
Pt X103/ uL |178 122 CK U/L 36 28
WBC X103/ uL |23 3.3 CRP meg/dL 0.5/+— 7.0 (33R1%D3)
Lym % 47 Glu mg/dL 105
CEFI#:E]
Cy1D10 CRPH #5B1AR10.87:5=bDH 2.3 T LR,

Cy1D11 (33} A)

AENY17V4EIBEIR S,

Sa0293-94%I KT MERCTICTHEINK, £MICUEAMDTIHTIEDBEE L5380, /- ROMES
DIEREFBEIPSRBICHAITOREXEDIRELRDHD, WIREH, HERDHD, BER10-12LDH%E, »FILT
LR=/O>500mglc TaERE,

ZFEOARI IV HRE (AFILTLR=YO1gXx3H., 500mgx3H)

FEH%D2 RPLIF2Z B, FRPIAIKE faE. B8 B4
Za—EXFX:aE CRP 7.0.LDH 568 ICEH,

RIZ%D6 DIO—RERREL

FEIRED7 MEBCTLVEIEIER %R DS,

FI#%D20 BIEBCT LY AR,

<#E5Hwma> < FIFEF>

EBZHIFL,

DR, Aok, mRIFFID SIA
NEREXTDRSND,
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KERDD. TEZMERDAED EEX
5N
<12 S5RIEEIR > <S>

S iﬁi‘r" S

REEBHEL, | A TEERUAILDASA e BRI
5T DA ER DEBREAE D EED B,
E@ZK : %Fﬂﬁﬁl—.’j(jzﬂlb\@b%)o

[E=#HFHHZESR] Capillary leak syndromes!

S EIBHDEBZRH B(E, SUEENIEE L. SUBREDIRAEDER 51, BKZH D,
@ EFIMRMEE ClEHcZ ENTFWVINS—2TH D,

O EPHERTOA RIVUVABEBEDEY UTcEER S5 Do
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| FEFINO.3(FREBRR - SpOAE T (EELFEMAE) |

[BUEERFSIC 500 S NI BRSHAME DS R B RBDIES]

(8- R B0MmMA - Bt [BE]1163cm  [4E]158.5kg  [EERE] 304
[EEEEI &SR [ARHEIFMIET 1 —0) (F— SR, SmE

2 SET] BB XHR - BBRCT  EBPMEL L DEBRE (I DIO— ERMELL
[NV RS LAV 1.3mg/m?

[RIRE TOMMIESEBSAE (NI A RP1 U1 o)L2EIRS)

[ERBRIEIR] St I, R

[tRE]
RE Bify 5 B ®E Bify B 5l ZHH

*E kg 58.50 57.65 (%311#%D4) SP-A ng/mL 471 59.4

LSt C 36.8 39.5 SP-D ng/mL 36.7 28.3

MmE mmHg 144,68 |130./70(33%D4) TP g/dL 12.0 11.3

SpO:2 % 99 89~94 ALB g/dL 3.5 2.8

Hob g/dL 7.5 8.3 LDH u/L 223 557

WBC /ulL 4700 4000 (331%D3) BUN mg/dL 12.7 31.1

Neu % 51 (%3R1%D3) Cr mg/dL 0.93 0.89

Lym % 30 (%R 1%D3I) CRP mg/dL <0.05 0.40

Plt X104/ uL |14.5 8.6 u-Glu +—

KL-6 IU/mL 290 249 u-Pro 1+

[REBIEZE]

Cy1D4 Ei2 N ﬂ?@lil%w}o uszbir%%\ Sp0289~94%MN7=%. B A BitA.
%= 3L TSp0294~95%I_ i,

Cy1D5 (38 A) }?QJEBCTL:T wlICBkED BB (%E%ﬁ$ﬂc:;éﬁﬁﬂﬁit$uﬂﬂ) L KBICLZ2MMEEFEER. AFILTLRZVO
>600mg/day D sERR. € TMEEDKRSHEHRA,

FIED2 AFINTURZ/ OV BIAE. R PICIEIRREED B,

FIR%D3 AFNTRZ/Or MEEIESH TR T L. AROITOCRICEIEE. #ighibelr,

FERH%D7 EERSR M. SRS, BRARER (W, 52 [iE,
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<iSkme > < FEIRET >

EREIDNSTIARRESI R 5N D,

<igSkma > < FEIRET >

EREICHRINESIDRE 5N 2. EREREIITHELSEXPAED NECHESAD
HEROSN DK DICIEofc. MEFICIEFZEN
LSADEEPRRIFRE SN THEDmAIRK
ZERH Do

[E=BFEEER] BB

S ESRIICA PEICRIREZE 2585 D.

SmEKIKZRDH DO TEDRE(FIE L B EDEEICZ LW,
& HEEDT B FON D HELHULFEV (LDHEE) -

O KEERMMAEN'FHIR UTCIEBRIFABATH 5.
SRIFEEEZRETC,
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| fEFINO.4 (REBRE : FIEA) |

[BUERRSS R (CER SNIcEREX FHEA DS R S ERED S]]

[ - MBI 60 &t [BR]1564cm [FE168ke  [BMERE] XL
[ [SHHE] SIEME. BikaEs

HSET] ERXHR - BERCT : EREFEE L. DERF IO II— EBMELL
[NV A RS LAV 1.83me/m?

[RIRF CTOHIE] R 5HB48HB NI A K154 J)b, 294 7)L8[El1%5)
[BSPRAEAR] 8. M

[tRE]
%E By 5 ZIH BE By H 5 FEE

*E kg 68 65.5 P g/dL 5.8 6.7

iR c 36.6 371 ALB g/dL 3.6

MmE mmHg 132,780 [114.70 LDH Iu/L 185 199

Sp02 % 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 |8.4 17.8 u-Pro g/dL 0.014
KL-6 IU/mL 486 697 (3£ #%D7)
SP-A ng/mL 491 81.8(%31%D7)
SP-D ng/mL 18.4 66.6 (33R1%D7)

CREfI$%:8]

Cy1D31 S, S,

FIED2 B (3 B E R,

D7 BN 120, MEHIES,

FIRED8 BNP;19.1pg/mL (EE &6 ;18.4pg/mLLL ). CMV7Z > FH 2 37 Batt. RAbL I F 25 ; Bald,

FIRHDO E@jﬁBCTﬁEﬁﬁo %EIEE#L:“E 5\/\%%-’@’&‘)12%0 BAEIIBENTHY ., AR L IMEFEEA. X701 K/NLR

BEERB. (A FILTLRZVAY 1g/HX3ER)
FIAED11 B-DFIVH > <5.0pg/mL
RIHD23 MIERCT % K U . FiiRZs I3 &AL
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<igShEmmI> < FEIRHT >

MAIFEF [COXAMICEMKEICDTmT DL
REZRD D, FRR(FMQE—IERES
THBDDHN Mb: CEBIFE O TAG—IETD

7377\5,:-?/ Bty 2D,

EREZFRDIEL,

<[E{ERF>

%ra%(;% SMje 2%&@75%75(/%%78
$HDo

[F=BHEERER] BT
*E5HIN o ABRROUEN GV, TNLSHIHEF(CHRICERE U,

S FHIERF(CT D ASABENOKRIRET DRSNS,

S ERMIRICS Y LITRNT D HSRRFE - KERER . BKIETE U

QER L CMVEBRP= /YA TUZ )T USFEIL, ANXF T TS-1 TERE S NITBBLI4E A
KREVZEZFDOE D
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| fEHINO.5 (REERE | (REFRME) |

[EMEFHRIRBEDEIN L F S EVRBEDZ R EREZNR & LT ENERREERIC TR SNIAEH]

[ 4Rl] 70mAC- Bt [BR]1155.0cm

[BREREIH. EOU R

[SHHE] R, Ak, R, SIE. FHIFEFRREE(Grade 1), LU

[ SaET] BERXHR - BERCT : EEMEL UL
[RILT A RS LAV 1.3mg/m2 (X)L T 7=5>9.0me/m2, 7L RZVO>60me/maHH)
[RIRFE CTOHRIRS55B26HE (NLT A K1Y+ 2)LeaIRS)

[AEIS1 .4k  [BYERE]&H D (Hrfh)

[BRAREEIR] 75 U
[tRE]

RE By £5t4=a-T) ZIRRE RE By ®E5a ZIRRE
8 C 386 ALB g/dL 42 37
Sp02 % 97 93 LDH 1U/L 135 126
Hb g/dL 11.6 9.0 BUN ma/dL 23 19
WBC /uL 6200 4000 Cr mg/dL 0.86 0.94
Neu % 63.5 95.0 CRP mg/dL 0.1 1.4
Lym % 30.3 3.0 KL-6 IU/mL 229 345
Plt X10%/uL |256 19.7
EFIZE]
Cy1D1 AHUE 5B SpO2:98%
Cy1D3 Sp02:94%. 75 L MR A, R85 Lo
Cy1D23 F#38.0C. FARE. 7 h73I /715, CRP:1.1,
Cy1D25 KEIS,
FIE% (RIER) {EBEFE ME (Grade 1) 5, Sp02:93%. PaO2:57mmHg, IALAEL L,
Cy1D26 HaERX a5/ ISR CTIE S, 23438.6C
D - oo .
Cy1D27 KBS ME B8, Sp02:97%. CRP:1.4,
?jfgﬁm‘ Yo 2B, Ll 1 7T (RIEH 1 7)) & CEMEMESRR ¢ ¥,
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<igSEmmI>

<ESETE>

< FEIRET >

* ENZE 1/ TEERAREEER (JPN-10258R) CIIEERERDE L KU1 7)LEIaRTI (42BB) DCTARICTHEFN DX SIEEERENFHR

SNIEAIR SO E LT,

[E=FFMEER] BT

O EFIERBMAROREE U CTFELIEL,
ORI EEN,

SERFERE (C(FP RS < ERER . mAESRICRN T D IS ARRBER 25802,

QEZ L. HP CBEU4RIA . Hypersensitivity pneumonitis) )5 —>/,
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Z23E  KRIEMEIEE RENEE-1-0/\F—FHitEH=1-0/F-)

AR DREEEES R =2 —0) F—. BRERIR. $HREEE) (F BREMHEES RO
BEMRBOI TR CINREESEEFHEEDRET 60— 1—0/F—DHEEBEFHEHMESNTNET,
AHEKFE. RERSERFHEDEOZRUET . EEET D EAPHNFERZET DHEDHDIC
. FRHERDERELED T T, FFRSHIDIERDOERE. FEPIRSE(ISHHCICERO STTER AR
S8ICBRIEUTTERIEE TR (TERELTLTEE LY,

[ZREEREZRECHT INIVT A RaREEOREHEEECRET S 70— MIE"]
AENC R DAMERES (LU DEREDREZILET Hicshd. SRUBHEREICH L TEEREDT >
T— bR NE U,

PUT— MERKD . [BENRUDPMER | [HEEZRE U SE] ZUTORR2, 3ICRULETY,
BEXCETDTREDFHHRESR (YT DARERD D EIF ERDRHRRICOBNBIcth. AF
BSRIICHIAZITS CLIFFFRICERTY . Fio, REERES (LU OIERE SUICHIRMERZ 48[
SHEEUTRHL. EENEE S BEORNMRESIS 1=/ —Y 3V Y—ILE UTERT 2T E T, B
EEABRYPHLOTTEESED . LUND IV MO—LRUB(LFRDEIF CEE T,

n=106 n=104
(%) 0 10 20 30 40 50 60 (%) 0 5 1015 20 25 30 35 40 45 50 55 60
1 1 1 1 1 J 1 1 1 1 1 1 1 1 1 1 1 J
ROCTETRE 547%  L—nLL TR 48.0%
BSLFH BN 35.8% e
RO nli . EERDINCBPLUNS 48.0%
BEA TV BEILEL 82.1% %
BRNEDLILEVEY 31.1% AT 37.8%
RONRMVDE Ay T e
g AL 28.3% ER avIDEBEE) 33.7%
Ry I SHIFE DB 24.5%
R SHIRENI=ESITRE 26.5%
DEFEB BBt 21.7% ’
37 bl 135S Ak N o~
%%&;%fz 2 17.9% RIEID EIHL DB 19.4%
BRODAZADIHLN 17.0% FBBLAL 7.1%
SBREASA S Fod Fo 16.0%
REPRDOEDES ° 204t 25.5%
Z0fth 30.2%
BAICR U R EE DR BEHNRU TV MREEERELLSE
F2, M3: AAEBEMEAH Vol.1, No.1, March 2011, 45-62 ELRTrhskikl: HMB5E. HHEAT L (BHEM) 2Rt
( A
*POT— NIE

EA 145858 TNILT A REAEZZ(F121302Z[/RIC. 201 0FE58N S8R (I TITHhN . 7o — MNE GBER) [FIEHE
DERAZIMA DR SBENEEFEL. LUNICETHE™ 1 2IBR(ICEAADEEZS,

EEE | MBIEEM6182(47%). ZE69%(53%) TH D . FR(FA0mK : 5%. DO 13%. 60 : 50%. 70 ; 28%.
80mft : 3% Tdolce NI A REGAEDIBTIE. ABE21%ICH UTHENT79%ES L HFIEZEAD21.1%(FHEN SEEICHE
Lo T,

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

. 7
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KRIHHREREZOIRIAY MIESADTEAAY NEBZSEDEZSV VT ZEHNICHHRLTITI L
HEZETT, Ffo. REMBRESOFT —LVRIAY MHBEERSN, AMEMRESZ I hO—ILULEHS
FACKDBRZERET IO HEHDITHNTNET,

<BESHIOT7EAXY K>

BEDLFEMERERED 1 9%([CHEEDRMEHEBEN DS EDMEDHDF T, REMRESZ
FHFERE L. @YD T DIHICIE RSFIDMERDERE. aREICET O BRE SR L TH <
WENHDET .

(FEERSRIE®-9)
O HIARE (E2 A7 )LAOA RRABRIEESA]. YU YA K)
O IRFRE CRIEEEES. FERR)
O SHRMEFEDIRRE (BENERE. /01 F—YV X BRE)

<EB5BOE=FUVIT>

BESRIIRHEHEEZDR VDD ERERZERNCE=IU VI U. BRERICDEDDIMNENH DX
9o BEHCERE U CVDREEREFEZEDOREICOVNTHTRICEREZIT o> TLIEE L,

MRFTE=S U VIR IR LB UTTER. RIEERESOFRIRERG. EZF UV TE29%(7/24
B IFE=H U TEEE6% (19/344l) (p=0.044) T, LEEMNICHVCIFEZY UV TR R IERE
EQOURTICEAET S EVDHE (J\U— NE[HR] : 4.94, O5%ERXE [95%CI] : 1.31-18.68.
p=0.019)h'HpHFRITY,

CERINEAERDIESR)
OREREE (LUN. KR, #BRE. BREMMELE)
O Wi DESEE (D). i E T BhZEMRIE L)
O EEMREEICREUER (15 < 5. HHRES)

B | HIERO7TEAAXY MIFACT/GOG NtxZBWTWDHREYHDDET,
FACT/GOG Ntx
Functional Assessment of Cancer Therapy scale/Gynecologic Oncology Group-Ntx v4.0
(FACT/GOG Ntx) &, /AERENRE TCHABEICOIFDMRIERICRET 7 EAX Y hY—ILELT
BREINBAEBLEINTVETD,

1)Delforge M, et al. : Lancet Oncol 11 : 1086, 2010
2)Badros A, et al. : Cancer 110 : 1042, 2007
3)Velasco R, et al. : J Peripher Nerv Syst 15: 17,2010
4)[EREE : Expert Nurse 24 : 122, 2008
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[RAEIEES)/ BEM = 1 —0/N\F—ORRIKR)
LERMEREZNRE UICENSE 1/ THEERAREER, BARKABRNUO Y NUilel) >/ (EREZ TR E
UTCER R MARRRARAER C DT D AREIEE)/REM =1 —0)F— (BRERRZZD) ODFRFREZLT

[CRUET,

malcl SRMEEHE REMREE CREEER)/RES - 1 —O0N\F—RURBRERRZZT) DEESERERINR

<BRAIRS TRt U FeBRARaLER >
WEAS [ / DEIRREERR UB51 55 ARG ER

JPN-1025t8 (n=87) MMY30025t8% (n=340) JPN-1015t88 (n=34) 03958 (n=331)
FEGIEL BER (%) FEGIEL RER (%) FEGIEL HEE (%) FEGIEL BEE (%)
2tk 59 68 159 47 16 47 120 36
REH V) 59 68 155 46 16 47 115 35
Grade 3L+ 9 10 45 13 1 3 26 8
85K 1 1 4 1 0 0 4 1
#E5hIE 15 17 41 12 0 0 27 8
<BIRMIES XK RS CTEE U TciRRE iR >
;B9 & MAEEE PR ER
MMY3021 &
IVEE (n=74) SC# (n=147)
FEGIEL HEE (%) FEGIEL RER (%)

21F 39 53 56 38

BEsH ) 37 50 55 37

Grade 31 E 12 16 9 6

5K 2 3 4 3
#5diE 10 14 9 6

IV: B8RAIRE. SC: B Ti#5

N NUHERED V) BE - REHRESOEEERRERERR
<B2IRAIIR S TR U fo BR R B8 >
W =R E5E MAEERREEER
VcR-CAPEE (2401%1)
21F BEH) Grade 31+ BE #®E5d1E
73 (30.4) 71 (29.6) 18 (7.5) 2 (0.8) 4(1.7)

[BE : BlRNIZ SN IE B T2 5 THIE U I ERARER (MMY 302 1558) VICH 1 R IHEEES

DBEEERERIAN]

BEN(IEAEOLHMEREREZNRE U, B2IkMNIRS (V) EZ MRS (SO) [CB[I DA EZE1E
Z B UTBNE MABRRAREER CE VT, IVEFESCEDRBICEMIEDZEFSRH SNFEEATUIEH, KRAEH
REEEOFHEBRRICOVTCIRIVEICBWWCSCEEERUARICEERTH O cEVDMEDFSINTVET,

IVE¥ (n=74) SCEf (n=147) .
R REE (%) T REE (%) PIE
215 39 53 56 38 0.044
Grade 21 30 41 35 24 0.012
Grade 321+ 12 16 9 6 0.026

[CRAHHHEIEE DFIRE T DRE]

LHRMEHEZTNRE UCBis MRRAREERN O NUiig) ) Bz R E UTcERAEBS 18R
PREUBRIC BT SR HMIREZ DHRIRE COBMBEZL MIRUE T,

REEEEEDOEEERAERE COHE

* pfiE I3 HAIFisher’s exact testiZ & %

MMY30025t 5% LYM30025t 5%
Ve-MP# (34011) VCcR-CAPE (240%1)

ZIRGIE (%) 159(46.8) 73(30.4)
REHREEORBE ORI (B)

Fi1E 82.8 84.9

ER(RE 59.11 48.33

kg 69.0 83.0

YN 1.0 8.0

RBAfE 329.0 256.0

1)Moreau P, et al. : Lancet Oncol 12 : 431, 2011
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[RABHRIEES DFIRINT]
LHEIEBHEZNRE UICEWS [/ TR, RSIRTTR AT (EERNEREN OEANERER)
KON MUY ) Ez R R E U ERHES TERAREERCH (10 RIEMHEEE DFRIER Z LU T

mUET,
R REEDERBEHERRIRKR
(ERPRELER]
JPN-1015%E8 JPN-102:%828 LCZE_ %%fg’ﬁ
(3441) (9931) (24071)

Grade 3Ll E “£Grade Grade 31 E £Grade Grade 3L E “£Grade
ISEUR 0 1(2.9) 0 1(1.0) 0 0
BERBHE 0 0 0 0 0 1(0.4)
R 1(2.9) 11(32.4) 0 0 3(1.3) 14 (5.8)
R 0 4(11.8) 0 0 9(3.8) 25(10.4)
FRAYME= 2 —0¥F— 0 0 7(7.1) 51(51.5) 4(1.7) 18(7.5)
SERHE 0 1(2.9) 0 2(2.0) 2(0.8) 13(5.4)
AR = 1 — O/ XF— 0 7 (20.6) 3(3.0) 15(15.2) 11(4.6) 52(21.7)
B 1 —OUNF— 0 0 0 0 0 0
BEEE 0 0 0 0 0 0
R REEE) = 1 —O/F— 0 0 0 0 2(0.8) 3(1.3)
A AR R 0 0 0 0 0 1(0.4)
BEER = 1 —0/ ¥ F— 0 0 0 0 2(0.8) 3(1.3)
LESH 0 0 0 1(1.0) 0 0
BHHET 0 3(8.8) 0 0 0 0
HITREE 0 0 0 1(1.0) 0 0
AR 0 0 0 0 0 0
RAYMEEE) = 1 —0O/ ¥ F— 0 4(11.8) 1(1.0) 8(8.1) 1(0.4) 5(2.1)
7 AR R 0 0 0 0 0 0
MedDRA ver16.0 (7&s3F)
[BhEIRFE % EE]

AETE (B R AEERZE (RRMM) {E Rk #&EHZ (NDMM)
(1000f1) (186f)
BE 21k - 2%

YOER 0 4(0.4) 0 0
AT SRR 10(1.0) 192(19.2) 0 5(2.7)
TR 2(0.2) 12(1.2) 0 0
FRAYME= 2 —0¥F— 20(2.0) 155(15.5) 3(1.6) 9(4.8)
SERHE 0 3(0.3) 0 0
AR = 1 — O/ XF— 0 9(0.9) 1(0.5) 3(1.6)
BRI —UNF— 2(0.2) 4(0.4) 1(0.5) 1(0.5)
BEEE 2(0.2) 2(0.2) 0 0
BHHET 5(0.5) 7(0.7) 0 0
HITREE 0 2(0.2) 0 0
A KR 1(0.1) 2(0.2) 0 0
RAYMEE) = 1 —1/ ¥ F— 0 1(0.1) 0 0

MedDRA ver19.1 (BEZER)

RRMM: BRI #aE D ZFRIEFHE. NDMM: RiaBRO S RIEBHEE
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<BREXFHIMEOZRMEBHEBEEZNRE URERSFERRRENT>
B MARERARAER (03935 | [CHBIF HRMHRBEDHR R ZUTICTRUK S,
(%)

100 —
90

,( 80

~ —

5 07

#2 50—

=1 _|

3 40

%J 30
20
10 -
07 Jaa)

AEIRHEIR S 8 (mg/m?2)
BAEMEERTER (039RER) [CH(F DR IRBEDRIIAT
BRN(FHEHAHDLREEHEEREEZNRE UITBNE IEERRF R (039518 ([CHIFHFREHIRESD
HERIRRESTAVIVE (1A U)L3E) FTHEDRERSEDENE EBICER U ABIDRERSEN
26mMmg/meCT 7T h—ITEL. BUYAJIUE TIRE CICRIRY 2 NS WMEANRES5NE Uiz, Grade 3/4
DFREHEHEEEDRIFRF, #5514 7)LOBMICERELFIF—ETUR,
Grade 2RI FDFREHRIEE(F64% T 1108 (FRIE, 4~627H) THEANXFEN RO SNF LI,

<EMEFHMABEDEN L ESBEVRAEDZH T BHEREZNRE ULRBRSERIFRIRNT >
S MABRAREER (MMY 30025H58) @ MPBEF DR MIZEE VL FRIRR & COAFRERSEZUT

[CRUET.
(%)
100~ —— AU
- e Grade 21 E DA ~XUb
/Q 80 - -——— Grade 3Ll EDAI AU
> _
¢ 70
% 60
2| _
2 50
# 40—
2 _
3 30
2 20
10
0 — T T T T T T T T T T T T T T T 1
0O 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75
BEH AHIRIERSE (mg/m?)
AN 340 326 271 211 174 146 128 112 97 82 68 55 39 17 2 0
Grade 2B ED1A~NUH 340 331 295 250 220 191 172 148 129 109 89 68 46 23 2 0
Grade 3L EDA XA 340 331 299 262 242 221 200 179 156 129 104 76 49 25 3 0

BHBIMARERREER (MMY 3002588) [CH I DR HIREEDFIINR
EMEFRRABEDEN EIESIEVRSROLFIEEHEREZNR & UTTBo S IRERAREER (MMY 3002
AER) [CHITDREMBREZSOHRFRBERSEDEMECBICEF U FRIDRERSEN45ME/MPT
TS h—ISEL. ATA IV YA T)LEE) # TIRE CICHRIRT & CENLEWMEANRSNE Ui,
MPBEF C528 SNIEREMREEZD79%(dE1.90 B (FRR{E) TNCI-CTCAEN 1 L — R EcdE L.
B0%I&5.7 7 B (FhRfE) TreelHRkULE LI,
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ERHEIEE T4EHRAREER (LYM3002:5%) © VeR-CAP DR EERESVOIRIERF X COARIRERS

SZLITFICRUET,
(%)
100~ —— RAAh
90— e Grade 2Ll EDA XU
L 80 ——— Grade 3L EDA AL
> _
70
% 60—
| _
2 90
£ 40—
2 _
gz 30
2 20
10 - i
O 4 T T T T T T T T T 1
0 5 10 15 20 25 30 35 40 45
BEH AEIREHR S E (mg/m?)
E A 240 229 209 185 151 101 50 11 4 0
Grade 21 ED1 Xk 240 232 216 196 166 121 56 15 8 0
Grade 3 EDA R 240 234 222 204 175 127 61 18 8 0

EFRHES MABERAREER (LY M30025ER) (CH T D AREFHREE DFHENR

EMEFMHREBIEOEILEFEOTVNRBEDNY Y MNURRYV/EZ N R E UcEEREE S I8 R R
(LYM300255R) [CBIF DR EHREEZEDRIBIFAFDRBIRSEDENEEDIC ERITDEOHNESNE
Lo

VCR-CAPEE CERSHONIeFR M — 2 —0O) \F—NECDO0%(F46H (FRR1E. 28~62H) C:EkNX FthE
DERHLNFE LY,

[ALE]

FEEREEONILESE UTRDENEFERIFP. I 7CEEEDAL - AEZFOERICEDEE. REN
ORIEZEYICIT D CETT . AHIICKDREMREEE. SBBZ 1 YA IILE UIR53EATO A IILE
THEKRENICRIENEEEEDEIEGN LR U, APEEERZET 255D EOD T, PHEENIFBICE
ETY,

MPBEEPVCR-CAPEEICEVWCKRBEHRESENRIEUCIEED . AFISMREEAR CEHRICP. 1 7(C5#E
DL - AEEEDEZRZSE (N LT IEEL,

SHERDE(IE. 20 1 0FEDAKXEITKEZ S (The American Society of Hematology) educational book®
[CTC.R2BDEBDERINTHBOFT,

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

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

I)MILTV T DEEHEIE NRERAREER GEER | AR HERD

4)Sonneveld P, et al. : Hematology Am Soc Hematol Educ Program 2010 : 423, 2010
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AR O R R M R RS DRHERDE )

&7 His-HE &7 HiE-HE
BV LFvxIba2-6 JHR FEFAKR
TLHNY 75mg-300mg bid chITR—JL* 50mg1H2[E-100mg 1Haid
CHINRF 300mg-1200mg tid ~EIVERSR* #XLOARLSR* | FEFRVEERA. 20O ERE L
AP RLE BERANY v UZMILBHBEDH
Mo o% ZDfth
TINJTFY 10mg-100mg qd HILNTEE L * 100mg-600mg 1Hbid
JIVNYTFI % 10mg-100mg ad TAIE BERRANRY v JZAMILZHEDH
FaAFxEFH 30mg-60mg bid

FEMHEREOIER A S U T LREREHRE T 55801 TNThORMEOMEERS]. MBEFAl &L HEMICERTNEBREMEL TLETL,
*ARHHEES (X 8- MR RUAE AR RAR.

BIRIREIERD Cld REMREE R OHERIEREICN U TR24DUEZRHRE U, BIERRECh o fc &5,

HFINTWET,
FEHREENUHRRMEERONEREE
STEP 1 E42ICBERU /XY TUXAL MTRFIL-HIZF 2 TILT 7 )REE) %% EHRE,
STEP 2 HINNRF 2 *100mgx 3E/H %#EM L. BETHhIEHRE1,200mg/H £ THEE,
STEP 3 VRV TF1) 2 *256me % B HELEATICEN U, 2B#(250mg|TIEE. ZDEI100mgE T1Hy AZ LIS
25mg¢ DB, 7 1AFEF*20~60mg/H %&EH,

* RHHERES IO 2388 HRRUAE- AR IERAT,

MILTVZTOEBIMEREEEZDODEBERNDET LD SN TVSEEE IS ¥ Tld. MILTYITORMEME
Za—0O)\F—BFEICERBEMETHD . LEID SMEEEDERNZE T ©FBE CIFRSFTICRILT ©TREMEN D
BDETNTVET,

SHBDEB]

FIBER I Af

CHINNRF*(100mg% 1 H3E TS5 254 L. 1[E600mg% 1 H3E & TEE L. ERTDESRIC L W1 B&RE2,700mg % THR5alEE)
T3 R)TF) L (FLERFIC25~50mg)
I T 2 (FEERFIZ50~100mg)

* RAEHEREE ICH T 5 W88 - MR R U R E- HB I RER.

BN ZOfthDERER

- REBELEHEELIEET &= 1 —0/)F—HUBHE MEERREER (O3958R) DAAEFICHWNTI%
(3/331HNMESNTNE T,

RN 20T —([CNA T B MHEMEPA VDR ZH O EEOEMSE. —MOBZTERICEEMER
—a2—O)F—HES5UTWVSAEEEN S D XTI DN THFIERIFESNTVETRE A,

ENOHEREICEAT DIMWCDHA FSAVIEP.17Z28RUTIIEELY,

1)Sonneveld P, et al. : Hematology Am Soc Hematol Educ Program 2010 : 423, 2010(—3p%Z)
2)Richardson PG, et al. : J Clin Oncol 27 : 3518, 2009 (online only Appendix—28iZ)

3)Colson K, et al. : Cancer Nurs 31 : 239, 2008 (—%4Z)

4)Colson K, et al. : Clin J Oncol Nurs 8 : 473, 2004 (—38t4%)
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Z2xE BEMEZ1—-0/N\F—

REMZ 2 —0O)F—(IMA T, BXMEIEYA VORZH OBEEDEWFE, —SOBEERIC
BEME " 1—0/\F—HE5 UL SEREMND DT ITH, THFBEHROIMFONTHEO I E A,

[E4K]
SERAER (BEBERRSBRANGY =17/ FIEMRBE T2 F5REEHEE)
B& PRAE A
BEEHREEE BREBEXESREFERAULLVY., HHREE. BITREE. B EOELEY #5NBIEN HB,

- RESHEREWVWITNORHATCOHRITE I Ha/ReMDd D E T,

[FREX5R]
SRMBBEENRE UERS [/ 1ERRTESR, SRR AR (HEEANEREN U EAREHREE)
RORY MU >) GEZ RS & U BBt ESs DARRRRERIC ST 2 B R = 1 —0) (F—DHREUEE

ZLAFICRUE T,
BEER = 1 —0/\F—DERFEERARRRT
[ERPRE{ER)
JPN-101 58 JPN-102:tE% L\Y/Ig/l:%(fp;&%fﬁ
(34431) (9941) (240f51)

Grade 3Lt “£Grade Grade 3L E 2£Grade Grade 3L E £Grade
BEMHELHA 0 0 0 0 1(0.4) 1(0.4)
FENEDHEN 0 3(8.8) 0 16(16.2) 1(0.4) 9(3.8)
RALMEDE 0 2(5.9) 0 2(2.0) 0 0
St 0 0 0 0 1(0.4) 3(1.3)
BEHRE - —0O/NF— 0 0 0 0 2(0.8) 3(1.3)
AREZI% 0 1(2.9) 0 2(2.0) 0 0
[EEREDHEN 0 0 0 2(2.0) 0 2(0.8)
LSRR 0 0 0 0 0 0
SIS 0 0 0 1(1.0) 0 0
TR Rk 0 0 0 1(1.0) 0 0
SERR 0 0 0 3(3.0) 0 0
A MEmE 0 1(2.9) 0 4(4.0) 3(1.3) 3(1.3)
S BB s i 0 0 1(1.0) 10(10.1) 0 8(3.3)
OAEzIE 0 0 0 2(2.0) 0 1(0.4)
eSS 0 0 0 0 0 0
LI 0 0 2(2.0) 2(2.0) 0 0
FREEMEALIX 0 0 1(1.0) 2(2.0) 0 0
HIEEESHET 0 0 0 0 0 0
ZHE 0 1(2.9) 0 1(1.0) 0 1(0.4)
HREE 0 0 0 0 0 0
IR EMERER 0 0 0 1(1.0) 0 0
PRKEE 0 0 0 1(1.0) 0 0
FRFA 0 0 0 0 0 0
KRR 0 0 0 1(1.0) 0 0

MedDRA ver16.0 (7&Z38)
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[BHERRFE R IAE]
YR KEREZE (RRMM) {EF Rk #EEAZ (NDMM)
(10007) (186f1)

55 21k 2 2%
FEESHTEN 0 14(1.4) 0 1(0.5)
RAriEsHEN 0 1(0.1) 0 0
Kt 1(0.1) 3(0.3) 0 0
EEELEIN 0 1(0.1) 0 0
DB 0 1(0.1) 0 0
AR 0 1(0.1) 0 0
SERR 1(0.1) 1(0.1) 0 0
FEA MR M E 7(0.7) 20(2.0) 0 0
B SRR 1(0.1) 23(2.3) 0 0
WA EAE 0 1(0.1) 0 0
ALY 4(0.4) 10(1.0) 0 0
FREEMETLYR 6(0.6) 11(1.1) (0.5) 1(0.5)
HRER 0 1(0.1) 0 0
AR (R R 3(0.3) 5(0.5) 0 0
RKEE 0 1(0.1) 0 0
FREA 1(0.1) 7(0.7) 0 0
B 0 1(0.1) 0 0

MedDRA ver19.1 (BEZERR)

RRMM: B3 I3 #AMED SR HEIE. NDMM: KIAED SRIEBHIE

[BLiE]

- BKICDWTC K EBREDERICKDNE L T L EE W (BRARAEIR(CIE U TR EK D ez #)5H T

<rEEWLY),
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BE2MRK ALIR

[R5

LHERITEHEZENRE UFCENS [/ T1EIRAREER. RSIRTRFEE FEEMMEREN OERRHEIEE) &
O~ MU ) (7R E UTEERRHE RIS MARRRAREER C BT o4 LD ADHBER Z LI FMIRUE D,

A U R DBIERRERINR

(EEPRELER]

JPN-101588 JPN-1025t5 L\\(/?F?_%C’AZ;??

(34451) (99¢4) (240f51)
Grade 31 E %£Grade Grade 3L E %Grade Grade 3L E %Grade
ALIX 0 0 2(2.0) 2(2.0) 0 0
RREMEALIR 0 0 1(1.0) 2(2.0) 0 0
BERAZE 0 0 0 0 0 0
FEALIX 0 0 1(1.0) 2(2.0) 0 0
MedDRA ver16.0 (7&z38%)
(BHERFEEAE]
Y TEfE R RS E (RRMM) fEF Rk #EzRAZ (NDMM)
(1000f31) (186f)

55 S £ 21F
ALIR 4(0.4) 10(1.0) 0 0
FREMALIX 6(0.6) 11(1.1) 1(0.5) 1(0.5)
BERAZE 0 5(0.5) 0 0
FEALIX 1(0.1) 3(0.3) 0 0

MedDRA ver19.1 (BEZERR)
RRMM: BRX LA D Z M EEEE. NDMM: KAERD ZRIEEBEE

[LE]
- BB UOZBEDN DIBAICIE. EEIRIRE. IEEBE RS, ECTREZBEER L T2,

[BUSHRSTE ICRRERIE A LD ADERS SNIcBRNISH A DS RS BEREDAES]
[Fin- 4RI S0OmA -« [BR1161cm [FE]155kg [BEHEEIFL
SHEEDRERERIRINAEAE . FEEE. BEARK

[z 5]

VADEE 20044 8H3H ~ 2005F11H 7H
MPEE 20044 12H1H ~ 2005%F 9H18H
VEPEA 2005% 1H7H ~ 2006%F 3H31H
MCNU+MP 2005%F 2H4H ~ 2005% 2H13H
VADEEL 2006%F 2H2H ~ 2007%F 2H 7H

REHREL (AEE. 456y) 200641 1 H22H~20064% 128 13H
[RIVT A RS LA, FEIRE T OHARM]
NILTA RO 5[Cy1D1:2007F3H27H]

1.0mg/m# 194 2)L D1.D4.D8.D11

1.3mg/m=  29427)L D1.D4.D8.D11

1.0mg/m=  3Y47)L D1.D5.D8.D11 4942)L D1.D8.D15

0.7mg/m# 5Y47)L D1.D8.D15.D22

1.0mg/m=  6Y427)L D1.D4.D8.D11 7942)L D1.D8.D12
842U D1.D4.D8.D11 94 2)L D1.D8.D11
10942)L D1.D4.D8.D11 114 2)L D1.D4

HIEH  RS5HKB35HE
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[BER#HB] (Cy: 4127 D:H Day: AHIESHME, > DREAH  G:NCI-CTCAE ver3.0 Grade)

Cy1D21(Day21) {ERMERD B,
Cy2D1(Day22) 117V BIZ I/ MRED D7=1.0mg/m2CRITAL. 2417V B IR/ MR A DEIEICE1.3mg/malc B 8 LIS S5 RE,
Cy2D3(Day24) Bt~ 2 L e SRR,
Cy2D11(Day32) mEEL U, B A (G2)h IR,
TROBR D ECHITREE(GI) &40, SHRLIER.
Cy2D14(Day35) Day2 1tEL)EBHON TV EFMERN BEFEL ., IEERIEfRE &Lz, EERXIR L. BBEAXDIEINNZBDHONIZELS, B
BEALIRERZ RSN

Cy2D 1585 EBXHR Cy2D22fZ BRX#%

Cy2D15
Cy2D22
Cy2D16(Day37) HITRIBEE B o7,
Cy2D21(Dayd2) | ARV 7T, Bl ARFBEORSEICL), ERFEELL, BROLUL, BALERLE,
Cy3D1(Day50) 3Y17)VB%E1.0mg/m2liBEL. H5FA.
Cy4D1(Day78) % E FROBREAILUN (G2) DL, 4417V BE Ome/maiB1 BIICEELIESBIA.
Cy4D18(Day95) | REMERE (EEOFIFUE. RFULUoL. FrE.) DBIL(GI) DL, 4YA 7V ABEDREE %o T e
AHAVET BOR BB RHENPROLS, UILEREL .
CyaD28(Bay100) | 5 1) ks Frsgf AL IR OBRIEBOSNE D=,
CREBI D]
HA2)11 Ha)l2 s12)L3 @ H1oLa B1oIL5 YA9)L6-11
&;;,7;;@ 1.0 1.3 1.0 1.0 0.7
(mime) | GE2E) GE2E) GEem) | | cE1m) || GB1mE) a2

Bib~J =9 990me/H

IXUFF> 600me/H
AEFS 158/H
LT

1000mL/H

ER. B8R ZHORSICADERSLE J

Rt

(AR gg%;%g BAOILBURE. FREIEALIRADBRIEROSEH Ol
Y He R

w;g*[{gg FREME A LD R OER CRAEMIEE S BRI

Cy2D11: %]

Cy2D11: MmEELUN. BF(G2)HiHIR
Cya2D14: TEROBRINEISTRE(G3)

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

[R5
LHERUEEHEZNRE UIZENS [/ 1RERAREER. RISHRTTRAR (BEERANEREN O EHREHEE)
RO~ MUY ) @z R & UTcERRAHESS AERRRELER [ C DI D RIMEDHEIRER 2 LA NIRUE T,

{EmEDRI BRI

(EEPRELER]
. . LYM3002: &
JPN-101:{E& JPN-102;E& VCR-CAPE:
(34451) (994) (24011)
Grade 31 E %Grade Grade 3L E %Grade Grade 3L E %Grade
510 0 0 0 13(13.1) 1(0.4) 5(2.1)
IR E 0 1(2.9) 0 4(4.0) 3(1.3) 3(1.3)
MmEET 0 0 0 0 0 0
MedDRA ver16.0 (7&538%)
[BH&ERRTEAR]
YEEE A ERZE (RRMM) {EF R AEEAZ (NDMM)
(1000131) (1864)
55 2 =) 2
KM E 1(0.1) 29(2.9) 0 0
AR E 7(0.7) 20(2.0) 0 0
MEERT 0 1(0.1) 0 0

MedDRA ver19.1 (FEZER)

RRMM: B3 13 #A1E D SFREFHIE. NDMM: RIERD S RIEFHIE

[SLiE]

ARMECH U T BERZRS SN CVDSEICIERERORERE. KOG, SaEiE J)LF J4 NEID
KRESFEDNEZTOTLIIEE L,
 RAMOBEVIERZE I 0FE. BIEZHD CEDHSNTVEEADRSZR(TTVNDEE. Bk
DHDFBEICHAZIRG T HHEIF EFRLTIIEE L,

[ZDfthDFRR]

- R MRIED D SHOND CENH DTS RARRSHDFRE(CIE. BEEDEILFRRZ A DHMDERME
[CREFBUIFVNELDITERIT DL DOREICHRELTLEE L,
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R2MR AR

AR S5O E SIS 2 10/ Wom s BIMEK GrhEk) s BB U NORUE D,

M/ viRiRES

[FRRK]
LHEUBHEZNRE UTCEWS [/ TR, RSt AT (FEERNEREN OEANERR)
KON NUiRgY ) (B RR E U ERHESE MRMRAREER(C 510 D MV s DFEBRBE 2 LA TR

LET,
IR OB EFRIRRR
[BRAREER]
JPN-101 8% JPN-102:4 8% L\\(/I(\:/IF?(():(?EPEEQ?
(34451) (9941) (24011)
Grade 31 E £Grade Grade 3L E % Grade Grade 3L E £ Grade
/)R A E 6(17.6) 13(38.2) 53(53.5) 98 (99.0) 124 (51.7) 163 (67.9)
I/ REGER D 5(14.7) 16 (47.1) 0 0 0 0
MedDRA ver16.0 (GRiBES)
[BHEIRFEEAE)
Y TEfE F R SR E (RRMM) {EF Rk #EERHZ (NDMM)
(100011) (1861)
N3 =S =2 2
/)R D E 3(0.3) 55(5.5) 1(0.5) 1(0.5)
M/ ER 47(4.7) 624(62.4) 3(1.6) 11(5.9)

MedDRA ver19.1 (BEER)
RRMM: B&X IFEAM D Z R M SEEE. NDMM: RABD SRS BEE

[FEIR]

A EDBHEM Z B E CTFEWNEHRTS N MIMREURAFHIRS [C DV, SHRBEOREERUREE
FCTOHRMIREDESDTT, WFNHRIEEFX TOBBDFRIEIL 1 U1 T)LDRSHEZBR THOD.
EME 1/ TERARAER (JPN-10258%) DA HREEFE COHMNRWVMEBN DD X Uz, KA SHIREH
(FEREICIMBIREZRE L. REDREZ T2 (CHELTIEE N,

BEEIHFRIRS COREERUREES COBEK (BN [ / 11EEERHER(UJPN-101588). n=34)

N—251 A& RALIE RIEEECORM(E)"
5H FROIE | Fio1E FRRfE Fi9iE FRRfE Fi91E FRRfE
(SD) (/)i BoAfE) (SD) (/). BoAfE) (SD) | (BIME. BAfE)
M/ o8 18.3 16.9 6.1 5.4 44.7 36.5
(x104/uL) (5.83) (11.2, 38.1) (8.33) (1.1, 12.5) (25.7) (13, 155)

s RIEEZT TCORHIISKS B ZRAL TEL,
BHIEFRG T OREERVOREEF COBK(ENE I / 1BERRRER (UPN- 102:18). n=87)
53

N—Z51 Ml K fE REEECORKRA)*
15H RO | FioiE RRfE Ti1E RRfE T1E RRfE
(SD) (&/IME. I=A1E) (SD) (/IVE. ;=A1E) (SD) (AN SN
I/ RER 86 19.1 18.3 46 45 71.9 32.0
(X104/uL) (6.599) (8.4, 48.8) (2.650) (0.6, 13.3) (90.63) (6, 398)

*REEETORBREREHAREREL THE,
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BLSIR AR (FEEARERD) (LB %2941 0)LE COREERURIEES TOEK (5256])

A ] WYL RIEKEETD y RIEELSD
BE 1o "E;gﬂ)ﬁ Y5418 BiEfE #37(B) 'E”(Eo/";m EE R (B)
fhafd(iBE) | choafd(iEE) | chafl(iEE) : ch st f (i)
13.40 5.80 11 273 11
/MRS 19A70 ] 496 | (01271.0) | (01-217.0) (1-130) (55.04) (2-51)
(X104/uL) 13.10 5.95 11 181 11
29470V | 384 | (035300) | (0.4-162.0) (2-98) (47.14) (2-67)

AERRORBOFEICHP I DS T BREFE(N—ZT12) LWET U 2ER % &5
B8 - RS AMEX IS MR EE E THETE L AER £ BEER & LT3,

[LiE]

MIRMDE=FVU T ZEREL TS,

- [VIMREH25,000/ u LREDHBE (FEEIDHIRIC K O MWROHMZ1T 2> T TEE L,

2008 F4FE (A B AEAE &S (2008F4 A 250 B )

N NUiRY V) EZE R R E UTCERERS MERAREERCHUVN T, MWRENZR(FTeBEDIG(E

VcR-CAPEF C2404145441(22.5%) T D R-CHOPEF Cc24264Ich7#51(2.9%) T LTz,
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EFRHEISS MARERARAUER (LYM300255R) [CHI1F D VCER-CAPEF ER-CHOPEZNZNICHIFH M
NWCRAMEDBEERFERIRICOWVWTMIRULE T,

M/ RIEAMEE (HH % £ S MV RIBAMEZ ST) DBEERERIRR

VCR-CAPE# R-CHOPZ#
(240f1) (2423
SEIRHIEL 173(72.1) 47(19.4)
TRREZEELITOTRTOM/IMREDED (Lab data)
BB \ 232(96.7) 160(66.1)
NCI-CTCAE Grade SIRH5I%
Grade 1 34(14.2) 104(43.0)
Grade 2 40(16.7) 31(12.8)
Grade 3 Wl E 158(65.8) 25(10.3)
Grade 42D il/|\Rg D EEE S H MBHEER
E e \ 4(1.7) 1(0.4)
NCI-CTCAE Grade SIRHI%
Grade 1 2(0.8) 0
Grade 2 0 0
Grade 3 LIt 2(0.8) 1(0.4)

EFRHE)25 MARERPRELER (LYM30025ER) (CH (T 2 M/ WRE DRI (L2 LR UE T,

(/uL) VcR-CAP#f
400000 — — R-CHOP#
300000 — |

1m / / \
;fJ‘ 200000 —
g i [
100000 | |
o- FELEERE

BL CyiD8 Cy2D1 Cy2D8 Cy2RP Cy3D4 Cy3D11 Cy4D4 Cy4D11 Cy5D1 Cy5D8 Cy6D1 Cy6D8 Cy6RP Cy7D4 Cy7D11 Cy8D4 Cy8D11 EOT
Cy1D4 Cy1D11 Cy2D4 Cy2D11 Cy3D1 Cy3D8 Cy4D1 Cy4D8 Cy4RP Cy5D4 Cy5D11 Cy6D4 Cy6D11 Cy7D1 Cy7D8 Cy8D1 Cy8D8 Cy8RP  LVT

H]
- AR
R-CHOPZ¥ 242 218 234 217 199 226 208 219 200 182 207 198 203 189 175 41 42 42 40 35 212 239

VCcR-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 218240
BL=R—XZ1 > Cy=Y%1 7L D=H. RP=fk%, EOT=/AEFILH. LVT=RiERK
EFRESE MABERAREEER (LYM300255%) (C B3 D M/ \MRERDIZEFHZEIL
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EFI GRESRSA : IMRERSY)
[t - 14501 735% - Bt [BR]1174.5cm

[f4E]161.8ke
BHEISL  RERIRRRE (V. PS:0

[(FIRF TOHIE]RSFE 1T 1BHE (NI A RFEYA D))
SREREN U ERREE]

[(BRAEEE] BRIB D AR EE, FEEEEE

=0E CR
= E COHIR 36H
BEYA I 6% 1L
E=30HEAR 544*H
PFS 579*H
(0N 1081*H
KD 2 INfEEEE TOHIRE 764*H
*EETHBY0
EFlDOBIE] (Cy:HYro)L D:H)
NIV A K@ 1.0 mg (Cy5D4~)
1.3mg GFERERRAME
300000+
= [f/RE/ul
250000 "
AT
2000007 it NIV A R
NIV A RopRgE L NIVT A RO A PR NIV A Repks
150000+ e R AN =
7 UILE—KIG
1000001 /
50000+
0 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
EedB-28n08-8038-8¢8n08-838sd3r8qnaan 8388
D S SAANNO SOOI SIS TOSOCoONDNDAN 000N 33 H
E53555880003800038805528833028660883 38
i Ot6 o5 o666 Ot6 o5 O6566H
40 QR 1%} ? D QR 1%} Q@ @ _l
' 55 5 55 55 5 5553
VI @l q_| ©l &I @I COl (Dl LDI ‘.OI &I 8
aga o oA an o anad
55 5 38 55 3 358
A [1V)\iREm A
— IERETR

* A J)URIREDMRBEDICDELE (ZE2MCKRDERTIFELY)
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BmER (5FhER) RS

[FRWKR]

LHEUEBHEZNRE UICEWS [/ TR, RSIRTTR AT (FEERNEREN OEANERR)
KON MUY ) (EeNR E UTcERHES MAERAREERCH1T D aMmER (k) s OFRBE =

BUMCmUE T,
B mER GFER) WA DEIERFEIRIAR
[ERPREER]
. . LYM3002:t B&
JPN-10138 JPN-102588 VOR-CAPE:
(34431) (991) (24011)
Grade 3Lk “£Grade Grade 3L E 2£Grade Grade 3L E “£Grade
AP eRERIR D R 0 0 3(3.0) 11(11.1) 0 1(0.4)
EFERITKIE 0 0 0 0 0 0
BHMFRERB A E 2(5.9) 2(5.9) 1(1.0) 1(1.0) 31(12.9) 36 (15.0)
FEf BRI DE 0 0 0 0 0 0
A Mk D E 4(11.8) 14 (41.2) 72(72.7) 97 (98.0) 90 (37.5) 100 (41.7)
I NERR AE 8(23.5) 12(35.3) 93(93.9) 98 (99.0) 44 (18.3) 48 (20.0)
FRERGE E 9(26.5) 15(44.1) 77 (77.8) 96 (97.0) 180 (75.0) 190 (79.2)
2 INEREUR D 11(32.4) 22 (64.7) 0 0 0 0
BRREUR D 0 0 0 0 0 0
FhEREUR D 13(38.2) 18 (52.9) 0 0 0 0
REKE R iR 0 0 0 0 0 0
WEETRE D RIB D 0 0 0 0 0 0
MedDRA ver16.0 (7&530%)
[Bh&ERRS T AE]
Y E(ER R AESRZE (RRMM) {EARIEFAZ (NDMM)
(1000131) (18615)
=43 2% 5E 21
EFERERAE 0 1(0.1) 0 0
BT REB A E 0 14(1.4) 3(1.6) 3(1.6)
SRR BRI AE 1(0.1) 2(0.2) 0 0
B MmERig A E 2(0.2) 21(2.1) 0 0
2 ISR AME 0 4(0.4) 0 0
BRI E 0 18(1.8) 1(0.5) 1(0.5)
Y INEREGR D 1(0.1) 102(10.2) 0 0
BRI D 0 2(0.2) 0 0
FhEREUR D 7(0.7) 156(15.6) 1(0.5) 6(3.2)
IFIEERBE 2 RBD 0 1(0.1) 0 0
IFERTKE D ERIK D 0 2(0.2) 0 0

MedDRA ver19.1 (BEZER)

RRMM: B 313 #A1E D ZFIEFHEIE. NDMM: KIAED S RIEBHIE
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[AEK]

FH EDOREEMZEE CEENEHISNIZAMIER () mARERHIICONT, SHRBEEBEOREERT
RIEMEF COHMEFERDOESD T, WITNOHREET TOHBMDHAREE 1 YA IILDRSHEZB A T
BOH. ERS [/ TR ER (JPN-10258) OADREEFT TCORULDRWMEENH D X Uz, FFIRS

BRI (FSEE] MR E ZER L. BEORREZTD(ICEHELTLEE0L,
BHINHFERG TORKERVOREEZ COBK(ERE 1 / 1BERRER(UPN-101:5). n=34)

N—=ZF1 B RIEME RIEEETORR(A)*
BB REOH | FioE RR{E Fi51E FRR{E Fi51E R {E
(SD) (BRI, ®AfE) | (SD) | (RIME BoAfE) | (SD) | (BIME. SAfE)
B I ERE 31 3985.8 3500 2235.2 2100 31.4 29
(/uL) (1339.4) (2300, 7300) (764.2) (1000, 4100) (25) (3, 99)
GFRIRE 31 2239.7 2006 904.8 864 36.3 29
(ZuL) (881.9) (1118, 4088) (447.3) (378, 1886) (32.4) (4, 123)

*REEE TCORFIILIXSHBZE L TEH,
BHIEFERG TORKERVUREES COBM(ENE 1 / 1BERRRER (UPN-102:8). n=87)

N—ZS51 & R=IKE HEEZTORE(A)*
BE RO | T ks 918 R fE FHE ik fE
(SD) (BR/IME. =RATE) (SD) (BR/IME. =RATE) (SD) (BR/IME. =RATE)
A MR g5 | 4988 4500 1576 1500 58.0 27.0
(/ul) 2317.6)| (1800, 17700) | (602.2) (500, 3100) (79.45) 6, 408)
$PeRIRER s | 2777 2405 728 664 710 29.0
(/L) (1640.2) | (1000, 13980) | (378.4) (140, 1920) (79.84) 6, 379)
* BIEMEE T ORI ARSI A E L T,
SRR AT (FEERARERD) (LB 2291 2/LF CORKERUVRIEEF TOEH (n=525)
| umron U oL | REEECO e BEENISD
BE gron | ERS| s 1 G) o AR ()
rh o i (BEHE) ok il (&5 ) i (EEE) ° Rk i (&5 )
1965 1304 10 311 5
$FeRIRH 19A7)V | 484 | (55 .0.17575.0) | (38.1-12400.0) (1-146) (67.03) (2-57)
(/uL) 1875 1537 10 190 5
2947V | 364 | (609.17918.0) | (53.0-12485.3) (2-99) (52.20) (2-53)
913 504 11 300 6
I NERER A7)V | 474 | (73010735.2) | (9.0-5120.0) (1-101) (65.19) (2-105)
(7uL) 811 496 11 181 6
2917|370 | (180.0072.0) | (2.7-2175.8) (2-63) (48.92) (2-53)

FEFRORBDEEIIP P DL T REFE(N—Z T4 >) L WET L ER £ &5,
B8 - 5 AMEX IS MR EE & TEE L AER € BHEER & LTV 3,

[LE]

MIRBDE=FV 2V T7ZERmL T IEE0,

- HFAREREOS00/ u LK@ (CE UTe B E PEAMIFPIEAMEDHIR U B G (& BRI IO = —F R

HF&RAI(G-CSF) DrS5ZEZEE L TLEE L,

- NNVl ) (BE7E R & UTcERRH RIS MARRRPRELER (CH UV CC-CSFRANE. 7 RERIsAME. FEFE
FARIKEAMED FELD U L [FEEICERT S ENEIRETH D G-CSFRAIDRSZRI(FTcBEDEIG(EF

2008 F4FE (LA ER B FEEFT (2008 F4 B 25 )

29.6%(71/240641) T. FBiR5(38.8%(21/2404l) T LTz,

56




R EISS MARERPRELER (LYM30025188) ([CHIF DV CER-CAPEF ER-CHOPEZNZENICH (T H4F
FRECRANEDBEERFERINULICOWVTUNIRULE T,

SFRERRAME (R 7z 4 S FHIEREAMEZ ST) DBEERERIKNR

VcR-CAPEf R-CHOP##
(240f5) (242131)
REGIH 220(91.7) 196(81.0)
TRREAEFELIT DTN TOHFHERE DR (Lab data)
RIRGIE 235(97.9) 226(93.4)
NCI-CTCAE Grade SIRfI%L
Grade 1 8(3.3) 7(2.9)
Grade 2 15(6.3) 21(8.7)
Grade 3 LIk 212(88.3) 198(81.8)
Grade 3%7zl3Grade 4DFHEB D ELFOIRLEEER
BRI 98(40.8) 70(28.9)
NCI-CTCAE Grade SIRfI%L
Grade 1 21(8.8) 17(7.0)
Grade 2 44(18.3) 32(13.2)
Grade 3 LIt 33(13.8) 21(8.7)

S EEE MARERPREUER (LYM300258%) (C 5139 H MEK (47 3K MORRMZ(EZU FIRUE .

(/uL) VcR-CAPE#
20000 — ——— R-CHOPE#
% 10000 —
?;2 o ) W% . ] o Y. , /4{ T o
< . T [ I~ ~ \«k : {/'
# 0
FIE R RE
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
BL CyiD8 Cy2D1 Cy2D8 Cy2RP Cy3D4 Cy3D11 Cy4D4 Cy4D11 Cy5D1 Cy5D8 Cy6D1 Cy6D8 Cy6RP Cy7D4 Cy7D11 Cy8D4 Cy8D11 EOT
Cy1D4 Cy1D11 Cy2D4 Cy2D11 Cy3D1 Cy3D8 Cy4D1 Cy4D8 Cy4RP Cy5D4 Cy5D11 Cy6D4 CyeD11 Cy7D1 Cy7D8 Cy8D1 Cy8D8 Cy8RP  LVT
#
- AR
R-CHOPH# 242 213 232 211 196 224 205 217 197 179 207 195 203 184 172 41 40 4 39 34 212239

VCcR-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=R—XZ1 > Cy=H%1 7L D=H. RP=fA%, EOT=/AEFILH. LVT=RiERK
ERFHEISE MARERAREER (LY M3002558) [CH(F 2 Bk (FER) BOREFHIZ(L
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G GRESRA | IFRIRERLY)

[ - 1451 70m - 2t [BR]1148cm
[ Sal BRPRRER 1V, PS: ]

[RIRE TOREIIRSHRR32BE (NLT A K2U4(2)U1 1HE)

[{#&140.9kg

SREREN U ERREE]

[BEEEILL  [BHHEIFL

=30 CR
=3 % TR 428
BEYT 7V 61 7L
=3RS 659+ H
PFS 932*H
oS 1081*H
KDY D INEREE TOHARK 1081*H
* BERIT B0
UEFIOWIE] (Cy: Y1) D:H)
NIV A Re
1.3mg
9000 Yo
] - PR L )
8000 YA baol  EREEGE) | Yol
7000+ BIIASERE (238) BHSEIE (@)W  IFREREAE  RMAEIE ()
6000 1FEEREANE 1ZHEREAE || B7SS—PmiE FhEEAE
5000 _ ¥ 4 4
RIVTA RS
40004 SFRERRAME
3000 2 2
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 e B e R e e B R R P e g Y R SR
R OQQAQAO3330OMO3333YYYTOS3I330VVLOSICOOO3ESS
E 22> >>>(\1888 >>>m3888 >>~>q—88%8 >.>>.L08 >>>‘®8E§88
pOOOZO0005222000522220003522220003200052322
Jo 283 2333 2333 2 =
s C C C c CcCCcCC c CcCCcCC C Cyw— C C
DI DI DI DI JI 3| DI DI DI JI JI JI JI [e) DI DI
3~ 00 MO LW ™M —0 LW o] (\J’gﬂ'u')
— AN AN — AN ANM — AN ANM Al v—LuLOO
[aNala) [aaialia) aaialal [m) o= a0
AN AN nNOMOM < S S Te] OCoo©©
333 33833 5335 %) SX33
Q
(@]
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
— EEETE

58



[FRWKR]
LHEIUEBHEZNRE UICEWS [/ TR, RSIRTTR AT (FEERNEREN OEANERR)
KON MUY ) i@z R & U ERRHE R NRERRELER (CHIT OB MDA TR Z LI NIRUE T,

BMOBEERRRRR
(ERPRELER]
JPN-101388 JPN-102t5% L\\(/'(\;"Ff’_%(i\zj;f;ﬁ
(3411) (99f) (240f1)
Grade 3L E %Grade Grade 3L E %Grade Grade 3L E %Grade
=il 11 (32.4) 25(73.5) 35(35.4) 63 (63.6) 23(9.6) 86 (35.8)
ABTOEVED 0 0 0 0 0 0
FRMERER D 0 0 0 0 0 0
MedDRA ver16.0 (7&538%)
[BERRS T AR]
YEER K EFRZE (RRMM) {EF R AEEAZ (NDMM)
(100011) (1861)
55 2 =) 2
Alfl 10(1.0) 153(15.3) 1(0.5) 1(0.5)
ATFOE gD 2(0.2) 60(6.0) 0 0
FROMEREUR D 0 4(0.4) 0 0

MedDRA ver19.1 (BEER)
RRMM: BEX IFHAM D ZRMSEEE. NDMM: KABD SRS BEE

[AEK]

KA EDEHEMRZEE CEFEVNEHITENICEMFERAICONTC, SREEODREENURIEES TDH
HFFROESBDTT . WTNOHREEFI TOHMDPREL 1 A IILDRESHEZBATHD. EANSE ]
/ THEERARALER (UPN-10258%) DA DREMBE COHMNRWMEBN SO X Ulc. FAIRSHBRISSRDIC
MAREREZRIE L BEOREZ T2 (CHRRELTIEE L,

BEHIHIRIRES COREBERUREEF CORK(EAE [ / T1EERRHER(UPN-101558). n=34)

N—=2F11E {EfE RIEEETORH(R)*
RE REGIH | Fio68 HR{E FiafE HRAE FiafE HR1E
(SD) (B/IME. ZALE) (SD) (B/IME. JZALE) (SD) (B/IME. RALE)
057i== o5 10.7 10.1 87 9.1 4438 32
(g/dL) (1.76) (8.1, 14.8) (1.69) (6.2, 13) (36) (2, 158)

* BAEEE CORMELRSHMERL THE,
BEEIHFRIRG COREERUREES COBK (BN [ / 11ERRER (UJPN-102588) . n=87)

N—2F1E &I&fE RIEEETORH(R)*
=H REBIH | FiofE FR{E FiafE FR{E Fi9fE FRfE
(SD) (/M. JZALE) (sb) (B/IME. JZALE) (SD) (B/IME. JALE)
~EJOEY 58 10.1 10.3 8.2 7.9 63.8 24.0
(g/dL) (1.549) (8.0, 14.6) (1.122) (6.5, 11.1) (89.20) (2, 412)

*REEETORBRREREHAREEL THE,
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BIERFS A RS I EEARERE) (LB 2201 )L E COREERUVREEFE CORM(=525)

LFH L | LHH ol | REEECO ) BE@EPSD
BE 1o "E;gﬂ)ﬁ W5 418 BiEfE £87(8) 'E”(Eo/";m EE R (B)
hofE(RE) | choafd(EE) | chofE () : rh i (H5.)
8.80 8.15 8 327 5
~NETOES 1TA7L | 485 (4 446.1) (4.1-15.2) (1-78) (67.42) (2-112)
(g/dL) 9.10 8.80 8 206 5
2¥A70 | 378 (5.7-20.1) (52-14.6) (2-74) (54.50) (2-68)

BAERRORBOFEICH,P P DS T BREFE(N—ZT12) LWET U ER % &5
B8 - RS AIMEX IS MR EE E THETE L AER £ BEER & LTV 3,
2008 F4FE (LA R AEAE HREIEET (2008F4 A 25 B )

[LE]
- MBMOE=SU VI =EREL TR,

N NUiRY V) EE R R E UTCERERS MAERAREERCHUV T, RGNz R(FTEBEDIG(E
VCR-CAPEF C2404F52641(21.7%) Th D . R-CHOPEF ¢24261Fh4261(17.4%) T UT,
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ReE R

[FRIRR)

LHRUBHEZNRE UTCENE [/ 1RERAREER. RSHRTTHRAR (BEERMEREN O EHAEER)
RO~ MUY ) 7R E UTc ERHESS MR AR SR C B D H R BZ ORFREE Z A NIRULE T,
FINEZ OB ERRERNR

(BrREER]
e . LYM30025
JPN-101:{E& JPN-102; & VCR-CAP_;?%
(34451) (99f5l) (24011)
Grade 31 E %£Grade Grade 3L E %Grade Grade 3L E %Grade
IR 0 1(2.9) 1(1.0) 6(6.1) 5(2.1) 9(3.8)
BiEMRIREL 0 0 1(1.0) 1(1.0) 0 0
MedDRA ver16.0 (7&z38%)
[ EERTR ]
YEEHRERZ (RRMM) {EF Rk #EAZ (NDMM)
(1000f451) (1861)
BE 21k 5K 2%
kS 15(1.5) 121(12.1) 2(1.1) 10(5.4)
BREMEHIRES 0 3(0.3) 0 0

MedDRA ver19.1 (BEZERR)
RRMM: BRX IF A D Z R4 EEEIE. NDMM: RABRD ZRIEEBEE

[ALE]

ENCCNAA B4 (ZHRMBHE . DABEDRRIAED TBLEIEER) TlE MILT VI TCLDBEIEH
WBZOFRIREUXATHighlCofESN TS D, 72208, )\Z2o08)b. 77 A2 20E)LDFRES*
ZERI S CEDHRINTVET . B MUAIVARDRE REDEHIEHD T uo

B 72208l (RRRE) [CDWCTIE, FR23FIH28HREFK09285 1 S[EERDBINSMER ([CFRDIRER
ZEEDIORWVICET @A TRILT VI TERABOEE] N LU TS UIBEa. S%EZzEE L
RBDHBD] ESNTVNBD CERLDNILT A REBERFOFREZ FHEND 7 IOV HRREE LRDD
ESNTVET,

*HRBEICHT B/N\S52 708, 77 AV OO FHHRSIFEN TEBS N/ IR TIFHD EEA.

[&Z | SMFHEBEOEINE T STVRAEDSE S SHEREZWRE Uc/BY S I HR
FREEER (MMY 3002558) ]

B IHEERAREER (MMY 3002:88) Tld, M1 LA KD IR SEHEL TLE LT,

TNITHEVMPBE D 34061904 (26.5%) [T ILABENR BB S S NE Ulc, FRRS5ES I
90BN S B3 (3.3%) [CERBEBHERD SNE Licht. BHHRS % LD e MPBE Tl 250%Ich4 36|
(17.2%) [CHERFEBHRD 5NE Uiz, CNSHDTENSMPBE TR IAILAEDFHIRSICLD. Sk
BEOREEENME FUICEEZ 5NET,

LTS BB RS ER (MMY 30025888) . EPVEE 1 / [4BEREREKER (UPN- 1 025358 RO B SIRss % A
(RFEEARERD) BT 2MIA VAR SEEIDERAEORBERRERERERERUET., SHE.
FECBVTHIAIIAEDESE, B5HREIFE— TRV, —BICHEIFTEER A
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MOV ARRSEEROFHINEZS * DFEIEXR

o Mo IVREE » LSzt "

f: /=n 1 B

HEX/FAER P EAE FEFIER Fe=yepn SR (%) RERER
MMY300235 (MPBE)® 5L 250 43 172 Fisher
(n=340) HY) 90 3 33 p=0.0018
JPN-10258% (55 4888 9)° % 28 2 7.1 Fisher
(n=87) ) 59 5 85 p=1.0000
S EER R ERZEC 1% 501 48 9.6 Fisher
(n=525) ) 24 1 4.2 p=0.7513

*MMY30025E% (MedDRA ver10.0) % U'JPN-10258% (MedDRA ver13.0) Tld. #AZE (PT) ¥ HikfEs. RN EIRES. MERAMELE O ERESR
% ZHRDEMERINEDS. BHIREDS. REIREDS. SIRES IR AREER [MMY3002:8: 0D #4. ver13.0 TIXIEHREZSOTREE(LLT) ] EEEL 2.
BECSHBRERIE T BEAEB P AHRBEEEREL 2,

a:2007%E6A 150 Clinical cut-offi% =, b:2011E2F4H Data cut-offif s, c: 2008 E4FEFE AR ERE B EET (2008FE4F 250 =)

HRBEICN T DMIAIVARDFEHRSDRE ABIFHILL CVFBAD LIFICHRESNHH V2R UE T,
EZE A1 VAZRDOFRHE SRR

WL 15 8151 SRBEERBRS

nokiotald | 7ommen | e S EANTY | S04 LB (43%. 6/140) £ AL, 200me/ B PSR 0%,

S ) ) O/19) s Bk RIE £ HBIE T & ¢ (p=0.003)

loone/B & ANTYSTRBITE T ik is200me/ BB TSHIRIEL. 400me/ BEO2IEY b
Kimetal® | 7o70EN | -400me/BEFNFIITavoMETET| et 2l 0 00T s e S s n

(25%) AR 1 - >

- 200mg/ B (19%1) BT

* FisherE EER %

EFRHE)EE M AERRAREER (LYM300258R) CTld. MOAIVARICKD FHIRSGEHREL TVE Uz, N
([CHELWVCR-CAPEFD24061FR 13741 (57.1%) [CIRDAIVAEDFIRSSNE U, FHIRSZRITTC
1376105 5541 (3.6%) [ICHRBENERD SNF UIEH, FHRSZ UG o fc8F CTIE103%I41 141
(10.7%) [CHRAEZHRDONFT Ulce CNHDIENSVCR-CAPEECIFMDAIVAREDFHHESICKD,
TINEZ DR FRENME N UICEBZSNE T,

DU ICEBRHEES M ABERAREER (LYM30025E) ([CHBIFT DM IVAREESHEERDFRBEDFHEIRI R
ZmUET,

YV NUHEERY VBB L iU A )V ARR S EER OFIRBE DA EERFERINR

LYM300255& (VcR-CAPE¥)
2zt TV RER S
%L HY)
&5t 240 103 137
RS EL 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 SJd, et al. : Jpn J Clin Oncol 41 : 353, 2011
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BRIFFX Y ILA (HBV)EiEIEE

[FRIRR)

LHRMEBHEZNRE UTCEANS [/ IERARERICBVTHRSEHODFTEAT U, Fie. LHEMES

eliz S

ZRRICUCRERTTRAR (REERNEREN O ERNERR) (CBWLWTH. MEIFHDODFBATUI.

N NUfRRY V) fEENRE UIcE
BRUFTR DRIMEFRRIRIRR

EFRHEESE MARERPRAER (C DT D FIRBE LA N IRUE T,

[BRIREER]
JPN-10158 JPN-10258% LYMSO02HER
VCR-CAPE
(344) (99¢1) (2401)
Grade 321 E £Grade Grade 3L E £Grade Grade 3L E “£Grade
BEIFF 4 0 0 0 0 1(0.4) 2(0.8)
MedDRA ver16.0 (7&538%)
[RHEARFEEAE]
YSEEFHBERZE (RRMM) fER R i&EAZ (NDMM)
(100011) (186f)
5 e 5K 2%
BEIFF % 0 0 0 0
MedDRA ver19.1 (BEZEES)
RRMM: BRI IFEAMD S RMEFIEE. NDMM: RAED S RIEFBEE
HBVOEEMEH RS SNIcEE—E (LYM30025E58)
, 29 —=27 N
wam | Ew | n |PRRAO HBs | Heo e | Gace | PR ey | FRCD | e
mE |
VCR-CAPE# 69 % | BEIFTL | Bt | BBk %L 1 42 2 HY ENEIE
VcR-CAPE# 44 % | BEFFL | KB | TH§ HY 5 293 BERTR HY T
R-CHOP%# 75 3] RmEAEL | BB | Bt %L 3 85 5 %L KEIE
1 45 2 %L &
RcHOPE | 70 | B | SEMR | rep | e | mL 2 50 2 AL B
5 72 2 %L ET
R-CHOPE# 58 £ | BEFL | Bt | TEA H 5 210 BT &L T

SOEHRTERIC. BIFFB RS & U CBRFTR AR, BEUFTR D)V ARRERS 4 14, BEUFFRRKDNABRIE

1HNRESNH ULI2(201 24688855
SRS HHE  BEATR (BEFTA YA ILABEHEESE) DRIERRIRIAR (85

ST

BEUEF %

4

BRURF R 7 1 L IR AR

1

BEUAT X DNARITE fER7 %

1

BAID DB, KSHIDHBVRERFURAED

AR7TiR DEIFRBERRS)

AW CETVIBEWVTBIZERWVZEHID- 29 [CDWNT. AAl

(FHBsHRR4 T UTehY HBsHUAK T (FHBCHUADRZ END SRS N T L& Uiz,

BEEFIRR]

BEIFF R 7 1 LR (HBV) DBIEMEL & B (RRNRFXE)
VxS v T EVELCADERHAT 3B 4. HBVEED U XV DH 2 BHEICH L CAERDBAFNICIEEICHBVIX U —=>J 8175 2 &, BRFADR
FE L5 VIIBREIFRDOBED & 3 E&E. VELCADEE VY X v T OHABREDE RV Z Dk, ETHDOHBVEE DK R VHRE OBk & Bz
ICBRT 22 &, MIMIVIAFEEER TS &, M3 Y ¥~ T DSummary of Product Characteristics# 2£I123 5 2 &,
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N NURERR U ) (BN R E U ERHES MR AREER (LYM3002588) Tld. FEeDAICTHBY

BEEMEDERZIT > CTVLWE LIS,

WBDAIYU——2TtEE U CHBSHIRMRUOHBCH A RBZERIT D L.

ORI B ELEENEBEFFRDEBE (RN & U BREFFROF v U [COVWTIEEERSEZYUVITEK
DHRUCET HAANTET D &,

BEFFRF v U7 REICDVTIE UYFINTEREOM H HE. BRERNOHBDA)VADEMZIEE
[CEZF—TBT L. MENRIELCRETIE. UYFIRTDRSZHIE L. BYEaEZRRT D, /52
MBERRZB I HRE(ICUYFINT RS LTV &

‘HBsHURGZMEDEZEEICK UCIE ERBER TRICSZTI2 100me/B (IS tOMEFRLUE) 72 TBRRIC
BEERKRST & Lz,

LYM30025:E8RICHW T HBsHRFF 4 ERE Td o VeR-CAPER4AHI. R-CHOPE261(CX g o HHBVE
DOFFR5E. VCR-CAPEE 14l R-CHOPZ:261(C1T11N. €D S BR-CHOPEE50.0% (1/261) ICHBVDFH
A EDEROSNFT UTc. —7. FR5Z% (313N 212VeR-CAPE3HIClE. L IFNBHBVOEEMELE
RWHOONFBATURE, Fle. HBSTUREM T, HBcHARZ M DHBSIRIZIEDERE TS VCR-CAPE
1641, R-CHOP2: 186l(Cxd 2MHBVED FH#%5(d. VCR-CAPE 44, R-CHOPE: 7#I[C1T0HO 1, LY
BHHBVOBEEMEFFRO SNFBAT U, —7. FPHIRSZRIIIED o 2BE TIFVCeR-CAPE8.3%
(171261). R-CHOPZ£9.1%(1/1 14 [CHBVOEEMELERD SNE Uic.

[ERAREZE]
D AAEFEE - R HIRIEE R DHBVAEE M EDRRRED R E U T TD3RNBIFoNTNE T,

L FDAEEEE - REIHIEEDR T UICDOBICHRDFEIET %, 12lEU. DAILAENSLHBSHIR
BB CHBWNTIEF DA EFEARBRRERICHRDRIET 2558052,

- FFRODFEEICSEITU T MARICHBV-DNADBIINERH 5N B,

- HBsHURBZI4EAICINA T HBsHRRMAID—ER (HBeh A% and/or HBsHUARZE) [CHWLWCTHBEY
FFREEIHED D DD,
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[FE3RBSHA]
SHIEHREE

SERTTRICRESN., FEIRSARD SHRIRFT TCORMNMESR CT/OPDRERIRIE. RESHN S&
R11 1B CaE&THAH B THRXFIE) CUT.

FHEIR59HBICHBsTRIZ M EDEER S NSAESIE . AFERFRRIE N OaRMABERDRERRDE
<. FEAEERBEK2 » BEIlCE U BRRHEMEFHARBER (CBRATROBEMHEDERH SN TV AT EE
HHEXSNBHIERI T LT,

NN ) (B R & UTcERR A RS MRERAREER (LYM3002588) [CHWLTERD SNfz2fl
HIHR TN ZNAERRIN S42HE. 293HE AR T#97H) TUTI.

ABRFAIAD S 293HBE THIELIC 16IF40HE E83HEBE(CGrade 1 DRHEREREHER SNTULTIES
T. 302HE(CaFERKR 7 106H) [CBRFFRICKIDIETC LE Uz,

[VAIEHF]
HBVEFEIEALD U &, B ALEESE - SEIfIEOEIC fE STREDRERE S SABAIDHBVEBZIRAEIC
KO TEREDFITY,

< EiHCRHET HEF>

- AT 0OA MAREEEA

e MmeErfieEtE (FE>BR)
IEEERAENRORM D ) (&

FOERTTR(ICHRESNCEHMBRERECHFOAITFIXTV Y ZHAL TWVWE Uiz, BAIF3HIE
& MRz RhE UTSERI T LTz,

<HBVREZIR R >

SAERIDOHBVESEY —H— (HBsHR. HBelR. HBcHifx. HBsHiix) D
— R (ICHBSTIRIBIMEERE DA ILAEBNL L I\ M URITBEEEODNTVET, Ffe. HBsSREMHID
—BB (HBcHABZ !t and/or HBsHIA[GH) B\ A URIBEEEDNTWVNET,

-HBV-DNAZ

[FF5- 8RR - iE]
AP R(C L2 [BRFFRSARAA RS> (3.1 ] [TV AR SITRURSHOEBIRES
WBEHESEREL T 2E V. (GEMIFP.68. 6955R)

- HBsHURBZ 4RI T T DR EAR (CIFM DA IVARD TR 52172 CEDRAITT,
*OAIAED TR SHBICDOVWCIET VRIFEL B L TOLEE .
- HBsHURBRIEA S DV T, ¥IEHEZEEEDERFED SHBCH A HBsHUAIZHTTFT T v I LTLEE L,
- HBsHURB24) \-f U X T8 (HBcHABE14% and/or HBsHUAR M) (CXt LTl HBV-DNAEZ¥U>J (B
18], {EZPBAF R OERROAR TRAE < E B 1FE) 2170\ HBV-DNARZIH LR R TR DA )V AREDE
Sz LUTLIEE 0,

SOERTTRICRESNCLH M BRERECHIDORRRDBEE. FXAE16l, T>THEILAF. T>FhH
EILETUFIVUTFY - TJUDY - DRTA VERGAEEFR1FIT U,

1FRE : BRERIAZ 50 : 1261, 2009

2) BIERE : HI6MHAHLRRERNMNZEGI=/FE90B B AH LBAREZRNMNZREETOI S L - #2i%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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| B (BEERE  BIREL. HBVEEHE) |

[(BSERRFER (TSR SNIcBRSEA DS RSB DS
[EF#5- HRI60MM - Bt [BR]164cm  [(FE]153ke

[EEERE] BRI [BHEE] XL

[R5H1 SR - OECT : REFMEL L. DEME/CIE0T I—: BERBLL
INILT A RSNV 1.8mg/m?

[SIR% ORI SBCAHE

NIVTA RERS

142)L D1.D4.D8.D11

24 7)L D1.D4.D8.D11

314U DI

[EREREEIR] SR 7ES

[EFIEE] (Cy: o)L D:A)

AEESEIADIES » Bl | BREE

ANEEEIAD5 5 Bl HBcHLA (+). HBsHLE (—)

Cy2D1 HiaEREFRLHIR,

Cy2D2 IR LB L. 72 OBV SRA,

Cy2D4 Y1 UW202EEHS ., 2RIBDHERSHEBHDTX Y A5 > ik,

Cy2D8 YA 7I203AE#RE., HELUHEBADTI A2V 5BH,

Cy2D10 HBsIUEN G L L /=720, T2 T HEI EREIA,

Cy2D13 BEEEICHREBHHRUOARMERZ EBRT L. LIEOARIC L ZREEFITL 7.

Cy2D26 HBVE 2 (TMAZ) 4.2LGE/mL

Cy3D1 AEES B

Cy3D8 HBVE 2 (TMAZE) BELIT,

Cy3D15 ;"ﬁi‘&ﬂkgﬁf\ HBVEEMHALOBILIIRD Sh h o120 KRBEIDRRNIBH SN EW=H(FLC - A, B-37050TY
> O L,

Cy3D21 HBVTE £ (E2HIPCRIE) B ELIT,

Cy3D174 KBTS,

<HI{EF:Cy2D13>
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[BiZ]

TxH A2/ 20mg/BH 11/2

= 1 )
B 5w Y1 ZIEH EREER
Cy1D1| Cy1D4 | Cy1D8] Cy1D11| Cy2D1 | Cy2D2 | Cy2D5 | Cy2D9 | Cy2D13 |Cy2D28] Cy3D1 | Cy3D15
9/4 | 9/6 | 9/9 | 9/13 | 9/16 | 9/28 | 9/29 | 10/2 | 10/6 | 10/10 | 10/25 | 11/2 | 11/16
- 10/7
BEER g% HBV
= BiEME
NIV A R®
BE5R 13 | 13 | 13 | 13 | 13 110/1 1?/5 1?/8 13
o) 3 3 3
. [SRIEBEME 7% Y X 22> 40mg/H  9/6~7. 9/9~10.9/13~14. 9/16~17. 9/28~29. 10/5~6.
AT7FAAS R
flts 10789

ooy |LFRR17)

LaFy—IL100mg/B  AFIIE S AT~ #fE+

ZIWT 7 A REHT =L )X NTYL15E/B  AFIRS AT~

[FREZl 7> 7aE )L (SiEs%E)250mg/B 9/29~10/25(BF 4
" D71=-DiFE)

1;%7)% Y 7906 (EH)1000mg/B  10/26~4/23
[HBVEEM L] T 7 AHEIL0.5mg/H
10/7~Hkfh

) BBy

BFRAE1A g BECb

T IR

AE/OE

S | 83 87 80 | 72 68 | 76

‘(é/”fif 7300 9600 9400 | 5900 | 5600 | 5400

ig?f; 4015 5856 7050 | 4543 | 4032 | 3834

1S ISER

VIR o608 3064 1786 | 885 | 896 | 1188

(/uL)

/)i

oy | 147 1658 109 | 37 19 | 90

HWEA

G | 64 70 59 | 53 53 | 53

TIVII

)| 30 38 33 | 31 32 | 33

BUN

) | 24 o7 27 18 15 10

JLTFF=

Jn | 27 29 25 | 23 22 | 23

B30

32-3 7T 9/18 | 9/25 10/29 | 11/9

sa 9> | 186 s 106 o3 | 1729 13 | 249
(mg/dL)

FLC- A 9/18 | 9/25 10/29 | 11/9

(mg/L) | 25800 130.00 | 350.00 249.00 12800 | 85800 | 193000 | 404000

RER _ _ _ _ _ 11/9

REL | (+1) ) G e e e | R e

B5RBO 10/23 11/9 TMAE

Lgy | 57AA HBs#E | TMA% BT

HBSHE 10/7(+) | 4.2LGE/ 11/22 PCRi%
(=) mL BELT
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[F ]
FERNSBEIRTEDBREE(ICT U TNILT A RO+ THFEIASGY V2R —R & UTiaEz1T o IThERI THh

%, MBEEEESTERIOTIHRSIFTOHN VA7 7O)LOFHRSFITONTH ST, SHICHR
B RIER D ARIRSZ )R Ulcfcd, 72708 LDRSICHNDD ST NRMEREICE S ITEANTH D,
AAIDRIER O 72708 LDORSH# T CHRNEZdeilE U,

FEES%Z. HBVEEMH LB ERL Uclcd. TUTHEIZERS UfcE 5. FIRER(IFIF EREE CTHX
DflarezEfcd CEFE<KHBV-DNAFRRER N EE 0T,

RS AR S ORBRZIT DEMICIE. KE - IR DAIVANVZV)ZIF U, CMV HBVIEES T EHE
DA )V ADEEEZE T BIREENS D CNODDA))VADE=YU VT EEBICHETT,
FFRDAINAF v U7 DBEICHNTIE. [l - (E2BORICK D FIET DBEFFRMERAA RS
AV AR AA RSA V) JICHEV FERSHINURSEOERNREZER L. HE(CHU TRE
PIIDCEEHRUE T, HARSAVICDWVTIE, P.B8. 69%ZSRU T T, BEFFX (BEY
FFRDAIABFEREZZ0)FP.63Z2R LT EE L,

1) —mEEABARFEZR FIREEAA RS MEMEESR iR BEFFAEA RS> (F3. 1) 2019F38
https://www.jsh.or.jo/medical/guidelines/jsh_guidlines/hepatitis_b (2019783 1H771tX)

[2E  [BEEFNBEAA RS54 (83.1hR)] [CH1F D %EiH - (L2 EEAC K D FRIET HBE

AR A RS A1)
ROU—=5 (£H1) E)
HBs#1R
|
HBs#iE (+) | £ HBs#H1E (—)

| HBCHifk HBsHitk |
|

E3)

y

1 1
HBefUR. HBetifs, |  [HBokifh(+) Fcld HBsH(+)| | HBCHitk(-) h™D HBsHifs(-) |

HBV DNAEE
1 1
20 IU/mL 20 IU/mL
26) (1.8 Loglu/mL) Ak (1.3 LoglU/mL) Kifh
‘ ;i5)ab.c.

TZHUT
HBV DNAE= 18/1~3h'A
AST/ALT 18/1~3h'A
CABENBRZEZREL CHE Bz T D)
9).10) I : 1
20 IU/mL 20 IU/mL
(1.3 Loglu/mbL)E (1.3 LoglU/mL) Kiii
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(fZ)

IR ARRICNT BNHMERZEERD D VIEHE TRIC, HBsTIRGEEH @ WL IFHBsHTURRR M D—EB
([CHBWVWTHBVEEMEIC K D BRBFRDFIE U ZDOHICIFRIEL T DIEMDID D SIRDMNE CTH D, T/,
MRBERBECEEFEICT T OBEDEFEEAD IO Y IOVTFHEER - BRI EDECREEERICNT
D REFIFCECOVNTHHBVEEM LD UR I ZERB L TG DMEND D, BEDIEREERAEADIUR
BHHIEDEICHBWV T HBVEIEM L. FRROFIE. BYELDIREFRASH CTIE L, A4 RS VICETHIE
TURAETATIEEWV, Fe. MBET7FTOTRS(ICKDBIEILFHRIRZTEICARIET 2 HDTIFEL,

A R - AEPEERIC, HBVF v UP B LUBIERREZ AU ——2T0 98, FTHBSHRZAEL T HBVF v U N ESIH#EET . HBs
PRIRMEDEE(C(E HBCHEB KUHBsHGZAEL T, BIFRRENE DN T D, HBsHUR - HBCHES JUHBsHEDAE(S . BRED
AEEZRANTIREYT D EHNEF UL Ko HBsHF MG (HBsHURIRME N DHBCHUARRME) fIl [ CBL CH HBVEELIFHRESNTSHD.
DOFVEREDNREOSD THRHBEZEIRE. A RS V(TR FIHEEK L,

E2) HBsHFEBMERISFHEEFIEC I DIV T DT L. Koo TRTDERICBWNTRERFTOJ DIRSFBES U T ICH e o CAEEPIEICT
HILETBDDALER UL,

ES) A EEEOEFIIRE [CHBCHE. HBSHFRRAEDBRERAD XU CRBIIRIEANFHBS N TLIBHI TR, FUEENMETLTVDIHBEHEHD.
HBV DNAEEREFEICRDFEEDET UL,

A4 BIREREEDH G, UT VYA LPCRIEICKDHBY DNAZZAIU——2T9 B,

AB)a UYFINT - AEXYIART (£ 2704 R), JILISEV ZRANS LR ED SO EMERiE: BiERREN SOHBVEEHEDEURIT
DD EBRDMECH D, BEPBIUREIE THRIMI< LD 120 B0B. HBY DNAZB 1BIE=5U> T3 %, EMEaBiEsld. Bigkx
HEOE=YUVITDNETHD,

b BEDEZEESSURRIEAZE T 290 FIRNAREZHAT 5 | BEFIEVENS, HBVEEHEDOUXIH%HD, HBV DNABDTE
ZHUVIIFI~3ACEZBRE L EREARZER L CEBO SUHBZRET T2, MRBRMRRICOBVNTIFEEEHLGHET UL,

C.BIBRERTOA PE, EilflZ, REtFRo L\ SRBEMERZE T 20 FIRINAREICLDRENFIEE | HBVEEEHDOURIM
Do REIHIEECTIE. AEFREDIEENBDEER (FLLZ20) MEL BN BEE. B1EDOHBY DNAEDEZYUVIHERL
Vo B, BNALEESNBCEDHBY DNABREZHE T S0, JSEEASICIHU CRREHBsHIFAIE (RE 0.005 IU/mL) TRATSC
EEERT D,

E6) R - {LPEEZRAT DAl CTRDRLEITRBICKE 7 TOTRSZERIET D, &I DAIVABHEVHBsHTURBIERICHWV TS, #EE7 T
OJ PR EHTEH > CORYERRRICRDIETANRESNTED. R - (EPBEZRIRT DRIICDAILABZE TS CHBIIENEFL
(AN

E7) R - ALREADH D WVIFAER THIC. HBY DNAEN20 1U/mL (1.3 Loglu/mL) LU EICHE S el R CBE B (LB 7O 185 %8R d %
(20 IU/mLARIERB DB BIDIRA > S TOBREZHIET D). Ffc. BREHBSHIRTE=YUJICHBNTT IU/mLKiEEMHE (EERHE) O
HGld HBY DNAZBITAIE L T20 IU/MLU ETH 2 T & Z#R U L CTRER 7T OIR 52T D, R - (EREEPDSE. S|
E PG EROD STIESBREIFES (RS ZHRIET DD TIFE L TSR AR .

EB) B 7T O [FERIMMEDINEVETV, TDF, TAFDERZH#ET 2D,

E9) FEEDOD @DRAZiGIC I HECIIEE 7 FOT RSO THIEE CH DN TOREICDVWTIFAFEEFIELBR U ETT D,
ORIU—Z2JBCHBSHRMGMTE D fTHERITld, BRUBMARRICHII DRI 7T OI RS TRER LTS L. @RIU—ZVITKIC
HBCHUAZ M E feIFHBSTUARZ I D TTIERI Tl (1) Sl - (E2FEE T, AE< D 12 BB RS Z#]iT g2 T &. (2) COfFAR+
[CALT(GPT)BEREIELTWD & (22 ULHBVRISHCALTEBDRAN G 5 EI1FFR <) (3) TDfkHIEAICHBY DNADMGRZIEELTWLD
& (DHBSHIRSB KUHBIVBIEFNRBIRHIRIHET DT ENER UL,

E10) MEE7 OIS TR ED 12D BEIE HBY DNAEZSY UV I ZSH THREIIBBHRERT %, RBHREAAFEME7FOJDFER LD
ARICEDL BBEHEHAICHBY DNAEN20 IU/mL(1.3 LoglU/mL) MU EICIE o IeR CE SIS Z BT %,

—MAHEEABEAREF S FREETA RSAMERZER R BIFRAEHA RS> (3. 1hM)201943A, p78~80K&DEn#E;
(https://www.jsh.or.jp/medical/guidelines/jsh_guidlines/hepatitis_b) (201978318072t X)
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EfTHES R IR ERRTE

[FRIRR)
BN ROEANDERKEER CIEERO SN THO I EAD, BARERTER CEMBIDMENHD. FETICED
TERIBIRESNTVNE T, ENDOREIRTTER Cld EITHZRMEBBEMELHINHRE SN TVET,

[3E]

FAIDEEHABF R OTaEE TR ISBEDREZ T2 [CHRE L. EHES. 8RS, R (FFE. [
I RER) . SEEEFEDIERD D SONICZEIE. MRICKDBEFEZMNUNEHRIRAZITDO CEBIC. B
ZRIEL BYFLEZTT > CTLEE L,

SEBR ETESRERBEMIESEAA RS54V 2017 [EEFBNFZMAERMDE EAKEEFRERMASRE @A RBBERMRER)
TUA VR OEBFED A )V ARRSAE CBE T D&

g -n*f(

[R5
BANOERNDERRER CIFERH SN THO X EBAD. BAREITTE CEMBIDIRED DD . ERDRIE
ARFERR TS, #EAx 1 6. Fbigaz 1 BIDET 28I RE SN TLE T,

QUi=)

AEIRSEICEZICEET DREEZENUOWE L Y M UBREICINA. A5 —JT0O- Yﬁﬁﬁ.ﬁt%ﬁﬂ[&‘j/\)bﬁ
Uy RInMEEZ{TV. BERECTRESZZ1TD CEChD . RO RZER LT IES

B SHRFERETDITITVERD S SONEEE(ICFESICR S 7RI U, BUEAEZ T 9‘C<7‘:“'&L\

SEER SREORRAR CEIH4R) (HAERRFEEERER (B $£89%E. £45, 20145F47)]



2R

[R5

TiRRERES

LHEIEBHEZNRE UICEWS [/ TR, RSIRTTR AT (EERNEREN OEANERER)
KON MUY ) @z R R E U ERR RS TERAREERCH 10 D EERE DRITAE Z LU N IR

LET,

AR E DR ERRIRR

(ERPRELER]

JPN-101&5&

(34451)

JPN-10255%

(9931

LYM3002: B
VcR-CAPE#

(24011)

Grade 3L E

“£Grade

Grade 3Lk

2£Grade

Grade 32 E

“£Grade

BRFFA

0

0

1(0.4)

2(0.8)

g

0

0

1(0.4)

1(0.4)

FTHRER S

1(2.9)

46 (46.5)

2(0.8)

8(3.3)

BT %

0

0

0

0

TIZLTI/INTGR
75— #EM

O |O|O|o0|o

9(26.5)

28(28.3)

0

0

TANGK BT I/NTR
77—

2(5.9)

15(44.1)

24 (24.2)

MmeEpEIVE 10

1(2.9)

3(3.0

y—JIWEIWNZ X
77—

1(2.9)

2(2.0)

N ATIF—ELER

0

0

MeA7IVA)RZRT 72—+
N

10(29.4)

41 (41.4)

HEELS

o| O |Oo| O

0

0

o| O |0 O |Oo] ©

o O |0 O |O] ©

MedDRA ver16.0 (7&38)

(BSERRTTRAE]

TSEfE A RAEFRE (RRMM)

(10001)

fEF R AEERZE (NDMM)

(186f)

£

2fF

S

FTHRER S

2(0.2)

47(4.7)

1(0.5)

g

1(0.1)

1(0.1)

0

TIZLTIINTUR
J1o—E1#Eh

90(9.0)

TRNGK BT I/ING R
77—

79(7.9

MR IVE 1N

11(1.1

y—FINEIRTEX
15—t

6(0.6

NP XTIF—E LR

1

MATIVA)RZAT 72—
N

o| © |0 O |[O] ©

o| o O O

MR

HERELS

(
87(8.
(

2

)
)
)
A1)
)
)

o| © |0 O |[O] ©

MedDRA ver19.1 (BEZE)

RRMM: B3 I3 #AMED ZFIEFHEE. NDMM: KIAED SRIEBHIE

(L]
Nl

BEBYISLEZ1T o CTLEE W GHlllEP. 14~1658)
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BEMR

[R5

LHEIEEHEZENRE UTCENSE [/ TIERREER. RS

nEE

FoteiE (FE ERRERE N O EANERR) MO

N NUHIREY ) BEZE SR & U ERHEEE MRS R ER DI T D DESDOFRIFHEE Z LI NIRUE T,
DAL EEDORWERRIRKR

(BRAREER]
JPN-10138 JPN-10285% L\\(/'(\;"Ff’_ %(fpaigfﬁ
(3411) (99 (240f)
Grade 3L E %£Grade Grade 3L E % Grade Grade 3L E %Grade
DAE 0 0 0 2(2.0) 2(0.8) 2(0.8)
2L 0 0 0 0 0 0
SoMEDARE 0 0 0 1(1.0) 0 0
DERITE 0 2(5.9) 0 2(2.0) 0 0
AERE 0 0 0 0 0 0
EEREERS 0 0 0 1(1.0) 2(0.8) 2(0.8)
il 0 0 0 0 0 1(0.4)
MedDRA ver16.0 (7&538%)
[BHERFERARE]
YEEERREFRZE (RRMM) {EF R AEERZ (NDMM)
(100041) (186f1)
55 2 5K 2
DAE 7(0.7) 12(1.2) 2(1.1) 2(1.1)
2 DLRE 1(0.1) 2(0.2) 0 0
IoMELARE 0 5(0.5) 0 0
DERITE 0 2(0.2) 0 0
fitiZk fE 0 1(0.1) 0 0
MedDRA ver19.1 (BEZE)
RRMM: B33 13 #A D S 2B BEE. NDMM: RAEED L4 SEEE
DERFEREEORWERRIRINR
[BRAREER]
JPN-101:8& JPN-10254 8% chg%(;zpﬁgf
(34451) (9941) (24011)
Grade 31 E £Grade Grade 3L E £ Grade Grade 3L E £ Grade
ML —R K R7Uh 0 0 0 0 0 0
DEMEERSMINGE 0 1(2.9) 0 2(2.0) 0 2(0.8)
DEMSER 0 0 0 0 0 0
DEMQTIER 0 1(2.9) 1(1.0) 3(3.0) 0 0
MedDRA ver16.0 (7&538%)
[BHERRFERAE]
YEERRERZ (RRMM) {EF Rk #EAZ (NDMM)
(1000f451) (186f)
BE 21k 5K 2%
MUY —R K R72h 1(0.1) 1(0.1) 0 0
DM 0 3(0.3) 0 0
DEMESER 1(0.1) 1(0.1) 0 0

MedDRA ver19.1 (BEZER)

RRMM: R ISEAMD S RMEFIEE. NDMM: RiGED SRIESBEE
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[AE4K]

B OFELE. DMfELE. S oMELAE. DRMEY 3 vIRGSDONDIENDD., BERIDOEZERHKR(CES
DIFVEEICOVWTHEERHERE RHAHRESNTVET,
ELUSIRTEERDEWERRES(CEVTOELE. DAL DEMY 3 v IHEICLDFEHDREINTVE T,

[FIREFER]
SHREFREE:

EME 1/ T8RS (JPN-102588) THRIE LoD A2EhERER*SAIIC DV CIE, &E6~®R&54HT
FHIEDERHONF Ul RERTHRAE WEEAMERR) (CCTRREUEMDZ IE 1~2T1TJVEIC
FIRUTWEIH, 204 ZIVBELIEICHEIR UEAIBERH SNTVE T,

*MedDRA (ICHEKEZEMAESE) D58 (HLT) DIA£LNEC (NEC : Not Elsewhere Classified) DEEEZRDIFH . BEAZE (PT) DEEHEEERS.
DEEEER S, RURERERES

[E]
B EEOREZHRL. REDRO SNBAICFES RS 2R UBIENEZT> TR,

[Z DfthDiFR]

W OAZE D D MICKDIIREIEIR. KK, [EK, DEKETEEFNERD 5N DTcs. MENBIRZITZIS TIF
< DBENODITI—ZR UIEEREOERZRE U TEE L,

B OAZEDRONISEEF. R ZFRIRE (BNP. ANP) FDENREZRNE L T /ZE0,
SIMFHRBEDEINEESEVREREON Y MUl ) EREZNR E UCEBREESE MRS
B2 (LYM3002:ER) ([CBWVTARWLSNEVOR-CAPESAICIIMILT VS TDHAERE LT, RFYILEY Y
DNEFENTCVE T, VCR-CAPEEE U TIRS T DRIE FFVILEY VHE T D0EMICEFR L. R5FA
Al MOBIa%(IS5EE (S OREERRE (DB, DI —., BEHREXF v >/  DRRIDEIEARE) Z1T D15 E
FBEODREZTDICERREL. EBDROONEHE(CERSZHRIELTIEE L,
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Z23E EEAIREREE(Tumor lysis syndrome)

FESRHIRAEIREE (LLD. TLS) (& BUESICNT DIEFFAICKD . RRRFEBDBRENB IO K
SEORBEDMPICHESINDSZEN S &Y VERIE. &AYUDAINE. KLY D A, SEKEEM
TEZZ L. MmN EBREESNORELCU VALY D LAOTHICKOBEEFEAENE U SREEZ
LWET,

[RBRRS
SHUBHBENRE UENSE 1/ 1ERASR. 2aiotRHE (EEANEHEEROERREHE)

RO~ MUl ) @z R & UTCERR S MABRRRE IR C DI D TLSOREESRE Z L FIRUE T,
SRR RB ORI ERFERINR

(ERrRELER]

JPN-101 588 JPN-1025 88 ch:%(fpﬁgfﬁ

(34131) (9911) (24011)
Grade 3L E £ Grade Grade 3L E 2£Grade Grade 3L E £ Grade
PE5 BR IR IR B 0 0 2(2.0) 2(2.0) 0 1(0.4)
MedDRA ver16.0 (7388%)
(RGERTT&RAR]
YEEER R EAZE (RRMM) {E R A&EEAZ (NDMM)
(1000f51) (18614)

55 2% =2 2

PE S AR 1R AT 12(1.2) 58(5.8) 2(1.1) 2(1.1)

MedDRA ver19.1 (BB &)
RRMM: B IS #AMD Z R M S BEE. NDMM: RAED SR SREE

[SIRESHA]
SRR
EMEE 1/ DRERARALER (UPN-102588) D26IF T4 ZIL1 [ICHBLF Ulc, SEIRTHRHAR REERmM

TERE) ([CTHRESNITEADZ S [FFFIRSHIBER 1 A JILBICRIRULTWVWEIH. 2T T)VBLIREICHE
RUEABERO SN TNET,

[TLSOURIHBBEVEE]

SREEHED?
WAEAMOEREN SV EE,
BREMAPOEEREEN ZVEE,

W ik, BREREEESHL LB E,

VAIVHERZ ) NRES)
LDHfBA BB LRREVESVEE,
bulky#Z= (FEHE>10cm) P H3EE.
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[FB7 - £R%2]

TLSD U BEVEEE. BYEFHEE (B SATUA—BRS. T I+VYIS v M5, 7OTU
J— )R, FIRE) SEEEVESS UV I BT o T REE L,

W THEE

SZTUN—BOFHEESS
SZITUN—BRREBILERCTHD. REEBIELFSY MUICT . T&UTESRBERETHO
FEDICHERT 3. (LB ARERIA~24RMICIER S #EE T 181 E5~70857 3.
FOTU/—LDTFHRS (REEREN 22

FOTU ) —UEFHVF VAFFS 5 —CREERIC & D REOEREHT 5. 2HEIREICEDE
U BBRBIEE T 210, (L RERIAR A~ 48K 5 R 5. POTU/—LIR5IC
S U F VBEOFHDIHIC O ERENETS .

DI TFVRY Y FOTFHRS-

TIIFYRS v NEIETUVRDFYYF A S —BEEETHD. 101 EE 50 &3 REIE TR
DBRERSNTD, BE~TEEOBREBERE CORERANDTECHD T EDRESINTNS.
WE=yUUH

SREBRIAE. BRO(CEEARIES2ARM®RE CIEO (4~68RCS) [CRE. UVEL hUDL, JLUFF
=Y. ALY, LDH, KB DEREECONTEERS EZSUY I LTS,

[ALE]
B #HR

AREMRIF. BIDREERIKEFBEEZEASED LT, VY R—YRAEZRZEWLESE. REPUZD
FREENDEBEZ R LR T, MRAIE UTERERIBKNIE0.4A5%BIGKEENUDLRU U VBZESFIFVE
A7z ALY, 25600~3000mL/me/HDOREMBZETD CENHREINTVE T,
BSXJUAH—ED

SRATUA—E0.1~0.2meg/kgZz 1H1EES L. RARMICHEZETHNIETRER7BEITTRDIRLIZESUL
TLEEL, GEPDRIBEEICH U TCSATUAH—EDREAIFRRTIDT., TOBEOABEREL U TE, 770
TU/=IURET T TFVRY v beBRLTLEEL,
1)Terpos E, et al. : J Cancer Res Clin Oncol 130 : 623, 2004
2)Jaskiewicz AD, et al. : Pharmacotherapy 25 : 1820, 2005

SEBRRERE(TLS)ZRAMSI VA BARKRERZRRE SREMEINETE 201348F30B%1T
) EHRNERRBRNISY = 2 7)) BBRERE Ta23437 (F30F6RE) BEEHEE
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Z2wE RIEFIRIBEE(REE (Stevens-JohnsonfEREE) .

hE4REIEIEEE (Toxic Epidermal
Necrolysis:TEN)

[FIRIKR)
BN MO ERNORKRAEE CIEEROSNTHED FBAD. BHNELSIRGER CEMBIDREND D . FETICED
THEFDIREINTVE T, ERRLERT R T3, Stevens-JohnsonfE&EEE NS HIFRE SN TWVE T,

[ALE]
HEEDRD SNEHE(C(FRGZHRIE L. BYFRLEZTT > TIIEEL,
SEER BESEARERNIGY 27 AT« —UVR Y3 VYV ERR (RSKEIRERR) TR 18F1 1 A (FR9F6ANE) BES R

ZeuR AP RaEREEREE

[EBRIAS]

BHARUERDERRHR CIFROOSNTBOFBAD, BHBERTE% TEBBIDRENSDD. FELICESIC
EFIBMESTNTVET . ENBIEIRITER Tl FIEH& EMEEEESH. HEMECHIDS 7fIh RS
NCLEY,

(2]

E#®. ME LR, B FEES. Hil. RERESSFIROONDE. IwHEAEMEERED OIS
BlE AEIDRSZHIE U BYELEZTT > T EE L,
SEER BESERRERNGY 27 SEME T8 1 BREHDE

Z2ME HERENURNDES

[RBRKT]

N VR ) EREICY S DR CIEFRBH SN TR FBAD, SRIEBHEERECN T DHEK
FER Tl 0.1%(3/4096DMESTNTVET . BHNRISHRTE TEREBIDIREN DD RHRACE S fAERIS
HWESNTVEY . ENDREEIRTR TDRES(S. FrRAIKEE I TERRBIFBRT U,

[LE]
REDRD SNBAR EODCEPIEMERT D& SEFL TS,
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R TOMDEEHUESEIEH

[FRIRR)

LRMEBHEZENR E UfoBN s MAEEREER (MMY 302 1588) Cld. BPmESEMIRINZHERT ©/cHD
BEIZEZAEL. R ZESEL CVE T, IS DIE (BT U—LDEM) PRIV VI TORE K
B/ RIEDME(ITTFO TR ZBZTERE U CIDIROTVE T, BEERE U CHRESNICBPNESEBIK
JNEOBIT T T U, TNZENOFRREEZREEITRUE T,

LHREBHE  BFEFRE UTHRESNCR MRS C KD EPTESEMIR G

5 H = 1)— S

FAoTSIOR. AR B o7 ETRER 147
SRS RIS °
BFESEBALRISH 1L LR E & h 7= TE] 9(6)

i 1(1)

% DFEE 3(2)

Ezi 6(4)

IS 1(1)

BRR CHRE SN BANERNEBAIRINDIEIRZRE6(CRUE T . 58 TR MESICKDBAERNEBAIR
JEDERHONE Ulc, EERIFERES6H (38%). FFE274(18%) T. &EE261 (1%) DdHI58H 5N
R U (ZDFEE. F#AE 1)

LHREEE | [ THRS5(C KD EMMESENIR LOIERFIBIEARRIR

FI7IIT DR FRERIBD NI BT HRE5E(14761)

RS I%(%)

ARG RSH 1L $RES & h A fE R 85(58)

EHE 32(22)

ZOFEE 29(20)

iz 84(57)

FERR 31(21)

E& 31(21)

[AE1K]

BEFDRODZLHEINTCVET . K MRSHICERO SN BITEFBAUMILDEEMRRZP. 78, 79IIRU
D

WIRSHEVWTNORE CHHEIET HAREMEND D K MR5%Z 1 B LR (IFT2H ML ERERE 14 76]F85
%11 (58%) TRFMERBARIGHO VL EERDOSNFT Uz, ZD D5, 147617961 (54%) (FUAT)V 15
R CHEICBPMESEBARILAEROH SNTH O, EEF TORE (RfE) (F6HME (#H : 1~73H) TUT.

B EROFETRET A U)VATHHEAHRET & CEITERT DIRENERH SN TNE T,

[ALE]

LRESHEZNR E UToBAS IERASER (MMY302 1538 (CHEWVT, BEERE U CRESIIE
BlFFECTLFORTOA B (AT U—L) RURERYZVE (ROA) TRESN TV Uiz, FEIORE
AREE R LT DIF2BI T Uz 38 5HRLE 16 ARZE 161,
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[ M SO RPTEFERMLR N FEIRAES]

LFREEHEENR E UToBNE MEMRAEER (MMY302 1 588) CTEICRD SNTVDIERIFFERT. B
TEE IR I XTI TEREM T Ufc. BN CTAAZZ K MRS SN BATESEMISLFEIIERIC BN T,
BRI 2 5 U C WV AER (FEFINO.SEHR) BRESNCWVE T, BN CTRI PRERIZH. EIEL UIES

bRESNELIE,
BEEZB STeICOFRRVERRZITDO

CERRETY ABRDIRRIC I U CEELEZT 2 TLIEE L,

fiEfiNo. 1
(8- 1R 60t [WIF BFE] BRE

NIV A ReB5LUAIL]  1.3me/m2(2.5mg/mL)  [EFIMED R ERN DL ERE]
[RIROREME] B UOER] 8 [EFUEFEGIRIEAOL] BRER
<ES(ET&RS51EB8) >

R TMR53EH

RIS 7H%

i

VZRNY

fiEfiNo.2
(& 14R1]1 60mM-Bit [IF BFE] VR

[NV A RS UAIL] 1.83mg/m2(1mLiRS)  [FERIEOREROEHERE] &
[(RROREMR] & HOER] & [FFLERSGRIS~NOXL] BEXNER

(B Fg54E8)

(' Fg53E8)

—

1)Obeid KM, et al. : Clin Lymphoma Myeloma Leuk 12 : 284, 2012
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fiEfIN0.3"

e

R TMR532EH

E8)>

.

1.3mg/m2(2.5mg/mL)

[fFim-1ERI] 60mft &t [WIXE BH] BX
INILTA Rrg5LUANIV]
[(RIROREMN] B [fhOAEA]
[RPESERILR I~ DXL
<EXBEEB(RZ 54

<

* . .‘:
h--__e?asﬂe > EE. Grode 1

R R528%

R TMg53H%

[ZEA1%E DR &R DERERE]
TOFEDD IEE BRI L. FRlRA
ErOJLFVY JU—LZER

c KOF:

R T&548%

fios

7N

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

Z Dt DRZEISE

[FRIR5]

LHRMEEHEZHRE UTCEANS 1/ T1EMRAEER. BNRATER. RSITTRAR REERNEREND
ERpERER) RO~ MUl ) iR & U BRI RS TARMRREER C DT 2 T DD EEED

FREEZLITNORUEFR T,
ZDMOEEREEDRERR

(B PRELER]
o — LYM3002
JPN-101 58 JPN-10258% VOR-CAPHER
(34451) (9941) (24011)
Grade 31 E “£Grade Grade 3L E £Grade Grade 3L E “£Grade
fIxt 0 2(5.9) 0 7(7.1) 0 0
723 0 10(29.4) 4(4.0) 59(59.6) 0 5(2.1)
B RZ 0 0 0 0 0 0
EB4EZ 0 4(11.8) 0 0 0 1(0.4)
ZZ 0 3(8.8) 0 2(2.0) 0 0
MedDRA ver16.0 (7&Z383)
[ EERT& ]
YEEHRERZ (RRMM) {EF Rk #EEAZ (NDMM)
(1000f31) (186f)

BE 21k 5K 2%
kst 0 16(1.6) 0 1(0.5)
®E 1(0.1) 90(9.0) 1(0.5) 8(4.3)
KB R 1(0.1) 9(0.9) 0 0
EBMET 0 8(0.8) 0 0
BT 0 6(0.6) 0 0

MedDRA ver19.1 (BEZER)

RRMM: B3 13 #A1E D ZRIMEFHEIE. NDMM: KIAED SRIEBHE
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[FE1K]
B EEEFEHEEICRIEUCVEIN. ZOXF(FECrade 1Hh5Grade 2T Uz, MERIFEMEX FES
KRERDFEZTHD ., FEHPRREFFHEDRDONEFE A Fo. HEERICKD EEMMEFRIC ) K
ZERE T HREMIRRENROOSNTVET (EREEMIEORBEIFRESNTOLEEA) . ERERKRER
CTHRESNIEREEEDEEMREZL NIRULE T,

[ALE]
B X704 FRIXIFRTOA FHABAIDOBEERSICKDIEREFHNEUE IO FEDRSICEDBH I D8
MHHDET, RE7DESBD . —MRIEIRITIZ . BEME TES DR ZHDIEVFES. KRDHRESNT
WET . IERERBZUNIRUET

BEXBEAMHOZSHEERECHT T S ENGRIES : Fm6 1. B4, 18G-« B, 58
1.3mg/m?. RRZRCR™ (REEEEBE)

YA )L2/DayB &k DEIEH TRMPBH ZHDEWN [FZ FIeE) | BFHIR, &Y J)VARERICEIE (8
RABDERFT OHEDD) 20, RUAVIVRSFHEERICBERR LS. (%2 (e E2) | OEEEFRER
fECGrade 2, HARE U TRERTIOCES VBRI XYY BB ERRA UNRZRDI,

BREXGHAMEOZREBERECK T 2ENARIES - £/H72%. B, IsA-« 8. 1852
1.3mg/m?, REZIERPR

P42)L1/Day1 1d:DBét’l&*t%@ﬁﬁ@&aﬂbraj%{#bﬁb\ [FEZ]. [HRWHFHER, FYAT)VKRE
RICEHRERZED DD, RUATIVIRSHBRICRIEZROC [RE I RO ER|OEEEIRRET
Grade 2, ftARL L CTOEAVEBEIONYY —)L7ZBEER UNRZEHIc. EEEOHENE(E. =4
ZIRE D BERICLD DD,
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(&5 K TIREBOZSRMUEREZNRE U ERRERE]
EROSHRUEBREERE(CBFDAFIDK FRSFBOERARE N CORLUDBEZENE LT, 1246
R ATON AR DERREREDERZUTITRUE T,

<FESIBRI R I DFEIRIR 7>

LT SAES 1 246D D 5. JFHEAIRILDRIERIES 1 fI624:30 5N, BIfERFRIREEE41.1%
(51/124%) T LTz,

BIWERDIERERTIE. ESERAIAIBEI37.9%(47/1244) . [TESERAIIELRS 14.0% (5/1244) . [TESEAIZ
DFEERK3.2%(4/12441) . [EFEBAIENR N O ESBAEER 1B 1.6%(2/1244)). ESBREREINOTE
SERAIFZ 1550.8% (1/12408) hiE8H SNFE UTc. EEFEFNERMUSILDEWERFERH SNFBFAT U,

R ILDBIERFEIRBE—&Z LI MR UK T,

SEREBRIRIS—

RRMERNT I REEHIH 124
BIfERFERENH 51(41.1)
BIfEARRFH 621F
ESTERRALR S 1% (%)
ESTERAI AT BE 47(37.9)
TR REE 5(4.0)
TSRO Z D Rk 4(3.2)
RS AR E R 2(1.6)
SR AEAR 2(1.6)
e N TEES T 1(0.8)
SRR 3D 1(0.8)

SN S 2 FIR UTeb 1 BIRERISHERR - BE TH o 12498IC BV T ., SEFTEMIRIGRIERA D SERIGH
TEHFECOREHMI1H. ERAMIF123HT U, Ffe. FHEAuRILERIE LD 16, B 7%
UTERERIE8HIT UTe,
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<FEESH STFEOEHEBAURISFHEIRT TOBRE>

FEESD SHIFEDEIHEBARICOFERE CORMF. [1TH=~<4B1418150% & % < DG THA
AR SH SHEENED D BICHIB U TVE U, FARRSD STHEDIFEMIRINFEIRE COHHZ
HOICTRUE T . BmRIIABHD2H2H7ZERE, BIENRUBERCTH D RO KD REIDRE, BE.
RIEDRESEBZMNEE UTTERIFH D FBATUTE.

— LD

B 1B=~< 4H
B 48=~< 7H
7H=~< 14H
14H=~< 21H

EEN SRS RIRE TOEMBIBIR T

<F RS OEEOFHBARINFERR>
EFEAIRINSARIDERSBICR DR URRT D EHMEES Ncfes EFEBAIRIGOFR U5 1 i,
FEURSBOEHBURGFHIEEGROBMEZAF CEI2456]ICDNT, REEBBOEHBARGFIRHE
ZHERR U sk LT

AB DB SOMBIDTHEAIRIREE U TORBMBAEE. AFVIEIRSH86.7% (39/456) LRHE
<ORVT2EERSHG1.1%(23/4561) BEIEUEIF30~40%AZEHE L TWVE Ui, EEBRIAGD
BRI (3 ESBBARENHIED S4B B E TE 1 HrORRHH SN EDEGEBAHDIIEIDRE
HHH RO EMEN G SNE Ul ARURSOMBIDIAEBIID ORI ERAREEZ FTRICRUET,

A% S BRI DS ER R SO B E AR

1ER (%5 mEH) 18] 2[H] 3[E 4[E] 5[] (5]=I} 70E 8[a]
XETRIEGIEH 45 45 44 44 35 26 19 18
AR RISRRERH (%) @on | @ | @) | @s2 | wsn | @ae) | @es | @53
SRS RS RR A 50 25 19 21 17 9 8 /
TESTERALAIEE 36 23 17 19 15 9 7 6
ST ERALAESE 5 0 0 0 0 0 0 0
TESTERRLZORERL 3 1 1 1 2 0 0 0
SRRSO S | B 2 0 0 0 0 0 0 0
IS ERAIEERR 2 0 0 0 0 0 1 1
S ERALRE 1 1 1 1 0 0 0 0
FEHE R 1 0 0 0 0 0 0 0

KAHIHS5FOTHBURICHKRABOIERE AF T & 12450
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<A RS OEEOFHBARIDERIR (BRI —VRIBREES)>

BHRDASHECHBNT, EHEARIGDRRHE—ERDHTEDK SEHR/ (& —VZRITDHDONT
R L Ufze B10ITTRY K SIC. AFIDYIBHR S ERBBAIAHFER UTERIN'86.7% (39/454)
ZaEH, D5, WS T FIlFPILF TORR5E THIR UIERIN35.6% (16/456)) . FIEHRSH(CFHIR
LT 2@ B LIS RIR LD S FiERIN42.2% (19/4561) T LTz, SESRARINES MR S5#ICRIETS
EEHRESNE Uiz,

B
(13.3%)

261(4.4%)
% “SEIAL I AES
opl(4.4%) L 166 B 255 B TRBELIFES
(35.6%) B A S TRRL/-%. 2O B URBRRL Ao 7-EH]
AEIR V2B %5 TREL. SMBLIEICRBL A D >/ FEH
Bzt (FE 5 TRBRL/D | LEE/ Y- Y TIES LD H7-EEH)

1961 2EBH S LSO TRBUES

(42.2%)

FIE) (Y —VRIBEES
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R (ZFER# :Drug induced fever)
[FIRIAR)

LHRMUEEHEEZNRE UCEWS [/ 11EIRRHER. RERTTRAR (REEAMERENR CERANERR)
RO~ MUY ) @z s & UTcERRHEEES MABRRPRELER C BT D HADFEIREE Z LI TR ULE T,

FADFIRRT
(BRrREER]
— " LYM3002
JPN-101:8& JPN-102:48& VCR-CAPE:
(34451) (9941) (24011)
Grade 31 E “£Grade Grade 3L E £ Grade Grade 3L E 2£Grade
fEE 0 1(2.9) 0 0 0 0
RMMEFFEB D IE 2(5.9) 2(5.9) 1(1.0) 1(1.0) 31(12.9) 36(15.0)
= 0 0 0 0 0 0
H 0 18(52.9) 0 34(34.3) 7(2.9) 32(13.3)
MedDRA ver16.0 (7&538)
[(BHEARFERARE]
YETE (B R SR E (RRMM) {EF Rk #EAZ (NDMM)
(100011) (1861)
=13 2 5K S
BB 0 1(0.1) 0 0
R FEB D IE 0 14(1.4) 3(1.6) 3(1.6)
ki 6(0.6) 285(28.5) 0 14(7.5)

MedDRA ver19.1 (BEZEr)

RRMM: B3 13 A1 D S FIEFHIE. NDMM: KIARD S RIEBHIE

[FeEREsHA]
FHIVEFIDS < (&, AR SHEN SBRAICKR U, YA 2ILRDRSEICHRSERZRDRLFT,
<HAOFEBFH>
SR HEE

RERFTHRAT REEANRERER) (2008F4H25HKR) (CHWVWT. BSHH YA IILET) (C
29.5%(155/52661) DIERI THEANERH SNE T, REAL U Tl EFIZ, B SMMESEENER
SNFITH FREDFRERRICOVTCTIIHECECHBD T FHEDERD SNAEARIDA9.0%(76/15561)
(FRS5&7HELANICHEIR L TWE T,

561 E£ikd-pl Rl thll ey

5% 5% #5% #E5% #51%
7B/ 8-148/ 15-21 A/ 22-28H[E 290HEL E
RHEI[E(H) 76 25 21 10 23
2008 F4FEE AR IEREFREES (2008FE4F 250 =)
[EEIK]

B ENEESHD T ITH REFRIERZHDEN—EM TI8THIEDFAEMANEEDH SNE T,
[SiE]

BEEOHE(F BB CIIEAR KD BANARECTT,

BEHREEHEEENRE UTCERSE 1/ D1EEARER (UPN-10258) cPWLWTlE. 7ehrP=/ Tz, JU
KZVO10mgTRESNTWLWE Ui,
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[ZDfthDiER]

B SRHESEREPRERER (RICHFIREER) Z# DFEFAICDWNTI(E, BREMENRUERTMES (R4
[BE - BB M) [CRDIERDEREEN D DIcoH. THITERLTLEE V. Ffe AR TR ST DEIFE
BICHUTTRICEHEATHEEBIC. INSDIERDFEERE LB EICIFES ICERDZRZR(T DK D18
BLTLEELY,

WEAT 04 MEBRIBREZZHI 0 LBREEZHIRIT 0HTNHHDD T FRLTLIIEE L,
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N
4. EARUBADIERARICET 5153k

MPBE DX SHIIRFHOIETASICONT

LHRMEEHEZNRE UToBSA S AR (MMY300255) OEFHIEOKaplan-MeierfifR(CH
WC. SVHLMESNIcEN S 1508BEE T MPBE DA DT LIcREDEIGHETELMERHNER
SNF LIS

(%)
100 —

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

DM S iR elREHF

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

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

URSHOTERI LGS =)

MPE¥ 338 319 295 276 257 244 234 222 206 187 145 102 65 34 11 0
MPBZ# 344 313 299 292 285 276 264 253 241 227 175 123 77 50 15 1

B MABERAREER (MMY 30025488 (DA77 EARI DK aplan-Meier B [ITTR# WS &M (2009F4H 14857 —%
R—2EERER)

SUYMESNIEHD B 150BHB X TICFET LIBEDEIGIE. MPBE7.6%(26/34441) . MPE6.2%
(21/338%l) TUT, Ffc. BHBICHT UIEBEDRRDPEEERICLDREDEGIE. MPBE6.1%
(21/34441) . MP££3.8%(13/338%l) C Uz,

SV LMEENIzAH S 1508BE TICHIF BT

K5
MPBZE¥ (34445) MPZE¥ (338131)

T80 4) % (%) 14 (4.1) 9 (2.7)
FETHIER (%) 26 (7.6) 21 (6.2)
FEE

HEER 21 (6.1) 13 (3.8)

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

Z Dty 2 (0.6) 4(1.2)

WINDEFICBVNTH. ZRDHEVIERAFSOCH [RRED FOFERIE | (MPBEF8H. MPE8H) THD.
FISFEA S MPBEE T Ak (441, 1.2%) RUBITES 3 v 7 (261, 0.6%) . MPE# TIIBIIE (441, 1.2%).
AR R OBUDAES 3 v 7 (B2l 0.6%) TUl, RICZWIEERIFSOCDIEREE | (MPBEE 76, MPE£441)
THOH., TFFEAIE MPBEF CTlE D o M LAEROARNENR (F26, 0.6%). MPEF C(&D\FhE Lk (261,

0.6%) T LTz,
MPE%(CENMPBEF CZ W ERIF. SOCTIFRES. IFEH LUTHERES | (MPBESHI. MPEF34) X U'SOC
D= 1T LT,

* ICHERREZEAFESE (MedDRA) DR ERIAD$E(SOC: System Organ Class)
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MPL Y X/ {#RSE UFEH AR OFFR DPK

REBEDLH M BRBEEZNRE UCENS 1/ I1BERREER (JPN-1025188) KM UBH S [ AERRRELER
(MMY3002&%) [CHEWVT.MPIEHARF (B: U4 )L 1/Day25) ROMPHAR (MPB: U1 Z)L2/Day4)
(CAEN .3mg/mPRSEDMEIBHMRNILTY I TDEYEEE/ (S A - DB ZITVE Ulc, TDORER. MR+

DAFNDEYENREIL. MPHBRROIMFRAR CRELEEDFTBATU
MP LI X B R OFEH AR DAFIDPK

R W58 | 44| Day (ng%lu (ng/mr;xl_) t(n;; (ngi?;:L)
5121 4 4 4 4
T4 0.6943 120.3 0.078 74.08
) SD 1.0453 24527 0.0050 5.595
JPN-102588 | 1.3mg/m2 1 25
Rl 0.2835 1115 0.080 76.26
" B/ME-BAfE | BQL-2.21 102-156 | 0.07-0.08 | 65.8-78.0
P CV(%) 150.6 20.4 6.5 76
13;5 Bi% 19 20 20 20
A T4 0.975 207 0.10 88.4
MMY3002588 | 1.3mg/m2 1 25 SD 0517 505 0.09 627
R {E 0.834 95.8 0.08 73.4
B/\E-BAME | 0.500-2.78 | 18.7-2340 | 0.08-0.50 | 43.7 - 344
CV (%) 53.0 2441 91.1 70.9
5% 3 3 3 3
FifE BQL 88.87 0.083 58.77
) SD NC 19.568 0.0153 3.477
JPN-102;%8 | 1.3mg/m2 2 4
hRfE BQL 94.50 0.080 60.15
B/MB-RATE BQL 67.1-105 | 0.07-0.10 | 54.8-61.3
W CV (%) NC 220 18.3 5.9
i 1% 19 20 20 20
T4 1.08 165 0.14 108
N SD 0.454 300 0.21 76.2
MMY3002i#E& | 1.3mg/m2 2 4 B 105 o 0.08 824
B/ME-BAME | 0518-1.94 | 19.9-1370 | 008-1.00 | 43.4-373
CV (%) 42.1 181.8 151.0 70.5

NC : not calculated
BQL : below guantification limit (<0.500ng/mL)




AlRAIRS IR U R MRSIROFFDOPK

MAEEET S RICBHBTEENRE LICENE [ 1EEAHER (CAN-1004:85) RUB 2 118k
FREER (MMY302 1 5U88) [T T, A7 1.3me/mez gIRPIR S RUR TS LIBOmILT Y S I 0%y
R/ (SAX =S DEBZTVE Uz, TORER. B MRSEDC, [ FFFRAR SHDC,D1/8~1/10TUL
oo BT SHON, ., (POR{E) [FHIRPIR 55 & HB L0 SIRHBIE L TLV& Uice —75. AUC,o[ & T
SR RIS I TR T LI,

ET sl SR OR TR SEOARRDPK
WB5 5 [ ABERAREER (CAN- 10045 8%)

= 217 Cmax tmaxa AUCIast
#BA 158 (FIF) (ng/mL) (h) (ng-h/mL)
T1E 16.5 0.53 92.1
188 ScC(10f) SD 8.35 (0.30-1.02) 17.8
IV (10f1) T1E 286 0.03 104
SD 466 (0.03-0.05) 99.0
T1E 22.5 0.50 195
1188 SC(10f) SD 5.36 (0.25-1.00) 51.2
I (10%1) Fa1E 162 0.03 241
SD 79.9 (0.03-0.50) 82.0
a hR1E (&/]VME-RKAME)
IV: RIS, SC: ET#5
WESE MABERREER (MMY 302 15£5%)
= Cmax tmaxa AUCIast
HERE H SRR (5150 (ng/mL) (h) (ng-h/mL)
T8 20.4 0.50 155
1188 sC7H) SD 8.87 (0.08-1.00) 56.8
WV (1441) FHME 223 0.03 151
SD 101 (0.03-0.08) 429

a FR{E (/] ME-BATE)
IV: 8RR S, SC: K T#H5
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Al R
1. Ewaugﬁﬂwifgﬁﬁﬁgﬂgﬁ—% ................................................... 90
2. ENERABRDELBERRMNUERSK
BERGR—E 94
3. BN EMAE KRR (MMY30025K5%) ICBIF 5
1 Q%L‘lia)ﬁ%%% .......................................................................... 96
4. EFFHFESIHEERFRARER (LYM3002558) [CHFS
TOWLAEDBEERSR oo 97
5. BHERABROERLBERTHNU
Eg’;ﬁ%gg—% ............................................................................ 08
6. B MRS LBIRANRSICBII52BERHERRR - 100
7. HEABEELBRUICAFRABEICBITDFRADE2E 102
8. BIfEFGradeRISIRSEE —8 (SR FHE) - 104
9. BWEAGradeRIRREE—ES (¥ NVHIRRAY > I \NEE) - 118
10. BIERFRIRBEE —ES oo 124
11. EEHXRSMEEERGERREE (LYM300255R) ICBIT D
Q& A 144
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AR . EIARUBHDOELERRARE—E

SREFHEREZNR E LEARUBADIRRGEROETE

ERE I /I8 RAR
(JPN-102:t88)

ERE I/ IAERRHAER
(JPN-101:t88)

EMERBHEDEC &4 5 8 WRARDSRIEEHEEE

REBOETH R S N AERRICED IS EREARIC
B3R LSRESHERE

BHHEEAEN1.3mg/m2E LRRE LT
0.7. 1.0, 1.3mg/m2M &R T #hig

B HEEAEND1.3mg/m2%E LEEREL T
0.7.1.0. 1.3mg/m2(M &R T &1

(K73 7]

1H1E. B2E (1. 4. 8, 11, 22, 25, 29K U'32H B) #HkA
#®E5%108/M (33~42BB) hEE1 YA 7L E L 4H (17
WG, ZO#1B1E E1EI(1, 8, 22, 29H B) #ikM %
'a'-?a“‘z; 3‘_5 B(30~42B B)RE£1H 17L& L. &ZRESYA
IV

[MP(x)T7 75>+ L K=vny)]
1B1E, :BE0. 2. 3. 4B B)R0O#%5 L /-t%. 38HRE (5
~A2BBE)KE&#1Y 1 7L E L. BRIV A 7RG

1H1E. B2\ (1. 4, 8% U'11HB) #IRWIXE5% 108 BE#%K
EEIYA 7L E L. RKEYA TILH

EHHIE

9941

3441

s

CR+PR:70%

CR+PR:30%

FLHREER

AN, FRERRDIE. VU /B AE, BMBGRAE. M7\
RAE, B MEREINE. BACER. RS ~ U D LMIE. SIAE.
BAHY T LME, KY S BRME, REE= 1 —ANF— F
i, BD. (B, IER, FTHERER . 5. SRR, CRPIENN.
LDHIZEH0, ASTHEHN

Al iFPIREDE. ) S NBREADIE, BMIREDE. /MR
BV, BRAYR, BB, TH. B, E 1B, 52,
ZE#h, LDHIENN. ASTIENN

CR:5z2&%h. PR: S9SN

%1 JPN-101RBRICESF S h - BE 35| E k= [ IS BIRSRER (JPN-201 HER) INDOS % FIEEE Lo JPN-201ER T1d. JPN-101KEBH 5741
TIVLIREIRE & ¢ 2 i SR R U ERHERAE (1.3mg/m?) » SB5 4R T 3BREFEOVWThANICER SN,
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5158 M AEEG PR ER E R £ RIS MAHER 7555 M AEER PR AL BR
(MMY3002§itEﬁ) (MMY3007:Ex*2) (0397 8%)
PO S MEt AR HEDENS & & 5 4 V654 | EMEMEBEDER E L S EVWRBENS | RBDETDLH2~4AENAELE
L EnxRBESZZEEHEES RUBHEEEE THIBERNIIHAMD SR EEHERE
FE  |MPBE: MPE: DMPBE MPBE: FNFUITE: | FERYARIBE
FIVTJIT: AT T FIVTJIIT ! FIVFJIT: 1.3mg/m? 40mg/day
1.3mg/m? 9mg/m? 1.3mg/m? 1.3mg/m?
AINTFI: JLRzvnoy: EFYLTT TP
Img/m? 60mg/m? 16mg/kg Img/m?
JLR=vnOor: AT T JLRkzvnor:
60mg/m? omg/m? 60mg/m?
LRz
60mg/m?
w5 [F7J37] [MP (A7 7 5> | [RILFJ3T] 1A1E. @28 (1. |1A1E (1 ~4A8.
2T a—Iv [1B1EGE2E (1. |+7LR=V0OY)] [1B1E. B2E (1. 4. 8. 11HE) K T#&5* | 4. 8732011EIE) 9~12H B. 17~
4.8, 11,22, [181E. BRI (1. | B10BABAKZE (12~21HB) #1917)LEL, |BEIRAEZR S %10 |2088) #OKES
25.29% U'32H |2, 3. 4H8) &O | 2¥17Lk5, Z0O#%181E, B1E(1. 8H | AEAKEE1H17 | B15HBAE %1
B) #RA% 5% | #50U7/-1%.380H | B) K Ti5*'#%138M[ (9~218H8) AKEz&1 | L EL8YIIIL & | 1oL & LAaY1y
10HM[E (33~42H | (6~42HB) #hE | r1u)LEL. 169175 5., Z0%181ME, |ILikE, 20K
B)REZ1 A7 | B1HAT)L E L. 9| 1 BAsBcHE caaLElrZodnrgs | B1IE(1.8.15% |BH1E (1~48H)
E LA B | 1oL E DHEIRABSEFFEL o U22HEB) kA | F O #% 5 $%24H
5, 2n%181E, [D (55 L<TF)) %5 %13H Bk | BAEL1H17
E1E (1, 8, 22, 1R1E. B1IEG. 8. EEIYAIINELS | ELEYATILES
29HR) B RN 158 8) 3 8RN PATIIERE
5138 (30~ BEEIHATILEL, 2
4288) REE1Y FLINEES, ZO1%
= =] ~
IMP (L7 7 52 hEE1 1L E L B
TR )] 1641735, Z0D
TRTEL 1ERE . #181@. B1E(A
2.3 48H) &H B) G R AIR 5 1
#5711, 38EMH 27A ™ (2~28H8)
(5~42BH) A% KREE1FATIL &L
E1HA7L L. 9 REETELIHE
FAINES TEEVWEMIRHD
h3, XidEE5dhIEE
EIZAET BE TS
(M(xL7752)]
181E, 188 (1. 2, 3. 4HB) KOKE5%
178[E (56~21HB) hFEZ1917)LEL, 181
AW (F=120 BBV DH) 15
[P(FLR=vnr)*2]
181[E. 138/ (2. 3. 4HB) &A% 5#%178
f(5~2188) AE&£1917)LEL 18810
(L FHF17LOH) 5,
*¥2 & B Y70 D18 B IE #5YL7T Dinfusion
reactionFRID =D DRI S5 EL TTFxHARJ>
20mg&is
BRI 34445 3381 33741 3431 33314 33615
B3k 71% 35% PFS(Fh&fE) : PFS (FhafE) : CR+PR:38% CR+PR:18%
(CR30%. (CR4%.PR31%) | kZI:E 17.958 CR+nCR:13% CR+nCR:2%
PR40%) (BREhRE: | (BRI hRE: DR:8.0»8 DR:5.6%8
REEER DR:13.15A 16.6258) 16.2058) TTP:6.258 TTP:3.558
DR:20.3»8 1-year0S:80% 1-year0S:66%
KRR PFS HR(DMPB#/MPBE)0.51 RREATIC LB TTPORRICE D&, &
BoHERS (95% CI:0.39-0.67). IR R IESh, REEOR
p<0.0001. EHllog-rankiRE BEICRER AL £HP RILTJITIH)
BIONT, ZOBRATHEBRIIBER
T Ehorsh, £1FEEE (5344]) D&
BRI S TOMSIE8.35 B Tdh 70
FHEEER (AN, AR | EMm. AmEkGERD | /0RRDE. FPhEEDE. REERE | M/MRRME. K |[ES. BEBES
fESFPIREAE. | E FRERPIE. | Z2—0/3F— 2. TH. Fh HEREES. 85 | AMm. RRE
MRk A E. 18 | /] \HRis e fEE. EY. FE#.
T, THL BoD, B &AM BER. B
i, #RRE. K TR, £, K.
o2 —ONF— 0% R

CR: E£%E3%h. PR: 89 %%). DR:CR+PRAIDE M FEHEHAR (hR{E) . PFS: EIERE

MS: 77 (PR fE) . 1-year0S: 1 FAETFE
K2 MMY3007HERICH T 2 ELBEERIE. ATV I T EBESH ) LHIE & h, DMPBE. MPBE DWW N A T10%RIEICER L 2ERE L1,
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4778, nCR:near CR. TTP: [ EFEHMIHIHAR (R 1E) |




75V EE T EERPR R (CAN-1004:58) 75 5 MARER FRERER (MMY 3021 368)
FOES AR E 1R TS N ERES R EHERE 1~3EDFAEEEH L. BEREDABREZICETIERINE
AEIRABBEODZHMEHERE
HE RIVFV 2 71.3mg/m2GEE :1mg/mL) AILTFV 2T :11.3mg/m2GEE IV 1.0mg/mL. SC 2.5mg/mL).
FXYARJ L :20mg
®B5 ZH17)0D1, 4.8 1MBBEICHE L. 817V % Tk 5, | 3BEAZ1Y I 7ILELTHA ILBETHOEY 1 7LD, 4, 8.
2T a—Ib | SDOWERE (I3 BERIBLERMOFIRT TH 1 7IUSLME. XY | 1NMBBICAILTIIT &5 Lo Y VIVELIRE, BERIEY
AR DENES EREEE U, EEIC LW RBHENTZE (NC) R IZPRTCETH L EEHE &
hi-BE TXY AR DBMEEEMREE L, T Y X
2L EBINT 3154, 5 81320mge L. AFIDH/SAR Y
BHICEROBS LA (&1 7)LMD1.2.4.5.8.9.11.12A8),
Z8RGIE | SCEE 12, IVEE 1231 SCEf 1481, IVEE : 7445
A 2 &% (CR+VGPR+PR) (2010FE8A3IBTF —4H vy A TBEH) - Y1 7IAETD
SC# :58% (7/12f5) . IVE¥ :42% (5/12f51) ORRIZ., MEf T42% (SCE#61/145f, IVEE31/7361). 17
NAE TOMBEEDE (REHR) (&, SCE : CRIMI (6%).
PR521§1(36%) . IVE¥ : CR61 (8%) . PR251§1(34%) o
FLBEEESR |SCH : AM. AMIKKIE. FFhERE. M/ \MgkE, T | SCE : &, AMBKEAE. FhBkBE. M/ EE,. T
#. BoD B, |EHE. = 2 —0/NF— F, A REMEBE— 1 —O/NF—
IVE . &1, QM E. FPIEDE. TH. D, EHIE. | IVEE: M. AMEOEDE. FREOR A E. M/MRIE DA, THL.
— 2 —ONF— S, HRE. AR = 1 —O/NF—

IV: BARAIE S, SC: KT 5. SD: KE. CR: 2%, VGPR:very good PR, PR: #84%%%h. ORR: %)% (CR+PR)

= R F [ S AR A PR S BR Al (LYMB00235%)

EMEHREBEDEISEESEVWRABRD YN/ ERE

VCR-CAPEf:

Y%7 :375 mg/mz2
DUOARXT 73R 750 mg/m2
R¥VILES L 150 mg/mz
KILFJ3T 1.3 mg/mz
TLR=YE>:100 mg/m2

R-CHOP#&#:

¥ <7375 mg/m2
DUOARXT 73R 750 mg/m2
R¥VILES Y 150 mg/mz
ELTUXF 1.4 mg/m2(RA2mg)
JLR=YE2:100 mg/m2

BE5251—-b

[F7U37]
181M@. sB2E (1. 4. 8% *118B) #RARS%10A”RI (12
~21HE) th

(VY%= SUORITPIR, FRUILED V]
1HBICEIRAR S

[prednisone*]
1~5HBICROKS

1H17I21BEL, 6917LRE (176 THIH TER %R
OIS EII8YATILET)

[Vy%i~T | 0K T7IR, RFVIED L ELTUZRF]
1HBICERAIRS

[prednisone*]
1~5HBICROKES

1H17I21BEL, 6H 17V E (16 THIH TER %R
HIGEIR8YATIVET)

BB

2431

244%)

B

PFS:24.75R
CR+CRu:53%

PFS:14.458
CR+CRu:42%

FEREER

IFHRERE A, M/ MRRADEE. B, BMBGRDE. RAEME
Za—A/NF—

IFHRERE AR, M/ MRRDEE. B, BMBGEDE. R4
Za—/NF—

* prednisone 3 AFRFEFE
PFS: EIEEAEFHAR (h#{E). CR: T2£%E%. CRu: TNEETEERER
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pliR2. ENEFAROESEESRNUVERSRERER—R

SHRUEFHBENRE ULEAS [/ THEEFRARICBVT 1 5% ETRRULESRESER

JPN-101 82 JPN-102: 82
ERZ 1.8mg/m2#E 58 ERIR =R
(%) (25%1) 1 (%) (87151)
SIFBER 3 (12.0) 15 (17.2)
2 4 (16.0) 8 (9.2)
MERV) L NREE
A I Bk MiE 11 (44.0) 86 (98.9)
) ISERB D E 10 (40.0) 86 (98.9)
m/\RE A E 11 (44.0) 86 (98.9)
PR BRI E 11 (44.0) 84 (96.6)
a1 18 (72.0) 61 (70.1)
B M ERIEHNE 0 (0) 44 (50.6)
/R ANE 0 (0) 14 (16.1)
RHRVUFRERE
BAEE 14 (56.0) 50 (57.5)
&F U LIMAE 5 (20.0) 45 (51.7)
= miE 5 (20.0) 43 (49.4)
BEHU LM 3 (12.0) 42 (48.3)
K BEmE 0 (0) 40 (46.0)
=579 LME 3 (12.0) 34 (39.1)
EAHIL D LM 0 (0) 34 (39.1)
E7IT I MmiE 2 (8.0) 31 (35.6)
=70—JVE 0 (0) 21 (24.1)
Eo7O—JLE 0 (0) 15 (17.2)
=SJLF7FME 0 (0) 15 (17.2)
fEMEE
TERAE 3 (12.0) 23 (26.4)
HIRREE
R = 1 —O/NF — 0 (0) 46 (52.9)
HREEE 3 (12.0) 16 (18.4)
FENMESD E L 2 (8.0 15 (17.2)
REMERE = 1 —O/SF — 6 (24.0) 14 (16.1)
B SRR 10 (40.0) 0(0)
FELES 8 (32.0) 8 (9.2)
RS 4 (16.0) 0 (0)
BIEREE
TH 16 (64.0) 58 (66.7)
El 14 (56.0) 49 (56.3)
R 14 (56.0) 46 (52.9)
[ 10 (40.0) 36 (41.4)
oA 4 (16.0) 18 (20.7)
LIEERE 4 (16.0) 6 (6.9)
FFAEEREE
FTHEEER % \ 3 (12.0) [ 44 (50.6)
EBERUKE THGES
B3P \ 10 (40.0) [ 58 (66.7)
BRURKES
BREEREE \ 5 (20.0) \ 13 (14.9)
2 BBEER VRS BtEE
EER 8 (32.0) 37 (42.5)
RE 14 (56.0) 30 (34.5)
B 7 (28.0) 23 (26.4)
2B 2 (8.0) 19 (21.8)
BRFERE
C-RICHEEAEMN 6 (24.0) 57 (65.5)
1M s 3L ESR K SREE SR 1500 13 (52.0) 50 (57.5)
rEFD 7 (28.0) 49 (56.3)
METILVA)KRZT 72 —EHEN 8 (32.0) 40 (46.0)
TS5 -TI/ N5 275 —HEM 7 (28.0) 27 (31.0)
FANSELBTI/ NS XT7 25— HEHM 13 (52.0) 22 (25.3)
RN 0 (0) 20 (23.0)
) 2 INEREUHR 15 (60.0) 0(0)
TRk ER D 13 (52.0) 0(0)
i/ MREGR D 13 (52.0) 0(0)
B I EREH 12 (48.0) 0(0)
MmF73I5— 4 (16.0) 0 (0)

MedDRA/J ver13.0
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SHRUEBHEZNRE UIEAR 1 / THEEFRSHBRTRO SNERLEEER

JPN-101:%82 | JPN-102:38 JPN-101588 | JPN-102:8&
ERE 1.3mg/m? 1.3mg/m? ERE 1.3mg/m? 1.3mg/m?
(%) (2545) (%) (874) (%) (25f5) (%) (8745)
MER Y > IREE IEIR2E. BIZR R UHtfRiE =
am 0 (0 1 (1.1) CER s 2 (80) 0 (0
M PER E 1 (4.0 0 (0) =B 1 (4.0) 0 (0)
/)R A E 1 (4.0 0 (0) RBESRIE 0 (0 2 (2.3)
DIEEE EERUETHEEES
T AZIIRDE | 0 © | 1 (1.1) B 0 (0) 2 (23)
REE EZiz ks 0 (0 1 (1.1)
Bl \ 0 (0 \ 1.(1.1)
BREEE
BA 1 (4.0) 2 (23)
THI 0 (0) 2 (2.3
B Fik 0 (0) 1 (1.1)
1LIR 0 (0 1 (1.1
B 0 (0 1 (1.1)
LHBERUESHERE
ENE \ 0 © | 1 .(1.1)
% 1 (4.0) 1 (1.1)
[EZ R 1 (4.0 0 (0
B AE 1 (4.0) 0 (0)
R M RUMAE 1 (4.0) 0 (0
[EZRT7ZINIILEIL
g 0 (0) 1 (1.1)
L2k 0 (0) 1 (1.1)
SIRER 0 (0) 1 (1.1)
B R EREE MR 0 (0) 1 (1.1)
BEES 3y 7 0 (0 1 (1.1)
R 0 (0 1 (1.1)
BEuwiREs 0 (0) 1 (1.1)
FHER RS 2 0 (0) 1 (1.1)
BE. hERUNBEHHE
Eagir \ 0 (0 \ 1 (1.1)
KB ROGEREE
BRI ERY 0 (0) 2 (2.3
BB 0 (0) 1 (1.1)
B BUERUHEMATRAOHEY (EREUVFR)-TE2ED)
BiE 0 (0) 1. (1.1)
FRIRBRE 0 (0) 1 (1.1)
HREREE
FME= 2 —O/xF— | 0 (0 \ 1 (1.1)
RS
5o \ 00 | 1 (1.1)
BRUREBEE
Jiiil7d 1 (4.0 0 (0)
2MBERE 0 (0) 1 .(1.1)
SRS 0 (0) 1 (1.1)

MedDRA/J ver13.0
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BIiR3. BB IAEEERHESR (MMY 300255%) (C
HFD10%L LOBEER"

MPEf MPBZ#
L Pt £l (%) (3371) 11 (%) (3401)
Grade 3Lk £ Grade Grade 3L E £ Grade

BEERREN 267 (79) 326 (97) 304 (89) 338 (99)
ME RV RfEE

A1 92 (27) 187 (55) 62 (18) 147 (43)

B ki D iE 68 (20) 100 (30) 77 (23) 113 (33)

2B EE 37 (11) 58 (17) 67 (20) 83 (24)

PR B A E 128 (38) 155 (46) 137 (40) 165 (49)

/)R A E 102 (30) 159 (47) 127 (37) 178 (52)
BlaEE

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

FEEERE 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)

HIERR 0 (0) 23 (7) 0 (0) 39 (11)

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

et 2 (1) 55 (16) 14 (4) 112 (33)
L2 EBEERVBRSBEE

\HIE 9 (3) 60 (18) 21 (6) 73 (21)

&Y 7 (2) 86 (26) 25 (7) 98 (29)

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

B 8 (2) 64 (19) 10 (3) 99 (29)
BIE R UEE RIE

[EIR 4 (1) 27 (8) 4 (1) 44 (13)

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

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

Bt 22 (7) 36 (11) 29 (9) 56 (16)
KRB RUREBREE

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

&AL MAE 10 (3) 25 (7) 22 (6) 44 (13)
HERRREVESBRES

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

iR 12 (4) 62 (18) 10 (3) 58 (17)

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

T 4 (1) 32 (9) 8 (2) 47 (14)
HRERES

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

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

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

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

RAYMERE = 1 —O/NF— 0 (0) 16 (5) 44 (13) 151 (44)
RS

TIRIE \ 0 (0) \ 43 (13) \ 1 (<1) 69 (20)
BRUREEES

TGRS \ 9 (3 \ 45 (13) \ 4 (1) 33 (10)
MEIRER. BIZR R U RS

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

I R 9 (3) 44 (13) 13 (4) 50 (15)
HERVE THREES

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

Eit2 1 (<1) 24 (7) 2 (1) 66 (19)
nEEE

=ME 2 (1) 25 (7) 9 (3) 45 (13)

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

MedDRA/J ver10.0
2008F4H25A7T —aN—ZEER =
FONThDDEBREEHTI0%U LOEEERERT
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pliRa. ElfRIESIEERARER (LYM300255%) (C
HFD10%L LOBEER"

VCcR-CAPE# R-CHOPZ#
-3 P4 51 (%) (240741) 51 (%) (24245)

Grade 31 E £ Grade Grade 32k £ Grade

FEERREEN 223 (92.9) 238 (99.2) 206 (85.1) 238 (98.3)
MRRVVINREE 218 (90.8) 225 (93.8) 185 (76.4) 207 (85.5)
PR EGE E 203 (84.6) 211 (87.9) 162 (66.9) 178 (73.6)
/R A E 136 (56.7) 173 (72.1) 14 (5.8) 46 (19.0)
=yl 37 (15.4) 122 (50.8) 33 (13.6) 90 (37.2)
B Mk E 105 (43.8) 120 (50.0) 71 (29.3) 93 (38.4)
12 NI D E 67 (27.9) 74 (30.8) 21 (8.7) 32 (13.2)
FEE T ERIR 36 (15.0) 41 (17.1) 33 (13.6) 34 (14.0)
BAERVELER 51 (21.3) 143 (59.6) 33 (13.6) 112 (46.3)
[iiEAS 17 (7.1) 28 (11.7) 11 (4.5) 15 (6.2)
2EBEERUERSEAEE 33 (13.8) 141 (58.8) 20 (8.3) 113 (46.7)
FE 8 (3.3) 70 (29.2) 5 (2.1) 37 (15.3)
&% 15 (6.3) 56 (23.3) 6 (2.5) 47 (19.4)
EHAE 7 (2.9) 38 (15.8) 2 (0.8) 26 (10.7)
RAYMEZAE 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)
() 1 (0.4) 60 (25.0) 2 (0.8) 38 (15.7)
=i 1 (0.4) 59 (24.6) 0 33 (13.6)
nEnt 1 (0.4) 30 (12.5) 0 13 (5.4)
OR% 3 (1.3) 26 (10.8) 1 (0.4) 21 (8.7)
HREREE 34 (14.2) 119 (49.6) 13 (5.4) 111 (45.9)
FAYMERE = 1 —O/NF— 12 (5.0) 54 (22.5) 6 (2.5) 48 (19.8)
TR 9 (3.8) 25 (10.4) 0 2 (0.8)
MIR2s. BER R U HtRRREE 24 (10.0) 92 (38.3) 11 (4.5) 60 (24.8)
54 3 (1.3) 49 (20.4) 0 20 (8.3)
RBERURERS 24 (10.0) 89 (37.1) 24 (9.9) 74 (30.6)
BEGRE 2 (0.8) 46 (19.2) 2 (0.8) 23 (9.5)
EERUKE THERES 3 (1.3) 69 (28.8) 5 (2.1) 57 (23.6)
BiEAE 2 (0.8) 33 (13.8) 4 (1.7) 33 (13.6)
RS 2 (0.8) 35 (14.6) 1 (0.4) 29 (12.0)
RE 1 (0.4) 27 (11.3) 0 18 (7.4)

MedDRA ver16.0
FVNThDDBREETI10%ULEDEEERERT
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BIiRS. BARKAROELBEERNUERELRERR—K

SHREFHEZNRE ULBARIEERHARICEVNT15%L LTREV L EBEEER

039t MMY3002:52 MMY3021 &5 MMY3021 =52
ERE RIVTFI I TE MPBEf IVEE SCE
11 (%) (33145) 51 (%) (340f1) 51 (%) (7441) 1 (%) (1471)

Fi \ 21 (6) \ 56 (16) \ 7 (9) \ 12 (8)
MERV L INRREE

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

=yl 87 (26) 147 (43) 26 (35) 53 (36)

LFehERiR AE 62 (19) 165 (49) 20 (27) 42 (29)

A Mk ME 24 (7) 113 (33) 16 (22) 29 (20)

1) 2 INERGB A E 15 (5) 83 (24) 0 (0) 2 (1)
IR zs. BZh K UHthRiEE

%0k 70 (21) 71 (21) 6 (8) 12 (8)

TR TG R 65 (20) 50 (15) 9 (12) 11 (7)
BBEE

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

(EZ)) 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)

1Ent 117 (35) 112 (33) 12 (16) 17 (12)
KRB RURERE

BRATIR 75 (23) 77 (23) 0 (0) 0 (0)

BAEE 42 (13) 10 (3) 7 (9 14 (10)
HRREE

FEMED TN 45 (14) 56 (16) 2 (3) 10 (7)

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

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

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

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

MR = 1 —O/SF— 40 (12) 151 (44) 36 (49) 51 (35)
BERR R U A EREE

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

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

ue)i53EA 50 (15) 47 (14) 8 (11) 8 (5)
EERUVE TafEE

E3ES \ 61 (18) \ 66 (19) \ 5 (7) \ 10 (7)
2 HREER VRS EEE

& NIE 34 (10) 73 (21) 14 (19) 23 (16)
EH 140 (42) 98 (29) 15 (20) 17 (12)

FRAEMEZIE 9 (3) 68 (20) 6 (8) 9 (6)

Eikad 116 (35) 99 (29) 12 (16) 28 (19)
s

TRE \ 60 (18) \ 69 (20) \ 8 (11) \ 18 (12)
FRERAREE

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

039iB% : MedDRA ver10.0

MMY3002:£5% : MedDRA ver10.0

MMY3021:£E%& : MedDRA ver13.0

MedDRAMDversioniC & V) BARZENDER BRI EL BB EIC DOV TIE MedDRA/J ver10.0T/R L 720
IV:ERARES. SC: K T#E5
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SHRIEBHEEZHR E LILBNSMHEERGARTRD SNIEEREREFER (2% L)

03988 MMY 3002588 MMY3021 MMY3021 =&
HERZ FIVTIITEE MPB#Ef IVE$ SC#
151 (%) (33145) 1l (%) (340f5) 51 (%) (7441) 51 (%) (1475)

BORE R UL RIE

AR 6 (2 6 (2 0 (0) 2 (1)

iIiES 12 (4) 37 (11) 5 (7) 9 (6)

B E 5 (2) 2 (1) 1 (1) 0 (0)
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DEHEE 0 0
[DERRE M 0 0
EhE 3( 23) 0
DERITE 4 ( 3.0 0
TV YA 1( 08) 0
e 0 0
TR R AR 1( 08) 0
PEREZELS 0 0
EEMERSMINGE 1( 08) 0
FE=MESERR 2( 1.5) 0
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BIfERZF DIERRRI FERES (%)

& % < NVIRRRY) SfEE
AIfFRS RS = AR L ERE A FIRER
e (BARANFEFIDH4)

SERR 3( 23) 0
MU—R K R7ob 0 0
DEMEERSMINGE 3( 23) 0
DE SRR 0 0
EERERE 1( 08) 0
ERYiR 0 0

mEEE 34 ( 25.6) 2 ( 28.6)
EMME R EERE 0 0
AREEME S I EAE 0 0
ks 5( 3.8) 0

Jiilfic 0 1 (14.3)
Z 1 1 ( 08) 0

=ME 6 ( 4.5) 1 (14.3)
EmE 13 ( 9.8) 0
B R MR AT 0 0
I E 5( 3.8) 0
8 0 0
KA SR 4 ( 3.0 0
EFARA 1( 08) 0
PEY 0 0

mER 1( 08) 1(14.3)
PREBES AR M ASTE 0 0
i 1 ( 08) 0
13T 7( 53) 0
RAEENAR MARTE 0 0
FER 2. BZR R O HitRfESE 51 ( 38.3) 0
SR ES B AE1RRE 0 0
SRR RS 0 0
20 0 0
e 0 0
ES 1( 08) 0
REXEE 0 0
Tk 9( 6.8) 0
REEE 4 ( 3.0 0
WU 7( 53) 0
F I IR 0 0
SHim 4 (3.0 0
Lro<H) 0 0
KBS 7 ( 5.3) 0
R M R 8 ( 6.0 0
fhfEE 0 0
FEDEMERKEE 0 0
Bk 9( 6.8) 0
Beg REARHETE 0 0
B g A 1( 08) 0
ES MR R A 2( 1.5 0
i i ¢ 0 0
= 1( 08) 0
J 1 I R 1( 08) 0
i@ M 0 0
lijiple)iil} 0 0
FhEEARAE 0 0
Jigifs=fiit} 0 0
fie= MJEfE 0 0
fifEZE 0 0
fifizk B 0 0
S5& 0 0
RS 0 0
258 3( 23) 0
0 0

Bl -1
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BlE R EDIELERI ST (%)
& % < NVIRRRY) SfEE
BliffR=OES = AR HEeLr-ER AR
R (AR NEFIDH)
K N 0 0
g 0 0
B 0 0
FaKEE 0 0
FREORIE 9 ( 6.8) 0
TLILX—1%EIREEL 0 0
SMFRIE 0 0
IBFEDRIE 1( 08) 0
OFEIRZE AR 4 (3.0 0
COREIRzER 7 ( 5.3) 0
BEEE 122 ( 91.7) 7 (100.0)
BE SRR 9 ( 6.8) 0
IS SRR 10 (7.5 0
JiEE 7 ( 5.3) 1(14.3)
TSRS 2 ( 1.5) 0
LIEERE 9 ( 6.8) 1(14.3)
BEE 0 0
[IMEBEE 0
BEK 3( 23 0
mp= 3( 23 0
NP 0
MR 0
[EZ)) 69 ( 51.9) 6 ( 85.7)
EE ] 3( 23) 0
T 75 ( 56.4) 3 ( 42.9)
M7 0 0
BEa=E 0 0
WA 2 ( 1.5) 0
+EBES 0 0
B+ 1585 E 5 0 0
HIERR 7 ( 5.3) 0
RS 0 0
NP 1( 08) 0
[EES 4 ( 3.0 0
B 1( 08) 0
s 0 0
TEE 0 0
5 1( 0.8) 0
B 0 0
BiE% 0 0
B 5( 38) 0
M E % 0 0
BREFRMLEE 4 ( 3.0) 0
BiEEm 2( 1.5) 0
P M 0 0
] 3( 23) 0
HARERR 0 0
ELC 1( 08) 0
1% 0 0
ALY 2 ( 1.5) 0
FREEMEILIX 2( 1.5 0
BREAZE 0 0
BEE B IRE 1( 08) 0
KiBiES 0 0
OEE 3( 23) 0
OERER 0 0
OE&% 0 0
ALF 0 0
B IR A% AR AR AE 0 0
O I 0 0
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BIfERZF DIERRRI FERES (%)

& % < NVIRRRY) SfEE
AIfFRS RS = AR L ERE A FIRER
e (BARANFEFIDH4)
MZE&E 0 0
MOEE 1( 08) 0
BT 0 0
] 1( 08) 0
AURE M 2( 1.5 0
e 0 0
ZHFELE 13 ( 9.8) 0
%3 2( 15) 0
B3 69 ( 51.9) 2 ( 28.6)
B R 5 0 0
2HMET 0 0
PR Z 0 0
FIREBRES 0 0
EB%E T 4 ( 3.0 0
ZOFEMEE 0 0
bl 2( 1.5 0
BERIE 0 0
EERE 0 0
oM EEER 0 0
EREERR 1( 08) 0
EZmZ 5( 3.8) 0
25 0 0
BERERE 0 0
SR ZOERE 0 0
hEMNE T 2( 1.5 0
EEPN S 1( 08) 0
KA Hm 1( 08) 0
FERRRUEAEBES 46 ( 34.6) 1(14.3)
E0EE] 11 (8.3 0
PN 2( 1.5 0
L 12 (9.0 1(14.3)
R 4 ( 3.0 0
EOUCBEAIV T LSRR E RIKAEE 1( 08) 0
MRS SRR 0 0
FAEiRERR 1( 08) 0
e 1( 08) 0
AR I 0 0
AREEAE 2( 1.5) 0
BMET 3( 23 0
EER 7 ( 5.3) 0
iAESEE 5( 3.8) 0
HEbE 1( 08) 0
BHEERAE 1( 08) 0
0 i & 11 ( 8.3) 0
SBfE 1( 08) 0
EREIERS 1( 08) 0
ER 0 0
AhEER iR 4 ( 3.0 0
FEIREE 3( 23 0
BRUREES 35 ( 26.3) 0
SZERMIE 12 (9.0 0
EBR 0 0
B MM RERE A 0
HERE & 2( 1.5) 0
MR 0 0
KEE 0 0
HREE 0 0
AR E M RERY 1( 08) 0
"SRR 1( 08) 0
ZR 0 0
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BlE R EDIELERI ST (%)
& % < NVIRRRY) SfEE
A2 e = AR L ERE A FIRER

R (AR NEFIDH)
S8R 1( 08) 0
EAR 2( 1.5) 0
BEE 1( 0.8) 0
BAe 1( 08) 0
2EBERE 1( 08) 0
R 1( 08) 0
FREA 0 0
BERE RARREIR 1( 08) 0
BEptREE 0 0
BHREEE 19 ( 14.3) 0
EERRVIERES 2( 1.5) 0
RS BRBE AAE 2( 1.5) 0
I AR R 0 0
BEES 0 0
A e 0 0

— -2 HBEERVERSEHMAOIRE 103 ( 77.4) 5 (71.4)
|HIE 3( 23) 0
B SR AR B 3( 23 0
ik 8 (6.0 0
BE 6 ( 4.5) 0
hET 0 0
T 0
BEEFEE 4 ( 3.0 0

EF 34 ( 25.6) 4 (57.1)
BEER 2 ( 1.5) 0
A 0
B 0
HITRE 1( 08) 0
SHEZE 0
= 0 0
&iFR 1( 08) 0
A TVI A HER R ( 0.8) 0
EHEBAMEER 0 0
AR AIATEE 1( 08) 0
ESER AL SRS 1( 08) 0
ESTERAI M 1( 08) 0
S ERAIERE 1( 0.8) 0
TESTERRIERAR 1( 08) 0
TESTERAIZ ORER 1( 08) 0
AHBLRED 0 0
ESEALRIC 6 ( 4.5) 0
SRl 0 0

R 50 ( 37.6) 1 (14.3)
HiEETIR 0 0
R D RAE 0 0
Ed S 0 0
FhE 19 ( 14.3) 0
KA ZEE 11 ( 8.3 0
3] 7 ( 5.3) 0
Ei] 52 (1 39.1) 0
RIRTE 0 0
e 2 ( 1.5) 0
=) 2 ( 1.5) 0
ERE 1( 0.8) 0
MRS 0 0
LEREREET 0 0
ZEFI R4 M 1( 08) 0
HT—TIVEBEBAIHIBE 0 0
HT—TIVEBBERRLZHFER 1( 0.8) 0
HT—TIVBBEI RS 1( 08) 0

MedDRA ver16.0

133



BIfERZF DIERRRI FERES (%)

= " < NIVIRRR) ) NEE
B RS ORR A 2 HREL-ERERER

L (BAAEBIDA)
0.8)

AR ERR
/NGERD
REET
E SR M E SR
A MER
BHRE
ERPRARES 1
TS TI/NTGLZAT T 5—HHEN
TI5—EHEHN
TRNGXLBRTI/NGL AT 15— EiR D
TRINSX BT I/NFLRT 15— EHEN 3
B30T HEN
mep7IVII g
mep 7L T340
M ExEIERD
& xRN
meE)IVES N
mepHIVy L
MLy LEEAD
me7a—IVigd
mehr7O—ILEEm
MmeraLZFO—JLiEN
me 7L 7F 3810
ML 7FZmd 2
MmeryLT7F =48 7
Mmep TR FER D
M TRFEEHN 4
M FL B KRB SRR 2
A FLER R KRB SR IEM 67
mehA I L
M) LM 2
MmERT
IAREIME FS
mELH
MR FR I LD
e~y L3EN 1
MmeppRER#D 3
M FRERIE NN 12
M FRES R 7
3
6
1

—_
—~

_.
o
)

wWI(N
N [©

Q= |O|wu|N|o =

N
WO IOINWIN KO

CICAISHCACIACAISAIC)

=

Ni=|—=
o~~~ o~ ol oo o

wlolo
ol»|»

I FREZHE AN
C—RiHEBEM 6
BIEEXIR RS
SRERFEER
BNEEAERHER
DERQTER 4
FFERTREUE N
Y—FINEIWNTL AT T 5~ 3
REERBRRD
MPEEEIE T
Rep TR #ER
SOOI %
FRep I R4 1
AETOEV D
UL NEREUR D 22 ( 16.5)
BEREE 1
PP ER R 18
1
1

SF R EREUEAN
eI NE
MedDRA ver16.0

o|o|o|o|o|o|o|o|o|o|o|o|o|Oo|O|0|0|0O|O|O|O|o|O|0|O|0|0|0O|O|O|0|0|0|O|O|O|0|o|o|o|o|o|0o|Oo|0|Oo|o|o|o|o|o|o||o|o|o|o|o|o|o

134



BIfERE DR

BIfERZF DIERRRI FERES (%)

v NVAERR) B
%@%ﬁfﬁﬁfﬁ@ MG ELERRERRER
L (BANEFINS)

/R E

16

POAXT

PO L&

REBEM

—|= =

IR D

HERD

REEM

N | —

B il B 2k

— =l
- =W

B M EREIE N

e i

22 o|NR
O|0|wW N ©

mEVIVE B

Mt 320

REBEEREUEMN

B BEEREUEN

FIEEMBE AT

FEIKE A EBD

PFERERE 53 4200

A AR

SR ERE 43 BN

HIEFA A EED

BERE 2 EIEN

DN BE DR

21 SERE S 2RI

RAZEARE

Bt R LRI R T FRIEAN

_k_k
o|o
*®

P ATIF—ELER

BERERERSE

o|lo| | T|o|o|o|o|o|ojo|o|o|o|o|o|o| T T T T T T I T T T

MATIVAIRZRT 72— D

MATIVAIRZRT 72—t 1N

RE#D

HEELSA

RILEERS

fmia~—H—1Eh0

Y=Tr I ANTOTA M

TANIEIZIE B E

BE PERVLEBESHE

7 ( 5.3)

Hi R BN RIS

RiE

—_

0.8)

HEEH

EEe

#nfE

3.0)

FHEEBB

0.8)

KT ImiE

N N N

0.8)

FEACHEIRIG

ol~~|~lolol~lo

OE#E

LB

0.8)

B85

0.8)

B L BEE

0.8)

ABRUAFHLE

Bl SRR FiT

o|lo|o|o|o|o|o|o|o|o|o|o|o|O|O|O|o|O|o|0o|O|0|O0|O|0|O|o|0|0|O|O|O|0|0|O|o|o|o|o|o|o|o|o|" | |o|o|o|o|o|o

olo|—~|~I~lo

MedDRA ver16.0

135




(EHERRTT R AE]

P BEEERRERE (BB
’ (RRMM) (NDMM)
SREREBIER 1000 186
EIE RS NORBIEFIE 955 105
BIfEAEDRBMAE 5450 199
BIERZEDORBENIR (%) 95.5 56.5
B ERZDIEFERI RIS (%)
BIfERZOEE BEERARERE EARERE
(RRMM) (NDMM)
BAME B LVFERE 327 ( 32.7) 28 ( 15.1)
B IME 1( 0.1) 1( 05)
SEXR 21 ( 2.1) 2( 1.1)
RE LT ZNIVEILZEE 7 ( 0.7) 0
BEX 2( 02 0
EER 1( 0.1) 0
BBt 3( 0.3) 0
PARAAOTAIVZRE S 7 ( 07) 0
HEER 1( 0.1) 0
ANILRZMEIRITE 1( 0.1) 0
EIR 4 ( 04) 0
EEMERA 0 1 ( 05)
BHERS 2( 0.2 0
BB% 3( 0.3) 0
YILEXTEMEEBL 1( 0.1) 0
FEEBAJLRZ 1( 0.1) 0
B LA 12 ( 1.2) 0
ANIVNRZYA IV RS 6 ( 0.6) 0
HIRES 121 ((12.1) 10 ( 5.4)
FHiE 1( 01) 0
RES 17 (. 1.7) 1( 0.5)
27T A 6 ( 0.6) 0
LO—JUE 1( 0.1) 0
LY TR 1( 0.1) 0
2IFEX 18 ( 1.8) 0
QA S 4 ( 04) 1( 05)
FEL 1( 0.1) 0
TEL 2( 0.2 0
BETRA 2( 0.2 0
WEAR 1( 0.1) 1( 05)
Rt EEEE 1( 01) 0
EEP 7( 07) 2( 11
Bifi % 50 (5.0 2( 11
YAMAHOTIL MR R 4 ( 04) 1( 05
ANETAIVAMERG R 1( 0.1) 0
IUTISHE MR 1( 0.1) 0
VAT SRR 1( 01) 0
Bl R BRI M4 Al 2 1( 0.1) 0
TRYBRE MR 0 1( 05)
BRI RIER 1( 01 1 ( 0.5)
I B EE 1( 0.1 0
2MBERER 0 1( 0.5)
B i 23 ( 2.3) 0
BUAEES 397 4 ( 0.4) 0
BISRER 2( 0.2 0
B THa#ES 1( 0.1) 0
SLHMHTY 1( 0.1) 0
ERES 4 ( 04) 1( 05)
KiE 9 ( 0.9) 0
A IV AR 3( 0.3 0

MedDRA ver19.1 (B )
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BIfFFRF DEERISTRAESG] (%)

BlfFRE0EE BEERRERE ERRERE
(RRMM) (NDMM)

PARAHO TV PRARHBIE R 0 1( 05)
JROIRE M F ME 1( 0.1) 0
B ERE M BUME 1( 01) 0
TT/IA VM H M BERE A 1( 0.1) 0
MEME ERE R 1( 0.1) 0
R RR A 2( 0.2 0
YAMAHOTA IV M FE 2( 02 0
R R 5( 0.5) 1 ( 0.5)
MR MR 16 ( 1.6) 1( 05)
BEMEMA 0 1( 0.5)
LY ERE R 1( 0.1) 0
BIPIREE 1( 0.1) 0
MEMIEXL 1( 0.1) 0
MEMNREER 0 1( 05)
e 1( 0.1) 0
BERMERED 3 ( 0.3) 0
HEMBR 3( 0.3 0
ANILNRZEIRGER 1( 0.1) 0
CREAILARZ 11 ( 1.1) 1( 05)
ZA—FEVXFXAOANTFAFh % 1( 0.1) 0
T ANRIVEIVZ gy 0 1( 05)
4. BB SUFHEABRAD
%%ﬁﬁllﬁﬁ'}—?@gtﬂ) D LE @y 1005
it =g 0 1( 05)
BB 1( 0.1) 0
MFEBLVINRREE 236 ( 23.6) 6 ( 3.2)
EFERIIRIE 1( 0.1) 0
am 153 ( 15.3) 1( 05)
AR MM S R E 2( 0.2 0
REMFPREBAIE 14 ( 1.4) 3( 1.6)
FERIBKR DE 2( 02) 0
B m Bk E 21 ( 2.1) 0
s SR A E 4 ( 04) 0
B D E 18 ( 1.8) 1( 05)
RIMER S AE 5( 05) 0
ML/ R D AE 55 ( 5.5) 1( 05)
MAS MM\ iE 1( 01) 0
AR MR ERE 0 1( 05)
HMERER 1( 01) 0
BBEHEEER S 5( 0.5) 0
MEKRDE 1( 0.1) 0
REREES 2( 02 0
Bt F T ER 1( 0.1) 0
Ky /o) mifE 1( 0.1) 0
AR IBEE 3( 0.3) 0
HFIRAIVE-TEES D 3( 0.3 0
KRB HLURERE 231 ( 23.1) 13 (7.0
i 7K 6( 0.6) 0
BREXHNA 5( 0.5) 0
Lyt 4 ( 04) 1( 05)
MfERERES 1( 0.1) 0
f&a 1( 0.1) 0
E7EZT7IME 1( 0.1) 0
SHIVT L MEE 7 ( 0.7) 0
=70—JVIGE 1( 0.1) 0
SaLXFO—JVINGE 1( 0.1) 0
= I¥E 11 ( 1.1) 2( 141
EHU L ME 17 (. 1.7) 3( 1.
=P a2 Niiths 1( 0.1) 0
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BER S DIEER I FBAERFI (%)
BIfFFFOREA BEERRERE ERRERE
(RRMM) (NDMM)
= RE N fiE 10 ( 1.0) 0
B’7IVII ME 13 ( 1.3 0
&ALV L M FE 15 ( 1.5) 1( 05)
{&7O—)L i 4 ( 0.4) 0
{E I 45 3( 03) 0
& Ay L M FE 29 ( 2.9) 0
&R L M FE 32 ( 32 0
EEAME 9( 09 0
RBMEETIR—Z 1( 0.1) 0
&5 AR IR 1 BF 58 ( 5.8) 2( 1.1)
ET7IVHIERRT 72—t M 8( 0.8) 0
BARE 74 ( 7.4) 4 ( 22)
=8 MmfE 2( 02 0
B735—tMmfE 7 ( 07) 0
BEE 41 ( 41) 2( 1.1)
26 0 1( 05)
& 1( 01) 0
$EELIREE 1( 0.1) 0
EE 6 ( 0.6) 0
IO 1( 01) 0
585 4( 04) 1( 05)
T 1( 01) 0
K8 1( 0.1) 0
WERRERIE 1( 0.1) 0
AIRIE 21 (. 2.1) 0
SRIAE 1( 0.1) 0
EHEEEDHES 2( 02 0
H5DfER 2( 02 0
d31z4—YalEE 1( 01) 0
HEREE 401 ( 40.1) 18 ( 9.7)
REHEA 1( 0.1) 1( 05)
BT AR 3( 0.3) 0
SRR 4 ( 0.4) 0
FIREERE 1( 01) 0
itz 1( 0.1) 1( 05)
I = 0 1( 05)
BEHRLANLOET 2( 02 0
FEIMEDHEN 14 ( 1.4) 1( 0.5)
D EN 1( 0.1) 0
KEEE 17 ( 1.7) 1( 05)
BRI RS 1( 0.1) 0
EEEES 21 ( 21) 1 ( 0.5)
BEHAR 192 ( 19.2) 5( 27)
REHE 1( 0.1) 0
B & E 1( 0.1) 0
BRHEK 3( 0.3 0
iR 12 ( 1.2) 0
A= 1 —ONF— 155 ( 15.5) 9 ( 48)
ERE 3( 03) 0
A R 2( 0.2 0
KAEMEES) =1 —0O/¥F— 1( 0.1) 0
RAYMREE = 1 —0/F— 9 ( 0.9) 3( 1.6
BRZ 1 —OINF— 4( 04) 1( 05)
NIV 6 ( 06) 0
L BHIRRE 2( 02) 0
SRR 0 1( 05)
BEEE 2( 0.2 0
KA 3 ( 0.3) 0
R 2( 02 0

MedDRA ver19.1 (BE &)
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B EREDIEFERIFIRAER (%)
BIfF RS ORES HEEFRERE ERRAMRE
(RRMM) (NDMM)
REE 12 ( 1.2) 0
RORHR 2( 02 0
TUILE—EREER 1( 0.1) 0
LRaER 1( 0.1) 0
RAE 1( 01) 0
ARBRZHE 2( 02 0
=M 1( 0.1) 0
#R 1( 01) 0
HART 1( 0.1) 0
TEF 04 1( 0.1) 0
EREMAEL 1( 0.1) 0
BEHLUREREE 2( 02 0
EEREHEN 1( 0.1) 0
NEEE 1( 0.1) 0
DigEE 37 ( 37) 3( 1.6)
SRIDAE 2( 02 0
TEERR 2( 02 1( 05)
HEMED 2( 02 0
DESER 1( 0.1) 0
ENi3 1( 01) 0
=D 1( 0.1) 0
DTIOAR—2 X 0 1( 05)
DAL 12 ( 1.2) 2( 1.1)
2HLFE 2( 02 0
oM DFRE 5( 05) 0
DK 1( 0.1) 0
DERTEZE 1( 0.1) 0
EhiE 1( 0.1) 0
DEARITE 2( 02) 0
=R SMIE 1( 01) 0
$aRR 1( 01) 0
MA—R K R7ob 1( 01) 0
DEMERSIRAE 3( 0.3 0
DEMSER 1( 01) 0
EEHK 1( 0.1) 0
MmERE 75 ( 7.5) 1( 05)
KEDARAZBE 0 1( 05)
EMME R HEREE 1( 0.1) 0
AEEMS MERE 1( 0.1) 0
Mg 1( 0.1) 0
=E 17 (1.7) 0
{EmE 29 (29 0
I MRME 20 ( 2.0) 0
KA AR 1( 0.1) 0
PED 1( 0.1) 0
FREREF IR MASAE 2( 02 0
12T 2( 02 0
FRAEENARMASTE 1( 0.1) 0
IEIG2S. Bk L URERRRES 120 ( 12.0) 5( 27)
MRS 1( 0.1) 0
sl 7( 07) 0
EXM 2( 02 0
% Ik 10 (1.0 0
REEE 5( 0.5) 0
R R, R 4 ( 04) 0
FEME IR IR R & 2( 02 0
SHm 6 ( 0.6) 0
Lwo<i) 8 ( 08) 0
1REASRIE 5( 0.5) 0

MedDRA ver19.1 (BE &)
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BlE RS DREFER SRS (%)
BIfF RS ORS HEEFRERE ERRAMRE
(RRMM) (NDMM)

EE M & E 24 ( 2.4) 2( 1.1)
fikEE 6 ( 0.6) 0
FED R MK E 2( 02 0
Bk 12 ( 1.2 1( 05)
fapEpEIE 1( 0.1) 0
S0 il A 5( 0.5) 1 ( 0.5)
o1 2( 0.2 0
FhZRARTE 1( 0.1) 0
Fifi 5 1 1( 0.1) 0
iy 1( 0.1) 0
Bifizk fiE 1( 0.1) 0
75 1( 0.1) 0
FEIRAR S 1( 01) 1( 0.5)
2% 1( 0.1) 0
MERIEM 1( 0.1) 0
108 1( 0.1) 0
H 1( 01) 0
T REORIE 21 ( 21) 0
CREIREE R RS 2( 0.2 0
)i SET 4 ( 04) 0
BEEE 416 ( 41.6) 25 ( 13.4)
BEER AR 2R 15 ( 1.5) 0
BE SRR 23 ( 23) 0
iCEE 9 ( 09 0
TREERRE 2( 0.2 0
LIRERRR 13 ( 1.3 1( 05)
IMERES 1( 0.1) 0
TIREES 0 1( 05)
BEoK 2( 0.2 0
=P 1( 0.1) 0
PN 1( 0.1) 0
(3 176 ( 17.6) 7 ( 3.8)
TH 173 ( 17.3) 8 ( 4.3)
[CEGES 1( 0.1) 0
m e 1( 0.1) 0
+EBES 1( 0.1) 0
HiltE+—15BES 1( 0.1) 0
HIERR 4 ( 04) 0
[EES 2( 0.2 0
EEE 1( 01) 0
BHm 1( 01) 0
BiE% 0 2( 1.1)
BR 4 ( 04) 0
HmEE % 3( 0.3) 0
BREEREERE 1( 0.1) 0
BEHMm 7( 07) 0
BRI M 1( 0.1) 0
HAERR 1( 0.1) 0
1% 1( 0.1) 0
ALY 10 (1.0 0
FREMTLIX 11 ( 1.1) 1( 05)
BREAZE 5( 05) 0
KBES 1( 0.1) 0
ALF 2( 02 0
CFER M 1( 01) 0
B 109 ( 10.9) 7 ( 3.8)
BER 2( 0.2 1( 05)
SRR 1( 0.1) 0
ETREX 1( 0.1) 0

MedDRA ver19.1 (BE &)
RRMM: BB&EX I EAMDO Z R M BBEIE. NDMM: RAED SRS HEME
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ElE RS DOREFER SRS (%)
BIfFFFOREA BEERRERE ERRERE
(RRMM) (NDMM)
OR% 18 ( 1.8) 0
1oL 1( 0.1) 0
IEnt 49 ( 4.9) 2( 1.1)
FmALYIR 3( 03) 0
DB BRI 2( 0.2 0
M 1( 0.1) 0
OB 3( 0.3) 0
EERAIL=T 1( 0.1) 0
BHIERZE 2( 0.2 0
RIF9k2E 1( 0.1) 0
FFEERES 70 ( 7.0) 5( 27)
BT 1( 0.1) 0
FFRERE 47 ( 4.7) 1( 05)
FF& 1( 0.1) 0
e 1( 0.1) 0
S 20 ( 2.0) 4 ( 22
EEBLUE THEES 150 ( 15.0) 13 ( 7.0)
psry 2( 0.2 1( 0.5)
KEEIg 2( 0.2 0
WS 5( 0.5) 0
KBt 16 ( 1.6) 1( 05)
ESiz a8z 5( 0.5) 0
FERMERIBE 1( 0.1) 0
FEAEFE 1( 0.1) 0
BT HIn 2( 0.2 0
g7 1( 0.1) 0
UK M 2( 02 0
FES 1( 0.1) 0
ZOFERE 4 ( 0.4) 0
%1 5( 0.5) 0
Ri5 90 ( 9.0) 8 ( 4.3)
IS RS 9 ( 09) 0
SHMEE 1( 0.1) 0
EBMEE 8 ( 0.8) 0
2R 0 1( 05)
KBTI 3 ( 0.3) 0
BiS 6 ( 0.6) 0
LEHIH 1( 0.1) 0
EEBiE 1( 0.1) 0
EMED 3( 0.3) 2( 1.1)
HERRBLUREAEBRES 45 ( 4.5) 0
EsliRE 2( 0.2 0
L ESE] 12 ( 1.2 0
B8 1( 0.1) 0
AR M 1( 0.1) 0
BHHET 7 ( 0.7) 0
HEEE 1( 0.1) 0
AR 2( 0.2 0
2o)i53E 18 ( 1.8) 0
ERRRERE 1( 0.1) 0
HEREE 1( 0.1) 0
BbLURBES 47 ( 47) 4 ( 22)
H I T R % 1( 0.1) 1( 05)
PEFR R g 4 ( 04) 0
MmER 1( 01) 0
KEE 1( 0.1) 0
HRESE 1( 01) 0
AR R MR 5( 05) 0
EQR 2( 0.2 0

MedDRA ver19.1 (BE &)
RRMM: BB&EX I EAMDO Z R M BBEIE. NDMM: RAED SRS HEME
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BlE RS DREFER SRS (%)
BIfF S ORR HEEFRERE ERRAMRE
(RRMM) (NDMM)
BEEE 7 ( 07) 2( 1.1)
BAe 2( 0.2 0
REZ 1( 0.1) 0
FREA 7 ( 0.7) 0
BEEE 1( 0.1) 0
BHREEE 14 ( 1.4) 1 ( 0.5)
AUBESE 1( 0.1) 0
ARERBLUIERE 1( 0.1) 0
BEES 1( 0.1) 0
—f - R BEEBLURSEBADIREE 371 ( 37.1) 18 ( 9.7)
EHIE 3( 0.3) 0
BER AR 3( 0.3) 0
s 3 ( 0.3) 0
T 1( 0.1) 0
PR 2( 0.2 0
ES 9 ( 0.9) 0
HITREE 2( 0.2 0
25%ZE 1( 0.1) 0
EiFE 1( 0.1) 0
TR R E A 1( 01) 0
SESTERATAIBE 1( 0.1) 0
ESHERAIERE 1( 01) 0
ESERAIEFARA 2( 0.2 1( 05
BER 67 ( 6.7) 2( 1.1)
ZhE 27 ( 2.7) 4 (
KA ZEE 18 ( 1.8) 0
3] 4 ( 04) 0
Eikad 285 ( 28.5) 14 ( 7.5)
PRERMETT 4 ( 04) 0
TESTERAL M 1( 01) 0
BFRRE 771 ((77.1) 24 ( 12.9)
TSZLTI/NTL AT 5—HHENN 90 (9.0 0
TIS—E M 38 (3.8 1( 05)
TRINGHLEETI/NTL R T 15— N 79 ( 7.9) 0
me7IVTImD 17 ( 1.7) 0
M7 1( 0.1) 0
MmeREYILEAEN 1. 1.1) 0
MR AV LD 6 ( 0.6) 0
MR ALy L BN 4( 04) 0
meprO—Ivigd 5( 0.5) 0
me7a—IuEDn 3( 03 0
MmepaLZ7O—JLiEN 4 ( 04) 0
ML T7FZURD 1( 0.1) 0
Mmep L 7F =30 37 ( 37) 1 ( 0.5)
Mmep 7R HER D 1( 0.1) 0
MR 7R FEE AN 15 ( 1.5) 0
M P BB KRBT H 1( 0.1) 0
1M 3L K SREE SR AN 139 ( 13.9) 0
mnep Ay gD 5( 0.5) 0
MepA)rs LN 14 ( 1.4) 0
MmEET 1( 0.1) 0
HRAREAINE F 5 1( 01) 0
mEER 9 ( 09) 0
MnepFRUS LD 16 ( 1.6) 0
MR 1( 01) 0
R FREEIE N 64 ( 6.4) 0
1 REEH 1( 0.1) 0
1R FRERIE N 22 ( 2.2) 0
C— RIS EBEM 126 ( 12.6) 3( 1.6)

MedDRA ver19.1 (BE &)
RRMM: BB&EX I EAMDO Z R M BBEIE. NDMM: RAED SRS HEME
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BIERE DIEFERIFIRAER (%)
BIfFFFOREA BEERRERE ERRERE
(RRMM) (NDMM)

SEREIER 1( 0.1) 0
BNKBESEHEE 1( 0.1) 0
HERQTEE 1( 0.1) 0
LT BRERERIE AN 3( 03) 0
y—FIAINTLZT 15 —EHEM 6 ( 06) 0
MHFEREIR T 1( 0.1) 0
RFPIRIHE 2( 02 0
Rep TR HERG 4 7 ( 07) 0
~AETOES D 60 (6.0 0
Ix—E#E10 0 1( 0.5)
U INERER D 102 ( 10.2) 0
BARREUR D 2( 02 0
BEREUEM 2( 02 0
R EREUR D 156 ( 15.6) 6 ( 32
PR ERERIE AN 3( 0.3 0
BeREAFNERT 4 ( 04) 0
/)R ER 624 ( 62.4) 11 ( 5.9)
REAKD 33 ( 3.3 0
FREAEMN 2( 02 0
FrI IR 4( 04) 0
REEN 7 ( 0.7) 0
B I BRE 300 ( 30.0) 10 ( 5.4)
B MR EE N 28 ( 2.8) 0
Mg 4 ( 0.4) 0
MmeEREYILES R 2( 02 0
merY) 3500 1( 0.1) 0
HEREEEE 1( 0.1) 0
EREEREEEMN 3( 0.3 0
IFIEEHKB R 1( 0.1) 0
IFEEERE D ERim D 2( 02 0
IFEEERE D RIEM 3( 0.3 0
FHERE D ERRD 1( 0.1) 0
IFHRERE 2 ERIE 2( 02 0
HERE 9 REM 5( 0.5) 0
Y INEKB R R 4 ( 04) 0
RPEAEE 7( 07) 0
rL2T73IF—t LR 1( 01) 0
MAT7ILVHRZT 7 2—E 10 87 ( 87) 0
REBD 2( 02 0
FExELS 2( 02 1( 05)
B~ —H—1Eh0 4( 04) 0
Y—T 7 IH A TOTAHEDN 8 ( 08) 0
TANIVEI AR E R 1( 0.1) 0
FFiEmREE LR 0 1( 0.5)
BE. FEHLVMNESHHE 6 ( 0.6) 0
HiE BRIE 1( 0.1) 0
SHEBHT 1( 0.1) 0
EREl=E 1( 0.1) 0
BHEBET 2( 02 0
=31 1( 0.1) 0

MedDRA ver19.1 (BEZH)
RRMM: BRX ZEAMD ZREEHE. NDMM: KIGED S 31t S BEIE

143



Bl 1 1. EfRHESSIHEERREERRE (LY M3002:15%)
ICRTHQ&A

RREDRSINRL ?

FREHABPRIE4A0 1 ADIFR T, 39441 (81%) [VcR-CAPEF 19541 (80%). R-CHOP2$ 19941 (82%) ]
HEtE LTOaREDIRSZ57% 7 (6~8T4JL) U, 8861 (18%) [VcR-CAPEA56I (19%). R-CHOPE:
4361 (18%)] BetE5e T AIICIR S ZhIE LE Uz, &, RUA J)UBIRERE. B8, AR E DRSS
ZRiEUIZBEDEIGIE R-CHOPEF LB U TVCER-CAPEF CEWVWC EARENF Ut
BIRSNcA87 PR, FEDREREDIRSDFIGS N/c482%1 (VCR-CAPE: : 24061, R-CHOPE! : 2424)
DEZAIDHENAEREFIIEICKEFEFHDFEAT U,

ARED/RSKR
AT R EH (48715) VcR-CAPE# (24311) R-CHOP#E# (24415)

BEY1 7 hifE [EE] 6[1-8] 6[1-8]
6Y 1 75 L12EBE n(%) 170(71) 161(67)
641 VLI EHS U -E&E n(%) 203(84) 203(83)
81 VIS L-EE n(%) 32(13) 42(17)
BEETT LAEEH (%) 195(80) 199(82)
B EBIEL ZEBER n(%) 45(19) 43(18)
FHOExFHAEME (RDI). 9

UNE DA 100 100

AKX T7 7R 93 98

RExvies > 97 99

prednisone® 95 96

ECTURF 80

NIV A Re 82

- IREBODHETT (| VER-CAPEE44I (2%) . R-CHOPE:5H1 (2%)
- BEER VCR-CAPE2141(9%). R-CHOPE1 741 (7%)
ARELEDARERIPEE CEEVEEERIIVCR-CAPE. R-CHOPE8% X U6%)]
- BB [VcR-CAPE: 741 (3%) . R-CHOPZ 1261 (5%) ]
% prednisone | AFR R RS

T VCR-CAPE Tt EHILICE S X A FERERIE. HREREE (25%). MAK VY > /SREE, BRMERUVFERE (82.1%) Tl D5 B26ILE
CRHONADIR KBRS 2 —A/NF — (3f) KRR ES) = 1 — 0/3F — 2f1)  SFPERRDE. M/MRBDEE (F261) . BiR (31) T LU 7=,
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NIVT A RPDIKEDZ L (F6HA V)VBETEES N, VCR-CAPE T+ V)L LD 5 SN EE203

BIFROAR) (46%) TAILT A REDKENT

ROTTHRMRUABICERZh o fe CEDTRESNE Uit

NIV RO7ZE2E0 5 1 BIICEE UIcBEF2561ICH5NE Ui,
NIVTA RO/ Y 1—)VDESE (B1ERSNDER) ([CESICBEESRDOEL DD MAS
BI) T (S ARERIAME (1661) .« M/WOEAME (86) DHEBENL < HONFE Uz, Za1—0/F—(CLDK

S5 1—IVDOZEEFABDHT Ul

FAEREIAR?

PNF U, Fie. YA TILADNILT A REDREDRHAE8

VcR-CAPE#

R-CHOPE#

£ (2406)

BAA (74)

L1 (242f)

BAA(114)

FEREEEmLEE"

220 ( 91.7%)

7 (100.0%)

140 ( 57.9%)

1 (100.0%)

NIVTIR e BRI =B &

213 ( 88.8%)

7 (100.0%)

ESVURF L ARREIL-EE - - 113 ( 46.7%) 8( 72.7%)
RYATIVEFEL-BE 138 ( 57.5%) 5( 71.4%) 97 ( 40.1%) 7 ( 63.6%)
REL-EE! 147 ( 61.3%) 6 ( 85.7%) 65 ( 26.9%) 6 ( 54.5%)
NIVTAREBELI-EE 100 ( 41.7%) 5( 71.4%) - -
ELVIRFLERELBE - - 12( 5.0%) 0
VIR TEREL-EE 0 0 1( 0.4%) 0
SUOKRRT7IREHBLEEE 5 ( 35.4%) 5( 71.4%) 30 ( 12.4%) 1( 91%)
REVIESLEREBLEEE 7 ( 19.6%) 5( 71.4%) 20 ( 8.3%) 2( 18.2%)
prednisone*/ 7LR=VO & 8L EE 9 ( 16.3%) 3( 42.9%) 31 ( 12.8%) 5( 45.5%)
REELEBET 185( 771%) 7 (100.0%) 29 ( 12.0%) 2( 18.2%)
NIVTARE R B E 180 ( 75.0%) 7 (100.0%) - -
ELTURFUERELZBE - - 20( 8.3%) 1( 91%)
DRI TRREL-BE 0 0 1( 0.4%) 0
SRR T 7 IREREL B E 7( 2.9%) 0 1( 0.4%) 0
REVIES L ERELEBE 7( 2.9%) 0 2( 0.8%) 1( 91%)
prednisone*/ 7LRZVO AL - EH 14 ( 5.8%) 0 7( 2.9%) 0
NIVTAR GBI BANDER.L-EE 25( 10.4%) 2 ( 28.6%) - -

* prednisoneld AFRFETE
T WFhHLOEROHERE % L2 EE

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) FREERE

145

(20




G-CSFAIDFERARRIE ?

G-CSFRIKIDIE 5#2(F1-BE(F. VCR-CAPEE T77.5%(186/24041) . R-CHOPE ¢60.7%(147/242
B) T Ulco FBEEMTERUREEDEIA(E. VCR-CAPETA1.7%(100/24041). R-CHOPE T30.6%
(74/242%) Uz,

BAAESE(S. WEE D2 TC-COFRRIEFRLE Uice BAAREICHITBFHENTDEIEIF. VCR-
CAPET42.9%(3/7#l). R-CHOPEET45.5%(5/1 141) T LTz,

G-CSF&F|DIERRR
VcR-CAPE# R-CHOP##
21k (240f1) BAAN (741) 2 (242f1) BAA (1141)
£ FRiRS £ EidE R EidE R TRt S

G-CSF&EI 186 (77.5%) {100 (41.7%) | 7 (100.0%) 3(42.9%) [147 (60.7%) | 74 (30.6%) | 11 (100.0%) 5 (45.5%)
TAVIFAFL | 84 (35.0%) | 50 (20.8%) | 3( 42.9%) 1(14.3%) | 82(33.9%) | 41 (16.9%) | 9( 81.8%) 5 (45.5%)
NJIVIFRFL | 27 (11.3%) | 23 ( 9.6%) 0 0 7(11.2%) | 23( 9.5%) 0 0

LIGIAF L 6(10.8%) | 15( 6.3%) | 4( 57.1%) 2(286%) | 18( 7.4%)| 5(21%) | 4( 36.4%) 1(9.1%)

G-CSF&EEIE, AL+ ROEABOMNBEDTIRSICIFRESNTVE AN, FHERMNS00/ u LK
(T3 LTSS A P RAEFRIRRAMENFIR U5 & (CG-COFREINIR S EHEE L TLE T (P.56SE).

LYM300258 Tl RERHIRRIC T EEDHIM CaED UL TR E L CHERTEET LIz, Grade 4D
BFARERBIAMIE S 3 FEEAF P ERRIAME Z FIR U T2 B & (T8 U TlE. IO YA 2)L TOG-CSFRFIDFERAH
wEINTLELIEY,

8. LYMB002HERIC BT DEZRIFIDIR S5 A =T 2B EDFEMITRATT .

NILTA RPEG-CSFREIHAIC LD FERRT UTciEFE NLTA I\‘@\\AFE%U)#%E'JHE%H%(EK
HOFBA. tOTERICEHRIC. G-CSFRAIDMMINEDRZE AEICIE> TS

1) #HAER
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VcR-CAPEZAEDIRSIEIF ?

NIVT A REDISIBRDEYENRE, BMERUREM(ICE R DEEFRSTINTUVEE A
LYM30025& &N 7O ~rO—/LTIE, [NULT A RO 7Z3~EMTEIRMIRS U, ZOHEICUYFIN T ERE
FEd 9. TDR. TOMDHRAERZIRS T &, SRADRSHAFZTNZNDRMINECEUD. ] 18D
TWE U2 (LYM30025E 70 h1—JL6. DOSAGE AND ADMINISTRATION) 7,

LYM3002: 8 T3, infusion reactionZ& @9 /e CUYVFINXTDEAFICTI LR/ T T,
IITIVERSZURURTOA REEDIREEERT D EEFDTVE Ulce NI A RURSEIRUE
SR UKITNEESIEWTUXT =2 3 vEa D EHA. 22U BHERDHE YT WLEE R
DRI HBE(ICIF. ZNZENDERICH T D FEHIRS. JAEZ CieY <fE 0L,

X EEREFHODFEAD NCCNHA RS54/ (2016.ver.3.0)2 Tl [INLT A REDIRSER(TD
BEICIF. FREZOFHERSZERIT D] CENMERINTVET, BH. LYMI002:EEE TIEFHIRAEZD
FRABIFMAERESNTUVE U,

X7 7OEILNDFRFHRESIC DOV T OB (RESR0928515) (:2011F9A28HICERE L V). EESOBEICI/MER LRI RRZELOWMIKWICET S
BAINREH SN AT A RTEEFOERBEFHENO 7Y 7AOEL IRBREE LRSS E L,

1) [J103663] LYM-3002:#E 70 ~h1—)L :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
Medicine 372(10) Page:Protocol (2015)

2) NCCN Clinical Practice Guidelines in Oncology Multiple Myeloma V3, 2016
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B EEHIHI DFEIRIR (& ?

R DRI TZRAICRUE T,

MESEOFHBRR [AEER | REMFETIREH] 2

VcR-CAPE# (24015) R-CHOP#E# (24211)
£Grade =Grade 3 5K 51k £Grade =Grade 3 £ 5k
Mmi%E 225 (94) 218 (91) 43(18) 5(2) 207 (86) 185 (76) 31(13) 2 (<1

/R AME 173 (72) 136 (57) 8(3) 2(<1) 46 (19) 14 (6) 1(<1) 0
BRI D TE 211 (88) 203 (85) 12 (5) 2(<1) 178 (74) 162 (67) 13 (5) 0
B MERiR D AE 120 (50) 105 (44) 6 (3) 0 93 (38) 71 (29) 3(1) 0
1 INERiR A E 4(31) 67 (28) 1(<1) 0 32(13) 21 (9) 0 0
REMIF RO AE 1(17) 36 (15) 26 (11) 0 34 (14) 33(14) 20 (8) 2(<1)
=il 122 (51) 37 (15) 4(2) 1(<1) 90 (37) 33(14) 5(2) 0

MedDRA ver16.0

M/ 7z £ Uic BEDEG1E. R-CHOPEE (3%) EHAVCER-CAPEE (23%) Ta <. Grade 3R E
DIVIMGBAMEDFERENIGHVCR-CAPE CED o fc L E—H U TWVE UTEh HIMBEROEREIG(E. M@

FCERR CUIc(2J 1L — Kk R-CHOPE5%. VcR-CAPE#6%) .

Grade 3L EDHME R (FVCR-CAPEEDAHI, R-CHOPE: D3/ ICERH SN E LT hi.
R-CHOPED 1 il &prE. IR TCOmBENBEFEF<EELELIE,

LR NEI0)

MR DRRIEN2.55KH (Grade 4) DEE(L. VCR-CAPEF €834l (35%) . R-CHOPEf T 741 (3%)
TUIE?. ZD35, 1 B/ULFEDEEFVCR-CAPEET 1361 (5%). 5000/uLFEDEEF3H (1%) T
U7z [R-CHOPEY : 1 5/uLsKi : 161 (0.4%) . 5000/ul =Kt : 0f1]1 Vs

Grade 4DMEKHARIRES

VcR-CAP# (24071) R-CHOPZ# (242f31)
FFREREL 174 (73) 144 (60)
~ETOES 7(3) 8(3)
A MERER 135 (56) 3(38)
D2 ISERER 105 (44) 5(19)

MedDRA ver16.0

B, Grade SDOIMAEE

([FERDOO5NFBATUIE
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HAARE(ICHITDMARBMOHERER R ERCICTRUE T,

BFEAZBBCBI2MASHEORBINL[EEER : REUFETNREL] "

VCR-CAP# (74) R-CHOPZ# (1141)
£Grade =Grade 3 5K 5k £ Grade =Grade 3 5K w5
Mm% 7 (100) 7 (100) 0 0 11 (100) 11 (100) 0 0
PR EKRME 7 (100) 7 (100) 0 0 11 (100) 11 (100) 0 0
/MR A E 6 (86) 5(71) 0 0 3(27) 0 0 0
Al 4 (57) 0 0 0 4 (36) 3(27) 0 0
A Mk fE 2 (29) 2 (29) 0 0 3(27) 3(27) 0 0
D INERB A RE 3(43) 3 (43) 0 0 3(27) 3(27) 0 0
REMEIF RN DIE 3(43) 3(43) 0 1*(14) 5 (45) 5 (45) 0 0

MedDRA ver16.0
* NI A RODHFIE

FHIRENG 30N ZBA & FIFMREE(F. SFRBOHAME. [/ EAME. B, FEEEFRERAMNE. U2/ Bk
WAME C LTz, FEIRBIG25%7Z#84 Grade 3L EDIMREM(F . IFRBOBAME. M/ WURIAME. FER4ELF
BOBAMIE. U~ EORAME. BMBEAME. BT UIZ, Grade S EDHMEBER(FEEFEDICHESNETE
hTUTZ,

EREDFERIK 0= —REAF (G-CSFRA)) ZHALTHD . TAILISAFLRSZRITTCREL
VcR-CAPEL3/76l. R-CHOPE O/ 1 16l L./ ISAF Lk 5ZZ(TTcBEIEVCR-CAPE 4 /7. R-CHOP
BA/V1BITUTCe XTT A VI SRAF LBRESNIEBEEFVWEFBA T U, IV/IMREMD RS NcDIE.
VcR-CAP#$3/76l. R-CHOP2:0/1 14T LTz,

MV/)\REL CFEME) DRADHR (E. i BIC. YA TIVRRON—RSA VD o5& TE TOE CHE
HH DN T UL (P.53 B728K). LH L. BEYA DL EICHEIIMRE (CFEE) DREEF
R-CHOPE: LB U CVOR-CAPE CIE < iZF BB YA IILDT 1HEBICREEZRULE Uz, FHEirH
K (P.57 B8EHR) . FIONEJOEVEFmEFEBIC, ETATILD1~T1THEITHA U ZYATILD 1
HEFTICEET & EWVDEMBEEEDH 5N REKERE TICN—RSA /EASETEELF U,
UZ) GREF. mEFEBICHA DIV THRAITE T U SBRAERICF EAEBIEFHFONFEAT U
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BEFAFEIRFOAEEE(P.15Z28R) ZE2B [CHAAIDRE. HEZRET L TLZEW. LYM30025 Bkbs
DRE HESNEMS NCBEORRFUTOEBDTT ',

AR BESHRES NICREDOR

VcR-CAP#E (24011) R-CHOP# (242j1)

/)RR AME IS T BALE

NIVTAREARZEL 128 n (%) 67(28) —

NIVTIRE R EBLIZEE. n(%) 12(5) -

HA7VEATRIEL -EE . n(%) 11(5) 5(2)

Mm/MRE Mm% ERL-EE. n(%) 54(23) 7(3)

B4 M Fef oD /) AR B P s (8B B ] <108, /uL 21[2-148] 34[5-305]

M/MRE FRBTHRMLAEE. n(%) 10/13(77) 1/1(100)

M/ ~2.5 A cimL B E. n(%) 37/70(53) 3/6(50)

FBH17ILD10-14BBICBHML-EE . n(%) 48/54(89) 6/7(86)
R E IS B0E

NIVTAREARZEL 128 n (%) 143(60) -

NIVrIR B BLZEE. n(%) 33(14) -

LHEMEREEPIRESINEE n(%) 194(81) 156(64)

G-CSFEFIFEEINEE n(%) 186(78) 148(61)
BMICHTBNE

FRIMIRE M % EREL -EEEH. n (%) 52(22) 42(17)

TURORIFRHF S SN EE . n(%) 25(10) 22(9)

VCR-CAPE C I/ MRE M AN S 112 7 0B 3 76 LMV \MRE 1 ~2. 5 5 CTEMBENTWND T &, &feb4
FFh48%I(EDay 10-14(CIThNTNB T ENS. HLDITAREDNILT A RUDARE A+ v TEF(CTRS
T BIcs. FRANERIMAEIT e EHEZSNFT,

LYM3002:& 8 CG-CSFREINME S S NIEBED D 5. MU LF TR ESE LTHERASNTVE L
[VCR-CAPEE : 10041 (42%) . R-CHOPE: : 7441(31%) T Lzl Vs

LYM3002:38(ICBVWTEEEE BICH 1 BIDBE(CRI T 4 VISAF L BRSENTVE LI, ZD
FEAEFTBRSTULIE. LYM3002:E CDG-CSFRFIDIZS Y A VI EDHMIIRATT .

VCR-CAPE TS A IE S Nz DI(F MM/INEAME. IFHECRAME D28, BXTUEMD 14T LT,
R-CHOPE ClERBMFHRIRHAMED 26T LTz,

G-CSFRIFIDEARRIC DT, QRESRBL T EEL,

/) VRE I X° G-CSFEKI DA 13 REE DM TREREABIFR WD T HERATT & 4> TV E L 7o 45, Grade 4DFHRERBDAE X I3 REVETF IR D
EERBLUBEICHL TE LEDY A 7L TOG-CSFREIDERANVHES A TVWE L
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1) #HREF

2) [J103046] 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)
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