HBAE— (BE=+AKER)
REEE
2019% 11 A 7 H
mARERE B

MERFEEM (FREARBREL K £ WHE KE En
TREYTH5EE. HARRREM) & B RERBHEROO1-1-1

TROEEY ., BEBRMEZRELELZVOT, BRMRZESEEF1HOREICLIYRBHEZR
HLET,

B

1T HEBRKARORBEAEFICEHIIFERUHERKARETS>RROBERKFICETIER

(1) BRDOELH

MEBH

RABETHESHEBME) VN EITHT 50020 A KRE +HIEFER
ELY-01+X-01 vs Y-01+{ERE X-01]10D LLEHFHER

Scientific Title (Acronym)

[Rituximab Plus Bendamustine vs Rituximab Plus

Comparative Study of Anti—-CD20 Antibody therapy Plus chemotherapy

low dose Bendamustine]

untreated Indolent B Cell Non—-Hodgkin Lymphomas

EZGEHRBM

& LA R

RABMETHEBMEEBMR Y /N EBICHT 52002050 A KL +LFHE

Public Title (Acronym)

Comparative Study of Anti—-CD20 Antibody therapy Plus chemotherapy
untreated Indolent B Cell Non—-Hodgkin Lymphomas

(2) IRECEEMN (ZRJABAEDZEE. HERAREM) ICBHTLIEERF

MEEEER (% | K% IE  KXER

MERHXRHAFEDIE | Name Taro Yamada

BlE. HRAKRE | e-RadB S 12345678

Bf) O&E#E 5T FTEME (EEEEAKE) AB XZ &kt

Contact for Affiliation AB University hospital

Scientific Queries FESE 1037 1 15 7
MEMEDEHEES 160-XXXX
FTEHEDERR REBHEROO1-1-1
Address 1-1-1 XXX Shinjuku—ku,Tokyo
BHEES 03-XXXX-XXXX
BFA—ILT FLR yamada.taro@ab-u.ac.jp

MEICEIT SIHEE | BHHEERA £ BB

ek Name Jiro.Sato

Contact for Public | {8 4 2 Ff /& 4 8 23456789

Queries Affiliation AB University hospital
B ERELE o % fE 9%
BLEMEHREORESS 160-XXXX
BLEMEME DI REHMMHEROO1-1-1
Address 1-1-1 XXX Shinjuku—ku,Tokyo
BHEES 03-XXXX=XXXX
FAXE & 03-XXXX-XXXX




EFA—ILTFTELR

satojiro@ab—u.ac.jp

MREEEEN (SHERXARME | FE 2K

DEFEEFE. ARAREE) OFF

BISERERKBEOEEED

K4

LEREHRKARICHTSIEE O HY o &L

HEOHFADOHE

AEBREKAEEEZESDKDR
B (ZEZAROEBENIRIEIN
=8)

HEERICLDELGHRRXITHRR

BERICUZMRTHLECRIERNERFEIATLD

(3) AREFAEMUNDOBERFARICRKET SEHICHT SFE

T—ATRT AL FELES BAsHAA

T—AIR | KH NI #

DA M | e-RadE S

ZERE i T—AY AL TURE
i &

KEHZENHLEEE.

LEDEEZESLTCRE&HT S L

E-A YU LHE BAsHAA

E=ZA2YY | KA AT}

JHLEERE | e-RadES

& i@ BEEER
" &

KEYZANHHBEE. LENEREZESLTRBETSH L

BEE R LR BRAEHAA
EHELE K& IR B
By e-Rad&E &

i BEEE

37 —

KERZENHDH58F. LEOEBEZEELTRBIT S &

HEET AR ATIE 1% BE 7 3 I ANAN

HE st AR AT K4 BH R

HLEEHFEE | e-RadBES
7 T—AYALA T URER
=B RE

B - R EXIEIE L HE

BE-FR K&

STEIX{E | e-RadBE S

=] g

B3




B - EERFHELHE

RE-EE | K4

EHFEYE | e-RadBEE

&

B3

MERRE | K&

B - BFZEE | Name

FEEELS | e-RadBE S

DHAEZER | FE

B9 5% Affiliation

i
Secondary O &% O L
SponsorM & X 1%
HXEHZANHDBEEEF. LEOEEZERELCRETIHI L
(4) SHEARRARICETIMRETEMICETIEESE
SHEEHFRMRAREOZLDEE u Hy O 7#&#L
MRETERM | KA B —H
D EH 5 Name Ichiro Suzuki
e-Rad& & 34567890
FEREE (ERERKE) | CDREER
Affiliation CD hospital
EME mikESH
FFE#MEOEESES 103-XXXX
FrE# B O EFr HEBHPRXOO1-1-1
BHEES 03-XXXX-XXXX
BEFA—ILTFTEKLR suzuki. ichiro@cd-hosp. co. jp
MRICET S |HEEKA He EHE
SRk okcdir HLEFREHE Goro Tanaka
BHLEMBEBE mikESH
HEEMEREOEEES 103-XXXX
BB ERERBE O HEHBPRXOOT-1-1
EEES 03-XXXX-XXXX
FAXE S 03-XXXX-XXXX

BFA—)LTKRLZR

tanaka. goro@cd-hosp. co. jp

MEEFTEMOFRET 2EREERBEDOE
BEOK4A

EH =8

LBRBERATR AT ZEEEOHTOD
ki

o »sY O #L

REHRKAREEZESOARER (3B
REXEMOPAREEICOVTRE S
EEEAZTERICKZBSINEH)

HAERICDERIERXITERRH

BRERICUZARTCHLELGHRIERNEBEIALTLSD

KERZAN HI5EEF. LREOERZEELTREIT S L




2

BREBRKAEOBMNEVARTEVICCAICAVWSIEERFORE
(1) HEBKAROEHMERUVAR

WEDOEM RABETHESEEBMB) DNEEZZXRIC. KYEDHE
DEWEEBRLEZHIL TSI L ZHMICY-01+-X-0165AEZE L
Y-01+ERE X-016ABREZBEALERABRICKYEEMET S

HBHI7z—X 4

Phase 4

i 5l & 8% B 16 F E B 20204818

E1EMSEE

E 1 £ 20204£4H 18 ~20304£12831H
EiEFEHBREH 330451

HEBROES NTAHE

Study Type Interventional

HBRT A

BEAELE. FER. AELKR. BTHBLK. BRE

Study Design Randomized controlled study, open(masking not used), dose
comparison controlled, parallel assignment, treatment
purpose

TS RDHE o %Y 7 L

BEEROFE o %Y 7 L

BEALOEE b Hy O %L

RIENGRABREORE o »svY Qg gL

BRARTIRZERE T SERERLUNMN) | 4L

Countries of Recruitment None

HEIRE
(P Li-F-i 3
Key

Fr-58REE

Inclusion &
Exclusion
Criteria

(1) FEOERKRIEBEMBEZHIZ T, CD20 [FHIEEMHE B MlatE
FROFD)NEBEEZHSNI-ESE

(2) CTIZTREEMN1.5cm U LOBIEARKREEZET HESE

(3) NHL Izt T B A BEOL VAR

(4) Ann Arbor H¥EIZ T, IHXEIVHOEE

B) FEH20BULTIBRUTOESE

(6) ECOG Performance Status (P.S.) A 0~1DEH

(1) KAE~ADSMIXETCRELE-EE

Inclusion Criteria

(1) Patients with CD20-positive
non—Hodgkin lymphoma by biopsy histopathology of the lesion

diaghosed Indolent B-cell

(2) Patients with measurable lesions whose major axis is >1.5cm
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(3) Patients with no history of NHL treatment

(4) Patients in stage Il or stage IV according to Ann Arbor
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WEZED B # FEHM :

RGPS THRIEMERE B /iR ) o ERE 2RI, L HRhEo
B MEERVE AN T D 2 & & HAEJIZ Y-01+X-01 GFA#EEL Y-01+
XA & X-01 OFHEE A BAELA b HelaABRIc L0 345

WEDT A

RAGFEAELTHI D CD20 PG IAREENMEEE B fifa Y o /SRS 2 %t 5
LT, Y-01+X-01 Xit Y-0l+HEKA&E X-01 # i L CTHIMER W
VA ERETT 5720, ZhiskdtFE, MIEA L, G & S
T 5,

IIRaE X012 H BAAF R, Y01 Y ¥ v ~7
AR H TEHMIEE

e A 7 R

RIVKEHME H

A, 2, TR, IR
PSE RIGEBE - RIEVEEE B MR oo

BPULYE - DIN ORISR Y T 2 BE 2, AFRICHAAND,
(1) IREOAERIFEARRRZ W T, CD20 BEMEIREMEEE B MEfarEIEAR
U UoNEE B SN B
(2) CTIZTERN 1.5cm L EORIERERAE 24325 BE
(3) NHL (Zxf 9 2 IGHE D 72\ B
(4) AnnArbor Z3¥EI2 T, NIV EE
B) Dty 3y AU EOEGFNHFFCE 5 BE
(6) 4Fihn 20 kLA B 79 LA T O BE
(7) ECOG Performance Status (P.S.) 2% 0~1 OfFEFH
®) LLTofMtE L7 b 1 DU EATHEE
1) CTIZEDERTcm 22 5EKIERE (Bulky HZ)
2) BIER
3) IyE LDH XIp2-~Ar7murua7) oLH
4) CTIZLDER3Icm ZM2 5V o /3Hins 3 skl
5) it e
6) MEZHC L D IRESE AR
7) MK SUTREAK DRTEE
8) U v AN 5,000 /mm? UL L
(9) FEME OS2I/ STV L EHE
I EREL ¢ 1,500 /mm?3 BL k-
i/ REL 100,000 /mm3 LA 1
AST (GOT) : & Jitigk DIEVEM EFRD 2.5 LA F
ALT (GPT) : £tk D HYEME IR 2.5 fFLL T
BEVULE Y  Blask OIEERE FIROD 1.5 20T
Mg 7 V7 F=2 0 Klitisk OHUERE EIRD 1.5 50T
(10) KAFFE~DBINZ LETRE LI-HBE




BROMIEAE © LUTF ORIEDO WIS Y T 5 BT, AUFZEICHAA

(1) REAER TR BRI R S T R

(2) WFEEOHEIFEEHT 14 HLANIZ, G-CSF (FEkrEk = v =—filjg
K+), ERF (=) 2aR=F o y) of5 k%%
T BE

(3) HEEIRENEOREYME: (PR PLEEAIDUIILY A LV AE| O
RN G2 H35) #HT 585

(4) BEELRAIE IFREHDLWVITBERERE) 2HTH8E

(6) FEELER (B LA, BmtEOER) OG0 DV T
TEZALRT 2 F-LANICBEEIE &2 9 2 B R ONER & 29~ 5 AR
EETOHEE

(6) EEALHLAMER (B SUXEE O « WM 5 T R
L) AT 58E

(7) HBs $UE. HCV HUEA T HIV HULBEME 2 ~4 B (HBs ik X
1% HBc HUR D B D354, HBV-DNA Z HIE U 2o~
#)

(8) EEZcmimfE FEFEM: M NEEBEEGREDICI 2 L) #HT 5
B

(9) HAXAEER (CNS) ~ORE T ZENZERDOE D ERIER 2 A7
5 HRE

(10) MVE MRS, FARHERE . 1R %2 B3 2 MK IED A 0Fd 2 WITREE
[EE=HT5BE

(12) &% 3 FELINICIEFEME OIS 2 H 4 5 B

(12) B EALTFHRE, B E, PUARRE IUEE E DO AT =
A4 NREZEZ T2 8B

(13) A MR L OA DD 5 WITBEERE A H 9 5 B

(14) HEAVEZ RT3 » A LAPIZIRER - O KA U ARIKRIER O 5% 5%
I ERE

(15) ., BRIEFE, 73— URIFED B

(16) 18 K& M & =2 1 7o R

(17) 4 SUTER L WD AlREME O & 5 83, AL o B

(18) LB OYA . BRI R OSR#&Be5-1% 3 4 A BT [FE
TERWEE, BHBFHEOLE, BEHMT R OEKEG% 6 7
A R ICFRE T W EE

(19) =DM, AFZEE DAY &JIr L7 B

WHoE Tk

[ARE] 1V A7 28 HMELIRK6VA 7L
NUH BATF MR (X BRI S, pEin4 X-01)
1 [A] 90 mg/m? % Dayl } Of Day2 |Z#:R$ G-
VY xi~7 (Y #HRASHE pain4 Y-01 1)
1 [8] 375 mg/m? % Dayl (ZFfk$E G-

[BHEE] 19 A 2728 HIE LIRKO V171
R NAT R (X 8IS, 4 X-01)
1 [A] 60 mg/m? % Dayl } Of Day2 |Z#fR$ G-
VY ow7 (YRSt pEiad Y-01 %)
1 [A] 375 mg/m? % Dayl (ZFFREE G-,




BREITHK 330 Bl OWBRE 2 MEVEZ 2 1 ¢ 1 BN LRSS 5, WFZEHIR
X, A7 Y a— VB SNESRE L i 5,

g, B OB 5 (R B EY LG A1, &5 2 FIkL
VI BIEL M, Rl A ST S,

Fo. BV A 7NV OBIGRTOREREFIZ T, WA 7 Lo bFhEE
R L TWD I L 2R L CTRET 5, BHREZZ LT\
WEEAX, BIEMMAIER T 5, W, BGEEZG2 Lo RER TR
ORIV 5T 5,

HERAE Bl 55

AEF330 1 (A RE: 16561, BEE: 165 )

At e 5 H 491 ]

JRCT %% ~2030 £ 12 H 31 H

BRI H]

JRCT *#45%~2025 4 12 A 31 H

2 JINEA R

FIENOKT « H P IERSERBEE TR 6 » A~9 » A (FSRIIM)
BRI 5~10 4

PEHZE IR

[OF R 3K - 25 1R RE]

e G IR I, DL OFEF R OEO I 22519 %,

(1) fhOHUEEh R 2 A T 5 HH K ORIE

(2) HURBREE

(3) ATKFEIEHA

4) RIBREEARLVECHANCE LTI, UEERZ B E LEAR
17722 & &9 5705, Infusion Reaction D Tf5 - {1BER E % H
e LR LD, SOHESICRT 212 BN E Lo I
[FIER e )

AT FERHL AR

OWFFERE =R - (AR

AB Kb MRAESER #d% (LHE KER
REWBI DM T 2 W &bw ik

AB Kb MRS R epk —RR
F—H w3V A MM

HAEHAAN FT—=FH A 25 E FA  KER
N BIPL Y 1

BRASAHEAA  FEAAED HE FIL KER
B A4 24 f

MAStAN EEE #HE —
R ARAT Y B R

HASHEAA  BEHETE SE BR T
S [FIRFZE R B ORI 72 5 AT Bl

CDJhkt MmElEEe Ak —AB
e [FRFZEHEBE DO RFZE I B9 5 RV A do i 2k

CD Jibt MmiEMEER &HHE =88




1.2 [#IREK (70—K)]

FERG : 27 ) —=2 Tk

TR 2 0 A5

<1 <1
UGS S aeiile

1

7a I LB T
I NI
BAE ;i K9H A7/

a

T - Bk R A

U

BIELIG




13 [HAERZT T a1—)L])
K I11HAERTDa—)L
2] T |
~:i 1Y% A4 27/L28 8 (+3H) gg# ﬁg%
7 JIRE:
£ L 2~6 | =y H Ik By
BEmAEE Day-14 | ¥ 7M1 gg | :;Lj ;jb §~§ g&ﬂf e
- 21~ | 27
Day -1 Day 1 Day 2 Day 1? Day2 (35 H4% <&
1 -4
I A X
HEVE 2 b X
X-01 &5 X X X X
Y-01 #&5- X X
PR X
PS X X X X
B - (kE X X X X
N BN A X X X X
JEEI5E BEELE K X X X X X
AR A X | PD LRl &L E TR GBAE 1 FIX3 » A | X
‘BifitpA e X X X
I(IRTE &2y T X X X X
bR X X X X
PRI X X X X
A INAT— T — X
IR IR X X X X
UEYRR A X
DB A X
AEARIRBLOTER O ————
FRFE 3K B 54fim ———————————————————————
OFF3E, DFEE e ——
DfER
HEHS P ——

a) XL CBER) X, YA 21 1 Dayl O 5T IT Day- 1 TEMET 5,
b) WFFEEEEGR13 HUNICHRELE ET 5, &V A 7 VOREEGAND, IROBE F THAK 26 A i

b5,

) HEIZOWTIH, A7V —

d) MBS UCERT S,

Y TREDBFERT %,
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Harmonization

2. BBS. RE—E
W& =5 R B
AST Aspartate aminotransferase TANRGX U -TI /) NTF AT
77—t
ALT Alanine aminotransferase TI= T N T AT 2T
ALP Alkaline phosphatase TNV KRAT 74—
CD4 Cluster of differentiation 4 H i ERE m o bHUR - FEE S 4
CD20 Cluster of differentiation 20 M ek w2 bR - &S 20
CT Computed Tomography a2 o — X WiERY
CTCAE Common Terminology Criteria A EFEG I ARG L
for Adverse Events
CR Complete response FERTLIR
CRP C-reactive protein C BUSHER
DNA Deoxyribonucleic Acid T A XU R
ECOG Eastern Cooperative Oncology K B B R g A 98 7 v — 7
Group
vy -CTP Gamma-glutamyl transpeptidase y-INBEIN s hTUARNTFH—F
G-CSF Granulocyte colony stimulating RERIER =1 v = — iR 7
factor
GOT Glutamic oxaloacetic TNNE I R R u R R R
transaminase
GPT Glutamic pyruvic transaminase TNH I UERE VY RS
HBc Hepatitis B core BAJit k=T
HBs Hepatitis B surface B BT K
HBV Hepatitis B virus B BT T A )L A
HCV Hepatitis C virus CHIIFR T A LA
HIV Human Immunodeficiency virus | & MaEARET A LA
IgA Immunoglobulin A a7 A
IgG Immunoglobulin G a7y G
IgM Immunoglobulin M EIa 7Y M
ICH International conference on ES[ES ERES




LDH Lactate dehydrogenase FLIRNK SR %R
MRI Magnetic resonance imaging R SR AL B {5
MedDRA Medical Dictionary for (2 S i B ) FH 3
Regulatory Activities
Terminology
oS Overall Survival A
PS Performance Status 25 IRAE
PFS Progression-Free Survival HE AR A7 T
PR Partial response By LR
PET Positron Emission Tomography B e - A W e e
PD Progressive disease AT
WHO World Health Organization S OR A
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3. HRDEMAH

AHFGEII LA T OFfRIC L 0 FhE, EE Sh b,
3.1 HRAKRERD

(FrEt&ra4 - e - %0k - K4

AB Kb MRS RE  Bd%  ILHE - OKHR

[EfE - fVWAbtik]

B34 © AB KW i ME g F

EEFT « HOEEHTE X OO1-1-1

FEEE 1 03-XXXX-XXXX

[#%&] & O EAT]

T8 FEH AR I 36 1T D A TRITAR D B & s T 5, Eo. AR EZERT 282 TO
FHE AR O R ETERT 2 AR L. AR IEIC i S5 L 5 ICEB it %
fBR - BT 5,

3.2 HREWKBEDOHRETEAM

[FrErkEas - s - Bk - K4 )

CD it MRIEGF & 8K —/S

[ER - VA bEk]

EHT : HAEEP X OO1-1-1

TEL : 03-XXXX-XXXX

[#%E & O]

AWFFROEREIZEE U, B IR E B 31T D AR IR R D B A 5T 5.

33 EBEH

WFFRAREKERNL, LU DX ER 2 253t R T D, 7o, HRtax U & 08T
FTAREFHEIZOWT, LENE LR T 2, WFERKREMIL, EHZFOMEIT L, 0T
PR OFERICET 2 MEFOR I 2 BHEM T, EHENEZEXIET 5 LI, MENRD
LNTGEIL. EBNEOUEZRT 5,

1) =%V

(2) B

() FT—H~FI ALk

(4) HeEHEEAT
331 EZARYLIERE

(FrEt&rE4 - g - 1%k - K4

RASEAA  FHEHEET HE HL KED
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[Efg - BIVvAbe]
AT« BT X A AL-1-1
TEL : 03-XXXX-XXXX

(2 & O EATE]

BERED HE=H Y T FIEEINE > TE=HF Y 7 2 FE N L, AU 0MF 78 3266
L EBTIEE, WIS S5 BIHIEICHE > THEM, A OHREINTND Z L 2HRT
Do
332 EXEEHE

[FrErkEas - ris - ik - R4 ]

BREAN BE=R HFE —

[EfE - BIVWAbes]

EHT « AERHTE X A AL-1-1

TEL : 03-XXXX-XXXX

[#&& & O EAT]

BIRE D HEERFNEINE > THEEL I L, AFENMZEEEE, EBEFIEE, #5S
D IR BEARICHE > CTHERif, ek OSSN TWD Z & &, ARBFZEOBIRE > LML LTz
N CIRRIET D
333 T—ATRTAVIEEE

[FrErkEas - s - Bk - K4 )

BRRASHAA FT—=FF AR5 BE KRR KES

[ER - VA bek]

P« FERHE X A AL-1-1

TEL : 03-XXXX-XXXX

[ 7&K O FT]

BIRED DT —F RV A FEEEIIEN, T—F RV A NEEEIT,
334 fREBIAEREE

[FrErkBas - rie - &k - R4
HASHAA  FEHRITE R BE T

[EfE - BIVAbek]

P - FRERHTE X A AL-1-1

TEL : 03-XXXX-XXXX

[#E K O FT]

BUMRIE D B AT RHEEICRE S, T 21T 9,

335 JHIFHMERSE R
MR ZE B & O OB IOV TIRIRED 5,
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4. FRDEREEEDENRVER

41 E=

RU B DAF IR, 1960 FERPIDIZIHE KA > THERRL S 4L, 1971 F LV REN T
I FR R R K OVELIE 72 & O EIES ISR L CHWLN TEEAITH D, AT T vFv
fbRIDOFT A br Y=~ A — NMegtgis EREHETACTH L 7Y 7 e b rEisE %
IR ofbe % BEICT A v &, AlREShT,

RIGHEDIRTENEEE B MIMEMEIEAR P F v U v iR O~ o b AVHIR ) > Z 55 & LT,
X-01 (R Z LAF U HERIE) & Y-01 (VYF~7) GFARE (BREE OF 1K
ARBRAY 2011 45 10 H 2> 5 i S 41, 2014 4F 10 H 2 HBBRAA S FhE S iz, 2015 4F 12 H i
MICEMEEE B MIfaPEIER V% o U Lo iR O~ > M VRERE Y oSl s iiE & L CRRR
TH— AR AKGEHEE L, 2016 4 12 AITARR Sz, RIGHFEOMENEE B MifarkIEds o % o
U BRI o b VlE Y SRR TR 2 O RE O SERTIMEERIE, 68.1% (47/69
) THY., ZhFE EOTEMLL EORORIE) 1395.7% (66/69 ) Th -7, 30 » H
IR RIT 71.5% Th o 1=,

PR ST IR PE DR B AIAPEIER D% 2 U V=l H B D T~ > R Y oS
FITR LT X-01 2 LR e A (RUIBIEGRE) OfER. 6 V1 7 L ETHRE
AIRECTd 575 583 Bl JLfEIL 4 VA 7 v G 1~12 04 7 V), [6 %A 7 1) 3153
ElRHbEL . WRNT BY A7) 1B 1A 7] 96BIDIECTH T, £i=, [7HA
IV B X8 BITh oo, BN T LIERNL, kYA 7 VB EREA -3 2 L3 C
P, BEEkECE oL E X BN D,

BR #EICE W TH X-01 DIEWHERTH S 00 mg/m? (Z THREGZBMB LSS, 1A 7T
WA 7 NVBIEIENER 7 ) 7 CEPICHRERIE L R BERMHZ BB L TV D, X-01 1R
HELRESNTEY, BEED 60 mg/m? IZ THENBDO LN TS Z LD, BIMEHNE
WCEDHBEICTHE CE D AMREMERA RV EB X B,

X-01 OfERERE LKA EZ Y01 0P L. X0 EMEOEWIERIEZHLT 52 2B
AR Z B L2, 1) 2 3 6

42 WMRODEMRVER

R THIEENMEE B Ml Y o BEEE 25510, L0 AMED @V R 1L & fesr 9
5 Z & A HIIC Y-01+X-01 PEHEE & Y-01 HEH & X-01 (A2 BEA b i BR I X
DRI %,
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5. AT AERMA

51 X-01(NVHALRFUIERIE)DHE
W FEEA A R
i X-01(R 2 & I A F )
LSS X SRRt
il TR SER Spall
] R BAT HEIRIE 25 mg &8
DA s o
R BAT EFRE 100 mg &
SRV W, EIRRAT
hHE - R fCFEMEE B MIfatEIE AR % ) v Nl
M- & AT OIRT CEE SR
iifiig% I OIRRZIFRFICHE L 5,
P éﬁ%@ﬁ%@ﬁﬁ%%ﬁ@ﬁﬁﬁ%ﬁfé%ﬁ?%D\ﬁ%%%%@
B DOFHNTH 2,
511 EXHEMEA (Y-01 LA DERELED)
ENICEBIT D AE O E BRI BN T, LFOEKRARFENERANRD b,
(1) B BEmH

2

3)

(4)

)

U VBRI (97.5%), FMLERIBA(98.1%), IR ERIEAN(91.1%). /N
(68.2%). CD4 U > /SERA(81.5%), ~T 7 1 B LA (40.1%), FRILERIE (41.4%)
LOERERHEN S bbb Z LN H DO T, HENZMIRIREZTT 5 72 EBEE 71
TV, BEDFED DG A IS, IREEOREY) R LEEZITH Z &,

JEYIE

Wi2¢(2.5%). BUMAEBEE R EOEEDKIYER D LI Z ENbD, £z, BA
R A NVADHIEHALIZ L DIFRRH bbb Z L B3H 5, BEE STV, B
HFRD LN BEAICIEY R LEEZITH L,

B P AR R (1.3%)

MEMRRDRH DI D Z R DD T, BEELHIITATV, FE K, PRI
B XA AR T ENRO DN EIT R G A RIE L, UL EEITS
L

JEEI55 R B (1.9 %)

RIS AR EEIEERE N & D odl, BMEBRARICELIRBENNDH H DT, KNKSy &% wt)
ICHERE L, ML EREGFHCIRBEE O Y U 21T 9 7o ERFEOREE +53 128
BT L, BESEOONTHAICTELICRGZPIEL, @Y RLELTT S 2
L

FHE 7 B IR (B A )
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rh MR SR R S8 S R AE (Toxic Epidermal Necrolysis : TEN), JZ & k5 IR E 5 ¥ (Stevens-

Johnson JEERL) N LoD Z ENHDH DT, BlEzE I TV, FBEL OVERED

HE, ONRFEOIERD & b ONIGAICIEIRG AP I L, @URAELITH Z &,
6) vavr, TF7 47X —HELRH)

vav s THFI74 X =R bbb ZENHDHDOT, BEE ATV, B

DRO NG EIITRGEZ I L, BURAEEZITO Z &, 4

52 Y-0U(UYFIIIGEGCFHERR)DHE

e Y-01(V ¥ ¥~ 7 GBS FHLHL 2)

(—4s)

LS Y BRI S

il vest opall

oy S h Y-01 AUHEFHE 100 mg(10 ml) : U Y F 2~ 7 GEInF#H# 2 )100 mg & A
Y-01 S EHE 500 mg(50ml) : VY ¥~ 7 GBI F##2 2 )500 mg & A

SRR UG A BELT . BT (2~8°CONTIRAF

Zhaee - 2hE CD20BMEDOBAIIAMEIER X U Lo il

ik - H& FEAMI AT OIRT CEE SR

fﬁ%ﬁwﬁ% W OIRRZIRRFICHE L 5,

D NFFE

P — éﬁ%@ﬁ%ﬁﬁﬁ%%%@ﬁﬁﬁ%ﬁf%%ﬁf%D\ﬁ%%%%@
IS DOFPANTH D,

521 EXGEMER X-01 AL DEREED)
ARFN D T2 BERFABRICIWN T, L FOEKRZREIE-AZRED b,
(1) 7T 74 TF AR, PR, LEEGHE AR
R, M/ VIR, (RERR MR, S8 SO, fiR(MEMM%, 7 L —MihiRSE
i), PAZEMEMISRAE S, R, SMERFRIEBERE, OAEZE, DEME), O
M 3 > 7 % infusion reaction DJERE L THLDONDZ 03B 5,
NA B A (I, IR, FFREE)OE =42 ) o 7R MRIER OB R L R
FOREBEZ+DICBETHZ &, BEPRDOONTHERITELICEGZFRIEL, #Y)
IRALIE(FR RN, FHER, K SRR, B ERE CHOREGE) 2T L L
BT, JERDEIE T 5 E THREORELZ +0ICBlET 52 &,
(2) EIS HA SEE B FEE (L BE AR B
M R EEEERE N B H oD Z L3 2 DT, MLk P B IR K O RER A 21T
D7 BEOREBEZHSICBIET LI L, BREPRBOOLNTGEITELICEREL T
IEL., @MU ECERRER., SIRBIIESRAIEORE, ZTE)EITIL LD
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®3)

(4)

(5)

(6)

(")

(8)

©)

(2, JEIRNEIET D £ TREOREEZ HoCBIRT L2 L,

B B 7 A VA XD BIERFAR . 5 O BEEE SR A B)

B B2 7 A VA K DBPEFR AT R OEEIC L DA ERnH b s Z b
HDT, IHEEERBMESCIF R VANV A= —DFT =X ) 7 %{TH e EEREDIREE
EHoBRt o2 b, BRENAROONEZEACIE, BB VA VAR EZ&REST 5
72 EWEYIRIE AT Z L,

FTFRERERR . BRYEL(0.1~5% i)

AST(GOT), ALT(GPT). Al-P, ¥t U LB EDOEFEREMD FH %2 £E 5 FFHkRekE
FRLHENHODOND ZERH LD T, THEREREZIT O 2 EBEFEOREZ 0128
BI L8, BEPBEDOONLEGAITHEGEPIEL, WURLELZITI Z L,

B2 J RS IR (S EE A )

B2 I RERSARIE [ F¥ (Stevens-Johnson JEREF), T agtEaR S SERIRSE (Toxic Epidermal
Necrolysis : TEN), REJEHRIEIR, EHEKEER . IKIEMERERER H B biv, 3
CICESHIRHE SN TWD, ZHUDDIERND bbb -BaITE blIc#kE 42 ik
L. #OREEIT) Z &,

PLILERISAD (BEEEARBT), BRI (5~ 10% A00m), 4F FERIBA (10% L4 1), BERERL ERE
(BEEEARB), /RO (5% A i)

HERMKBO PR HODOND ZLDRHY | PR IZOWTIR, RHORAEE G
5 4 FERLL ERGE L CRBLT 28I HE STV 2D DT, ARFIOTREEIR T & OVEH
ETHRITEMICIIRRAELZTT S /e L, BEOREZ HICBEL, BRERROLN
T B IR E O 2L E &7 5 &

JERYUIE (BHFE R BH)

B, HE, HDWI T A LA K D EEREIYERUILIE, MRE)DNH bbb Z
LB DHDT, AANOIEHMR P R OVEFHK TRITEEOREZ o8l L, B
DO LNHA IR G2 PIE L, EYRAEEZITO 2 &,

TEATPEZ B VI (PML) (BE AR B)

EITHES M HEMEPML) A & b s 2 L3 d 5 DT, AFIOIREIM P &K OYE
AL T 1RITEE OIRBE A+ ITBIZZ L, BB, S8, PREER (A FREL, DUk
BRI, SREREEZE ORI S O b= HA X, MRIIZ K 5 G2 & O E B in A
EITH &b, BhHEERIEL, WYULRLEEZIT) Z &,

VR PR T 28 (B EE A B

MEMEMEAR D HONDL Z ENRH DT, BEORELZHICBEL, BREIHED D
NESEAITEBICRGE A2 TIE L, EURLELEZITY 2 &,

(10) /CoFRHE (BHEE RN BH)

DEMED DWVITDEEDOREENR, POE, DFEENRRE SN THD, T bR
W LONIHEITE LIRS Z2MIE L, @YRLEZITS Z &,

(11) B FaE (A H)
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B2 VE LT HREENRE SN TWDEZ EnD, BEOIREEZ Ty IcBE L, R
A, ME 7 LT F =0 BUN O BRSO LA TG A2 FIE L, @Y7
iEZ1T D Z &,

(12) I LB 22 AL - PRIECHEIE RI)
HIEEZIL - FHERDLDND Z ENHD DT, MIHERE L COERE., BN
B&, R, i, BimFEOBEE Ho0cATV, BRESBEO NS AIT. EHIZX
M. CT MRS 250 U CHIMEAL, 2240 - PAZERT RO A2 MR L, bl e jLE 21T
5Tk,

(13) I+ N (R A
—IEPEDIE FRENRBHT L ENHDHDOT, ZD LI RIERN S Lo -5 a 15
LAk L, #en@EE Ty 2 &,

(14) R R 1 E IMEE M S 0D B e R i R (B AR BT
ALVERR VB ESE BERECEIR « BAEREAE, BUW. RERMER, SRRREE, SN
OO ENDD, Flo. RAIDIREK TH% 6 » HE TOMIZ, KB, HIEED
PREREREE, BRRREE, BRSO REE N R E ST 5, BEOIRRE
EHocBE L, 20X RIERRS b HaIT&k G Ak L, WY@ E 1T
22, 1y

53 X-01 & Y-01 OHFRABFICFR SN SEIEA

RO B MfatEIER O v U Lo EERE RO~ > M VHIE Y v SRR xS
% X-01 & Y-01 ] o> E N R AR RRER D 22 2R A 52451 69 i 69 1] (100%) (ZRIPEM (R
IRIRAEEORE 2 51) NRO LT, EREMBEIER [30%L EAFR#E] (3L 66.7%
(46 i) . fEFL 62.3% (43 f5) . BRI 53.6% (37 H1) . BAEIR 43.5% (30 fl) , TEAIZFE
2 B 40.6% (28 Bil) . FE95 39.1% (27 fi) . Hifn 34.8% (24 #1) . Wk 34.8% (24 Hil) &
Thole, o, EREARBAERT [30%L Eastd] X, AfmERERED 100% (69 51) .
U 2 SERER 97.1% (67 B1)) . AF REREGED 94.2% (65 i) . CD4 Vo7 BRI 92.8%

(64 B . /N 55.1% (38 f51)) . 1Ky 7' 7 U UIffE 52.2% (36 B) . AST (GOT)
F5H31.9% (22 #) . LDH #8411 30.4% (21 6) ZETH o7z, 4 5

F iz, BRI R SR BT ORMSCEEZ R L CHl 2172 2 & &9 5,

54 GrEwE - IR
AR NT, FEHMAE - IR0,

55 HRAFEILEE - ZIERE
MRS G P, LU ORAN R OREDO 2 EE IR 5,
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(3) AAKFRIEA
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ZHWE LIERNETREE 5

(R AR L)

() ~@ A IMEDOFHINC BN B D &5 2 B LA R OIEA I L LT
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6. MEXNREDETE S
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LR OfEMEZ 2 Cliil- T RE 2R LT 5,
(1) IRZEDOERYRBEHHRRZ KNI T, CD20 AR B MifatEIER % ) LN E 72
W <7 B
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(3) NHL IZxt7 IR D72 EE
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8) LLTOFMHEDIR b 1 DL EAT LB
1) CTIZLEZERTem 22 5EKIER (Bulky HE)
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3) Iy LDH XX p2-~A27uar/u7y>0lLE
4) CTICKD2ER3em M2 5 o/ Hins 3 faimll b
5) i f e
6) MEBHC X DligaREE R
7)) KT DT
8) U REMAE 5,000 /mm? PL E
(9) FEESROEEL FoIl R S TV D 8BHE
T HEREL 1,500 /mm? LAk
/R 100,000 /mm? LAk
AST (GOT) : & fitigk D IEYEE IR 2.5 (FLLF
ALT (GPT) : £ Jiiak O FEUEME LR 2.5 LA T
BRE VL E Y @ Kk DOFEEME EIRO 1.5 FLLF
Mg 7 v7rF=r  Khak OFEMEE EIRO 1.5 50T
(10) AHFFE~DOBIN LETRHRE LI HEE
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(7) HBs HUs, HCV LA XX HIV Uik 2~ 9 83 (HBs Ui X3 HBe HLIRD 514 D
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(8) FEEFEZp MM (REAEME M NEEEFEMRE[DIC] e &) 203 5%
(9) THAHEER (CNS) ~ORHXIIZNZE W DRI E 63 5 B
(10) VB PERGZE . ARRHEIE . TR A2 BT DSOS 0Fd 2 WX A3 5 85
(11) B2 3 AELANICTE B O LS 2 A5 5 B
(12) i BAALERRIE, FAHRERE, PUARERIEOIBIES B DO 2T a A NRikE 2T 128
*
(13) B C AR MM oG 0F e 2 WITBEHEEA G 5 5
(14) EEAERALRT 3 o A LINIZTRBR T O FEA SUTARIKGEHEA O 5% 2 1o B
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6.2

B RAE 2%

330 151

@

@
®

[FRERAL] EPNE ARG ER-2014001 FABR LV . A B 30 » H BEREA(FR1T
21% EHME SN TWD, F7z, X-01 DIEHERETH 5 90 mg/m? DJHER D 60 mg/m?
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WZ EEZBRE L, 75%&T 5, MEAVEMFERER-NHL 1-2003 305t L U . R-CHOP #(Z
®D AREO N — REIF0.67 EHRESNTEBY, 2 &0, ABEICKHT 5 R-
CHOP BED NP — FEIE 1.65 £ 725, ZDOAYF— RHD 50%E 725 1.32 #F S~
—V UL LTRET D,

BERIIHE 68 # A BB 60 7 H & L, LML ZMRGET HICH o> THEK
YA | 0.025 L35,

A FED 30 » HEEEATERE 72.1%., B FED 30 & HEERHEATERE 75.0% & UE
L. EHMEOFFERAZ Y — FH 132, B T1% 80%& LT, FEHMEMFEIZ LB
TRA Ry MR 190 &R U7e, BRI 68 o AL BRI 60 » A &35 &
WA AR N 190 AT T D 720121, 312 BIOWBRENME L 725, K 5%D
BraMol & oA 330 Bl &35 & | GRRREEIC DWW T H 80%LL Edk ) & Mk © &
HZ Einn, 330 Bl & BEAFSERI G B e L TRRE LT,
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| Yoy yRv~TERERK6HA 7V
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B : X-01:X0 F L AT U FRIE + B
IBERE A
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-14 H Bk H 65 H 9 A 10 4F
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BFFEREAT (O340 [ERTIE. BEOREERE, k. Fip, MR, FEED. foRR (b
B BERBIZSS) ~OBMOA ISR EE L, BROMRET 5 & OS2 HEIC R
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724 SREA & REE

BRI (5040) [EEE. [RMICE % U CATIE OSSO B E Ik L TABIED
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WL (554) B, REDR 7 Y —=0 Fti &2 3240 L, BRIULUE L ORI ERE D
HEox | EXGHFOWEKE LR T D, 2B, FRICEFT 251, LERBEZIS L
IR BB DV TIFERBE A7 ) —= v T A HEIRRET 5,
7.26  fEfIEER

FRICHEFT HEIL, BEOWBEZEREZIC, BAOES WIRGRE#RN=2— ) %
15795, EDC Y A7 LIRERE > TRETE T & T 5,
727  BIftAE

ARIGRITE FH BELE S AT A (IVRS) A2 LIz BT CHIEAEI T 2179, 2
HOBREHNH Y, BEZ Y-01+X-01 L Y-0l HEAE X-01 OWTNIT 1:1 O CTEAE
BIZEID AT 5, BfHTICIE, e s LcEhl7 ey 7 702 MuiEE WD,
7.2.8 EFHBRUHARSMEBOEL T RORE

BRI X OWFZES NI 2584 T L7213, DB REORREZBIE L2 b b - & b
G1&E 2 D EHRE R 5,
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8. IRFEDAF - Bix - H=E
81 AFAHZE
WFEEEIT, B ORBRBZIERFICHEL 5,

82 RERUVAE

L EIL, TRICHEWEREG T2, REGIEEIZ OV TIRT SCFEITEN RS T 5,
[ARE] 1¥ A2V 28 AME LECK6VA 7L
NRUH BAT IR 2 18] 90 mg/m? % Dayl & U Day2 (2§ 5-,
U< 7 ¢ 118375 mg/m? % Dayl 2§k S
[B#] 19427128 HIElE LEKI YA 70
NS BDAT HERIE 2 18] 60 mg/m? % Dayl & O Day2 (2§ 5,
U< 7 ¢ 118375 mg/m? % Dayl ([Z#AREE S

8.3 HIXE
MBI T OB IS 59 5,

8.4 IRFERE

2 A 7 NVELUBEOR YA 7 VORI, FRIE LT FROEELHZL TS L%
BT D, BRI SRVEAIIRY A 7 VOG- Z53E U, YA £ TR L
Do Fio. 185 MERE - FIkEAE) (Z9EW, BEXITIEZHETT 2,
© BFHERER © 1,000 /mm? L L

/2 2 75,000 /mm? L E

FEM ik EEME © Grade2 LAF

BE YL E Y 2.0 mg/dL Kl

M7 L7 F =2 : 2.0 mg/dL A

8.5 MERE - RILE%E

2 A 7 NVBUBEOR YA 7 VORI (8.4 IREEENHE ) (123 L, A OLL FTOREEIZH
B H5A, JRANE UTREXITF I 2R 5
I EREL 500 /mm? LA
/g - 25,000 /mm? 2L E
FEIM R E M : Grade3 DA E
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[A ]

X-01:0 & I AF R YO01:V Y Fi~7
1 [ B o M &R 60 mg/m? 375 mg/m?
2 [\ H o F S Fe bk e bl
[B 7]

X-01:0 & I AF R YO01:V Y Fi~7
1 [B1H o S bk Fe bl
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G LAWEREE AT 5,
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EXEDRA, 2Rk E) IFi&ET 2,
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ARBFFETIHRES LA\,

95 MBMERMREERVEZDOEFREL, O DHEKFADFIL

WFICEATEERIL, AFFER G L OV OBIRE 1 & OARIFIEIAR D RE O 23 L, E#f
JEH B SCEICEE# T 5,
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MHERAE (G04) ERE, SASCER ORBEXEDOE LA REITHE L2 & 230HE
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WIS (5040) BRI, BF2E%E 05 ORFESIM O RIEREN & - - 5a et 4
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(4) TEFAEGHIM - 51 7
(8152 - BAi]
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HFFRFIE, FH K OE OMOANR T 72 SITERT 5 2 & HZE L CHlrd 5, KERBRIX
LI F OFEHEZE- CTHIBT L, fidxd 5,

(1) RRBEFRD O UTEETE R - HEERARMFZE ST ARRIC L > THRBLT 52 LR

BEED « RENZEAD BT, LUFICHE > THIBT %,
WRFESUIN NIBFICRINT 2 Z ENEENTH D, EITAENRfREER S 5
5T & ORI RERIBARR A B 5
L DIFK RS, BFIE L DRIRBEURGE TE RN
(2) RRPIREEL « RO > THIWTT 5,
WRFESATI NIERITER T 2 2 & AR TR
R A BEAR AN R E 72 0
T DM DIFR DR 2D

32



11.3 FEI%E
11.3.1  FRIMOHETAE
HEEFEGZOFPRMEL, RN SCEROS VX Ea—T 4+ — LIS T 5,

11.4 BEFRODEHFLEBE

1141 AEFRODEEK

WHEEAE (040) BRI, AERRDBEH LIZGE . W0 SRE IR L THOMNITwEE) 22
WEZATS, £lo, UEAEERA, BEA - BRA, BEE, BEE BE, PEE S
FE) . BRIE, ARBRZE & ORREIMR BIdEH Y B L) MORIEZRET 5,

142 HEREOHS

WREAREMIL, & -1 1SS T 2 EERERENBAE LS E. B o EEERE O
BHEICHRET D & & blo, W REMICEMT 5, PFRNREEMIZ, FEERE GriH)
Rl D DO ) 245 TlEEZER L, 2 TOMEEEEMICERILA L, LIS THER
WAL SE DX IS AT O SWETEREMIL, HHRLA SNIHIFFEOFEIZONT, ThTh
DO EHEEFBBEOEHE ICMET 5 L L bic, VEISEU TRISKREZ#RL D,
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IR TSR BESR . EEAE - AP OABO MR A A AR 331 T 2 FLIRBEE R SOG
P, A >y AN A TV VB~ T F U X B G FEEE ) EFIEL DA v R Y T A
(0Y)1 7' U VB~ TF Xt X (B a2 )RR 5 ORT# 5,

<ZNRE « ZhRICEEE T S LR >

1. ARAEG OIS & 72 5 & MR 02T, WEEZ KNI+ 0728 % b % il T
WZEkiTo 2 &,

2.  CD20MEDBHIMEIEAR T F o U L N, CD20BG D@ Y /S FIIE, S ik
HE T OCD20M5MEDBAlEME U o/ EEFEMER IBIZ W 235613, Sk ey 3T 7 v
—H A hAFY—IEFIZL Y CD20HUR DA ZATV, BETH D Z BB SN TV D
BEOHRIEEGTHZ L,

TEHIR&FF

1. AL AEE AR R 2 1 ] (complement-dependent cytotoxicity, CDC)
AFNT e MEROFE T, 2.2 pog/mL OIFETSB Mifa(t k HRCD20AMEMI) 0050% %
VAR L7278, HSB MifE(t b A1 RCD20B2 M) I TVAAF9, CD204UR 2 3 % Ml xf
L CHiRRFEIRE EEM 2 A3 5 2 L3R Sz, £7o, & MEERMFEE T, i
SR (CD34BSMEAIIE) D =t 1 = — B R AEIC BB L 72 o T

2. PURKIEMER IR CE MR [ 5 /2 (antibody-dependent cell-mediated cytotoxicity, ADCC)
AFNTE =7 =7 X —HROIFEE T, 3.9 ug/mLOHEE TSBHIIND50% % R L7275,
HSBAHRIZIAMEET", CD20HL % A7 2 M3t U CHURKAF MR AR (e M e 45 5
REATDZ ERfERESNT,

& - H&

<M - HE>

1. CD20FMEDBfatEIEAR X U L S EICHW D 5E
BH L, RANIZIE, VYR~ T (BB Z) & L CLRIES75 mg/m? % 13 [ IR T A
HiEd 5, KGRI &35, MoOBUEMEESEA L GFH T 28541, SFHI D5
BEMEREE A OG- MBI &b T, 1A 7 B0 1E 535,
HERFIIEICH WD SEIE, @F . A, VYo7 (@B HEfiz) & LTClalE
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2.

375 mg/m?% fFE T 5, EGRHRIF8EMA B s L, SRS EEIT12[E &5,
AFNX R AE BRI X IE5% 7 R U BEESHRIC CLOfF A BGREL LIE R 3%,

< - HEIZBET A H EoEE >

1.

6.

ARFINF G- 2% LT dH S b Hinfusion reaction (FEEN, MIE, TR ) 2B S 5720
2. AHG- 0305 i e A2 I A, AR AIEORIR G AT 28, £2. Al
ERERNE AN DR L2 WA, AAIORGITEE L T, BIERE R /LVE A O]
BehaEZETDH L,

WIETEE G- RE I e 9] 03047 1350 mg/IRf DK L C sl e 2 Biss L, FBF ORIEE 408152
LRI, Z D% IEAEE 4304 45250 mg/i4> 115 T, k400 mo/i £ T % L
FHZENTED, Fio, 2RHLUBEOFEABMEE L, FIREGRHIREEL L 2R IfER N
BT > 72A . 100 mg/iksE T B TR L. & D1%3053 12100 mg/iksd > BiF T,
RKRA0 MEMRFE T LD Z ENTE D, o, BEOREBIZE D | FEABR M ILEE
BT 52 &,

TEAGHEE (CBE U Tl N R, SUE SO, A IR OSER 3 B3 5 O TARAIOIE
ANHEZSFY | FEABEZ BT ABIIRHICERET 5 2 &, JERDBBL L 25813 ASH
EEED LM LATHIET 5, EEEROGEIXESICHR L HIE L, HEUR0E
79, £z, BEEZHERATIHAERDPERTHR LEE, PIERERO LT O
AL TR G- 2169 5,

CD20/i DBHIfatEFER 2% U LRI D HERFRIEIC AW 2561, BRARHERIC
FLIR AFL B AT BE ORI IO T, TERIREGE ) OHOWNEE R L, BRSO
B DA KT A 5w BEBITRFNOF IR LA B R L7 LT, iR
FHOBRREITH Z L,

L OFUEMEEER & 0T 285413, BERBRICB O ORF SN AR O S5HE, #
BRI OWT, RAIOBASCE TERIRRGRE] OHOWNEZZRm L, ERNAOEHT O
A RTA L ELZBBEZTH L,
ARNOFEGIZE L TE, FEO AR 2 EEICHRGTT 52 &

B
gl

RAEND R T~ AKX X7 E R 2 mEZBEUE XX T 7 4 7 X% v — s
DEEERED & 5 BE
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1.
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] PN B R SR A (CD20 BPE D B fARIEFE A % 2 1w /R JEAKRRIE)

LRVERHIIER] 157 B, BIVERIX 93.6%I238 8 Hiv, E/REIWEMITREE64.3%),
(34.4%), & 9 FE(21.7%). FHIE(21.0%). 1ETY (20.4%), I/t EF-(17.8%). HER(17.2%).
£21F(15.9%). 2 (14.0%)%E Th o7, ERARMRAELE XA mEE (47.8%, 2,000 /uL
i D MBI 12.1%), 4F HFERIFA(45.9% ., 1,000 /L A O 4 H Bk 18.5%), 1.
/INHBA (10.2% . 5 5/l A O i/ MK 1.9%), AST(GOT) E5-(10.8%)% CTh - 7,
[ PN B R SRR AR (CD20 BE D B MARIEFE AR 3 2 U L R IEIS k9 2 fth O BV
& DOPFH. HERFIRIEARKTRR)

R-CHOP LY X U (ARAl, 7 akA7 7 I KRR, RE¥V LB UERIE, v 7Y
AF U R O U K=" v > OO NS & 5 SR8 AL O L2 VERHGIE 5 62 51
BITERT 98.4% (2780 bav, TRRMEMIL. SIHIER % ORYLIE(48.4%), H.0(46.8%).
TBEUR(43.5%), AAKIHGIE(40.3%), HN%(37.1%). R H (35.5%). F#E(32.3%), H
JPENHEAA R (27.4%), TEH(25.8%) T o7, EARMAERF X, AMmEKE(100%.
2,000 /uL s O F MLERED 82.3%), AF FHERIEA(95.2% . 1,000 /uL A O 4f H BRI
90.3%)5ETh o 7=, HERHRIENFE S 7= 58 B, BITEAIL 86.2% 2388 b, L7228
TERNE, BHEER S DIKYLIE(69.0%), BEIE(L7.2%). MNE(15.5%). KRR (10.3%).
FRIEHIR(10.3%) CTh o 7o, BRRMRAME R 1L, B ifmEkIg(63.8%. 2,000 /uL A o [ 1fi
BRI 5.2%), IFHEREAN(58.6%. 1,000 /uL A O 4 HERED 17.2%)E TH - 7,

[E S i PR AR BR RS (CD20 Bt D B AfatEIE AR U3 v U o R E AR )

ZRMEREAAE ] 356 i, F A HEFRAA L ORRBEMROF )00 L TR LT
) TFEEN(53%). HEFE(33%). FEYLIE (31 %) HE M., B 28 (26 %) LN (23%). BHYRE (19%).
J92(15%). BiT(15%)F TH v . FRABAE R F 13T A MEEA (14%. 2,000 /L A D
F I ERD 4%), 4F HFERIBD (14% . 1,000 /uL A O 4F HERID 6%). 1/ M (12% .
575 /uL Al D /MR 2%)%E T o7z,

[EA¢ G R AR BR A A (CD20 B> B M FEAR 2226 o U o B 63 2 At o i R s A
EDOPFA, HERPRIERGERE, PRIMA 3UR)

R-CHOP LY A U (AAl, 7 uakA7 7 I KAKRFIY, RE¥V LB UERIE, v 7Y
AF UMBEL O T U R = U (EHNAAGR)DOUFH), R-CVP LU A (RA, 7 vk X
77 I RKFM, €7 ) AFURBEL OV K=Y U (ENARER)OOFH) X
R-FCM LU A (KK, ZVEFZ Y VR ATV 7 aRAT7 7 I RAKMY LR
ko b w CHEERE O DFNC K D FARE ARIERE O 22 MEREAIES] 1,193 B2 38\ T
BEELEIEMIX. R-CHOP Lo £ (881 #4) T 16.7%. R-CVP L ¥ X /(268 f4i) T 14.9%.
R-FCM L ¥ A (44 f5l) T 29.5% 238 B AL, FITFEWELF P ERBUE(2.1%). 3Pt
FE(1.2%). MiZE(1.2%). F8#4(0.9%). #FFERIBAME(0.8%). TEAIZLE D B (0.6%) K UM
(0.6%)Th -7,

MEFRRIERE O R 2MEHIAER] 501 Bl C, HERRIEM. Grade 3 L EOFEIER KO
AH & OFRRBIRMGE T & 72\ Grade 2 UL EOEYLEIL 29.3% 258D H v, EIZKE X
2(5.2%). 4 BRI IE(3.4%). ERIERIL(3.4%). Bl SESR (2.2%). FIMERIME(1.6%).
AEA~LARZ(1.4%), IREEEEG(1.4%), FEGE(1.2%) K Ok (1.2%) Th > 72,
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[E M i PR AR BR AE (CD20 [t D B Mt IEAR U3 v U v R IEI 53 5 fth oD Bt A 55 41
& DB, HERFRIEAGERE, EORTC20981 #A5R)

R-CHOP L ¥ A AT K 2% Faffs NJEVE R D22 2 MERHIIEF] 234 Billis T, BITEA I
97.9%IZFRH BT, CHOP LY A (7 Rk A7 7 2 AR, R¥ Vv g
B, 7 ) AFURMBER O T L K= U (ENRER)OGEH) & i LT R-CHOP
T A THEBLED 5%LL o T2 EIVER X B EE (45.3%). (H5£(26.9%) . W HUE(17.5%)
e ONEFE(T7.7%) T - 7=,

MERFRE XX B IR B O 22 2 MEEHIIE B 332 BIllZ 3BT BIVEF IS MERFRIERE(166
BD 73.5% TR DTz, MIRFBIEEE & Il UMERPRIARE CRILEN 5% LU L@ h -
CRIERIE, HEJ)0E(25.3%). BIHIR(9.0%). "ZHK(7.8%). H N (7.8%) K O FKGEEY:
(6.0%)ToH -7,

<EK72FEIER >

1.

TFT 4 TR —ERIER, RS, DEEE (BEEA)

R, A8 VR, (RRER M, S SR, MR (FIEMEMZE. 7 LLF—MEMR % %
o), PHEEMEMIRUE e, iR, SMERERIEaERRE, (OAZE, DEME, R
= 7 %) infusion reaction DJEIR E L THBLONDZ END D,

N B A (i, IR, FEREE) D=2 ) v 7B MIEIER OB R L BEO
KHEZ IR TH 2 & WENRRBO ONTGEITE BICEE 2 Ik U, ) 72 AL (5%
FWA, FIEAR, JEZIEEA], BB B R LVE CAIORGE) (T & L bz, ERRN
B3 2 F CTREDKRELZ +2ICBIET 52 &,

JEE IS AR E B RE (B ANEA)

TSR EEERRED o DO D Z e D DT, MIETEMERE LR OBEERAE LTS
e, BEOREZDBRT L2 L, RENRDONTELGITELIZREAPIEL,
WO 7R LE (CEBLRRIE . mIRBRIEIRIRAIE OG-, BT 2179 & & I, R E
T HFE THREDORELZ H7ICBIET 2 &,

B BT 7 A L AT K DBIENT 2. IR DHE i (B AH)

B BT R T A VAN K DBVEF R XUIT R DEEIC L DA RN H boND 2 L H D
DT, FEEREMSCHR VA NAY—D—DF=F ) T (T I EBEFEOREEZ+
NS D2 L, BENROLNGAITIE, BEHICH YA NV AKIEZ RS T 570 L
U7 LEZAT 5 T &

FFHERERRE S, B (0.1~5% ATi)

AST(GOT). ALT(GPT). AIP, ¥t U L& FEDIFHEREM AL E5H %0 5 Tk Rer =
BN HIoD Z LD D DT, FIHEREMREZAT O 7o LEE OIREBE 03I 8IET 5
&, BENBEOONTGEITRGAETIEL, @URAEEZITO Z L,

B2 J RSN (B EE R BH)

B AL IEHRIE B RE (Stevens-Johnson JEBEAE), FRFEIER FCEBEFERIARAE (Toxic Epidermal
Necrolysis : TEN), FKEMRIER, BREREZER ., IARIEEREREN S b, BT
IR STEFIRHRE SN TND, ZNHDIERDH b oG ITE LIRS 2 FIE L,
WO R E 21T 2 &,




10.

11.

12.

13.

14.

1)

DL BRI (B EE AR B, A BRI (5~10% AT) « 4F H BRI (10% A 1) SEFERIERIE (38
FEARBA)., s NS (5% ALif)

BEARMERBD R HHOND ZENH Y | AFPERBADIZOWTIE, AFIOFRMEEGD 4
WRILL_ RS U CHET B33 S TWA DT, AFIOTEREIR T M QTR T #%
IXEMNCMEREZIT O 72 &, BEOREL H0ICBE L, PR L5613
RIEE DY) R IEZITH Z &,

YW (BHEEASH)

IR, B, HDWIXT A VA LD BEERERYYE (BULE, MRE) KdbbhdZ &
VoD DT, KRANOIRFEIF P R OVEFE THRITEE OWREEZ +oIcBlgZ L, BENR
DO AITE G AL L, BUIRLEEZITY 2L,

HEATIEZ B VEIE (PML) (BEEE AR

HEITIESBRIE AEME (PML) 3& Hboiud Z & 235 5 DT, AFIOTRE M & OVEH#
FETRITEF ORREL +/0 1 TBIR U, Bl | R E | WRHUER (F R, DU BRI |
SHEEESOIERN S b oM HA1E. MR L 5 Big 2l OMERREZIT ) &
Eblz, EHAEFIEL, WURLEEZITI Z L,

MR 28 (SRR

FEMMRDR D H oD ZERHLDOT, BEDRELZ+SICBIEZ L, BENREOLN
THAITE LIS 2R L, EYRNEEZITY 2 &,

DRSS (B RH)

DEMED DWVILLEIEOREENR, PEOE, DIFENSRE SN TND, 2D DR
HobNGEIIELICERGEZ R L, EURLEEZITY Z &,

R (BEEERE)

BT LEETHBEENRE SN TS Z 0D, BREDRELZ T5ICBE L, RE
B, g2 L7 F =R BUN O ERZRD S Gai3&G 2 Ik L, )7l s
1192 &,

THILE 2 AL - PHZE (BHEER)

HILEZIL - HERSLLND Z ENHDLOT, WIHPER E L TOM, M,
T, i, BifEOBEE ATV BRENRO NG GIE. BEHIZ X#R, CT
A Z SN UL, 224l - PAZEFTROA B2 R L, MU UEE21To 2 &,
£ TR (BEEAR)

—BMEDIME FEENERTHZENRH DD T, 2O LI RIERN D Lo -EE1T#kYS
L, W@ERAEEITO Z &,

RIS VB IME REAE RS O AR RE R (B A< A)

AR VB IMEREERE (RER © KRS, BUR., RSPMER. SIREE, SiE%) 2
bobhdZeRndbd, £l RAIDIBFKTH 6 A ETOMIZ, KB, HHEEOH
PETCRRE , RS BRI S O R E NS ShTnd, BEOREL+
FIBE L, 2O L) RIERD S b o HE TS 2RIk L, @URLEEIT) 2 &,

Z OOEIEM
(BEEEARIHIEK)




5%LA b A E A B 5% ATt

MR | MHMRIAZR (28.7%0). AR (24.7%), FIEE | Wiifly, sa it
MASHA R (15.8%), %, MPIRFR T

fEgRas | ME EAA7.3%). SARAL3%). WAL | B, &GRSR, RAVERE M., FRAR

Hibds | ED - IErE(23.0%). IER(L7%). 1| ANEE, R, LSV E
WNR(ALT%), BEIR, T

WEE | FEEA(4T.3%). BHEQRLTI%). FEZ | HiWE. A 7 o PEREERE
(203%). € 9 FE(19.3%). 1ZTH
(15.3%). BAHiE. ZHFRZ, MIEwHT™

ELIRRE | HE(39.3%). FEIRE(23.7%). REMUE | figfs, (RENIIN, #EIE

(22.7%). 99 (20.7%). ZiT(11.0%).

I
RS | BT, LU Wz, AIRIE

g - BERE | B Q27.7%). 7 4 7 D U fREY) | GRS

[FDP, DA ~—HAI*, /MR

B ik AR R BUN LS., 7L 7F=r 5

Ji s ALT(GPT) E#-(13.3%). AST(GOT) | | e U vy EH
5(13.0%). Al-P |5

T Off | CRP157(23.6%). LDH EFA(15.0%). | felis R Z LB, %550 (L

MR D RERME LA, s, 4 | st NN

TS . BERRSE), T U, L
£2<0

i EOEE

M)
)
@)
(4)
®)
(6)
()

M)

)

®)

HERS

JERYME (BUMAE, flidk, v A NV AEYLE) 2 G 0F L TV 2 B
DHERERRE O &b % A XUTE ODBERED & 5 B

iR, MEEERR S O & 5 B I OBHERER O & 5 BE
HERERRREIK T OH 5 BE & 2 WITNESE MO E =M1 & 2 B
BEEANC X DR T OB

W EHOE DBEEIE D & % B

T UIAX—FKROH 5 EE
I NPy

AFN DO P B G- T 5-BRIAT 4R I LLNIC £ < & B oL DHinfusion reaction (EAK : 76
BOESE LD, BUR. K. TOEE. 2. %, EBHUR. MAETRIESE) 235990% 0B
IZBWTHEESNTND, 2 bORERIT, @FBEM~PEE T, RICARAOY)EE S
KEZdH B TWD, BEDREEZ 2B L, BRENRD NG A XM e E
(FRBSRA, Pl 2Z IV HIHORE) 2179 & & bla, ERMPEET 5 £ TEREOR
x5 L,

Pie 22 I A, REBGEEA, BIERERLE RSO 2T -EBE BT,
FEE 77 infusion reaction 23FIL L 7= L OMENRH L DT, BEORELZ LT D2
s

o

REEWRSBEDESE O LHEREFRE E 2 & 0F 2 BE I X OBERE O H 5 BH IR ET 55




(4)

®)

(6)

()

©)

)

A, TP UIEGEZICODER, Dra—SILbE=X ) U EITH L, BE
DIRFEZE H BT 5 &,

BHIFR T AV A% ¥ U T OEFE IBE G (HBs Hulsfast, 7> HBe Hiik i3 HBs
PURBGIE) T, AR OREIZE Y, B BFR T A /L AT XD BIEMFR SUIFR R & 6 i
LZERBHY ., FCICE S TERINHE S TWD, AFIEGIZH > T B BFR VA
VARG DO Wa R L, AR GANCE R LB 21T 5 2 &, Fio, ARRIOIREHIH
H &% OB T 13MkSE L CTHFRSRBER AR VA NV A~— I —DE =2 ) T %AT
D7 L. BARUFR D A NV ADBIEMALOBEEIER OFRBUEET D Z &,

RENOIEHE T L0 KM Y > REROBADNRH S, REKR TR ORI 28, £z
GIE a7 Y BN LB G S TS Z &AL, SEmEfEmIC X v i@y
ANV AN K DREGHEN A C 2 AL T DR H 5, AFICLY =2 —FT XAF X
WMRFEBLOBZENNSHHOT, WYL PHHEELZSZETHZ L,

WHEE R, O ZBRIGHAIHRE O H 5 B3F T, AFEG%, RIESOSIZER T 5B O
—PEDIEARAI 2 H AL, REIERIC L O MR NEEZ S - LW O mERH L, DX
D IRERMRB LA 1T, BIBRERLVE LR E RS T 572, MURAEERTY 2
Lo

BUE £ TS AR OB AT K 0 ASEMERINIE(TSE) 2 & MMISHEE L7z & O 1T 720,
AENL, v AZ =N TEERICD T X, KEXI=a—Y—F > NEY OMIE
B2 LT b2, B U 2 7 32T\ —E DR 2 MR35 HZIC
HELTWDLZ EEMERL TS, LvLAanh, TSE OEBEMBIEOLBMEE B4ac bk
PR 25 2 LIXTERNZ D RIROTER LOMLERZ+oEto b AFlz kb4
HZl, B, BN L, BE~OFRMEERZEEOMHALEET DL L,

S HNREE T > CD20 Btk B Alfal: U > SEAFEMERE BRI AR A 2 3 2 BRl2id, B
BCHER ( TEERE B OB D @ WARTKFRSE - BICSNERET SR AMBFE~OZ Y IR
LEE VYR~ T (B R (G NHENMREE N o CD20 Bt B fiflatt Y oo
HITEPER R (BRAN))) %) Z2RGiT 5 2 &,

PR FENE ML RIS PR BER I W 2 56 ARANC X0 M/ MR ORI NS & & o
Nz OWEND D=0, M/ EE EHCRIE L, BEIED LRI GEIEAR O
Be a4 57 Sl B AT Z &




SEE 1 [ =mas | |

BwE 20194 128 3186
R0 E A I= B il

BEM &

TEHEOEREMAEIZOWTUTOERYEMELEL -,

e
EEEES
(RCTZE)
. SA AT HE B EEBRRA ) L/ B =S B BICD20HLIAHEE + IS K [Y-01 -+ X-01
7 Vs Y-0T+E R EX-01] 0D HLEEER
B REEEE (RS - EEEEREE Y~/ E )
OEgREES (OBkS OEHS - ENBES D020 )
RITEMED | OEMSEHE
AP OEFRESE (OBETS OHHEITS 07204 )
OEEER
OF 0 ;
BEERBRZE D451

FIAFCETHEEMRE B MilaU  /\BEEERRIC, KUBTTHDOEEDELVERERE
REMEILTHEMT, 16 B0 Y-01+(FREEE) X-01 $rREE | BEERE) LM Yo
LD Y-01+(EFAE)X-01 fFREE] (ESEAE) £BEALL. ADMRVREME
HERET D,

FEITAES

RUBIRAF U, BET D BRIET (BFIZCDAYV REDET) D, EERYAILR
B —FEVRFRABEEDRENHRT D, OO0, HOMIWAFID PR
STERHDFHZEFITONTRETIEELBMT RELEZ S, £, HBcHKBEE
ST O N [ZxF HHBV-DNA DE=F—DRHEMELREH L THELVANEL,
EZBNDAYYRT Ak

F9442)LOY-01+(BERAE)X-01 SHRAKE] (BEMEAR) ICLUABREERN LNDE
AERENDLOD, 1.5F O A0)L) DEEERICRESNIEBICLYBLEDYRIA
ERTEHCE F-BEOSBWLAENET L AT AVNEZ S,
ARERIZKUTOHA2ILDY-01+(EAE)X-01 #ARZIOFREATHIALIL =
MO BITBRERENEITRELEFFICA) M KREN, —F, AELRE A 5 (001
DIVITBRBEE BEEENTDMMTZADEERICIETAYVNEEZLND, ZOTEM
B, RABIMEERRICHLTELBTHIILEMPTIELBRHBELTERTIE
IEENDD.

| A EERERLREHETE,
) FEXERMEMEIMERL. REHRKWREEEZER FERICRET .




SE®ER 1 [(=Ess | |

PEfE2019612R9H
BT Sl E
REBEAEEEEAS
I < EE R e EER OB
LAl
(Friz) I .
(K%) 1

TERDEREKRHARICOVTUTOESYFFELE L=,

i
EirstE RS
(JRCTES)
o 2 FABETHEESEBMR /N EICxT 2In0D20inikgE +HE 2 EE[Y-01 + X-
v 01 vs Y-01 + {EFREX-01] D LLExEHER
BxRAEEMEE (REMEES . mERE )
OfgREESZ (OFME OFEHZE - EYEEE OO0 ; )
BTEMED O4&WHETR
= OE&E# (OFRKIF OMEIZE OF0ft; )
OB4XERE
OF it ;

BRERMICRE L AN VA LRAFUEEL LA VORWERIC K DABRPLEERRT
R FYBBRHEDBVAEEIOBRRETS -ODEKEAKRTT .
RLBEBIZHE D DIXBELRBE (N SF LRAF 2 0ng/m?2 BRE+!) W< T 375mg/m
28B&%60—R) %60 mg/m2 BRE+Y VX< T 375mg/m* 28HT L 9a—X
EVSHBRBORIEMTELEBONET, RUALXAFUOBKESEEWVTNE 1080
mg/m* L YR LTI M., G SMMBAFAE CTRIEL 45 dose intensity (DI) (&
ERBE T 66. 1% &MY F T, ZEABH CTAREY. hLICAZEFANZNE BN,
DIDEFELESEMSVEDERONETH. RITHAROHERMN S DA (60mg DEETE
FHEOHNE BMEZAY) 25D LEMICERIRETELEVTLEIN, FEHBRETO 9
1—REE5 BELTHEEG6I—XALLBRVET) LLSRERSICEITIREH
BT 25 FETOMRIEHEINDTL £Ih, BICREESEZEABRBLINA DO
29 I—XRIZLEDOTHNIEPPORGHBRLMNALET, LB 2 AORIUEHEZIR
FRELLBVWET, —A. UYFIITHHRBRBETRAICT—EDIEKREIZHESAE
BEORRZELIELDL-H. SMBIZIEHREIBELELEBNVET, LML, VY
FTJE s AMEREHIES. 2EMORAMIFRELEOBRALERERIZE TS
BRERSIR. BIERAORENLEINTVET, TORHEEMIC)YFIITON 90—
ADHFEESBRIEBENICHLHENICLRELV IO EEVET,




HAMALETIE.

(1) VA LEOEFEFORENTEEIZHY FEA. BREKHBLA. bulky mass
DEELGEFZ VA LEIZIEBELZEBRVETHALLMNTL LD,

(2) GtRAMELIIHRABEETLELIDN. RVFLAFY VYFIITHIZRE
MHFNRLE VDO TREDERKRAROERKICEWTEL STEH. 7270 ELLOGHA
EFHELTVDGEENEVNERVET, RETDBELHY T,

*  HIRBERERLEHIE,
F) AEXIRMEMENMER L. RERERMREEZES FERICREY S,



[ =m®&s | 192003

wmE 2020 £ 1 A 10 H

R EFMEHEE

RERKAREERS

A
=
R EEREER EAER W

BEifiEME
(FRIE) sorsskorstokkskorkok
(FC4) soxkskorskokkskorskok

TEOBERHAEICONTUTOESYHELE L.

it
EhEEHEE S
(JRCTER)
o2 FKABBETHEELEBME Y V /R EICX 3 5 HCD20 iR 5% bR EE [Y-01 +X-
7v 01vs Y-01+{EFAEX-01] D LLEkiHER
Wt RAEBEE (KEMEES m&RAEE )
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