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— I R—RZRAW:
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ik, W4, BHEZ &R BaRA ST %,
10~30 J&AND LI FE L, HATIE 2019 4F
K6 T ADEED VD ERE STV Y,
SLE DR L LC, tFu¥sruuxvii
EEEOERDOBGEIIREZICr 0 6§24
TREVEEIND, BEHEICL ST, AT
o4 RiA<TIaze/ —LVEgE7 250,

PIRFBRAT7 7 I, GEGIFEISEHRE N,
IGEIRP I DA I BN EIR 72 £ D508
&N 3, 2704 FIZRAERE K%
HlT2EHZb S, ZOMHICK D AEGTEL
WHEENDZEDBASNTwRY, —/T, E
Wb s2@HRED AT oA FO#E1Z
SLE & 12 B 2 BN 2 BE-0RIIREED
CBOLRFEREORZZEBHMONTED, A
THuA FEEREOHEL, SLE BE 08Nk
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fERIR RE 0D B3 IS IR PR I 22 B 3803 22, WM
VORFEEDL AR T—a v IilBWT
&, 7V F=va oHE T 5 mg/HDUN THERF
TR EPHERINTED, S5l EHH%
TL7SRERD a2 v b a—)UIC B B R
%«@ﬁ%%@??ﬁ VBN BEAEIG
%TM%T+ DR S N, HAR
U/%/770Hm, Y A< 7 (BLM),
7;7Uw77kwot$%?%@ﬂ®ﬁ%m
MDA TV BY, 20 s DY BFIE
BUSEIE O IR 2 Tid Rk, A5FuA R
BEGRICHT 2RSSR S WIS T 229,
V7L T =L R F =413, %I FLEERR
25 HEMICIUE S N BEO@BIRES X
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TEHRIE & U CmmiiE (ERL 2 77 )
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29, WRBIFEICE T 2 EEI N BERE LT
B, EHEKEOBEICB W TIHEZZITTWw
2 BETIC BT 2 RO AP L EEDRT
fifi, (EAIFEREZIET 2 2 LA TH 27,
BHEDHAEMNIZE T 27— X— 2581
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T=I BRI EDOTEY, EFAVTTF—
Y RER L RIZIZEAERWY, BTHL
TDT—F RXR—ATIE, WIEREDHUIRD AL
S PHRERMEHROIETE 570, HIAEHARG R
ZEEERCIHBENRE LG TE % 59,
H YA c oM B, BAMEAS L EWTE 2
BBRERA)y FEEZSNBY, 207D
SLEBEZIcB T3 25704 Fo k5 iIcmHRM
T3HEAOHBLE N E IO T 5 2 L9,
AN XD ECAFRRIOVLTOREME
R L LIE B aiTic@E L 27— R— &
LEZ5NBY, ThETBHET— 2ELL
329 27T, BEOEEKRHEZZZ L 2MH—
ANY%E L —AT R ENTERVE W) HE
BhHY, F=F ZRAHDOKE 2EE L %> T
w7 C OFEICK LT, 2018 R T S 1
7o R EE LTI, EroRBERZT-
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L, BEOMNHEZERZL A 777 ) 124
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7o 72, RIMREREEE T T, BTAL
FF = DRKHABH A D0 H 5P,
AifgeTl, KIEREREBET TIEIN
722020 £ 4 H7» 5 2022 4E 6 HE TOEL AL
FF—=F RXR=2% T, SLEDEZFICEIT3
RTX 8 LU BLM IC & 32 27 1A FiiERHRIC
DWTHET 21T 72,

I MRETE

1 6 R
EamMTEanzAA0BEFAINVTFDTF—%
~_R— 2 T&% % DATuM IDEA®(DATuM IDEA i
TOPPAN &+ — L5 4 v 7 AR St 0 B8R
) X, SLE Wi S iliEzRRE Lk,
T =& R—Z121% 2023 4E 6 AR RIT, 47 DM
SATEGE NERDRPEEERE (NHO) 12iTE T % &
BEREB IR T 2B ANV T T—F 2 AL
7o, RIEBUTE L OEHREICE T2 57—%

DOHUFIR 1% 2020 4E 4 H2>5 2022 4E 6 HE T
D27 HHETH Y, BIRICBAT 27— 1%
2020 4F 4 H DT OB S I L 72,

DIND 1. ~5. OFNECRENTRNREE 2 FEIR
L7, 1. SLE (ICD10 2 — F : M321 £ % 1%
M329, ERIC TEEV ) & ATI SN I3E £
) LI EE, 20 2 vaan
F a4 F (EphMRA ATC =2 — | : H02A1,
HO2A2 % 7212 HO2BO, 7> WIR E 7213 13:48H)
B E N BE, 3. RIX (4 Uy x>
<7 DEET#IRZ]) 713 BLM (—f#4 -
Y w7 DEETHIRZ]) 20530k
o 4. R—=A 74 VD 4B LEd 2, T
&b%kﬁ%%ﬁum 4 EMEL LT —
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BBMEAEITH D, oMWY v o8l
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kRS (R 1a),
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INEIE A WA 7V a3 i i
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W RINELZ TN 5 720, RTX & & O BLM
DALTTHIRETT 12 R 2> & W55 H o[ (pre)
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TERERB L O, A v—H —BHD7- DK
R EORER 2 EFH L 72, BfiZ JLACI0 2 —
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72, Txx DLE/DUT 88/ A5 E A1E b
DIF xx DEAEZ FIVWTEHB L 72,

4) HERRORERE
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*k1 EEEE
a PRI, ZMIREE, SRR RO, W75
RTX# (n=21) | BLM & (n=43)
MR, o (%) 7 12 (57.1) | 39 (90.7)
ZWIRHER T LE (IQR) 70 (49-77) | 34  (26.5-43.5)
BRI BT 2 28R e (%) B A 5 (23.8) | 22 (51.2)
Ve FR 12 (57.1) | 18 (41.9)
Z DAt 4 (19.0) 3 (7.0)
ZWiH L AABmH oMM [H] FyefE (IQR) 533 (185-1776) | 1453  (427.5-4264)
o [H] sk (IQR) 22 (15-37) | 409  (225.5-714)

b HSETOBRAEE

RTX group (n=21) BLM group (n=43)

BEK | ¥ | SD | BEE | ¥ | SD

MEAEIRAE | FIfBRE (10%/uL) 21 75 2.8 42 5.5 2.0
/MR ER (10%/ L) 21 24.8 8.1 42 24.5 8.7

Mk (1FEE) (mm) 8 484 | 481 20 155 | 20.5

Mk (2 KiE)  (mm) 5 634 | 563 16 36.6 | 25.7

JR—fehse s EHERE (mg/dL) 7 303 | 444 17 55.3 | 114.1
HH/ 7 V7 F = v (g/gereat) — — — 7 059 | 0.69

SLE serology | C3 (mg/dL) 8 85.8 | 415 41 776 | 233
C4 (md/dL) 6 16.2 79 37 17.8 9.7

CH50 (U/mL) 11 464 | 12.9 38 403 | 151

B LA | IgG (mg/dL) 14 1581.4 | 723.9 27 1248.1 | 439.1
IgM (mg/dL) 14 83.7 | 420 18 772 | 53.8

IgA (mg/dL) 14 303.0 | 146.5 18 236.6 | 106.3

CRP (mg/dL) 20 1.0 1.7 42 0.16 | 0.28

b IS EERD S HIANMTH Y, T— RN

RTX: VY *> =7, BLM: XY A<7, IQR: PUsfHiFH

I #& xR

1 NREEODZFER

F—=F R— 2213 729,162 LD EEBE TN
72 2D 9L, RTX DML X7 SLE &
(RTX #) 21 4% X O BLM 2344 J5 E 4172 SLE
BE (BLM £f) 43 D 64 & BHTRISR & L
7= (®1a), £7:, RTX & BLM Dfi3H] % L
HENLEHE TR,
2 BEER

TR R ORI, ZWIREER, TR
HIZE I 2298, ZWiH & 5B H o1
BIOWSHIR %2R 1lalcRm L7, RIXETH
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MD342.9% L% <, MO THIAED 70 (P95T67
H#iPH 49, 77) LEWHIICH o K, AT
RTX ¢Ho{Ei2s 22 H, BLM T 409 H &, BLM
DIF ) VPR G S T, REMEICE
I} % SLE 2 H2» 5 A5 Bl H £ <o I
I3p Ui 533 H, 1453 H THEEIINE B2 X %
o,

RTX £ X ' BLM @ pre DHE{E % K 1b I
AL 7z, Mpk (1 REEE S & O 2 RERiE) & BLM
FEICHEART RIX HETHE WHIA A S 1z,

3 JMLa3LFI1 REAEDEL

RIX#ICBII 2 1HSZhD 7/ vaanFa
A4 FH&EIZ pre, M1 TY¥¥ 20 mg/HBL ETH
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30 -
) Mean=*SD
E
» 20+
o
>
E group
10 — RTX
--- BLM
O —
1 1 1 1 1 1 1
pre M1 M2 M3 M4 M5 M6
Series
b
pre M1 M2 M3 M4 M5 M6
RTX 19 19(100%) | 19(31.6%) | 19(26%) 19 (26%) 16 (31%) 15 (33%)
BLM 42 42(100%) | 41 (100%) 40 (98%) 38 (95%) 37 (92%) 36 (92%)
c 4000
LEm 3000
-
(7]
o
o 2 -
_(% 000 ] RTX
S BLM
§ [ |
O 1000 ﬁ i
M1 M1~2 M1~3 M1~4 M1~5 M1~6

K2 Z)IL3J)LFI4R 1 BAZEORKEL

a: 7L F=vuyv (PSL) L7 vaanrFaq P 1 HHAEDOZEN
b : RTX, BLM # o BEHHERE (W@ RTX F %1% BLM # 5 BEHOHEE)

c:PSLWE L7/ Vaandas FERRSE

D, M2 DT 10 mg/ H R & IR 234 5
N7z, pre & post (M6 DFHE, F7-1% M6 {3
KA L 7250 IR ER O I &) T #
S58%IKT % & pre T24.7mg/H, post T
6.55mg/H & ARSI L7 (p fiEi=5.76Xe-
08), BILM#lckli} 37 vaanldaqf FHRE
13 pre T¥¥ 10 mg/ H, M1 DI 10 mg/
HASM 72 > 72, pre & post TH#E S % &, pre T
10.0mg/H, post T 8.14mg/H & # D7 I13FEH

444

TR 19mg/HAEVBoBREICEA L (=
0.0215) (K 2a), B 2a D FHEDOEHICH
HBEH, BXUZ09 b RTX, BLM O
WMo BREEER 2b IR L 72,

I N2 1HOZVaanFas FHER
5mg DA MICEREL 72 EHE X, RTXHICB W T
124 (57%), BLM BflcB\WwT 154 (35%) T
Hot, ¥, MI12265 M6 ETHOF/Laal
FaAf FRERSEOSICEIL T, RTX B
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a CRPMOZEAL (20, 35)
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34T
B
g 2r
T 0
O
_2 -
1 1 1 1 1 1 1
pre M1 M2 M3 M4 M5 M6
Series
group —RTX --- BLM
c C3nZE1E (7, 36)
100 - T+
35 H
R4
g 80
[s2]
o
60 -
- 1 1 1 1 1 1
pre M1 M2 M3 M4 M5 M6
Series
group —RTX --- BLM
e CH50M %Ak (8, 30)
_El 50 |
2
B 40 =
T
(@)
30
1 1 1 1 1 1 1

pe M1 M2 M3 M4 M5 M6
Series

group — RTX --- BLM

T 1430 mg, BLM BT 1312mg TH 1, (ZIFF
Lohot (H2c),

A58A K>V REE (Frvaarsdag
100 mg/H 2% HE T3 HEL E) I RTX B X O
BLM DGR HICBIE I e d o 7,

4 NAAYV—H—REEDOE

NAF = —h —WEHEICO VT, pre & post

(M6 fiti, % 721% M6 i3RI L 72 85 A1 el

eGFRMOZEAL (21, 38)

125 -

100

eGFR (mL/min/BSA)
~
(6]
T

50 [
25
pre M1 M2 M3 M4 M5 M6
Series
group —RTX --- BLM
d C4nZAL (5, 31)
30 H
5 25+
2 s . é
£ 20t Skl S S RN
e ;
© 15 ;
10 F
1 1 1 1
M2 M3 M4 M5 M6
Series
group —RTX --- BLM

3 MmH/NAAY—H—DOREEL
( YW prelcBF 2EER RTX, BLM 257,
5 —# 13 Mean=*SD

ER R OMEM) THid % &, BLM BT C4
DHATITHNDFRD 517 (p fEi=0.049) (K]
3d), Mif#t< CRP (K 3a), eGFR (K 3b), C3
(B 3c), CH50 (K 3e) IIFHEAIGRD SN
o feb D0, RTX 0 CH50 (33 hE -3
HEoNnt, £7, eGFRIZVWTNDOIHTYH
RTX B & Hl L T BLM B TR EAIDA S
7= (X 3b),
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K2 MPREEZAVCEEFRORRES

a  HIMERED, SFpERigd, /MRS, A,

Y v oSERIRA>,  AST #80, ALT 350

RTX group (n=21) BLM group (n=43)
AERR BEH | Grade1 DL L (%) | Grade3 DA E (%) | #% | Grade1 DA E (%) | Grade3 DL L (%)
LBk A 21 4.8 4.8 42 23.8 2.4
IR ERR A 18 11.1 5.6 31 29.0 0.0
TN BOR A 21 38.1 4.8 42 16.7 2.4
2 21 52.4 0.0 42 59.5 24
V) VBRI A 19 73.7 31.6 31 83.9 25.8
AST #5/ 21 14.3 0.0 40 17.5 2.5
ALT #/m 21 14.3 0.0 41 31.7 2.4
b HbAlc ¥/, LDL-C ¥

RTX group (n=21) BLM group (n=43)
BEHR BEB FEHEREFDE (%) BER FEHEfEREE (%)
HbAlc 85/ 12 16.7 18 5.6
LDL-C ¥§/m 10 50.0 24 66.7
c IgG s

RTX group (n=21) BLM group (n=43)

" <600 mg/dL <400 mg/dL " <600 mg/dL <400 mg/dL
H BEY e

s HH (%) (%) HH (%) (%)
IgG A 9 0.0 0.0 29 13.8 0.0

a : Common Terminology Criteria for Adverse Events (CTCAE) v5.0 D%EFIZHEV>, Grade1 M ¥ X O Grade 3

IV

bt HbAlc i3 5.7% A LD X=X 5 4 Ul 5 10% A LR, LDL-C i3 X—2 5 A “ilin 5 10% LA L3

¢ : 600 mg/dL A#fiii & & O 400 mg/dL i
RTX: VY ¥> <7, BILM: X)) A=

5 BFEEROREZE

RTX 8 XU BLM LB oEHEREF L LT,
MR 2 T 3 IBERRA, iR Bk,
MR BR A, &, V) > 8Bk, AST 84
i, ALT ¥/, HbAlc 3, LDL-C ¥4h1, IgG
WA DI LB G % M L 72,

MBI A, frBkigd, hwEaRd, &
i, Vo8B, AST#1, ALT BENicow
T, CTCAEv5.0 1230 % Gradel 8 X O
Grade3 L EDEEZEDE AR K 2al2m LT,
Grade3 Ml Lo #E &1, RTXEETIZ 0% 25
31.6%, BLM#TIZ 0% D5 25.8%ThH - 7,
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Ho L BHEEDEDSTDIFY) VBB TH
D, RTX#E31.6%, BLM Bf 25.8% TR0 51
72

HbAlc #HIc oW T, RTX #f16.7%, BLM
#£5.6% TdH - 72, LDL-C BANIZ DT,
RTX £ 50.0%, BLM #£66.7% Td - 7= (X
2b), ¥7z, IgG A IOV TiE, RTX# 0%,
BLM #f 13.8% (600 mg/dL Aii) TH -7 (R
2¢),

m % =®

AL T, BFAVTHED T —F =2
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ZM\WT, SLE & #ZWixh, RTX %71k BLM
DS E Tt 64 B D BEZNRICAEMIES
LI O TN Z2 T 7, EFLE 7
} %> DPC HIZk D 77— & R — R T AT 3 K
Th D, FhlEANRAEOZA, AT —
ZICk BN A A~ —H —DLEF), HEHR
FEBLD T %2 5k 7z

BEEELLT RIXFIIEBWT, FROM
e (UIRE[EE) A3 — M 2 JEHEfiC© & % 2~10
mm () ®3~15mm (M) Ll L <&
{, BIM#tIHIELCbE»ro2 L, £/
RTX D pre D7 )L a a)LF a4 Ko HEIEY
20mg/HY Bt Edro7-2 & XD, RTXBHICE
TERENSG o R E Z 6N, Jh
RIMY 2 F 22D aXyF—a Tl
BLM (&8, RTX I3 EAE IS HER S 1
TWBE I EE—HT 50 L\, SLE B
D% C B iE 1:9~10 TH b, IFFE4E
Wik 10~30 ik Tch 3, LoL, AHFETIX
RTX BECHMEA 42.9% £ % <, I3 P YLl
70 (PUsrOZHERH 49, 77) EEWHEHIITH o 72,
AARICBITZ V=T AERICEIT 2 RTX Offf
FHFEREFIA 12 B\ T, RTX AL BER DT =T
EEMEA17.4%, F Y 34.7 %7, £
BLM 281} % Phase 3 iRk CcoO R EEZ D
HA 88%, EMIT T334 TH Y, 2N
5 & HiE LTy A0 EMIZ BB X R
DEWEEDL LR DAR S 7z, RTXEHICH
HEEZFOEEGOEVERD 1 DicfioBEE % H
& LTI SN mligE»nE 2 5%, RTX
1%, SLE DISHZ &Y v SR % FEIMAE 2 VA
JEAE,  WERSERIN S RIS R 725 £ DI 210 L
THHIEE SO, Slul, BASMEL LY v
IR ICBI L TR EDME DY, Z2 Dftho
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Efficacy and Safety of Rituximab and Belimumab
in Systemic Lupus Erythematosus

A Retrospective Cohort Study with Japanese Electronic Medical Record Database

Isuzu Matsushita, Wakana Kiyosaki, Takumi Otomo
and Shigeru Matsuura

Toppan Holdings Inc., Tokyo, Japan

Background: In the medical field, most of database studies in Japan utilize medical
receipts and DPC data. In this study, we investigated the steroid reduction effects of the
monoclonal antibodies, Rituximab and Belimumab, in patients with systemic lupus ery-
thematosus (SLE) using data derived from electronic medical records.

Objective: To describe the clinical characteristics of patients treated with rituximab
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and belimumab for SLE.

Methods: This study utilized data from the Japanese electronic medical record data-
base “DATuM IDEA®” (TOPPAN Holdings Inc.). We included data from 64 patients
treated with Rituximab (#=21) and Belimumab (z=43). Daily corticosteroid dose,
clinical laboratory values of biomarkers, and rates of adverse events were evaluated.

Results: Mean daily corticosteroid dose in the Rituximab group was 24.7 mg/day
before prescription and significantly decreased to 6.55 mg/day after prescription. In the
Belimumab group, the dose significantly decreased from 10.0 mg/day to 8.14 mg/day.

The rates of hematotoxicity, hepatotoxicity and glycolipid metabolism disorder after
Rituximab or Belimumab prescription were investigated. Compared to the previous
reports of rituximab, the rates of the adverse events in this study were lower, except for
thrombocytopenia. The rates with belimumab were similar to the previous reports.

Conclusion: In this study, we elucidated the steroid reduction effects of Rituximab
and Belimumab for SLE using electronic medical record data. This study suggests the
potential to understand more detailed treatment practices that were previously unavail-
able by utilizing electronic medical record data.
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