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A case series study of the efficacy and safety of siponimod in patients with relapsing
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Abstract: Objective
siponimod tablets in patients with relapsing multiple sclerosis ( RMS)
Methods

criteria from the department of neurology were enrolled. Demographic

To evaluate the clinical efficacy and safety of

through a case series study. Patients meeting inclusion

data, disease characteristics, medication history and laboratory/imaging
results were collected. Efficacy was assessed at baseline, 3 months and 6
months after siponimod tablets medication using 3 dimensions: the
expanded disability status scale (EDSS) ,
(PRO),

A total of 7 patients were included. After 6 months of siponimod tablets
treatment, median EDSS score decreased from 7. 00 to 6. 50; EQ —5D -
5L utility index median increased from —0.06 to 0.20; EQ -5D - 5L
VAS median score rose from 52.86 to 63.57; MSIS — 29v2 physical

patient — reported outcomes

and disease activity. Safety was concurrently evaluated. Results
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mean score decreased from 64.52 to 54.52; MSIS —29v2 psychological mean score declined from 51. 85 to 44. 44 ;
MSWS - 12 mean score reduced from 80. 06 to 75. 00. Magnetic resonance imaging ( MRI) results indicated decreased

disease activity, which was also observed in patients converting from teriflunomide to siponimod treatment. Adverse

drug reactions including lymphopenia (2 cases) , elevated transaminases (1 case) and hypertension (1 case) were all

considered treatment — related. Conclusion Siponimod tablets may be a therapeutic option for RMS patients, though

larger studies are needed to confirm efficacy. Pre — treatment assessment of complete blood count and liver function is

essential. If clinically significant adverse drug reactions occur during the treatment period, adjustments to the dosage or

combined medication should be considered.

Key words: siponimod tablet; multiple sclerosis; efficacy; safety; case sery

% KM AL ( multiple sclerosis, MS) & # L4 IR
AP ) TR, 42k 24 280 AR . R
B IR B IE IR T ( disease modifying therapy, DMT)
HUAGHE R, JEAT PE MS Gn 4k & ik i B MS (secondary
progressive multiple sclerosis, SPMS) A5 J7 175 E #k
2, PER SR T 2019 AEAEEEH A T E &
7 MS ( relapsing multiple sclerosis, RMS) & i 3l 1
SPMS 2020 4E15 M A AR AL 15 gl 4 SPMS, 38 i
SEFETE 22 5to CAO 45 3 3 15 76 J8 3L 48 1 il7 1y
BOLD A1 EXPAND i PRI A9 7€ 18 70 7 /i, SCRF Y
JE ST A5 AR A o P A AR B AR, HE i R
i i AW . GOODMAN 417 3 PR 22 56 ot 1
A RCPERR 5B, IF 45 W] 28 25 1) 7% R BB AR SPMS
R S S SR R VR . A, A
IR e s N RE T | R M B R B0™ M A0
A R R B AR ST — A DA
RO E e, AR RMS (B 7Y Je 57
9 11 R RIS, b 30 HAE 52 Bl DR b i 97 s8N 22 4
ol G B 254 IR

I RENOE ESP b7

1 fRBHERE

2021 424 A1 HAE 2021 4£8 A 31 H LK FE
MANBHIZ A RMS BE IR R0 AR5
St KA — BE e AR W B A D AR B2 5L s it
(fEHHL 5 :2021 BHIF425) . Ay g 1458 M )
2

LTS NIERE 5 (Diagnosis of multiple
sclerosis: 2017 revisions of the McDonald criteria) "'’ H1
KT RMS SR IZWAR e, | 52 P4 Je S8R YT,
A FEL Y e 5k P DI fiE it K (expanded disability
status scale, EDSS) %43 Fl 3k /5 19 H: 4 5 1% ( magnetic

resonance imaging, MRI) #45, FFEi=18 %,

HEBRARAE O O SRR 7L 40 22 1, T 5 300 1)
TR 4 B B B [ B s S e BT L, B
5 S P IR 5 A5 25 3%, BRI sh ok AR R B3R
SPAR B SR TN BT R LA o A, #1128
BEAUA HEAT M 22 LM B 5 ( progressive multifo-
cal leukoencephalopathy, PML) %5 51 & , & - & {4 fith
BB R L, HEM ARG IR E ,F
TER] BEXT T IS 2 5 7 AR S 52 Wil B8 B0 3 297 8%
2 S TCE VAL M O, el 4 2 ok e DMT {HAE
e FH VY JE BB T 1 AR AR 45 25 UL T A ) e i
56 MRI 14 # o
2 B

PEIEZETE I, KUA% - 55 1 0. 25 mg/2. 00 mg, 1)l
JES [ 25 fE 5 HJ20200011/ 8 25 57 HJ20200010,
T AR R 25 A PR F A
3 RITAE

it f8, 2 P450 ( cytochrome P450,CYP)2C9 = 1 =
Dag 1 +2 822 BERAERE HEME:H 1R
M2 K0.25 mg, & H 1 K, 5 3 K0.50 mg, £ H
LWL 4 K0.75 mg, B H 1IK,ES K 1.25 mg, B H
LU AR 56 6 RIBFIFITWa I v6 e S 7 4E 47
FHE 2.00 mg, B H 1 K, CYP2C9 %2 %3 aff 1 3
FEIARYER S T A a2 55 1 RSS2 K0.25 mg, 5
H 1,543 K0.50 mg, & H 1,554 K 0.75 mg,
BH T UGAER R & 55 5 RIX BT LG 0 175 e 52
TEAEFRF R 1. 00mg, 3 H 1 K.
4 WMBRRSTHAE

A VG JE S L TR I PRI 5 BOLD 5
Wit S 1 L R B A MS 25 M S mE g Y i 17 9
TR VU JE S AE T2 3 A H Fnvs Je s 8 0 24
6 A o Biek Ak B AT 12 B IR BE U, IR S

PSREIETN
BEEXBR 129/ hS HYiH ML



Chin J Clin Pharmacol

2865

Vol. 41 No. 20 October 2025 ( Serial No. 442)

ZANCS N I 0NN i RE R

RMS ZFIER  EE B UCRAERER . HHTAER |
S RIBIA S

SKIWERE TR N3 A 6 A
F AT I BRI AR A FE bR A

HEFRE  THELW N 6 4 H ik MRI
AT

RZER LR EH MS RS TR IR TR
SR HI B IF 2S5 % B I 2SR 7 T ik fe 4
H .

WRERFFSITM  EDSS PR MS MGk ik
PRI TRZ —, i — N 0 (M &K Ak
) F 10(MS R FET:) H T 1 4 20 1, 15343
AR R PR S B 22 T i ol 40 e 38 7
AR K, 76 EDSS iy LAl 151 A T B D% ik i g
(confirmed disability progression, CDP) i &, CDP
B SUNEELPE 4324 0.00 ~5.00 2Z [8] 1) 8 2 19 EDSS
TR MR T ARG = 1. 00 43, B L4k 3E4r = 5. 50
(8 19 EDSS PEIP A X TR I = 0.50 71,
CDP12 45 ik CDP Z/DRFF 3 A~ H |, 76 T B U5 i
(CEWERPEHE R Ja 2 /03 A H ) #1780k 24 RN
R 1 i (24 — week confirmed disability progression
CDP24) fi CDP /D5 6 A, 7E5E IBE T i E 47
A

BEE RS 4 B (patient reported outcomes,
PROs) 045 oK T4 {d B 52 35 (five level EuroQol
five dimensional questionnaire, EQ — 5D —5L) 5l MS
oM 2R (29 I1) 25 2 it ( multiple sclerosis impact
scale version 2, MSIS —29v2) M 1 12 1 MS #4740 32
(twelve item MS walking scale, MSWS —12) 343",
EQ -5D - SL 25 A WARNEROL M A 7] &, 125 5
ANYERE R EROIR DU AE (173 RE ) L A FRBRIEL, H #15
Bl IR/ AT (B TE/AER) LA R B B FE VA 1Y
M A AL B 3R (visual analogue scale, VAS), Fi4Ef#
FREARBURAE TP I BN YEREE A S DARP & B
AR TSR IR Y FEL R O ~ 1 BRI 46 Bk AT 1
B, 46 B R W] RO A A VAS & —
0 ~ 100 % B2 R, 100 £ 3 8 35 A8 G v d 7 19 fikt B
RO, 0 AR B 22 AR , 7 (E G AR S R R
BRI AT . MSIS - 29v2 S (8 3 H PRI MS X} &
HEARRLOBIR R . B AT 14 RN
FRE X TifE sz MS SEma 132 BEXT & ARt A T P48 . P
3B A W] MS Xof £ (i R A 5 I B, MSWS - 12
S AVFR AT R FHEE MS X R AT R B

B CFHIhRE S RS B s R B E Y AT
HREBZE

EEXER I ELE KR (annualized relapse
rate, ARR) (P4 Je <845 25 ) B A R it a) e Kk
SR LO B LRI MRT 54 v e B T2 g k4

ZEMITEM  BUE SV SEM YA R
Fl B A BN EH L
5 SitFahE

FH GraphPad Prism 9. 3. 1 FI SPSS 26. 0 % {347
Gt R A K IEADAITE TR & £ 5
FIR A AT R BERLLL M (P, - P,..) o
HETTRILAR (% ) #0R .

# R

1 —fg s

AT AT B, B 5T 3 18] T AR R U VIR
sl . A B LBy 16, FIRTEEI R 34. 50 &
60.70 %, MS JEFEM 6.20 4FF] 20. 20 4F A% KR
B4 BERZEEMTS RRMS 4h, Hid i 5 4 2 e
k7 SPMS, SPMS #5247 0. 60 % 10. 00 4, M3l —
MRS R 1,
2 FREERTT MS iR T 3TEM

FREEE 1 763697 3 A~ H J5 EDSS 3434 £ 6. 50
5335 CDP FH A1, oAt 535 1) EDSS 1143 ¥ - F55
FE IS A T R, EDSS PE43 1434 H MS AH SCBR B AL
FEE 0] (EDSS 45 73 > 6. 50) [ 488 4% i 1) 42 )
(EDSS 1843 5. 00 ~6. 50) %748  jL3E 2,

f£ PRO 48 45 J7 I, B & A & X B
EQ - 5D - SLIFAL IR, BE IR YT I [H] A, A7 24
FHE N VAS PF43 5 ETH#, 78 MSIS -29v2 i3k )
AT, S5 B IR 0 L FHUIR 285 1) A4S 35 45 Bl o) i) 522
FREL TR, MSWS — 12 (1) F- 345 th 2 SR T R
s MR 3,

HAiT, b 5 & 5 MRT A6 5 & B i A6 kB
R/ YERH T2 kR MS B 1E s AR B, AT 5T
RIL, VU JE B2 5 B B2 R AR kA
JIFT B, Tos e 8 W R . Sk MRT J5 T, 74 )8
LI 25 A B Sk i MR A A 342 & SR 3/
¥R T2 ikt

TEAMSER 7 A, B35 1.2.5.6 B %y
SR A VY R AR IY . 28R E B R FER
FHVG JE BETE 5, HE DR M A5 A7 88 1 8k 4 57 96k 14



2866

v T R 25 PR gk R

A1 203 2025 4F 10 7 (B 442 1))

A BTk o B 5.6 78 MR R S sk 0 1) 6 A4
HWEHEL 1 R &, i v Je 2 ig)5,6 1~ A
WICE ko B S TE %5 3 FUM 24 300 18] =K fit MRI
R S A T2 ikt BRHO Y e 1B )R 2R
AN JCBTE R AL o B R A R A 18] 3 T B
Lo 2 T2 ikl o A 25 19 45 R OR T, 4 S 3R
e AN A A 0 Bk MS 3R] DL R T Y e
SAEIRIT
3 Z=EEEFHN

WE VY Je S8 2 24 I 18] ) SiE 4, S8 A 1 4R T
KR AL 2R T RS AT B (R PR A I K
o HRE TR A0 R R R R, AR
2.00x10° - L7'fE& 6 M HJGH0.59 x 10° - L7,
B 6 AT TR R, WLk 1.88 x 107 - L™

M6 NI 0.48 x 107 - L7, HIEHEE 1 16
PR E AT H T [ S5 PY e AR 25 T BB AH G, AR
T4 TEFHIE TR B8R YT S 6 1 A N B 8 i i
IR S+ %, 6 /™ H B U5 BF T & TR ¥ & B E N
125.10 IU - L' RA RRE & {E M 57.90 TU - L',
P85 P SETE 2511 T REAH DG, cps 7 Je s fE
LA A e B E DI Re ik &2 15, B 5 =08 1 46 75 Je 58
TEIEST R 0 & (PRI R 97 5iE” 7o) IF %
VIWEI D RE , R AR DI RE % . B8 7 7E IR
PO B S 1 A~ H NI MURCHE e 140 mmHg &
J£ 80 mmHg % ¥ Ft /5 2 X 46 & 160 mmHg |, &F 5K &
90 mmHg, HIC T K& H . Z54 70 B H ARl 25
PIERAE SR 2R, % 8 575 Je 5 fE ) 25 7] BeAH O, 3k
A 0 R R 25R9T

®1 BEN—BEOH
Table 1 Patients’ basic characteristics
Item Patient 1~ Patient 2 Patient 3 Patient 4  Patient 5  Patient 6  Patient 7 Xxs
Sex Female Female Female Female Female Female Male
Age (years) 60. 70 39.30 55.60 34. 50 56.70 39.30 54.90 48.70 9. 80
Course of disease (years) 18.20 12.20 18.20 6.20 14.20 17.70 20. 20 15.20 £4.50
Time to progression to SPMS (years) 5.80 10. 00 10. 00 NA* 0. 60 5.00 10. 00 6.90 +3.20
Height (cm) 160. 00 160. 00 155. 00 168. 00 156. 00 172. 00 172. 00 163.30 £6.70
Weight (kg) 66. 00 51.50 57.50 70. 00 65. 00 70. 00 72.50 64.60 +7.00
CYP2C9 genotype #1/ %1 w1/ %1 #1/ %1 #1/ %1 #1/ %1 #1/ %1 #1/ %1
Siponimod maintenance dose (mg) 2.00 2.00 1. 00 2.00 2.00 2.00 2.00 1.90 +0. 30
Decreased Abnormal Decreased  Elevated
Adverse reaction lymphocyte None None liver None lymphocyte  blood
counts function counts pressure

SPMS: Secondary progressive multiple sclerosis; CYP2C9: Cytochrome P450 2C9; RRMS: Relapsing — remitting multiple sclerosis; MS: Multiple sclerosis.

K2 BEMNY FBSINAER K (EDSS) DI SR At e (CDP) S 5L

Table 2 Patients’ expanded disability status scale( EDSS) scores and confirmed disability progression( CDP) events

Item Baseline(n =7)

3 months of medication (n=7) 6 months of medication (n=7)

EDSS scores * 7.00 (2.00-7.50)

EDSS classification (n,% )

<3.00 1 (14.29% )
3.00 -4.50 0 (0.00% )
5.00 -5.50 0 (0.00% )
6.0 -6.50 2 (28.57% )
>6.50 4 (57.14% )
Proportion of patients with CDP12 (n,% ) NA
Proportion of patients with CDP24 (n, %) NA

6.50 (2.00-7.50) 6.50 (2.00-7.50)

1 (14.29% ) 1 (14.29% )
0 (0.00% ) 0 (0.00% )
0 (0.00%) 1 (14.29%)
3 (42.86%) 2 (28.57%)
3 (42.86%) 3 (42.86%)
1 (14.29% ) 1 (14.29%)

NA 0 (0.00% )

“M(P,;, — P ) ;EDSS: Expanded disability status scale; CDP12; Confirmed disability progression at 12 weeks; CDP24: Confirmed disability progression

at 24 weeks; NA: Not applicable.
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Table 3  Patient reported outcomes( PRO) scores

Scale Baseline (n=7)

3 months of medication (n=7) 6 months of medication (n=7)

EQ -5D -5L

Utility index ™ -0.06 ( -0.11-0.95)

VAS score( score, % +5) 52.86 £15.55
MSIS -29v2

Physical condition score( score,% %) 64.52 £29.54

Psychological status score( score,x % s) 51.85+23.76

MSWS - 12 ( score,x +s) 80. 06 +34.93

-0.02 (-0.09-0.95) 0.20 ( -0.09 -0.94)

57.86 £15.78 63.57 +17.05
60. 95 +28. 06 54.52 +30.02
47.09 +£23.98 44.44 +25.35
78.27 +£35.04 75.00 £35. 06

“M(P, —Poa) sEQ =5D —5L: Five —level EuroQol five dimensional questionnaire; VAS: Visual analog scale; MSIS —29v2: Multiple sclerosis impact

scale version 2; MSWS —12: 12 —item MS walking scale; NA: Not applicable.
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