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Adverse events analysis of ozanimod hydrochloride based on FAERS database
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Abstract: Objective To analyze the adverse event characteristics of ozanimod hydrochloride based on the FAERS database, evaluate
its safety, and guide clinical rational drug use. Methods To extract the adverse event reports related to ozanimod hydrochloride from
the FAERS database between July 2020 and September 2024. Descriptive statistics, ROR, and PRR were used for signal detection,
with a focus on categorizing adverse events by indication (multiple sclerosis and ulcerative colitis). Results A total of 7 284 reports
were included, with multiple sclerosis and ulcerative colitis accounting for 60.88% (3 453 cases) and 22.85% (1 296 cases),
respectively. In multiple sclerosis patients, neurological events predominated, with the highest risks for multiple sclerosis relapse (ROR
= 36.24) and progressive multiple sclerosis (ROR = 33.58), associated with S1P receptor-mediated lymphocyte redistribution and
central immune regulation imbalance. In ulcerative colitis patients, gastrointestinal events were most common, with significant risks
for worsening of ulcerative colitis (ROR = 12.26) and rectal bleeding (ROR = 7.81), reflecting potential synergistic effects of intestinal
mucosal barrier disruption and immune suppression. Across both indications, common risks included macular edema (ROR = 16.22)
and cardiac arrhythmia (ROR = 8.24), requiring long-term monitoring. Conclusion The adverse event profiles of ozanimod
hydrochloride significantly differ by indication. Multiple sclerosis patients should focus on neurological and immune-related events,
while ulcerative colitis patients need to be aware of exacerbated intestinal inflammation and infection risks. Clinical monitoring
strategies should be optimized according to the indication, with enhanced ophthalmological and cardiovascular evaluations, especially

during long-term treatment.
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Table 1 Basic information of ozanimod hydrochloride

adverse drug event reports

E3ill BI% CHE%)
FEAR T 2020 188 (3.07)
2021 1813 (29.63)
2022 1574 (25.72)
2023 1385 (22.63)
2024 1159 (18.94)
PE R S 4393 (71.79)
5B 1726 (28.21)
SRS S 49.00 (38.00, 60.00)
SEERRE/kg  74.96 (63.10, 88.53)
wEHE 25777 3227 (52.74)
WHE 2283 (37.31)
A 594 (9.71)
=R *H 5866 (95.87)
1 [ 132 (2.16)
MR2577 5 1R 5629 (91.99)
HoAth 490 (8.01)
R4 )R FLApth ™ A L 1330 (69.71)
fEREiaTT 421 (22.06)
S 65 (3.41)
BT 53 (2.78)
RAmAFA/d - 23.00 (1.00, 109.00)
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Table 2 Distribution of adverse drug event signals by system organ class and preferred terms involved by ozanimod hydrochloride

RAB/ENL HIEARE WEE ROR (95% CI) PRR (95% CI)
BRANZ R Z R E R 480 36.24 (33.04, 39.74) 35.02 (31.75, 38.63)
R % R A AY, 6 33.58 (14.92, 75.61) 33.57 (15.03, 74.98)
Z R 143 12.33 (10.45, 14.55) 12.21 (10.44, 14.28)
WA 5% 19 11.67 (7.43, 18.35) 11.66 (7.43, 18.30)
kB REE 3 11.26 (3.61, 35.11) 11.26 (3.61, 35.09)
JHE S e 228 JRR 55 10 9.37 (5.03, 17.46) 9.36 (5.00, 17.53)
BRI E SkIBRHEAR AR 10 29.97 (16.00, 56.16) 29.95 (16, 56.08)
T IR EL 20 T 20 P 4 23.04 (8.56, 61.98) 23.03 (8.64, 61.36)
RN T PR 77 15.94 (12.73, 19.98) 15.86 (12.78, 19.68)
EA TSR 15.91 (6.58, 38.44) 15.90 (6.58, 38.41)
LR R G0 S FLR T BB 7 21.30 (10.09, 44.98) 21.29 (10.11, 44.84)
MESS 11.12 (3.57, 34.67) 11.12 (3.57, 34.66)
B B A PR R G 7 1% B 19 8.86 (5.64, 13.92) 8.85 (5.64, 13.89)
BRI PEIAREIAE  AltEET 3 15.68 (5.02, 48.99) 15.68 (5.03, 48.87)
A BV S 25 PR S P RN AS R A 126 8.71 (7.30, 10.39) 8.64 (7.24, 10.31)
B W RS RS % 180 12.26 (10.58, 14.22) 12.12 (10.57, 13.9)
R 2% B i PR 16 16.22 (9.90, 26.58) 16.21 (9.93, 26.46)
B R RE W e FE RS 4 8.87 (3.32, 23.73) 8.87 (3.33, 23.63)
O E 28 B OAE$E) 11 8.24 (455, 14.91) 8.23 (457, 14.82)
LR Rk B RGBT hk EL AT Bk /D e 57 17.02 (13.10, 22.12) 16.96 (13.15, 21.88)
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Table 3 Top S adverse event signals by indication

3& MAIE RAWRE IR PT wesE ROR (95% CD) PRR (95% CI)
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TG B A5 G I8 MM IR 2 M i J 7 456 (217, 9.59) 455 (2.17, 9.54)
B W & S5 HEAE AT 0 14 6.17 (3.65, 10.44) 6.15 (3.64, 10.38)

Ji B AR R B WL 2 1 B e RS
3 Wie

ARG AL B R — R B IR B S1P 2 A4 1
55, SIP &—FhEERIBNE, T RRETHRNZ
Fhaft, HH5 2R G- AR IR R4 &,
& SIP1~S1P5. IXELZ AR Gl I | il H
Az R REEEEH. BT LETAA, BT
LA FDA AN R SR T46 53 5 B 0 R TAE B
JeoNE L, B4, M FAERS ¥ A b s R )
HAPBRATEE SR, SBREAEENHAERR
HE M RFAHKRIA RFARER L, Xaae52
YIIVE R ALEIAE 5, RIEE ST S1P SZ 4R 4
& RGN SIE [ NS, BEAEFF AL T T 7 0% &
FUTELE RS, R A X A R A s i B
HAhFE WA RE, REWREHERD, HIERY
WA S TR PP R S P JXURG: o O JIE P B RO
ANIE R A T RE 5 250050 O I H AR R 1 52
A%, IR LA s RE PR AT AR S B T 25t
TP R G LERDHIAE FHUe-1T1,

B, AWFREET FAERS HUEFEE XA
Guimyn T Eh IR B AL S AR 2 R MERE AL E 5 g T
SR BEPNAREMEES, HSAMIERL
1] S 0 g B AR AR AU AR G, XTI PR SR B A
HENERE . B, 2RI EE M
a2 U A R o 752 R APEREL S K (ROR=

36.24) AR L Kk AL (ROR=33.58) H1, Zj
VI ML R 2 R 8 RN E 4% 1ER S1IP
LRI, Hh R L A I A 4
¥, Wb HAESNRE MR, s X2 R4
(G B US-100, BRI, X PP O EE” NS
REFTHE R IRII A RA N s SMERRas, $8E
RN 22 R A A ) XU ] o I G A2 Ik L 4 B S
TR, R CDA' R JuitiZ T 40, "TRES
RGIENE WS, TR RER A S ST
oAk, 3R A 2 R ML R 35 20 5 = ROR
(33.58) —iEmn T ZJWTEAI IR AT M FE Hh
TERZM . S1P 2S5 /0 98 I i PR 40 B /AL 1T
7, X—PUfileseEd THEEEE S, FEKEE
7 IR AT MU RO, s M A T 5 A
&, A RIS FEENIE R W RS S ki
TIIAEAER L. BeE L g 2 %L (ROR=12.26)
FIAEHEHL B G (ROR=4.56) XML [ Z59%t i iE
ARSI B A0, S1P 15 5B/l b 4
WA R EEAEA, AL s
i A 2 CDS 445 B 02 T 4 i AT 4%
HI 55 AR I S e IS ML e, AT AR R SN
2, SIRFAER KRR, BAl, 2590T EiE S 2 i
A, SR GIE RSN, X5 SIP ZAEET
B HIE R B 2 ARG, B0 T AT T
fEefl, MR IE 7L PEIR G R A . TR



F40HBFE 4 2025F4 A A, 4 B W A&

Drugs & Clinic

Vol. 40 No. 4 April 2025 = 1037 -

i FO M KU 7 T, BB (ROR=16.22) FlL»
fE$hsh (ROR=8.24) FHEHFHISHE: . RE Wi
o TR B BE K 1 U, (HARHE ORI, BB
KRR AR AN 23 d, B E M T IR AR IR
WA 7~14d. XIRYETH “HEZL+3 A7 i
FHMERTREAS R, JUHXS T FEHE PR s ol o6 465 65 9
SR, EUVGEKMUIEE 6 N H .

BT AR TR, $EH T 3 NAE T A 1) B
Felg: T2 R MARE B3, BT Ik 2R
MRI CEALBESR) PRASmAL G, & 3 S H Ak
ELAHM T3, FEAE IR R o 2RI A S HE R
PGS ST Hm g R B, BVORIT AT
P DEAOERERE RGN, 8 6 M
ITHBEEAS; XTI E B, BUUFEREIE TR
T E AL L B R A, AU RS 243G
WS DATIR o X HEHE KA B TR Ak SRR B L S48 1)
e AR S FH 5 KRR PR D AN RS () R A

RIBAR  FHAS B ARG LA SR

e

[1] Torregrossa G, Amabile A, Williams E E, et al. Multi-
arterial and total-arterial coronary revascularization: Past,
present, and future perspective [J]. J Card Surg, 2020,
35(5):1072-1081.

[21 Huang W J, Chen W W, Zhang X. Multiple sclerosis:
Pathology, diagnosis and treatments [J]. Exp Ther Med,
2017, 13(6): 3163-3166.

[3] Lassmann H. Pathology and disease mechanisms in
different stages of multiple sclerosis [J]. J Neurol Sci,
2013, 333(1-2): 1-4.

[4] Haider L, Zrzavy T, Hametner S, et al. The topograpy of
demyelination and neurodegeneration in the multiple
sclerosis brain [J]. Brain, 2016, 139(Pt 3): 807-815.

[6] FFAE, R/ANE RICEE, 45 51 75N IX 2 R AEAE
58 Rl PR AR ALE B T S e R 2R 20 3], b A
PEEEok g, 2025, 41(3): 680-685.

[6] Callegari I, Derfuss T, Galli E. Update on treatment in
multiple sclerosis [J]. Presse Med, 2021, 50(2):104068.

[71 BRA. 097 2 KB4 5E B 2 — $h R WL 3 18
(ozanimod hydrochloride) [J]. %% 54k, 2020, 39(11):
1588-1597.

[8] Sandborn W J, Feagan B G, D'Haens G, et al. Ozanimod
as induction and maintenance therapy for ulcerative colitis

(9]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

[17]

[18]

[19]

[20]

[21]

[J]. N Engl J Med, 2021, 385(14):1280-1291.

Colombel J F, D'Haens G, Irving P, et al. P037 Effect of
ozanimod treatment and discontinuation on absolute
lymphocyte count in moderate-to-severe ulcerative colitis:
Results from a phase 3 trial [J]. Am J Gastroenterol, 2021,
116(Suppl 1): S9.

Trigo-Vicente C, Gimeno-Ballester V, Garcia-Lopez S, et
al. Systematic review and network meta-analysis of
treatment for moderate-to-severe ulcerative colitis [J]. Int
J Clin Pharm, 2018, 40(6): 1411-1419.

IRET, FRE, T, & 2 RIEEAGT 2 K&
EERIT AT e [J]. #hE5m SR B A,
2023, 23(9): 639-645.

D'Amico F, Allocca M, Fiorino G. Positioning ozanimod
in ulcerative colitis: Restoring leukocyte traffic under
control [J]. Gastroenterology, 2022, 162(6): 1767-1769.
Sandborn W J, Feagan B G, D'Haens G, et al. Ozanimod
as induction and maintenance therapy for ulcerative colitis
[J]- N Engl J Med, 2021, 385(14): 1280-1291.

Cohen N A, Choi D, Garcia N, et al. Real-world clinical
effectiveness and safety of ozanimod in the treatment of
ulcerative colitis: 1-Year follow-up from a tertiary center
[J]. Dig Dis Sci, 2024, 69(2): 579-587.

McGinley M P, Cohen J A. Sphingosine 1-phosphate
receptor modulators in multiple sclerosis and other
conditions [J]. Lancet, 2021, 398(10306): 1184-1194.
CohenJ A, Comi G, Selmaj K W, et al. Safety and efficacy
of ozanimod versus interferon beta-la in relapsing
multiple  sclerosis (RADIANCE): A multicentre,
randomised, 24-month, phase 3 trial [J]. Lancet Neurol,
2019, 18(11): 1021-1033.

Armuzzi A, Cross R K, Lichtenstein G R, et al.
Cardiovascular safety of ozanimod in patients with
ulcerative colitis: True north and open-label extension
analyses [J]. Clin Gastroenterol Hepatol, 2024, 22(5):
1067-1076.

UG, FEReRE. BTSSRI E SIP 2 A Y5
f"ﬂ?Lﬁ?ﬁﬂﬁ%%ﬁ‘rﬁulﬁﬁmﬁ [3]. H EE i R 24 2
Zki, 2023, 32(1): 71-76.

BRAK, SKERBE, RCEE, 45 SIP ZAAAENANGEITEK
B2 RN R F e Ve B S AT AT 3]
R 52 5, 2023, 30(3)- 297-301.

PHFE, S, FHE. L-REER R EE S
FE AR & R T AT FLdk R [J). T I 2= B
4%, 2023, 29(23): 1825-1830.

TRy, 2. SIP/SIP AR RAEIERIRIT#
FERMIBTCBERE (7], B MW, 2023, 28(1): 57-61.

(s &R]



