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Signal mining and analysis of adverse events of safinamide based on FAERS
database
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Abstract: Objective To explore the adverse event signals of safinamide and provide references for safe clinical drug use. Methods
Adverse reaction reports related to safinamide from FAERS database were collected from the first quarter of 2017 to the fourth quarter
of 2024. Data mining analysis was performed using the ROR method and IC method. Results A total of 812 adverse reaction reports
were extracted with safinamide as the primary suspected drug, excluding 36 non-drug adverse reaction reports. This resulted in 776
adverse reaction reports involving 270 patients, of whom 133 were male, accounting for 49.3%. The majority of patients were aged 65
years and older. A total of 51 adverse event signals were identified, involving 14 SOC, primarily including psychiatric disorders, various
neurological diseases, injuries, poisonings, procedural complications, various examination-related issues, and ocular disorders. Eight
adverse event signals not mentioned in the product labeling were identified, including agitation, visual impairment, blurred vision,
rhabdomyolysis, bullous pemphigoid, cardiac arrest, hypoglycemia, and respiratory alkalosis. Adverse reactions related to safinamide
were most common in the first month after medication initiation, accounting for 51.9%. Conclusion During the use of safinamide,
especially in the first month, it is important to monitor not only the adverse reactions mentioned in the product labeling but also potential
new adverse reactions such as visual impairment, blurred vision, rhabdomyolysis, bullous pemphigoid, cardiac arrest, hypoglycemia,
and respiratory alkalosis to ensure patient medication safety.
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Table 1 Cases of adverse reactions

i H B3l WA L%
P B 133 493
uE 118 437
KA 19 7.0
S <18 % 4 15
18~65 % 41 152
>65 % 151 559
ARRIE &% AR 165  61.1
W 84 311
HAh 21 7.8
FHREZR 36 EHE 64 237
e [E 44 163
HA 33 122
g5 )5 fEBEEAERE N ALK 80  29.6
(7SN 79 293
Fopth 67 248
T 27 100
533 11 41
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Table 2 SOC analysis of signal involvement of safinamide adverse reactions

soc b= &k /% ROR (95%Cl) 1C025
KRG R 186 2291 3.58 (3.04, 4.22) 1.35
A By VRS B 2R 23025 R R 122 15.02 0.82 (0.68, 1.00) -0.51
Rt 116 14.29 2.96 (2.43, 3.60) 1.14
B IR I RORE 78 9.61 0.80 (0.64, 1.01) -0.62
B W R G5RR 43 5.30 0.63 (0.46, 0.86) -1.07
HR 28 B 38 4.68 2.44 (1.76, 3.38) 0.78
B LR B8 RN 45 4 4 2 31 3.82 0.65 (0.45, 0.92) -1.12
KR E 31 3.82 0.74 (0.52, 1.06) —0.94
WEIR R S8 M RN R 24 2.96 0.63 (0.42, 0.95) -1.22
O ERR B 23 2.83 1.50 (0.99, 2.28) -0.02
A IR 23 2.83 1.40 (0.93, 2.12) -0.12
J R T R R g 21 2.59 0.43 (0.28, 0.66) -1.80
YL Y505 20 2.46 0.43 (0.28, 0.67) -1.80
AU RS I I 18 2.22 1.11 (0.69, 1.77) -0.53
B AT AN A TR 2R SR 9 1.11 0.55 (0.29, 1.07) -1.76
BIFAR ST HAE 7 0.86 0.59 (0.28, 1.25) -1.77
R 2K 7 5 0.62 1.43 (059, 3.44) -0.67
RAYE. EMEFRPS MR CRREEEMAERD 4 0.49 0.15 (0.06, 0.40) -3.98
JFHE 22 G 9507 3 0.37 0.44 (0.14, 1.36) -2.63
IR ANk B2 2R G 3 0.37 0.22 (0.07, 0.67) -3.64
IR 3 0.37 0.80 (0.26, 2.48) -1.77
Wi R SR TR 2 0.25 0.92 (0.23, 3.69) -1.79
B % RAIRIR 1 0.12 0.10 (0.01, 0.70) -5.36
LR R G0 L R 1 0.12 0.18 (0.03, 1.28) 451

*ZK 7R A2 ROR A IC 4341751201 SOC.
* Represents an SOC that satisfies ROR and IC analysis methods.

IR RN A RR NS
FRAE BT R B 72 77 X U0 55 B e A R s B gk A7
ESM. 776 AR UDSFI G AN R SN AR A2 U
F51MES, WRANRGEH/EHEK, Kb
S A It M RIL R, BRSO KR
JaAE . RIS . AT . A0 AR A0 e i A ek
5%, W& 3.
24 CFEEEA RR N &ZERE S

270 B, 162 H B3R TA R IR B R A
IFE], oo 84 I RAETEBEHARE 1A, &
Et 51.9%.
3 Wig

WATIR S BRI SRR R ZELE 60 5 LA E
NFER RN, H 5 Hms s T Lok, AR FAERS

2.3

HOHE FE A A RN 4 AN BB A B 4 AR 1 K
Az, (HARFRARR T RIS, AR MRS
NBEERE L 65 B UL EIEE NN EH B ANEZ
Ttk
3.1 IOCBERLRAABRENT RR S
AT BN ISR EA R R NAE 5 514,
W 14 A~ SOC. H b &M 2 Z G Jo FHAS #7
AR KRN I W Hrhisshies . 2kim).
K156 SR, WEME. FERE. RIMLE. BEiRERDIRG
MIKFER R EREBIEIR 2, 5255 U155 2 m)
WA R BFEAR L, SRR T ATEE .
3.2 PBERBRETBUBTEFINA R R BL 34
3201 VIFBER T BB SUIVE R T KRR L
Wk, WMCYPIFEEG SIS RN R RE . A



HABEIH 2025FE3 H AR & wE kA  Drugs & Clinic Vol. 40 No. 3 March 2025 « 753«

®3 WHBHESRRNIESERSR

Table 3 Mining results of safanamide adverse reaction signal

socC PT i SRR ROR (95%CI) 1C025  Z4 it I HIGR
R B 7250 I I A 3 5.78 (1.86, 17.95) 1.08 HB
B RME RGP BB ERS 29 65.57 (45.25, 95.02) 5.44 &
IR i 9 3.67 (1.90, 7.08) 0.95 &
VKR % 7 109.58 (52.02, 230.82) 5.73 &
MG RLEEEIE 3 12.79 (4.12, 39.74) 2.22 &
ki 15 2.52 (151, 4.20) 0.59 &
E24//4 11 9.48 (5.23, 17.19) 2.39 &
oz B 11 5.82 (3.21, 10.55) 1.69 &
il Sl =2 5 33.96 (14.09, 81.84) 3.89 2
5B 7 11.49 (5.46, 24.19) 2.49 &
Pt B i 5 479 (1.99, 11.54) 1.07 &
INEN RS 4 6.69 (2.50, 17.87) 1.44 2
1BE)ARE 4 160.81 (60.10, 430.33) 6.02 2
BENNLEE TUHEE 3 99.85 (32.09, 310.68) 5.18 &
FFRBLE 4 46.29 (17.32, 123.7D) 4.23 =
FEANR 3 7.32 (2.36, 22.74) 1.42 2
BRWA . PEIAREIERGE  BRE 23 5.62 (3.71, 851) 1.86 2
kiR fn 5 13.15 (5.46, 31.69) 2.53 &
R 5 18.07 (7.50, 43.53) 2.98 &
JiE T 3 10.44 (3.36, 32.43) 1.93 2
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