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Abstract: Objective To explore and analyze the adverse drug event signals of suzetrigine, so as to provide a reference for the safe
clinical use of the drug. Methods Adverse drug event data of suzetrigine from the first quarter of 2025 to the first quarter of 2026
were collected from the FAERS database. ROR, PRR, BCPNN, and MGPS methods were used for signal mining. Results 918 Cases
of adverse drug events with suzetrigine as the primary suspect drug were screened out. A total of suzetrigine-related adverse drug event
reports were mined, and 33 analyzable signals involving 842 reports were obtained. PTs with high occurrence frequency included
itching, rash, paresthesia, dizziness, muscle spasm, and somnolence. Among them, paresthesia, brain fog, abnormal dreams, and
peripheral swelling were not included in the drug label. Conclusion Adverse events of suzetrigine in the real world mainly involve
the nervous system, skin, and gastrointestinal tract, with good overall safety. Special attention should be paid to the potential
neuropsychiatric risks not listed in the drug label, such as brain fog and abnormal dreams. It is recommended to strengthen clinical
monitoring during medication.
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Table 1 Methods and standards for detecting adverse event signals
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Table 2 Basic information on reports of adverse events

related to suzetrigine
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Table 3 Report on adverse events related to suzetrigine
PT n/f5l ROR (95% CI) PRR (4 EBGM (EBGMos) IC (ICo2s)
R T B s A 174 7.19 (6.15, 8.40) 6.62 (842.34) 6.62 (5.67) 2.73 (2.45)
YR 100 8.73 (7.13, 10.67) 8.32 (648.01) 8.32 (6.80) 3.06 (2.66)
By 72 532 (4.20, 6.73) 5.16 (242.95) 5.16 (4.07) 2.37 (1.94)
B JoR e i SR v 67 1432 (11.22, 18.28) 13.85 (800.66) 13.85 (10.85) 3.79 (3.19)
ke 58 3.90 (3.00, 5.07) 3.81 (121.26) 3.81 (2.93) 1.93 (1.48)
Wlyz2s 48 8.65 (6.50, 11.52) 8.46 (316.60) 8.46 (6.35) 3.08 (2.46)
WE i 34 5.61 (4.00, 7.87) 5.53 (126.44) 5.53 (3.94) 2.47 (1.80)
ENIN 30 371 (2.59, 5.32) 3.67 (58.46) 3.67 (2.56) 1.87 (1.23)
IR 28 3.83 (2.64, 5.57) 3.79 (57.77) 3.79 (2.61) 1.92 (1.25)
T IR 25 5.46 (3.68, 8.09) 5.40 (89.76) 5.40 (3.64) 243 (1.64)
el 23 10.84 (7.19, 16.36) 10.72 (202.97) 10.72 (7.11) 3.42 (234
JEEAN G 18 3.45 (217, 5.49) 3.43 (30.99) 3.43 (2.15) 1.78 (0.94)
HIZ 17 3.37 (2.09, 5.43) 3.35 (28.03) 3.35 (2.08) 1.74 (0.88)
Y e 17 479 (297, 1.73) 476 (50.58) 476 (2.95) 225 (1.29)
AN 14 4.49 (2.66, 7.60) 4.47 (37.73) 4.47 (2.64) 2.16 (1.11)
SREEVE 2 12 7.36 (4.17, 12.98) 7.32 (65.48) 7.31 (4.15) 2.87 (1.50)
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PT n/f ROR (95% CI) PRR (4®) EBGM (EBGMos) IC (ICo2s)
i 55~ 12 29.22 (16.56, 51.56) 29.04 (324.70) 29.02 (16.45) 4.86 (2.40)
R TR IR 12 5.56 (3.15, 9.81) 5.53 (44.63) 5.53 (3.14) 2.47 (123
Ji 10 10.49 (5.63, 19.52) 10.44 (85.35) 10.43 (5.60) 3.38 (1.62)
T 0 P ™ 10 5.05 (2.71, 9.41) 5.03 (32.35) 5.03 (2.70) 2.33 (1.01)
A 10 11.73 (6.30, 21.84) 11.68 (97.62) 11.67 (6.27) 3.54 (1.69)
B 6 5.64 (2.53, 12.56) 5.62 (22.81) 5.62 (2.52) 2.49 (0.67)
PR R 6 5.88 (2.60, 13.11) 5.87 (24.23) 5.87 (2.63) 2.55 (0.70)
BFRIR 5 7.07 (2,94, 17.00) 7.05 (25.97) 7.05 (2.93) 2.82 (0.63)
RS 5 4.94 (2.05, 11.87) 4.93 (15.65) 4.93 (2.05) 2.30 (0.39)
JINSE ik 5 7.07 (2,94, 17.00) 7.05 (25.96) 7.05 (2.93) 2.82 (0.63)
7= Ak T 1) 5 8.37 (3.48, 20.13) 8.35 (32.34) 8.35 (3.47) 3.06 (0.73)
AT RREEATE 4 7.16 (2,69, 19.11) 7.15 (21.16) 7.15 (2.68) 2.84 (0.39)
BRSE 3 80.05 (25.76, 248.79) 79.93 (233.24) 79.73 (25.65) 6.32 (0.50)
WA 240 3 7.88 (2.54, 24.45) 7.87 (17.98) 7.87 (2.53) 2.98 (0.09)
JiR PRI 3 9.11 (2.93, 28.27) 9.09 (21.61) 9.09 (2.93) 3.18 (0.14)
I IR el R 3 6.51 (2.10, 20.21) 6.50 (13.97) 6.50 (2.09) 2.70 (0.01)
1350 U 3 6.83 (2.20, 21.21) 6.82 (14.91) 6.82 (2.20) 2.77 (0.03)

* IR IR R A R 44

* is adverse drug events not included in the drug instructions of suzetrigine.
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Table 4 Distribution of adverse events of suzetrigine in

different systems and organs
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