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Signal detection and analysis of adverse events related to mirogabalin based on
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Abstract: Objective To identify and analyze risk signals of adverse drug events associated with mirogabalin using the JADER
database, assessing its safety and tolerability. Methods Adverse drug events reports for mirogabalin in JADER from April 2004 to
December 2024 were analyzed using the ROR and MHRA. Results A total of 39 signals involving 12 SOC classifications were
ultimately obtained for mirogabalin. These mainly included nervous system disorders (40.85%), general disorders and administration
site conditions (11.59%), renal and urinary disorders (11.59%), etc. Among them, 18 signals were not included in the drug instructions,
accounting for 48.72%% of the total, mainly including renal impairment and acute kidney injury, heart failure, and rhabdomyolysis.
Conclusion This study identified novel adverse drug events signals associated with mirogabalin, complementing existing safety
information. Close monitoring of patients during treatment is recommended to promptly detect and manage neurological symptoms,
renal and cardiac function, and other relevant indicators.
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Table 1 Proportional imbalance method four-cell table
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Table 2 Calculation formulae for ROR and PRR methods
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Fig.2 Number of mirogabalin adverse drugs events

reported in each SOC classification
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Table 4 Results of adverse drugs events signal mining for mirogabalin
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B Thag 28 4.03 (2.76~5.88) 3.90 (61.03)
PR3 18 8.79 (5.50~14.06) 8.59 (120.57)
W e 16 16.22 (9.86~26.69) 15.86 (221.62)
BiRER 16 497 (3.03~8.17) 4.88 (49.45)
Mg 12 11.58 (6.54~20.53) 11.40 (113.42)
SO fR 11 3.20 (1.76~5.82) 3.17 (16.38)
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Z I 7 220 (1.04~4.63) 2.18 (4.51)
i s AR 6 3.97 (1.78~8.88) 3.95 (13.21)
WLpEZE 5 29.30 (12.09~71.02) 29.09 (133.96)
Ly 5 23.29 (9.62~56.37) 23.12 (104.80)
MEAR 5 13.84 (5.73~33.45) 13.74 (58.77)
7K 5 6.33 (2.62~15.28) 6.29 (22.22)
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HE 4 10.53 (3.93~28.19) 10.47 (34.13)
PATRE 4 27.85 (10.36~74.85) 27.69 (101.70)
TR PR 4 2.70 (1.01~7.23) 2.69 (4.27)
FeA O IR 4 4.25 (1.59~11.36) 4.23 (9.86)
r B i 4 419 (157~11.21) 4.17 (9.65)
ST N X 3 12.61 (4.04~39.32) 12.56 (31.75)
R 55 3 3.48 (1.12~10.83) 3.47 (5.28)
ot 3 3.71 (1.19~11.55) 3.70 (5.90)
P ) St 3 4.86 (1.56~15.13) 4.84 (9.14)
4 K 3 8.44 (2.71~26.29) 8.41 (19.52)
) R ™ 3 18.32 (5.87~57.19) 18.24 (4851)
I B A 3 6.25 (2.01~19.46) 6.23 (13.14)
I S AN PR 3 3.15 (1.01~9.80) 3.14 (437
eS| 3 3.23 (1.04~10.06) 3.22 (4.60)
TR AR 3 7.82 (2.51~24.36) 7.79 (17.7D)
BT 3 21.44 (6.86~66.98) 21.34 (57.65)
WAL 3 17.71 (5.67~55.28) 17.63 (46.72)
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* refers to adverse drug reaction that does not mention in the drug instructions.
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