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Adverse reaction mining and risk analysis of lemborexant based on a real-world
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Abstract: Objective To mining the risk signal of adverse reaction of lemborexant, to promote the safe and rational clinical drug use.
Methods Download lemborexant adverse event in FAERS database from January 2019 to December 2024 to detect lemborexant
adverse event signals by using ROR and PRR. Results A total of 1 249 adverse reaction signal events were detected with lemborexant
as the primary suspected drug, involving a target population of 656 cases. Among them, there were 356 females (54.27%) and 237
males (36.13%), with 127 patients aged 45 and above (19.36%). Types of positive adverse reaction signals were detected, with the
main SOC being nervous system disorders, psychiatric disorders, and general disorders, and administration site conditions. The top
adverse reactions ranked by the frequency of positive signals were drug inefficacy, sleep paralysis, lethargy, etc. Sleep paralysis,
cataplexy and sleep fright were the top ones according to the positive signal intensity. Conclusion Above adverse reaction signals
and risks put forward a warning effect, and provided a reference basis for rational use of lemborexant.
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Table 2 Computational equations and formulas
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Table 3 Lemborexant adverse reaction report
BEAGE /4 i /% BEAGE /il &%
1] 7 356 54.27 FEREH HRE 212 32.32
5 237 36.13 250 176 26.83
AP 63 9.60 = 265 40.40
FERy/H <18 4 0.61 FEHREREE EH 434 66.16
18~44 77 11.74 HA 176 26.83
45~64 127 19.36 JIE-N 28 4.27
NG 288 43.90 1 fi Jo 20 3.05
wEFEM 2020 178 27.13 U 105 16.01
2021 218 33.23 TRy 12 1.83
2022 100 15.24 YT 22 3.35
2023 86 13.11 HoAh 7™ E BT A 87 13.26
2024 74 11.28 A ] M 0~30 181 27.59
REHRB EE 434 66.16 31~60 8 1.22
FEH 222 33.84 >60 12 0.91
F 4 KEFERAMESIREHRZE 30 LN EIEIE
Table 4 Risk signals of the top 30 lemborexant frequency rankings

HiEE o/l ROR (95% CI) PRR (42 ik nil  ROR (95% CI) PRR ()
ZTERK 127 520 (433, 625) 478 (38747) |25 12 239 (135, 421 237 (957)
REEAIRMEE R 68 2640.07(2054.09, 3393.23)2496.39 (160417255t &: 12 258 (146, 455) 256 (11.46)
WG 65 1671 (1301, 2145) 15.89 (909.54) | iRTiEsk 9 344 (179, 663) 343 (1549)
B 61 8919 (6894, 11539) 84.89 (5049.82 Y HE{r0E" 9 108.07 (56,05, 20836) 107.30 (94550)
S 32 5558 (3912, 7897) 54.18 (1669.14)| [ A448i% 8 427 (213, 856) 425 (1992)
SR 31 247 (173, 352) 243 (2633) |fTEhREAHE" 7 965 (459, 20.29) 961 (53.98)
HEAZEE 21 1623 (1055, 24.99) 15.98 (295.06) IS 7 303 (144, 637 302 (947
RMERAE 20 574 (369, 892) 566 (7697) |z 7 928 (441, 1951) 9.23 (51.42)
HIRRSHAE 17 4089 (2533, 66.00) 4034 (651.89) |AIPAE 7 4639 (2206, 9756)  46.14 (308.84)
FERE 17 291 (1.80, 469 288 (2096) |FHEbAE 6 19558 (8754, 43696) 194.65(1150.78)
PR3 17 254 (157, 410) 252 (1565) [|fiEi 6 1993 (894, 4446) 1984 (107.33)
HBRMTH 15 1221 (7.34, 2033) 12.08 (152.55) [EUUB PR 6 1207 (541, 2693) 1202 (60.63)
XI5 13 893 (517, 1542) 885 (9058) &K 6 289 (130, 645) 288 (7.39)
PRI IR 13 3525 (2040, 60.89) 34.89 (427.74) |iE% 5 733 (304, 1764) 730 (272D
ZIPHEAER 12 373 (211, 659) 371 (2371 BT TFR% 5 620 (258, 1493) 6.18 (21.74)

*FIN VLA PRI AN RN

* Indicates adverse reactions not indicated in the instructions.
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Table S Top 30 risk signals in the signal strength ranking of lemborexant
HikiE o/l ROR (95% CD PRR () HikE n/fl ROR (95% CI)  PRR (4®)
RENRVEMERE 68 264007 (205409, 339323)2496.39 (160 4174t 5 1551 (6.44, 37.34) 15.45 (67.58)
PE(HIE 6 19558 (87.54, 436.96) 194.65 (1150.78)| 44 3 1319 (4.25, 40.95) 13.16 (33.70)
R 9  108.07 (56.05, 208.36) 107.30 (945.50) |Siiti [ #4479 15 12.21 (7.34, 20.33) 12.08 (152.55)
Bl 61  89.19 (68.94, 11539)  84.89 (5049.82 \BHMHIAMEMZR" 6 12.07 (541, 26.93) 12.02 (60.63)
SR 32 5558 (39.12, 78.97)  54.18 (1669.14 )\ THRLFEAE" 4 1065 (399, 28.42) 10.62 (34.85)
BUEIE 7 4639 (22.06, 97.56)  46.14 (308.84) |HIhERH" 7 965 (459, 2029) 9.61 (53.98)
BEYVRASHAE 17 40.89 (25.33, 66.00)  40.34 (651.89) [HEHRFIEZ 4 942 (353, 2513) 9.39 (29.99)
JIRS 8 3 4018 (12.93, 124.81) 40.08 (114.23) |#sh" 7 928 (441, 1951) 9.23 (51.42)
HhE] & B 13 3525 (2040, 60.89)  34.89 (427.74) |4J¥t 13 893 (517, 1542) 8.85 (90.58)
IR GCEil 3 779 (251, 24.18) 7.77 (17.70)
eI 6  19.93 (8.94, 44.46) 19.84 (107.33) [ifs%" 5 733 (3.04, 1764) 7.30 (27.21)
N R 4 19.82 (743, 52.91) 19.76 (71.22) |4 3 731 (235, 22.70) 7.30 (16.30)
W& 65  16.71 (13.01, 21.45)  15.89 (909.54) [lHH A AE 5 671 (279, 16.16) 6.69 (24.20)
MAHMHTE 4 1668 (6.25, 44.52) 16.63 (58.75) |kiE 4 631 (236, 16.84) 6.29 (17.81)
PELEEAE HIINAE g 3 625 (201, 1942) 6.24 (13.21)
HEMZEE 21 1623 (1055, 2499) 1598 (295.06)  |EiR/AKF T4 5 620 (258, 1493) 6.18 (21.74)
*FF VBB RIS R
* Indicates adverse reactions not indicated in the instructions.
#z6 FEFEFTREGEFRRSEFZETHNIHER
Table 6 Distribution of lemborexant adverse events in different system organs
BERGHK B HE% WH RGN Bk %
BRAINE RGN 335  26.82 |HFIH RSN 11 0.88
EUETEN 274 2194 |ARBLEEI 10 0.80
L G VR KT A R RN 250 20.02  |H MRk IR 6 0.48
BRWE . PEIAREIRE 109 8.73 |5tk A S 6 0.48
B R G % 45 3.60 |fIE RGN 5 0.40
WP RS B K R 950 39 3.12 A 3 0.24
AL B 25 2 A 450 35 2.80 | RGN AR 3 0.24
BRI 27 216 |[SFFAR K EEIT AR 2 0.16
Fe Wk e Bz LR 20 1.60 |BEURHA. o4 A A B P AR L 2 0.16
TG AR G ISP 19 152 |th g 2 0.16
M &= eI 15 1.20 R EME TR ME CEREIRIRFE AR 1 0.08
D ERS B 15 120 |5 RGN 1 0.08
W B A PR 2R G5 13 1.04 |l i B bk B R G g5 1 0.08
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