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Signal mining of vericiguat-related adverse events and characteristic analysis
of elderly patients based on FAERS database
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[ Abstract] Objective To identify potential adverse event signals associated with vericiguat
through the Food and Drug Administration Adverse Event Reporting System (FAERS) database, and to
provide early warning of potential drug risks for clinical practice. Methods The reports were aggregated
from the first quarter of 2021, when vericiguat was introduced to the market, to the third quarter of
2024 in the FAERS database. Reports in which vericiguat was identified as the primary suspect (PS)
drug for adverse drug events (ADEs) were selected. Adverse events were standardized using the system

organ classes (SOC) and preferred terms (PT) from the Medical Dictionary for Regulatory Activities
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(MedDRA). The reporting odds ratio (ROR) method and the proportional reporting ratio (PRR) method, which were
commonly employed in pharmacovigilance, were utilized for risk signal mining. Results A total of 755 ADE reports
identified vericiguat as the PS drug. The elderly population aged 75 and above accounted for 21.55%. The indications
for the reported ADEs were predominantly chronic heart failure. By calculating using ROR and PRR methods, 127
positive signals were identified. According to SOC, the adverse event terms with stronger signals were primarily
concentrated in the category of cardiac organ diseases. According to PT classification, the incidence of hypotension,
dizziness, and anemia was prominent, which was consistent with the description in the drug label. Among the elderly
patients, the signals for anemia and renal failure were particularly prominent. Conclusion This article explores and
analyzes the ADE signals of vericiguat in the FAERS database, which is consistent with the drug description. It is
overall safe and controllable. Hypotension, dizziness, and anemia are adverse events with significant positive signals,
which are consistent with previous clinical research conclusions. For elderly people aged 75 and above, anemia signals

are particularly evident, and positive signals appear in renal function impairment, indicating clinical attention to

medication monitoring for the elderly and further ensuring medication safety.

[Keywords ] Vericiguat; Adverse events; Pharmacovigilance; Food and Drug Administration Adverse

Event Reporting System
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Table 1. Disproportionate league table and calculation

formulae
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Table 2. Basic information of vericiguat-related ADE

reports
T H B FIRH (%)
531
% 474 61.16
u 222 28.65
AT 79 10.19
A (%)
<18 0 0.00
18~65 60 7.74
65~75 69 8.90
=75 167 21.55
AT 479 61.81
TE IV AE
DR 201 25.94
P 5 68 8.77
FolE O ) 3 27 3.48
HA 48 6.19
AP 431 55.61
I AR 2 =)
BT 142 18.32
fi K i 6 0.77
B 154 19.87
B 4 0.52
HoAth 91 11.74
NE 378 4877
2 (d)
<3 16 2.06
3~30 30 3.87
30~60 5 0.65
>60 18 2.32
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Figure 1. Number of vericiguat-related ADE reports by
season
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Table 3. Vericiguat risk signal mining results sorted by ROR

Hey PT ADEH ROR (95CI% ) PRR Va

1 PEMEAT O 1 1199.62 (144.26, 9976.01) 1198.08 255.80
2 CRERHRIERYT 2 800.78 (185.49, 3457.01) 798.72 805.93
3 M T 1 599.81 (77.90, 4618.51) 599.04 137.28
4 WUAFASbIEYY 1 553.67 (72.34, 4237.56) 552.96 127.40
5 Jik FE AR 1 514.12 (67.52, 3914.50) 513.46 118.84
6 HWEE K 1 479.85 (63.31, 3637.09) 479.23 111.35
7 D E IS AAR 1 479.85 (63.31, 3637.09) 479.23 111.35
8 FHZ5 RN 5 R UR 245 5 S AR 1 276.84 (37.52, 2042.57) 276.48 65.58
9 gl satte 1 199.94 (27.38, 1460.08) 199.68 47.59
10 [is4=gng 1 194.53 (26.66, 1419.59) 194.28 46.31
11 S 1 184.56 (2532, 1344.98) 184.32 43.95
12 VNEESE N 1 17137 (23.56, 1246.70) 171.15 40.81
13 [ R TA AT B AR 1 126.28 (17.46, 913.06) 126.11 30.00
14 D EEAAE 3 124.42 (39.65, 390.38) 123.94 248.93
15 R PR AR S 1 119.96 (16.60, 866.67) 119.81 28.48
16 LB HE R AR 2 118.15 (29.16, 478.62) 117.84 127.49
17 S E 8 112.38 (55.70, 226.74) 111.23 755.55
18 gk &M L 1 105.85 (14.68, 763.25) 105.71 25.06
19 ZAREEAL 1 97.27 (13.50, 700.55) 97.14 22.98
20 JYERE HA 1t 1 87.78 (12.20, 631.39) 87.66 20.67
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Table 4. Vericiguat risk signal mining results sorted by number of ADE

Hy PT ADEHit ROR (95C1% ) PRR 7
1 GRINES 90 15.16 (12.16, 18.89) 13.51 1037.37
2 b A 84 278 (222, 3.49) 2.59 83.62
3 L 65 26.16 (20.28, 33.73) 24.05 1413.09
4 S 55 3.66 (2.78, 4.82) 3.47 96.34
5 7 it R (Al 40 1.70 (124, 2.34) 1.66 10.26
6 T B = 31 3.78 (2.64, 5.42) 3.67 58.16
7 XfEsZ 26 2.00 (1.35, 2.95) 1.96 11.57
8 WA IR R ¥ 26 1.38 (0.93, 2.04) 1.37 227
9 7 25 428 (2.87, 6.37) 4.17 57.55
10 I HEREAIR 24 11.02 (7.34, 16.56) 10.71 202.04
11 J b il FH [ 24 3.18 (2.12, 4.78) 3.11 32.68
12 ARF 18 6.74 (422, 10.75) 6.60 80.29
13 RN 18 0.69 (043, 1.10) 0.70 2.14
14 i 18 0.58 (0.37, 0.93) 0.59 484
15 AR SR 17 424 (262, 6.86) 4.17 38.03
16 {EBEIRYT 17 249 (1.54, 4.02) 2.46 13.36
17 K 15 5.19 (3.11, 8.65) 5.11 45.65
18 Heyz 15 0.94 (0.56, 1.57) 0.94 0.01
19 HIEAR 14 454 (2.67, 7.70) 4.47 34.48
20 25PN 52 14 332 (1.96, 5.63) 3.28 20.05
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Table 5. Classification of positive signals and the number of ADE in patients
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