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Real-world study of adverse events associated with vericiguat based on FAERS
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Abstract: Objective To analyze the adverse drug events of vericiguat in the real world using FAERS database, and to provide
reference for safe clinical medication. Methods The reporting odds ratio method and the proportional reporting ratio method were used
to mine the adverse drug events data of vericiguat in the FAERS database from the first quarter of 2021 to the second quarter of 2024,
with vericiguat as the primary suspected drugs. Classification and description of adverse drug events was conducted using the system
organ class (SOC) and preferred term (PT) of the Medical Dictionary for Regulatory Activities. Common adverse drug events signals
by above two methods were screened. Results A total of 692 cases of adverse drug events were obtained. Most patients were men,
with the age of over 50 years old. The main sources of reported events were the United States and Japan. The reported events mainly
occurred in 2022 and 2023. The main outcomes of reported events were death and hospitalization. Mining for vericiguat found that
there were 11 SOCs and 23 PTs. Conclusion Based on the real-world data, this study comprehensively analyzed the adverse drug
events characteristics in the actual clinical application of vericiguat, providing references for clinical use and related research.
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Table 1 Basic information of adverse event reports of

vericiguat
{55 s Ms%

5 5 424 61.27
S 192 27.75

ARA 76 10.98

WIS 18~50 15 217
51~75 107 15.46

>75 136 19.65

AR 434 62.72

WEEK. A4 EH 512 73.99
aH X HA 102 14.74
PEYEF 21 3.03

11 10 1.45

B 7 1.01

Brig LB 7 1.01

BN 6 0.87

H 5 0.72

WORF 3 0.43

B/H 2 0.29

5 2 0.29

L5 2 0.29

El R 2 0.29

e 2 0.29

HAth 9 1.30

REFEH 2021 4 93 13.44
2022 4F 249 35.98

2023 4F 270 39.02

2024 4F 80 11.56

g5 b A 133 19.22
f& e 8 1.16

G 5 0.72

fE 131 18.93

HAb A 415 59.97
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Table 2 SOC classification analysis of adverse event signals of vericiguat
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7 SR 3 20 2.89
8 BN KR R 2 17 2.46
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11 AR B IR 1 4 0.58
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Table 3 Frequency and intensity analysis of adverse event signals of vericiguat
75 PT Ei e 4 L 1% ROR (95% CI) PRR (y»
1 R 115 16.62 18.07 (14.79, 22.07) 15.23 (1530.20)
2 HTH 80 11.56 2.67 (211, 3.37) 2.47 (72.14)
3 DAIEEE 71 10.26 31.56 (24.68, 40.35) 28.42 (1854.92)
VN 50 7.23 3.55 (2.66, 4.74) 3.37 (82.60)
5 ZiikEH 36 5.20 4.75 (3.40, 6.65) 4,56 (97.53)
6 #Im” 21 3.03 430 (2.78, 6.63) 4.20 (48.31)
7 AERRIRIT 15 217 2.92 (1.75, 4.88) 2.88 (16.72)
8  Akh 14 2.02 6.43 (3.79, 10.92) 6.32 (57.69)
9 BEIhREME 14 2.02 4.66 (2.69, 8.07) 459 (33.14)
10 S 13 1.88 25.53 (14.74, 44.21) 25.07 (276.61)
11 HIAR 13 1.88 468 (2.71, 8.11) 4.61 (33.40)
12 ZiAm % 13 1.88 451 (2.61, 7.8D) 4.45 (31.48)
13 &K 12 1.73 412 (2.33, 7.29) 4.07 (24.85)
14 8 1.16 2.94 (1.46, 5.90) 2.92 (8.28)
15 THAEmE A 6 0.87 20.04 (8.97, 44.79) 19.88 (89.45)
16 Z5¥sRIA At 5 0.72 7.02 (2.91, 16.91) 6.97 (19.96)
17 DEhEEAL? 5 0.72 477 (1.98, 11.49) 474 (11.27)
18 N Kufy B ZUFIAN I R T 4 0.58 127.31 (47.49, 341.33) 126.58 (378.08)
19  MmAEET% 4 0.58 35.86 (13.41, 95.92) 35.66 (102.15)
20 LHLEATE 3 0.43 187.13 (59.86, 584.99) 186.32 (379.31)
21 RN 3 0.43 37.60 (12.08, 117.00) 37.44 (72.94)
22 DU 3 0.43 6.33 (2.04, 19.68) 6.31 (8.62)
23 =EOEEHE 3 0.43 6.11 (1.97, 18.99) 6.09 (8.18)

EVA I PT: #5EMAEAHSRH PT.
" PT that appears in the instructions; # PT associated with indications.
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