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Signal mining and analysis of adverse events related to vibegron based on the
FAERS database
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Abstract: Objective To mine the adverse drug event signals of vibegron using the FAERS, and provide references for the safety risk
control and clinical rational use of vibegron. Methods Adverse drug events data related to vibegron from the FAERS database
between September 21, 2018 to February 26, 2025, were collected. Signal mining was performed using the ROR, PRR, and BCPNN
method. The top 20 adverse drug events ranked by reporting frequency and signal strength, as well as adverse drug events categorized
by organ systems, were statistically analyzed. Results A total of 69 adverse drug event signals for vibegron were identified, with
common adverse drug events including headache, urinary retention, diarrhea, urinary tract infection, frequency of urination, urinary
incontinence, nocturia, involved 15 organ systems, primarily focusing on renal and urinary system diseases, gastrointestinal disorders,
infectious diseases, and various neurological diseases. Conclusion When using vibegron clinically, attention should not only be paid
to the adverse reactions listed in the drug label but also to those not mentioned in the label. Early evaluation of unlisted adverse
reactions, especially in female and elderly patient populations, should be conducted to minimize medication risks and ensure patient
safety.
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BN 16.1%231, JBE T I ZAE 1) 26 256 Bl 4F %
WK, 60 & UL M2 aE NREART, B
T SIRE H B AR B 20%~30%, 1 70 % LA L
N B ST RE R 40%. BT R, REHIX
JES DR Ik P v S ) B B AR AR R 22 e, IR
FEETE BIE 0 A R B 260N 20% 471, [ I BEVE BiE
FEG 1) — 2T VR U AL 259, (H X L2 4[A]
T RSN RSB, TS EUEF AR A 8,
UEAk, A SCRRIRIE HUIEmR AE 2570 1 RAUE A
R e AP R XSG A DL o-11

Y DA B T T A DA B e I B2 Vi B YR T AT
kT ERKRM, S5ESMPURRZYHELG, 48 0
BELEST R R N2, RN A R OB (O
EFL) B NERRIS100, Hhah, ok DR FE A s As
AR RS EE B IR BE 2 MK, — DT T HAE
RIS I v KAV T 23 AR A O, 4 Dk
B —M R B-3 B RSN, nl oA I E
JRIL, SN e &, AT R A, R S SuE
PR REERIRIR. 2018 29 H 21 H, HAZME
T A RLE SN (PMDA)D 4 UK FH T Bt
I RETESIIE . 2020 4 12 A 24 H 25 E &5 25 5 &
J (FDA) ik Uk B FH 11677 SuB IR 2%
PR PRATIIBS R I B VS B - 2024 4F 12 H 24 H
FUGRAEE FDA fltdE, FTEE RS EE
IPE CRMEIRREE, JRSARAD JFIEERZ Rk
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N, YE DR BEIE T I I FE Vs BIE A A R e 4
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PREEFIAE A AR 2558, kIR, 6
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fro A (EFREZ A5 S (Medical Dictionary
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EARE (PT) MRSGHEE TR (SOC) WA RFH:
HEATARAEA AL 3 H: 52 BOME B IR H ST, 3 it
FUIIHER BRI B

12 A%
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B (0 K H 95% B85 X 8] FFR (IC-2SD), #
IC-2SD>0 A[iAE 1 MBHIEAE S5 24 ROR. PRR Al
BCPNN [T &5 R /- G hrERT, WARRARK T 1
ME5, HitEEE KK RS S TSARSE
PEZ AR S MR SR . 515 5 1288 715 T S AR
HENLEE 2.

2 &%
2.1 FREMRENELRER
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2 H 26 HILILE] 18613 992 filk, Eid ik 32
DAY LR B R 1 BB A RS 3 330
By, Hrp e EA R FARE I 527 4, 205 4E DU
Bl 15 ) 15.83%; 4EDURGFE ETHES 147 (2021
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Table 1 Four-grid table of ratio imbalance method
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Table 2 Main algorithms for signal detection
WARES N BI{E

ROR % alb 95%CI F>1, n=3
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PRR 7% o (ated PRR=2, y*=4, n=3

PRR= o>
BCPNN i a (a+btet+d) IC—2SD>0
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=los T o @t

B NEE. HA; & atE s 56.07%, k5
24.32%, PGB ST BN THER AR,
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Table 3 Basic situation of the adverse event report related

to vibegron

TiH WwERM MRE%
AR 2021 4F 195 5.86
2022 4E 64 1.92
2023 4 1335 40.09
2024 4E 1736 52.13
5 pra i 1867 56.07
Piyis 810 24.32
AKHn 653 19.61
WS <18 5 0.15
18~44 20 0.60
45~64 89 2.67
=65 487 14.62
AKHn 2729 81.95
AR BRI 157 4.71
20 300 9.01
WHHE 2860 85.89
ENll 13 0.39
iREX e 3230 97.00
HA 97 2.91
I N 1 0.03
ENll 2 0.06
Byt e R 2803 84.17
PEE AR 527 15.83
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S ARMARAE, M 3 330 34 DU FEA OCAS R 354
i R ZIR B A RS 5 69 S, Hod 54 M2
TR LT AN R N . HEXF R SOC 403K 15

A, (B SEHEALHT 3 11 SOC N'B Ik Kk JR R4t
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R A BRI
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Table 4 Vibegron alert signal affects systems/organs

SOC 43 PT (#]%E%O E58C R MRH%
IR R R ARG/ JRUERE (158) . JRAT (123) | JRIGEET (114) . WRAET (112) .« 22 792 35.22
HEREAE" (700 + JRA" (55) . KZE" (35) . MR (21). IR
TIRET™ (19) « HEIRIRZE™ (15) « BB (12) « BEEZE" (1)
FEEANITE™ (8)  BRIK™ (7) « BFR" (6) « mskikBEm” (6)
RAEES (4) | JREMRKEE (4 . EHMREE (3) . Bt
RGEERT (3) | AR R (3)  HERBEAST (3D
SR JEYE (155) . fEfh (84) . T (72) . K™ (22) . IEAK 14 441 19.61
(13) . T (7) « ALITRZEE" (6) . MH{E" (6) BB (6) .
KAERHAE" (5)  FAFIAHT (4) « HHER A (3) o B (30) «
JEHFAIE" (28)
G RAZ YIS PREZIEG: (126) B2 (28) B ™ (15) . RFPIRIERR YL (100 . 5 183 8.14
BFaER (@
MR RG . B WS (67) . MEWET (44) . BT (28) . CIMAAET (21) L A 7 176 7.83
P SR (7))« PREEWMEGEEE (5  WET (5)
KRR RGBT Sk (168) 168 7.47
R B RS fes (700 . 4B (38) . HEkE (27) 3 135 6.00
W ML AMEREKT (42) BT (19) | BUZRET (36) BT (32) 4 129 5.74
Hh R
MESMHEERER  WHR 46 . 4" (36) 2 82 3.65
HHRRE R s (12) . JRAFBERIE (5O | MEFAE (260 3 43 1.91
B I R BRI FRRUR M (33) 1 33 1.47
SRR R g TR (200 1 20 0.89
AL/
(TS IR 1 17 0.76
AR5 B 9500 THR* (10) . HEAM™ (3 2 13 0.58
R B8 TR RHEE (1D 1 1 0.49
EFRGLAMER SRR (3D . BEKIhREERET (3 2 6 0.27
it 69 2249 100.00

HETAE 2 S UL TR T IR BL R
* Indicates adverse reactions that are not mentioned in drug instructions.
filon, BHFEEH (65 5 UL E) (5 14.62%, iX0]
AE -5 29 2RI IO ok B2 3 B 1 7 B P I A 1
TG ANAE OGR2-24, H T, 4k DA BB AR AR 7T,
B 0 B PR 35 e AT H, AR S ACHE T xS
FAERS ¥4 )0 #r, 1 R 25 i e A, DA
W2 DURS R LR p BB R i 2 A 4Rt 2%
32 EMESHH
SR VAL 4 DURS B I 22 A, AT R
ROR.PRR #1 BCPNN #47{5 5l . Ko, BCPNN
5:AHEL ROR VAA PRR 75 REBUE — M, (H2 4R
. HEE R AR S ER R Imm iz e, PR
BCPNN & 5 Xk 515 5 B gHAT HE 1250, it A
BIE 70 A I 4 DA B 8 TR 5 32 290 A £ B T A s

IRERGHI G BRGNS AR G A
M2 RGPINEITIH, X5 UHEHRARR
REARRSKBONAIR, RS T AHE T AE
£ PT JZIH I, A0t TE R LA iyt
AESMIARFME T W IHA RFAFUI0,
BEE (RS, LT SRR SE AR IR PR P AT H0E.,
R T LR AFELYIU A A R
FE, W R IR PRREE. RRIE. HEIR
WAL T RS, XEES R BRI B
WK FR G T, X RES 4 DUR B 1 25 B T
Ko MAL, ML A AN B G I AR R R
GBI, XSRS B AT RERG I PRI PRRZESE
Ko JB5 RS LT R AN ZR DD RERR X 2 DA R
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Table 5 Top 20 adverse events signals with the highest reported frequency of vibegron
PT soc n/f ROR (95% CD) PRR (Chi-Square) IC (1C-2SD)
Skym BRME ARG 168  2.68 (2.30, 3.13) 2.64 (172.3D) 1.40 (1.16)
JRUE B B IE % PR 2R R 158 48.22 (41.16, 56.49) 47.03 (7083.72) 5.55 (4.95)
185 B W R G050 155  2.46 (2.09, 2.88) 2.42 (130.53) 1.28 (1.03)
JREGIRG, Y AR YA 126 7.50 (6.28, 8.94) 7.37 (694.57) 2.88 (2.55)
JRAI B K PR 2R B 123 29.74 (24.87, 3556)  29.17 (3337.95) 4.86 (4.31)
JRIREE" B HE R IR RS 114 38.13 (31.67, 4591)  37.45 (4029.58) 5.22 (4.55)
BIRAE" B HE R IR RS0 112 95.24 (78.93, 114.92) 93.55 (10 149.80) 6.53 (5.40)
Rl B R YR 84  4.00 (3.23, 497) 3.96 (186.68) 1.99 (1.62)
BES B RS 72 8.97 (7.11, 11.3D) 8.87 (503.16) 3.15 (2.66)
HEJRIR S B B R IR R e 70 18.68 (14.75, 23.64) 18.48 (1155.67) 4.21 (3.54)
iR WP R4 B K R 3T 67 10.58 (8.32, 13.47) 10.48 (574.55) 3.39 (2.85)
JRE "XE}‘&M@%@}E{%T 55 49.30 (37.78, 64.33)  48.87 (2565.52) 5.60 (4.33)
I B 5k A R 46 6.33 (4.74, 8.46) 6.29 (204.78) 2.65 (2.08)
A0 & i ﬁ%ﬁaﬁﬂﬁ&éﬁéﬁ%ﬁ&%ﬁfirﬁ 42 2.79 (2.06, 3.79) 2.78 (48.07) 1.48 (0.98)
e I 55 9k B SR 36 3.39 (2.44, 4.70) 3.37 (60.21) 1.75 (1.19
A B R B PR 3R B9 35 3243 (23.25, 4523)  32.25 (1056.16) 5.01 (3.62)
B A VR M AR S AR Y. 32 3.84 (271, 5.43) 3.82 (66.78) 1.93 (1.31)
BRI PPRARSE. R 28  4.88 (3.37, 7.08) 4.87 (86.01) 2.28 (1.56)
e B o R G5 22 212 (1.40, 3.23) 2.12 (13.04) 1.08 (0.41)
MR B NE R IR RS 21 20.36 (13.26, 31.27)  20.30 (384.47) 434 (2.82)
*FORTEL UL P R B R BLRRY
* Indicates adverse reactions that are not mentioned in drug instructions.
F6 HIUSERSEEHZI 20 NHNTREHES
Table 6 Top 20 adverse events signals of vibegron reported strength
PT soC n/f ROR (95% CI) PRR (Chi-Square) IC (IC-2SD)
% e i &5‘% B A B PR 2R B 3 192.25 (61.23, 603.59) 192.16 (558.35) 7.56 (0.51)
BRI REREAS AT R 5 K ANRRIR 3 172.27 (54.94, 540.20) 172.19 (500.84) 7.40 (0.51)
BRIE BRI IR RGO 112 95.24 (78.93, 114.92) 93.55 (10 149.80) 6.53 (5.40)
SRR ES BHE AR ARG 19 77.73 (49.45, 122.19) 77.50 (1422.35) 6.26 (3.35)
JBE AN & B AT % 4 PR B S 8 64.90 (32.36, 130.16) 64.82 (499.00) 6.01 (2.03)
[l e s 22 B R R R GERR 11 60.05 (33.17, 108.71) 59.95 (633.31) 5.90 (2.50)
HERIBZE B R R Gk 15 59.68 (35.89, 99.22) 59.54 (857.56) 5.89 (2.95)
RE BRI R R GER 55 49.30 (37.78, 64.33) 48.87 (2565.52) 5.60 (4.33)
PRV B B E S IR RS R 158 48.22 (41.16, 56.49) 47.03 (7083.72) 5.55 (4.95)
2R A TE B 40 % FLR B 3 46.22 (14.86, 143.77) 46.20 (131.97) 5.52 (0.46)
JRAME R I ”"HJI&/MR%@W%F 4 4536 (16.98, 121.20) 45.33 (172.52) 5.50 (0.90)
BIR s 1 2 17 40.96 (25.42, 66.01) 40.86 (657.96) 5.35 (2.98)
F% B EHE IR ARG/ 12 38.17 (21.64, 67.33) 38.10 (431.68) 5.25 (2.50)
JRIRAE B IR R G ER 114 38.13 (31.67, 45.91) 37.45 (4029.58) 5.22 (4.55)
JAE B R R Gk 35 32.43 (23.25, 45.23) 32.25 (1056.16) 5.01 (3.62)
JRA B KR RGERR 123 29.74 (24.87, 35.56) 29.17 (3337.95) 4.86 (4.31)
FEMEIRIEE" AR IR RS 3 23.44 (7.55, 72.80) 23.43 (64.24) 455 (0.38)
TR T R B A B PR 2R S 6 21.17 (9.50, 47.18) 21.15 (114.89) 4.40 (1.35)
J% B e B LR ARG 21 20.36 (13.26, 31.27) 20.30 (384.47) 4.34 (2.82)
ﬁkﬁi@x&* BT IR RSG5 70 18.68 (14.75, 23.64) 18.48 (1 155.67) 421 (354)
T(ﬂi uulﬁ'.Eﬂ ﬁﬂ:TRE&H’J/b YA

* Indicates adverse reactions that are not mentioned in drug instructions.
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