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[Abstract] Objective To explore and analyze adverse drug events (ADE) signals of azithromycin, identify
common adverse events and suspected adverse reactions that occur easily in the real clinical application of
azithromycin. Methods  The adverse drug event reports related to azithromycin recorded in the US FDA Adverse
Event Reporting System database from October 1, 2003, to October 1, 2023, were mined using the OpenVigil 2.1
drug surveillance platform. Signal detection and analysis were carried out using the reporting odds ratio (ROR) and
Bayesian confidence propagation neural network method (BCPNN). Results A total of 5498 ADE signals were
identified, with a total of 112485 reports. Eventually, 31, 041 azithromycin—associated adverse event reports were
extracted, involving 898 positive signals, 27 system organ classes, mainly concentrated in respiratory system
diseases, infections, gastrointestinal system diseases, and others. Additionally, some adverse reactions possibly
caused by azithromycin were discovered, such as asthma, wheezing, and potential reactions like incomplete

abortion. Conclusion  When using azithromycin, besides paying attention to the adverse reactions listed in the
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drug instructions, we should also pay attention to some adverse reactions that have not been timely recorded or

updated, in order to prevent the medication safety risks caused by outdated instructions, provide reasonable

medication advice, and ensure the medication safety of patients.

[ Key words] Azithromycin; Adverse drug events; FDA adverse event reporting system; Data mining and

analysis data mining
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Tab.2 Basic information for ADE report on Azithromycin
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Tab.3 Top 30 ADE signals by reporting frequency
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Tab.4 Top 30 ADE signals in terms of signal strength
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Tab. 6 Suspicious adverse reactions

soc PT(H5%50)

R AR e P SERYPPERCE 2 *(5), FERIRAEEHF*(13), AR ODR*(9), PARDZRREELAE*(10),
SEEG AT R R BB ER*(3), RNRE R (23), R DA BT R
ex(9), DRIEG*(4), AZRME SN EE R * (32), SES AT R 5L+ (88) . ik
ISR AT PRI (24) . KRBT (6)

P e FEVI/FVC 54 *(8), IHZNRER A i+ (118), A= i+ (3), Mil X i 5
*(140), MR AETE*(8), BEE T —IEnBikL*(9)

BB L R GBS BULZVER AR (5), B AE*(17), GREFR*(6). MR LahlkIcz*(6)

L &SNS )N NS

EI BN WS EN ]
GEORI P R R L

S B PRB B 25 2L A o S

JERMEZIFLIN*(10), 23S BIEMR*(6). X EWEAIFAAE* (7). IRl REsm
*(21), LIPMGEIRTE*(4), BEIMAT RS AR *(6) . 8/ MR LLFl k> (22), hit4x
BAE*(4), BEnmAS MR ZEPE IR BB e (15) . SR HAL* (7). SR RE IR
PEINE*(8)

WLBE AT R B A4 (3), B RZE*(3)
AR *(132). MaEIRIE*(4)
F B EERE* (17), JFZL%(7)

NPMI S0, SHIREE IR, SERPERTESE* (6)

o9 R et WAL £ AR ST A (6)
e e PR e eree ). e
T

AT B MRS e (4)

KM R SR ULy e (12)
SR e IR (4)

*FINZAN BN AR WA ERARTE B ROV

FEL 24 b b T B B 22 ST RE S FEUN A AN R
JIE, AN T FARES ¥ FEAE 545 b iy 4 1
TN ) 235 W AS [R) b DX A i, ARAIF 9% B00d K
WA VR TR E X, W NREA S >, A
[vi) s XN R R =0 1 S B 2 A 1 O Pl BB A7 AE —
ERRBEE M2, TCIEB IR A O RS A& b 2
AR e Az 3 20 R ab & WM ARES £ 1) ADE
BARE, AR E LMLt A, FAERS
Bs PR [ R R, Ay R R
AIRE S IR . A E R RSN, D&
BE D IEREIE R . AIHASE, Mol Rn
M—ERE A AR, ke R R, HE
5B I RE R I — 2D ik

AR5 HE T L R, B FAERS 0906 2
T ADE 2 5 %t B A 8 R D3 AR T AN R S
AT T BN AR 38T . K3 ADE {5512
YIVERBRES N . PRI R | nEE Lk B 5E
PERE . BB R . Mg SRR S

VLT 48 K ity B 25 5 3R A RS R BEAS — B,
A BAE ML B RS . S i . A4l
5, R T YU ERIC R E S, Al
ol arEg R R R —E 2%, LI
RINEGA R B R

[ 30K ]

(11 RIKRT, T 305, B3, B a5 8 2 4 BUF 5% 1 ik J
[J]. Krep241), 2009, 24(2): 11-15.

[2] kMR, E&E, L, 5. PR R R /A RS
ot (D). IR 25 903R 7 4435, 2011, 9(3): 42-
46.

(31 AEJRAK, JTRRAE, JRIGERS . 54k A FRIE A5 B &7 5 3R e
ISMAMRBEIR IR YT b E B (Y7 AU e A ko (D],
HE SE 2 BERE, 2024, 33(3): 107-111



22 ENIERR RN S 1T

hitps://kyxuebao.kmmu.edu.cn

% 46 &

(4] BXEER R=AE, 0K AR ZURembtE R
Py 1], SN 25 (B 2R 0, 2023, 44(1): 33-38.

[5] Sangeda R Z , William S M , Masatu F C , et al. Antibiotic
utilization patterns in Tanzania: A retrospective longitud—
inal study comparing pre— and intra—COVID-19 pandem—
ic era using Tanzania medicines and medical devices au—
thority data [J]. JAC Antimicrob Resist, 2024, 6( 3) :
dlae081.

Lol JAMSHN, mete, 1= a, 55, By 5 R PRI % 4x
WFSE: BT AL RUTTT 5 4F 25 dh oA RS I &t ().
H B e 242 2%, 2020, 40(7): 809-814.

(71 XUBAEE. 386 il vy B 22 51 A2 24 i A B S s 41
SrdT [0] ANAEERR, 2020, (14): 648.

[8] YinG, Song G, Xue S, et al. Adverse event signal min—
ing and serious adverse event influencing factor analysis of
fulvestrant based on FAERS database [J]. Sci Rep, 2024,
14(1): 11367.

091 M58k, yifdy, S5, . 22T FAERS BOHi I 4F
LIRS BT EL IS IO BB EE S 12408 0] v BB
FHZ}2#, 2023, 40(7): 956-963.

L10] TERS, MR A, XUHE A, 45, JE T FAERS %l AR
IRIRA R S3248 [J). PEZY 5, 2023, 34(23):
2906-2909.

[11] Moore N, Thiessard F , Begaud B . The history of dispro—
portionality measures ( reporting odds ratio, proportional
reporting rates) in spontaneous reporting of adverse drug
reactions [J]. Pharmacoepidemiology & Drug Safety, 2010,
14(4): 285-286.

C12] 5K, F£L075, Bh ot 45 T BCPNN i B[ ] 4 il
FIZE TR 1] A It g ity L 11 /5 22 4 AR 5 A2 40 5 0F

#r (1], EZG B, 2021, 32(16): 2012-2018.

[13] BRizE, (2R A, 20547, 46, SRR DA R i
S HIZHE S AT (D). TR E 2P, 2023, 34(11): 1374-
1378.

C14] H#, XK, AEHG, 45, FLTF FAERS £t PE45 48 0 36 v
WY A R SR AES (1] Y 5lEIR,
2024, 39(1): 224-230.

[15] Tang S, Wu Z, Xu L, et al. Adverse reaction signals min—
ing and hemorrhagic signals comparison of ticagrelor and cl—
opidogrel: A pharmacovigilance study based on FAERS[J].
Front Pharmacol, 2022, 13: 970066.

[16] Lenehan P J , Schramm C M , Collins M S . An evaluation
strategy for potential QTc prolongation with chronic azith—
romycin therapy in cystic fibrosis [J]. Journal of Cystic
Fibrosis, 2016, 15(2): 192-195

L17] &R, IR, Tor ¥, 4. Biar a2 RSt m e
AN B I PRASAE 5 75 16 PR 22 A% o e 2 S AL A
3% 1), MG IRZ59iR 7 A%, 2023, 21(11): 65-70.

(18] mifR4s. Bl ar s 2 A8 JLARHIG PRIV i BRI 5 2452
5T L], HEW S ik A=, 2023, 38(12): 146-147.

[19] LiJ, Chen Y X, Peng D Q , et al. Signal mining and ana—
lysis of teriparatide adverse events based on FAERS data—
base [J]. Drugs & Clinic, 2023, 38(1): 194-200

[20] BRFA, XI/AR, 5 30k, 4. 5F FAERS (1) B U0 F 1A
3o U N A 40 5 5 e R 2R 1 DG IE 4T (/0L

B% 24 2 2% i, 1-8[2024-06-14]. hitp://kns.cnki.
net/kems/detail/42.1204.R.20240125.1415.004.himl.

[21] BEHAX, HIEHL, HfhR, 4. T FAERS ks PRy fi
BRIPYUZ G512 500 U] BURE S5IRIR,
2023, 38(12): 3106-3111.


http://kns.cnki.net/kcms/detail/42.1204.R.20240125.1415.004.html
http://kns.cnki.net/kcms/detail/42.1204.R.20240125.1415.004.html
https://kyxuebao.kmmu.edu.cn



