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Signal mining of adverse events induced by vancomycin exposure during
pregnancy based on FAERS database
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Abstract: Objective To explore the adverse event signals of vancomycin in pregnancy, so as to provide evidence-based references
for rational clinical medication during pregnancy. Methods To employ the reporting odds ratio method and bayesian confidence
propagation neural network method to perform signal detection and analysis on adverse event report data associated with gestational
exposure to vancomycin, which were collected from FAERS database between January 2004 and December 2025. Results A total of
921 vancomycin-related adverse event reports (330 cases). 24 Positive signals were identified for vancomycin. Vancomycin-induced
acute kidney injury was identified as a high-intensity risk signal, while infusion reactions and leukopenia were moderate-intensity
signals. Positive signals of congenital anomalies associated with vancomycin included bronchopulmonary dysplasia and acute
porphyria. Conclusion The use of vancomycin during pregnancy warrants vigilance over medication-related risks in mothers and
fetuses. Close attention should be paid to adverse events in offspring.
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Table 1 Basic information for adverse drug event reports
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Table 2 Positive signals for vancomycin-associated adverse events (excluding offspring)
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Table 3 Positive signal reports of adverse events in offspring
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Table 4 Positive signals for monotherapy with vancomycin

during pregnancy

PT n/l ROR (95% CI) IC (ICo2)
a2 5 1165 (477, 2842)  3.50 (0.85)
B 5 7343 (3002, 17961) 6.14 (1.28)
SRR 4 86.11 (3176, 23345) 6.38 (0.94)
AL 4 397.22 (14441, 1092.63)8.54 (0.97)

LA

T EEEN RN, 3 2540.01 (70948, 9093.49)10.96(0.37)

24 WHIREAAHEREHAAMESIZREER
FHUOR PR 2 T8 45 24 5 RV 2R ORI sk 4%
Je i FH0R (S BHLE DRUG % DECHAL
B, FME Bk € X DECHAL= “Y”, REEZ
B E G A R R 2R eiEIE, HZAWm g
TR EAREEZ5%) (ROLE_COD=PS). 3K732:3
RBAMERA 33 6, BMEGESH 4 4 BREaEEH
SR EES, RAFEES, WEKS.
3 it
i B R AR B SRR AR R F R
FHIEAS S 22 F AR, ki g il Z A5 5
72 51T g5 R RN B T S0TE A R T 22 AH OG0,

*5 WRAAGERZFELIHAMMESKHNER
Table S Detection results of positive dechallenge signals
for vancomycin exposure during pregnancy

PT n/fl ROR (95% CI) IC (ICo2s)
SMEER 6 109.18 (47.91, 248.78)  6.69 (1.60)
BIYIMIB = S 4 634.45 (228.71, 1760.00) 9.19 (0.96)
HYNAI D AE 4 128.49 (47.22, 349.67)  6.94 (0.95)
I #B 58 ot 3 497.07 (154.63, 1597.88) 8.87 (0.49)

R G TT E S EUR E L IREEAE . 77 e AN
KA W4 R (BAAZET . R R A ) LU |
SCREMRE AR WP IE SRS v E P L
o R AR ~ SR AR N 5 T 9% 55D R AR ZR I s
3 M R T ] 4 2 SRR A 11 e BRI 2R B4, KT 43
AN R A 4G Je N T . BB /INFMEG 2R AR
AT [ P AR T A DL S BRI L ] PP R
AJWBET. XREMAEAR . IENE . X
JOR A7 S5 R A S RRE AR B4 AR DG 1ES-281, - FLR= )| Ji
HIERCREA MR E B R A1 . XREMAEEAR
LR LR B 15 . IRAEE NG 5% . iRFs <
FERH . 2 PECIURE < 10 3 P4 H IS . SRR T
HRBEBENBEGE SR Br7)L. IREE. PR
PEOME. AR EIL. XEMEE R B
A2 JLRFIRE IR . H AR LI 32 v 5 B G A L A7 AR
FHIRAE

LS LAl E S N GRS E K S N
T TE I RIAEM I 3 1 R S RIS 1 B e
PEL B IR IR EAE, BRESHER
AHOHSC . T3 & R A T S R o
SRR IRIT A2 —, AT SR
] oo AL g8 i Wbt FH 245 H s 75 vt 25 25 41 9 AR nb ik
J P 2 08T, S IR S 2L K A s AR
BB RTL, FEMAE RGeS0 Ik
IREIA N FERER. B EME RGP
ARG 3 CHR RAEATR] T S5 38 10 s 2% &
fiE) & 259, WO O MERGR. EIR. WA
BEARUR AN R B8 N Fds A R 2 7, S b 24
WD R A2 O N 25 TP 2HA, i ke
X Bk (PXR) /AHRAHE S e 524k (CAR) %15
SNz P450 (CYP) figRik, FE3RIT4NHIT 25
MAT M, MERXT §-F 2 LN R A& g 1
(ALAS1) By S m4ii], i p -2 & & A R
(ALA). NMHEJE (PBG) Eph & aE M a7~ &1,
HET AR S A 2 I s G0 1921 6 5]tk bk




ENBEIOH 2026494 AR & 5tk &

Drugs & Clinic

Vol. 41 No. 9 September 2026  * 2697

WA RFA, HHERFEATIRITE SRR
KR AR TR SRR, 4 5] [RI IR T M S SR 45
TEFI SV, 2 BImTE A, 4 BIRZR, 2
WISV B EEA 25, SRV 2P I H 5 ik
SRAEAERE IR, 22 e Mr iR B2 L & 24
AT REMAR T AR . SR TIEIEYE, i
B = 5 R NSRRI EE L . T R R
JR RS e, ARt RFE CYP450 BRI, A
- FHIE ALAST ik ARHF5T 2N p 5515
5, HAEYF AT, TR BRI, FEaE
Wi~ TR R SR RS 3 WlEE LR
HICER, RATRITIREIE. IREIER 25815
W, AR R E I EE. D ER B R AN
B Dhae it ) fa i e 2 s oe 23, Bk LG IR
S BERFBAM TG 3 FIE
ORI A FEEEAE . AR AR S 2 X
o H AT IO UEE SCRE G & R R O L
o, BRERE MEA ST g, B O T RE
5 2P A L B g A0 LA AR A R W R I B
K. IR LVAEKSZBRIE A a5 E5%. W)
TR O A REE . B, R LisE R R,
ATREEL PUMRZE . PUORZG . SRIERE SR LE
K SZBR ARSI INAE OGR4, eI R i B R S
JUEKSZ IR ABSIGINAH G . A ARSFOR TR RS
fif ) LAE K A2 BRATAE R

A FAEER R, RERESZEAF, Wk
iy 2. B EHEHREEER . A ARFEARAE
T[] S5 0 Sk 2k T B O 14 R 4 1 23 A R HE AL
SERAHER. WORAMK. AR, ERRER.
P E AL A2 HL J7FE S L FH B v]
AE SRS RATAEIR A R o 540 AN B A0 B 5w
/>, B§ A ROR A1 BCPNN VEZEATR I, 45 A g
TEAEMRPATEZE AL . B SOOI DG, oy B
Tt F S5 RS BRI RN 36250,
HL A YR IR 5T SCHRA PR, A5 7 K B PR A 7 56
IEFRR K R

CE LRI, BRURHATE 254 S e DU G,
BRI REIR NBER AR R PR, 22 A 1 e A 4 Bk
o, BRI AR A e B R, g 4 G
PE, FRARREE AR, /DA DBEMEIT S . A
FUR B2, SRR N EERCANAR
RN, 1 RE B URIAREE A R i 4E. iR Aigs 3
AN UEGRIABUR G 7 il e R 2 R4t =%

R, it DR SR T

MBFR AR FARGEA G R

SE 3

(1]

(2]

(3]

(4]

[5]

(6]

[’

(8]

[°]

[10]

[11]

ER DAERERIPAT. KT ER AR FERNG
FEFHRI (2023—2027 ) K@EH [EB/OL]. E TJ»
B[R (2023) 9 5. (2023-08-17) [2026-08-17]. https:/
www.gov.cn/zhengcee/zhengeeku/202308/content_ 690032
0.htm.

Gongalves B P, Procter S R, Paul P, et al. Group B
streptococcus infection during pregnancy and infancy:
Estimates of regional and global burden [J]. Lancet Glob
Health, 2022, 10(6): e807-e819.
AR E R B ERE =, THREFERET R &
FEREAA. TRTE A B OB BR B () K IR
[7]. FRAeF=E 22 &, 2021, 24(8): 561-566.

ACOG Committee on Obstetric Practice. Prevention of
group B streptococcal early-onset disease in newborns [J].
Pediatrics, 2019, 144(2): €20191882.
Committee on Practice Bulletins-Obstetrics. ACOG
practice bulletin NO. 199: Use of prophylactic antibiotics
in labor and delivery [J]. Obstet Gynecol, 2018, 132(3):
e103-e119.

Middleton P G, Gade E J, Aguilera C, et al. ERS/TSANZ
task force statement on the management of reproduction
and pregnancy in women with airways diseases [J]. Eur
Respir J, 2020, 55(2): 1901208.

Kelly C R, Fischer M, Allegretti J R, et al. ACG clinical
guidelines: Prevention, diagnosis, and treatment of
clostridioides difficile infections [J]. Am J Gastroenterol,
2021, 116(6): 1124-1147.

Joshi M D, Pais G M, Chang J, et al. Evaluation of fetal
and maternal vancomycin-induced kidney injury during
pregnancy in a rat model [J]. Antimicrob Agents
Chemother, 2019, 63(10): e00761-19.

Council for International Organizations of Medical
Sciences. Practical Aspects of Signal Detection in
Pharmacovigilance: Report of CIOMS Working Group VI
[M]. Geneva: CIOMS, 2010: 53-62.

Liu S, Xu J, Yuan Z, et al. A disproportionality analysis of
insulin glargine in the overall population and in pregnant
women using the FDA adverse event reporting system
(FAERS) database [J]. PLoS One, 2025, 20(9): ¢0331489.
KL B LR B2 A BSOS YSCER AR
8 SN [EB/OL]. (2018-12-19) [2026-08-20]. https://
www.nmpa.gov.cn/xxgk/ggtg/ypggte/ypqtggtg/20181221
172901438.html.



©2698 A HBEIH 20265FE9 A AN HHHkA  Drugs & Clinic Vol. 41 No. 9 September 2026
[12] Dockree S, Shine B, Pavord S, et al. White blood cells in STIE WA, T E 2T e FE W 2 TAER A

[13]

[14]

[15]

[16]

[17]

(18]

[19]

pregnancy: Reference intervals for before and after
delivery [J]. EBioMedicine, 2021, 74: 103715.

Carter S W D, Neubronner S, Su L L, ef al. Chorioamnionitis:
An update on diagnostic evaluation [J]. Biomedicines,
2023, 11(11): 2922.

Khan M, Nabi W, Aziz N, et al. US neonatal mortality from
perinatal causes [J]. JAMA Pediatr, 2025, 179(8): 918-919.
Chnattingius S, Johansson S, Razaz N. Apgar score and risk
of' neonatal death among preterm infants [J]. N Engl J Med,
2020, 383(1): 49-57.

Ehrhardt H, Behboodi S, Maier R F, et al. Five-minute
apgar scores and its prognostic value for mortality and
severe morbidity in very preterm infants: A multinational
cohort study [J]. BJOG, 2026, 133(4): 649-659.

Badia B M L, Serrano P L, Barile J P, et al. Practical
recommendations in the treatment of acute and chronic
life-threatening infectious diseases in patients with acute
hepatic porphyria [J]. Metabolites, 2025, 15(2): 99.
Norwegian Porphyria Centre(NAPOS).
(JO1XAO1) [EB/OL]. Acute Porphyria Drug Database.
[2026-08-20]. https://drugsporphyria.net/monograph/ 2682/
JO1XAO1.

hRE AR R &, PRES SN SN

Vancomycin

[20]

[21]

[22]

[23]

[24]

[25]

2. SRR ERE RN 2T R R 3R R (2024 /R [J].
rrAE P IR 2k &, 2024, 40(11): 907-919.

Roveri G, Nascimbeni F, Rocchi E, et al. Drugs and acute
porphyrias: Reasons for a hazardous relationship [J].
Postgrad Med, 2014, 126(7): 108-120.
Thunell S, Pomp E, Brun A. Guide
porphyrogenicity prediction and drug prescription in the
acute porphyrias [J]. Br J Clin Pharmacol, 2007, 64(5):
668-679.

Wang Q, Zhuang J L, Han B, ef al. Drug-associated

to drug

porphyria: A pharmacovigilance study [J]. Orphanet J
Rare Dis, 2024, 19(1): 286.

A, AR, TR, NSRS D Ee R
faR R & i [J]. MR 255 54k, 2024, 37(6):
523-526.

Committee on Practice Bulletins-Obstetrics. Fetal growth
restriction: ACOG practice bulletin, number 227 [J].
Obstet Gynecol, 2021, 137(2): el16-e28.

Fusaroli M, Salvo F, Begaud B, et al. The reporting of a
disproportionality analysis for drug safety signal detection
using individual case safety reports in pharmacovigilance
(READUS-PV): Development and statement [J]. Drug
Saf, 2024, 47(6): 575-584.

[Fiess  &iR]


https://drugsporphyria.net/monograph/%202682/%20J01XA01
https://drugsporphyria.net/monograph/%202682/%20J01XA01

