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Signal Mining and Analysis of Adverse Events Induced by Minocycline in Children Based on the
U.S. Food and Drug Administration Adverse Drug Event Reporting System Database

GUAN Xiaochan', GENG Dongli', QIAN Qifang’, DUAN Meng’, LIU Nannan® ( 1. Dept. of
Pharmacy, Beijing Yanhua Hospital, Beijing 102500, China; 2. Dept. of Pharmacy, Special Medical
Center, Strategic Support Force of PLA, Beijing 100101, China; 3. Dept. of Pharmacy, the First
People’ s Hospital of Beijing Dongcheng District, Beijing 100075, China; 4. Dept. of Pharmacy,
China-Japan Friendship Hospital, Beijing 100029, China)

ABSTRACT OBJECTIVE; To mine and analyze the adverse drug events induced by minocycline in children based
on the U. S. Food and Drug Administration Adverse Event Reporting System ( FAERS) database, so as to provide
references for safe clinical medication. METHODS: Through the OpenVigil 2.1 platform, the data of adverse drug
event reports with minocycline in patients <18 years from Jan. 2004 to Sept. 2023 in the U.S. FAERS database were
retrieved, the related data were analyzed based on the report odds ratio method. RESULTS: A total of 888 adverse
drug event reports with minocycline in children were retrieved, and 181 positive risk signals were found, involving 24
systemic organ classifications, mainly including various types of nervous system diseases, systemic diseases and various
reactions at administration sites, hepatobiliary system diseases. The top 5 positive signals were acute thyroiditis
(ROR=6 095.230), necrotizing vasculitis ( ROR =1 745.871), eosinophilic myocarditis ( ROR = 604. 196 ) ,
fibromuscular dysplasia ( ROR =429.429) and thyroiditis ( ROR =418.641). Among them, as an adverse drug
reaction not mentioned in the drug instructions, thyroiditis not only had higher positive signal, but ranked in the top 10
in terms of the number of reported cases. CONCLUSIONS; When minocycline is used in children, except for the
known adverse drug events, increased attention needs to be paid to thyroiditis as well as acute thyroiditis, related
indicators need to be monitored during medication, and the drug needs to be selected carefully.

KEYWORDS Mycoplasma pneumoniae; Adolescent acne; Minocycline; Adverse drug event; U.S. Food and Drug
Administration Adverse Event Reporting System Database
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