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Mining and Analysis of Formoterol-Related Adverse Drug Events Signals Based on the U. S.
Food and Drug Administration Adverse Event Reporting System Database®

WU Zebing', LI Xiao®, ZHU Qingxia'(1. Dept. of Pharmacy, the Ninth People’s Hospital Affiliated
to Shanghai Jiaotong University School of Medicine, Shanghai 200011, China; 2. Dept. of Pharmacy,
Handan Maternal and Child Health Hospital, Hebei Handan 056000, China)

ABSTRACT OBJECTIVE: Based on the database of the U. S. Food and Drug Administration Adverse Event
Reporting System (FAERS) database, to mine the adverse drug events ( ADE) signals related to formoterol, so as to
provide reference for clinical safety medication. METHODS: Data of formoterol-related ADE in the FAERS database
from the first quarter of 2004 to the second quarter of 2024 were retrieved, disproportionality analysis method was used
to mine the signals and perform correlation analysis. RESULTS: A total of 17 947 720 ADE reports were obtained,
with 53 352 754 cases of ADE occurred, among which the number of patients in the target drug population with
formoterol as the primary suspected drug was 1 987, with 6 878 cases of ADE occurred, the proportion of patients aged
from 65 to <75 years was relatively high. A total of 96 positive signals were detected, involving 17 system and organ
classifications, which mainly focused on respiratory systems, thoracic and mediastinal diseases, the preferred terms
with higher frequency of positive signals were dyspnea, asthma, coughing, etc. Among the formoterol-related ADE,
the correlation coefficient r between gastrointestinal system diseases and heart organ diseases was 0.826 7, P<
0.000 1; the correlation coefficient r between systemic diseases as well as various reactions at administration sites and
gastrointestinal system diseases was 0. 907 0, P<0.000 1. CONCLUSIONS: Most ADE cases involved by formoterol
are respiratory systems, thoracic and mediastinal diseases, among the system and organ classifications involved in the
ADE, gastrointestinal system diseases and heart organ diseases, gastrointestinal system diseases and systemic diseases
as well as various reactions at administration sites have strong correlations, which suggests that the correlations between
these ADE should be paid attention during clinical medication, and timely intervention or early prevention should be
carried out to ensure medication safety.

KEYWORDS Formoterol; FAERS database; Adverse drug event; Signal mining; Disproportionality analysis method
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