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Detection and evaluation of drug signals of arrhythmic adverse reactions
DU Xueting,GAO Lingna,SUN Hongshuang,ZHU Xiaoli

Author Affiliation:Department of Pharmacy, Hengshui People's Hospital, Hengshui, HeBei 053000, China
Abstract: Objective To detect and evaluate the drug signals of arrhythmic adverse drug reaction (ADR), and to provide reference
for clinical safe drug use.Methods Arrhythmogenic ADR signals received from the spontaneous notification system of the US FDA
Adverse Event Reporting System from the first quarter of 2004 to the fourth quarter of 2020 were collected. Proportional reporting odds
ratio (ROR) and proportional reporting Odds ratio (PRR) were used to detect signals. The basic information (including gender, age, re-
porting year, reporting country, serious ADR) and safety warning signals of corresponding patients in ADR reports were analyzed.Re-
sults  Of the 65 536 ADR reports collected, there were 20 401 ADR reports that retained the primary suspected drug and concomitant
drug excluding duplication. Except for the ADR reports with unknown gender and age loss, the gender distribution of included patients
was slightly higher in females than in males (9 918 vs. 8 401), and the proportion of age range from 50 to 75 years old was relatively
high. The rest of the distribution was more balanced. The most reported years were 2005, 2011, 2012, 2018 and 2019, and the main re-
porting countries were the United States and Germany. There were 11 158 serious ADR reports (54.7%), mainly "hospitalization or pro-
longed hospitalization", 16.88% in death. A total of 478 ADR signals were obtained, involving 19 systems such as cardiovascular sys-
tem (122), endocrine system (48), antipsychotic system (43), nervous system (32), anti-infective system (22), respiratory system (22),
blood system (17), and anti-tumor system (16). The top 10 drugs in the ranking of arrhythmia induced ADR signal frequency were rofe-
coxib (frequency 1 795), rofecoxib (frequency 1 792) and acetaminophen (frequency 1 393), levothyroxine (frequency 912), metoprolol
(frequency 879), valsartan (frequency 805), rolitazone (frequency 798), propofol (frequency 776), furosamide (frequency 687), hydro-
chlorothiazide (frequency 635). The signal intensity of cephalothiophene was the highest, followed by acetaminophen. Conclusions
Cardiovascular system, antipsychotic system, nervous system, anti-infective system, respiratory system, blood system, anti - tumor drug
induced arrhythmia safety risk is higher. When taking medicine, we should be vigilant, early detection and timely discontinue medi-
cine, and actively give symptomatic treatment to reduce the harm of drug-induced adverse reactions.
Key words: Drug-related side effects and adverse reactions; ~ Arrhythmic; Detection; Mining; Adverse drug reaction reporting

systems; ADR signal
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