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Data — Mining of Dexmedetomidine — Related Adverse Drug Reaction Based on FAERS
PEI Yuwen', JI Peng', ZHOU Lingyan', WU Bin'?, HE Zhiyao"?, XU Ting'*?
(1. West China Hospital, Sichuan University, Chengdu, Sichuan, China 6100415 2. West China School of Pharmacy, Sichuan University , Chengdu, Sichuan,, China  610041)
Abstract: Objective To mine the dexmedetomidine — realated adverse drug reaction(ADR) signals, and to provide a reference for safe
use of dexmedetomidine in the clinic. Methods The American Standard Code for Information Interchange(ACSII) data files of 60 quar-
ters(from the first quarter of 2004 to the fourth quarter of 2018) were downloaded from the FDA Adverse Event Reporting System
(FAERS). Medex UIMA_1. 3.7 system was used to standardize the drug names,and MedDRA21.1 was used to systematically map and
translate ADR names in the REAC table. The reporting odd ratio(ROR) method and proportional reporting ratio(PRR) algorithm were
used to detect ADR signals. The basic information of reported patients,types of reporters,time distribution and country distribution, signal
detection results, combined medication, and medication for special groups were analyzed. Results A total of 9 289 249 ADR reports
were extracted, including 852 ADR reports with dexmedetomidine as the "primary suspect drug”,involving 1 902 ADR cases. A total of
129 signals were obtained through ROR method,and 126 signals were obtained through PRR method. Except for the three signals of "off
label use” "infectious pneumonia” and "hypertension” , the signals obtained through ROR method coincided with those through PRR
method. The reported cases of dexmedetomidine —related ADR in 2016 increased by 2 times compared with those in 2015. The United
States and Japan might pay more attention to dexmedetomidine —related ADR than other countries. Among the ADR reporters, physicians
and other health professionals accounted for 76.29% (650/852),and pharmacists accounted for 16.55% (141/852). The median age of
the patients was 55 years old,and the average age was 48 years old,the elderly over 60 years old accounted for 28.87% (246,/852).
Among the top 50 ADRs of occurrence frequency,the most involved system organ class(SOC) was heart organ diseases, accounting for
24.32% (213/876) ,among which the occurrence frequency of bradycardia was the highest,accounting for 32.86% (70/213). Anesthetics
were the main drugs in the top 10 dexmedetomidine —related ADRs reports of drug combination of. Conclusion During the intravenous
infusion of dexmedetomidine, the heart rate and blood pressure of patients should be closely monitored. When dexmedetomidine is com-
bined with sevoflurane, the blood pressure should be closely monitored. The elderly patients should reduce the dose as appropriate to
avoid ADR. In the clinical application, attention should be paid to the dextromethordine —related safety.
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Tab.2 Basic information of dextrometropidine —related ADR reports
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