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ABSTRACT OBJECTIVE; To mine the adverse drug event (ADE) signals of remimazolam based on the U. S. Food
and Drug Administration Adverse Event Reporting System ( FAERS) database, so as to promote clinical safe
medication. METHODS: ADE reports related to remimazolam from the launch time to Dec. 31st, 2024 were collected
from the FAERS database, the System Organ Classification (SOC) and Preferred Terms ( PT) in the 25. 1 edition of
the International Medical Terminology Dictionary was used as reference to perform classification and standardized code
on ADE, the report odds ratio (ROR) and proportion report ratio ( PRR) methods in the disproportional imbalance
method were used for data mining. RESULTS: A total of 116 ADE reports related to remimazolam were retrieved,
among which 108 were severe ADE reports. A total of 12 ADE positive signals were mined, involving 6 types of SOC,
including vascular and lymphatic diseases, respiratory system, thoracic and mediastinal diseases, cardiac organ
diseases, immune system diseases, various examinations and various neurological diseases. The PT with the highest
signal strength included vascular access occlusion, delayed recovery from anesthesia, laryngeal spasm, central
pulmonary alveolar ventilation insufficiency, respiratory depression, bronchospasm and circulatory collapse, among
which 6 PT included vascular access occlusion, delayed recovery from anesthesia, central pulmonary alveolar
ventilation insufficiency, allergic shock, circulatory collapse and cardiac arrest were not recorded in the dispensatory.
CONCLUSIONS: ADE caused by remimazolam include vascular and lymphatic diseases, respiratory system, thoracic
and mediastinal diseases, as well as immune system disease. In addition to the adverse drug reactions recorded in the
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drug instructions, severe ADE such as vascular access occlusion, delayed recovery from anesthesia, central pulmonary
alveolar ventilation insufficiency, allergic shock could be caused by remimazolam, which are not recorded in the drug

instructions with poor prognosis.

KEYWORDS Remimazolam; Adverse drug events; Data mining; Report odds ratio; Proportional report ratio
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