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Mining and research on the adverse event signal of exenatide microspheres
based on FAERS database

ZHANG Lianging', LUO Yan?, YANG Ti?, YAO Jiachen?, LI Wenyan’( 1. Department of Pharmacy, The First Affiliated Hospital
of Naval Medical University, Shanghai 200433, China; 2. Department of Clinical Pharmacology, Shanghai Pudong New Area
Gongli Hospital, Shanghai 200135, China)

[Abstract] Objective To explore the risk signals of adverse events (ADE) in the use of exenatide microspheres by the FDA
adverse event reporting system ( FAERS ), and provide reference for clinical rational drug use and drug safety. Methods With
exenatide microspheres as the target drug, the search keywords were Exenatide Microspheres for Injection, LY05006 , AC 2993 LAR
and Bydureon . SAS software was used to extract the ADE report data from January 2, 2012 to March 31, 2023 in the FAERS
database and the duplicates were removed. Data mining of exenatide microspheres-related ADE reports was performed by the
reporting odds ratio method and the comprehensive standard method. Results A total of 27 248 exenatide microspheres-related
ADE reports were retrieved, involving 27 SOCs, of which 4 719 were severe ADE reports. The reporting personnel were mainly
consumers ( 18 435 cases, 67.66%), and the reporting countries were mainly the United States (26 295 cases, 96.50%). A total of
163 ADE risk signals were obtained by reporting odds ratio method and comprehensive standard method, including new adverse
reactions such as abnormal blood cholesterol, elevated lipase and mixed hyperlipidemia. Conclusion Based on the FAERS
database, the post-marketing ADE of exenatide microspheres was mined and analyzed, which could provide reference for clinical
medication safety and improvement of patients' medication compliance.

[Key words] exenatide microspheres; FDA adverse event reporting system; data mining
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