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Analysis of Adverse Drug Events Related to Semaglutide Injection ( Weight-Loss Formulation )
Based on the U.S. FAERS Database

WANG Mengyang, WANG Zhihong, LI Xinyan, MA Yinglin, DONG Bin ( Dept. of Pharmacy,
National Cancer Center/National Clinical Research Center for Cancer/Cancer Hospital, Chinese
Academy of Medical Sciences and Peking Union Medical College, Beijing 100021, China)

ABSTRACT OBJECTIVE: To systematically mine and analyze the adverse drug events (ADE) signals related to
semaglutide injection ( weight-loss formulation) based on the U.S. FDA Adverse Event Reporting System (FAERS) ,
so as to provide scientific references for its clinical application in weight management. METHODS: Using the
OpenVigil 2. 1-MedDRA platform, ADE reports for semaglutide injection ( weight-loss formulation) from its market
launch up (2021) to the second quarter of 2024 were collected from the U. S. FAERS. By referring to both domestic
and international drug instructions, proportional reporting ratio and reporting odds ratio methods were used for the
analysis. RESULTS: A total of 2 641 ADE reports with semaglutide injection ( weight-loss formulation) as the primary
suspected drugs were retrieved, predominantly in females (1 979 reports, 74.93% ). Most patients were aged >18 to
60 years (1 022 reports, 38.70% ), with the United States being the primary source of reports (2 211 reports,
83.72%). The main ADE were gastrointestinal disorders and general disorders ( totally 801 reports, 30.33%). A
total of 94 ADE signals were identified, distributed across 19 System Organ Classes ( SOC), with gastrointestinal
disorders being the most common. Forty-five newly identified ADE involving 16 SOC mainly consisted of injection-site
reactions, reproductive system and breast disorders, and eye disorders. CONCLUSIONS: The main ADE related to
semaglutide injection ( weight-loss formulation) are gastrointestinal reactions. However, there are other ADE with
similar clinical manifestations that require careful differentiation during clinical use. In addition, injection site
reactions and disorders of the reproductive system and breasts ( relatively common but not yet listed in drug
instructions) also warrant close attention to ensure medication safety.
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