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Mining and Analysis of Teduglutide-Related Adverse Drug Event Signals Based on the U. S.
Food and Drug Administration Adverse Event Reporting System Database®

LI Wenrui, WANG Xiaoxiao, TANG Zongwei, CHEN Wanyi ( Dept. of Pharmacy, Chongqging
University Cancer Hospital, Chongqing 400010, China)

ABSTRACT OBJECTIVE: To explore and analyze the risk signal of teduglutide, so as to provide reference for
clinical rational drug use. METHODS: The OpenVigil 2. 1 online data platform was used to extract teduglutide-related
adverse drug event ( ADE) reports from the U. S. Food and Drug Administration Adverse Event Reporting System
(FAERS) database until the fourth quarter of 2023. The proportional reporting ratio (PRR) method and Bayesian
confidence interval progressive neural network ( BCPNN) method were used to mine the teduglutide-related ADE
signals. According to the International Dictionary of Medical Terms (26. 1 Edition), ADE reports were described by
Systematic Organ classification (SOC) and preferred term ( PT). RESULTS: A total of 10 955 ADE reports were
obtained, with “teduglutide” as the “primary suspected drugs”, including a higher proportion of female patients
(6 207 reports, 56.66% ), with the largest proportion of patients aged from 45 to <65 years (2 344 reports,
21.40% ) , mainly reported in the United States (8 271 reports, 75.50% ). A total of 704 positive signals and 27 112
ADE cases were detected, involving 26 kinds of SOC, among which the number of signals ranked by gastrointestinal
system diseases took the lead (137 signals, 19.46% ). Sorted by signal intensity, the main focus was on stoma related
PT (thrombosis at the stoma site, reduced bowel volume at the gastrointestinal stoma, abnormal bowel volume at the
gastrointestinal stoma). Ranked by reporting frequency, the top five PT were body weight loss, vascular device
infection, diarrhea, nausea, and abdominal pain. PT such as COVID-19 and peripheral swelling were not mentioned
in the drug instructions of teduglutide. Four PT ( vascular device infection, stoma complications, device related

sepsis, and increased bowel volume at the gastrointestinal stoma) were all ranked on the top 50 in terms of reporting
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frequency and PRR signal intensity. CONCLUSIONS: Teduglutide-related ADE are mainly in gastrointestinal disorders

and most of them are consistent with the drug instructions. Special attention should be paid to ADE such as duodenal

polyps in clinical practice. It is recommended that patients who use teduglutide complete colonoscopy before treatment

and follow up promptly after treatment. COVID-19 and peripheral swelling are potential ADE of teduglutide, which

need to be continuously monitored and further validated in the future treatments.
KEYWORDS Teduglutide; Adverse drug events; The U. S. Food and Drug Administration Adverse Event Reporting

System database ; Signal mining
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