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Drug Risks Signals Associated with Immune Thrombocytopenia Based on the U. S. Food and
Drug Administration Adverse Event Reporting System Database*
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Pharmacy, Hebei General Hospital, Shijiazhuang 050051, China)

ABSTRACT OBJECTIVE: To retrieve and evaluate the adverse drug events (ADE) signals associated with immune
thrombocytopenia (ITP) based on the OpenVigil 2. 1 pharmacovigilance data analysis website, so as to provide certain
reference for the clinical safe application of related drugs. METHODS: Data from the U. S. Food and Drug
Administration Adverse Event Reporting System ( FAERS) database on the OpenVigil 2. 1 pharmacovigilance data
analysis website from the first quarter of 2004 to the third quarter of 2024 were analyzed. Data with preferred terms
(PT) as “Immune thrombocytopenia” were extracted, and the RxNav website was queried for brand name and generic
name searches. Duplicate generic drug names were merged, and values of proportional reporting ratio ( PRR) and
reporting odds ratio ( ROR) were recalculated for the ADE data. Relevant drugs were classified according to the
anatomical, therapeutic and chemical classification system ( ATC) to form the sunburst diagram. RESULTS: After
screening and merging, 1 400 drugs were obtained, and 230 drugs were judged as effective signals. According to the
classification of ATC, the most common drugs of ITP were antineoplastic and immunomodulating drugs (L), anti-
infective drugs (J), and drugs of gastrointestinal system and metabolic system ( A). The top three drug that caused
the strongest ITP signals were alemtuzumab, cefotaxime hydrochloride, and doxofylline. CONCOLUSIONS: By using
the OpenVigil 2. 1 pharmacovigilance data analysis website to mine ADE signals in the FAERS database, it is possible
to provide early warnings for clinical practice and take active intervention measures, thereby reducing the harm caused
by drug-induced adverse drug reactions.
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