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Adverse reactions of obeticholic acid based on FARES database in real world
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Abstract: Objective To explore the adverse event of obeticholic acid based on FARES database, and provide guidance for clinical
practice. Methods The obeticholic acid-related adverse event reports were collected in the FARES database from May 27, 2016 to
June 30, 2023. The top 50 adverse event reports were extracted. Reporting odds ratio (ROR) was utilized for signal detection of adverse
drug reaction. Results A total of 5 800 adverse event reports with obeticholic acid as a primary suspicious drug were retrieved from
the FARES database. The top 5 adverse events were pruritus, fatigue, nausea, arthralgia, and death. The top 50 reported adverse events
were analyzed for adverse reaction risk signals, and 36 adverse reaction risk signals were detected, mainly involving gastrointestinal
system (6), skin and subcutaneous tissue (5), biochemical examination (5), nervous system (4), hepatobiliary system (4), etc. Thirteen
adverse events uncovered by the label were screened out, and the top 5 new adverse event risk signals were missed medication,
abdominal distension, dry skin , memory impairment, and insomnia. Conclusions According to the real world data of adverse events
of obecholic acid, the potential risk of adverse reactions was analyzed comprehensively, which suggested clinical attention and further
safety evaluation, and provided a reference for effective pharmaceutical care and clinical rational drug use.
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Table 1 Fourfold table of disproportionality methods
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Fig. 1 Trend of annual adverse event reports of obeticholic acid
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Table 2 Basic characteristic of adverse event reported on
obeticholic acid
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Table 3 PT of top 10 adverse events related to obeticholic acid
ARFEMPT WA 5 HE/% socC
R 2122 36.59 JE B % TR RS
=7 744 12.83 S B MR S 2R 25T 25 P S N
DL 301 5.19 B % R Y5
KT 253 4.36 B LR B I 45 4 L 25
T 251 4.33 A B PR Je 45 R A A5 T R B
2 241 4.16 JE B % TR RS
{5 ik 230 3.97 B i R G
PZIL Y| o 226 3.90 A B PR Je 45 R A A5 T R B
{EREIRTT 214 3.69 B FAR R ETT AR
S 212 3.66 T2 RGN

&4 REHAET 50 (LAY ER DIREERHE AT R R N XSS 58 B 7 #i ik s R
Table 4 Screening results of signal intensity analysis for top 50 reported adverse reactions related to obeticholic acid
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