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Abstract: Objective To mine the signals of adverse drug events in the real world after the launch of tenapanor by FAERS database,
aiming to provide a reference for its clinical safe and reasonable use after the launch of tenapanor in China. Methods The adverse
event reporting data related to tenapanor from the FAERS database from the 3rd quarter of 2019 to the 1st quarter of 2025 were
extracted. After data cleaning and standardization, the adverse event risk signals were screened using the reporting odds ratio method
(ROR) to mine adverse event reports with tenapanor as the primary suspected drug were mined. At the same time, the obtained adverse
event signals are compared with the latest revised drug instructions to explore potentially suspicious new drug adverse events. Results
A total of 2 088 adverse events reported with tenapanor as the primary suspected drug were obtained, involving 1 066 patients, with a
slightly higher proportion of men than women (47.66% vs 43.15%). The main reporting countries were the United States (81.43%) and
Japan (17.82%). After removing signals involving drug indications and excluding abnormal medications such as drug use, intentional
misuse of drugs, product prescription problems, etc., a total of 54 related adverse events risk signals were excavated, involving 13
organ systems. Among the adverse event signals, diarrhea, death, hospitalization, abdominal distension, abdominal pain, dizziness, etc.,
were also detected. Adverse events not mentioned in the instructions, such as vomiting, cardiac arrest, hypotension, muscle spasm, as

well as rare adverse events such as rectal bleeding and hyperkalemia, which deserve further attention. Conclusion The adverse events
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that occurred in the real world after the launch of tenapanor were mined based on the FAERS database are consistent with the drug

instructions, but there are some potentially suspicious new drug adverse events. During the patient’s treatment with tenapanor, clinical

pharmacists and physicians should pay great attention to this part of the adverse events; for rare adverse events (such as rectal bleeding),

vigilance should be raised and clinical verification should be further strengthened.
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Table 1 Proportional imbalance method four grid table
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Table 2 Basic information of tenapanor-related adverse

event reports

i H n/% R R /%
4 51 ot 460 43.15
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FERIS <17 1 0.09
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Table 3 Top 20 PT in number of adverse event reports and signal intensity of tenapanor
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Table 4 Detection results of adverse event reports signals not included in tenapanor specifications

PT soc n/ffl  ROR ROR (95% CI FR)
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