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Signal Mining of Respiratory System Adverse Drug Events Induced by Tramadol Based on FAERS
HUANG Yuhuan ,LUO Qunzhi
(Yong'an Municipal Hospital ,Sanming , Fujian, China  366000)

XEHS 1006 — 4931(2025)13 - 0120 — 05

Abstract: Objective To mine the respiratory system risk signals of tramadol,and to provide a reference for its clinically safe use.
Methods The data of adverse drug events (ADEs) related to tramadol in the U.S. Food and Drug Administration Adverse Event
Reporting System (FAERS) were searched from the first quarter of 2004 to the fourth quarter of 2023, the respiratory system -
related ADE reports induced by tramadol were screened,and the reporting odds ratio (ROR) method was used for signal mining
Significant positive preferred terms (PT) included respiratory depression (295 cases, ROR = 17.88) , apnea
(174 cases,ROR = 18.41) ,respiratory arrest (146 cases,ROR = 3.61),bradycardia (137 cases,ROR = 42.51) ,asphyxia (106 cases,
ROR = 13.98),pulmonary edema (92 cases,ROR = 2.06),respiratory distress (85 cases,ROR = 2.42),respiratory acidosis (83 cases,
ROR 15.82) ,hypoxia (68 cases, ROR = 1.54) ,sleep apnea syndrome (42 cases, ROR = 3.05),and hypoventilation (34 cases,

ROR 8.45) ,acute respiratory failure (34 cases,ROR = 1.48), aspiration (32 cases,ROR = 2.70), tachypnea (28 cases,ROR =

and analysis. Results

1. 62) , respiratory alkalosis (28 cases, ROR = 13.13), hypercapnia (21 cases, ROR = 5.43). Among them, pulmonary edema, acute
respiratory failure, aspiration, respiratory alkalosis, and hypercapnia were positive signals not mentioned in the drug package inserts.
Positive high — level terms (HLT) included various respiratory abnormalities (1 229 cases,ROR = 1.89),disorders associated with
gas exchange abnormalities (309 cases, ROR = 4.79) , and neonatal hypoxemia (31 cases, ROR = 2.48). Conclusion Tramadol
have a certain risk related to respiratory system,and the clinical use of tramadol requires extra caution to ensure patient safety.

Key words:tramadol; FAERS ;respiratory system;adverse drug events;reporting odds ratio method ; pharmacovigilance
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Tab.1 Fourfold table of the disproportional method
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Tab.2 Calculation formulas and judgment criteria by the ROR
method
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Tab.3 Basic information of ADE reports induced by tramadol

[case (%) ]
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Tab.4 Outcomes of ADE reports induced by tramadol [case (%) ]
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Note: One patient may have one or more outcomes,so the number

of reported outcomes is more than the number of patients.
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