Clonidine-associated safety signals through disproportionality analysis using FAERS OpenVigil

Introduction: Clonidine, an antihypertensive drug, is used with balanced anaesthesia for controlled hypotension, as well as for post-operative analgesia as adjunct.
Aim: To identify potential adverse drug reactions (ADRs) associated with clonidine by analysing reports from the FDA Adverse Event Reporting System (FAERS).
Methods: Spontaneous reports submitted to FAERS from Q4 2003 to Q2 2025 were extracted using OpenVigil 2.1. Cases listing clonidine as the primary suspect drug were included, while duplicate and incomplete reports were excluded. A signal was considered positive when PRR ≥ 2, ROR ≥ 2, χ² ≥ 4, and the number of drug-event (n) ≥ 10.
Results: Total 318 events reported with clonidine were retrieved from OpenVigil 2.1. Twenty events were identified as positive signals based on the predefined signal criteria, including depressed level of consciousness (n=92), coma (56), metabolic acidosis  (24), arteriospasm coronary (19), transient ischaemic attack (19), coma scale abnormal (17), blood prolactin increased (16), cerebral ischaemia (15), scar (14), electrocardiogram QRS complex prolonged (13), foetal distress syndrome (12), myoclonus (12), poor quality sleep (11), leukocytosis (11),  generalised tonic-clonic seizure (11), brain oedema (n = 11), renal artery stenosis (10), hypertensive encephalopathy (10) and coeliac disease (10). These associations showed strong disproportionality (PRR range: 2.07 - 71.76; ROR range: 2.07 - 71.88; χ² range: 5.03 - 608.89). No published evidence supporting these specific associations was identified in PubMed. 
Conclusions: FAERS-based disproportionality analysis identified 20 potential clonidine-associated safety signals. These findings highlight rare or under-recognised adverse events that require further clinical and mechanistic investigation.
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