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As of 27July2026, Medtronic has received and begun evaluating returned devices through established QMS processes. The 

investigation remains ongoing, and it has not yet been determined whether the reported observations are attributable to a 

product issue or other contributing factors. A CAPA has been initiated, and investigation planning, root cause analysis, and 

timeline development are underway to determine any appropriate corrective actions. The investigation is expected to take 8 

weeks to complete. 

 
We regret any inconvenience this may cause. While planned cases utilizing Sphere-360™ catheters should remain paused, 

there is no anticipated interruption to patient care because alternative Medtronic ablation catheters are available, as 

clinically appropriate and in accordance with approved labeling for paroxysmal atrial fibrillation ablation procedures, 

including Sphere-9™, PulseSelect™, and Arctic Front Advance™. We remain committed to patient safety and appreciate 

your prompt attention to this matter.  

 

Sincerely, 




