	Supplementary Table 1. Comparison of Cerebrovascular Adverse Events Reported in the MAUDE Database Before and After the VARIPULSE™ Safety Communication (Recall Period).

	Outcome
	Pre-recall (n= 58 reports)
	Post-recall (n= 329 reports)

	Stroke/CVA
	22 (37.93%)
	107(32.52%)

	TIA
	3 (5.17%)
	15 (4.56%)

	Ischemic stroke
	2 (3.45%)
	6 (1.8%)

	Combined cerebrovascular events*
	27 (46.55%)
	124 (37.69%)

	*Combined cerebrovascular events include stroke, transient ischemic attack (TIA), and ischemic stroke. Abbreviations: CVA, cerebrovascular accident; TIA, transient ischemic attack.





	Supplementary Table 2. Device Problems Excluded from The Analysis. 

	Device-related problems
	Number
	Percentage (%)

	Adverse Event Without Identified Device or Use Problem
	6
	85.71%

	Blank
	1
	14.28 %

	Total
	7
	100%



	Supplementary Table 3. Patient Problems Excluded from The Analysis. 

	Patient-related problems
	Number
	Percentage (%)

	No Clinical Signs, Symptoms or Conditions
	81
	93.11%

	Insufficient Information
	3
	3.45%

	Appropriate Term / Code Not Available
	1
	1.15%

	Total
	85
	100



	Supplementary Table 4. Overview of Reported Death Cases in the FDA MAUDE Database Associated with Pulsed Field Ablation Systems (VARIPULSE™ Platform).

	MDR Report ID
	Patient Demographics
	Event Description
	Reported Cause of Death
	Device Evaluation
	Manufacturer Conclusion

	24090030
	75-year-old female
	Death reported following ablation procedure; limited clinical details available
	Not specified
	Device not returned; no evaluation performed
	Causality cannot be determined due to insufficient information 

	23968953
	83-year-old female
	Patient developed hemorrhagic stroke post-procedure and did not regain consciousness
	Hemorrhagic stroke
	No device available for analysis; procedural factors reviewed
	Stroke considered multifactorial; no confirmed device malfunction 

	23479787
	76-year-old male
	Patient developed intracranial hemorrhage weeks after procedure following fall from bicycle
	Traumatic intracranial bleed (post-fall)
	No device evaluation; additional follow-up obtained
	Death not related to device or procedure; attributed to comorbidities and trauma 

	25015553
	Not specified
	Death reported following an idiopathic ventricular tachycardia ablation. After a successfully completed concomitant atrial fibrillation and left atrial appendage occlusion procedure, the patient experienced low blood pressure and asystole during removal of sheaths and preparation for wake-up/transport, and did not survive. No evidence of steam pop.
	Possible drug reaction (per physician opinion)
	Device not returned; no evaluation performed
	Causality cannot be determined due to insufficient information.

	21020743
	77-year-old Female 
	Death reported the day after a paroxysmal atrial fibrillation ablation. Procedure was successful, but the patient had pre-existing heart failure (EF 20-40%) and potassium issues. Post-procedure, potassium increased to >7 mmol/L, was managed temporarily, but the patient later went into cardiac arrest with pulseless electrical activity and could not be resuscitated. No autopsy.
	Heart failure due to high potassium (per physician opinion)
	Device not returned; no evaluation performed.

	Causality cannot be determined due to insufficient information. The physician did not believe death was related to the pulsed field energy or catheter, but to the patient's poor health.



