	Table 1. Demographics and Characteristics (n= 379).

	Variable
	Category
	Number
	Percentage (%)
	Median (Range)

	Age (years)
	reported
	150
	39.58
	71 (25-89)

	
	NR
	229
	60.43
	-

	Weight (kg)
	-
	71
	18.74
	75.0 (45.0-134.0)

	
	NR
	308
	81.27
	-

	Sex 
	Male
	129
	34.0
	-

	
	Female
	66
	17.4
	-

	
	NR
	184
	48.5
	-

	Ethnicity
	Non-Hispanic
	79
	-
	-

	
	Hispanic
	4
	-
	-

	
	NR
	296
	78.11
	-

	Race
	Asian
	66
	17.41%
	-

	
	White
	53
	13.98
	-

	
	Black Or African American
	4
	1.05
	-

	
	NR
	256
	67.55
	-

	NR, not reported.







	Table 2. Distribution of Adverse Event Types Reported in the MAUDE Database.

	Event Type
	 Number
	Percentage (%)

	Injury
	289 
	76.3%

	Malfunction
	85
	22.4%

	Death
	5
	1.3%

	Total
	379
	100






	Table 3. Frequencies of Reported Device Problems (n = 372).

	Class
	Subclass (Device Problem)
	Number
	Percentage (%)

	
	
	
	

	Patient–Device Interaction / Use-Related
	Patient Device Interaction Problem
	288
	77.42

	Mechanical / Structural Malfunction
	Mechanical Jam
	23
	6.18

	
	Unintended Movement
	6
	1.61

	
	Defective Device
	5
	1.34

	
	Material Protrusion/Extrusion
	3
	0.81

	
	Material Twisted/Bent
	3
	0.81

	
	Entrapment of Device
	3
	0.81

	
	Break
	2
	0.54

	
	Structural Problem
	1
	0.27

	
	Physical Resistance/Sticking
	1
	0.27

	
	Material Separation
	1
	0.27

	
	Mechanical Problem
	1
	0.27

	
	Disconnection
	1
	0.27

	
	Difficult to Open or Close
	1
	0.27

	
	Material Too Rigid or Stiff
	1
	0.27

	Flow / Delivery System Problems
	Coagulation in Device or Device Ingredient
	15
	4.03

	
	Obstruction of Flow
	13
	3.50

	
	Air/Gas in Device
	4
	1.08

	
	Failure to Deliver
	2
	0.55

	
	Excess Flow or Over-Infusion
	1
	0.27

	
	Flushing Problem
	1
	0.27

	
	Complete Blockage
	1
	0.27

	Electrical / Electronic Malfunction
	Electrical Shorting
	3
	0.82

	
	Device Sensing Problem
	2
	0.55

	
	Failure to Sense
	2
	0.55

	
	Activation Failure
	1
	0.28

	
	High Impedance
	1
	0.28

	Software / Communication / Interface Errors
	Communication or Transmission Problem
	4
	1.08

	
	Display or Visual Feedback Problem
	3
	0.81

	
	Computer Operating System Problem
	1
	0.27

	
	Incorrect Interpretation of Signal
	1
	0.27

	
	Device Provides Uninformative Message
	1
	0.27

	
	Device Displays Incorrect Message
	1
	0.27

	
	No Display/Image
	4
	1.08

	Measurement / Reading Problems
	High Readings
	7
	1.88

	
	Low Readings
	1
	0.27

	Infection / Contamination Related
	Device Contamination with Body Fluid
	8
	2.15

	
	Delivered as Unsterile Product
	1
	0.27

	
	Contamination/Decontamination Problem
	1
	0.27

	Procedural / Human Error Related
	Improper or Incorrect Procedure or Method
	4
	1.08

	
	Positioning Problem
	2
	0.55

	Manufacturing / Quality / Supply Issues
	Manufacturing, Packaging or Shipping Problem
	3
	0.81

	Compatibility Issues
	Device-Device Incompatibility
	3
	0.81

	Device Performance Failure
	Therapeutic or Diagnostic Output Failure
	8
	2.15










	Table 4. Frequencies of Reported Patient Problems =294

	Class
	Subclass (Patient Problem)
	Number 
	Percentage (%)

	Neurologic / Cerebrovascular Events
	Stroke/CVA
	134
	45.58

	
	Transient Ischemic Attack
	20
	6.80

	
	Ischemic Stroke
	10
	3.40

	
	Unspecified Nervous System Problem
	11
	3.74

	
	Paralysis
	3
	1.02

	
	Loss of Vision
	1
	0.34

	
	Intracranial Hemorrhage
	1
	0.34

	
	Encephalopathy
	1
	0.34

	Cardiac Structural / Pericardial Complications
	Cardiac Tamponade
	48
	16.33

	
	Cardiac Perforation
	14
	4.76

	
	Pericardial Effusion
	4
	1.36


	
	Pericarditis
	3
	1.02

	Arrhythmia / Conduction Abnormalities
	Cardiac Arrest
	9
	3.06

	
	Heart Block
	7
	2.38

	
	Asystole
	6
	2.04

	
	Bradycardia
	4
	1.36

	
	Arrhythmia
	4
	1.36

	
	Tachycardia
	3
	1.02

	
	Atrial Flutter
	2
	0.68

	
	Ventricular Fibrillation
	1
	0.34

	Heart Failure / Ischemic / Hemodynamic Events
	Heart Failure/Congestive Heart Failure
	7
	2.38

	
	Ischemic Heart Disease
	6
	2.04

	
	Cardiogenic Shock
	5
	1.7

	
	Pulmonary Edema
	3
	1.02

	
	Low Blood Pressure/Hypotension
	3
	1.02

	
	Myocardial Infarction
	1
	0.34

	
	Syncope/Fainting

	2

	0.68

	Thromboembolic / Vascular Events
	Thrombosis/Thrombus
	7
	2.38

	
	Air Embolism
	2
	0.68

	
	Embolism/Embolus
	2
	0.68

	
	Vasoconstriction
	3
	1.02

	
	Vasospasm
	2
	0.68

	
	Vascular Dissection
	1
	0.34

	
	Stenosis
	1
	0.34

	
	Unspecified Vascular Problem
	1
	0.34

	Bleeding / Hematologic Events
	Hemorrhage/Blood Loss/Bleeding
	3
	1.02

	
	Hemolysis
	4
	1.36

	Respiratory Events
	Respiratory Failure
	5
	1.7

	
	Respiratory Tract Infection
	1
	0.34

	
	Bronchospasm
	1
	0.34

	
	Dyspnea
	1
	0.34

	Renal / Metabolic / Systemic Dysfunction
	Renal Impairment
	3
	1.02

	General / Symptom-Based Events
	Pain
	5
	1.7

	
	Dizziness
	3
	1.02

	
	Discomfort
	1
	0.34

	Gastrointestinal Events
	Heartburn/Indigestion
	2
	0.68

	Psychiatric / Behavioral
	Unspecified Mental, Emotional or Behavioral Problem
	2
	0.68

	Urinary / Other Systemic
	Urinary Retention
	1
	0.34





