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1. ACRONYMS AND ABBREVIATIONS  
 

Acronym or Abbreviation Complete Phrase or Definition 

AAD  Antiarrhythmic Drug 

AF or AFib Atrial Fibrillation 

AFL  Atrial Flutter 

AT  Atrial Tachycardia 

HD High Density 
LA Left Atrium 
LAA Left Atrial Appendage 
LVEF Left Ventricular Ejection Fraction 
NYHA  New York Heart Association 

PVI  Pulmonary Vein Isolation 

SAP  Statistical Analysis Plan 
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2.4.2 Additional Data 
 
Additional data to be collected will include the following: 

• Acute procedural success, defined as electrical isolation of all pulmonary veins. 

• Success post blanking period through 12 months using different definitions, including: 
o Freedom from symptomatic AF/AFL/AT after removal from AAD therapy 
o Single procedure clinical success defined as freedom from symptomatic 

AF/AFL/AT without a new or increased dose of class I or III AAD 
o Freedom from AF/AFL/AT 
o Freedom from AF 

• Data from EnSite maps using both HD Wave and Standard mapping modes in both sinus 
rhythm and AF including but not limited to: 

o Left atrial area using different boundaries (e.g. with and without LAA, etc.) 
o Low voltage area and proportion of left atria with low voltage using different 

cutoffs for voltage 

• Rates of recurrence not due to PVI gap for subjects with repeat electrophysiology studies 

• LA volume and diameter 

• Adverse events including any device-, procedure-, or death-related events 

• Other baseline characteristics including but not limited to: 
o Time with AF 
o Type of AF 
o Age 
o Sex 
o BMI 
o General medical history 
o Cardiovascular history 
o Arrhythmia history 
o NYHA classification 
o LVEF 
o Presence of pacemaker 
o Left ventricular hypertrophy  
o History of heart failure  

• Procedural characteristics, including but not limited to: 
o Power, temperature, and contact force 
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