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 Primary Effectiveness Endpoint 
The primary effectiveness endpoint for this clinical trial is freedom from documented (symptomatic or 
asymptomatic) AF/AFL/AT episodes of >30 seconds duration that are documented by 12-lead ECG, 
transtelephonic monitoring (TTM) or Holter monitor after the initial catheter ablation procedure through 
12-months of follow-up (9 months after a 90-day blanking period).   
AF/AFL/AT recurrence during the 90-day blanking period (≤90 days post-initial procedure) will not be 
considered a treatment failure.  One repeat procedure will be allowed for ablation of AF/AFL/AT 
recurrence 31-80 days after the initial procedure and will not be considered a treatment failure.  Failure to 
achieve acute procedural success (confirmation of entrance block after a 20-minute minimum waiting 
period) during the last ablation procedure1 with the TactiFlex SE catheter will constitute failure to achieve 
this endpoint.  After the 90-day blanking period, use of Class I or III AADs will not count as a therapy 
failure provided that only previously failed Class I or III AADs are taken at doses that do not exceed the 
previously failed dose.   
AF/AFL/AT recurrence will only be assessed by 12-lead ECG, TTM, and Holter monitoring devices for 
assessment of this primary endpoint so that all subjects are monitored equally with devices of the same 
sensitivity and specificity (recurrence data collected from other devices such as pacemakers, ICDs, or 
ICMs will not be included in the assessment).   ECG, TTM, and Holter data collected from sites will be 
evaluated by a core laboratory to ensure independent and unbiased assessment of AF/AFL/AT 
recurrence for endpoint analysis.   
There are multiple situations in which subjects will be considered primary effectiveness endpoint failures:   
 

• If the subject fails to achieve acute procedural success, defined as confirmation of entrance block 
in all pulmonary veins after a minimum waiting period of 20-minutes, during last ablation 
procedure performed with the TactiFlex SE catheter, or 

• If documented AF/AFL/AT recurrence (>30 second episode) occurs at any time after the blanking 
period (>90 days after the initial procedure), or   

• If the subject requires a repeat procedure for the treatment of AF >80 days after the initial 
procedure, the subject will be considered an effectiveness endpoint failure regardless of 
documentation of a >30 second AF/AFL/AT episode, or   

• If the subject requires a second repeat AF ablation procedure ≤80 days after the initial procedure, 
or 

• Any use of a new class I or III AAD for AF after the blanking period, or  
• Any use of a class I or III ADD for AF at a dose higher than that previously failed by the patient, or 
• If the subject requires a cardioversion (electrical or pharmacological) for the treatment of AF after 

the blanking period, or 
• If the subject has a continuous atrial arrhythmia throughout a 12-lead ECG recording after the 

blanking period indicating AF/AFL/AT recurrence, this will be considered sufficient documentation 
of recurrence unless there is evidence that the recorded arrhythmia is short-lived and less than 
30 seconds as determined by the investigator, or 

• Any ablation in the left atrium using an ablation catheter other than TactiFlex SE. 

 
1 For subjects that have a repeat ablation procedure ≤80 days after the initial procedure, only failure to achieve 
acute procedural success during the repeat procedure will contribute to primary effectiveness endpoint. 
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Cavotricuspid isthmus (CTI)-dependent AFL that occurs alone either during or after the blanking period 
will be considered an exception to being considered a recurrence, as CTI-dependent AFL is easily 
treated with cavotricuspid isthmus ablation and is not an iatrogenic arrhythmia following a left atrial 
ablation procedure for AF.  Occurrence of CTI-dependent AFL confirmed by entrainment maneuvers that 
occurs at any time during the follow-up period and is ablated, will not be considered a primary 
effectiveness endpoint failure. 
Counting the use of new or higher than previously failed doses of AADs after the blanking period as 
effectiveness failures is consistent with the primary effectiveness endpoint recommendations in the FDA 
Guidance on Clinical Study Designs for Percutaneous Catheter Ablation for the Treatment of Atrial 
Fibrillation [14]. 

 Powered Secondary Endpoints 

 AAD-Free Secondary Effectiveness Endpoint 
The AAD-Free Secondary Effectiveness Endpoint has the same definition as the Primary Effectiveness 
endpoint, except that any use of Class I or III AADs after the 90-day blanking period will count as a 
therapy failure in this analysis. 

 Single-Procedure Secondary Effectiveness Endpoint 
The Single-Procedure Secondary Effectiveness Endpoint has the same definition as the Primary 
Effectiveness endpoint, except that any repeat ablation in the left atrium will count as a failure. 

 Symptomatic Secondary Effectiveness Endpoint 
The Symptomatic Secondary Effectiveness Endpoint has the same definition as the Primary 
Effectiveness Endpoint, except that episodes of documented recurrence without documented evidence 
of symptoms after the 90-day blanking period will not count as a therapy failure in this analysis. 

 Additional Data 
The following additional data will be collected and reported using only summary statistics and no 
hypothesis tests with pre-specified criteria will be performed. These Additional Data will be reported 
separately for main study subjects and HSP substudy subjects.  An as treated analysis will be conducted 
as specified in Section 1.4.4. 
 

1. Proportion of subjects who achieve acute procedural success during the initial ablation 
procedure, where acute procedural success is defined as confirmation of entrance block in all 
pulmonary veins after a minimum waiting period of 20-minutes. 

2. Proportion of subjects with successful first-pass PV isolation during the initial ablation procedure, 
defined as confirmation of entrance block in all pulmonary veins following the initial minimum 
waiting period of 20-minutes.  

3. Proportion of subjects who experience any adverse event (AE) 
4. Proportion of subjects who experience any serious adverse event (SAE) 
5. Proportion of subjects that experience any procedure- and/or ablation catheter-related adverse 

event (AE) throughout the 12-month follow-up period.   
6. Proportion of subjects requiring one or more repeat AF ablations at 12 months following the initial 

AF ablation procedure. 
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enrolled in this trial in terms of the number of events and the percentage of subjects with events. All 
device deficiencies/malfunctions will also be reported. 
 
CEC adjudicated results will be used for analysis, when available. All AEs including those not sent to the 
CEC for adjudication will be reported with logical exceptions. 
 
AEs will be reported using the FAS population and will be summarized separately for subjects who are in 
the PTE vs. those who are not in the PTE population. 
 

 Subject Early Termination   

Subject early termination reasons including deaths, withdrawals, and lost-to-follow-up and will be 
summarized from the time the subject signs consent until they exit the study.  

 Protocol Deviation 

Protocol deviations will be summarized by deviation categories for subjects in whom a protocol deviation 
was reported. 

 DOCUMENTATION AND OHER CONSIDERATIONS 

   

 ACRONYMS AND ABBREVIATIONS  

 

Acronym or Abbreviation Complete Phrase or Definition 
AAD Anti-Arrhythmic Drug 

ADE Adverse Device Effect 

AE Adverse Event 

AF Atrial Fibrillation 

AFL Atrial Flutter 

AT Atrial Tachycardia 

CEC Clinical Events Committee 

CIP Clinical Investigation Plan 

CRF Case Report Form 

CTI Cavotricuspid Isthmus 

ECG Electrocardiogram 

HSP High Standard Power 

ICD Implantable Cardioverter-Defibrillator 

ICM Implantable Cardiac Monitor 
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