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6.0 Interval Windows  
Per protocol, subjects are required to complete follow up visits through 3 years post initial 
ablation procedure. The follow-up visits at 1 month, 3 months, 6 months, 9 months, and 12 
months will consist of an office visit.  
 
Follow-up visits should be scheduled according to the following timeframes:  1 month -23/+12 
days (M-1, day 7-42), 3 month ± 20 days (M-3, day 70-110), 6 months ± 30 days, (M-6, day 
150-210), 9 month ± 40 days (M-9, Day 235-315) and 12 month ± 45 days (M-12, Day 316-
405). The 2 and 3-year post-ablation telephone calls should occur within ± 45 days of their index 
ablation procedure anniversary.  

Follow-up visit schedule will not reset if subject undergoes a repeat AF ablation procedure. 

At each visit, the following assessments should be performed: 
Assessments 

BL D/C D7 
M1 

D7-42 

M3    
D70-
110 

M6 
D150-210 

M9 
D235-315 

M12 
D316-405 UNS 

Y2 
±45D 

Y3 
±45D 

Clinic visit                
Patient Information 
(Demographics) and 
Consent            
Medical history           
Pregnancy Test1            
TTE2            
Imaging for detection of 
LA thrombus (e.g., TEE, 
ICE, CT, MRI)3           
ECG4                 
TTM5              
CT/MRA 
nMARQ GROUP 
ONLY  6          
Cardiac medication                
Adverse events     7            7 
AFL/AT/AF recurrence 
and repeat ablation               7 
CCS-SAF Scale              
Cerebral MRI8  9  10   11  11  11  11  12  
Neurological Exam8  9  10   11  11  11  11  12  
NIH Stroke Scale8  9  10   11  11  11  11  12  
mRS  9          
MoCA  9       11  11  11  12  

1. In all women of child-bearing age and potential. To be completed within 24 hours prior to ablation procedure. 
2. Completed within 30 days prior to ablation period. 
3. To be completed  the day before or the day of the ablation procedure. 
4. To be collected if completed as standard of care. 
5. Dispensation of TTM device at Month 3.  
6. Within 30 days prior to ablation procedure. 
7. To be assessed via phone follow-up. 
8. Only for SNA subjects. 
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These trial simulations assume an equivalent success rate of 55% for both Test and Control 
groups under the alternative hypothesis using the chronic definition of effectiveness failures as 
defined in the protocol. These assumptions are based upon review of data from recent pivotal 
P030031/S011 AF THERMOCOOL® Trial where the chronic success rate in the NAVISTAR® 
THERMOCOOL® Group at 1 year follow-up was 62.7% (64/102) for all sites and 43.3% (29/67) 
for US data only. Therefore, it is estimated that the chronic success rate for both the nMARQ™ 
System and THERMOCOOL® at 12-month follow-up will be around 55%. 

The sample size in the Main Study may vary from 250 to 500 due to the adaptations to the trial. 

As for the SNA sub-study, At least 60 subjects (≥30 Test subjects and ≥30 Control subjects) 
from the already enrolled and randomized subjects of the Main Study will be selected in 
sequence for the SNA.  The sample size is not intended for statistical comparisons by treatment 
group; however, 30 subjects in each arm will provide at least 91% probability of observing at 
least one event if the true event rate is at 8-14%. 

Therefore, the total sample size for this IDE study to be up to 777 subjects (500/0.95+250), 
based upon the 250-500 subjects required for the effectiveness evaluation, up to 250 Calibration 
Roll-in subjects and 5% potential subject attrition rate before randomization. Up to 250 roll-in 
subjects using the nMARQ™ System are expected in this study because up to 50 sites will enroll 
up to 5 roll-in subjects each to reduce the influence of learning curve on effectiveness results.  It 
is also estimated that no more than 5% of enrolled patients will either not meet the 
inclusion/exclusion criteria or be lost to contact or withdrawn prior to the randomization.  The 
enrollment will be concluded when study outcomes meet the early stopping criteria or when 500 
subjects have been randomized in the Main Study. 

Per Closeout Plan, study enrollment will be stopped after receiving the FDA approval of the 
Closeout plan (dated Jul 18, 2017). The total sample size of the final CSR will be based on the 
actual enrollment status up to Jul 18, 2017. As for the SNA study, the enrollment has been halted 
after achieving total of 76 enrolled SNA subjects.  The SNA final report was submitted and 
reviewed by FDA on Jan 21, 2016.   

11.0 Data Monitoring Committee (DMC) 
No Data Monitoring Committee will be constituted for the study. 

12.0 Analyses to be Conducted 
Per the Closeout Plan, a final Clinical Study Report (CSR) will be submitted to the FDA. The 
CSR will be formatted similar to an annual progress report. Descriptive statistics and data listing 
will be presented for demographic and baseline characteristics, subject disposition, ablation 
procedure data, device accountability and safety data. No inferential statistics will be performed. 
Efficacy data will not be reported. All the analysis methods described in the following sections 
are based on the Closeout Plan and will be performed for the CSR.  
The SNA final analysis report, dated November 10, 2015, was submitted to the FDA on December 
21, 2015 (G120289 / S012). The FDA approved the supplement on January 21, 2016 and determined 
that the enrollment cap could be removed based on the current results of the subpopulation 
neurological assessment. Therefore, the study results of the SNA sub-study won’t be included in the 
final CSR. 
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cohort.  If an SAE is reported for a discontinued subject, they will be followed until event 
resolution. 

 Calibration Roll-in Subjects: enrolled subjects who have the study catheter inserted and 
RF delivered during the Calibration Roll-in Phase.  These subjects will be included as part 
of the analyses for secondary safety endpoints but not analyses for the primary endpoints.  
Calibration roll-in cases are not randomized and will be limited to not more than 5 subjects 
enrolled and treated at each site. 

 Lost to Follow-up Subjects:  subjects who are enrolled and evaluable, but contact is lost 
after most recent follow-up visit (despite 3 documented attempts to contact the subject). 

 Withdrawn / Early Termination Subjects:  subjects who withdraw consent for study 
participation or are withdrawn by the investigator (as described in Section 6.10) or are 
terminated from the study prior to completion of all follow-up visits. 

 Completed Subjects:  enrolled subjects who have not been excluded, discontinued, 
expired, withdrawn, early terminated or lost-to-follow-up from the study prior to the final 
study visit. 

 
Figure 1 summarizes the study enrollment and accountability and explains the subject flow.  

 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 

Figure 1: Subject Flowchart 

Disposition of all enrolled subjects will be summarized. Listing per subjects’ reasons of 
exclusion, discontinuation, withdrawal/early termination due to study close out, and lost to 
follow-up will be provided. 
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