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Caution:  

REUSE WARNING 
  

 
 
 
 
 

 

 
 

DEVICE DESCRIPTION 
  

  
 
 
 
 
 
 

Note:  
 

 

 
                

  
                
  

 

Contents 
 

Operating Principle 
              

 
 
 
 

to generate the flow of saline to the catheter. A thermocouple temperature sensor embedded in the tip provides 
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Figure 1. INTELLANAV STABLEPOINT Catheter 

 
 

 
              

 
  

 
electrodes to the endocardial surface. 

Note: Local impedance is not an indicator of contact force. 

 
 
 

tissue. 

Note:  

Note:  
 

 
 

 
outside of the sheath. 
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ablation has occurred at previous data epochs. 

 
 

Figure 2. Local impedance elements during RF ablation 

Note:  
impedance elements in the associated software version. 

                
 

 
  

 

Force Visualization on RHYTHMIA 
 

  
 
 

  
 

Figure 3. Visualization of Force on Compatible RHYTHMIA Mapping System 
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visualization elements in the associated software version. 
Materials 

 
 

Non-pyrogenic 
 

User Information 
 
 
 

 

INDICATIONS FOR USE 
             

 
•  
• Delivering diagnostic pacing stimuli 
•  
•  

 

CONTRAINDICATIONS 
 

•  
• in patients with a mechanical prosthetic heart valve through which the catheter must pass; 
• in patients with conditions where insertion into or manipulation in the cardiac chambers is unsafe as these 

 
 

•  
•  

catheter insertion from the femoral approach; 
•  
•  

of a catheter in the cardiac chambers is deemed unsafe, such as but not limited to, a recent previous cardiac 
 

 
 

•  
• via retrograde transaortic approach in patients with a prosthetic aortic valve. 

 
•  
•  
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WARNINGS 
•  

 
 

•  
 

 
•  

 
 

 
bleeding and thrombotic complications. 

•  
 

complications. 
•  

 
 

 
•  

 
embolism. 

•  
 

 
•  

 
 

 
•  

 
 

Note:  
 
 

Operational Instructions below. Increases in contact force, ablation duration or power in pursuit of a specific 
change in local impedance are not recommended. 

•  
 

 
 

•  
 

•   
 

 
•  
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6 

 



•  
 

•  
 

 
 

•  
 

 
•  

the dilator or catheter. 
•  
•  

 
 

 
 

•  
 

•  
 

 
•  

 
 

intervention. 
•  

 
•  
•  

•  
 

procedures. 
•  

 
•  

 
•  

per the manufacturer guidelines and reprogram to preoperative sensing and pacing parameters. 
•  
•  
•  
•  

manipulation, and withdrawal to avoid lead dislodgement. 
•  

 
•  

•  
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•  
 

•  
 

•  
 

catheter. 
• Catheter entrapment within the heart or blood vessels is a possible complication of cardiac ablation procedures. 

 
 

 
•  

 
 

 
•  

near flammable anesthetics. 
•  

 
 

 
 
 

women and pediatric patients. 
•  
•  

 
 
 

 
embolism. 

•  
 

 
 

 
•  

 
•  

 
•  

elements resulting in inaccurate force readings. 
•  

 
•  

 
•  

the advancement of the catheter to the area of the endocardium under investigation to avoid conduction 
 

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 

 

 



 

•  
 

 
•  

 
•  

 
•  

 
•   

 
 

•  
 

times. 
•  

 
 

•  
 

fistula. 
• Patients undergoing a long irrigated ablation procedure have the potential for greater anticoagulation and 

 
 

•  
 

•  
 

•  
 

•  
 

•  
 

 
•  

 
•  

 
• Do not wipe this catheter with organic solvents such as alcohol or immerse the handle cable connector in fluids. 

 
patient. 

•  
 
 

 
•  
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•  
a clinical trial. 

•  
 
 

minimize air embolus. 
•  

 
•  

 
•  
•  
•  
•  

•  
 

PRECAUTIONS 
•  

 
 

•  
•  

precautions. 
•  

use, there is a potential for measurement drift to occur, which could result in an inaccurate force reading. 

Note:  
 

•  
Failure to do so could result in inaccurate force reading. 

Note:  
zero the catheter. 

•  
chamber to another. 

•  
outside of a sheath. 

Note:  
compatible with the sheath detect software feature. 

•  
are outside of a sheath. 

Note:  
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•  
 

range. 

Note:  
 

reading. 

•  
 

 
the catheter should be replaced. 

•  
 

 
•  

 
saline irrigation of the electrode. 

•  
•  

 
 

 
•  

 
 

•  
 

recommended. 
•  

 
•  

 
 

curve to disengage the catheter tip from the heart wall before resuming rotation of the handle and catheter 
shaft. 

•  
 

•  
to restrict flammable materials from the electrosurgical suite. 

•  
 

 
•  
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ADVERSE EVENTS 
 

 
•  

• Angina 
• Chest pain 
•  

• Cardiac arrest 
• Death 
•  
•  
•  
•  
•  

•  
•  
•  
•  
•  
• Vasovagal response 

•  
•  
•  
•  

•  
•  

•  
•  

• Perforation 
• Dissection 
•  
• Vasospasm 
• Occlusion 
•  

•  
•  
• Valvular damage 
•  

•  
•  
•  
• Catheter entrapment 
•  

•  
•  
•  
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•  
• Cough 
•  
• Fatigue 
•  

•  
•  
• AV fistula 
•  
•  
•  
•  

•  
•  
•  
•  
•  

•  
impairment 

•  
•  

 
 
 
 
 

 

CLINICAL STUDIES 
 

              
 

 
 

                 
 

BLOCk  
  

  
 
 
 

 

Objective 
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Study Design 
  

 
 
 

 
  

 
  

 
of data. 

Study Endpoints 

Primary Safety Endpoint 
 

related complications were defined as adverse events that are related to the ablation procedure or catheter and result 
 

                 
 

margin. 

Primary Effectiveness Endpoint 
 
 
 

 

Secondary Effectiveness Endpoints 
 

                
 

  
 
 

 

Tertiary Objectives 
 

•  
•  
•  

•  
•  
•  

•  
•  
•  
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Patient Accountability 
 

 
Roll-in  

 
 

 
Randomized  

 
Control Catheter or the Investigational Catheter. 

 
Intent  

 
Attempt — A subject who had been enrolled and had anesthesia or sedation administered in preparation for 

 
Treatment subject               
Investigational or Control Catheter. 

   
             

 
 

                   
 

 
 
 
 

           
   

 
 
 

 

Table 1. Subject Disposition and Accountability for Endpoint Analysis 

 

Control Investigational Total 
Enrolled Subjects  

Roll-in Cohort    

Not Randomized    

Randomized Cohort    

Intents    

    

    

    

Insurance issues    

    

Attempts  6  

   6 
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Control Investigational Total 
    

Treatment Subjects (Eligible for Endpoint Analysis)    

    

    

Death    

    

    

Endpoint Accountability for Randomized Treatment Subjects (N = 220) 
Primary Safety: 7-Day Procedure-Related Complications 

Modified Intentions-to-Treat    

Per-Protocol    

    

    

As Treated*    

Primary Effectiveness: Acute Success 
Modified Intentions-to-Treat    

Per-Protocol    

    

As Treated*    

Secondary Effectiveness: Chronic Success in All Treated Subjects 
Modified Intention-to-Treat    

Secondary Effectiveness: Chronic Success in Acute Success Subjects 
Modified Intention-to-Treat (Acute Success Subjects Only)    

 

 
 

Table 2. Randomized Subjects Withdrawal Summary 

Reason Control Investigational 
   

   

Total   

Study Population Demographics and Baseline Parameters 
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Table 3. Baseline Characteristics (Randomized Cohort N = 250) 

Characteristic Measurement of Category 
Control 
(N = 125) 

Investigational 
(N = 125) 

P-Value 

 

   

    

   

 
Female   

 
   

Cardiac and cardiovascular 
 

    

    

    

    

    

    

    

    

 
 

    

    

    

    

    

    

    

 
 

    

    

Conduction disorder 
    

    

    

 
 

    

    

    

Results 

Procedural Data 
 

 
Investigational device or the Control device in the ablation procedure. 

 
 

Control Catheters Used 
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Ablation Parameters 
 

Catheters. 

Table 4. Ablation Parameters* 

Procedure Parameter Measurement 
Control 
N = 111 

Investigational 
N = 109 

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   
 

Fluids Received During the Procedure 
 
 
 
 
 
 

procedure was left up to the discretion of the Investigator. 
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Table 5. Fluid and Flow Rates Recorded During the Ablation Procedure 

Fluid infusion Measurement Control Investigational 

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   

 

   

   

   

Primary Safety Endpoint 
 
 
 

  
 

  
 
 
 
 
 
 

I atrial flutter. 

Table 6. Primary Safety Endpoint Results (Randomized Treatment Subjects N = 220) 

Procedure- Difference 
Analysis 
Cohort 

Study Group 
Subjects 

Event-Free 
Treatment 
Subjects 

Related 
Complication-

(One-sided 
Upper 95% 

Endpoint 
Result 

Free Rate Bound) 

 Control    
 Pass 

 Investigational    

 
Control    

 Pass 
Investigational    

 
Control    

 Pass 
Investigational    
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Table 7. Primary Safety Endpoint Events by Group (Randomized Treatment Subjects N = 220) 

Primary Safety Events Investigational Group Control Group 
N = 109 N = 111 

   

Congestive heart failure   

   

Vasovagal reaction   

   

   

   

   

Total 7* (6.4 %) 2 (1.8 %) 
 

 
 
 

   
  

 
 
 
 
 
 
 
 
 

 
 
 
 

 

Primary Effectiveness Endpoint: Acute Success 
 
 
 

the randomized Investigational or selected Control Catheter. 
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Table 8. Primary Effectiveness Endpoint Results: Acute Success (Randomized Treatment Subjects N = 220) 

Analysis 
Cohort 

Study Group 
Successful 

Procedures 
Total 

Procedures 
% Success 

Difference 
(One-sided 
Upper 95% 

Bound) 

Endpoint 
Result 

 Control     
 

Pass 
 Investigational    

 
Control     

 
Pass 

Investigational    

 
Control     

 
Pass 

Investigational    

Secondary Effectiveness-Chronic Success 
 
 

 
  

 
 
 
 

 
  

   
 

 
 
 

 

Chronic Success in Acute Successes 
 
 
 
 
 

 

Table 9. Chronic Success in Acute Successes (Randomized Treatment Subjects with Acute Success N = 194) 

Analysis 
Cohort 

Study Group 
Chronic 
Success 

Total Acute 
Subjects 

% Success 

Difference 
(One-sided 
Upper 95% 

Bound) 

Endpoint 
Result 

 Control    
 Fail 

 Investigational    

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 

 

 



Chronic Success in All Treated Subjects 
 

  
as chronic failures. 

 
 
 

 

Table 10. Chronic Success in All Treated Subjects (Randomized Treatment Subjects N = 220) 

Analysis 
Cohort 

Study Group 
Chronic 
Success 

Total Acute 
Subjects 

% Success 

Difference 
(One-sided 
Upper 95% 

Bound) 

Endpoint 
Result 

 Control    
 Fail 

 Investigational    

 
  

 
 

flutter. 

Data Summary on Tertiary Objectives 
 

 

Table 11. Tertiary Objectives Summary (Randomized Treatment Subjects N = 220) 

Tertiary Objective Measurement 
Control 
(N = 111) 

Investigational 
(N = 109) 

 
 

   

   

   

   

 
 

   

   

   

   

 
 

   

   

   

   

 
 

   

   

   

   

 
   

   

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 

 

 



Tertiary Objective Measurement 
Control 
(N = 111) 

Investigational 
(N = 109) 

 

   

   

   

   

 
 

   

   

   

   

 
 

   

   

   

   

Study Conclusion 
 
 
 
 

when used in accordance with the Indications for Use. 

ZERO AF 
 
 

                
 
 

 

Objective 
 
 

 

Study Design 
 

   
 
 
 
 

           
 

 
 

 
 
 

review of data. 
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Subject in-and Exclusion Criteria 
 

 
•  
•  

 
•  

 
•  
•  

 
 

 

 
•  

•  
•  
•  
•  
•  

•  
•  
•  
•  

 
•  
•  
•  
• Prosthetic mitral or tricuspid heart valves 
•  
•  
•  
• Left atrial appendage closure device 
•  

 
•  
•  

investigation 
•  

Follow-up Schedule 
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Table 12. Data Collection Schedule 

 Blanking Period 
Effectiveness 

Evaluation Period 
Other 

Procedure/Assessment 
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Informed Consent  

    

  

Demographics  

  

        

  

    

 
 

    

     

 
 

       

    

 
cardiac size and funtion 

 

 
 

    

Procedural Data    

 
 

   

           

         

   

       

Documentation of intervention 
 

       

    

            

            

Protocol Deviations            
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Study Endpoints 

Primary Safety Endpoint 
 
 

 
•  

whichever is later 
•  

 
•  

 
 

Primary Effectiveness Endpoint 
 
 
 
 

 
•  
•  
•  

 

Secondary Effectiveness Endpoint 
              

 
 

 
  

 
 

 

Accountability of PMA Cohort 
 

 
Roll-in Subject  

                
randomization. 
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Randomized Subject  
 

               
 

 
Intent  

 
Attempt  

 
Protocol. 
Treatment  
Catheter. 

 
 

Table 13. Subject Disposition and Accountability for Endpoint Analysis 

Control Investigational Total 
Enrolled Subjects  

Roll-in Cohort    

Randomized Cohort    

Intents    

    

    

Investigator discretion    

    

    

    

    

Attempts    

Treatment Subjects (Eligible for Endpoint Analysis)    

    

    

Death    

    

    

Endpoint Accountability for Randomized Treatment Subjects (N = 321) 
Primary Safety Endpoint and Secondary Effectiveness Endpoint 

Modified Intention-to-Treat    

Per-Protocol    

    

Primary Effectiveness Endpoint 
Modified Intention-to-Treat    

Complete Data    

Imputed Data    

Per-Protocol    
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Control 
  

 
 

 

Investigational 
 

Total 
 

                  
 

Table 14. Treatment Subjects Withdrawal Summary 

Reason for Withdrawal Control N (%) Investigational N (%) 
Adverse event   

Investigator discretion   

   

   

   

   

Other   

Total 18 24 

Study Population Demographics and Baseline Parameters 
 

 
  

  
 

 
 

 

Table 15. Baseline Characteristics 

Characteristic Measurement 
Control 
(N = 172) 

Investigational 
(N = 167) 

P-Value 

 

   

    

   

 
Female    
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Characteristic Measurement 
Control 
(N = 172) 

Investigational 
(N = 167) 

P-Value 

 

   

    

   

 

   

    

   

 

   

    

   

 

I   

 
II   

   

   

 

   

    

   

 

   

    

   

 
 

Table 16. Pre-existing Conditions Recorded at Baseline 

Characteristic Category 
Control 
(N = 172) 

Investigational 
(N = 167) 

P-Value 
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Characteristic Category 
Control 
(N = 172) 

Investigational 
(N = 167) 

P-Value 

 
 

    

    

    

    

    

    

    

    

 
 

   

 
cardiovascular 

 

    

    

    

    

    

    

    

    

    

 
 

   

 
 

 
 

 
 

Disorders 

Table 17. Arrhythmia/Conduction Disorder History 

Characteristic Category 
Control 
(N = 172) 

Investigational 
(N = 167) 

P-Value 

 
conduction disorder 

 

    

    

    

    

    

    

    

    
 

 
 

 

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 

 

 



Procedural Data 
 

 
 
 
 
 

affect the outcome determination of acute success. 
  

    
 
 

 

Table 18. Catheters Used in the Procedure 

Catheter Control N (%) 
  

  

  

  
 

Investigational N (%) 
 

 

 

 

 

Table 19. Ablation Parameters — ONLY Randomized Treatment Catheters Used for Control and Investigational 

Procedure Parameter Measurement Control Investigational 

 
   

   

 
   

   

 
   

   

 
   

   

 
   

   

 
   

   

 
   

   

 
   

   

 
   

   

 
   

   

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 

 

 



 

Procedure Parameter Measurement Control Investigational 

 
   

   

Fluids Received During the Procedure 
 

choice of the Control catheter used during the procedure was left up to the discretion of the Investigator. Fluid infusion 
 
 

 

Table 20. Fluid Volumes Infused During Ablation Procedure 

Fluid Infusion Measurement Control Investigational 
   

    

   

Procedure and Fluoroscopy Duration 
 
 
 

groups. 

Table 21. Procedure Duration and Fluoroscopy Duration 

Procedure Parameter Measurement Control Investigational 
   

    

   

   

    

   

Ablation Locations for All Randomized Treatment Subjects 
  

 
isolated. 

 
 

Control group had three PVs ablated, with all cases achieving acute success for PVI. 

Table 22. Pulmonary Vein Isolation 

Control Investigational 

PV Locations Ablated Ablated 
Acute PVI 

Success 
Ablated 

Acute PVI 
Success 
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Table 23. Ablation Locations for All Randomized Subjects 

Ablation Locations Control N (%) Investigational N (%) 
   

   

   

   

   

   

Safety and Effectiveness Results 
 

Primary Safety Endpoint 
 
 

  
 
 
 

between the two groups. 
 

  
of PAF. 

Table 24. Primary Safety Endpoint Results 

Endpoint Analysis 
Study 
Group 

Successful 
Procedures 

Total 
Procedures 

% 
Success 

Difference 
(One-Sided 
Upper 95 % 

Bound) 

Endpoint 
Result 

 Control     
 

Pass 
 

 
 

 
Investigational    

PP 
Control     

 
Pass 

Investigational    

  
 

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 

 

 



 

Table 25. Primary Safety Endpoint Events by Group 

Adverse Event 
Control Events 

(Subjects) 
Investigational Events 

(Subjects) 
AV fistula   

   

   

   

Cardiac arrest   

   

Dizziness   

   

 
 

  

   

   

   

   

   

   

   

   

   

   

   

   

Total 16 (16) 23 (17) 
  

 

Adverse Effects That Occurred in the Clinical Study 
 

Table 26. Definitions of Adverse Effects 

Term Definition 
Complication  

 
 

Observation A clinical observation is a clinical event that did not result in invasive intervention, 
 

simple adjustments such as reprogramming of the pulse generator or antibiotic 
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Table 27. Ablation Related Adverse Effects 
Control N = 167 Investigational N = 159 

Complications Observations Complications Observations 

Adverse Events 
N 

Events 

N 
Patients 

(%) 

N 
Events 

N 
Patients 

(%) 

N 
Events 

N 
Patients 

(%) 

N 
Events 

N 
Patients 

(%) 

Ablation Related Events         

AV fistula         

         

 
 

        

         

         

         

         

         

Cardiac arrest         

         

Chest pain         

         

         

Fever         

 
 

 
        

         

         

         

         

         

         

         

         

         

         

 
 

 
        

 
 

      @  
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Control N = 167 Investigational N = 159 

Complications Observations Complications Observations 

Adverse Events 
N 

Events 

N 
Patients 

(%) 

N 
Events 

N 
Patients 

(%) 

N 
Events 

N 
Patients 

(%) 

N 
Events 

N 
Patients 

(%) 

 
 

        

         

         

         

         

         

         

         

 
 

        

 
 

 

Primary Effectiveness Endpoint 
 
 
 
 

 
             

  
 
 

  
 

 
 
 

 
 

 

Table 28. Primary Effectiveness Endpoint Results 

Endpoint Analysis Study Group 
Successful 

Procedures 
Total 

Procedures 
% 

Success 

Difference 
(One-Sided 
Upper 95 % 

Bound) 

Endpoint 
Result 

 
 

 

 
Control     

 
Pass 

Investigational    

PP 
Control     

 
Pass 

Investigational    
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Secondary Effectiveness Endpoint 
                 

 
                

 
             

  
 
 

 
          

 
the treatment of PAF. 

Table 29. Secondary Effectiveness Endpoint Results 

Difference 

Endpoint Analysis 
Study 
Group 

Successful 
Procedures 

Total 
Procedures 

% 
Success 

(One-Sided 
Upper 95 % 

Endpoint 
Result 

Bound) 
Acute Control     

 
Pass Procedural 

 
 

 

 
Investigational    

PP 
Control     

 
Pass 

Investigational    

Study Conclusion 
 
 
 
 

NEWTON AF 

Clinical Summary 
Study title:  

 
Number of centers:  
Number of subjects:  

 

Objective 
 
 

 

Design, Scope and Methods 
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Study Endpoints 

Primary Safety Endpoint at 12 Months 
 
 

                
whichever was later. 

• Death 
•  
•  
•  
•  
•  
• Pericarditis 
•  
•  
•  
•  

 
•  

 
• Atrial esophageal fistula 
•  
•  

 

 
 

visits. 

Primary Effectiveness Endpoint - Acute Procedural Success 
 
 
 

 

Primary Effectiveness Endpoint at 12 Months  
                 

 
• Acute procedural failure 
•  
•  

period 
•  
•  
•  

 
•  
•  

•  
 

•  

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 

 

 



•  
•  

 
recurrence. 

Accountability of PMA Cohort 
 
 

 
•  

 
•  

 
•  

 
 

ENROLLED 
N = 321  

TREATMENT 
N = 299 

Completed Study 
N = 291  

Withdrawn 
N = 8  

Death 
N = 0  

CONSENT INELIGIBLE 
N = 14  

INTENT 
N = 8  

ATTEMPT 
N = 0  

Figure 4. Subject Disposition 

Study Population Demographics and Baseline Parameters 
 

  
 

 

Table 30. Subject Demographics 

Characteristic Measurement Result 
  

   

  

 
  

Female  
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Characteristic 

 

 

Measurement 
 

Asian 
 

Pacific Islander 
 

Lithuanian 
 

Result 
 

 

 

 

 

 

 

Table 31. Cardiovascular Disease and Arrhythmia History 

Characteristic Measurement Result N (%) 

 

  

  

  

  

Angina Pectoris  

  

  

Cerebrovascular Disease  

Peripheral Vascular Disease  

  

  

  

  

  

Other Cardiovascular Disease  

 

Diabetes  

  

  

  

 
 

  

  

  

CVA  
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Characteristic Measurement Result N (%) 
  

  

  

  

  

 Cardiac Valve  

LAAC  

PFO Intervention  

  

  

  

  

   
 Ventricular Fibrillation  

  

Atrial Fibrillation  

  

 Atrial Flutter  

  

  

  

  

  

  

   

  

  

  

  

  

   

  

  

  
Previous Ablation 
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Table 32. Historical Anti-Arrhythmic Medication Status 

Characteristic Measurement Result N (%) 

 
  

  

  

   

  

Flecainide  

  

Propafenone  

 
Dronedarone  

Amiodarone  

Dofetilide  

Pilsicainide  

  
 

Procedural Data  
 

                    
  

 

Table 33. Index Procedure Ablation Summary 

Procedure Time N Subjects Mean ± SD (Range) Median (IQR) Times 

  
 
 

 

  
 
 

 

  
 
 

 
 

  
 
 

 
 

 
 

 
 
 

 

 
 

 
 

 
 

  
 

 
 

Presence of char or coagulum formation 
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decrease during ablation. 

Table 34. RHYTHMIA HDx Ablation Parameter Data 

Treatments with PVI and 
Characteristic Measurement Point-by-Point Applications Only 

(N=163) 
  

   

  

  

   

  

  

   

  

  

   

  

  

   

  

  

   

  

  

   

  

  

   

  

  

   

  
NOTE:  
parameter. 

Cavo-Tricuspid Isthmus (CTI) Ablation Summary 
  

               
   

  
  

Table 35. CTI Ablation Summary 
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Category Classification 
N (%) Treatment Subjects 

with CTI Ablations (N=102) 

 
  

  

   

  

   

  

Results 

Primary Safety Endpoint 

Primary Safety Endpoint at 12 Months 
 

Figure 5. Primary Safety Event-Free Rate at 12 Months 

 
 

 
  

 

Table 36. Clinical Events Committee (CEC) Adjudicated Primary Safety Events at 30 Days 
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Event Type N (%) 
Atrial esophageal fistula  

  

  

Death  

  

  

Pericarditis  

  

  

  

  

  

  

  
NOTE:  

Additional Safety Information 
  

 
 

Table 37. Summary of Adverse Events by Relatedness 

Adverse Event Classification 
Number of Events 

(Number of subjects, % of Treatments) 
  

  
 

  

  
 

Causal  

Probable  

Possible  

  
 

Causal  

Probable  

Possible  

  
 

Probable  

Possible  
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Table 38. Serious Adverse Event Classification 

Adverse Event Classification 
By Event (N=72) 

n (%) 
By Subject (N=299) 

n (%) 
   

Pericarditis   

   

   

   

   

Pericardial effusion   

   

Cancer   

 
 

  

   

   

   

Atrial flutter   

   

   

   

   

   

   

   

   

   

   

Procedure related Abnormal labs   

   

   

Atrial flutter, not specified   
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Adverse Event Classification 
By Event (N=72) 

n (%) 
By Subject (N=299) 

n (%) 
   

   

Primary Effectiveness Endpoint Results 

Acute Procedural Success 
 

Table 39. Primary Effectiveness Endpoint - Acute Procedural Success 

N Total N Success Acute Success Rate (%) 95% Confidence Interval 
    

  
 
 

 

Primary Effectiveness Endpoint at 12 Months 
 
 

                 
effectiveness endpoint event. 

          
 

 

Figure 6. Freedom From Primary Effectiveness Failure at 12 Months 

 
 

  
 

Table 40. Primary Effectiveness Failure at 12 Months by Type 

Primary Effectiveness Event Type 
N (% Treatment 

Subjects) 
Acute procedural failure  
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N (% Treatment 
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Figure 7. Freedom From Arrhythmia Recurrence – New or Increased Dose of Previously Prescribed AAD 
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Figure 8. Freedom From Documented Arrythmia Recurrence on a Rhythm Monitoring Device 

Rhythm Monitoring 
 
 
 
 

 
 

Figure 9.  Monthly Event Monitoring Compliance 

Study Conclusion 
                 

 
 

fibrillation. 
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HOW SUPPLIED 
 

 
 

 
 

Do not use if labeling is incomplete or illegible. 
 

Device Details 
 

 

Handling and Storage 
 

 
Operating Environment 

 
 

 
Transport Environment 

 
 

 
Storage Environment 

 
 

 

OPERATIONAL INSTRUCTIONS 

Additional Required Items 
              

 
  

 

Note:  
 

•  
• Compatible Catheter Cable 
•  
• Compatible Irrigation Pump and accessories 
•  

Note:  
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Accessories 
•  

Optional Additional Equipment 
•  

Preparation 

Caution:  
 

 
 

 
 

Procedure 
  
  
  

 

Note:  

  
 

  
 

6.  
 

  
 

  
 

IFU for additional connection instructions. 
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Warning:  
result in inaccurate force readings 

  
Catheter into the sheath and advance through the vasculature into the heart. 

Note:  
 

 
 

 
 

  
 

 
  

 
 

 
 

  
 

  
 

  
 

Note:  
of all available information including intracardiac electrograms, electroanatomic maps, generator information, 

 

Note:  
outside of a sheath, if using a long sheath. 

Note:  
sheath, if using a long sheath. 

Note:  
electrodes are outside of a sheath, if using a long sheath. 

 

 

B
SC

 (M
B

 e
IF

U
 T

em
p

la
te

 8
.2

67
7 

x 
11

.6
9

29
 A

4
, 9

25
24

32
4

F)
, e

IF
U

, M
B

, I
N

TE
LL

A
N

A
V

 S
TA

B
LE

P
O

IN
T 

U
S,

 e
n

, 5
15

9
0

76
2-

0
1B

 



  

RF Power Minimum Irrigation Flow Rate 
  

  

Note:  
 

WARNING:  
 

WARNING:  
 

Note:  
 

  
 

 

Note:  
temperature. 

WARNING:  
 
 

 

Note:  
 

WARNING:  
 

pop or perforation. 

Note:  
 

Note:  
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Catheter. 
  
  

 

End of Procedure 
  
  
  
  

 

Disposal 
 

 
 
 

 

Post-Procedure 
 
 

 
•  

on an ongoing basis. 
•  

 

PATIENT COUNSELING INFORMATION 
                

 
•  
•  

 

TROUBLESHOOTING 
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Problems Probable Cause Corrective Action Procedure 
•  •    

 cable connections  
  
  
  

 
  

 

• Impedance cutoff 
•  

cutoff 

•  
on tip electrode 

  
  

 
  
  

 
 

 
 Prior to reinsertion, ensure the irrigations ports are patent. If 

 
a.  

the patient. 
b.  

 
c.  

 
 

d.  
e.  

 

WARNING:  
Catheter if the irrigation ports are occluded or the catheter is not 

 

•  •    
of fluid flow    

  
• Irrigation Pump 

out of calibration 

  
set, prime outside of the patient. 

  
 

 
  

is accurate. 
6.  
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Variability, rotational adjustment 
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	Investigational (N = 109) 

	 
	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	  
	  
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	  
	  
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 


	Study Conclusion 
	    
	when used in accordance with the Indications for Use. 
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	• 
	• 
	 •  •  

	• 
	• 
	Left atrial appendage closure device 

	• 
	• 
	• 
	 

	 •  

	• 
	• 
	 investigation 

	• 
	• 
	 


	Follow-up Schedule 
	   
	 Blanking Period Effectiveness Evaluation Period Other Procedure/Assessment ENROLLMENTBASELINEINDEX PROCEDUREPRE-DISCHARGE1-MONTH FOLLOW-UPREPEAT PROCEDURE03-MONTH FOLLOW-UP06-MONTH FOLLOW-UP12-MONTH FOLLOW-UPUNSCEHDULED FOLLOW-UPREPEAT PROCEDURE Informed Consent        Demographics                                           cardiac size and funtion        Procedural Data                                       Documentation of intervention                                     Protocol Deviations            
	Table 12. Data Collection Schedule 
	Table 12. Data Collection Schedule 


	  
	    
	     
	 
	Study Endpoints 
	Primary Safety Endpoint 

	   
	•  
	whichever is later •  
	 
	•  
	  
	Primary Effectiveness Endpoint 
	Primary Effectiveness Endpoint 

	     
	•  •  •  
	 
	Secondary Effectiveness Endpoint 
	Secondary Effectiveness Endpoint 

	                 
	     
	Accountability of PMA Cohort 
	Accountability of PMA Cohort 
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	Observation 
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	Difference (One-Sided Upper 95 % Bound) 
	Endpoint Result 

	   
	   
	 
	Control 
	 
	 
	 
	  
	Pass 

	Investigational 
	Investigational 
	 
	 
	 

	PP 
	PP 
	Control 
	 
	 
	 
	  
	Pass 

	Investigational 
	Investigational 
	 
	 
	 


	Secondary Effectiveness Endpoint 
	                                   
	                  
	           
	the treatment of PAF. 
	Table 29. Secondary Effectiveness Endpoint Results 
	Table
	TR
	Difference 

	Endpoint 
	Endpoint 
	Analysis 
	Study Group 
	Successful Procedures 
	Total Procedures 
	% Success 
	(One-Sided Upper 95 % 
	Endpoint Result 

	TR
	Bound) 

	Acute 
	Acute 
	Control 
	 
	 
	 
	  
	Pass 

	Procedural    
	Procedural    
	 
	Investigational 
	 
	 
	 

	PP 
	PP 
	Control 
	 
	 
	 
	  
	Pass 

	Investigational 
	Investigational 
	 
	 
	 


	Study Conclusion 
	    
	NEWTON AF Clinical Summary 
	Study title:  
	 
	Number of centers: 
	Number of subjects:  
	 
	Objective 
	   
	Design, Scope and Methods 
	 
	                     
	Study Endpoints 
	Primary Safety Endpoint at 12 Months 

	                  
	whichever was later. 
	• 
	• 
	• 
	Death •  •  •  •  •  

	• 
	• 
	Pericarditis •  •  •  •  


	 
	•   
	• Atrial esophageal fistula •  •  
	 
	  
	visits. 
	Primary Effectiveness Endpoint - Acute Procedural Success 
	Primary Effectiveness Endpoint - Acute Procedural Success 

	    
	Primary Effectiveness Endpoint at 12 Months  
	Primary Effectiveness Endpoint at 12 Months  

	                  
	• Acute procedural failure •  •  
	period •  •  •  
	 
	•  
	•  •  
	 •  
	•  
	•   
	recurrence. 
	Accountability of PMA Cohort 
	   
	•   •   •    
	ENROLLED N=321 TREATMENT N=299 Completed Study N=291 Withdrawn N=8 Death N=0 CONSENT INELIGIBLE N=14 INTENT N=8 ATTEMPT N=0 
	Figure 4. Subject Disposition 
	Study Population Demographics and Baseline Parameters 
	     
	Table 30. Subject Demographics 
	Table 30. Subject Demographics 
	Table 30. Subject Demographics 

	Characteristic 
	Characteristic 
	Measurement 
	Result 

	TR
	 
	 

	 
	 
	 
	 

	TR
	 
	 

	 
	 
	 
	 

	Female 
	Female 
	 

	 
	 
	 
	 

	Characteristic   
	Characteristic   
	Measurement  Asian  Pacific Islander  Lithuanian  
	Result        

	Table 31. Cardiovascular Disease and Arrhythmia History 
	Table 31. Cardiovascular Disease and Arrhythmia History 


	Characteristic 
	Characteristic 
	Characteristic 
	Measurement 
	Result N (%) 

	 
	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	Angina Pectoris 
	Angina Pectoris 
	 

	 
	 
	 

	 
	 
	 

	Cerebrovascular Disease 
	Cerebrovascular Disease 
	 

	Peripheral Vascular Disease 
	Peripheral Vascular Disease 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	Other Cardiovascular Disease 
	Other Cardiovascular Disease 
	 

	 
	 
	Diabetes 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	  
	  
	 
	 

	 
	 
	 

	 
	 
	 

	CVA 
	CVA 
	 


	Characteristic Measurement Result N (%)            Cardiac Valve  LAAC  PFO Intervention              Ventricular Fibrillation    Atrial Fibrillation     Atrial Flutter                                    Previous Ablation          
	Characteristic Measurement Result N (%)            Cardiac Valve  LAAC  PFO Intervention              Ventricular Fibrillation    Atrial Fibrillation     Atrial Flutter                                    Previous Ablation          
	Characteristic Measurement Result N (%)            Cardiac Valve  LAAC  PFO Intervention              Ventricular Fibrillation    Atrial Fibrillation     Atrial Flutter                                    Previous Ablation          


	                       
	Table 32. Historical Anti-Arrhythmic Medication Status 
	Characteristic 
	Characteristic 
	Characteristic 
	Measurement 
	Result N (%) 

	 
	 
	 
	 

	 
	 
	 

	TR
	 
	 

	 
	 
	 
	 

	TR
	 
	 

	TR
	Flecainide 
	 

	TR
	 
	 

	TR
	Propafenone 
	 

	 
	 
	Dronedarone 
	 

	Amiodarone 
	Amiodarone 
	 

	Dofetilide 
	Dofetilide 
	 

	Pilsicainide 
	Pilsicainide 
	 

	 
	 
	 

	 
	 


	Procedural Data  
	                        
	Procedure Time N Subjects Mean ± SD (Range) Median (IQR) Times                                        Presence of char or coagulum formation                    
	Table 33. Index Procedure Ablation Summary 
	Table 33. Index Procedure Ablation Summary 


	                  
	decrease during ablation. 
	Table 34. RHYTHMIA HDx Ablation Parameter Data 
	Table 34. RHYTHMIA HDx Ablation Parameter Data 
	Table 34. RHYTHMIA HDx Ablation Parameter Data 

	Treatments with PVI and Characteristic Measurement Point-by-Point Applications Only (N=163)                                                                NOTE:  parameter. 
	Treatments with PVI and Characteristic Measurement Point-by-Point Applications Only (N=163)                                                                NOTE:  parameter. 


	Cavo-Tricuspid Isthmus (CTI) Ablation Summary 
	                        
	Table 35. CTI Ablation Summary 
	Category 
	Category 
	Category 
	Classification 
	N (%) Treatment Subjects with CTI Ablations (N=102) 

	 
	 
	 
	 

	 
	 
	 

	 
	 
	 
	 

	TR
	 
	 

	 
	 
	 
	 

	 
	 
	 


	Results Primary Safety Endpoint 
	Primary Safety Endpoint at 12 Months 

	 
	Figure
	Figure 5. Primary Safety Event-Free Rate at 12 Months 
	   
	   
	Table 36. Clinical Events Committee (CEC) Adjudicated Primary Safety Events at 30 Days 
	Table 36. Clinical Events Committee (CEC) Adjudicated Primary Safety Events at 30 Days 
	Additional Safety Information 

	Event Type 
	Event Type 
	Event Type 
	N (%) 

	Atrial esophageal fistula 
	Atrial esophageal fistula 
	 

	 
	 
	 

	 
	 
	 

	Death 
	Death 
	 

	 
	 
	 

	 
	 
	 

	Pericarditis 
	Pericarditis 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	NOTE: 
	NOTE: 


	    
	Table 37. Summary of Adverse Events by Relatedness 
	Table 37. Summary of Adverse Events by Relatedness 
	Table 37. Summary of Adverse Events by Relatedness 

	Adverse Event Classification 
	Adverse Event Classification 
	Number of Events (Number of subjects, % of Treatments) 

	 
	 
	 

	 
	 
	 

	 
	 

	 
	 
	 

	 
	 
	 

	 
	 

	Causal 
	Causal 
	 

	Probable 
	Probable 
	 

	Possible 
	Possible 
	 

	 
	 
	 

	 
	 

	Causal 
	Causal 
	 

	Probable 
	Probable 
	 

	Possible 
	Possible 
	 

	 
	 
	 

	 
	 

	Probable 
	Probable 
	 

	Possible 
	Possible 
	 

	 
	 
	 

	    
	    


	 
	Table 38. Serious Adverse Event Classification 
	Table 38. Serious Adverse Event Classification 
	Table 38. Serious Adverse Event Classification 

	Adverse Event Classification 
	Adverse Event Classification 
	By Event (N=72) n (%) 
	By Subject (N=299) n (%) 

	 
	 
	 
	 

	Pericarditis 
	Pericarditis 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Pericardial effusion 
	Pericardial effusion 
	 
	 

	 
	 
	 
	 

	Cancer 
	Cancer 
	 
	 

	  
	  
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Atrial flutter 
	Atrial flutter 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Procedure related Abnormal labs 
	Procedure related Abnormal labs 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	Atrial flutter, not specified 
	Atrial flutter, not specified 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 


	Adverse Event Classification 
	Adverse Event Classification 
	Adverse Event Classification 
	By Event (N=72) n (%) 
	By Subject (N=299) n (%) 

	 
	 
	 
	 

	 
	 
	 
	 


	Primary Effectiveness Endpoint Results 
	Acute Procedural Success 

	 
	Table 39. Primary Effectiveness Endpoint - Acute Procedural Success 
	Table 39. Primary Effectiveness Endpoint - Acute Procedural Success 
	Table 39. Primary Effectiveness Endpoint - Acute Procedural Success 

	N Total 
	N Total 
	N Success 
	Acute Success Rate (%) 
	95% Confidence Interval 

	 
	 
	 
	 
	 


	     
	Primary Effectiveness Endpoint at 12 Months 
	Primary Effectiveness Endpoint at 12 Months 

	                   
	effectiveness endpoint event. 
	            
	Figure
	Primary Effectiveness Event Type N (% Treatment Subjects) Acute procedural failure  
	Figure 6. Freedom From Primary Effectiveness Failure at 12 Months 
	Figure 6. Freedom From Primary Effectiveness Failure at 12 Months 
	     
	Table 40. Primary Effectiveness Failure at 12 Months by Type 


	Primary Effectiveness Event Type 
	Primary Effectiveness Event Type 
	Primary Effectiveness Event Type 
	N (% Treatment Subjects) 

	 
	 
	 

	  
	  
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	  
	  
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 
	 

	 
	 


	                  
	               
	Figure
	Figure 7. Freedom From Arrhythmia Recurrence – New or Increased Dose of Previously Prescribed AAD 
	Figure 7. Freedom From Arrhythmia Recurrence – New or Increased Dose of Previously Prescribed AAD 
	     
	 


	Figure
	Figure 8. Freedom From Documented Arrythmia Recurrence on a Rhythm Monitoring Device 
	Rhythm Monitoring 
	Rhythm Monitoring 

	     
	 
	Figure
	Figure 9.  Monthly Event Monitoring Compliance Study Conclusion 
	Figure 9.  Monthly Event Monitoring Compliance Study Conclusion 
	                   
	fibrillation. 


	HOW SUPPLIED 
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	Note: 
	electrodes are outside of a sheath, if using a long sheath. 
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	Corrective Action Procedure 
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	cable connections 
	           

	• Impedance cutoff •  cutoff 
	• Impedance cutoff •  cutoff 
	•  on tip electrode 
	             Prior to reinsertion, ensure the irrigations ports are patent. If  a.  the patient. b.   c.    d.  e.   
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	•  
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