
SMART SF STUDY RESULTS

To evaluate the outcomes of radiofrequency ablation with the THERMOCOOL SMARTTOUCH® SF Catheter with 
CARTO VISITAG™ Module in patients with symptomatic, drug-refractory paroxysmal atrial fibrillation.

OBJECTIVE

The SMART SF study demonstrated the safety and effectiveness of ablation with the THERMOCOOL 
SMARTTOUCH® SF Catheter with CARTO VISITAG™ Module in patients with symptomatic, drug-refractory 
paroxysmal atrial fibrillation ablation.

AAD, antiarrhythmic drug; AE, adverse events; AF, atrial fibrillation; AFL, atrial flutter; AT, atrial tachycardia; PV, pulmonary vein; PVI, pulmonary vein isolation.
a Incidences of atrioesophageal fistula or PV stenosis reported >1 week postablation were also considered primary adverse events.
b Effectiveness evaluation was based on electrocardiogram, telemetry strip, and 48-h Holter monitor collected at the 6-to-9- and 12-month visits. 12-month effectiveness success 

also required freedom from acute procedural failures and freedom from repeat ablation. 

THERMOCOOL® Navigation Catheters are indicated for the treatment of drug refractory recurrent symptomatic paroxysmal atrial fibrillation, when used with CARTO® 3 Systems 
(excluding NAVISTAR™ RMT THERMOCOOL™ Catheter). 
The CARTO VISITAG™ Module provides access to data collected during the application of RF energy. The data does not indicate the effectiveness of RF energy application. 
CARTO VISITAG™ Module settings are user defined based on the user’s clinical experience and medical judgment. Biosense Webster, Inc. does not recommend any settings for 
the CARTO VISITAG™ Module.
Important information: Prior to use, refer to the instructions for use supplied with the device for indications, contraindications, side effects, warnings and precautions. Caution: US 
law restricts this device to sale by or on the order of a physician.
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OUTCOMES

RESULTS

ACUTE EFFECTIVENESS
(Confirmation of entrance 
block in all PVs)

ACUTE SAFETY
(Primary AEs 1-week 
postablation)a

12-MONTH EFFECTIVENESS
(Freedom from documented AF/AT/AFL 
based on electrocardiographic data)b
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INTERVENTIONS
DESIGN: SINGLE ARM. OPEN LABEL PROSPECTIVE, 
MULTICENTER, NONRANDOMIZED CLINICAL STUDY
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