Medtronic Arctic FrontTM Advance Cardiac Cryoablation Catheter System

Overview
Catheter ablation is a minimally invasive procedure that aims to treat atrial fibrillation (AF), an irregular quivering or rapid rhythm in the upper chambers (atria) of the heart. The goal of the treatment is to stop the rapid beating of the upper heart chambers by ablating, or blocking, the conduction of AF. 

The Food and Drug Administration (FDA) recently approved the Arctic Front™ Advance Cardiac Cryoablation Catheter technology for the treatment of patients with persistent AF (AF episodes that last less than six months). The FDA approval was supported by a subset of data from the STOP Persistent AF Trial, which found that 12 months after a cryoballoon pulmonary vein isolation (PVI) ablation procedure, more than half of patients with persistent AF experienced freedom from AF recurrence. These results are consistent with outcomes from other studies that reported between 60.7 percent and 76.2 percent one-year freedom from AF after cryoballoon PVI for the treatment of persistent AF.[footnoteRef:1],[footnoteRef:2],[footnoteRef:3]   [1:  Akkaya E, et al. Five-year experience with pulmonary vein isolation using the second-generation cryoballoon for treatment of persistent atrial fibrillation. J Cardiovasc Electrophysiol. 2018; 29(11): 1500-1507.]  [2:  Boveda S, et al. Single-Procedure Outcomes and Quality-of-Life Improvement 12 Months Post-Cryoballoon Ablation in Persistent Atrial Fibrillation: Results From the Multicenter CRYO4PERSISTENT AF Trial. JACC Clin Electrophysiol. 2018; 4(11): 1440-1447.]  [3:  Tondo C, et al.; ClinicalService 1STOP Project Investigators. Pulmonary vein isolation cryoablation for patients with persistent and long-standing persistent atrial fibrillation: Clinical outcomes from the real-world multicenter observational project. Heart Rhythm. 2018; 15(3): 363-368. ] 


The STOP Persistent AF Trial exceeded both efficacy and safety pre-defined performance goals with a less than one percent complication rate. Additionally, results demonstrated that cryoballoon ablation provided patients with a significant improvement in quality of life, reduced AF-related symptoms and an 86.8 percent freedom from repeat ablation following a short and predictable outpatient procedure. 

Backgrounder: Arctic FrontTM Advance Cardiac Cryoablation Catheter System



The Arctic Front Advance System uses cold energy rather than heat (radiofrequency, or RF, ablation) to isolate the pulmonary veins and create scar tissue that interrupts irregular electrical signals in the heart. 

About the Medtronic Arctic Front Cardiac Cryoablation Catheter System
[bookmark: _Hlk13666377]The Arctic Front™ Advance Cardiac Cryoablation Catheter System has been used to treat more than 800,000 patients in over 80 countries. The system’s technologies currently offered include:
· Arctic Front family of cardiac cryoballoon ablation catheters, including the Arctic Front Advance™ and the Arctic Front Advance ProTM, that are used to ablate cardiac tissue
· FlexCath Advance Steerable Sheath, which helps deliver and position the cryoballoon in the left atrium
· Achieve™ and Achieve Advance™ Mapping Catheters, are intra-cardiac electrophysiology recording catheters used to assess pulmonary vein isolation
· Freezor™ family of cardiac cryoablation catheters, which are flexible, single-use, minimally invasive devices designed to ablate cardiac tissue 
· CryoConsole™, which houses the coolant, electrical and mechanical components that run the catheters during a cryoablation procedure

Atrial Fibrillation Overview and Statistics
· AF is an irregular quivering or rapid heart rhythm in the upper chambers (atria) of the heart. 
· AF causes inefficient pumping of the heart and can lead to other rhythm problems as well as chronic fatigue, difficulty breathing and heart failure.
· AF is one of the most common heart rhythm disorders, affecting more than 33 million people worldwide. [footnoteRef:4] [4:  Naccarelli GV, et al. Increasing prevalence of atrial fibrillation and flutter in the United States. Am J Cardiol. 2009;104(11):1534‐1539.] 

· It is estimated that half of all diagnosed AF patients fail drug therapy.
· Untreated AF patients have a five times higher risk of stroke and an increased chance of developing heart failure.[footnoteRef:5],[footnoteRef:6] [5:  Stewart S, et al. A population-based study of the long-term risks associated with atrial fibrillation:20-year follow-up of the Renfrew/Paisley study. Am J Med. October 1, 2002;113(5):359-364.]  [6:  Wolf PA, et al. Atrial fibrillation as an independent risk factor for stroke: the Framingham Study. Stroke. August 1991;22(8):983-988.] 
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