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Background: Permanent leads with shocking coils for implantable cardioverter defibrillator (ICD) therapy are currently being implanted in the right ventricle (RV). Clinicians involved with ICD patients are aware of the need for ICD lead extraction in the event of lead failure, infection, or erosion. A source of difficulty in removal of ICD leads after implantation for a chronic period is fibrosis that forms around the lead body, especially the coils.  The ENDOTAK RELIANCE G lead incorporates a thin sheath of GORE ePTFE (expanded polytetrafluroethylene) that covers the coils of the lead. Previous animal studies have demonstrated that an ePTFE coating will reduce tissue ingrowth and adhesions without altering electrical performances or promoting lead displacement.  Methods: The REFLEx study is an ongoing study that will enroll 1500 patients who are implanted with a Guidant CONTAK RENEWAL CRT-D, VITALITY ICD, or VENTAK PRIZM ICD.  Patients will be randomized to either ENDOTAK RELIANCE G or any US market approved Guidant, Medtronic, St. Jude active-fixation dual-coil endocardial ICD lead.  Lead electrical properties (threshold, RV amplitude, impedance) will be collected over one year.  Spontaneous ventricular arrhythmia conversion success rate will be compared between patients in each group.  Results: The REFLEx study is currently in the follow-up phase and is expected to conclude in March 2006.  To date, 1092 patients (77% male, mean age = 66.3+/-12.3, mean EF = 26.7+/-10.8) have been enrolled and randomized.  Conclusion:  The REFLEx study will evaluate if ENDOTAK RELIANCE G leads are as good as or better than comparative leads with respect to electrical performance and termination efficacy of spontaneous ventricular arrhythmic episodes.

