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Introduction: Spurred by a rash of recent ICD lead failures and advisories, systematic assessment of post-implant lead performance has risen to the level of imperative in the collective conscience of both physicians and industry, alike.  GALAXY (NCT00836589) and CELESTIAL (NCT00810264) are ongoing multi-center, prospective, non-randomized observational studies being used to effect such evaluation by analysis of long-term safety and performance data of BIOTRONIK leads. 
Methods: ICD and CRT-D pts are being followed for lead performance and safety of the Linox and Linoxsmart ICD leads for 5 yrs post-implant. All procedural and system-related adverse events (AEs) are assessed at each follow-up along with lead electrical parameters.  An independent CEC of 5 EPs adjudicates all AEs to determine AE category and lead relatedness. Adjudicated AEs are then categorized per ISO 5841-2 (3rd edition). Figure 1 displays a Kaplan-Meier actuarial graph by Linoxsmart and Linox ICD model groups.
Results:  A total of 3915 leads were implanted in 3833 pts (73.0% male, mean age 67.0 ± 12.2 yrs) at 146 US centers.  The estimated cumulative survival probability is 97.3% at 5 yrs after implant for Linox leads and 98.3% at 4 yrs after implant for Linoxsmart leads. The most common AEs were oversensing (19, 0.49%), failure to capture (10, 0.26%), and conductor fracture (9, 0.23%), abnormal pacing impedance (7, 0.18%), lead dislodgement (7, 0.18%), insulation breach (5, 0.13%).   
Conclusion: Linox and Linoxsmart ICD lead-related AEs are rare; and, lead electrical performance and cumulative survival probability are excellent.  
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