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BACKGROUND

Treatment of incompetent great saphenous vein (GSVs) with radiofrequency ablation has proven to be effective with good results but has the disadvantage of a lengthy pullback procedure. We report the preliminary results of new and faster endovenous catheter for radiofrequency-powered segmental thermal (RSTA). 
METHODS
A prospective, nonrandomized, multicenter study was conducted to evaluate the safety, feasibility, and early clinical outcomes of RSTA of the GSV using a catheter tip that is positioned 2 cm distal to the saphenofemoral junction. A 7 cm vein segmented is treated all at once during 15-second treatment cycle at the thigh level. A total of 295 GSVs in 225 patients with an average diameter of 5.7 +/- 2.2 mm (range, 2.0 to 18.0 mm) were treated under local anesthesia. Of 225 patients , n=166 (74%) were female with a mean age of 50 years (range from 18 to 79 years). All GSVs were treated per protocol with double cycle treatment at the first segment with an average length treated of 37 cm. The average total endovenous procedure time was 16.4 +/- 8.2 minutes, and the average total energy delivery time was 2.2 +/- 0.6 minutes. Concomitantly performed procedures were phlebectomy in 164 legs (55%) and sclerotherapy in 38 legs (13%).
RESULTS
Follow-up with duplex-ultrasound control visits were performed after 3 days, 3, 6, 12 and 24 months and clinical data were obtained at the same time. During follow-up, one vessel was open at 3 days but occluded thereafter. Occlusion rates were from 99.3% to 94% for all four follow-up dates. Treatment failure or recanalization of the once occluded GSVs were 2 of 290 limbs at 3 months, 4 of 289 at 6 months, 9 of 292 at 12 months and 6 of 101 at 24 months after the treatment. Inner diameter of 292 GSVs followed for one year measured 3 cm distal to the sapheno-femoral junction were reduced from an average of 5.4 + 2.0 mm before the treatment to 4.5 + 1.7 mm at 3 days, to 2.4 + 1.5 mm at 6 months, to 1.2 + 0.9 mm at 1 year afterward. Reflux was observed in n=0 of 290 at 3 months (no reflux), n=1 of 289 at 6 months (0.3% reflux), n=4 of 292 at 12 months (1.4% reflux) and n=3 of 101 at 24 months (3% reflux) after the intervention. At one year follow-up, 50% of the veins were sonographically non visible at the thigh level. The average Venous Clinical Severity Score was 3.5 + 1.2 at 3 days, 0.9 + 1.5 at 3 months, and 0.7 + 1.2 at 6 months, 0.6 + 1.2 at 12 months and 0.2 + 0.8 at 24 months compared with 3.9 + 2.1 at baseline. Side effects noticed at any time during follow-up in the RSTA-treated area were ecchymosis (5.8%), paresthesia (3.4%), skin pigmentation (3.1%), erythema (2%), hematoma (1.4%) and phlebitis (1%).
CONCLUSION
RSTA is feasible, safe, well tolerated and showed a high success rate and durability of the once achieved occlusion of treated GSVs. A remarkable improvement of clinical symptoms was observed together with a moderate side-effect profile. 
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