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BACKGROUND: 
Limited data is available for safety, efficacy, and clinical 

outcomes for drug-eluting stent (DES) implantation in “real-
world” patients with long and calcified SFA lesions. Our aim 

was to examine one-year outcomes for these lesion subsets, 
treated with routine pre and post-dilatation. 

 
METHODS: 
This is a single-centre registry examining an ‘all-comer’ patient 

population with claudication or rest pain, due to SFA lesions 
diagnosed at angiography, receiving Paclitaxel-eluting stents 
(Zilver PTX, Cook Medical, US). Follow-up was up carried out 
using phone interview and ultrasound (US) doppler reviews, 
and/or repeat angiography, in cases where deterioration of 

symptoms or US assessment suggested restenosis. 
Outcomes were analyzed using Kaplan Meier methods. 

 
RESULTS: 

N=45 patients had 49 lesions treated with 59 stents. Lesion 
and patient characteristics were ‘complex’ – mean length= 

137.8 ± 72.0mm; complete occlusions (57.8%), calcification 
mod-severe =81%, as seen in Table 1. Routine pre-dilatation 

was performed for (43/45) 95.6%, and post-dilatation for 
(44/45) 97.8%, of cases. Total Procedural Success at 30-days 

was achieved in 93.3% cases. At 12 months, freedom from 
primary safety composite = 88.9%, with freedom from clinically 
driven TLR=91.1%. Twenty (44.4%) patients had symptomatic 

improvement by 2 or more Rutherford Categories. 
36 (80.0%) patients had symptomatic improvement by at least 

1 category. 
5 (11.1%) had no shift in symptoms, while 2 (4.8%) patients 

had disimprovement by 1 category. 
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CONCLUSION: Our findings demonstrate 
favorable one-year safety, efficacy, and clinical 

results for DES implantation using routine pre- and 
post-dilatation, for complex SFA lesions in a real-

world population. 
 
 

 
Table 1: Clinical characteristics and 1-year follow-up 

 
N=45 n (%) 
 Age (mean ± SD) 68.6 years 
 Male  32 (71.1) 
 Diabetes 11 (24.4) 
 Renal impairment (CrCl<60) 11 (24.4) 

 Dose (AK) mGy 239.0 ± 264.6 
 Length of stay (median, IQR) 2.0 (1.9, 2.0) 

 Procedure time 54.2 ± 23.9 
 Stent Diameter 6.0mm 34 (75.5) 

 Lesion length (mm) 137.8 ± 72.0  
    
 Total number of lesions 49 

 Total number of stents 59 

 Complete occlusions 26/45 (57.8%) 

 Restenosis from previous                                                                    
procedure (non-DES) 

4/45 (8.9%) 

 Length of Stay 2.15 days 
 Average procedure time 54.2 minutes 

 Rate of post-dilatation 44 (97.8%) 

 Calcium grade ≥ moderate 81% 

 Distal Runoff Vessel patency 
 0 
 1 
 2 
 3 

  
3 (6.7) 
2 (4.4) 
10 (22.3) 
30 (66.6) 

 Vascular complication at 30-days 3 (6.7%) 
 

12-Month Follow-up 
Primary Safety Composite 5  (11.1) 
Major Adverse events 0 (0.0) 
All-cause death 2 (4.4) 
Device and procedure-
related death 

0 (0.0) 

Clinically driven TVR 2 (4.4) 
Target limb major 
amputation 

0 (0.0) 

Thrombosis 0 (0.0) 


