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Peripheral Arterial Disease (PAD) project registration form

Title of research project: Comparison of Stent-AVoiding with a stent-prEferred strategy in Common Femoral Artery endovascular treatment after IVL preparation

Short title (acronym) – if applicable: SAVE-CFA trial.


Chief Investigator responsible for project
Name: Bahaa NASR

Institution: CHU Cavale Blanche Brest 

Address: Bd Tanguy Prigent, 29200 Brest 

Telephone: +33298347425

E-mail: nasr.bahaa@gmail.com

Brief Project proposal	

Peripheral artery disease represents a significant health care burden. On the European and American scale, this pathology represents a population of 1.5 to 2 million and results each year in 220 000 to 240 000 minor and major amputations (1). Currently, endovascular treatment appears indispensable in the treatment of lower limbs atheromatous lesions (1). Common femoral artery (CFA) atheromatous lesions have a significant impact on the lower limb vascularization as they prevent direct leg vascularization through the femoro-popliteal axis, and they also prevent the development of a collateral circulation through the deep femoral artery. The last European consensus, interested in the management of CFA occlusive lesions, has further expanded the endovascular treatment indications (ref ESVS).

Open surgery remains the standard treatment especially in the case of extensive lesions (ESVS). Several studies have shown promising results regarding stenting for de novo CFA lesions (2,3). Stenting was comparable with open surgery at mid-term in term of clinical, morphological and hemodynamic outcomes with a significantly lower morbidity and mortality within 30-days (2). However, the CFA is considered to be the subject of high mechanical stress due to the proximity of the hip joint. Some authors argue against the use of bare metal stents because of the risk of stent fracture. Recent reports highlighted the feasibility of advanced endovascular therapy options, combining intravascular lithotripsy (IVL) as vessel preparation and adjunctive use of drug-coated balloon angioplasty (DCB) treatment (3). IVL in combination with DCB exhibited low rates of stent placement in the CFA region with acceptable freedom from target lesion revascularization (TLR) rate of 94% (3). This is particularly promising since this strategy convoys with the leave nothing behind notion, in a partially moving ‘no stent zone’. 


IVL is a vessel preparation and could be associated with stenting allowing a better “expansion” and apposition of the stent. To our knowledge, no data are available to compare the stent-avoiding strategy (SA) and the stent-preferred strategy (SP) after IVL vessel preparation. 

Primary Objectives: The SAVE-CFA study aimed to evaluate patency rates in CFA lesions comparing the efficacy and safety of stent-avoiding (SA) strategy and stent-preferred (SP) strategy after lesion preparation with IVL. 
In addition, outcomes including improvement in terms of Rutherford category, target lesion revascularization, minor and major amputation will be systematically analyzed in all patients.

Study design: Multi-center, retrospective comparative study.

Study population: All comers >18 years with symptomatic CFA lesion treated with IVL and DCB or stenting

Inclusion criteria:
1. Waived informed consent.
2. De novo atherosclerotic lesion of the CFA (Azema I, II, or III lesions)
3. Symptomatic lesions (Rutherford 2 to 6).

Outcome measures: 

· The primary efficacy endpoint is the primary patency at 12 months defined as the absence of clinically driven target lesion revascularization (CDTLR) or binary restenosis. 
· The primary safety endpoint was a composite of freedom from device- and procedure-related death through 30 days, freedom from major target limb amputation, and CD-TLR within 12 months post–index procedure. 
· Target lesion reintervention. 
· Minor or major amputation.
· Clinical improvement defined as cumulative improvement of 1 class by Rutherford scale.


Statistical justification: Descriptive statistics. In addition, propensity matching will be assessed to adjust for any potential confounders using logistic regression models. Thus, matching will be performed, including variables such as sex, age, body-mass-index, Rutherford category, chronic limb threatening ischemia, PACCS score 4. 
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