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Introduction

The key underlying issue of atherosclerotic common femo-

ral artery (CFA) disease is the typically high calcium con-

centration. Traditionally, the standard of care for CFA 

disease has been common femoral endarterectomy (CFE), 

which has achieved high rates of long-term patency.
1–3

 CFE, 

however, is associated with mortality between 3% and 4%4 

and a risk of morbidity > 10%.4 Surgical treatment of CFA 

stenosis is also associated with an extended length of stay 

(mean 4± 7.5 days), adding to the burden on the health care 

system.4 Furthermore, many patients are not ideal surgical 

candidates owing to diabetes, renal insufficiency, and/or the 

increasing incidence of obesity.
4,5

In light of these shortcomings, endovascular interven-

tions, including angioplasty, stenting, and atherectomy, 

have been evaluated for the management of CFA stenosis, 

although calcium is the underlying problem. While endo-

vascular procedures were safe and technically successful, 

they had poorer long-term patency and more repeat inter-

ventions than surgery,6–10 though more recent data indicate 

good outcomes for CFA stenting.
11,12

 Given these varied 

results, endovascular treatment strategies for CFA disease 

have not been fully adopted.

Intravascular lithotripsy (IVL) is a recently introduced 

endovascular option that may provide an alternative to 

surgery for the treatment of CFA disease, especially with 

regard to the usually high calcium burden. The use of 

IVL in femoropopliteal and below-the-knee (BTK) arter-

ies for modification of calcified plaque has been recently 

described, with promising results.13–15 IVL uses pulsatile 

sonic pressure waves that pass through soft tissue and 

selectively interact strongly with calcium, producing sig-

nificant shear stresses that have the ability to fracture the 

calcium. IVL is designed to safely and effectively mod-

ify both intimal and medial calcium across a wide range 

of vascular applications to increase vessel compliance, 
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Abstract

Purpose: To evaluate the safety and feasibility of treating calcified, stenotic common femoral arteries (CFAs) using 

the Peripheral Intravascular Lithotripsy (IVL) System. Methods: An analysis was performed of 21 patients (mean age 

71.9± 10.1 years; 16 men) across 3 sites with calcified CFA stenoses treated with the Peripheral IVL System. The outcomes 

of interest were the ability to deliver IVL to the target lesion, the increase in acute gain, the reduction in diameter stenosis, 

the rate of provisional stenting, and angiographically defined complications. Results: Access to the target lesion and 

delivery of treatment by the IVL catheter were successful in all 21 patients. Post treatment mean diameter stenosis was 

21.3%, representing an acute mean lumen gain of 3.1± 1.3 mm (range 0.7–5.2). Vascular complications were minimal, with 

only 5 type B (non-flowing-limiting) dissections reported. The profunda femoris artery was patent in all patients following 

IVL, and none of the subjects experienced a perforation, distal embolization, thrombus, no reflow, or abrupt closure. 

Conclusion: These early results demonstrate that calcified, stenotic CFA lesions can be safely and successfully treated 

using the Peripheral IVL System.
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Post IVLPre IVL

BTK

Disrupt PAD III: Observational Study 

Objective: assess the real-world acute performance of the Shockwave Medical 
Peripheral IVL System in the treatment of  calcified, stenotic, peripheral arteries
◦ Planed enrollment of 1000 subjects at the same 60 sites as RCT

◦ Real-world claudicant or critical limb ischemia (CLI) population

Subjects who do not meet the inclusion/exclusion criteria for the randomized study may 

satisfy the eligibility criteria for the  observational study 
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Iliac
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Adjunctive Therapy Use by Vessel Bed

• DCB was used across all 
vessel beds

• Majority of atherectomy was 
used in SFA

• Majority of stenting was 
done in the iliac and SFA 
vessel beds
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Karlsbad Registry: Initial experience

n=15

Age 72.9 (53-94)

Sex 10 male, 5 female

Rutherford 3.7 (2-6)

Access Crossover: 14, transbrachial: 1

Shockwave
DCB

Adjunctive therapy

7x60 mm (n=5); 6x60 mm (n=10)
n=14
Inpact Admiral (n=4)        Stellarex (n=2)
Lutonix (n=5)                     Ranger (n= 3)
Atherectomy (n=1)           Stents (Supera) (n= 1)

Cycles (secs) 284 (120-300)

Procedure time (min) 67.2 (28-129)

Contrast (ml) 100.2 (60-180)

Technical success✻ 93.3 % (1 bail-out stent due to residual stenosis)

Mean follow up (months) 9.1 (2-17)

Freedom from TLR 86.7 %

✻Residual stenosis <30%, no flow limiting dissection, no embolization, no bail-out 

stenting



Conclusions

Intravascular Lithotripsy is safe and feasible for
treatment of calcified lesions of the common
femoral artery

Combination of Lithotripsy plus DCB might 
emerge as an alternative treatment of calcified 
common femoral artery lesions

RCT trials needed (vs. surgery and/or other 
endovascular options e.g. atherectomy/Supera)
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