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Restoring AV Access: Pilot Study Using a 
Scoring Balloon in 50 Patients
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AV Access
• By 2008, more than 341,000 patients in the United States were 

undergoing hemodialysis for the treatment of end-stage renal 
disease1

• Most AV access circuits fail due to neointimal hyperplasia

• Studies have shown 6-month patency (i.e., function AV access) of 50-
60% following angioplasty2,3

• Scoring balloons may advance the treatment of AV access stenosis

• . Pirozzi N, Garcia-Medina J and Hanoy M. Stenosis complicating vascular access for hemodialysis: indications for treatment. J Vasc Access 2014; 15(2): 76–82.

• 2. Bountouris I, Kritikou G, Degermetzoglou N, et al. A review of percutaneous transluminal angioplasty in hemodialysis fistula. Int J Vasc Med 2018; 2018: 1420136.

• 3. Davidson CJ, Newman GE, Sheikh KH, et al. Mechanisms of angioplasty in hemodialysis fistula stenoses evaluated by intravascular ultrasound. Kidney Int 1991; 40(1): 91–95.



Angiosculpt® PTA Scoring Balloon

Minimizes Slippage 

Scoring mechanism designed to 
reduce the risk of flow-limiting 

dissections

Multiple lesion morphologies 
including calcium



Angiosculpt® Mechanism of Action
Precision Power Safety

Minimal Slippage More Dilatation Force Low Dissection Rate

Rectangular edges “lock”
the device into lesion

Leading edges drive 
outward force 15-25 times 
that of POBA

Less flow limiting 
dissections then POBA



Angiosculpt® Specifications



Angiosculpt® Indications

• The AngioSculpt® PTA scoring balloon catheter is 
intended for dilatation of lesions in the iliac, femoral, 
ilio-femoral, popliteal, infra-popliteal, and renal 
arteries, and for the treatment of obstructive lesions 
of native or synthetic arteriovenous dialysis fistulae

• Not for use in the coronary or neuro-vasculature



Study Design
• Objective: To determine safety and efficacy of the Angiosculpt PTA 

balloon in restoring AV fistula/graft access

• Prospective, single-arm, pilot study including 50 patients

• Primary endpoint: target lesion primary patency (i.e., functional AV 
access) at 2 and 6 months defined as freedom from re-intervention 

• Safety endpoint: freedom from major device, procedure, and 
treatment site-related adverse events through 30 days post-
procedure



Patient and Lesion Characteristics



Procedural Characteristics



Patient Characteristics and Initial 
Outcomes



Percentage of Patients Free from Re-
intervention of Total Enrolled

(N = 50)



Conclusions
• Results from this single-center pilot study suggest that the 

AngioSculpt® scoring balloon may be a viable treatment option for 
stenosed AV fistula/graft access
• Patency (functional AV access) 6-months: 80.9%

• No device or procedure-related complications through 30 days post-
procedure

• Further research from well-controlled, randomized trials is needed


