
DEBULK LESION

Laser Benefits:
• ONLY FDA indicated atherectomy technology for FemPop ISR1

• Treat mixed lesion morphologies
• Debulk lesion from the tip with no moving parts

Always Reaching Farther
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SCORE AND EXPAND LUMEN

Flow-limiting Dissection Rates2-10

AnigoSculpt Benefits:
• Enhance luminal gain post-laser by scoring 

residual plaque
• Scoring mechanism designed to reduce the risk 

of flow-limiting dissections
• Works in multiple lesion morphologies 

including calcium
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Vessel Prep Matters 
Maximize Luminal Gain

Note: Studies were not head-to-head comparisons and are provided for reference only
* Lesions were predialated with PTA
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Important Safety Information

Turbo-Power
INDICATIONS 

Turbo-Power is indicated for laser atherectomy of de novo or restenotic 
lesions in native infrain guinal arteries and for the treatment of 
femoropopliteal artery in-stent restenosis (ISR) in bare nitinol stents, with 
adjunctive Percutaneous Transluminal Angioplasty (PTA).

CONTRAINDICATIONS 

No long-term adverse effects on the arterial vessel wall, due to peripheral 
excimer laser recanaliza tion, are known at this time.

PRECAUTIONS 

Procedures requiring percutaneous catheter introduction should not 
be attempted by physicians unfamiliar with the possible complications 
listed below. Complications may occur at any time during and/or after 
the procedure.

ADVERSE EFFECTS 

Potential complications include but are not limited to: perforation of the 
vessel wall, major dissec tion, pseudoaneurysm, arteriovenous fistula, 
spasm, distal embolization, thrombosis, reocclusion, hematoma at the 
puncture site, bleeding or Acute Limb Ischemia (ALI), any of which may 
require a reintervention, bypass surgery or amputation; infection, renal 
failure, nerve injury, stroke, myocar dial infarction, arrhythmia, death and 
other.

This information is not intended to replace a discussion with your health 
care provider on the benefits and risks of this procedure to you.

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.

CONTRAINDICATIONS

None known for percutaneous transluminal angioplasty (PTA) 
procedures.

WARNINGS

This device is intended for single (one) patient use only. Do not 
resterilize and/or reuse, as this can potentially result in compromised 
device performance and increased risk of inappropriate resterilization 
and cross contamination. The inflated diameter of the balloon should 
approximate the diameter of the vessel just proximal and distal to the 
stenosis, in order to reduce potential vessel damage. When the catheter 
is exposed to the vascular system, it should be manipulated while under 
high-quality fluoroscopic observation. Do not advance or retract the 
catheter unless the balloon is fully deflated under vacuum. If resistance 
is met during manipulation, determine the cause of the resistance 
before proceeding. Balloon pressure should not exceed the rated burst 
pressure (RBP). Refer to product label for device-specific information. The 
RBP is based on results of in-vitro testing. At least 99.9% of the balloons 
(with a 95% confidence level) will not burst at or below their RBP. Use 
of a pressure monitoring device is recommended to prevent over-
pressurization. Use only the recommended balloon inflation medium. 
Never use air or any gaseous medium to inflate the balloon. Proceed 

cautiously when using the AngioSculpt catheter in a freshly deployed bare metal 
or drug-eluting stent. The AngioSculpt catheter has not been tested for post-
dilation of stents or in lesions distal to freshly deployed stents in clinical studies. 
Bench testing has shown no additional risk when inserting or withdrawing 
the AngioSculpt catheter through stents (no interference with stent struts, no 
retention of or damage to the AngioSculpt catheter). Use the catheter prior to the 
“Use Before” (expiration) date specified on the package.

PRECAUTIONS

A thorough understanding of the principles, clinical applications and risks 
associated with PTA is necessary before using this product.

Any use for procedures other than those indicated in these instructions is not 
recommended. The device is not recommended for use in lesions that may 
require inflation pressures higher than those recommended for this catheter. 
Do not use if package is opened or damaged. Prior to angioplasty, the catheter 
should be examined to verify functionality, device integrity and to ensure that its 
size and length are suitable for the specific procedure for which it is to be used. 
During and after the procedure, appropriate anticoagulants, antiplatelet agents 
and vasodilators should be administered to the patient according to institutional 
practice for peripheral angioplasty of similar arteries. Pass the AngioSculpt 
catheter through the recommended introducer sheath size or minimum size 
guiding catheter indicated on the product label.

ADVERSE EFFECTS

Possible adverse effects include, but are not limited to, total occlusion 
of the treated artery, arterial dissection or perforation, arterial spasm, 
pseudoaneurysm, restenosis of the dilated artery, embolism, thrombus, retained 
device components, hemorrhage or hematoma, arteriovenous fistula.
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