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Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

INDICATIONS
The RX ACCUNET™ EPS is indicated for use in patients undergoing percutaneous interventional procedures
in carotid arteries to:
• Facilitate the placement of diagnostic and therapeutic devices during percutaneous interventional procedures.
• Capture and remove embolic material that may be released during the procedure.

CONTRAINDICATIONS
The RX ACCUNET™ EPS is contraindicated for use in:
• Patients in whom anti-coagulant and / or anti-platelet therapy is contraindicated.
• Patients with severe vascular tortuosity or anatomy that would preclude the safe introduction of a guide

catheter, sheath, embolic protection system, or stent system.

WARNINGS
• Maintain patient Activated Clotting Time (ACT) ≥ 250 seconds throughout RX ACCUNET™ EPS usage to

prevent thrombus formation on the device.
• When introducing the Delivery System, confirm that the wire tip is free within the vessel lumen and is not

directed into the vessel wall. Failure to do so may result in vessel trauma or wire tip damage. 
• Allow and maintain adequate distance between the radiopaque proximal bushing marker on the Guide

Wire with Filter Basket and the Stent Delivery System or other compatible interventional devices to avoid
potential entanglement. 

• Always keep the open Filter Basket distal to the deployed stent. Do not attempt to pull it when open
through the stent. Do not attempt to capture the filter basket by pulling it into the Recovery Catheter if
the Recovery Catheter tip is in the stent area. Pulling the filter basket into the stent area may lead to
stent-filter basket entanglement and/or basket detachment. If filter basket entanglement or detachment
occurs, surgical conversion should be considered.

• Avoid excessive movement of the RX ACCUNET™ EPS Guide Wire and Filter Basket during catheter
device exchanges. Excessive movement of the deployed basket may cause vessel trauma or spasm.

• Always advance or withdraw the RX ACCUNET™ EPS Guide Wire slowly using fluoroscopy to observe
corresponding wire movement and tip movement in particular. Never push, auger, retract or torque a
Guide Wire that meets resistance. If the wire tip becomes entrapped within a lesion or a device, such as
a deployed stent, do NOT torque the guide wire. Determine the cause of resistance and take necessary
remedial action. Torquing or retracting the Guide Wire against resistance may damage the wire or cause
wire tip separation, or it may cause vessel trauma.

• Maintain continuous flush while removing and reinserting devices on the Guide Wire. Perform exchanges
slowly to prevent air embolism or trauma to the artery.

• If excessive debris is collected in the Filter Basket such that blood flow through the filter is obstructed,
remove and replace the RX ACCUNET™ EPS. Otherwise it may be difficult to completely recover all
embolic debris and may increase the potential for thrombus formation.

• Refer to the instructions supplied with all interventional devices to be used in conjunction with the RX
ACCUNET™ EPS for their intended uses, contraindications, and potential complications.

PRECAUTIONS
• Only physicians familiar with the principles, clinical applications, complications, side effects and hazards

commonly associated with use of carotid embolic protection devices should use this device.
• For single use only. Do not reuse. Do not resterilize, as this can compromise device performance and

increase the risk of cross contamination due to inappropriate reprocessing. Note the product "Use By"
date specified on the package. 

• Carefully inspect the RX ACCUNET™ EPS and its packaging to verify that the device has not been
damaged in shipment. Prior to use, carefully inspect the components for kinks or bends. Inspect for filter
damage or abnormalities. Do not use damaged equipment.

• Reconfirm Filter Basket position prior to deployment of the Stent to ensure that there is adequate
distance between the radiopaque proximal bushing marker on the Guide Wire with Filter Basket and the
distal end of the desired Stent position. Reposition the Filter Basket as necessary by gently advancing the
Guide Wire. Under fluoroscopy, observe movement of the Filter Basket to the desired position.

• Do NOT deliver the RX ACCUNET™ EPS Guide Wire with Filter Basket through any interventional devices
other than the RX ACCUNET™ EPS Delivery Sheath.

• Removal of the RX ACCUNET™ EPS Guide Wire with Filter Basket through any interventional devices
other than the RX ACCUNET™ EPS Recovery Catheter has not been tested.

• If the RX ACCUNET™ EPS is desired for intervention in subsequent vessels, use a new device.
• Safety and efficacy of the RX ACCUNET™ Embolic Protection System Carotid Stent System has not been

demonstrated with carotid stent systems other than the over-the-wire or RX ACCULINK™ Carotid Stent System.

POTENTIAL ADVERSE EVENTS
• Allergic reactions to anti-platelet agents/contrast medium
• Arrhythmia
• Bleeding from medications administered
• Cerebral Hemorrhage
• Cerebral Ischemia/Transient Ischemia Attack (TIA)
• Congestive Heart Failure (CHF)
• Death
• Detachment and/or implantation of a component of the system
• Emboli, distal (air, tissue or thrombotic emboli)
• Emergent or Urgent Endarterectomy Surgery  
• Filter thrombosis/occlusion
• Groin hematoma, with or without surgical repair 
• Hemorrhage, with or without transfusion
• Hyperperfusion Syndrome
• Hypotension/Hypertension
• Infection and pain at insertion site 
• Myocardial Infarction (MI)
• Pain (head, neck)
• Pseudoaneurysm, femoral
• Renal failure / insufficiency
• Restenosis of stented segment 
• Stent / Filter Entanglement
• Stent embolization 
• Stent thrombosis/occlusion
• Stroke/cerebrovascular accident (CVA)
• Total occlusion of carotid artery
• Vessel Dissection or Perforation
• Vessel Spasm or recoil

PRODUCT SPECIFICATIONS

GUIDE WIRE LENGTH (STOCK NUMBER) FILTER SIZE FULLY REFERENCE VESSEL DIAMETER MINIMUM MINIMUM GUIDING

190 cm 300 cm EXPANDED MINIMUM TO MAXIMUM RANGE SHEATH SIZE CATHETER SIZE

1011649-45 1011650-45 4.5 mm 3.25 mm - 4.0 mm 6F 8F

1011649-55 1011650-55 5.5 mm 4.0 mm - 5.0 mm 6F 8F

1011649-65 1011650-65 6.5 mm 5.0 mm - 6.0 mm 6F 8F

1011649-75 1011650-75 7.5 mm 6.0 mm - 7.0 mm 6F 8F

RX ACCUNET™ Embolic Protection System

RX ACCUNET™

Embolic Protection System

ACCUrate
capture and control

For more information, visit our web site at www.guidant.com,
or call customer service at 800-227-9902.

Guidant Corporation 
World Headquarters
111 Monument Circle, #2900
Indianapolis, IN 46204-5129
Tel   317.971.2000
Fax  317.971.2040

Guidant Corporation
3200 Lakeside Drive
Santa Clara, CA 95054-2807
Tel   408.845.3000
Fax  408.845.3333


