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Expanded indication for the Abbott Vascular RX Acculink Carotid Stent System
to include standard surgical risk patients based on data from the CREST Study

The sponsor has proposed the following indications for use:

High Surgical Risk

The RX Acculink Carotid Stent System, used in conjunction with Abbott Vascular’s Accunet or Emboshield family of Embolic Protection Systems (EPS), is indicated for the treatment of patients at high risk for adverse events from carotid endarterectomy who require carotid revascularization and meet the criteria outlined below:

1. Patients with neurological symptoms and ≥ 50% stenosis of the common or internal carotid artery by ultrasound or angiogram OR patients without neurological symptoms and ≥ 80% stenosis of the common or internal carotid artery by ultrasound or angiogram, AND

2. Patients must have a reference vessel diameter within the range of 4.0mm and 9.0 mm at the target lesion.

Standard Surgical Risk

The RX Acculink Carotid Stent System, used in conjunction with the Accunet Embolic Protection System (EPS), is indicated for the treatment of patients at standard risk for adverse events from carotid endarterectomy who require carotid revascularization and meet the criteria outlined below:

1. Patients with neurological symptoms and ≥ 70% stenosis of the common or internal carotid artery by ultrasound or ≥ 50% stenosis of the common or internal carotid artery by angiogram OR patients without neurological symptoms and ≥ 70% stenosis of the common or internal carotid artery by ultrasound or ≥ 60% stenosis of the common or internal carotid artery by angiogram AND

2. Patients must have a reference vessel diameter within the range of 4.0mm and 9.0 mm at the target lesion.

The following questions relate to the approvability of the RX Acculink Carotid Stent System.  Please answer them based on your expertise, the information you reviewed in preparation for this meeting, and the information presented today. 
Voting Question 1:
Is there reasonable assurance that the RX Acculink Carotid Stent System is safe for use in patients requiring carotid revascularization who meet the criteria specified in the proposed indication?

Voting Question 2:

Is there reasonable assurance that the RX Acculink Carotid Stent System is effective for use in patients requiring carotid revascularization who meet the criteria specified in the proposed indication?

Voting Question 3:

Do the benefits of the RX Acculink Carotid Stent System for use in patients requiring carotid revascularization who meet the criteria specified in the proposed indication outweigh the risks of the RX Acculink Carotid Stent System for use in patients requiring carotid revascularization who meet the criteria specified in the proposed indication?
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