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Zilver-PTX Drug-Eluting Peripheral Stent
The sponsor has proposed the following Indications for Use:
The proposed indications for use specify a maximum lesion length of 140 mm per limb and 280 mm per patient.  The pivotal clinical study conducted to support the effectiveness of this product was limited to patients with up to 2 lesions and a maximum individual lesion length of 140 mm.  
The following questions relate to the approvability of the Cook Zilver-PTX Drug-Eluting Peripheral Stent.  Please answer them based on your expertise, the information you reviewed in preparation for this meeting, and the information presented at the panel meeting. 
Voting Question 1:
Is there reasonable assurance that the Cook Inc. Zilver-PTX Drug-Eluting Peripheral Stent is safe for use in patients who meet the criteria specified in the proposed indication?
Voting Question 2:

Is there reasonable assurance that the Cook Inc. Zilver-PTX Drug-Eluting Peripheral Stent is effective for use in for patients who meet the criteria specified in the proposed indication?
Voting Question 3:

Do the benefits of the Cook Inc. Zilver-PTX Drug-Eluting Peripheral Stent for use in patients who meet the criteria specified in the proposed indication outweigh the risks for use in patients who meet the criteria specified e in the proposed indication?
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