Neurological Devices Panel Meeting – March 18, 2011
Summary 
A meeting of the Neurological Devices Panel was held on March 18, 2011, to discuss and vote on the clinical data presented in the PMA application for approval of the for Pipeline Embolization Device (PED), sponsored by Chestnut Medical Technologies, Inc.  The Panel listened to the Company and FDA presentations, discussed the clinical data presented, addressed the FDA questions and voted on the Safety, Effectiveness and Risk/Benefit ratio concerning the device. 

Device Description 
The PED is an implanted mesh cylinder, which functions to disrupt the blood flow into an aneurysm.  The device’s woven mesh construction will allow it to conform to the tortuous walls of the normal parent artery proximal and distal to the aneurysm.  PED typically does not protrude into the aneurysm fundus itself.  In the IDE, the PED has been studied without the adjunctive use of coils.  Aneurysm occlusion is accomplished by: 

· Thrombus formation in the aneurysm fundus – Stasis of blood in the aneurysm fundus promotes blood clotting, which isolates the fundus from parent artery flow, and eventually prevents blood from filling the aneurysm. Thrombosis of the aneurysm dome initiates scar tissue formation that may result in shrinkage of the aneurysm and subsequent partial relief of mass effect.
· Re-endothelization – The mesh walls of the PED function as a scaffold which will allow re-growth of endothelial cells.  The endothelial growth will re-construct the vessel wall, which will also be reinforced with the metal strands of the PED.  The PED mesh will then form a barrier between the parent artery flow and the aneurysm fundus.  

The PED implant is manufactured by braiding Pt (92% Pt – 8% W – tungsten)  (California Fine Wire, Grover Beach, CA) and 35NLT® wires (nickel-cobalt-chromium alloy, Fort Wayne Metals, Ft. Wayne, IN) around a mandrel then using heat treatment to set the cylindrical shape.  PED is mounted on a PTFE-coated, 304SS corewire.  The device is deployed using a conventional 3F microcatheter (such as the Boston Scientific Renegade Hi-Flo catheter).  In addition, Chestnut Medical has developed a catheter for deployment of the device which was cleared by CDRH (K091559 Marksman Catheter).  When packaged, PED is constrained by an introducer sheath, with PED’s distal end further constrained by a coil attached to the distal end of the guidewire.  Rotating the delivery wire unscrews the coil from the distal tip of the guidewire allowing PED to self-expand in the target artery.

Indications for Use 
The Pipeline Embolization Device is indicated for the endovascular treatment of large or giant wide-necked intracranial aneurysms in the cavernous and paraclinoid regions of the internal carotid artery.
VOTE
On Question 1, the panel voted 8-0-0 that the data shows that there is reasonable assurance that the Pipeline Embolization Device is safe for use in patients who meet the criteria specified in the proposed indication.
On Question 2, the panel voted 8-0-0 that there is reasonable assurance that the Pipeline Embolization Device is effective for use in patients who meet the criteria specified in the proposed indication.
On Question 3, the panel voted 8-0-0 that the benefits of the Pipeline Embolization Device for use in the prespecified patient population do outweigh the risks of the PED for use in patients who meet the criteria specified in the proposed indication.
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