Product Design Specification

1. Temperature- this product will be designed to perform at physiologic temperatures.                                                                           It should not be exposed to temperatures over the threshold of the Nitinol ring.

Rationale:  The device will be used in-vivo during carotid angioplasty surgery.  It must be designed to perform at in-vivo temperature.

2. Physiologic flow- This device will be developed and tested using a flow rate of 400ml/min, an average blood flow rate in adult patients.  

Rationale:  The device will be used in-vivo during carotid angioplasty surgery.  It must be designed to perform at in-vivo flow rates.

3. Physiologic pressure- The system used to test and research the design of this device will be operated between 80 and 120 mmHg for as much of the experiment as possible.  The device will be designed to withstand pressures slightly higher than this.

Rationale:  Normal patient blood pressure is 120/80.  By staying in this range, the most physiologic and therefore most desirable conditions are met.  

4. Length of deployment wire- The entire wire will be 190 cm long and will have 3cm at the tip past the basket of the filter.  

Rationale:  This length has been shown to be optimal for the appropriate placement of the filter in the carotid, while still maintaining enough wire to allow the physician to properly handle the device.

5. Pore size of the basket - The membrane of the filter basket will have micro pores approximately 100 μm in diameter.

Rationale:  This pore size shows optimum thrombus catching efficiency

6. Diameter of the Nitinol ring- The diameter of the Nitinol ring that will be used is ???.
Rationale:  This diameter will allow use of our product in blood vessels with inner diameters ranging from 3.5-5.5 mm.

