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1.0 Purpose

1.1. To list criteria for meeting safety, needs, & requirements of the user, as well as optimal device performance.

2.0 Scope

2.1. This document affects document development for a Risk Management File/Report

3.0 References

3.1. SP-00057: Risk Management Planning

3.2. SP-00008: Product Development Procedure

3.3. 2004-0001: Product Design Specifications

3.4. 2004-0003: Function-Means Tree

3.5. 2004-0005: Initial Hazard Analysis

3.6. 2004-0006: Fault Tree

3.7. 2004-0007: FMEA

3.8. TP-0001: Pressure Sensor Accuracy

3.9. TP-0002: Detect Rapid Pressure Changes

3.10 TP-0003: Sensor Response to Suction

4.0 Subject Headings

4.1  Safety of the end-user (patient)

· No increased biocompatibility complications compared to current cannula design

· No serious risk of fibrillation

· No protrusion of sensor- (RF) transmitter complex (to prevent aggravation of vessel wall or septum upon insertion)

· Feasibility of eventual incorporation of auto-safety adjust component in controller that responds to low left atrial pressure (LAP) measurements by reducing pump speed to prevent suck-down of left atrium 

· Meets FCC requirements regarding RF signals passing through chest cavity 

· Meets FDA requirements for compatibility with Cath Lab and operating room equipment

4.2  Needs/requirements of end-user will be met 

· Accurately measures LAP in specified application range (0-20 mmHg)

· Transmits readable signal with LAP data

· Short response time of pressure sensor to respond to rapidly changing patient conditions

· Auto-safety adjust component (see above)

· Sensor and signal transmitter still functional inside the body (approx. 37oC) for extended periods of time (optimal: at least 2 weeks)

· Components not damaged by exposure to higher pressures (up to 250 mmHg)

· Components not damaged by exposure to temperatures of up to 70oC

· All components have shelf-life of 2 years

4.3  Optimal device performance

· High pressure sensor accuracy between 0-20 mmHg (negative pressure sensing capabilities even better!)

· Sensor tolerance to higher pressures (0-20 mmHg)

· Sensor location at tip of cannula

· Sensor readings not disrupted by cannula contact with atrial wall (locate in lumen of cannula?)

· Sensor-RF transmitter complex can sustain forces typical during device use without damage

· Redundancy: two sensors, at 180o; average of signals for better accuracy ( no loss of signal if one sensor is damaged

· Sensor readings and electrical transmission of data not affected by drugs patient may be taking

· Flexibility of sensor-transmitter complex for easy placement on curved cannula

· Sensor-transmitter complex not damaged by high temperature conditions required for manufacturing process (65-70oC)

· Sampling frequency captures essential data in LAP changes 

· Good flow dynamics (minimal stagnation and eddy zones ( minimize thrombosis and hemolysis)

5.0 Revision History

5.1. Revision 1

· Formatted existing document into a standard controlled document form.

· Extended considerations of section 4.1: safety of the end-user (patient).

· Broadened section 4.2: Needs/ requirements of end user to encompass manufacturing considerations such as temperature, pressure and storage.

· Made further considerations in section 4.3: optimal performance of the device to include biocompatibility.

5.2. Revision 2

· Reformatted document to include section 1.0: purpose, section 2.0: scope and section 3.0: references.

5.3. Revision 3

· Documented section 5.0: revision history.
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