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1.0 Purpose

1.1. To determine the components of a device that could fail and to determine the risk assessment of that failure.

2.0 Scope

2.1. The re-design of the filter will be based upon the efficiency of the filter components and their risk assessment.

3.0 References

3.1. N/A

4.0 Revision History

4.1. Revision 1:  Proper document formatting

4.2. Revision 2:  Update of document

	Function or Component
	Failure Mode
	Effect on System


	Possible hazards


	Risk Index
	User Detection Means
	Applicable Controls

	Delivery and Retrieval Sheath
	User confusion between two sheaths
	Inability to efficiently deploy or retrieve filter
	Spasm of artery, risk of patient complication
	11
	Unable to properly deploy or retrieve filter
	Proper labeling of package

	Nitinol Ring
	Inconsistent diameter size
	Complete failure of filter
	Thromboembolism to the brain, decrease of blood flow
	8
	Unabe to properly fit around the artery 
	Ensure user training, nitinol flexibility

	Porous Netting
	Pore size too large or too small
	Decreases efficiency of filter
	Thromboembolism to brain, no blood flow
	8
	Constriction of blood flow
	More testing to ensure proper pore size

	Filter
	Lack of conformation to vessel
	Decreases efficiency
	Stuck in the stent, spasm if artery,

Thromboembolism to the brain 
	6
	Spasm of artery, decrease of blood flow
	Use a more conformable material 

	Nitinol Ring
	Lack of conformation to vessel
	Decreases efficiency of filter
	Causes thromboembolism to the brain
	6
	Loss of blood flow
	Use a more conformable material able to expand under physiological conditions
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