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1.0 Purpose

1.1. To determine possible user errors and inconsistencies that could occur during use of the product

2.0 Scope

2.1. The re-design of the filter will be based upon the efficiency of 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

Safety of the end-user

· perform a stroke scale evaluation on the patient to detect risk of thromboembolism 

· treat the patient prior to surgery with blood thinners and anti-thromboembolic medications for several days

· close monitoring of activated clotting time would be necessary during surgery

· close monitoring of the patients blood pressure during surgery

· throughout the entire procedure the endovascular filter should be kept sterile

· when using Nitinol is imperative to keep the filter at appropriate temperatures

Need/Requirements of the end-user are met

· by the insertion of this filter, risk of thromboembolism should decrease

· physicians should be well trained to perform this procedure

Optimal Performance of the device

· investigate different materials for better performance and duration of the filter

· perform several in vitro trials before using on patients, to ensure filter conforms to different vessel sizes therefore reducing the risk of a thromboembolism 

· research the performance of previous devices (questionnaire)

· have the user of the device, physicians or surgeons, undergo thorough training on    

      the use of filter
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