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Post Market Surveillance 

Any Questions, feel free to ask 
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1. On a scale of 1-5, clinically, how easy is it to use the device to meet its intended use?

   1. Very Easy    2. Easy    3. Average    4. Not Easy    5. Difficult  
2. Is the IFU clear and easy to follow?

   Yes    No  If no, please detail 

3. On a scale of 1-5, how do the patient positioning markers perform to allow use of the device as intend?   

   1. Excellent   2. Very Good      3. Good    4. Average   5. Poor   
4. On a scale of 1-5, how easy is it to inflate and deflate the device?

   1. Very Easy    2. Easy    3. Average    4. Not Easy    5. Difficult  
5. On a scale of 1-5, how easy is it to connect the device to the pump to meet the devices intended use?  

   1. Very Easy    2. Easy    3. Average    4. Not Easy    5. Difficult  
6. On a scale of 1-5, how often do the overinflation valves fail to perform? 

   1. Never   2. Rarely    3. Occasional    4. Regularly   5. Always  
7. On a scale of 1-5, how well does the patient head wedge perform to support the patient in a semi-seated position? 

   1. Excellent   2. Very Good      3. Good    4. Average   5. Poor   
8. On a scale of 1-5, how do you rate the overall clinical performance of the device? 

   1. Excellent   2. Very Good      3. Good    4. Average   5. Poor   
Please detail if a score of 3 or above has been given to any of the above questions

Further Comments 
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