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DOCUMENTS REQUIRED 
 

  Device Descriptions and Specification 

 General Safety and Performance Requirements (GSPR) Checklist 

 Design and Manufacturing Information 

 Benefit-Risk Analysis and Risk Management Documentation 

 Product Verification & Validation Plan and Results 

 Clinical Evaluation  

 Information Supplied by Manufacturer 

 Post Market Surveillance Plan 

 Post Market Clinical Follow-up Plan 
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