
Medical Device Documentation Map

1. MDUFA Cover Sheet (Form FDA 3601)
2. CDRH Premarket Review  Cover Sheet
3. 510(k) Cover Letter
4. Indications for Use Statement
5. 510(k) Summary or 510(k) Statement
6. Truthful and Accuracy Statement
7. Class III Summary and Certification
8. Financial Certific or Disclosure Statement
9. Declarations of Conformity and Summary
10. Executive Summary
11. Device Description
12. Substantial Equivalence Discussion
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Regulatory-Risk Framework:
1. Intended Use
2. Regulatory Strategy
3. Hazard Analysis
4. Applicable Standards

14. Sterilization and Shelf Life

15. Biocompatibility

17. EMC and Electrical Safety

18. Performance Testing - Bench

19. Performance Testing - Animal

20. Performance Testing - Clinical

510(k) Submission
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16. Software

    1 - Level of Concern

    2 - Software Description

    3 - Device Hazard Analysis

    4 - Software Requirements Spec

    5 - Architecture Design Chart

    6 - Software Design Specification

    7 - Traceability Analysis

    8 - SW Development Environment

    9 - SW V&V Documentation

  10 - Revision Level History

  11 - Unresolved Anomalies

Plans

13. Proposed Labeling

Legend

            Service providers

            Activities

            Risk

            Software

            Human Factors

            Labeling

Before starting V&V testing:

-Design requirements are released 

-Product BOM is released 

-Test articles are from controlled build 
(design freeze) 

-SW Test Candidate Released

-Test tools are calibrated 

-Test methods are validated 

-Test equipment is validated (including 
SW test scripts) 

-Test protocols are released 
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Summary: 
 - Unit Testing 
 - Code Reviews 
 - Static Analysis 
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Mech Eng Packages

- Solidworks models 
- Drawings 
- Component Specs 
- Packaging Specs 
- Etc. 

Elec Eng Packages

- Schematics  
- PCB layouts 
- Timing diagrams
- Etc. 
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Manufacturing Reqts: 
 - Mfg Test Specs 
 - IQC specs  
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