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2.3.3 Financial Certification or Disclosure Statement

2.3.4 Declarations of Conformity and Summary Reports
2.4 Comparing Your Product vs. Predicate(s)

2.4.1 Executive Summary

2.4.2 Device Description

2.4.3 Substantial Equivalence Discussion
2.5 Ensuring Patient Safety

2.5.1 Proposed Labeling

2.5.2 Sterilization and Shelf Life

2.5.3 Biocompatibility
2.6 Software and Electronics

2.6.1 Software

2.6.2 Electromagnetic Compatibility and Electrical Safety
2.7 Performance Testing
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2.1. Cover Sheet Forms |
2.1.1 Medical Device User Fee Cover Sheet (Form FDA :
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2.1.2 CDRH Premarket Review Submission Cover Sheet :
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