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¢ U.S Code of Federal Regulations (21CFR)
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Timeline of communication during 510(k) Review

Day 1: FDA receives 510(k) submission 7°|X|>
=
~ -
By Day 7 FDAE 20l HX|E 2 L|Ct
FDA cends Acknowlsdgement Letter. 2 2H7t A= dR 2R Mete
FDA sends Hold Letter if unresolved issues with
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FDA conducts Asceptance Re

FDA informs submitter if 510(K) is accepted for Substantive
Review or placed on RTA Hold
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FDA conducts Substantive Review.
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identifies outstanding review issues.
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Medical Device User Fee Cover Sheet (Form FDA 3601)
CDRH Premarket Review Submission Cover Sheet (FDA Form 3514)
510(k) Cover Letter

Indications for Use Statement (FDA Form 3881)

510(k) Summary or 510(k) Statement

Truthful and Accuracy Statement

Class IIT Summary and Certification

Financial Certification or Disclosure Statement
Declarations of Conformity and Summary Reports
Device Description

Executive Summary/Predicate Comparison

Substantial Equivalence Discussion

Proposed Labeling

Sterilization and Shelf Life

Biocompatibility

Software

Electromagnetic Compatibility and Electrical Safety
Performance Testing — Bench

Performance Testing — Animal

Performance Testing — Clinical
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