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Module # Contents Projected Date
of Submission

Module 1 Table of Contents for Module 1
Executive Summary”
Device Description and Principles of Operation
Declaration of Conformance to Standards for Module 1
Bibliography/References for Module 1
Non-clinical Laboratory Studies, for example:

. Physico-Chemical Testing

. Biocompatability/Toxicity Testing

. Animal/Biological Testing

Module 2 Table of Contents for Module 2
Executive Summary*
Device Description and Principles of Operation
Declaration of Conformance to Standards for Module 2
Bibliography/References for Module 2
Non-clinical Laboratory Studies, for example:
. Engineering/Bench Testing
. Sterilization, Shelf Life & Packaging information
(Pertinent information should also be provided in
the manufacturing section)
. Software Validation and Verification Information

Module 3 Table of Contents for Module 3
Executive Summary*
Device Description and Principles of Operation
Manufacturing Information
+ Refer to "Quality System Information for Certain
Premarket Application Reviews; Guidance for
Industry and FDA Staff’ (February 2, 2003)

Final PMA Table of Contents for entire PMA, including all modules
Module SSED (i.e., compilation of executive summaries)

Clinical Data (including Protocols, Results and Analyses)
Financial Disclosure Information
Proposed Labeling:

. Physician Instructions

. Patient Instructions

. Operation Manuals
Post-marketing Plan (e.g., proposed long-term follow up

studies, if appropriate)

Bibliography/References for the Final PMA Module

* Executive Summary should contain a summary of the testing and results provided in the
module.
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