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Your Complete FDA 510(k) Premarket
Notification Checklist

A step-by-step gquide to navigating the
FDA 510(k) submission process with confidence

Submitting a 510(k) premarket notification to the FDA is a critical regulatory step for many medical device manufacturers
seeking to bring their product to market in the United States. While the process offers a guided pathway for
demonstrating substantial equivalence to a legally marketed device, the submission must still meet rigorous regulatory
and technical compliance standards.

Whether you're a startup navigating the process for the first time or an established manufacturer looking to streamline
submissions, this checklist willhelp ensure your 510(k) is complete, compliant, and positioned for timely FDA review.

What Is a 510(k) Premarket Notification?

A 510(k) is a premarket submission made to the FDA to demonstrate that a medical device or
diagnostic to be marketed is as safe and effective as a legally marketed predicate device (ie.,
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substantially equivalent). Most Class Il medical devices and diagnostics require 510(k) clearance
before entering the U.S.market.




FDA 510(k) Submission Checklist

Use this checklist to prepare a complete well-organized 510(k) submission:

Determine the Regulatory Pathway

» Confirm that a 510(k) is the appropriate route (vs.
PMA or De Novo)

« |dentify the correct product code, classification
and regulation number

« Select an appropriate predicate device, and
reference device if necessary
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Compile Administrative Information
» FDA Form 3601 (User Fee Cover Sheet via the

User Fee System) E
» Submit Electronic Submission Template (eSTAR) 9
» Cover letter summarizing device details and

reason for submission

Provide a Detailed Device Description
* Device name, classification, and intended use
« Design, components, materials, mechanism

of action

« Technical specifications and performance
characteristics

Include a Substantial Equivalence
Comparison

» Comparison table with predicate device

« Similarities and differences in design, intended
use, patient population, materials, etc.

« Rationale for why differences do not raise new
questions of safety/effectiveness

Indications for Use Statement
(Form FDA 3881)

« Clear and concise statement of intended use and =
patient population
« Ensure consistency with the predicate device(s)

Provide Labeling and Instructions for Use
« Device labels, packaging, and Instructions

for Use (IFU)
« Ensure compliance with 21 CFR Part 801

(labeling regulations)

Summarize Performance Testing
Bench Testing
* Electrical safety, biocompatibility, mechanical
integrity, software validation, etc.
Animal Studies (if applicable) @
« Justification for any preclinical animal testing
Clinical Data (if needed)
« Typically not required, but may be necessary for
novel claims or significant differences from
the predicate

<

Address Software Requirements

» Software Description and Level of Concern

» Software Development Lifecycle documentation

» Cybersecurity considerations and risk
management

* Pre-determined change control plan

Include Sterilization and Shelf Life Data
(if applicable)

» Method of sterilization

* Validation reports

» Packaging integrity and shelf life testing

Include Risk Analysis and Mitigation

* Risk management per ISO 14971

» Summary of identified hazards and mitigation
strategies

Summarize Standards and Guidance

Compliance

« List of voluntary consensus standards followed
(FDA-recognized)

» Applicable FDA guidance documents

Submit Financial Certification and

Disclosure Statement

» Form FDA 3454 and/or 3455 if clinical data are
included

Check for eSTAR Readiness

* Ensure completeness of the interactive PDF
template

* Validate using FDA's pre-submission tools
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Pro Tips for a Successful 510(k) Submission

Preparing a 510(k) isn't just about checking boxes, it's about strategic planning,
clear documentation, and avoiding preventable delays. Here are a few key tips
to set your submission up for success:

Engage early with FDA
Use the Q-Submission (Pre-Sub) process to get clarity on your device classification, testing
requirements, and predicate suitability. This can help you avoid costly rework later.

Choose the correct predicate
Select alegally marketed device that most closely matches your intended use and technological

c @ characteristics. Be prepared to justify any differences with appropriate testing. If appropriate,
selecting a reference device may also be helpful in supporting your submission.

. Align your Indications for Use
Ec}‘ Make sure your IFU, labeling, and marketing claims all closely match the predicate device
indications; inconsistencies are a top reason for FDA Additional Information (Al) requests which
slow the review process, and your time to market, down.

Tie testing to differences
Every deviation from the predicate should be backed by data and/or another form of objective
R justification (e.g., literature). Bench testing, biocompatibility, and software validation should
directly address those changes.
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Use FDA tools

The eSTAR template helps reduce Technical Screening Holds by ensuring a complete and
well-organized submission. Always validate before submitting.

Plan ahead for interactive review

Draft responses to likely FDA questions in advance and assign internal SMEs so you can
respond quickly during the review window.
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© Keep your risk management integrated
Link risk controls directly to labeling, training, or testing—especially for novel features
or new materials.

Ready to Submit Your 510(k)? Let Us Help

At ProPharma, our regulatory experts specialize in guiding medical device manufacturers through the complexities of
FDA 510(k) submissions. From gap assessments and predicate device selection to compiling technical files and
responding to FDA queries, we ensure your submission is thorough, compliant, and strategically positioned for success.

ProPharma: The World'’s Leading
Regulatory Consultancy @ www.ProPharmaC

Contact us today to speak with a 510(k) expert & Info@ProPharmaG
and take the next step toward FDA clearance
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