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• Define 510(k) 

• Describe Substantial Equivalence to a Predicate Device

• Discuss Review Process

• Provide tips from a lead reviewer

Learning Objectives

3



What is a 510(k)?
• A type of premarket submission

• Comparison of a new device 
(subject) to one or more legally 
marketed devices (predicate) 

• Provide evidence that supports 
substantial equivalence (SE)
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Traditional Abbreviated Special

Most common

Review: 90 calendar days

All data are provided

Similar to Traditional

Review: 90 calendar days

Relies on FDA-recognized 
standards, guidance 
documents, or special controls

Full test reports not provided

For minor changes

Review: 30 calendar days

Full data should not need to be 
reviewed. Only Summary-level 
information focusing on the 
modifications

Only available to owner of 
device

Types of 510(k)s
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Device Advice-510(k) Submission Programs



• A legally-marketed device:

– was legally marketed prior to May 28, 1976 (preamendments
device)

– has been reclassified from Class III to Class II or I

– has been found substantially equivalent (SE) through the 510(k) 
process or safe and effective through the De Novo process

• Used as the comparison for Substantial Equivalence
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What is a Predicate Device?

Device Advice: How to Find and Effectively Use Predicate Device



Substantial Equivalence
Your device is as safe and effective as the 
predicate if:

• Same intended use

AND

• Same or different technological 
characteristics 

– Do not raise different questions of safety and 
effectiveness

– Information submitted to FDA demonstrates 
your device is as safe and effective as legally 
marketed device 7

Determination of Intended Use for 510(k) 
Devices - Guidance for CDRH Staff (Update to 
K98-1) 



Purpose of a Predicate Device
Serves as the basis for comparison:

8



The 510(k) 
Program: Evaluating 
Substantial 
Equivalence in 
Premarket 
Notification
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Decision Point #4
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High-Level Process Overview
510(k) Submission Core Process

1.

Submission 
Receipt

2.

Acceptance 
Review 

3.

Substantive 
Review

4.

SI Decision

(PI or AI hold)

5.

Final Review 
and Decision

Acronyms:
LR = Lead Reviewer
SI = Substantive Interaction
PI = Proceed Interactively
AI = Additional Information

Day 15 Day 60 Day 90

❖ Days are calendar days 11



Step #1: Submission Receipt
• FDA receives your Submission

• Information entered into FDA 
tracking system and assigned 
submission number

• Acknowledgement email issued to 
official correspondent

• Review clock begins
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Step #2: Acceptance Review
• Administrative review checking that 

major topics have been addressed

• If accepted, the file moves on to the 
next step

• If not accepted, submitter receives 
notification and will have 180 
calendar days to address

– 15 day review clock (starts over at Day 0 
with re-submission)
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Step #3: Substantive Review
• Content of your 510(k) is reviewed 

for substantial equivalence to a 
predicate device

• Approximately 60 day review clock
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Step #4: Substantive Interaction (SI)
• Typically results in either 

proceeding interactively (PI) or an 
Additional Information (AI) hold

• PI occurs immediately after SI and 
lasts for the remainder of the 
review clock
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Additional Information (AI) Hold
• Review team has determined that 

your file needs additional information 

• Information is requested through 
deficiencies listed in your AI Hold 
letter

• You have 180 calendar days to address 
deficiencies
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Step #5: Final Review and Decision
• Review team reviews 

information provided during PI 
or AI Hold stages

• Typically takes around 30 days

• A final decision is issued

17



Q-Submissions and 510(k)s
• Q-Submissions can be useful for 

510(k) submissions

• Opportunity to interact with the 
FDA prior to 510(k) submission or 
while your file is on AI hold 

• Get feedback on your experimental 
plans or protocols

• IT’S FREE!!
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eSTAR
electronic 

Submission 

Template 

And 

Resource  

• Dynamic PDF submission template

• Contains resources for submission 
preparation

• Starting October 1, 2023, all 510(k) 
submissions must use eSTAR, unless 
exempted

19Device Advice: Voluntary eSTAR Program



Tips from a Lead Reviewer
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• Review team may be made up of engineers, scientists 
and clinicians

• We’re often excited to see new devices

• But, we’re also tasked with
ensuring that your device is
safe and effective for patients

Tips from a Lead Reviewer
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Tip #1:  Keep in mind that your file will be reviewed by a 
human  

• Keep your file organized 

• Must be submitted
in English 
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Tips from a Lead Reviewer



Tip #2: Check your email often

• Work to get you a decision as soon as possible, within MDUFA 
deadlines

• Sometimes, this makes it necessary
to issue communications during
non-business hours

• Don’t forget about your spam folder!

Tips from a Lead Reviewer
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True or False:

A new (subject) device need to be “identical” to the 
predicate device.

Knowledge Check #1
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True or False:

A Q-Submission is a way to get FDA feedback regarding 
your 510(k).

Knowledge Check #2
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Slide 
Number

Cited Resource URL

5 510(k) Submission Programs https://www.fda.gov/medical-devices/premarket-notification-
510k/510k-submission-programs

6-8 Device Advice: How to Find and 
Effectively Use Predicate Device

www.fda.gov/medical-devices/premarket-notification-
510k/how-find-and-effectively-use-predicate-devices

6-8 Device Advice: Premarket 
Notification 510(k)

www.fda.gov/medical-devices/premarket-submissions-selecting-
and-preparing-correct-submission/premarket-notification-510k

6-8 CDRH Learn: Premarket 
Notification 510(k) Section: Under 
title “how to study and market 
your device”

www.fda.gov/training-and-continuing-education/cdrh-learn

26

Resources

https://www.fda.gov/medical-devices/premarket-notification-510k/510k-submission-programs
https://www.fda.gov/medical-devices/premarket-notification-510k/510k-submission-programs
http://www.fda.gov/medical-devices/premarket-notification-510k/how-find-and-effectively-use-predicate-devices
http://www.fda.gov/medical-devices/premarket-notification-510k/how-find-and-effectively-use-predicate-devices
http://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-notification-510k
http://www.fda.gov/medical-devices/premarket-submissions-selecting-and-preparing-correct-submission/premarket-notification-510k
http://www.fda.gov/training-and-continuing-education/cdrh-learn
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Number

Cited Resource URL

7 Determination of Intended Use for 
510(k) Devices - Guidance for 
CDRH Staff (Update to K98-1) 

www.fda.gov/regulatory-information/search-fda-guidance-

documents/determination-intended-use-510k-devices-guidance-

cdrh-staff-update-k98-1

19 Voluntary eSTAR Program https://www.fda.gov/medical-devices/how-study-and-market-

your-device/voluntary-estar-program

All Guidance: The 510(k) Program: 
Evaluating Substantial Equivalence 
in Premarket Notification [510(k)]

www.fda.gov/regulatory-information/search-fda-guidance-

documents/510k-program-evaluating-substantial-equivalence-

premarket-notifications-510k

All 21 CFR 807-Subpart E - Premarket 
Notification Procedures

www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cf
m?CFRPart=807&showFR=1&subpartNode=21:8.0.1.1.5.5
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Resources

http://www.fda.gov/regulatory-information/search-fda-guidance-documents/determination-intended-use-510k-devices-guidance-cdrh-staff-update-k98-1
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/determination-intended-use-510k-devices-guidance-cdrh-staff-update-k98-1
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/determination-intended-use-510k-devices-guidance-cdrh-staff-update-k98-1
https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program
https://www.fda.gov/medical-devices/how-study-and-market-your-device/voluntary-estar-program
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k
http://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=807&showFR=1&subpartNode=21:8.0.1.1.5.5
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=807&showFR=1&subpartNode=21:8.0.1.1.5.5


Questions
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