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Learning Objectives

1. Provide an overview of the 510(k) process

2. Describe predicate device and key factors to 
consider when choosing a predicate

3. Apply key factors and consideration for selecting a 
predicate through a case study
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Overview:
The 510(k) Process

Device Advice: Premarket Notification 510(k)

https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k


What is a 510(k)?

• A type of premarket submission

• Demonstrate safety and 
effectiveness

• Substantial equivalence (SE) to a 
legally-marketed device
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What is a Predicate Device?

• Predicate device              Legally-marketed device 

• 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 (includes De Novo)

6The 510(k) Program: Evaluating Substantial Equivalence in Premarket Notifications [510(k)]

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k


Predicate Device Concepts
Multiple Predicate:

– Combine features from two or more predicate devices with the same 
intended use 

– Market a device with more than one intended use

– More than one indication for use under the same intended use

Reference Device:
– Need to get through Decision Point 4 on the Flowchart using a single 

predicate 

– May be used to support scientific methodology or standard reference values 
at Decision Point 5a. 
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What is the Purpose of a Predicate?

Lessen burden of proof of safety and effectiveness of device:
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Intended Use Design

Materials Performance

Safety Effectiveness

Biocompatibility Labeling

Standards Energy used or delivered



Substantial Equivalence

Your device is as safe and effective as the predicate

• 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 the legally marketed device
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Knowledge Check
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Can I claim substantial equivalence to a device 
that was granted marketing authorization via the 
De Novo classification process?

a. Yes

b. No

c. It depends

Device Advice: De Novo Classification Request

https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request
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How to Choose Your Predicate Device



Steps for Selecting Valid Predicate

1 Identify Intended Use
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2 Search Similar Products

3 Compare Technology

4 Compare Performance



Case Study:
Intervertebral Body Fusion Device
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What are Intervertebral Body 
Fusion Devices (IBFs/Cages)

A device that is inserted 
into the intervertebral 

body space of the cervical 
thoracic, or lumbosacral 

spine, and is intended for 
intervertebral body 

fusion. 
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Intended Use
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Intended Use Indications for use

The general purpose of the device or its 
function. This includes the indications 
for use.

Describes the disease or condition the 
device will diagnose, treat, prevent, 
cure or mitigate, including a description 
of the patient population for which the 
device is intended.

1

Indications for Use
The Bluestone Synergy cervical (Slate Lavaflow) implants are intervertebral body fusion devices 
indicated for use with autograft and/or allogenic bone graft comprised of cancellous and/or 
corticocancellous bone graft when used as an adjunct to fusion in patients with cervical disc disease…

Example:



Steps for Selecting Valid Predicate

1 Identify Intended Use
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2 Search Similar Products

3 Compare Technology

4 Compare Performance



Searching Similar Products

• Trade names of similar devices

• Manufacturer(s) of similar devices

• 510(k) numbers for similar devices 

• Product codes

• Classification regulation
17
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Medical Device Databases

https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases


Webpages:

• Classify your Medical Device

• How to Find and Effectively Use Predicate Devices

CDRH Learn:

• How is My Medical Device Classified?
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Device Advice: Comprehensive Regulatory Assistance

Device Advice

https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://www.fda.gov/medical-devices/premarket-notification-510k/how-find-and-effectively-use-predicate-devices
http://fda.yorkcast.com/webcast/Play/17792840509f49f0875806b6e9a1be471d
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
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20
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/pcdsimplesearch.cfm
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http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/pcdsimplesearch.cfm
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Intervertebral Fusion Device
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FDA Guidance Document Database

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/refuse-accept-policy-510ks


Code of Federal Regulation (CFR)
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Requests for Feedback and Meetings for Medical Device Submissions: The Q-Submission Program

https://www.fda.gov/media/114034/download
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Freedom of Information Act (FOIA)

• FDA's Freedom of Information Homepage

• CDRH FOIA: How to Get Records from CDRH

• CDRH FOI Reference Sheet

• How to Make a FOIA Request

• CDRH FOIA Electronic Reading Room

• FOIA Fees
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https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/about-center-devices-and-radiological-health/cdrh-foia-how-get-records-cdrh
https://www.fda.gov/medical-devices/overview-device-regulation/cdrh-freedom-information-foi-reference-sheet
https://www.fda.gov/regulatory-information/freedom-information/how-make-foia-request
https://www.accessdata.fda.gov/scripts/cdrh/devicesatfda/readingroom.cfm
https://www.fda.gov/regulatory-information/freedom-information/foia-fees


Search Registration and Listing Database
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Establishment Registration & Device Listing Database

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm


Steps for Selecting Valid Predicate

1 Search Similar Products

2 Identify Intended Use

3 Compare Technology

4 Compare Performance
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Technological Characteristics

• Materials

• Design

• Energy Source

• Other Features
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Compare Technological Features
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New Device Predicate Device

Device Image

Size
30x26mm, 6°
30x26mm, 10°

30x25mm, 5°
30x25mm,10°

Material
PEEK, Ti-6Al-4V PEEK, Ti-6Al-4V

Unique 
Features

4 screws, coverplate 3 screws
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Steps for Selecting Valid Predicate

1 Search Similar Products

2 Identify Intended Use

3 Compare Technology

4 Compare Performance
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Performance Characteristics

• Well-established scientific methods
– Guidance Documents
– Standards

• Safety and Performance Based Pathway
• Expected performance

– Medical Device Reporting (MDRs)
• Manufacturer and User Facility Device Experience (MAUDE) database

– Recalls, Market Withdrawals, & Safety Alerts 
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https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts


Which database is NOT useful for determining 
your predicate device?

a. Premarket Notification 510(k)

b. Registration & Listing

c. Standards

d. Product Classification

Knowledge Check
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Summary
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1. Discussed the 510(k) process and substantial 
equivalence.

2. Described what is a predicate device and key factors 
to consider when choosing a predicate.

3. Applied the resources available to determine your 
predicate through a case study example.



Resources
Resource Type Resource Title URL

FDA 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

FDA Guidance Requests for Feedback and Meetings for 
Medical Device Submissions: The Q-
Submission Program

www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-
feedback-and-meetings-medical-device-submissions-q-submission-program

Database Medical Device Databases www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

Video Training 
Modules

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

FDA Webpage FDA's Freedom of Information Homepage www.fda.gov/regulatory-information/freedom-information

Device Advice 
Webpage

Premarket Notification 510(k) www.fda.gov/medical-devices/premarket-submissions/premarket-notification-
510k

Device Advice 
Webpage

Classify your Medical Device www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-
device

Device Advice 
Webpage

Device Advice: De Novo Classification 
Request

www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-
request 37

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/510k-program-evaluating-substantial-equivalence-premarket-notifications-510k
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/requests-feedback-and-meetings-medical-device-submissions-q-submission-program
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k
https://www.fda.gov/medical-devices/premarket-submissions/premarket-notification-510k
https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request
https://www.fda.gov/medical-devices/premarket-submissions/de-novo-classification-request


Questions
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