
Kendra Holter, MSN, RN
Consumer Safety Officer, Premarket Programs Branch

Division of Industry and Consumer Education
Office of Communication and Education

Center for Devices and Radiological Health
U.S. Food and Drug Administration

Foundations of Medical Device Regulation 
in a World of Change

FDA Small Business Regulatory Education for Industry (REdI) Annual Conference
May 29, 2024



How do 
all the 
regulatory 
pieces fit 
together?
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Learning Objectives
• Define a medical device

• Describe device classification and regulatory controls

• Review premarket submission types

• Differentiate preparing and sending a premarket
submission
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Is My Product a Medical Device?
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Medical Device Definition
1. Is an article, an item, such as, not limited to:
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• Instrument

• Machine

• Implement

• Implant

• Apparatus

• In vitro reagent

Note:  Software can be a medical device, but there are 
some exceptions per Section 520(o) of the FD&C Act.
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Medical Device Definition

2. Intended for use:

– in diagnosis of disease or other conditions

– or in the cure, mitigation, treatment, or
prevention of disease

– or intended to affect the structure or any
function of the body
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3. Does NOT achieve its primary intended
purposes through chemical action or
dependent on being metabolized
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Medical Device Definition
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Medical Device Definition
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• 21 U.S.C. 321(h)
• How to Determine if

Your Product is a
Medical Device

• CDRH Learn Module: Is
My Product a Medical
Device?

http://uscode.house.gov/view.xhtml?req=(title:21%20section:321%20edition:prelim)%20OR%20(granuleid:USC-prelim-title21-section321)&f=treesort&edition=prelim&num=0&jumpTo=true
https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device
http://fda.yorkcast.com/webcast/Play/e0eec5f6ee3d4947a70fcedef32993f71d
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CDRH 
Learn



Which of these is NOT a medical device?
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Knowledge Check

A
B

C

D



What classification and regulatory 
controls apply to my device?
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Medical Device Classification

Categorized by risk

• Class I – lowest risk

• Class II – moderate risk

• Class III – highest risk
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• Product Classification Database

• Establishment Registration & Device Listing
Database

• Medical Device Databases
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Using Databases
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
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Medical Device Regulations

• Ensure safety and effectiveness of medical
devices

• Provide consistent, risk-based requirements

• General, Special and PMA controls
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Medical Device Classification
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• Classify Your Medical
Device

• CDRH Learn:
• Device Classification
• FDA's Regulation of

Medical Devices

https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://fda.yorkcast.com/webcast/Play/17792840509f49f0875806b6e9a1be471d
https://fda.yorkcast.com/mediasite/Play/884aea9662174dea8ef4df68988b86981d


Which premarket submission 
does my device require?
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Premarket Notification (510(k)) 
Exempt

• Lowest risk devices
• Can be Class I or II devices
• General controls, unless regulation states

otherwise
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510(k) Required

• Moderate risk devices
• Can be Class I or II devices
• Demonstrate the device is substantially

equivalent to a predicate device
• General and Special controls, as defined by

regulation
19



Premarket Approval (PMA)

• Highest risk devices

• Class III devices

• Provide valid scientific evidence to assure safety
and effectiveness for intended use

• General and PMA controls
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De Novo

• Novel devices; No predicate device
exists

• Results in reclassification to Class I or II

• Controls: General or General + Special
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Humanitarian Device Exemption 
(HDE)

• Requires Humanitarian Use Device (HUD)
designation first
– For rare diseases and conditions
– Demonstrates no significant risk and probable benefit

• No legally marketed device for same intended use
granted under:
– 510(k), PMA, De Novo 22



Organizing All the Possibilities
Class Potential Harm Controls Submission Type(s)

I Present minimal 
potential for harm 

General 510(k) Exempt
510(k)

De Novo (very few)

II Higher risk than Class I 
devices 

General and 
Special

510(k) Exempt
510(k)

De Novo (few)

III Sustain or support life, 
are implanted, or 
present potential 

unreasonable risk of 
illness or injury

General and PMA PMAIn
cr

ea
se

d 
Ri

sk
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How do I prepare a premarket 
submission to the FDA?
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Preparing Your Premarket Submission

• electronic Submission Template And Resource
(eSTAR)
- Interactive template
- Required for ALL 510(k) premarket submissions
- Voluntary for De Novo, PMA
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eSTAR
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eSTAR



•  electronic copy (eCopy)
- This is not an electronic submission

- Previous paper version in an electronic format

- NO 510(k)s

- Required for an HDE
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Preparing Your Premarket Submission



Premarket Submissions
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• Premarket Submissions: 
Selecting and Preparing 
the Correct Submission

• Entire section at CDRH 
LEARN How to Study and 
Market Your Device

https://www.fda.gov/medical-devices/how-study-and-market-your-device/premarket-submissions-selecting-and-preparing-correct-submission


How do I submit a premarket 
submission to the FDA?
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• CDRH Customer Collaboration Portal (CCP)
- Online submission - Document Control Center (DCC)

- Anyone can register an account

- Accepts eSTAR and eCopy formats

- Required for ALL 510(k) premarket submissions
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Sending Your Premarket Submission
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• Mail to Document Control Center (DCC)
- Postal service

- Carrier service

- Will take more time than use of CCP
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Sending Your Premarket Submission



• Through the CCP
- By official correspondent or designated delegates 

only

- ALL 510(k) and De Novo

- Not yet for PMAs
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Tracking Your Premarket Submission



Premarket Submissions
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• Send and Track Medical 
Device Premarket 
Submissions Online: CDRH 
Portal

https://www.fda.gov/medical-devices/industry-medical-devices/send-and-track-medical-device-premarket-submissions-online-cdrh-portal


True or False
 eSTAR is a portal I will use to submit my 510(k) 

premarket submission when complete.
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Knowledge Check



Am I allowed to market my 
device once my premarket 

submission is cleared or 
approved?
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Examples of General Controls
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Control Regulation (21CFR Part)

Labeling 801

Medical Device Reporting 803

Establishment Registration 807

Device Listing 807

Quality System 820

Adulteration FD&C Act 501

Misbranding FD&C Act 502



Regulatory Controls
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• General Controls for 
Medical Devices

• Class II Special Controls 
Documents

https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-devices
https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/class-ii-special-controls-documents
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8 U.S.C. 321(h) uscode.house.gov/view.xhtml?req=(title:21%20section:321%20e
dition:prelim)%20OR%20(granuleid:USC-prelim-title21-
section321)&f=treesort&edition=prelim&num=0&jumpTo=true

8 How to Determine if Your Product 
is a Medical Device 

www.fda.gov/medical-devices/classify-your-medical-
device/how-determine-if-your-product-medical-device

8 CDRH Learn Module: Is My Product 
a Medical Device?

fda.yorkcast.com/mediasite/Play/e0eec5f6ee3d4947a70fcedef3
2993f71d

14 Product Classification Database www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/classification
.cfm

14 Establishment Registration & 
Device Listing Database

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

https://uscode.house.gov/view.xhtml?req=(title:21%20section:321%20edition:prelim)%20OR%20(granuleid:USC-prelim-title21-section321)&f=treesort&edition=prelim&num=0&jumpTo=true
https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device
https://fda.yorkcast.com/mediasite/Play/e0eec5f6ee3d4947a70fcedef32993f71d
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
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14 Medical Device Databases www.fda.gov/medical-devices/device-advice-comprehensive-
regulatory-assistance/medical-device-databases

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

17 Device Classification fda.yorkcast.com/mediasite/Play/17792840509f49f0875806b6e
9a1be471d

17 FDA's Regulation of Medical 
Devices

fda.yorkcast.com/mediasite/Play/884aea9662174dea8ef4df6898
8b86981d
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Resources

https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-device
https://fda.yorkcast.com/mediasite/Play/17792840509f49f0875806b6e9a1be471d
https://fda.yorkcast.com/mediasite/Play/884aea9662174dea8ef4df68988b86981d
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Number

Cited Resource URL

30 Premarket Submissions: Selecting 
and Preparing the Correct 
Submission

www.fda.gov/medical-devices/how-study-and-market-your-
device/premarket-submissions-selecting-and-preparing-correct-
submission

36 Send and Track Medical Device 
Premarket Submissions Online: 
CDRH Portal

www.fda.gov/medical-devices/industry-medical-devices/send-
and-track-medical-device-premarket-submissions-online-cdrh-
portal

40 General Controls for Medical 
Devices

www.fda.gov/medical-devices/regulatory-controls/general-
controls-medical-devices

40 Class II Special Controls Documents www.fda.gov/medical-devices/guidance-documents-medical-
devices-and-radiation-emitting-products/class-ii-special-
controls-documents
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Resources

https://www.fda.gov/medical-devices/how-study-and-market-your-device/premarket-submissions-selecting-and-preparing-correct-submission
https://www.fda.gov/medical-devices/industry-medical-devices/send-and-track-medical-device-premarket-submissions-online-cdrh-portal
https://www.fda.gov/medical-devices/regulatory-controls/general-controls-medical-devices
https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/class-ii-special-controls-documents


• Medical devices are defined in Federal Law and consists of both 
the product and intended use

• Devices have specific classifications and regulatory controls

• FDA has different types of premarket submissions based on 
how the device is regulated

• You have specific means to prepare and send your premarket 
submission to FDA
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Summary



Questions

44



1. Determine if your product is a medical device.

2. Classify your device identifying the regulatory controls that 
will apply.

3. Select the appropriate premarket submission, prepare, and 
submit according to resources provided.

4. Ensure compliance with all regulatory requirements for your 
device, even exempt devices have applicable regulations.

45

Your Call to Action
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