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Objectives
• FDA Device Classification and Regulatory Requirements

• Role of De Novo Pathway

• Legal Framework for De Novo 

• FDA De Novo Review Process and Decisions

www.fda.gov
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Regulatory Requirements Depend 
on Risks and Mitigations

Examples of Risks to Health

• Incorrect test results

• Failure to correctly interpret 
test results

Examples of Risk Mitigations

• Performance testing 
(sample size, results, etc.)

• Specific labeling (warning, 
limitations, etc.)

www.fda.gov
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Regulatory Requirements Depend 
on Risks and Mitigations

• Class I- Lowest Risk

– Class I devices are subject to general controls outlined in 
Food Drug & Cosmetic Act

• Class II- Moderate Risk

– Class II devices are subject to general controls and special 
controls outlined in specific regulation (21 CFR 8XX.XXXX)

• Class III- Highest Risk

– Class III devices are subject to general controls and 
premarket approval

www.fda.gov
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De Novo Limits Unnecessary 
Expenditures for FDA and Industry

• Devices of new type “automatically” Class III

• Class I or Class II classification may be more 
appropriate for low to moderate risk devices

• De Novo pathway provides mechanism for Class 
I or Class II classification of low to moderate risk 
devices

www.fda.gov
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De Novo Legal Framework Allows 
for Two Submission Pathways

Option One: Post-NSE

• Per FDAMA (1997): De Novo 
may be submitted within 30 
days of 510(k) Not 
Substantially Equivalent 
(NSE) letter

• Modified by 21st Century 
Cures (2016) to remove 30 
day requirement

Option Two: Direct

• Per FDASIA (2012): De Novo 
may be submitted without
prior 510(k) NSE decision

www.fda.gov
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MDUFA IV (2017) Provides for 
User Fees for De Novo

User fees required beginning 10/1/2017 (User 
Fees and Refunds for De Novo Classification 
Requests)

www.fda.gov

https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM576306.pdf
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MDUFA IV Includes Performance 
Goals for De Novo

FDA and Industry Actions on De Novo 
Classification Requests: Effect on FDA Review 
Clock and Goals

www.fda.gov

https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM576305.pdf
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MDUFA IV Includes Development 
of RTA Policy for De Novo

Refuse to Accept (RTA) 
policy will be 
implemented when 
guidance final 
(Acceptance Review for 
De Novo Classification 
Requests)

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-gen/documents/document/ucm582251.pdf
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FDA De Novo Review Process 
Outlined in Guidance

Attachment 1 of De 
Novo Classification 
Process (Evaluation of 
Automatic Class III 
Designation)

www.fda.gov

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-meddev-gen/documents/document/ucm080197.pdf
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FDA Review Includes Several 
Steps After De Novo Submission

www.fda.gov

Pre-Submission or Previous 510(k) 
(OPTIONAL)

Submission of De Novo Request

FDA Classification Review

FDA Substantive Review

FDA Decision
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FDA De Novo Review Decisions 
Outlined in Guidance

FDA and Industry 
Actions on De Novo 
Classification 
Requests: Effect on 
FDA Review Clock 
and Goals

www.fda.gov

https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM576305.pdf
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FDA Publishes De Novo Grant 
Decision Summaries and Letters Online

• Device may be used as predicate as soon as De 
Novo is granted

• Classification order and Decision Summary 
posted on CDRH Transparency Website

https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHTransparency/ucm232269.htm
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FDA Updates CFR After De Novo 
Grant Decision

CFR updated to include new regulation

https://www.ecfr.gov/cgi-bin/text-idx?SID=3ee286332416f26a91d9e6d786a604ab&mc=true&tpl=/ecfrbrowse/Title21/21tab_02.tpl
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Thank You!

OIR-Policy@fda.hhs.gov

www.fda.gov

mailto:OIR-Policy@fda.hhs.gov

