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De Novo Program  

In October, FDA issued a final rule on the De Novo Classification Process. 
The new regulation is 21 CFR Part 860 and becomes effective on January 3, 
2022 (90 days after publication of the rule). In association with this update, 
FDA released multiple guidance documents to assist with the preparation 
of these submissions.  
 
The De Novo program may be used for commercialization of a new low or 
moderate risk device for which no acceptable predicate device exists. The 
submission includes a request for classification of the device type as either 
Class I (low risk) or Class II (moderate risk), including justification for the 
selection, recommended special controls (if Class II is recommended), and 
evidence to support a reasonable assurance of safety and effectiveness for 
the device. Once the De Novo request is granted, the product is eligible for 
commercialization in the United States and may be used by future products 
as a predicate device for clearance through the 510(k) Premarket 
Notification program. The final rule permits De Novo submission either after 
submitting a 510(k) and receiving a not substantially equivalent (NSE) 
determination, or without submission of a 510(k) but following 
determination that there is no appropriate predicate device.  
 
An important difference between the 510(k) program and the De Novo 
program as defined in the new rule is that manufacturing and Quality 
System Regulation (QSR) activities are outside the scope of a 510(k) review, 
so 510(k)s are not associated with “pre-clearance” manufacturing site 
inspections. The new rule provides FDA with the ability to determine that 
an inspection may be required to determine whether general controls would 
be sufficient to provide an adequate assurance of safety and effectiveness, 
or whether special controls will be necessary. Although this inspection is not 
intended for compliance review with the QSR and FDA states these will not 
be required for most De Novo submissions, time will tell how these 
inspections are handled and assigned.  

https://www.federalregister.gov/documents/2021/10/05/2021-21677/medical-device-de-novo-classification-process
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Because the De Novo path does not include evaluation of substantial 
equivalence compared to a predicate device (which can provide the scope 
of testing required), submitters should be aware of the range FDA will have 
in asking for more test data which may include human clinical studies. It is 
critical for these submissions to ensure the submission advocates for the 
product and the verification and validation that has been followed. Ensure 
that risks of the product are well-characterized and provide support for the 
adequacy and sufficiency of the data provided.  
 
Finally, De Novo submissions are associated with significant User Fees, even 
for small companies. The standard De Novo fee for FY22 (through 
September 30, 2022) is $112,457. For a company with a small business 
determination, the fee is still $28,114. Due to the significant range in 
expectations and this fee that is significantly higher than for a 510(k) 
submission, we strongly recommend requesting a Pre-Sub through the FDA 
Q-Submission program to obtain feedback on the testing strategy prior to 
submission. See our Client Alert series on the Q-Submission program: 
Navigating the Strange Pre-Sub Experience for tips on success with that 
program.  
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DuVal & Associates is a boutique law firm 

located in Minneapolis, Minnesota that 

specializes in FDA regulations for 

products at all stages of the product life 

cycle. Our clientele includes companies that market and manufacture medical devices, 

pharmaceuticals, biologics, nutritional supplements and foods. Our clients range in size 

from Global Fortune 500 companies to small start-ups. As one of the only dedicated 

FDA regulatory law firms in the United States, our mission and absolute focus is providing 

our clients appropriately aggressive, yet compliant, guidance on any FDA related matter. 

We pride ourselves not only on our collective legal and business acumen, but also on 

being responsive to our client’s needs and efficient with their resources. DuVal & 

Associates understands the corporate interaction between departments like regulatory 

affairs, marketing, sales, legal, quality, and clinical, etc. As former industry managers in 

the drug and device spaces, we have been in your shoes. Our firm has extensive 

experience with government bodies. We understand what it takes to develop and 

commercialize a product and bring it successfully to the market and manage its life cycle. 

Impractical or bad advice can result in delays or not allow for optimal results; while 

practical, timely advice can help companies succeed. 

 

CALL ON US FOR ASSISTANCE WITH YOUR REGULATORY NEEDS 
 
For more information, visit our website at www.duvalfdalaw.com or call Mark DuVal today for a 
consult at 612.338.7170 x102. 
 
DISCLAIMER:  Material provided in Client Alerts belongs to DuVal & Associates and is intended 
for informational purposes only and does not constitute legal advice.   
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