
Pre-submission (optional)

De novo request submission

FDA acceptance review 
No existing active submission for 

the device; information provided to 
determine whether a predicate 
exists; and proposed special 

controls provided? (if proposed as a 
Class II device)

FDA classification review

Likely predicate device, Class III 
regulation, or approved PMA for the 

same device type exists?

FDA substantive review

Additional information needed to 
complete the substantive review?

Requirements for Class I or Class II 
met?

De novo request granted          
Device may be legally marketed

De novo request 
placed on hold

Submitter notified of 
issue(s) to be 

resolved

De novo request 
declined

PMA required, or 
discuss 

reclassification under 
513(e) or 513(f)(3)

De novo request 
declined

510(k) submission 
required (unless 
510(k) exempt)

De novo request placed 
on hold

additional information 
requested

De novo request 
declined

PMA or new De Novo 
request required
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Yes, likely predicate deviceYes, Class III regulations or 
approved PMA

De Novo Request Review Process
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