
Is the product a Medical
device

A Drug? A biologic?
Combination? Look
for other regulations.

NO

Classify your device

Identify a predicate device.
Device class
Regulatory controls
Exemptions? Limitations?
FDA Regulation Number
FDA Product Code

The Device is
unique and no

similar device has
yet been cleared

to market
The US FDA has already cleared
to market another similar device

Class I
Exempt

Class II Class III

513g Request and/or
determine level of risk.

513g FDA determines Class

510(k)
NSE

Request “risk-
based” (de novo)

classification

Low
Class

III

Premarket Notification
[510(k) application] with

FDA User Fee

Receive letter of
Substantial

Equivalence from
FDA and product

is cleared to
Market

Establishment Registration (form FDA-2891)
&

Medical Device Listing (form FDA-2892)

File a Premarket
Approval (PMA) with

FDA User Fee
First one free to small

business

High risk
Class III

Clinical Studies

Device approved
to market by FDA

Product
reclassified Class I

or Class II and
cleared to market

Yes

Basic Regulatory Requirements

Quality System (QS) regulation and SOPs
Labeling requirements
Medical Device Reporting (MDR)
Recall of Medical Devices
Corrections and Removals
Other 21 CFR Part 820 requirements.

Class II


