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Classifying medical

devices in the US

STEP 1 | Review the potential requlatory class

The Food and Drug Administration (FDA) has established classifications for approximately
1,700 different generic types of devices and grouped them into 16 medical specialties
referred to as "panels".

Each of these generic types of devices is assigned to one of three regulatory classes based on the
level of control necessary to assure the safety and effectiveness of the device. The three classes
and the requirements which apply to them are:

Class | General Controls Class Il General Controls Class Ill General
& Special Controls Controls & Premarket
With exemptions Approval
Without exemptions With exemptions
Without exemptions

STEP 2 | Classify your device

To find the classification of your device, as well as whether any exemptions may exist, you need
to find the regulation number that is the classification regulation for your device.

There are two methods for accomplishing this:
1. Go directly to the classification database and search for a part of the device name, or,

2. If you know the device panel (medical specialty) to which your device belongs, go
directly to the listing for that panel and identify your device and the corresponding

regulation.

STEP 3 | Submitting a 513(g) request

If you would like a formal device determination or classification from the FDA, consider submitting
a 513(g) Request.

For instructions on how to submit a 513(g) Request, refer to the guidance document “FDA and
Industry Procedures for Section 513(g) Requests for Information under the Federal Food,
Drug, and Cosmetic Act Guidance (2012).

Useful video for more information:

https://fda.yorkcast.com/webcast/Play/17792840509f49f0875806b6e9a1be471d
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