Device Registration and Listing Module

Form Number:  FDA 3673(03/08)
OMB Number:  0910-3673
OMB Expiration Date: 01//31/2009
OMB Burden Statement:

Public reporting burden for this collection of information on form FDA 3673 is estimated to be 0.50 hours per response for the purpose of firms annually registering their establishment and 0.25 hours per response for the purpose of firms annually listing their devices.  These estimates are based on FDA's experience, data from the device registration and listing database, and our estimates of the time needed to complete other previously required forms. 
Send comments regarding this burden estimate or another aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services

Food and Drug Administration

Office of the Chief Information Officer (HFA-250)

5600 Fishers Lane
Rockville, Maryland 20857
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid Office of Management and Budget (OMB) control number.
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On the next few pages, you will need o enter the business name and address of your medical device facilty. If
yourfacility s located outside of the United States, you will also need to enter information about your

USAgent

With the exception of facilties that only act 3s iniial distributors of medical devices, you will need to create a
fisting for each product that you manufacture or process at your faciliy. You must ener atleast one listing for
the facility in orderto complete your registration(unless you only import finished medical devices).

To enter a listing, you will need to identify whether your product s exempt from premarket nofification and
approval

Ifyour productis exempt, you will;

Igentity the appropriate product codes:
Enterthe proprietary name(s) under which the productis marketed
Identiy the actvifies that you perform on or to the produci(s)

Ifyour productis not exempt, you wilk

Enterthe premarket submission number(s) associated with your product(s)
Enter the proprietary name(s) under which the productis marketed
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