
Device Registration and Listing Module
Form Number:  FDA 3673(03/08)

OMB Number:  0910-0625
OMB Expiration Date: 03/31/2012
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:

Office of Information Management,


Food and Drug Administration, 


1350 Piccard Dr., 


PI50-400B, 


Rockville, MD  20850, 

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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FDA Industry Systems

System Status | | Help Desk

To make submissions to FDA (e.g., Food Facilty Registration, Prior Notice, etc.) you must
firstcreate an account. Select "Create New Account” below.

If you already have an account, enter your account ID and password.

WARNING: You are accessing a U.S. Government information system. The system usage may be monitored, recorded, and
subject to audit. Unauthorized use of the system is prohibited and subject to criminal and civil penalties. Use of the system
indicates consent to monitoring and recording, and Anyone using this system expressly consents to such monitoring and is
advised that if such monitoring reveals possible criminal activity, system personnel may provide the evidence of such
monitoring to law enforcement officils.

Is your computer secure? Before using FDA Industry Systems (FIS), FDA strongly encourages all users to have current
antivirus and antispyware software installed on your computer to help ensure the privacy of the information being entered.

FDA retains contractors to assist the agency in maintaining its databases. If you get a call from someone asking about your
Jacility and you are concerned about whether the call is legitimate, get the name and company of the caller, as well as a phone
number, and contact FDA FURLS Helpdesk at
1-800-216-7331 to confirm that the caller is acting on behalf of FDA.
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Ifyou already have a Registration Number or Ovmer Operator Number, please enter it in the space below
‘and click Search

Ifyou do not have a Registration Number or Ovmer Operator Number, click No Existing Registration or 00
Number

Registration Number OR Owmer Operator Number

If an establishment at this address has previously been registered with FDA as a device facility, but you
do not know your Registration Number or Owner Operator Number, please send an email to
reglist@cdrh.fda.gov for assistance. Do not create a new registration if a medical device facility has ever
been registered at your address.
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