How to download listing information from the FDA
Unified Registration and Listing System
(FURLS)/Device Registration and Listing Module
(DRLM)

A registered medical device establishment is required to provide a registration or owner/operator number
and listing number(s) to facilitate the shipment of the device into the United States. A firm’s registration
or owner/operator number can be found in the Public Registration and Listing database at https://
www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfrl/rl.cfm. However, medical device listing number(s) are
not available publicly. Medical device listing numbers can only be released to the owner/operator contact
person or official correspondent of a registered establishment. The owner/operator contact person or
official correspondent of a registered establishment may choose to download and share their listing
information with Custom House Brokers or other parties to facilitate the shipment of their devices in the
United States.

The owner/operator contact person or official correspondent should use the following
instructions to download the listing information for their registered establishment:

1) Go to the FURLS login page found at https://www.access.fda.gov/oaa/

2) Enter your account 1D and password. Make sure that you have checked the “I understand” box, and
then click the login button.

Login
Existing account holders, enter your account 1D &
password.

Account ID

Password

Under 18 U.5.C. 1001, anyone who makes a materially
false, fictitious, or fraudulent statement to the U.S.
Government is subject to criminal penalfies.

{ This box must be

11 understana. | checked to |Og intoJ
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3) On the account management page, click the link for the Device Registration and Listing Module.

Registration and Listing Programs

Food
[ Food Facility Registration [ pairy Listing Module
[ Acidified/Low-Acid Ganned Foods Registration [] structure/Function Claims Notification

and Process Filing

[ Mew Dietary Ingredient Notification
[ shen Egg Producer Registration

[ Alert system

Click on this link to enter the
Msdical Devices Device Registration and Listing

[¥] Device Registration and Listing Module ‘.k Module

4) In the menu, on the right hand side, click on the link titled “Download Your Listing Information”.

Medical Device Listings v

Create Listings for Medical Devices
Download Your Listing Information

Change, Deactivate, or Reacfivate
Listings

Add/Replace Proprietary Names or
Importers to Listings

5) Due to the amount of information that may be in a listing’s proprietary name section, downloads have
been broken into 2 parts.

Download Listings/Proprietary Names

Click the Download Listings button to download all of your listing information, with the exception of the proprietary or brand names. Click the Download Proprietary Names to
download all of the proprietary names identified for your listings. Both downloads create Excel files that you can save and search locally. The two files are cross-referenced by
Listing Number

Download Listings & Download Proprietary Names X,

The first download (Download Listings) contains the following for each listing record.
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The second download (Download Proprietary Names) contains the following for each listing record.

Listing Number | Proprietary Name | Confidential Flag |

Follow the instructions on your browser to download each file.
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