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All medical device establishments/facilities that are required to register with the FDA are required to
pay the Device Facility User Fee. Section 737 (21 U.S.C. 379i) paragraph 13 states that the term
“establishment subject to a registration fee' means an establishment that is registered (or is required
to register) with the Secretary under section 510 because such establishment is engaged in the
manufacture, preparation, propagation, compounding, or processing of a device.

For additional information, please refer to:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Regis
trationandListing/ucm053185.htm

** If you have both domestic and foreign facilities, please make sure to go through this process for
each facility.

1) Access the User Fee website: https://userfees.fda.gov/OA HTML/furls.isp

2) Review the statement and select the “l Understand” radio button.

3) For users who have an existing user account, proceed to Step 4;

a. If you do not have an existing account, please see the “FDA User Fee Account Creation

Process” document. If you do not have this document for reference, please email the
User Fee Help Desk at userfees@fda.gov and request it.

4) Enter a valid User Name and Password.

5) Click the “Login” button.

£ Depactment of Health & Human Services

U.S. Food and Drug Administration
FOA :

Protecting and Promoting Your Health

T User Hame: asword:
* User Fee Information
i y
lew User? Please register...

s User Fee Payment Information

gistry (CCR)

In the event that you are entitled to a refund, your registration with CCR validates the
registrant information and electronically shares the encrypted date securely with the FDA to
facilitate your refund. Click here to access CCR

FOR QUESTIONS, PLEASE CONTACT THE USER FEE HELPDESK AT (301) 796-7200 OR USERFEES@FDA.GOV

6) Please click the “Go” button next to “FURLS Device Facility User Fee”.
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User Fee Website

Welcome Test Customer

Annual Establishment Registration

User Fee Description
MDUFA Establishment Registration User
Fee 2012 FURLS Device Facility User Fee

Cover Sheets

User Fee Description

Animal Drug User Fee 2013* ADUFA Il Pre-Market Cover Sheets
Animal Generic Drug User Fee 2013* /AGDUFA Cover Sheet

Medical Device User Fee 2013* MDUFA Cover Sheets (PMA, 510k, etc.)
Prescription Drug User Fee 2013* PDUFA Pre-Market Cover Sheets

7) Click the “Add to Cart” button to add the Device Facility User Fee to your order. You can
change the quantity on this step and then click “Add to Cart” button.
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Device Facility User Fee

All medical device establishments/facilities that are required to register with the FDA are required to pay the Device Facility User
Fee. Section 737 (21 U.S.C. 379i) paragraph 13 states that the term “establishment subject to a registration fee' means an
establishment that is registered (or is required to register) with the Secretary under section 510 because such establishment is
engaged in the manufacture, preparation, propagation, compounding, or processing of a device

For additional information, please refer to:

http-//ww fda gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/ucm053185 htm

** If you have both domestic and foreign facilities, please make sure to go through this process for each facility

The 2013 registration process includes 3 main steps:

1. Create your order and PIN (payment identification number) - you are here
2. Pay
3. Register

You must complete the entire payment and registration process by December 31, 2012. Please provide enough time for payment
processing, especially if you are paying by check

Product Quantity Unit Price
Device Facility User Fee 1 $2,575.00 EACH
Add to Cart
—
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8) Please click the “Next” button to continue to go through the process of the order. You can
change the quantity on this step as well. If you adjust the quantity, please be sure to click the
“Recalculate” button to update the “Total Due” column.
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/ Device Facility User Fee

Order

@ Do not click the “Back” button in your browser to adjust your quantity. Instead change the number in the "Quantity” field and
then click the "Recalculate” button.

Select All Clear Selections
Delete Product Quantity Creation Date Last Update Date Total Due
O Device Facility User Fee 1 16-AUG-2012 16-AUG-2012 $2,575.00
Recalculate )
S

This order is in progress. Click the "Next” button to continue.

Delete Selected Draft(s)

User Fees | Order | Previous Orders / PCN | Profile | Logout |

9) On the next page, you will see the billing information for your entity. Please confirm the
information accordingly and click the “Next” button. On this page, you have the option to add
or update your address for billing information. Click “Add/Edit Address” button to perform
this function.

Medical Device User Fee

Checkout: Applicant Contact Information

Payment Information

Bill To
Customer. FDA COMPANY

Contact: Test Customer
123-4567890

Address Change )

Save Cover Sheet )
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10) Once you have confirmed the details of your order on the Submit Order page, please click the
“Submit Order” button to submit your FURLS cover sheet.
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/ Device Facility User Fee

Submit Order
Product Quantity Creation Date Last Update Date Unit Price
Device Facility User Fee 1 16-AUG-2012 16-AUG-2012 $2575.00

Total: $2,575.00
Customer Information
Customer. FDA COMPANY
TEST CUSTOMER
123-4567890
userfees@fda.gov
Billing Information
Bill To: TEST CUSTOMER
FDA COMPANY
1350 Piccard Drive
Rockville, MD 20850
UNITED STATES

Submit Order )

11) Once you have clicked the “Submit Order” button, a new window will open. This page will
show the confirmation of your cover sheet and will provide you a Payment Identification
Number.

a. Also on this page, you will have the option to click the “Pay Now” button in order to
pay for your FURLS Device Facility User Fee.

b. There is an additional button you can click called “Create Another Order” which will
allow you to go through Steps 6 through 10 again.
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Thank you for completing step one of the payment process for your 2013 Establishment Registration Fee.
For your reference, your Payment ldentification Number (PIN) is: 50065248.

Now that you have received your PIN, you can proceed to make your payment. Once you make your payment, allow at least 2.3 business days for FDA to
process online payments. It takes at least 7-10 business days for FDA to process paper checks and wire transfers.

After your payment has been processed you will receive an email about next steps.

Online Payments - Please Note: If you submit your payment online you will receive a tracking email, indicating that your pay has been submitted for
processing. This email is not a payment confirmation; please allow 2.3 business days for the FDA to process your online payment. You will receive a second
email from FDA once your PCN is available.

This information will be emailed to you as well.

Thank you,
FDA Office of Financial Management

Print Close Window
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/ Device Facility User Fee

Confirmation

Your order has been submitted electronically. Include your Payment Identification Humber (PIN) with your payment.

Thank you for visiting the FDA User Fee Website. As part of our efforts to improve
customer service, we would like to hear from you.
Please ‘click here' to submit a survey. This will only take about 2 minutes to complete.

Product Quantity  Creation Date Last Update Date Unit Price
FY 20130 Facility User F
p;,nwl:\: ‘:n;%lzers)er & 1 10-SEP-2012 10-SEP-2012 $2,575.00

Total: $2,675.00

YOUR PAYMENT IDEM ATION NUMBER (PIN) IS:
50065248

I Pay Now ) I Create Another Order )

What are my payment options?

Note: If you have any further questions about the cover sheet creation process, please reach out to

the User Fee Help Desk at userfees@fda.gov or at 301-796-7200.




