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‘How-To’ Guide  
 Device Facility User Fee Process 

WHAT IS THE PURPOSE OF THIS GUIDE? 
On October 1st of 2008, US Food and Drug Administration (FDA) will introduce an improved process 
for collecting the Device Facility (also known as “establishment”) User Fee. As a result, the process 
you used last year to submit your Device Facility User Fee will change. This Guide contains a step-
by-step demonstration of the process and indicates the actions you need to take to make sure you 
complete the process correctly.  

The Device Facility User Fee process does not impact the facilities that are not required to pay the 
Device Facility User Fee.  
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How Should I Use This Guide? 
The new process contains three major steps. This guide covers the first two steps: Step 1 and Step 
2. The image below appears throughout the guide to help you know where you are within each 
major step. A green box will appear in this image to signal where you are within a step. 
 

  
 
The two major steps (Step 1 and Step 2) include “substeps.” Substeps simply break down each of 
the major steps into smaller pieces. Within each substep there are “actions.” Actions are the 
specific tasks you need to complete. For example, an action may tell you to, “Log onto the Device 
Facility User Fee Website.” To further assist you through this process, this guide includes snapshots 
of what will appear on your screen. The picture below provides an example of a snapshot and its 
corresponding table of actions. 
 

  

This column contains the actions 
you need to complete in this 
substep 

This number corresponds with the 
number marked on the above 
snapshot 

This green 
box 
highlights 
where you 
are within a 
step 

This is a snapshot of what 
will appear on your screen 

This line identifies the substep 
about which you are reading 

This number corresponds with the 
#1 action, as listed in the below 
table of actions  
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CONTACT INFORMATION 
 
User Fee Help Desk Email 
userfees@fda.gov 

User Fee Help Desk Phone Number 
(301) 827-9539 

Device Facility User Fee Website 
https://fdasfinapp8.fda.gov/OA_HTML/furls.jsp 

“Who Must Register” Website 
http://www.fda.gov/cdrh/registration/whomust.html 

 

mailto:userfees@fda.gov
https://fdasfinapp8.fda.gov/OA_HTML/furls.jsp
http://www.fda.gov/cdrh/registration/whomust.html


 

 ‘How-To’ Guide Page 6 of 29  

STEP 1: SIGN UP 

 

Electronic 
Check 

 

Substep 1.1: Open User Fee Website 
 

  
 

 

Action Number Action 

1.   Open the Device Facility User Fee website: https://fdasfinapp8.fda.gov/OA_HTML/furls.jsp. 

2.   Click the I am here for the first time to pay for my 2009 Establishment Registration Fee 
selection. 

3.   Click the Create new Account button once it appears on your screen. 

1 

2 

3 

https://fdasfinapp8.fda.gov/OA_HTML/furls.jsp
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Substep 1.2: Designate Business Information  
 

 
 

 

 

Action Number Action 

1.  There are two ways to proceed at this point. Use the following table to select which course of action 
you need to follow.  

If . . . Then . . .  

You have signed up with another FDA user fee 
site  or paid and registered your establishment 
last year 

Skip to Page 8 and complete the actions listed under 
Access Existing Account 

You have not signed up with another FDA user 
fee site and never paid a user fee before 

Skip to Page 9 and complete the actions listed under 
Create a New Account 



 

 ‘How-To’ Guide Page 8 of 29  

Access Existing Account 
 

 
 

 

Action Number Action 

1.  
 You have signed up with another FDA user fee site or paid and registered your establishment last 

year. Therefore, enter one of the following: Organization Number, Organization Federal Employer 
Identification Number, or Organization DUNS.  

2.   Click Submit.   

3.   Skip to Page 13  and complete the actions listed under Substep 1.5: Enter Quantity of Device Facility 
User Fees. 

1 

2 
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Initiate a New Account  
 

  
 

 

Action Number Action 

1.  
 You have neither signed up with another FDA user fee site nor paid and registered for your 

establishment last year. Therefore, you need to create a new account. Select New Organization 
to create a new account. 

2.   Click Submit. 

1 

2 
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Substep 1.3: Enter Organization/Business Information  
 

  
 

 

Action Number Action 

1.   Select United States Organization, or Foreign Organization at the top of the webpage. 

2.   Enter your organization’s information in the remaining fields.  

3.   Click Submit.  

1 

2 

3 
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Electronic 
Check 

 

Substep 1.4: Enter User Information 
 

  

 
 
 

1 

2 

3 
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Action Number Action 

1.   Enter your user contact information in the blank fields. 

2.  
 Create a username and password. 

 
Your username and password here do not have to match your FURLS username and password. 

3.   Click Submit. 

4.  
 Receive an email from userfees@fda.gov confirming your account creation. The image below is an 

example of this email. Please store this email in case you forget your username and password in 
the future. 

mailto:userfees@fda.gov
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Electronic 
Check 

 

Substep 1.5: Enter Quantity of Device Facility User Fees 
 

  
 

 

Action Number Action 

1.   Enter the quantity of Device Facility User Fees you need to pay in the Quantity field. 

2.   Click Add to Cart. 

1 

2 



 

 ‘How-To’ Guide Page 14 of 29  

Substep 1.6: Confirm Quantity of Device Facility User Fees 
 

  
 

 

Action Number Action 

1.   Review the quantity of Device Facility User Fees you ordered and the Total Due displayed on the 
screen.  

2.  

 Click Next.  
 
You may exit this page at this time, but your payment and registration will remain incomplete. If you 
decide to exit now, you have 30 days to return to this website and complete your payment. 

1 

2 
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Substep 1.7: Review Customer and Contact Information 
 

  
 

Action Number Action 

1.   Review the customer (organization) name and contact information displayed on the screen. 

2.   Click Add/Edit Address to select your billing address. 

1 

2 
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Substep 1.8: Select Billing Address 
 

  
 

Action Number Action 

1.  

 Select your billing address. 
 
If your billing address does not appear on the screen, then click Create Address to enter your 
billing address. 

2.   Click Select. 

1 

2 
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Substep 1.9: Verify Contact Information  
 

  
 

Action Number Action 

1.  
 Review your user contact information.  

 
To change your billing address, click Add/Edit Address.  

2.   Click Next. 

2 

1 
janedoe@mail.com 

123-456-7890 

mailto:janedoe@mail.com
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STEP 2: PAY  

 

Electronic 
Check 

 

Substep 2.1: Submit Order 
 

  
 

Action Number Action 

1.   Review your order information.  

2.   Click Submit Order. 

2 

1 
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Substep 2.2: View Confirmation  
 

    
 

 

Action Number Action 

1.  

 Review your confirmation information and, most importantly, note your Payment Identification 
Number (PIN) listed in the middle of the screen.  
 

Your PIN is exactly as its name implies: it is a number that identifies your payment. Although you 
receive your PIN at this step, you have not completed your payment yet. 

2.   Click Print/View Final Order to print your order page. 

1 

2 
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Substep 2.3: View Order Page 
 

  
 

 

Action Number Action 

1.  

 Review the order page that appears; it presents your order information and your PIN. This screen 
also provides direction on how to complete your payment. 

 
Note: Although you receive your PIN at this step, you have not completed your payment yet. 

2.   Click Print to print this screen. 

3.   Click Close to close this screen. 

2 

3 

1 
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Electronic 
Check 

 

Substep 2.4: Select a Payment Method 
 

 

 

Action Number Action 

1.  There are multiple ways to proceed at this point. Use the following table to select which course of 
action you need to follow. 

If . . .  Then . . .  

You want to pay for your order online with a 
credit card or by electronic check (ACH) 

Skip to Page 22 and complete the actions listed under  
Pay Online With Credit Card or Electronic Check 

You want to pay for your order by paper check Skip to Page 28 and complete the actions listed under     
Pay by Paper Check 
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Pay Online With Credit Card or Electronic Check  
 

 
 

Action Number Action 

1.   Enter your credit card or electronic check information. 

2.  

 Click on the appropriate confirmation button, either Continue with ACH Payment or Continue 
with Plastic Card Payment, depending on your selected payment method. 

 
Please note: a credit card is the same thing as a “plastic card.” 

1 
(Electronic Check) 

2 
(Electronic Check) 

1 
(Credit Card) 

2 
(Credit Card) 
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Authorize Online Payment  
 

 
 

 

Action Number Action 

1.   Review your payment information on the displayed screen. 

2.   Enter your email address to have a confirmation of your payment sent to you once FDA processes 
your payment.  

3.  

 Click Submit Payment.     
 
A payment is not complete until FDA processes it. Even though you may click Submit at this point to 
submit your payment, your payment is not complete until FDA processes it. Processing typically 
takes two to three business days.  

1 

2 

3 
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Review Confirmation of Online Payment 

 

 
 

Action Number Action 

1.   Review your payment information. You may print this screen by clicking on print a copy or Print 
this window. 

2.   Click Return to your agency website.    

1 

2 
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Electronic 
Check 

 

Substep 2.5: Track Orders  
 

  
 

Action Number Action 

1.   Review your payments on this screen. The payment you just created appears under the “Results” 
section. 

1 



 

 ‘How-To’ Guide Page 26 of 29  

 

Electronic 
Check 

 

Substep 2.6: Receive Payment Confirmation Email 
 

 
 

 

Action Number Action 

1.  

 Receive an email (after you submit your payment) from pay.gov. This email tells you that your 
payment was received by pay.gov. The above image is an example of this email.   

 
Please note that your payment is still not complete; FDA is processing your payment and will send 
you an additional email once your payment is complete.  
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 Substep 2.7: Receive Successful Payment Email 
 

 
 

 

Action Number Action 

1.  
 Receive an email from FDA. This email tells you that your payment was successfully processed by 

FDA. This email tells you that your payment is complete and includes instruction on how to access 
your PCN. The above image is an example of this email.   

2.   You are done paying for your Device Facility User Fee. Follow the instructions in the email to 
register your facility with FDA.  
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Pay by Paper Check 
 

 
 

Action Number Action 

1.  

 To pay with a paper check, mail your paper check to:  
 

Food and Drug Administration 
P.O. Box 70961 

Charlotte, NC 28272-0961 
 

 When sending by courier, mail your check and order to:  
 

Wachovia Bank        
Attn: Food and Drug Administration  

Lockbox 70961 
1525 West WT Harris Blvd., Room NC0810 

Charlotte, NC 28262 
 

Make sure to write your PIN number on your paper check. 



 

 ‘How-To’ Guide Page 29 of 29  

 

Electronic 
Check 

 
Substep 2.5: Receive Successful Payment Email 
 

 
 

 

Action Number Action 

1.  
 Receive an email from FDA. This email tells you that your payment was successfully processed by 

FDA. This email tells you that your payment is complete and includes instruction on how to access 
your PCN. The above image is an example of this email.   

2.   You are done paying for your Device Facility User Fee. Follow the instructions in the email to 
register your facility with FDA. 


