Welcome

m U.5. Food and Drug Administration www. fda. gov

Pratecting and Promoting Public Mealth

Paying the Annual Registration
User Fee via the Device Facility
User Fee (DFUF) Website

U.S. Food and Drug Administration
Center for Devices and Radiological Health
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Narrative: Welcome to Paying the Annual Registration User Fee via the Device
Facility User Fee (DFUF) Website tutorial. Click the Next button to begin.
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Agenda
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Protecting and Promoting Public Health

Agenda

+ Introduction
+ Device Facility User Fee (DFUF) Website Login Instructions
+ Annual Registration User Fee Instructions

Navigation

As you move through the tutorial, you have the option of viewing the
instructions in plain text or with images. For a print copy of the
instructions, click the Resources tab on the upperright corner of the
player window.

Click Next or Prev to move through the tutorial. You can also use the left
menu and click on a specific topic. To adjust orturn off audio, use your
computer's volume control. To read the narrative, click on the Motes tab
next to the menu.

Click next for
instructions

Narrative: The tutorial provides a brief introduction, login instructions for the DFUF
Website, and instructions for paying the annual registration user fee. If during this
tutorial you need assistance with the instructions, click on Resources on the left
menu for Helpdesk information.
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Introduction
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Introduction: Annual Registration User Fee

» All medical device establishments are required to register and pay
the annual registration user fee.

+ The Medical Device Website posts anticipated fees for current
and upcoming Fiscal Years.

+ Annual registration fee must be paid before completing your
annual registration or before making changes in the FDA Unified
Registration and Listing System (FURLS)YDevice Registration and
Listing Module (DRLM).

+ One payment per year foreach establishment (not per company
or per product).

Narrative: You are required to register and pay the annual registration user fee for
each medical device establishment each year. To access the anticipated fees for
Fiscal Years 2013 - 2017, click on the link to the Medical Device Website. The fee
must be paid for the current fiscal year before you can complete your annual
registration or make any changes in the FDA Unified Registration and Listing
System (FURLS)/Device Registration and Listing Module.
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Annual Registration User Fee

» Payment ldentification Number (PIN)

+ After payment is processed, an email will be sent with the
Payment Confirmation Number (PCN)

+ Must have PIN/PCHN before accessing FURLS/DRLM

Narrative: During the payment process, you will create an order. Your PIN is
provided after you create your order. Your payment confirmation number is
emailed to you after you submit your payment. You must have both the PIN and
PCN before you can complete the annual registration and/or make changes in the
FULRS/DRLM.
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Text instructions
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DFUF Website Login Instructions

1. To begin, open www fda gov and click the Medical Devices fab.

2 Scroll to Tools & Resources and click Device Registration & Listing.

3. On left menu of the website, click How to Register & List.

4. Under Paying the Annual Registration Fee, click the Dewvice Facility User Fee
(DFUF) Website.

5. Review the statement and click the radial bution next to | understand.

6. Enter your DFUF user name and password to log into the DFUF Website. (Nofe:
DFUF Website and FURLS/DRLM logins are different ) If you are a new user, click
on Mew User and follow the prompts to create a new account.

7. Click Go next io MDUFA Establishment Registration User Fee <current fiscal years.

8. Enter the number of establishments and click Add to Cart

9. Review billing information and click Change or Next.

10. Review the order and click Submit Order to receive your PIN.

11. Click Close Window to open Confirmation page.

12. Click Pay Now to pay via credit card, elecfronic check, wire fransfer, orto mail a

checlk Click on Payment Cptions on left menu for more information. After yvour
payment is processed, you will rec eive your PCHN

Click next to view
instructions with fmagesp\l

Narrative: To start, click on the fda.gov link to open the website, then follow the
instructions. If you would like to view images with the instructions, click Next.
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Instructions with Images
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Narrative: For best results, review these instructions with the DFUF Website open in

another browser window.

1. To start, click on fda.gov link to open the website, then click on the Medical

Devices tab.

2. Scroll down the page to Tools & Resources, and click Registration & Listing to
open the Medical Device Registration & Listing homepage.
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4. Under Paying the Annual
Registration Fee, click Device Facility
User Fee (DFUF) Website

Cortati s

Narrative: 3. On the left menu, click How to Register & List.

4. Under the paragraph titled Paying the Annual Registration Fee, click the Device
Facility User Fee (DFUF) Website.
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. U.S. Food and Drug Administration
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Under 18 US.C. § 1001, anyone who makes 3 materially false, fictitious, or fraudulent statement to the U.S. Government is
subject to criminal penalties. Please note that:

(i) The user is accessing a U.S. Government information system,

il

(ii) That system usage may be monitored, recorded, and subject tg—

5. Review statement & click the
button next to lunderstand to

(iw) That use of the system indicates consent to monitoring and n open the login Page.

(ii} That unauthorized use of the system is prohibited and subject

(v} Anyone using this system expressly consents to such monitofing and is advised that if such monitoring reveals possible
criminal activity, system personnel may provide the evidence of such monitoring to law enforcement officials.

@ | understand

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

Narrative: 5. Review the statement and click "l understand" to open the DFUF Log-in
page.
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.- U.S. Food and Drug Administration EURLS/DRLM &
FoA

Protecting and Promoting Your Health DFUF payment logirs

are different.
6. Enter your DFUF user
gt o o
m Tk i o B Log in to the User Fee System
................ - User Fee page. User Nami: Paswond:

User Fee Information Lﬁg‘ﬂ } Forpat User Namse Pavpword?
User Fee Payment information New User? Please create a User Fee account. -

Erequenthy Acked Questipns |FAGs)

Click New User to

create a new account.
i

FDA Usar Fee Account Creation Prococs User Guide

# FURLS Cowver Sheet Creation Process Usar Guide

Narrative: 6. Log in using your DFUF user name & password.
Your DFUF login is different from your FURLS / DRLM login.
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e User Registration
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i for select from_ the Search Results,

after performng yor seanch, f you cannot iocake yooe orgarization n e Fivd Uses Fee System datsbase, pless wsdect the * am a new FOL User
Fae Orgarsgatan” opbon,

Paid PIN or Cover Shisel Number g, MOSDO0OE1-958720, ender 00000

Iryaioe poias

Select an option and fill in the
corresponding text box...

Fnail fidildross

Organization Numb-er (gLl dumebe dasgeed by the User Fee System)
Empleyer 1D Hurmbier
pun and Aradstraat MuEmbar (BUNS) |

[am amew FOA User Fee Orgamzation ..ﬂ"d {:I“:k GD'

£ | .

sawrond. please contact the

'( If you camnot locate your organization, select "l am a new FDA
User Fee Orgamization.” For move details, review the FDA User
Fee Account Creation User Guide (available under Useful Links).

Narrative: If you clicked "New User" you will see the FDA User Fee Website
Organization Locator Tool. This tool allows you to determine whether your
organization exists in the FDA User Fee System database. To locate your
organization, check the appropriate option, fill in the corresponding text box, and
click "Go." After performing a search, you can select from the Search Results.

If you cannot locate your organization in the FDA User Fee System database, select
"l am a new FDA User Fee Organization." For more details, review the FDA User Fee
Account Creation User Guide (available under Useful Links).
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User Fee Webshe | 1.Click Go (next to MDUFA
Establishment Registration
Welcome Steven Nagy User} to open the Device

Facility User Fee page.

Annual Establishment Registration

User Fee Description

Fﬂ“':t':‘i?ms“mm Registration User o0 5 bavice Facility User Fee
Cover Sheets

User Fee Description

Animal Drug User Fee 2014* ADUFA Pre-Market Cover Sheets (Go|
inimal Generic Drug User Fas 2014° |8DUFA Cover Sheets :G_n
Biosimilar User Fes 2014 BsUFA Cover Sheels r@
Generic Drug Backlog Fee® GDUFA Backlog Fee Cover Sheets |Go,
Generic Drug User Fee 2013* GDUFA Cover Sheets Gol
Generic Drug User Fee 2014° GOUFA Cover Sheels E
Medical Device User Faa 2014 MDUFA Cover Sheats (PMA 510k sle) E
Prescripion Drug User Fee 2014 PDUFA Pre-Market Cover Sheets [Gh:

Narrative: 7. When you are logged into the DFUF website, click “Go” next to
“MDUFA Establishment User Fee 2014/FURLS Device Facility User Fee” to continue
with the payment process.
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Device Facility User Fee

| All macscal dewice astablahmentsFacilities that are requied to regestar with the FDA are required Lo pay the Dewca Facity User
Fee. Section T37 (21 U.5.C 3T%) poragraph 13 stotes thot the leam 'establshment subject to a regstration ioe” means an
estabhishment that 15 regslencd (of 15 coquired to regster) with the Secrelary under soction 570 Becauss such establishment 15
engagad i the manufaciure, preparation, prepagation. compounding, er processing of 2 device

Fou adivimned mfmmation, peass el in
hidpFewew da getladicalDence sTMenceegylstionand Sudang e/Howlohardk et YouDevcaTeqstestipnandlisbingvemlc 3155 him
" W you have both domeshic and foragn Rcilbes, piease make Sure 10 00 throwgh This process for cach clty

The 2014 registration process includes 3

8. Enter the number of

1. Creata your order and PIN [pay establishments you here

2. Pay are ing for...
3. Ruoisius e

You must complete the enlire payment and regesiration process by Eec-‘.lmhﬁ?‘h.._] 2013 Please proade enough time For paiymert
procescing cspocially f you e payving by check

Freduct Quantity Unit Price
Divice Facity UserFes 1 $3313.00 EACH

Add to Cant )

..click Add to Cart to
open the Order page.

Narrative: 8. Enter the number of establishments you are paying for in the Quantity
box and click “Add to Cart”.

Published by Articulate® Storyline www.articulate.com



Device Facilty User Fes |

Crder
¥ Da nol Sick tha "Back” buttan in your Browser ko edjus! veur quaniity. Instead leld and
then click e "Recaloulale™ bulton f you change your |
quantity on the Order,
Select All Clear Selections click Recalculate to
Delete Product Quantity Creation Date update Total Due. Inl Due

Owntce Facitty User Fee 1 18-h0¥-2013 11:31:35 19-NOV-2013 1431355 3 F:l 31300

Recalculate )

This orderis in prograss. Cick the "Nt buthen o Sanlinue
[ Ne-xt)

Click Next to open f
the Checkout page.

Narrative: Review for accuracy and click on the “Next” button to continue with the
payment process. If you need to change the quantity, click on the “Recalculate”
button to update the “Total Due” column and then click “Next”.
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’ Device Facility User Fee

Billing Information

Customer. SANCO

Contact: Steven Magy 9. Click Add [ Edit Address
301-7701234 to make changes...

steve_nagy@fda hhs gov

Address: 12345 Rockville Pike ( Add / Edit Address j
Rockville MD 20852
UNITED STATES

Mext )

..click Next to openthe |

I Submit Order page. |

Narrative: 9. Review the billing information for accuracy. Click Add / Edit to make
changes. Then, click “Next” to open the Submit order page.
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Device Facility User Fee h'l

Submit Order

Product
FY 20114 Device Facility User Fee 1

Customer Information

Quantity Creation Date |

Last Update Date  Unit Price
T9-NOV-2013 113135 19-NOV-2013 113236 $3,313.00

Total: $3,313.00

Customer. SANCO

Billing Information
Bill Tox

Steven Nagy
301-TT01234

steve nagy@fda hhs. gov

Stewven Magy

SANCO 10. Review the order and click
12345 Rockill ;

Rockville MD 2 Submit Order to get your PIN.
UNITED STATE=

" Submit Order )

Narrative: 10. Review the order and click on “Submit Order” to get your Payment

Identification Number (PIN).
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U.S. Food and Drug Administration

Frotaching ang Fromoting rolr Health

FoA
Thank you Bor complating ehep che of this paymont procets for your 014 Extablicheant Re
Fioe e wefierensor, your Paymest ldenification Hunbe: (PIN] HEDHHME s

Your PIN is displayed
in the second paragraph.

Herwr sl s havs pietahved your FIN, peu car srocesd 1o make yoat paymenl,

What are ey payireni optiven T

That profaad paymant mathed i+ Deing Lming 3 Cradl cand o slactromn chary {ACH] Pl onSng srsures thXS yaur paymans will b [EACEL1A2 I 0 TiMaly manna

I Qwlinns paprepntss
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PO D 5 00 LT LACIID SAACITAIT Pary NI i orders 00 The FIA. This Treaswry hars onmpilas & onmpstsnevs b9 of Fay (gov FaO shich can b Roostosd &
Pttt o, e g B M o

Py e prochers cutfomens thr gelion 1o tuberst orlng payresd w el cand (VISA. WasteCard. AMEX o Dustovm) o Automabed Cleanng Houre ACH) secton chick
|sChack] Alm sutmising s aacer cllci ite Pay Aner"bumon s inbow the on-Sorsen IRcrsrnons. 10 Toke prpmee Yo can ks This wanome 1o IEnEn 10 the |iser
Fap Webtits b3 corbnus with your el To pary [, bog into your DRUS Ui Fpe dooount Bnd SCCasE yeur srter herbiny uge By ciciong on B Freviows

OraeraPON soen o 1he 1op of the page Chi b Ty Mow' bk niod b S PN o i be pity for. Cosltrmatoon of parymaend mada by crect sondiniadtronss chacs can be
rirsmnrd o ad W aa 4 o

Pt B0y Duberst pour paymal ke you wil MCaRa BTy a0 115chong D BEm Ry gov inc: st (ot o g 11. Click Close Window to
rel @ payrenl eosbimaton plaase sllow 27 busanens dirys bt [ha FOA 16 precaas vior tnbad piry=ant Vou will

PCH s avalatls - open Confirmation page.
Dines yeu maks your paymant, sllow a1 least 2.3 butinets days far FDA to procsts erling payments
FOA b procesa paper checks.

Ahet youl paymant kst been procinsed you will ikceiie & stpaiate small irom upsrieestile. aoy

P Close Window

Narrative: 11. Your PIN is shown in the second sentence in this paragraph. You have
the option to print the page. Click "Close Window" to open the Confirmation page.
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Device Facllll.i User Fee |

Confirmation
Your order has been submitted electronically, Include your Payment identification Number (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 2014 Dewice Facility User Fes :
( PrntView Emal Ovder } 1 19-NOV-2013 11:31:35 18-MOV-2013 11:32:36 £3.313200
12. Click Pay Nowto | Total: 33,313.00
open the Payment page. {T IDENTIFICATION NUMBER (PIN) IS:
| 50099058
M.J Create Ancther Order )

What are my payment options?

Narrative: 12. On the Confirmation page, you can view a copy of your coversheet by
clicking on “Print/View Final Order”. Click on “Pay Now” to open the Payment page.
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Payment Options
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Protecting and Promoting Public Health

Payment Options

+ When payment is processed, you will receive your Payment
Confirmation Mumber (PCN) by email.

+ Fastest payment option via credit card, electronic check (ACH), or wire
transfer (PIN must be included in wire transfer) takes 2-3 business
days after payment date.

+ Slowest payment option via mailed check takes 5-7 business days
after payment date (PIN must be written on check).

Narrative: You have a number of payment options. The fastest way to pay is credit
card, electronic check, or wire transfer. The slower method is by mailed check. You
will need to add the PIN number to your mailed checks and wire transfers.
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populsied the Payment Dabs wiih e ne

Electronic
Check Form "&W""‘w il

weth m red pniering
dar Hame- SANCD
Pargrmerd Smount $1,311.00

Acsoued Type '.:'—.i'

Bomsting Mumbes <
e . For electronic check, add
Check Humboes: requested information, then
i’ e O click Continue with ACH
D ARALETA Y MeLirRraao i (electronic check) Pay i
e complete payment.

Narrative: If you pay by electronic check, use the form on the top; for credit card use
the form on the bottom. Include the information requested and then click on either

"Continue with ACH Payment" for the electronic check or "Continue with Plastic
Card" (credit card) to complete the payment process.
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J Confirmation Email
g 7 el e ”/J

&

St P G Fieaet Dademation

THi 15 A ATTOOTID sESIASE. PLEASE 0O NOT RERIY.

Trur Trefsasiios Bas Bees Fesoemafully complened.

Paymett Famary Sten ; MP._". 11113
Epplicaties Xamw FEA DOER FTES
Fay.gev Trasiing I0 JPCCOIS0 Thank you

Ageney Trazeisy I8¢ (50000058 :rmmmmﬂ:m '::l'm
recommunded you prind 4 copy for your records.

Aocosat Molder Sema: TIST SEVICE SOONT
Transsstisa Tyeel Sale Pay.gow Tisthing Information |
Billiey Radressn 100 mais an Application Mame: FOA USER FEES
Coustrys TR Pror— End
Card Typei Martar Sard Pay.gov Tracking 10: 220 {(’-—-\‘ ﬁg H
Card Fambapi sresssssnvanying Ageny Tracking -}EI}[I!'}EII]EE- T Il':f D "
Expiraticn Date! ~an, IR o rac L
Purmeat hacurt: d3,858,80 Transaction Date and Time: 080w W el “;5‘ 5
Teaaaastios Datwi Mag 0, 2004 I13alBild XM Pagment Summary m ﬂm ﬂS
Maddrana Inlimation Attt lnlaimatisn
Acosunt Holdes TEST DEVICE Card Type: Laster & i PIN.
Mo COUPNIY Cord Nombar, == -
Bl Addreda: 1) mas 5t Enphation Dase: T U
- ‘ [Belling Addrens
Cnline Confirmation Gy
Stade | Prowince:
Tip | Postal Cocle:
‘1 Comnary: USA

Narrative: After submitting your payment electronically, you will see an online
confirmation. You will also be sent a confirmation email. In both the online and
email confirmation, you will see the Agency Tracking ID. The Agency Tracking ID is
the same as the Payment Identification Number (PIN).
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Payment Process

m U.5. Food and Drug Administration wwe. fda.gov
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Payment Process / Timeline

» Allow 2-5 business days for electronic payment processing.

+ Allow 7-10 business days forcheck to be processed; PCN will be sent
by email.

« Customers that paid the fee will receive email
+ 2014 PCNs will start vath 14

« PCN for current fiscal year can only be used to complete registration
{Annual, Initial, or Updates) for current fiscal year

+ Both the PIN and PCHN are required to complete an establishment's
registration (annual or initial) or to make changes to your registration.

Narrative: Remember to allow time for your payment to be processed. Once your
payment is processed, an email with the Payment Confirmation Number (PCN) will
be sent to the email address associated with the account. You will need both your
PIN and PCN to register your establishment for the first time (initial), to re-register
your establishment (annual) or to make changes to your registration.
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Assistance

m U.5. Food and Drug Administration wwe. fda.gov
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Assistance
If you need assistance, contact the following resources:

Paying annual registration fee
User Fee Helpdesk

Phone: 301-796-7200

Email: userfees@ida.gov

Completing annual or general registration & listing questions
CDRH Registration & Listing Helpdesk

Phone: 301-796-7400 (press option 1 to leave a message)

Email: reglist@cdrh.fda.gov

Import detention issues or registration & listing policy questions
CDRH Reqistration & Listing Policy Helpdesk

Phone: 301-796-7400 (press option 2 to leave a message)

Email: device reg@fda hhs.gov

Narrative: If you need assistance with paying the annual registration user fee,
contact the User Fee Helpdesk. If you need assistance with completing the annual
registration, contact the CDRH Registration and Listing Helpdesk. If you need
assistance with registration and listing policy or detentions, contact the CDRH
Registration and Listing Policy Helpdesk.
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Helpful Links

m U.S. Food and Drug Administration www. fda.gov

Protecting and Promoting Public Health

Helpful Links

Device Reqistration and Listing
http/iwvaw fd a.goviMedicalDevices/DeviceRequlationand Guidance/
HowtoMarketYourDevice/default htm

Who Must Register, List, and Pay the Fee
http/iwoaw fda.goviMedicalDevices/DeviceReqgulationand Guidance/HowtolMa
ety ourDevice/ReqgistrationandListing/ucm053165 htm

Payment Process
hitp: /v fda.goviMedicalDevices/DeviceReqgulationand Guidance/HowtoMa
ety ourDevice/ReqgistrationandListing/ucm053 186 .htm

Useful Links
https://luserfees fda.gow/OA HTMLfuds jsp?legalsel=2&ref=

Narrative: Please use these helpful links for more information. This concludes the
module on paying the annual registration user fee using the DFUF website.
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