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MDUFA Premarket Notification 510(k) Cover Sheet Creation: Step-by-Step Instructions

Each person who wants to market in the U.S., a Class |, Il, and lll device intended for human use, for
which a Premarket Approval (PMA) is not required, must submit a 510(k) to FDA unless the device is
exempt from 510(k) requirements of the Federal Food, Drug, and Cosmetic Act (the Act) and does not
exceed the limitations of exemptions in .9 of the device classification regulation chapters (e.g., 21 CFR
862.9, 21 CFR 864.9). There is no 510(k) form, however, 21 CFR 8071 Subpart E describes requirements
for a 510(k) submission. Before marketing a device, each submitter must receive an order, in the form
of a letter, from FDA which finds the device to be substantially equivalent (SE) and states that the
device can be marketed in the U.S. This order "clears" the device for commercial distribution.

For additional information, please refer to:

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/Prem
arketSubmissions/PremarketNotification510k/default.htm

1) Access the User Fee Website: https://userfees.fda.gov/OA HTML/mdufmaCAcdLogin.jsp
2) Review the statement and select the ‘l Understand’ radio button.
3) For users who have an existing user name and password, proceed to Step 4;

a. If you do not have an existing account, see the FDA User Fee Account Creation: Step-
by-Step Instructions for step-by-step instructions on how to create an account. For
additional assistance, contact the User Fee Helpdesk at userfees@fda.gov.

4) Enter a valid user name and password.
5) Select the ‘Login’ button.
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U.S. Food and Drug Administration

Protecting and Promoting Your Health

Log in to the User Fee System

User Name: Password:

Forgot User Name/Password?

User Fee Information

« User Fee Payment Information User Fee SystemAl |

« Frequently Asked Questions (FAQs)

« FDA User Fee Account Creation Process User Guide Effective October 1, 2010, FDA implemented new procedures for
payment of the MDUFA Annual Fee for Periodic Reporting. As a result,
customers are no longer able lo create a User Fee Cover Sheel to pay
their Annual Fee for Periodic Reporting

Central Contractor Registry (CCR)

Instead, customers will be sent an invoice at the end of the quarter in
In the event that you are entitled to a refund, your registration with CCR validates the registrant which their PMA periodic report is due. Your invoice will include all the
information and electronically shares the encrypted data securely with the FDA to facilitate your payment submission details required to make your payment
refund. Click here to access CCR

Further details are provided in the FAQs.

Privacy Act Notice

For customers who need to register their Medical Device Facility, please
access the Electronic Registration & Listing System (FURLS).

_________________________________________________________________________________________________________________________________________________________|
Need Help? Click Here For Assistance.
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6) Select the ‘Go’ button next to ‘MDUFA Cover Sheets (PMA, 510k, etc.)’.

<. S Department of Health & Human Services
¥

=) U.S. Food and Drug Administration
m Protecting and Promoting Your Health
User Fee Website

Welcome FDA TEST

Annual Establishment Registration

User Fee Description
ngliFA Establizhment Registration User Fee FURLS Device Facilty User Fee

Cover Sheets

User Fee Description
Animal Drug User Fee 2014* ADUFA Pre-Market Cover Sheets
lsnimal Generic Drug User Fee 2014* A GDUFA Cover Sheets
Biosimilar User Fee 2014* BsUFA Cover Sheets
Generic Drug Backlog Fee* ‘GDUFA Backleg Fee Cover Sheets
Generic Drug User Fee 2013* GDUFA Cover Sheets
er Fee 2014* IGDUFA Cover Sheefs ! -
Medical Device User Fee 2014* MDUFA Cover Sheets (PMA, 510k, etc.) |
|Prescription Drug User Fee 2014* |PDUFA Pre-Market Cover Sheets |

7) Select ‘Yes’ or ‘N0’ to if your company has paid all establishment registrations fees that are due to
the FDA.

{ Health & Human Services

m U.S. Food and Drug Administration
Protecting and Promating Your Health

2) )

) ) =) dx)
Bme  Userfess Ol Cover Shes] Prvows Cover Shesl Bolk  Logoud

FOA will not accept your submission if your company has not pald an establishment registation fee that & due to FDA. Has your company pakd all establishment

regitration fees that are due to MA?

Jser Fes Websites

DY[E {All of your estabishments have registered and paid the fee, or ths & your first device and you will register and pay the fee within 30 days after entering mto an eperaion that

- N res you to register and submt device Btng niormation. )
ugkien and Ressarch ;
8 CBumEIon ang Researcd mm (I you currenthy market 2 medical de st ezablshment & requred to regrter and sibmit deviee ktng information, Fom wil not accept your submisson untd you have pard
al lees due to FOW. See Wha Must the Fee for addeional informaron.)

Medical Device User Fee Cover Sheet
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8) Select the 'Application Details' button.

t of Health & Human Services

@6 U.S. Food and Drug Administration
F

Protecting and Promoting Your Health

) ) e/ 42) \dx)
[ psgrFies  Dralt Cover Shewl  Erevous Cover Sbesl Pl Logoul

Medical Deyice User Fee

A will nol accept your submisdon i your company hies not paid an establidiment regia ation fee that & due to FDA. Has your company paid al estabishment
mqgistration fees that are due to HAY

® YES (All of your establshments have regitered and pad the fee, or the & your firt device and you wil regeter and pay the fee wit
requires you to register and submt device Istng nformation. )

() NO (If you cumently market am evice and your establshment
all fees due to FDA, See Wha Mast 2 and Pay the Fee for add

30 days after entenng into an operdton that

regured to register and submit device Iting information, FDW will not accept your sebmission unti you have pad
al informatian, )

Medical Device User Fee Cover Sheet
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9) Make the appropriate selections to configure your cover sheet and select ‘Continue’ to

proceed.
a. Select ‘Center for Devices and Radiological Health (CDRH)’ or ‘Center for Biologics
Evaluation and Research (CBER)’
b. Select ‘Premarket notifications (510(k)); except for third party’ for your type of
premarket application

< Department of Health & Human Services

U.S. Food and Drug Administration
/A

Protecting and Promoting Your Health

=

.

- . =/ Ie) o)
AQ User Fees  Draft Cover Sheet  Previous eets Profile Logout

WMedical Device User Fee |

¢ Please select the appropriate center
& Please select the application type

(D) Information

MDUFA COVER SHEET
Cancel ) Continue

PLEASE SELECT THE APPROPRIATE CENTER
Ifyou are unsure about which center to choose, please scroll over the options for more information or contact the
User Fee Helpdesk at userfees@fda gov or (301)796-7200

Center for Devices and Radielogical Health (CDRH)

@ FDA's Center for Devices and Radiological Health (CDRH) is responsible for regulating firms who
manufacture, repackage, relabel, and/orimport medical devices sold in the United States.
Center for Biologics Evaluation and Research (CBER).

E CBER is the Center within FDA that regulates biological products for human use under applicable federal
laws, including the Public Health Service Act and the Federal Food, Drug and Cosmetic Act.

TYPE OF PREMARKET APPLICATION
Select an application type

E Premarket notification (510(k)); except for third party

EI Biologics License Application (BLA)
E Premarket Approval Application (PMA)
D Product Development Protocol (PDP)
[E] premsreet Report PRy

O wodutar Pra

[E] 20 Day hotice

E 513g Request For Information

=)
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10) Once you have verified your selection of the MDUFA Cover Sheet page, select ‘Continue’ to
proceed.

***please note that this example is for ‘Center for Devices and Radiological Health (CDRH)’ and
‘Premarket notification (510(k)); except for thrid party’ .

t of Health & Human Services

.m U.S. Food and Drug Administration
Im Protecting and Promoting Your Health
=) ) )

FAQ Userfees Draft Cover Sheet Previous Cover Sheets Frofile  Logout

) Be) %)

Wedical Device User Fee |

MDUFA COVER SHEET
Cancel ) Back | Continue |

PLEASE SELECT THE APPROPRIATE CENTER
If you are unsure about which center to choose, please scroll over the options for more information or contact the
User Fee Helpdesk at userfees(@fda gov or (301)796-7200

Center for Devices and Radiological Health (CORH):

FDA’s Center for Devices and Radiological Health (CDRH) is responsible for regulating firms who
manufacture, repackage, relabel, andior import medical devices sold in the United States.

TYPE OF PREMARKET APPLICATION

Select an application type:

Premarket notification (510(k)), except for third party

Carcer) oo e )

11) Select the appropriate response to indicate whether you are a small business. If you select
'Yes', enter a valid Small Business Decision number. Otherwise select the 'No' option.
On the Small Business Waiver page, select ‘Yes’ or ‘No’ if you are a small business.
a. Click here for more information on qualifying as a Small Business with the FDA, or
contact Division of Small Manufacturers, International and Consumer Assistance
(DSMICA) at dsmica@fda.hhs.gov or (301) 796-7100.
b. If ‘N0’ is selected, click ‘Continue’ to proceed.

t of Health & Human Services

U.S. Food and Drug Administration
Im Protecting and Promoting Your Health

) 1Y) D B &)

o Fee Cover Sheets  Profile  Logout

Medical Device User Fee |

Small Business Waiver
Cancel ) | Back )| Continue |

Please select if you are a small business
@VEEEI No

Ifyou have selected "Yes" that you are a small business, you have to enter a valid SBD number for the current FDA
fiscal year

Small Business Decision #:

If you believe you are a Small Business and would like to qualify for reduced fees, submit a Small Business
Qualification Certification. The Small Business Qualification Certification can be found |[HERE|

If you qualify, you will receive a Small Business Decision (SBD) number. You must provide your SBD number in the
Medical Device User Fee Cover Sheet at the time of submission to be eligible for reduced fees. FDA will not accept
reduced fees without a SBD number and will not refund the difference between the standard fee and the small
business fee after the submission has been received

Cancel)  (_Back [Continue |
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12) If none of the exemptions are applicable, click ‘Continue’ to proceed without making a
selection.

t of Health & Human Services

: U.S. Food and Drug Administration
FoA 2

Protecting and Promoting Your Health
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3
3]

User Fees  [Dnaft Cover Sheet  Previous Cover Sheets  Profile  Logout

Medical Device User Fee |

Exemptions
(Cancel)  (Back ) Continue )

Please check one of the following exemptions if they apply.

@Th\s application is submitted by a state or federal government entity for a device that is not to be distributed
commercially

EThe sole purpose of the application is to support conditions of use for a pediatric population

(Cancel ) Back | Continue

13) Select ‘Proceed’ to review your cover sheet and submit it to the FDA.

t of Health & Human Services

: U.S. Food and Drug Administration
FoA 2

Protecting and Promoting Your Health

=) ) (xer) ) e )
2 B ) <) ) (&)
FAQ User Fees Diaft Cover Sheet  Previous Cover Sheets  Profile Logout

Medical Device User Fee |

(Cancel)  (Back ) Continue )

Submission

Please click the "Proceed" button to review your cover sheet and submit it to FDA

|_Proceed
(Cancel ) Back )| Continue |
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14) After arriving at the ‘Draft Cover Sheet’ page, verify the amount and select the 'Next' button
to proceed.
a. Note: you may save the cover sheet by selecting the ‘Save Cover Sheet’ button. You
may return to the ‘Draft Cover Sheet’ menu to access your saved draft cover sheet.
Select the checkbox under the ‘Delete’ column and select the ‘Delete Selected
‘Draft(s)’ button to delete a draft cover sheet.

Dey ant of Health & Human Services

|—L)/. ) U.S. Food and Drug Administration

Protecting and Promoting Your Health

i | \_f ] )
.;/‘ >y = vy { _‘-/]
FAQ  UserFees Draft Cover Sheet Previous Cover Logout

Medical Device User Fee |

Cover Sheet

Draft Cover Sheet

| ttems |

®You now have four options to proceed:

1. If you have one draft cover sheet, click the "Next" button to submit your cover sheet to FDA and receive a Payment ldentification Number
(PIN}.
Note: If you do not receive a Payment ldentification Number (PIN), your cover sheet was not submited to FDA.

2. If you would like to modify your cover sheet selections, click the "Modify Application Details” button to make changes to the draft form. To
view your draft cover sheet, please click on the cover sheet link.

3. If you choose not to save or submit yvour cover sheet at this time, vour draft cover sheet wil be automatically saved for 30 days before it
expires.

4. If you would like to save your cover sheet for future submission, click the "Save Cover Sheet” button and provide a name for your cart.

If you are saving more than one cover sheets, please make sure you save each cover sheet under a different cart name.

Note: To modify or submit a saved cover sheet, click the "Draft Cover Sheet” icon, and select the "Saved Cover Sheets” link o access your
carts. Saved cover sheets remain active for 80 days before they expire.

Select All Clear Selections

Delete Cover Sheet Creation Date Last Update Date
Medical Device User Fee Cover Sheet

1} Modify Application Details ) 13-JAN-2014 15:10:23 13-JAN-2014 16:35:20 Net: 5,170.00

Delete Selected Draﬂ(s}) Save Cover Sheet) ]
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15) On the ‘Checkout: Applicant Contact Information’ page, you will see the billing information for
this cover sheet. You can change the address by selecting the ‘Change’ button and follow the
instructions to update the address. Once the information has been verified and is accurate,
select ‘Next’ to proceed.

f Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health

) 1) J )
I AN = %/
FAQ User Fees Draft Cover Sheet FPrevious Cover Sheets Profile  Logout

Medical Device User Fee |

Checkout: Applicant Contact Information

Payment Information

Bill To
Customer. FDATEST COMPANY

Contact. FDATEST
123-4567889
userfees@fda.gov

Address: 123 Medical Drive
Rockville, (Change )
USA
MD 20850
UNITED STATES

( Save Cover Sheet ) |\ Next )l
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16) Review and verify your information, and select the 'Submit Cover Sheet to FDA' button to
obtain your Payment Identification Number (PIN).

nt of Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health

2) (®) )

FKQ Uss"FEss Draft C. Previous Cover Sheets

Medical Device User Fee |

Checkout: Review and Submit Draft Cover Sheet

Cover Sheet Creation Date Last Update Date
FY 2014 Medical Device User Fee Cover Sheet . s )
Print/View Draft CoverSheet) 13-JAN-2014 15:10:23 13-JAN-2014 16:41:00 Met: §5,170.00

Total:  $5,170.00
Customer Information
Customer: FDA TEST COMPANY
FDA TEST
123-4567689
userfees@fda.gov
Applicant Contact Information

Change )

Bil To: FDA TEST
FDA TEST COMPANY
123 Medical Drive
Rockville,
usaA
MD 20850
UNITED STATES

(_Submit Cover Shestto FDA )|
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17) A unique User Fee PIN will be generated with your cover sheet upon submission. Please note

that your completed cover sheet is your invoice. To obtain an invoice copy for your records,
select on the 'Print/View Final Cover Sheet' button on the ‘Confirmation’ page.

Once you submit your cover sheet and obtain your PIN, you may pay online by selecting the
'Pay Now' button.

You can create and submit another MDUFA cover sheet by selecting the ‘Create Another Cover
Sheet’ button.

f Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health

2) ) )

FAQ UserFees Draft Cover Sheet Previous Cover Sheets Profile Logout

Medical Device User Fee |
Confirmation

YOUR PAYMENT IDENTIFICATION NUMBER |15 MDG073046-956733
Your Cover Sheet has been submitted electronically. You must print and sign the hard copies. Include cne in each copy of your application
and indude a copy 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.

Cover Sheet Creation Date Last Update Date
Fv' 2014 Medical Device User Fee Cover Sheet - -
Brintview Einal Cover Sheet il 13-JAN-2014 15:10:23 13-JAN-2014 16:41:00 Net: §5,170.00

Total:  $5,170.00
Customer Information
Customer: FDWA TEST COMPANY
FDA TEST
123-4567889
userfees@fda.gov
Applicant Contact Information

Bill To: FDATEST
FD.A TEST COMPANY
123 Medical Drive
Rockville,
usa
MD 20850
UNITED STATES

| PayNow ) |( Create Another Cover Shest )

Note: You can submit payment online by credit card or Automated Clearing House (ACH) electronic
check (eCheck), by paper check or by wire/bank transfer. There is a credit card payment limit of
$24,999.99. Any payment above the limit will need to be paid using another payment method. The
preferred payment method is online. If you prefer to pay via check or wire transfer, please write the
PIN on the check or include the PIN with your wire transfer payment. FDA will not be able to process
your payment correctly without your PIN.

If you have any further questions about the cover sheet creation process, please contact the User Fee
Helpdesk at userfees@fda.gov.
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