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On August 18, 2017 the President signed into law the Food and Drug Administration Reauthorization
Act (FDARA). This new law includes the reauthorization of the Prescription Drug User Fee Act (PDUFA)
that provides FDA with the necessary resources to maintain a predictable and efficient review process
for human drug and biologic products. The new law ensures that FDA will continue to receive a source
of stable and consistent funding during fiscal years 2018-2022 that will allow the agency to fulfill its
mission to protect and promote public health by helping to bring to market critical new medicines for
patients.

The Prescription Drug User Fee Act (PDUFA) was enacted in 1992 and renewed in 1997 (PDUFA 1),
2002 (PDUFA 111), 2007 (PDUFA 1V), 2012 (PDUFA V), and 2017 (PDUFA VI). It authorizes FDA to
collect fees from companies that produce certain human drug and biological products. Since the
passage of PDUFA, user fees have played an important role in expediting the drug approval
process.

For additional information, please refer to:

http://www.fda.gov/Forindustry/UserFees/PrescriptionDrugUserFee/default.htm

1) Access the User Fee Website: https://userfees.fda.gov/OA HTML/pdufaCAcdLogin.jsp
2) Review the statement and select the “I 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) Click the “Login” button.
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FDA User Fee Account Creation Guide Please be advised that the FDA User Fee System will be unavailable from 6:00AM
EST on Saturday, June 24, 2017 to 6:00 PM EST on Sunday, June 25, 2017 for
maintenance activities.

® BsUFA Cover Sheet Creation: Step-by-Step Instructions

Please note the FDA's user fee credit card limit is $24,999.99. You will not be
able to make an online payment with a credit card for payments over this limit.
The ACH online payment option is still available for amounts exceeding the credit
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6) Click the “Go” button next to “PDUFA Pre-Market Cover Sheets”.
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User Fee Website

Welcome FDA Test

Annual Establishment Registration

User Fee Description

MDUFA Establishment Registration User Fee .

2017 FURLS Device Facility User Fee
MDUFA Establishment Registration User Fee .

2018 FURLS Device Facility User Fee

2016 Cover Sheets

FY 2016 cover sheets should be created for payments associated with submissions to the FDA for the period October 1st, 2015 through September 30th, 2016.
User Fee iDescription

IGenenc Drug User Fee 2016 IGDUFA Cover Sheets

2017 Cover Sheets

FY 2017 cover sheets should be created For.pawnents associated with submissions to the FDA for the period October 1st, 2016 through September 30th, 2017.
User Fee Desaription

ANIMAL DRUG USER FEE 2017 EADUFA Pre-Market Cover Sheets

ANIMAL GENERIC DRUG USER FEE 2017 ?AGDUFA Cover Sheets E

iBiosmia User Fee 2017 iBBUFA Cover Sheets E

IGeneric Drug User Fee 2017 EGDUFA Cover Sheets E

Medical Device User Fee 2017 EMDUFA Cover Sheets (PMA, 510k, etc.) E

EPrescrlpt\on Drug User Fee 2017 EPDUFA Pre-Market Cover Sheets

2018 Cover Sheets

FY 2018 cover sheets should be created for payments associated with submissions to the FDA for the period October 1st, 2017 through September 30th, 2018.
User Fee Description

ANIMAL DRUG USER FEE 2018 ?ADUFA Pre-Market Cover Sheets @

iu-QNIMAL GENERIC DRUG USER FEE 2018 E;E\GDUFA Cover Sheets | a

!Btosnfﬂaf User Fee 2018 !%UFA Cover Sheets E

gGenerlc Drug User Fee 2018 (GDUFA Cover Sheets Go

Medical Device User Fee 2018 !MDUFA Cover Sheets (PMA, 510k, etc.) E

Prescription Drug User Fee 2018 [PDUFA Pre-Market Cover Sheets Go
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Scroll to the bottom of the page and select the 'Application Details' button.
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8) Make the appropriate selections and provide the requested information as applicable:
a) Select ‘CDER Submission’ or ‘CBER Submission’
b) Provide the ‘Established Name/Proper Name’, ‘Trade Name’, ‘NDA Number’, and ‘BLA
Submission Tracking Number (STN)’
c) Select the type of application requested
d) Select ‘Yes’ or ‘No’ to the application requiring clinical data for approval question
e) Select ‘The required clinical data are contained in the application’ or ‘The required
clinical data are submitted by reference to:’
a) If ‘The required clinical data are submitted by reference to:’ is selected,
provide either the ‘Application Number Containing the Data’ or
‘Supplement Number Containing the Data’
f) Select ‘Yes’ or ‘No’ to the Priority Review Voucher for the treatment of tropical
diseases question
a) If ‘Yes’, provide the Priority Review Voucher number
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Prescription Drug User Fee

PRESCRIPTION USER FEE COVER SHEET

»Show Legend
] coer suomissien CBER Submission

Include Established Name/Proper Name and Trade Name, as applicable

ESTABLISHED NAME/PROPER NAME TRADE NAME

NDANUMBER BLA SUBMISSION TRACKING NUMBER(STN)

Is this an Original Application?

I:I Yes D No

Does this application require clinical data for approval?
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Prescription Drug User Fee

PRESCRIPTION USER FEE COVER SHEET

»Show Legend
] coer susmission CBER Submission

Include Established Name/Proper Hame and Trade Name, as applicable

ESTABLISHED MAME/PROPER NAME TRADE NAME

NDA NUMBER BLA SUBMISSION TRACKING MUMBER(STN)

Is this an Original Application?

O ves O w

Does this application require clinical data for approval?

O ves O ne

D The required clinical data are contained in the application

O3 The required clinical data are submitted by reference to

(Application Number Containing the Data) (Supplement Number Containing the Data)

]




Page |6
PDUFA Cover Sheet Creation: Step-by-Step Instructions

9) If applicable, select the ‘Exceptions and Waivers’ button; otherwise, proceed to step 11 to
continue.

Are you redeeming a Priority Review Voucher for the treatment of tropical diseases?

Yes No

Are you redeeming a Priority Review Voucher for Medical Countermeasures?

Yes No
If you have an exception or a waiver (e.qg., orphan exception, small business waiver, etc.), please click the button below:
Exceptions or Waivers

Done |Cance|

10) Make the appropriate selections and select ‘Return to Cover Sheet’ to continue.
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11) Review and verify that your information is accurate.
12) Click ‘Done’ to continue.

PRESCRIPTION USER FEE COVER SHEET

Show Legend

My CDER Submission F§ CBER Submission

Include Established NameProper Name and Trade Name, as applicable

ESTABLISHED NAME/PROPER NAME TRADE NAME

FDATEST PRODUCT FDATEST

NDA NUMBER BLA SUBMISSION TRACKING NUMBER{STN)
11111

Is this an Original Application?
i ves g No

Does this apphcation require chinical data for approval?
P ves My No

g The required ciinical data are contained in the apphication

Py The required clinical data are submifted by reference 1o

(Application Number Containing the Data) (Supplement Number Containing the Data)
Are you redeeming a Priority Review Voucher for the of tropical
Py ves My No

Are you redeeming a Priority Review Voucher for Medical Countermeasures?
Py ves Ry no

il you have an exceplion or a waiver {e.g., orphan exception, small business waiver, eic.), please click the bution below:
Exceptions or Walvers
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13) After arriving at the Draft Cover Sheet page, scroll to the bottom and select the 'Next' button
to review the contact and address information.
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.
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Prescription Drug User Fes

Cover Sheet k!

Draft Cover Sheet

| Rems

* you now have four options to procesd:

wir draft cover sheet, please dok on the aover shest ink

Select All Clear Selections

Delete Cover Sheel Creation Date Last Update Date
[] PRESCRIPTION USER FEE COVER SHEET 22-5EP-2017 09:42:01 22-5EP-2017 10:18:40 MNel: £1,029,241.00

Maodify & pplication Details |

Delete Selected Drafts) Save Cover Sheet

Presoripton Urig User Fee
Usar Fees | Draft Caver Sheer | Prewous Cover Sheet | Prafile | Lagout |
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14) 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.
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Prescription Drug User Fee

Checkout: Applicant Contacl Information

Payment Information

Customer: FDA

Contact: FDA Test
459-387A78
W¥_ftda@fda. hhs.gov_FDA

Address: 8455 Coleslle Road
Sikver Spring,MD 20109

UNITED STATES

Save Cover Sheet

iption Drug User Fee
t | Previous Cover Sheet | Profie | Logout |

User Fees | Draft
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15) Review and verify your information, and select the 'Submit Cover Sheet to FDA' button to
obtain your Payment Identification Number (PIN).
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Prescription Drug User Fee

Checkoul: Review and Submil Drafl Cover Sheel

Cover Sheel . Creation Date Last Update Date |
FY 2018 PRESCRIPTION USER FEE COVER SHEET 22-SEP-2017 09:42:01 22-5EP-2017 10:24:00 | Met:$1,029,241.00
Print/View Draft Cover Sheet |

Total: $1,029,241.00
tustomer Information
Customer:  FDA
FDA Test
999-987878
XX_fda@fda.hhs.gov FOA
Applcant Contact Information

Gil To: FDA Test
FDA
8455 Colesvile Road
Siver Spring,MD 20109
UNITED STATES

Subm it Cover Sheet to FDA
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16) 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 PDUFA cover sheet by selecting the ‘Create Another Cover

Sheet’ button.
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FAQ UserFees Draft Cover Sheet Previous Cover Sheet Profie  Logout

Prescription Drug User Fee

[ Confirmation
YOUR PAYMENT IDENTIFICATION NUMEER IS: PD3017121

Vour Cover Sheet has baen submitted Vou must print . ias and sign the ariginal. Plessa include the original with your application and includa 3 copy with your paymant.

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 fill out a short survey. This will only take i 2 minutes t

Cover Sheet
FY 2018 PRESCRIPTION USER FEE COVER SHEET

Print/View Final Cover Sheet

Customer Information
Customer:

| Applicant Contact Information

Bil To:

Creation Date

FDA

FDA Test

999-087878
XX_fda@fda.hhs.gov_FDA

FDA Test
FDA
8455 Colesvile Road

Sitver Spring,MD 20109
UNITED STATES

Last Update Date

22-SEP-2017 09:42:01

22-SEP-2017 10:24:09 Net: $1,029,241.00

Total: $1,029,241.00

| Create Another Cover Sheet |

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.




