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PDUFA Cover Sheet Creation: Step-by-Step Instructions
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 Il),
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 “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 atuserfees@fda.gov.
4) Enter a valid user name and password.

5) Click the “Login” button.
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At the end of fiscal year (FY) 2020, FDA will change its policies regarding the transfer of e fiscal years to align with the i iy T Manual. The Agency will refund payments made to user fee cover sheet ID that are not linked to a submitted
=pplication n the previous Y. Applicants with any payment from  prior year withot 3

a refund request. To request a refund, complete Form FDA 3913 and email the form to CDERCollections@fda.hhs.qov and cc:
V. Form FDA 3913 is available at http:// www.fda.qov/downk uads AboutFDA/ReportsManualsForms, Forms UCM4921&8 f

Starting in FY 2021, a payment made to a user fee cover sheet within the FY that is not linked to an application submitted in that FY will not be transferred to the new FY. Previous FY payment without an application submission will be refunded and the applicant will have to
Submit a new user fee cover sheet with a new payment for the new FY.

Payment transfers occurring within the same FY will not be affected by this change in policy. If you have any questions regarding this change, please contact the User Fee Staff at userfees@fda.qo

User Hame:

Forgot User Name/Password?

® User Fee Information

r? Please register...

User Fee System Alerts

® User Fee Payment Information

® FDA User Fee Account Creation: Step-by-Step Instructions

Please be advised that the FDA User Fee System will be unavailable from 9:00 AM-
12:00 PM EST on Saturday, July 18, 2020 for scheduled maintenance.
* PDUFA Cover Sheet Creation: Step-by-Step Instructions

Please note the FDA's user fee credit card fimit 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 gption is still available for amounts exceeding the credit card limit.

If you are a demestic entity and are requesting a refund, we recommend that you create an account with the System for Award

If you are an agent repr 7 her c Pplease refer to the
(SAM). SAM vali the registrant information and el ically shares the encrypted data securely with the FDA to ra0s and follow the proper procedures.
facilitate your refund. Click hereto access SAM. Ao

Privacy Act Notice In order to register, you will need either your organization number (providged by

FDA) or your organization’s Employer Identification Number (EIN). If you have any
guestions or concerns, contact the User Fee Helpdesk at 301-796-7200 or email
userfees@faa.gov

Need Help? Click Here For Assistance.
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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 Tester

Annual Establishment Registration

User Fee Description
;‘It?zléFA Establishment Registration User Fee FURLS Device Facility User Fee

2020 Cover Sheets

FY 2020 cover sheets should be created for payments associated with submissions to the FDA for the period October 1st, 2019 through September 30th, 2020.

User Fee Description

IANIMAL DRUG USER FEE 2020 IADUFA Pre-Market Cover Sheets Go
IANIMAL GENERIC DRUG USER FEE 2020 IAGDUFA Cover Sheets Go
Biosimilar User Fee 2020 BsUFA Cover Sheets Go
(Generic Drug User Fee 2020 IGDUFA Cover Sheets Go
Prescription Drug User Fee 2020 IPDUFA Pre-Market Cover Sheets Go

2019 Cover Sheets

FY 2019 cover sheets should be created for payments associated with submissions to the FDA for the period October 1st, 2018 through September 30th, 2019.
||User Fee Description
|F3enenc Drug User Fee 2019 IGDUFA Cover Sheets Go

7) Select ‘Continue’ button at the bottom of the page.
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Pre: riitinn Drui User Fee

Please review the below a change in policy on payment transfers across FYs before proceeding to the
next step.

) r Fee A Al the and of fiscal year (FY) 2020, FDA will change its policies regarding the transfer of payments across iscal vears 10 align with the
Treasury Accounting Treatment Manual The Agency will refund payments made to user fee cover sheet ID that are nat linked to a submitted
application in the previous FY. Applicants with any paymaent from & pnor year without & should submit &
rafund request. To request a refund, complete Form FDA 39173 and email the Torm to COERCollechons@ilda hhs gov and oo

‘enter for Drug Evalutation and Research  wserlees@ida gov. Form FOA 3913 s al hilp liwww fda DAy Repodshanualsk omsFoms UGS 188 pdl.

Starting in FY2021, a payment made o @ user 1ée cover sheet within the FY that is not linked to an application submitted in that FY will not be
fransferred to the new FY. Previous FY without an i ission will be and the will have to submit a
REW USer fae cover sheat with a new payment for the new FY.

Paymant transfars occurting within the same FY will not ba affected by this changs in policy. If you have any questions regarding this change,
please contact the User Fee Staff at i

Click “Continue™ if you still want to procead with creating your cover sheet or click “Ge Back”™ to choose the correct FY's cover
sheet.

Go Back

User Foes | Draft Cover Sheet | Previous Cover Shees | Profile | Logout |

I8 Home Page | Search FDA Site | EDA A7 Index | Contact FDA | Provecy | Accessbebty

D4 Website Management Staff
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8) Scroll to the bottom of the page and select the 'Application Details' button.

U.S. Food and Drug Administration
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FAD  ymiFer DufCraeShe PomeeloveSwes Pl Lgem
Pri Fee

m IHSTRUCTIONS FOR COMPLETING PRESCRIFTION DRUG USER FEE COVER SHEET FORM FOA 3337

L Form PO 3387 12 Lo be compisted fo and aubrated wih sach new crug o bologic prodct angnal apphcaton submited 1o the Agency. Form FA 3397 shouid be placad m the st vl of the apphcalion wh the
application (FORM FDA J560h) form. Form FA 1397 is o be completed ondine 2t pelufaCA 2 you nesd assistance in complating the form call 301-796-7200 or email
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4 BLA STH | NDA NUMBER: Plaass incluos onéy 3 MO number of 3 BLA 3TN, 35 appicatls
FOR AN ORIGINAL BIOLOGIC LICENSE APPLICATION (BLAK nUMDEr Ll oned, st vlank
FOR DRUG PRODUCTS: g can tn Infarmation at
et ettt 00 i o HARIT R

5 CLINICAL DATA: Tha definiton of ‘clinicad caty’ for 318 358#EEMent of el lee I found In FOW's. Guldance fof Indus¥y: Submiting g Appi mcmlunmrm—pnsnmuummum
Feas FOA guidance of. on FOAS weD se” DD Pwk 413 a5 Mo AICMOTAI0 pat

| WSER FEE LD. NUMBE he D e L L G I o o T — )

I PRIORITY REVIEW VOUCHER: lf'r!ll Eeiofity mﬁ.ﬂ"“ of & ¥og & i ction 524 of Dl\ﬂ 30 Coametic Act FDAC
Al plaase PV VOUCTIET PSR madical L Wad approved. Ses FOA 'Y |Gn|mumm3w Tropical Cigeass Prignty Ravew
ouchers for rner Inlur'nsuun FOA's pudance can o6 found on FDA'S wes afe:

T JCHORSRA pof
Fora medical cher Erowded in Stk guidancs apel 33 well

B EXCEPTIONS: The apghcation is for an D'D"ﬁndug produc mdur:MWiT‘!&‘a](!]fnnlhemﬂCMuhu1mdmuwbcahm |2nutsumd|o'| fthe ts Tor o

condition designated under seclion 528 of the FDAC Act (ovphan AND the applicab not include an ignated. A copy of the FOA lefler graniing orphan designation

| should be inchuded with the DLANDA submission
VAIVER Compiete this Sechon only f 0 wamver of Ul FeeE, INGUOING 3 Sl DUSINESs watver, Nigs been grantid 101 i appheaion. A topy of v ofical FOA neuNcaion Ihal 3 waiver Nas been granted must 56
Beded wilh i BLANDA submission

i Upan complotian of the caver shect and assignment of the User Foe Payment 10, Number, the fallowing payment options are avallable for remiftance of the user fro:

Paymont Optians:

The prefired paymont method is anline wsng Automited Cloaring Ho

(ACH) eloctinic check (eCheck) wa Pay gov, paying on
oplrens mchedy puper check, bark disf, money order, of wirg transber

v ensnrs thal your payment will bo poc

sed in o imely manner The additional payrment

1. Pay.govcan be used to SubmA secure crilme payments for cover shaets to the FOA. Payments can bs mads through the Automated Cleanng House (ACH) method, which can come dractly Fom your bank scceunt of an

8Chack The FOA has parinersd with :he us I}=paﬂ‘n-m of tha Traasury to use Pay.gov, 8 web-based paymsnt spplication. for online slctronsc payment. The Treasury has comeiled 3 comprahensive list of Pay.gov
FaQs which can be assessed a it

7 Maks your check payabla 1o the U 5 rw and qu Adminssiration and inchud 1 cogy of the PV PDAIFA corer shest. Fiaass wite the paymant sdentifcation number (PiN] bagineing with "PDI on yousr chéck EDA will
not be able 1o process your payment carmectly witho B
Mail your check and one copy of the POUFA cover sheet
The Food and Onyg Administration
PO, Box 979107
St. Lewis, MO £3197-5000
Nate: Fiease do ot send your applicabion fo this address, only your payment.
W you profor to send & check by a courler, the courisr may doliver the chack and cover sheet ta:
us Bank
ATTH: Government Lockbax 979107
1005 Corvention Plaza
S Lows, MO 63101
Note: Please do nol send your applcabon fo this address, only your payment This sddress 13 for couner delrvevy only. If you have sny queatons concenmng couner delwery, confect e US Bank at (314)
418-4013.
I N paying by wire transfir, please ask your finan sitition About the wire transh ard incluc it with your ussr fes payment 1 snsure that your fes is fully paid. The wiee transder must reforance the Lisse Fen

Payment 1 1) Number PN} which was goneated upan submission of the cover shed

EDA will not b able to process your paymaent cotrecthy without your PIN Pleass inchide your POUFA cover sheat PR and the
NOABLA rumber vith yaur wito transfer and sond your paymert 1o the addse

oo bl Fhease mote that thi rviow of your apphcatson can ol bigin untd full payment is mconod

W your hnancial matdutio

3 localed outsde the US| they will need 10 send the payment 1o us using 8 US-based mlermedhary bank They will be able to handle s detai for you

Some banks 8lsa have Two separate SYWIFT numbers begenning with FRIYUSI3, You showd chease the one which rafiacts the comect sddrass (33 Liberty Strast)
Bielow are full details en sending us o wira paymsnt

You may sand your wire payment using the following information

Witn transtor paymont
US Degartment of Treasury
TREAS NYC

33 Liberty Street

Neew York, NY 10045

FOA Deposit Account Mumber: TH060053

U5 Dapanmant of Trassury RoatingTransit number 071030004
SWIFT Number FRNYUSI3

Benaficiary FOA

1350 Piccard Drre

Sunte 2004,

Rockalle, MD 20850

W meaded for accounting purpeses, FOA's tax identification number is 53-0106965

Note- Wirs transfers to the Depatment of Traasury are dstinct &om anline ACH payments 1ia Pay gov

Please ensure you have pop-up on your prior to dicking “Application Details” and filling out your cover sheet.

PRESCRIPTION USER FEE COVER SHEET Appiscavon Deiads |
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9) 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

{ﬁ”_ U.5 Department of Health & Human Services

U.S. Food and Drug Administration
FDA :

Protecting and Promoting Your Health
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P & W 9 W&
FAQ User Fees  Draft Cover Sheet Previous Cover Sheet  Profile  Logout

Prescription Drug User Fee

PRESCRIPTION USER FEE COVER SHEET

»Show Legend

n CDER Submission 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?

O ves D Mo

Does this application require clinical data for approval?

D Yes 0 ne

n The required clinical data are contained in the application

O3 The required cinical data are submitted by referenc to:

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

——
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Prescription Drug User Fee

PRESCRIPTION USER FEE COVER SHEET

»Show Legend
] coer submission CBER Submission

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

ESTABLISHED NAME/PROPER NAME TRADE NAME

MDA NUMBER BLA SUBMISSION TRACKING NUMBER({STM})

Is this an Original Application?

O ves O wo

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 ta:
(Application Mumber Containing the Data) (Supplement Number Containing the Data)
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10) 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?

‘(es No

If you have an exception or a waiver (e.g., orphan exception, small business waiver, etc.), please click the button below:
Exceptions or Waivers

Can cel

11) Make the appropriate selections and select ‘Return to Cover Sheet’ tocontinue.

st of Hoalth B Human Sorvico

m U.S. Food and bmgAdmimmuon

Protecting and Promoting Your Health

Prescription Diug Lser Fee

POUFA Walvers and Excaptions

Show Lagend

(e
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12) Review and verify that your information is accurate.
13) Click ‘Done’ to continue.

PRESCRIPTION USER FEE COVER SHEET

»Show Legend

I CDER Submission

111111

5 ves g No

B ves

F,j Yes

B ves

Exceptions or Waivers:

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

ESTABLISHED NAME/PROPER NAME TRADE MAME
FDATEST PRODUCT FDATEST
NDA NUMBER BLA SUBMISSION TRACKING NUMBER(STN)

Is this an Original Application?

Does this application require clinical data for approval?

Fﬂ The required clinical data are contained in the application

[ The required clinical data are submitted by reference to:
(Application Number Containing the Data) (Supplement Number Containing the Data)

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

Are you redeeming a Priority Review Voucher for Medical Countermeasures?

If you have an exception or a waiver {e.g., orphan exception, small business waiver, etc.), please click the button below:

5 CBER Submission

5 No

Wﬂ Mo

Mg No
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14) 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.

Health & Human Services

U.S. Food and Drug Administration
EDA

Protecting and Promoting Your Health

3] ) (o’ ) i ;
</ r’ k_) e Ie) i)
EAL User Fees (eaft Cover Shee!  Previows CoverShee!  Profie  Logout
Prescription Drug User Fes
Cover Sheet eEls

Draft Cover Sheet

rems |

¥ You now have four oplions Lo proceed:

sheet ink.
be autorati

" but
c £15, B Y0 each cover sheet wnd
hote: To modfy or submit a saved cover sheet, dick the "Craft Cover Sheet” loon, and select the "Saved Cover Sheets” ink to aooess your carts. Saved cover sheets remain active for 90 days before they expire.

Select All Clear Selections

Delele Cover Sheel Crealion Date Last Updale Dale
O PRESCRIP TICON USER FEE COVER SHEET 22-5EP-2017 09:42:01 22-5EP-2017 10:18:40 Net: $1,029,241.00
Moty Application Details |
Delste Selected Draft(s) Save Cover Shest E

Prescription Drug Lser Fee
User Fees | Diaft Cover Sheet | Previous Caver Sheet | Profile | Lagour |
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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.

partment of Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health

2) | g g )
¥ / - ‘) il te ) xJ
FALl  UserFees Deaft Cower Sheel  Prevous CoverSheet Prole  Logout

Prescription Drug User Fee

Checkout: Applicant Contact Information

Payment Information

Hill To

Customer: FDA

Contact: FDA Test
999-987478
XX_tda@fda.hhs.gov_FDA

Address: 8455 Colesvile Road m
Siver Spring,MD 20109 _

UNITED STATES

Save Cover Sheet

Prescription Drug User Fee

Sheet | Previous Cover Sheet | Prafie | Lagout |

User Cees | Drat
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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).

- of Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health
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FAQ serFees  [eaf Cover Sheel  Previs CoversSheel  Profle  Logout
Prescription Drug User Fee
(heckout: Review and Submit Draft Cover Sheet
Cover Sheet | Creation Date |Last Update Date
FY 2018 PRESCRIPTION USER FEE COVER SHEET | 22-SEP-2017 09:42:01 22-SEP-2017 10:29:09 Net:$1,029,241.00

Print/View Draft Gover Sheet

Total: $1,029,241.00
Customer Information
Customer:  FDA
FDA Test
999-987878
*x_fdaifda bhs.gov FODA
Applicant Contact Information

Bil To: FDA Test
oA
8455 Colesvile Road

Shver Sprng, MD 20109
UMNITED STATES

Subm it Cover Sheet 1o FDA

17) After reading the message, select ‘Submit Cover Sheet to FDA’.

artment of Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health

= K X
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EAQ UserFees  Draft Cover Sheet  Previous Cover Sheet  Profile  Logout

Prescription Drug User Fee

Please review the important message below regarding a change in policy on payment transfers across FYs before proceeding to the next step.

At the end of fiscal year (FY) 2020, FDA will change its policies regarding the transfer of payments across fiscal years to align with the Treasury Accounting Treatment Manual. The
Agency will refund payments made to user fee cover sheet ID that are not linked to a submitted application in the previous FY. Applicants with any payment from a prior year without
a corresponding application submissions should submit a refund request. To request a refund, complete Form FDA 3913 and email the form to CDERCollections@fda.hhs.gov and
cc: userfees@fda.gov. Form FDA 3913 is available at http://www fda.gov/downloads/AboutF DA/ReportsManualsForms/Forms/UCM492188.pdf.

Starting in FY2021, a payment made to a user fee cover sheet within the FY that is not linked to an application submitted in that FY will not be transferred to the new FY. Previous FY
payment without an application submission will be refunded and the applicant will have to submit a new user fee cover sheet with a new payment for the new FY.

Payment transfers occurring within the same FY will not be affected by this change in policy. If you have any questions regarding this change, please contact the User Fee Staff at

userfees@ifda.gov.

Canceli’ Submit Cover Sheet to FDA |
L

User Fees | Draft Cover Sheet | Previous Cover Sheet | Profile | Logout |

Last Updated: August 26, 2020



Page | 11
PDUFA Cover Sheet Creation: Step-by-Step Instructions

18) 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 confirmationpage.

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.

{f_ U.S Department of Health & Human Services

m U.S. Food and Drug Administration

I /A Protecting and Promoting Your Health
2 ® @ @ ®
FAQ  Userfess Draf CoverSheet Previous Cover Shest  Erofle

Logout

Prescription Drug User Fee

[ Confirmation
YOUR PAYMENT IDENTIFICATION NUMBER IS: PD3017121

Your Caver Sheet has been submitted electronically. You must print two copies and sign the original. Please include the original with your application and include 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 'dick here’ to fill out a short survey. This will only take il 2 minutes to

Cover Sheet Creation Date Last Update Date
FY 2018 PRESCRIPTION USER FEE COVER SHEET bl 22-5EP-2017 09:42:01 22-SEP-2017 10:24:09 Net: $1,029,241.00
Print/View Final Cover Sheet

Total: $1,029,241.00
‘Customer Information
Customer:  FDA
FDA Test
000987878
XX_fda@fda.hhs.gov_FDA
Applicant Contact Information
Bil To: FDA Test
8455 Colesvile Road
Silver Spring,MD 20109
UNITED STATES
| Pay tow || ! 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.

Last Updated: August 26, 2020


mailto:userfees@fda.gov
mailto:userfees@fda.gov

