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GDUFA Facility Fee Cover Sheet Creation Process: Step-by-Step Instructions

Any person that owns a facility that is identified or intended to be identified in at least one generic drug
submission that is pending or approved to produce one or more generic drug FDFs and/or APIs is required to
pay facility fees. For additional information, please refer to:
http://www.fda.gov/Forindustry/UserFees/GenericDrugUserFees/ucm319566.htm

** please note that domestic (based in the U.S. and its territories) facilities will have a different fee
than foreign facilities. For more information regarding the facility fee rates, please refer to the Federal
Register

1. Access the User Fee website: https://userfees.fda.gov/OA HTML/gdufaCAcdLogin.jsp
2. Review the statement and select the “l Understand” radio button.
3. For users who have an existing user account, proceed to Step 4.

a. If you do not have an existing account, please see the FDA User Fee Account Creation Process
guide. If you do not have this document for reference, please email the User Fee Help Desk
at userfees@fda.gov and request it.

4. Enter a valid User Name and Password.
5. Click the “Login” button.
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The Food and Drug Administration (FDA or the Agency) will no longer permit the ing of GDUFA fee p from a closed-out fiscal year (FY) cover sheet to a different FY cover sheet. FDA's FY begins on
October 1 and ends on September 30, with the year being designated by the calendar year in which it ends (e.g., FY 2020 begins on October 1, 2019, and ends on September 20, 2020). Beginning in FY 2021, payment
transfer requests for cover sheets from a closed-out FY will not be processed. Instead, payments from closed-out FY cover sheets will only be processed as refunds to the original payors. Form FDA 3913 should be

d and itted to CDERCollections@fda.hhs.gov for review and the fee paid will be refunded if appropriate.

This does not affect requests the transfer of payments within the same FY. For example, a request to transfer a payment from a FY 2020 cover sheet to another FY 2020 cover sheet within the same fee type (perhaps
due to an incorrect FEI) will be processed, provided the request is made within 180 calendar days of the original payment date.

If you have any questions regarding this change, please contact GDUFA User Fee staff at CDERCollections@fda.hhs.gov or 301-796-7900.

User Name: Password:

Usefulinks _____ T —

Login Forgot User Name/Password?
[New User? Please reqister...

User Fee Payment Information
User Fee System Alerts

Frequently Asked Questions (FAQs.

User Fee Information

® FDA User Fee Account Creation: Step-by-Step Instructions Flease be advised that the FDA User Fee System will be
unavailable from 9:00 AM-12:00 PM EST on Saturday, July 18,

® GDUFA Facility Fee Cover Sheet Creation: Step-by-Step Instructions 2020 for scheduled maintenance.

® GDUFA ANDA Cover Sheet Creation: Step-by-Step Instructions Please note the FDA's user fee credit card imit is $24,999.99. You

willl not be able to make an online payment with a credit card for
payments over this limit. The ACH online payment option is still

em for Award Managemen available for amounts exceeding the credit card fimit.

If you are a domestic entity and are requesting a refund, we recommend that you create an account with the
System for Award Management (SAM). SAM validates the registrant information and electronically shares
the encrypted data securely with the FDA to facilitate your refund. Click here to access SAM.

Privacy Act Notice

Note: There are Help prompts throughout the cover sheet process. When you click on a Help link, a new window will
open with helpful hints and tips to guide you through answering the questions.
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6. Click the “Go” button next to “Generic Drug User Fee”.
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User Fee Website

Welcome FDA Tester

Annual Establishment Registration

User Fee Description
IZJIO[)zléFA Establishment Registration User Fee IFURLS 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
Rincimilar | lear Faa 2020 IRcl IFA Crwer Sheate (Gn
Generic Drug User Fee 2020 IGDUFA Cover Sheets Go

ledical Uevice User ree 2u2u 1WUFA Lover Sheets (PMA, 51UK, etc.) o
Prescription Drug User Fee 2020 PDUFA 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.
HUser Fee Description

‘benen'c Drug User Fee 2019 IGDUFA Cover Sheets
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7. Scroll to the bottom of the page and select the 'Application Details' button.
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G  UserFess Dol Covers Brevows Cover Sheet  Prolle  Logid

Instructions for the Generic Drug User Fee Cover Sheet

Welcome (o FOW'S online process for completing Form FDA 3754 (Genenc Drug User Fee Cover Sheet) Thr fallowing instructions identidy when the covr sheet i required, what
miomation is needed to complete the cowr sheel, and what payment aptions are avalfabike 1o remit the user foe. Once the cowr sheel i submitted dectionically, a Usar Fee
Payment 1D Nurber (PIN} will be assigned which enables the FDA 1o tieck your comrn sheel submssion and payment receipt. For assistance in completing the cover sheot, please
contact the User Fee Helpdesk at (3011796-7200 o yserfees@ida gov

for Oryg Evplumen pnd Remerch

Form FDA 3794 Is required to be completed for gach of the following human generic drug user fees

1. Abbreviated new drug application (ANDA) of appicable amendment

2 Genefic Drug Applicant Program,

3 Type Il active pharmaceutical ingredient (APT) drug master fle (DMF) that is referenced on or aler October 1, 2012 in a genenc drug submission to the FDA and for which the
DMF fee has not already been paid

4 Genenc drug facilty which s identifed at least one genenc dnsg submission that is approved to produce a fnished dosage form (FDF) of a human genernic drug or an AP contained
@ human generic dug: and

& Backiog ANDA which is pending on October 1, 2012, and that has not recesved a terdatne approval prior to that date:

Asigned copy of Form FDA 3794 must be included In the following submissions to the FDA

= ANDOA submission and placed in the first volume with Form FDA 356h
= Type Il API DMF submission

Neita: Form FOA 3734 15 not required for ail ANDA amendments. 11 s only applicable 10 an amendment that s addng AP manufaciunng infemation ofher than by reerence to a
Type § DMF which is subject 1o the Section T44B8(aK2Z)KF) fee under GDUFA

The isneeded to plete the cover shest ©

General Infermation;

+ Name/ Slcontact of e P
» Hameladdessicontact information of representativel) S agent

1 company

ANDA Information:

» ANDA number assgned by FDA

o Estabieshed name o product

« Wappiicable, for Section TA4B(a)2)F)" only
- Name of drug substance{s Y API(s)
- Al facibties including fadlity's name, address, FDA Establishment idertifier (FEI) numbes, facilty DUNS number, and the user fee pay ment 1D number (f Section 7448(a)
(2HF) o has already been paid)

* GOUFA requires applicants fo pay the Section T44B4a)3){F) lee o the apphcation mciudes AR manutactunng information other than by reference to a Type § DMF

Generic Drug Appiicant Pregram Information:

= Paient company name

Type Il API DMF Information:

+ DMF rumber assigned by FDA
+ Drug substance/ AP name

Eagiiity Information;
= Facilty’s name, address, FOA Establishment Identifier (F ) number, and facitity DUNS number
= Confirmation whether the fackty manufactures Positron Emission Tomography (PET) products only
= Confirmation whethes the facidy s listed in ANDAs submitted by a State or Feders! Govemment for & drug that 15 not distrbuted commercally only
+ Confirmation whether the FOF facikty is qualified as a contract manufacturing arganization (CMO)
Backlog Information;

& ANDA nmber assgned by FODA
+ Estabished name of product

Adcitional irstructions 1o complete FDW Form 3794 are avadable at

Upon complation of the cover sheet and assignment of the User Fee Payment |.D. Number, the following payment options are available for remittance of the user
fee:

+ Check, Bank Draft, or Postal Money Order
» Pay.gov
* Wire Transfer

Fer all payment options, the payment must be made in U S currency drawn on a U S financial institution
Check. Bank Draft. or Postal Money Order

Payment by check, bark draft o US. postal money order mu
shiet must be mailed 1o o designated address for GOUFA

copy of yous cowr

1 b made pay abie 1o the Food and Drug Administration and nclude the PIN. The payment and

7l pay meds

Bay.goy
FDw partnexed with the U S Department of Treasury 1o utiize Pay govior online electronic payment. Pay govis a Web-based payment application that allows payments to be
imade directly from your bank account. This payment oplion 15 Accossible alter completing e cov Shoet and generating the PIN

Wire Transfer

For payment by wie transber, you must contact you financeal institulion (o mitiate the wire lrensfer and provide Them with the necessarny account nfarmation for the FOA to receive
your payment. ¥ our inancial mstitution may charge you a wirg transfer fee batwoan $15 and $35 Please ask your fnancial nstitution about the wire transter foa and include df with
Vour used fee payment 1o ensure that your fee is fully paid

Agdtional instructions to remit @ user fee payment for GDUFA are svastabie at Generic Drug User Fee Cover Shest

Please you have disatk
out your cover sheet.

d pop-up blockers on your browser prior to clicking "Application Details” and filling

GENERIC DRUG USER FEE COVER SHEET Application Detaits.

Generic Drug User fee

ot | Prevmus Cover Sheet | Brofie | Logeus |
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8. Select the “Facility Fee” checkbox then click the “Next” button.

m U.S. Food and Drug Administration
FIL72)
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EAQ userFoes  DraflCover S

Generic Drug User Fee

neric Drug User Fee Cover Sheet

ww Legend

wver Shest Fes Types

Select cover shest fee type:

API) Dirug Master Fie (DMF) Fee

Cancel | Next

Im U.S. Food and Drug Administration

Protecting and Promoting Your Health
?) ]

J = Iy =7
EAD UsorFees DrfCosorShod Buveous OverShed  Bofie  Logou

Generic Drug User Fee

nerle Drug User Fee Cover Sheet
o Legend
ity Feo

Enter or Confirm facility cwnor’s name and address: Heip /

* Facity Owner's Name  MEDITEX LTD URIEL

* Country [israet 5
* Address Line 1 Hamessila 23 5. Nesher 16685

Address Line 2

fddress Line 3

Address Line &

Ciy HESHER

StateiProvnce

Postal Code 36885

Cance| Elac+ Hext

Note: By clicking on Help above, system will provide more info on what to enter.

Last Updated: August 26, 2020
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9. Enter or confirm the facility owner’s name and address. Enter all required fields that are notated

with an asterisk (e.g., Facility Owner’s Name, Country, and Address). Click the “Next” button to
continue.

US. Food and Drug Administration

Protecting and Promoting Your Health

FoA

neric Drug User Fee Cover Sheet

w Lagend

sility Fee

Enter or Confirm facility owner's name and address: Help

Faciley Owner's Name  MEDITEX LTD URIEL

County Iscael

Hamessila 23 st Neshes 39865

NESHER

SxatePravince

Pastal Code IEEES

Cance| Back hiex
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10. Enter or confirm the facility owner’s representative or U.S. agent information. Enter all required
fields (e.g., First Name, Last Name, Job Title, Telephone Number, and Email Address). Click the
“Next” button to continue.

m U.S. Food and Drug Administration
F

Protecting and Promoting Your Health

WserFees  Drafd Brevigus Cover Shig

Generic Drug User Fee

neric Drug User Fee Cover Sheet

w Legend
ilky Fee
Enter facility owner's ive or LLS, Halp
Hote: The faciity owner's representative of U.S.Agert must be autharized to respand to questions posed by the FDA regarding the appicant's cover sheet. If the apolcant is a foreian entey, & ULS. Agent s requred.
* First Name: *Last Name
TEST USER02
* Jots Title Manager *®

* Telephone Humber 9254516318

* Email Address- kashbabufyahoo.com

* Indcates reguied fild
Cance| Back|Next

11. Select whether the facility is located in the United States, its territories or possessions.
Enter the physical address of the facility for which the facility fee is being paid. Enter all required
fields (e.g., Facility Name, Country, FEI Number, Facility DUNS Number, and Address). Click the
“Next” button.

IEA_ U.S. Food and Drug Administration

Protecting and Promoting Your Health

" </ ) =)
1Cover Sheel  Previcus Cover Sheed  Profle  Logout

wLEgEnd

lliey Fee

Is this facility located in the United States, its territories or possessions? | Help
Ry ves g tio

United States

123 Hellow St

* City Dallas

* State T [v]

* Zip Code 15001
Indcates "

p—
[Eana] ek b
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12. Indicate what the facility produces for the manufacture of human drugs (APl and/or FDF). Check all
options that apply. Answer the corresponding Positron Emission Tomography (PET) question for API

and/or FDF if applicable.

Next, answer the question regarding whether or not the facility produces human drugs other than

human generic drugs. Click the “Next” button to continue.
Note: For clarification on this question, please contact the GDUFA Policy Team at
AskGDUFA@fda.hhs.gov.

I@/\ U.S. Food and Drug Administration
r =)

Protecting and Promoting Your Health

— 1
2) ) ) ) )

] 3 ) J) i) (&)
EAQD UnerFocs OmfiCoverSheod  Erwvious CoverSfedd  Boffc  Logodd

Generic Drug User Fee

o Legend
Iry Fae
Indicate what the facility produces for g drugs only (Check all Help
= Active Pharmaceutical Ingredient (APT) - Check if the facility is inatieastone ic drug form API(s)

e al AP produced at this facdety for Positran Emession Tomography (P E T) drugs cn.:,-al My

Ace-all APts produced ot this faclity for ANDAS submitied by a State or Federal Govemment for drugs that are not distibuted commercaliyonhy? T ves T ho

= Firished Dosage Form (FDF) - Check @ the faciity is referenced in at lsast one approved generic drug for ing or p 0

F ves [ Mo
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13. On the Draft Cover Sheet page, verify the amount owed for the cover sheet. You have four

options on this page:

a)
b)

c)

d)

Click the “Next” button to continue.

You can click the “Modify Application Details” button to make changes to the
draft cover sheet. To view the draft cover sheet, click on the “GENERIC
DRUG USER FEE COVER SHEET” link.

If you do not save or submit your cover sheet, it will be available for 30 days
in the “Draft Cover Sheet” menu.

You can save the cover sheet by clicking on the “Save Cover Sheet” button.

In this scenario, click the “Next” button to continue.

**Please note that the cover sheet amount in this example is based upon options

chosen and for demonstration purposes only. The amount calculated during your

cover sheet creation process may be different than the amount stated in the

example.

FDA LS holeoe

Generic Drug User Fes

Select All
Delete

Clear Selections

Cover Sheet Creation Date Last Update Date

GENERIC DRUG USER FEE COVER SHEET 21-5EP-2017 19:11:21 Z1-5EP-F01T 19:19:45 et §45,367.00
Mockty Appecaion Desals

Last Updated: August 26, 2020

Delete Seiected Draft(s) Save Cover Shewt | Next |
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14. Confirm the Bill To information and click the “Next” button to proceed.

Note: If you would like to change the billing information, click the “Change” button to create a
new address.

m U.S. Food and Drug Administration
F

Protecting and Promoting Your Health

2) ) L
Ba s Sl ProcowsCoverstes! Pl Legad
Generic Drug User Fee
Checkout: Applicant Contact Information
Payment Information
|
HiTo ]

Custorner; MEDITEX LTD URIEL

Contact: TEST USEROZ
2254516316

kshbabu@yahoa.com

Address: Hamessia 23 =, Nesher 36855 Change
NESHER

36885
ISRAEL
Save Cover Sheet hext
Gener Drug User Fee
Wsgr Fees | ver sheet | Brévious Cover Sheet | Rrofis | Logowt |
a4 A A3 Index | oot FDA | Pavesy | Agiessbily

Last Updated: August 26, 2020
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15. Confirm the details of your cover sheet on the Checkout: Review and Submit Draft Cover
Sheet page. Click the “Submit Cover Sheet to FDA” button to electronically submit your
GDUFA cover sheet.

Generic Drug User Fee
(heckout: Review and Submit Draft Cover Sheet
Cower Sheet Creation Date Last Update Date
FY 2018 GENERIC DRUG USER FEE COVER SHEET 21-SEP-2017 19:11:21 21-SEP-2017 19:25:55 Net: $45,367.00
Print/View Oraft Cover Sheat
Total: $45,367.00

Customer Information

Custoemer:  MEDITEX LTD URIEL
TEST USEROZ
9254516318
kishbabu@yahoo.com

Applcant Contact Information

Bl To: TEST USERD2
MEDITEX LTD URIEL
Hamessl 23 st. Nesher 36885
NESHER
36885
ISRAEL

Subm it Cover Sheet to FOA

| Profle | Logews |

16. After reading the message, select ‘Submit Cover Sheet to FDA'.

r\(( S Department of Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health

=] o)

—/ — s A =
FAQ User Fees  Draft Cover Sheet  Previous Cover Sheet  Profile  Logout

Generic 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.

The Food and Drug Administration (FDA or the Agency) will no longer permit the transferring of GDUFA fee payments from a closed-out fiscal year (FY) cover sheet to a different FY
cover sheet. FDA's FY begins on October 1 and ends on September 30, with the year being designated by the calendar year in which it ends (e.g., FY 2020 begins on October 1,
2019, and ends on September 30, 2020). Beginning in FY 2021, payment transfer requests for cover sheets from a closed-out FY will not be processed. Instead, payments from
closed-out FY cover sheets will only be processed as refunds to the original payors. Form FDA 3913 should be completed and submitted to CDERCollections@fda.hhs.gov for
review and the fee paid will be refunded if appropriate

This does not affect requests the transfer of payments within the same FY. For example, a request to transfer a payment from a FY 2020 cover sheet to another FY 2020 cover sheet
within the same fee type (perhaps due to an incorrect FEI) will be processed, provided the request is made within 180 calendar days of the original payment date.

Accordingly, payment transfers within the same FY and refund requests must be in accordance with Section 744(m) of the Food, Drug, and Cosmetic Act. This requires that requests

for a fransfer of the fee within the same FY or a request for a return of the paid fee must be submitted in writing within 180 calendar days after such fee was paid. If you have any
questions regarding this change, please contact GDUFA User Fee staff at CDERCollections@fda.hhs.gov or 301-796-7900.

Cancel H Submit Cover Sheet to FDA ‘

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

Last Updated: August 26, 2020
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17. A confirmation of your cover sheet submission and a Payment Identification Number appears.
On this page, you may:
a) Click the “Print/View Final Cover Sheet” button to view and/or print the cover sheet.
b) Click the “Pay Now” button to make an online payment.
c) Click the “Create Another Cover Sheet” button to create another cover sheet. Refer to
steps 6 through 15.

Note: Your cover sheet is your invoice. To view and/or print your cover sheet at any time,
select the “Previous Cover Sheets” menu at the top of the page. From this menu, click on
the Payment Identification Number under the search results and a new window will open.
Scroll down to the bottom of the window and click on the link to print the cover sheet.

A

Generic Drug User Fee

= Confirmation I =

YOUR PAYMENT ICENTIFICATION NUMBER 15GOB0 18532 |

Your Caver Shect has been ssbmitted electranically. You must print two coples and sign thir original. Please inchede the ariginal with your apphication asd inclade a copy with your paymest.

Thank you for visiting the FDA User Fee Website, As part of our efforis 1o improve customer service, we woukd ke 1o hear from you

Pease ‘chck here' to fill out 3 short survey. This will only take approximately 2 minutes to complete,

r
Cover Sheet | Creation Date Last Update Date
P 2016 GENERIC DRUG USER FEE COVER SHEET 1 21-SEP-2017 19:11:21 21-5EP-2017 19:25:55 Net: $45,367.00
Print/View Fnal Cover Sheet
-
’-‘\‘x
%
Total: $45,367.00

Qustomer Information
Costomer:  MEDITEX LTD URIEL

TEST

9254

ksshba

Applicant Contact Information
Bl To: TEST USE
MEDITEX L URIEL
t. Nesher 36885

Pay How Create Another Cover Shoet

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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