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OMUFA Monograph Facility Fee Cover Sheet Creation Process: Step-by-Step Instructions

Any person that owns a facility identified as an OTC monograph facility on December 31 of the fiscal
year or at any time during the preceding 12-month period is required to pay facility fee for that fiscal
year. For additional information, please refer to: https://www.fda.gov/industry/fda-user-fee-

progra ms/over-counter—monograph-user-fee-progra m-omufa.

** Please note that Contract Manufacturing Organization (CMO) facility will have a different fee than
OTC Monograph Drug Facility (MDF). The CMO facility fee is equal to two-thirds of the amount of fee for
a MDF facility fee. For more information regarding the facility fee rates, please refer to the Federal
Register.

Steps to create OMUFA facility fee cover sheet:

1. Access the User Fee website: https://userfees.fda.gov/OA HTML/omufaCAcdLogin.jsp
2. Review the statement and select the “l Understand” radio button.

3. For users who have anexisting user account, proceed to step4.
a. If you do not have an existing account, please refer to the FDA User Fee Account Creation
Process guide at https://userfees.fda.gov/OA HTML/UserFee Account Creation.pdf for

step-by-stepinstructions on how to create anaccount. For additional assistance onaccount
creation, please contact the User Fee Help Desk at userfees@fda.gov.

4. Click on the ‘Login to Enterprise ICAM’ hyperlink.
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Log in to the User Fee System

Login to Enterprise ICAM

Forgot User Name/Password?

User Fee Information

New User? Please register...

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

OMUFA OMOR Fee Cover Sheet Creation: Step-by-Step Instructions Please note the FDA's user fee credit card limit is 524[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 card limit.

® OMUFA Facility Fee Cover Sheet Creation: Step-by-Step Instructions

System for Award Management

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

Vulnerability Disclosure Policy

. ________________________________________________________________________________________________________________________________|
Need Help? Click Here For Assistance.



http://www.fda.gov/industry/fda-user-fee-
https://userfees.fda.gov/OA_HTML/omufaCAcdLogin.jsp
https://userfees.fda.gov/OA_HTML/UserFee_Account_Creation.pdf
mailto:userfees@fda.gov
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OMUFA Monograph Facility Fee Cover Sheet Creation Process: Step-by-Step Instructions

5. You are navigated to “Enterprise ICAM Login page”, Enter “Username” to login to your UFS
account, click on “Next” button you are navigated to the “Password” entry page.

2 Enterprise ICAM

Sign In to FDA system

FDAMFATEST

Reset Password

6. Enter the “Password “to login to your UFS account, click on “Next” button you are navigated to the “Send
Verification Code” screen.

2t Enterprise ICAM

Sign In to FDA system

Reset Password

7. Click “Send Code” button to receive OTP to your Registered email address. After clicking on “Send Code
button you will be navigated to Verification Code Sent Screen.

Send Verification Code

Send Code

Your verification code will be sent to
XXXXXXXXXXXXXXXX(@ddwl lioge.

Please check your email for the code.
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8. You will receive an email with “OTP” code to your registered email address.

Your One Time Passcode (OTP)

Jov> ‘@ ‘ ) Reply ‘ <) Reply All ‘ —> Forward B
To Mmoo s

‘Wed 3/20/2024 1:49 PM

To authenticate, please use the following One Time Password (OTP):

It expires in 15 minutes.

Don't share this OTP with anyone. Contact User Fee Helpdesk USERFEES@FDA.GOV If you haven't requested it.

9. Return to “Verification Code Sent” screen and enter the “OTP” code received into your registered email
address. Click on “Submit Code” button.

Verification Code Sent!

123456

Submit Code

Resend Code

Your verification code has been sent to
1 XXXXXXXXXXX@]

Please check your email for the code.

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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10. Click the “Go” button next to “OTC Monograph User Fee”.

User Fee Website

Welcome FDA Test User

Annual Establishment Registration

FY 2024 MDUFA Establishment Registration User Fee cover sheets should be created for payments associated with registrations for

User Fee

Description

he period Cctober 1st, 2023 through September 30th, 2024,

IMDUFA Establishment Registration User Fee 2024{FURLS Device Facility User Fee

2024 Cover Sheets

FY 2024 cover sheets should be created for p:

yyments associzted with submissions to the FDA for the period Oct

ber 1st, 2023 thr

ugh September 30th, 2024,

User Fee Description

JANIMAL DRUG USER FEE 2024 \ADUFA Pre-Market Cover Sheets Go
IANIMAL GENERIC DRUG USER FEE 2024 INGDUF Cover Sheets Go
Biosimilar User Fee 2024 BSUFA Cover Sheets Go
(Generic Drug User Fee 2024 GDUFA Cover Sheets Go

Medical Device or Foe 20194 M & e l of 0
(m: Monograph User Fee 2024 OMUFA Caver Sheets (OMOR Only) -..
ore er Fee 2024 POUFA Pre-Markat Cover Sheets Go |

2023 Cover Sheets

User Fee

FY 2023 cover sheefs should be created for p.

iyments associzted with submissions to the FDA for the period Oct

ber 1st, 2022 thr

Description

|OTC Monograph User Fee 2023

[OMUFA Cover Sheets (Fadility Only)

*To view the 2023 fees, please see the Federal Register Notices below:

QMUFA 2023 FR Notice (Faility Only}

*To view the 2024 fees, please see the Federal Register Notices below:

ADUFA 2024 FR Notice
AGDUFA 2024 FR Notice
BsUFA 2024 FR Notice
GDUFA 2024 FR Notice
MDUFA 2024 FR No

OMUFA 2024 FR Notice (OMOR Only)
PDUFA 2024 FR. Notice

PRV 2024 FR Nok

ugh September 30th, 2023,
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11. Scroll down to the bottom of the page and select the “Application Details” button.

Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health

)
Profie

Instructions for the Over-the-Counter (OTC) Monograph User Fee Cover Sheet

er Fee Websites

Welcome to FDA'S onling process for completing Form FDA 5009 (Over-the-Counter Monograph User Fee Cover Sheet). The ing instructions identify when the cover sheet is required. what information is nssdsd to complete the cover sheet, and what payment
N aplians are available fo remit the user fee. Once fhe cover sheet is submitied e\edrnmual\y 2 User Fee Payment | D. Number \P\N ) vill e assigned which enables the FDA fo track your cover sheet submission and payment receipt. For assistance in complefing the:
Food and Onug Adminigtration cover sheet, please contact the User Fee Helpdesk at (301) 796-7200 or userfees@fda
Ganter for Biologics Evaluation and Ressarch
Canter for Drug Evslustion and Ressarch Form FDA 5009 is required to be completed for each of the following over-the-counter monograph user fees:
1. Over-the-Counter Monograph Crder Request (OMOR) fee
2. Facilty fee
a. Monograph Drug Faciity (MDF)
b. Contract Manufacuring Organization (GMO)

The following information is needed to complete the cover sheet:

General Information

. DUN: I information of

. information of 1.5, agent
‘OMOR Information

- OTC monegraph application number assigned by FDA
+ Established name of product
+ Type ofthe OMOR request

General Information

+ Facity's name, address, FDA Establishment Identifier (FET) number, and facility DUNS number
+ Gonfirmatian whether the FOF facility is qualified as a contract manufacturing organization
Additional instructions to complete FDA Form 5009 are available at FORM FDA 5008 - Instructions

Upon completion of the cover sheet and assignment of the user Fee Payment 1.D. Number, the following payment options are ava;

ble for remittance of the user fee:
+ Faygov
« Wyire Transfer

FDA has partnered with US. Department of Treasury to utiize Pay gov for online electranic payment. Pay gov is a web-based payment appiication that allows payment to be made directly from your bank account. This payment option is accessible afler complefing the
cover sheet and generating the PIN

Wire Transfer

For payment by wire transfer, you must contact your financial insfitution to initiate the wire transfer and provide them the necessary account information for the FDA to receive your payment. Your financial institution may charge you a wire transfer fee befween $15 and
335 Please ask your financial institution about the wire fransfer and include it with your payment to ensure that your fee is fully paid.

OMOR payment transfer requests

Applcants v any payment rom 2 prar year wihout 2 corresponding OTC Manograh Order Request (OMOR) submission should submit it efund sequest fo he reum of th feg This reauest must s submited wilhin 130 calendar days aftr such fee vas
paid by completing Form FDA 3913 and emailing the form to CDERG gov). Form FDA 3913 s available at htto:Ju

OMOR payment transfer requests for an OMOR fee paid from the closed-out fiscal year (FY) fo FY will not be approved. Instead, payments from a closed FY will only be eligible for refunds. At the end of the FY, FDA vill refund payments made in advance to
‘OMOR raes oo cover sheet 103 hat are nof nked t submilied OMORS i the closed FY. The foderal guvemmem FY begins on Ocleber 1and ends on Seplember 30 and is designaled by the calendar year in which it ends; for example, FY 2020 begins an Oclober 1
2019, and ends on Sepiember 30, 2020.

All other eligibility requirements for payment transfers (i e, transfer request within the same FY) and refunds should comply with Section 774M of the FDSG Act. Gontact OMUFA User Fee staff at CDERGollections@fda hhs gov or 311-798-7900 if you believe you may
need to transfer a fee payment

Additional instructions to remil a user fee payment for OMUFA are available at Over-ihe-Counter Monograph User Fee Cover Sheet.

Please ensure you have disabled pop-up blockers on your browser prior to clicking "Application Details” and

ing out your cover sheet.

OTC Manograph User Fee Covershast I Appication Details I

12. Select the “Facility” radio button, then click the “Next” button.

of Health & Human Services

U.S. Food and Drug Administration
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Protecting and Promoting Your Health
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OTC Monograph User Fee

OTC Monograph User Fee Coversheet

) Show Legend
) Show Legend

Over-the-Counter (OTC) Monograph User Fee Cover Sheet

Select cover sheet fee type:
£ OTC Monograph Order Request (OMOR)

C Facility

Cancel
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13. 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.

gﬁ § Department of Health & Human Services

U.S. Food and Drug Administration
FO/A :

Protecting and Promoting Your Health

) ) L=, (&) #2) J)
£/ ~ <) g tz) )
FAQ UserFees Draft Cover Sheet  Previous Cover Sheet  Profile  Logout

OTC Monograph User Fee

OTC Monograph User Fee Coversheet

) Show Legend
) Show Legend

Over-the-Counter (OTC) Monograph User Fee Cover Sheet

Enter or Confirm applicant's name and address:

* Facility Owner's Name

* Country United States. v
* Address Line 1

Address Line 2 B

*City CAMBRIDGE

* State MA v

* Postal Code 02139

EIN

DUNS Number

14. 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.

\ﬁ S Department of Health & Human Services

U.S. Food and Drug Administration
FDA :

Protecting and Promoting Your Health

2) @ =)

) ) 2)
L7 s = -/ "_’; %)
FAQ  UserFees DralCoverSheel Previous CoverShest Profle  Logout

OTC Monograph User Fee

OTC Monograph User Fee Coversheet

) Show Legend
) Show Legend

Over-the-Counter (OTC) Monograph User Fee Cover Sheet

Enter facility owner's representative or U.S. agent information:

Note: The facility owner's representative or U.S. Agent must be autherized to respond to questions pesed by the FDA regarding the applicant's cover sheet. If the applicant is a foreign enfity, @ U.S. Agent is required.

* First Name FDA
* Last Name Test User
* Job Title (Wianagel )

* Telephone Number

* Email Address

* Indicates required field



Last updated on 28 March 2024 Page | 7
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15. Enter all required fields (e.g., Facility Name, Country, FEI Number, Facility DUNS Number, and

Address). Click the “Next” button.

_( US Depart
U.S. Food and Drug Administration
m Protecting and Promotingg Your Health

partment of Health & Human Services

S ) i)

FAQ UserFees Draft CoverSheet Previous Cover Sheet Profle  Logout

OTC Monograph User Fee

OTC Monograph User Fee Coversheet

) Show Legend
) Show Legend

Over-the-Counter (OTC) Monograph User Fee Cover Sheet

Provide the facility's name, address, FDA Establishment Identifier (FEI) number and facility DUNS number for the facility: \
* Facility Name Red Box * FDA Establishment Identifier = 987544 Help
*Country United States v * Facility DUNS Number 987654321

123 branch In
*Address Line 1
%

Address Line 2 P
*City Columbia
*State MD v
*Postal Code 21044

9 ) Cancel | | Back

16. Indicate what the facility produces for the manufacture of over-the-counter monograph drugs
(APl and/or FDF). If the facility produces OTC FDF monograph drug, indicate if the facility
qualifies as the “Contract Manufacturing Organization”.

Over-the-Counter (OTC) Monograph User Fee Cover Sheet

Indicate what the facility produces for human over-the-counter (OTC) monograph drugs Help

" Facility manufactures ONLY active pharmaceutical ingredient (API) for OTC monograph drug products

&, Facility manufactures, or process, or packs, or labels the final dosage form (FDF) for OTG monograph drug products

Does the facility qualify as a Contract Manufacturing Organization (CMO) per section 744L(2) of the FD&C Act Help FjYES FU‘NO

17. On the Draft Cover Sheet page, verify the amount owed for the cover sheet. You have four
options on this age:

a) Click the “Next” button to continue.

b) 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 “OTC Monograph User Fee Cover Sheet”
link.

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

d) Youcan savethe cover sheet by clicking on the “Save Cover Sheet” button.

** Please note that the cover sheet amount in this example is based on 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.
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OTC Monograph User Fee

et Save! ver Sheets

vel

Draft Cover Sheet

‘ Items |

¥ You now have four options to proceed:

1. If you have cne draft cover sheet, click the "Next" button to submit your cover sheet to FDA and receive a Payment Identification Number (PIN).
Note: If you do not receive a Payment Identification Number (PIN}, your cover sheet was not submitted 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 your cover sheet at this time, your draft cover sheet will 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 to access your carts. Saved cover sheets remain active for 90 days before they expire.

Select All Clear Selections
Delete Cover Sheet Creation Date Last Update Date
] OTC Monograph User Fee Coversheet 28-MAR-2024 11:21:25 28-MAR-2024 11:36:08 Net: $34,166.00

dify Application Details

Delete Selected Drnf't(s)‘ Save Cover Sheet

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

18. 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” buttonto create a
new address.

of Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health
)

7)) () ' #8) (#2)

FAQ User?ees Draft Cover Sheet  Previous Cover Sheet F’ro-fi\e Logout

OTC Monograph User Fee

Chedkout: Fadlity Contact Information

Bill To

“

Customer:

Contact: FDA Test User

Address:

BLDG 177
CAMBRIDGE,MA 02139
UNITED STATES

Facility Owner
Facility Owner:
DUNS Number:
EIN:
Facility
Facility Name: Red Box
Facility DUNS Number: 987654321
Facility FEI: 987544

Facility Address: 123 branch In
Columbia MD 21044
United States

Save Cover Sheet




Last updated on 28 March 2024

Pagel|9

OMUFA Monograph Facility Fee Cover Sheet Creation Process: Step-by-Step Instructions
19. 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 OMUFA cover

sheet.

nt of Health & Human Services

U.S. Food and Drug Administration

Protecting and Promoting Your Health
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)
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EAQ UserFees  Draft Cover Sheet Previous Cover Sheet  Profile ogout

=) i)

Checkout: Review and Submit Draft Cover Sheet

OTC Monograph User Fee

Cover Sheet
FY 2024 OTC Monograph User Fee Coversheet

Print/View Draft Cover Sheet

Customer Information

Creation Date

Last Update Date
28-MAR-2024 11:21:25 28-MAR-2024 11:39:41 Net: $34,166.00

Total: $34,166.00

Customer:

Applicant Contact Information
Bill To:

Facility Owner
Facility Owner:
DUNS Number:
EIN:

Facility
Facility Name:

Facility DUNS Number:
Facility FEI:

Facility Address:

FDA Test User

FDA Test User

G e

Ll

|

CAMBRIDGE,MA 02139
UNITED STATES

Red Box
987654321
987544

123 branch In
Columbia MD 21044
United States

I Submit Cover Sheet to FDA I

llzer Fees | Nraft Caver Sheat | Pravinns Cover Sheet | Prafila | I naait |

20. A confirmation of your cover sheet submissionand a Payment Identification Number (PIN)

appears. On this page, you may:

a) Clickthe “Print/View Final Cover Sheet” button to view and/or print the cover sheet.
b) Clickthe “Pay Now” button to make an online payment.

c) Click the “Create Another Cover Sheet” button to create another cover sheet. Refer to steps

11 through 20.

Note: Your cover sheet is your invoice. Toview 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.



Last updated on 28 March 2024

OMUFA Monograph Facility Fee Cover Sheet Creation Process: Step-by-Step Instructions

.\f’: 1.5 Department of Health & Human Services

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

7)) B

FAQ  UserFees

[ Confirmation
YOUR PAYMENT IDENTIFICATION NUMBER I

0OM7203362

Your cover sheet has been electronically submitted. Next, please follow the payment instructions on the coversheet print out.

o For the OTC fadlity fee coversheet, you do not need to print any documents at this time.

W)

oel)

Page| 10

—
Draft Cover Sheet  Previous Cover Sheet  Profile  Logout

o For the OTC Monograph Order Request (OMOR) coversheet oy, you must print and sign the original copy and include the original with your application.

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 approximately 2 minutes to complete.

‘Cover Sheet
Eyoip4 g

aooacach |lso
Print/View Final Cover Sheef

Customer Information

Customer:

Applicant Contact Information
Bill To:

Facility Owner
Fadility Owner:
DUNS Number:
EIN:
Facility

Facility Name:

Facility DUNS Number:
Fadility FET:

Facility Address:

Note: You can submit payment online by credit card or Automated Clearing House (ACH)
electronic check (eCheck) or by wire/bank transfer. There is a credit card payment limit of

Creation Date
1

FDA Test User
[
[/

FDA Test User

CAMBRIDGE,MA 02130
UNITED STATES

[

Red Box
987654321
987544

123 branch In
Columbiz MD 21044
United States

Last Update Date
28-MAR-2024 11:21:25 28-MAR-2024 11:39:41
Total:
Pay Now

OTC Monograph User Fee

Net: $34,166.00

$34,166.00

Create Another Cover Sheet

$24,999.99. The preferred payment method is online. If you prefer to Federal wire transfer,
please include the PIN (Payment Identification Number) 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.


mailto:userfees@fda.gov

