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

Any personthat 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 referto: https://www.fda.gov/industry/fda-user-fee-
programs/over-counter-monograph-user-fee-program-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. Accessthe User Fee website: https://userfees.fda.gov/OA HTML/omufaCAcdLogin.jsp
Review the statement andselect the “I Understand” radio button.

For users who have an existing user account, proceed to step 4.

a. Ifyou 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.pdffor
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. Entera valid User Name and Password.
5. Click the “Login” button.
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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.

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

Useful Links s

Flease note the FOAS user fee credit card imit is $24,999,99, You will not be
abile to maka an anfine payment with 8 credit card for paymeants over this fimit.
The ACH onlirie payrrent oplion is st avaiable for amourits excesding the credit
card fimit.


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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User Fee Website

Welcome Jun Wang

Annual Establishment Registration

User Fee Description
lzﬂ‘?zl:m Establishment Registration User Fee IFURLS Device Facilty User Fee

2021 Cover Sheets

FY 2021 cover sheets should be created for payments associated with submissions to the FDA for the period October 1st, 2020 through September 30th, 2021.
User Fee Description
JANIMAL DRUG USER FEE 2021 |ADUFA Pre-Market Cover Shests Go
|ANIMAL GEMERIC DRUG USER FEE 2021 |AGDUFA Cover Sheets Go
Biosimilar User Fee 2021 [BsUFA Cover Sheets Go
|Generic Drug User Fee 2021 [GDUFA Cover Sheets Go
Medical Device User Fee 2021 MDUFA Cover Sheets (PMA, 510k, etc.) Go
TC Monograph User Fee 2021 [OMUFA Cover Sheets (OMOR and Facility} Go
Prescription Drug User Fee 2021 IPDUFA Pre-Market Cover Sheets Go

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

|Generic Drug User Fee 2020 |GDUFA Cover Sheets

*To view the 2021 fees, please see the Federal Register Notices below:

FR Motice
AGDUFA 2021 FR N
BsUFA 2021 FR Noti
GDUFA 2021 FR N

FR. Mot
FR Notice

1FRN

/ 2021 FR Notice




Page|3
OMUFA Monograph Facility Fee Cover Sheet Creation Process: Step-by-Step
Instructions

7. Scroll down to the bottom of the page and select the “Application Details” button.
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Instructions for the Over-the-Counter (OTC) Monograph User Fee Cover Sheet

Welcome to FDA's online process for completing Form FDA 5009 (Over-the-Counter Monograph User Fee Cover Sheet). The following instructions identify when the cover sheet is required, what information is needed to
complete the cover sheet. and what payment options are available to remit the user fee. Once the cover sheset is submitted electronically, a User Fee Payment |.D. Number (PIN) will be assigned which enables the FDA to
track your cover sheet submission and payment receipt. For assistance in completing the cover sheet. please contact the User Fee Helpdesk at (301) 796-7200 or userfees@fda.gov

Form FDA 5009 is required to be completed for each of the following over-the-counter monograph user fees:

1. Over-the-Counter Monegraph Order Request (OMOR) fee
2. Facility fee
a Monagraph Drug Facility (MDF)
b. Contract Manufacturing Organization (CMO)
The following information is needed to complete the cover sheet:

General Informati

= Name/address/EIN/DUNS numt i ion of appli holder/owner

» Mame/address/contact information of representative/U.S. agent
OMOR Information

+ OTC monograph application number assigned by FDA
= Established name of product

« Type of the OMOR request

General Inform

= Facility's name, address, FDA Establishment Identifier (FEI) number, and facility DUNS number

« Confirmation whether the FDF facility is qualified as a contract manufacturing organization
Additional instructions to complete FDA Form 5009 are available at FORM FDA 5009 - Instructions.
Upon completion 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

+ Pay gov

= Wire Transfer

Bay.gov

FDA has partnered with U.S. Department of Treasury to utilize Pay.gov for online electronic payment. Pay.gov is a web-based payment application that allows payment to be made directly from your bank account. This

payment option is accessible after completing the cover sheet and qenerating the PIN

Wire Transfer

For payment by wire transfer, you must contact your financial institution 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 between §15 and $35. Please ask your financial institution about the wire transfer and include it with your payment to ensure that your fee is fully paid

OMOR payment transfer requests

Applicants with any payment from a prior year without a corresponding OTC Monograph Order Request (OMOR) aubmlsslon should submit a written refund request for the return of the fee. This request must be submitted
within 180 calendar days after such fee was paid by completing Form FDA 3613 and emailing the form to CDERC hhs gov (Cc @fda gov) Form FDA 3913 is available at

OMOR payment transfer requests for an OMOR fee paid frem the closed-out fiscal year (FY) to a new FY will net be approved. Instead, payments from a closed FY will only be eligible for refunds. At the end of the FY, FDA
will refund payments made in advance to OMOR user fee cover sheet IDs that are not linked to submitted OMORs in the clesed FY. The federal government FY begins on Octeber 1 and ends on September 30 and is
designated by the calendar year in which it ends; for example, FY 2020 begins on October 1, 2019, and ends on September 30, 2020

All ather eligibility requirements for payment transfers (i.e.. transfer request within the same FY') and refunds should comply with Section 774M of the FD&C Act. Contact OMUFA User Fee staff at
CDERCellections@fda hhs gov or 301-796-7900 if you believe you may need to transfer a fee payment

Additional instructions to remit a user fee payment for CMUFA are available at Over-the-Counter Monograph User Fee Cover Sheet

Please ensure you have disabled pop-up blockers on your browser prior to clicking "Application Details" and filling out your cover sheet.

OTC Monograph User Fee Coversheet | Al ion Details.

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

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

Select cover sheet fee type:

{~ OTC Monograph Order Request (OMOR)

ke Faciity
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9. Enteror 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). Clickthe “Next” button to

continue.

Over-the-Counter (OTC) Manograph User Fee Cover Sheat

Enter facility owner's name and address:

* Faulty Owner's Neme: I'-tlt‘ﬂfl I
* County Unied States v
* Adress Line 1 123 Main strexd
Mddress Ling 2
* ity Goumbia
* State MD¥|
* Postal Code k4
EN

DUNS Humber

* Indcaies requred bk
s ]
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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.

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

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

Note: The facility owner's representaliee of U.5. Agent must b authorized 1 respond to questions posed i the FDA regarding the applicant's cover sheel. (e applizant s a foreiga entty, aLl.S. Agent is requred

* Farct Mame: Maecha
" Lasl Name: Bz
" Job Titie Manager | ®

* Telphone Number 2722223433

* Email Address maietha aida i gov

" Indicates requined held

'
Cance| a.mlum
|

11. Enterall required fields (e.g., Facility Name, Country, FEI Number, Facility DUNS Number, and
Address). Clickthe “Next” button.

Overhe-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:

* Faciity Name Red bo * FOA Estabishment ldentfier 87654

* Country United Stales ¥ * Facility DUNS Number Lol B
123 branch n

* Address Line 1

Address Linc 2

*Cily columbia
St Mo[v]
* Pustal Code 2044

* Invliales equred fied

==f]

12. 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”.
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Over-the-Counter (OTC) Monagraph User Fee Cover Sheet

Indicate what the facility produces for human over-the-counter (0TC) monagraph drugs

" Facilty anufacsures ONLY acive pharmaceuticalingredient [AP]) for O TC man drug products

) Facilty manufactures, or process, or packs, orlabels the final dosage fom (FOF) for OTC menogragh drug products

Does the Facility qualify as a Cent-att Manufacturng Crganizaton (CMO) per section THL{Z) of e FD and C Act F-_ Yes :. Ne

13. 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.

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

d) Youcansavethe 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 statedin the example.

u.s. Food and Drug Administration
,'?o/_\ b

Protecting and Promoting Your Health

Userfees [DraftCover Sheet  Previous Cover Sheet  Frofle  Looout

_|
N
wi N

OTC Monograph Uss

Cover Sheet Ban

Draft Cover Sheet

items |

“ You now have four options to proceed:

1. 1f you have one draft cover sheet, dick the "Next™ bukton to submit your cover sheet to FDA and recetve a Paymment Identfication Number (FIN),
Mote: If you do not receive a Payment Tdentification Nurmber (PIN), your cover sheet was not submitted to FDw.

2. 1 you would ke to modfy your cover sheet seledions, dick the "Modify Application Detall” button to make changes to the draft form. To vew your draft cover sheet, please didon the cover sheet ink.

3. 1 you choose not bo save or submit your cover sheet al this e, your dralt cover sheet will be automatically seved (or 30 days before it esgines.

4. 11 you would like o Lt Tox future s.,Lur,smn elick Uhe "Save Cover Sheet” button and provide a rame For your cart,
TF oo e s rromee than one ooneer sheets, pleirse mke e you save ecach e L L [l [T
Mote: To modby or submit a saved cover sheet, dick the ™ I')mlrf"n- o Sheet” icon, and select the *Saved Cover Sheets” ink to amres 55 your carts. Saved cover sheets rempin active for 90 days before they expire.

ear Selection:
Cover Sheet Creation Date Last Update Date
Fi 27-0CT-2020 20:37:34 27-0CT-2020 20:44:56 Net: $6,000.00
Modify Application Details.

Delste Selected Draft(s) Save Cover Sheet E

25 | Draft Cover Sheet | | Profie | Logout |

14. Confirm the “Bill To” information and click the “Next” button to proceed.
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Note: If you would like to change the billing information, click the “Change” buttonto createa
new address.
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m U.S. Food and Drug Administration

Protecting and Promoting Your Health

P r\ \
" || = | a- e ) |
s J J e }/ \/

xd > o 1 -
FAL  Userrees DraftCoversheel  Hewious Cover Sheet  Hotle  Logout

OTC Monograph User Fee

Checkout: Facility Contact Information

Customer: Makeeha

Contact: Malecha Ajaz
2222221313

makeeha.apzdfda.nhs.gov

Address: BOC Change |

green s
doumbia, MD 21044
UNITED STATES

Fauility Owner
Fauily Owner: Makeha

DUNS Number:
EIN:

Fadlity
Facily Name: Red box

Factity DUNS Number: 987654371
Fadity FEL 987654

Facity Address: 123 branch In
columbi MD 21044
United States

Save Cover Sheet Next

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 OMUFA cover
sheet.
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Checkout: Review and Submit Draft Cover Sheet

Cover Sheet Creation Date Last Update Date
FY 2021 OTC Monograph Uscr Fee Covershect 27-0CT-2020 20:37:34 27-0CT-2020 20:49:15 HNek: 56,000.00
PrintiView Draft Cover Sheet
Tatal: £6,000.00
(ustnmer Tnfnrmation
Customer:  Makeeha
Maleeha &jaz
203193333
maeeha.zjaz@fdz.hhs.gov
Applicant Contact Information
Bl Tu: Mdeeha Ajar
Makeeha
B(C
ween sl
choumbia, MD 21044
UNITED STATES
Fadility Owner
Faclity wner:  Makeeha
DUNS Mumber:
EIN:
Fadility
Fadity Name:  Red box
Fadity DUNS Number: 987654321
Facity FEL. 387654
Faciity Address: 123 branch In
columbia MD 21044
United States

Submit Cover Sheet to DA

16. A confirmation of your cover sheet submissionand a Payment Identification Number (PIN)
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) Clickthe “Create Another Cover Sheet” button to create another cover sheet. Refer to steps
6 through 15.

Note: Your coversheetis yourinvoice. 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 searchresults anda new window will open. Scroll
down to the bottom of the window and click on the link to print the cover sheet.
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OTC Monograph User Fee

& Confirmation

YOUR PAYMENT IDENTIFICATION NUMBER I‘j
Your cover sheet has been electronically submitted. Next, please follow the payment instructions on the coversheet print out.

= [For the OTC fadiity fee coversheet, you do not need to print any documents at this time.
= For the OTC Monograph Order Request (OMOR) coversheet only, you must print and sign the original copy and include the ariginal 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 'click here' to fill out a short survey. This will only take approxii Y 2 mi to compl
Cover Sheet | Creation Date Last Updale Date

FY 2021 OTC Monograph User Fee Coversheet 1 19-MAY-2021 15:20:28 19-MAY-2021 15:21 .'39. Net: $13,548.00|
PrintView Final Cover Sheet

Total: $13,548.00

Note: You cansubmit payment online by credit card or Automated Clearing House (ACH)
electronic check (eCheck) or by wire/bank transfer. Thereis a credit card payment limit of
$24,999.99. The preferred payment method is online. If you prefer to Federal wire transfer,
pleaseincludethe 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 questionsabout the cover sheetcreation process, please contact the
User Fee Helpdesk at userfees@fda.gov.


mailto:userfees@fda.gov
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