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Poll Question
What major changes are happening to user fees in OMUFA II with respect to 
the facility fee due date and the fee liability period?

A. In FY 2026, facility fees are due on June 1, 2026, for the fee-liability period of 
January 1, 2025, through December 31, 2025.

B. In FY 2027, the first 50% installment of facility fees are due on October 1, 2026, and 
the second 50% installment of facility fees are due on February 1, 2027, for the fee-
liability period of January 1, 2026, through September 30, 2026.

C. In FY 2028, facility fees are due on October 1, 2027, for the fee-liability period of 
October 1, 2026, through September 30, 2027.

D. In FY 2029, facility fees are due on October 2, 2028, for the fee-liability period of 
October 1, 2027, through September 30, 2028. 

E. All of the above
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OMUFA Background 
• The Coronavirus Aid, Relief, and Economic Security Act 

(CARES Act) was enacted on March 27, 2020.

• The CARES Act added sections 744L and 744M to the 
Federal Food, Drug, and Cosmetic Act (the FD&C Act), 
authorizing FDA to assess and collect user fees for a 
five-year period (FY 2021-2025). 

• From qualifying manufacturers of over-the-counter 
(OTC) monograph drugs and submitters of OTC 
monograph order requests (OMORs).
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OMUFA Reauthorization
• OMUFA was reauthorized for FY 2026-2030 under the Continuing Appropriations, 

Agriculture, Legislative Branch, Military Construction and Veterans Affairs, and 
Extensions Act, 2026 signed into law on November 12, 2025 (herein referred to as 
“OMUFA II”), allowing FDA to continue assessing and collecting OMUFA fees. 

• FDA developed the proposed OMUFA II enhancements in consultation with drug industry 
representatives from November 2023 through June 2024.

• FDA transmitted these proposed enhancements to Congress in January 2025, which are 
referred to in Division F, Title V of the Continuing Appropriations, Agriculture, Legislative 
Branch, Military Construction and Veterans Affairs, and Extensions Act, 2026.

• The new law ensures that FDA will continue to receive a source of stable and consistent 
funding during FY 2026-2030, to expedite and enhance the review process for over-the-
counter monograph drug products.
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Major Changes in OMUFA II 
Facility Fee Due Date Alignment

– Move the facility fee due date from June to October 1 (the start of the 
federal fiscal year).

– Transition in FY 2027, with fees due in two equal installments that year 
to help firms manage cash flow.

• 50% due on October 1, 2026; and

• 50% due on February 1, 2027

– The transition year includes a nine-month fee liability period to avoid 
facilities being subject to annual facility fees for two fiscal years due to 
a three-month overlap.
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Major Changes in OMUFA II…
Facility Fee Due Date Alignment

FY 2026 FY 2027 FY 2028 FY 2029 FY 2030

Fee Liable 
Period

January 1, 2025, to 
December 31, 2025

January 1, 2026, 
to September 30, 
2026 (9 months)

October 1, 2026, 
to September 30, 
2027 

October 1, 2027, 
to September 30, 
2028 

October 1, 2028, 
to September 30, 
2029 

Ceased OTC 
Monograph 
Drug 
Activities 
Prior To

January 1, 2025 January 1, 2026 October 1, 2026 October 1, 2027 October 1, 2028

Fee Due On June 1, 2026

October 1, 2026 
(1st Installment of 
50%); 

February 1, 2027 
(2nd Installment 
of 50%)

October 1, 2027 October 2, 2028 October 1, 2029



www.fda.gov 8

Major Changes in OMUFA II__

Commitment What We’re Doing

          Take at least 3 steps to increase visibility of 
          the OMUFA arrears list

 ✓          Highlighting availability in FDA communications
✓             Enhancing outreach to external stakeholders via listserv        
              Updating OMUFA website

           Enhance the OMUFA Arrears List to 
specify     if registration is a foreign or domestic firm 

✓             Updated arrears list

Publish, on a quarterly basis, a list of all               
                    facilities that have paid the OMUFA facility fee

✓             Publishing monthly payment list to OMUFA website 

  Publish facility information in the annual    
                     OMUFA financial report

      

               Updating the financial report to include the number of:  
• ✓            - Facilities that are registered as either foreign or
                 - Domestic          
✓                - Facilities on the arrears list broken out by foreign and  
                   domestic
                  - Dunning letters sent by the FDA in the last fiscal year
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Major Changes in OMUFA II. 
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Common OMUFA Terms
• OTC Monograph Drugs

– An OTC monograph drug is a nonprescription drug without an approved new drug application which is governed by the 
provisions of section 505G of the FD&C Act (21 U.S.C. 355h) (section 744L(5) of the FD&C Act).

• OTC Monograph Drug Facility (MDF)
– An OTC monograph drug facility (also referred to as MDF) is a foreign or domestic business or other entity that, in 

addition to meeting other criteria, is engaged in manufacturing or processing the finished dosage form of an OTC 
monograph drug (section 744L(10) of the FD&C Act).

• OTC Contract Manufacturing Organization (CMO)
– A contract manufacturing organization (also referred to as CMO) facility is an OTC monograph drug facility where 

neither the owner nor any affiliate of the owner or facility sells the OTC monograph drug produced at such facility 
directly to wholesalers, retailers, or consumers in the United States (section 744L(2) of the FD&C Act).

• CMOs pay two-thirds of the amount of the fee paid by an MDF.

• OTC Monograph Order Request
– An OTC monograph order request (also referred to as OMOR) is a request for an administrative order, with respect to 

an OTC monograph drug, which is submitted under section 505G(b)(5) of the FD&C Act (section 744L(7) of the FD&C 
Act).
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Registration and Listing

• All facilities are requested to review and update their current registration 
information, if applicable, to accurately describe the facility’s operations.

• Registering the facility using the appropriate Structured Product Labeling 
(SPL) Business Operation(s) and Business Operation Qualifier(s) will help FDA 
determine whether the facility is subject to applicable OMUFA facility fees. 

• Entities may refer to the electronic Drug Registration and Listing System 
(eDRLS) SPL webpage at FDA SPL Business Operation Qualifiers for relevant 
SPL codes.

https://www.fda.gov/industry/structured-product-labeling-resources/business-operation-qualifier
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Registration and Listing.

• These are the SPL Business Operation Qualifiers for facilities that 
manufacture OTC monograph drug products:

– C131708 (Manufactures human over-the-counter drug products produced under a 
monograph)

– C131709 (Manufactures human over-the-counter drug products produced under an 
approved drug application)

– C131710 (Manufactures human over-the-counter drug products not produced under an 
approved drug application or under a monograph)

– C170729 (Contract Manufacturing for human over-the-counter drug products produced 
under a monograph)

• Includes those facilities with the business operations of Analysis, Pack, Label, Repack, 
and Relabel.
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OMUFA User Fees
• OMUFA II extends FDA’s authority to collect OMUFA user fees for FY 2026 

through FY 2030.

• There are two OMUFA User Fee types:
– Facility Fee

– OTC Monograph Order Request (OMOR) Fee
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OMUFA Facility Fee
• Assessed and due annually for qualifying facilities that engage in the 

manufacturing or processing of the finished dosage form of an OTC 
monograph drug.

• Facility user fee rates vary dependent upon the registration of the facility 
within FDA’s eDRLS (i.e., MDF or CMO). 

– C131708 (Manufactures human over-the-counter drug products produced under a 
monograph (MDF))

– C170729 (Contract Manufacturing for human over-the-counter drug products produced 
under a monograph (CMO))
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OMUFA Facility Fee Assessment
• Any person that owns a facility identified as an OTC monograph facility, 

including contract manufacturing organization facilities, at any time during the 
applicable period specified in clause (ii) for a fiscal year is required to pay a 
facility fee for that fiscal year. 

– For FY 2026, the 12-month period ending December 31, 2025. 
– For FY 2027, the 9-month period ending September 30, 2026; and
– For FY 2028 and each subsequent FY, the 12-month period ending 

September 30 of the preceding fiscal year. 

• There is no statutory authority under the FD&C Act for any waiver or 
reduction of OMUFA facility fees based on size or revenue.
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Facilities That Are Not OMUFA Fee Liable for 
FY 2026

• Facilities that: 
– Manufacture human OTC drug products produced under an approved 

drug application.
– Manufacture human OTC drug products that are neither produced under 

an approved drug application nor are they produced under a monograph.
– Only manufacture active pharmaceutical ingredient (API) for further use 

in the manufacturing or processing of the finished dosage form of an OTC 
monograph drug product.

– Have ceased all OTC monograph drug activities and updated their 
registration with FDA via the eDRLS registration prior to January 1, 2025. 
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Facilities That Are Not OMUFA Fee Liable for 
FY 2026.

• Facilities that engage in the following activities are not subject to the 
Facility Fee:

– Manufacture or process the finished dosage form only for the production 
of clinical research supplies or testing; 

– Facilities whose only manufacturing or processing activities are the 
placement of outer packaging on packages containing multiple products, 
for such purposes as creating multipacks, when each monograph drug 
product contained within the overpackaging is already in a final 
packaged form prior to placement in the outer overpackaging.
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What is an OMOR?
• Per section 744L(7) of the FD&C Act, the term ‘‘OTC monograph order 

request’’ (or OMOR) is a request for an administrative order, with respect to 
an OTC monograph drug, which is submitted under section 505G(b)(5) of the 
FD&C Act. 
– The function of an OMOR request is to add, remove, or change a 

generally recognized as safe and effective (GRASE) condition for an OTC 
drug monograph.

• Types of OMORs:

– Tier 1 OMOR
– Tier 2 OMOR
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OMOR Tiers
Tier 1 OMOR 
• Any OMOR not determined to be a Tier 2 OMOR.  Examples 

include additions of:
– A new ingredient to a monograph that already has one or more 

ingredients that have been found to be GRASE.
– A new indication to a monograph that already has one or more 

ingredients that have been found to be GRASE, and the new 
indication applies to one or more of the GRASE ingredients.

– New monograph therapeutic category (each ingredient proposed 
for the new therapeutic category will be a separate OMOR).
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OMOR Tiers.
Tier 2 OMOR
• Tier 2 OMORs may be involved in the: 

– Reordering of existing information in the drug facts label (DFL). 
– Addition of information to the “Other Information” section of the DFL (subject to certain limitations).
– Modification to the “Directions for Use” section of the DFL, consistent with a minor dosage form change.
– Standardization of the concentration or dose of a specific finalized ingredient within a particular finalized 

monograph. 
– Change to the ingredient nomenclature to align with the nomenclature of a standards-setting 

organization.
– Addition of an interchangeable term.
– Addition or modification of a testing procedure applicable to one or more OTC monograph drugs, 

provided that such additional or modified testing procedure reflects a voluntary consensus standard with 
respect to pharmaceutical quality that is—
• Established by a national or international standards development organization, such as the 

International Organization for Standardization, ASTM International, or similar entity; and 
• Recognized by the Secretary through a process described in guidance addressing voluntary 

consensus standards for pharmaceutical quality, and such recognition is made available on the 
website of the FDA.
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OMOR Fees

• OMOR fees are:
– Due on the date of the submission of the OMOR (except for OMORs that 

request certain safety-related changes).  
– Not included in the OMUFA target revenue calculation, which is based on 

the facility fees.
– Assessed a fee dependent on the OMOR tier (i.e., Tier 1 or Tier 2).
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Exceptions to the OMOR Fee
• An OMOR fee will not be assessed if the OMOR seeks to make certain safety 

changes with respect to an OTC monograph drug.  

• Specifically, no fee will be assessed if FDA finds that the OMOR seeks to 
change the drug facts labeling of an OTC monograph drug in a way that 
would add to or strengthen: 

- A contraindication, warning, or precaution; 

- A statement about risk associated with misuse or abuse; or

- An instruction about dosage and administration that is intended to increase the safe 
use of the OTC monograph drug (see section 744M(a)(2)(C) of the FD&C Act).
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FY 2026 OMUFA Fees
• The FY 2026 OMUFA target revenue for facility fees is $16,885,000 (rounded 

to the nearest thousand).

• The OMUFA facility fee will be due on June 1, 2026. 

- The FY 2026 OMUFA Facility Fee FRN was published on March 18, 2026.

• The OMUFA OMOR fees are due on the date of the submission of the OMOR. 

- The FY 2026 OMUFA OMOR Fee FRN was published on December 29, 
2025.

https://www.federalregister.gov/documents/2026/03/18/2026-05276/over-the-counter-monograph-drug-facility-fee-rates-for-fiscal-year-2026
https://www.federalregister.gov/documents/2025/12/29/2025-23852/over-the-counter-monograph-drug-user-fee-amendments-otc-monograph-order-request-fee-rates-for-fiscal
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Fee Schedule for FY 2026

Facility Fee 
Rates

OMOR Fee 
Rates

MDF $19,188

CMO $12,792*

Tier 1 $587,529

Tier 2 $117,505

* A CMO pays two-thirds (2/3) of the amount of the fee paid by an MDF. 
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Fee Payment Process
• Industry accesses the User Fee System (FDA’s payment system) to fill out an 

OMUFA User Fee Cover Sheet to initiate the payment process: 
 Provide specific information for each fee type (e.g., FEI of the facility on the 

cover sheet)
 Generate a unique user fee identification (ID) number 
 Pay the appropriate fees after completion of the cover sheet 

• Use the OMUFA FY 2026 Facility Fee Invoice that was issued by the Agency on 
April 20, 2026. 

https://userfees.fda.gov/OA_HTML/omufaCAcdLogin.jsp
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Fee Payment Process.
• Payment must be made in U.S. currency drawn on a U.S. bank 

by:
- Pay.gov

• Electronic Check (Automated Clearing House (ACH), also 
known as eCheck)

• Credit card payment (less than $25,000)
- Wire Transfer

• Must include:
 Unique user fee ID (cover sheet); or
 Invoice number; and 
 Applicable wire transfer fees with payment
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Penalties for Failure to Pay Fees
OMOR Fee

• If a person fails to remit the 
appropriate payment when 
submitting an OMOR, that OMOR 
shall be considered incomplete and 
shall not be accepted for filing.

Facility Fee
• If a facility does not pay the annual facility 

fee within 20 calendar days of the due date 
(i.e., for FY 2026, this date is June 21, 2026):

- The Agency will place the facility on a 
publicly-available arrears list.

- All OTC monograph drug products produced 
at that facility (or containing an ingredient 
manufactured at that facility) shall be 
deemed misbranded.  

Further, OMORs will not be accepted from persons owing fees in arrears (from failure to pay the OMOR or 
facility fee) and OTC monograph drug meeting requests from persons owing fees will be denied or cancelled. 
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Interest and Penalties for Failure to Pay Fees
1 day after invoice due date 
(e.g., June 2, 2026)

>= 30 days after invoice due 
date (e.g., July 1, 2026)

>= 90 days after invoice due 
date 
(e.g., August 30, 2026)

Interest begins to accrue at a rate 
set by the U.S. Department of 
Treasury.  The accrued interest 
will not be charged if paid prior to 
the 30th day (e.g., July 1, 2026).

The accrued interest for the first 
30 days (e.g., June 2, 2026 –  July 
1, 2026) is charged if not paid 
prior to this date.

The accrued penalties for days 1-
90 (e.g., June 2, 2026 – August 
30, 2026) is charged if not paid 
prior to this date.

Penalty of 6%/year begins to 
accrue.  The accrued penalties 
will not be charged if paid prior to 
the 90th day (e.g., August 30, 
2026).

Interest and penalties continue to 
accrue daily. 

Interest and penalties continue to 
accrue daily. 
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Interest and Penalties for Failure to Pay Fees 
Cont’

• FDA issued FY 2026 OMUFA facility user fee invoices on April 20, 
2026.

• FDA will send an email reminder via GovDelivery to the listserv 
subscribers of the FY 2026 OMUFA facility user fee due date on June 
1, 2026.

• FDA’s debt servicer, Treasury’s Centralized Receivables Service (CRS), 
will send 30, 60, and 90-day dunning letters to the company if the 
invoice and/or associated fees are outstanding.

• CRS does not accept international companies currently, and FDA 
sends the 30, 60, and 90-day invoices to those companies.
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Who Is Entitled To A Refund?
• For any OMOR that is refused for filing or withdrawn before being accepted or 

refused for filing, FDA shall refund 75 percent of the OMOR fee to the payer.

• The difference in the OMOR fee shall be refunded if FDA recharacterizes the 
OMOR from a Tier 1 request to a Tier 2 request.

• These situations do not require a written refund request to be submitted to the 
Agency.
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Overpayments or Payments In Error
• Refunds for overpayments or payments made in error must be requested in 

writing within 180 calendar days of payment. 

• A written request and a completed Form FDA 3913 should be submitted to 
the Division of User Fee Management at CDERCollections@fda.hhs.gov.

• If you are assessed an FY 2026 OMUFA facility fee and believe your facility is 
not an OTC monograph drug facility as described in FDA’s March 18, 2026, 
FRN, please contact CDERCollections@fda.hhs.gov.

mailto:CDERCollections@fda.hhs.gov
https://www.federalregister.gov/documents/2026/03/18/2026-05276/over-the-counter-monograph-drug-facility-fee-rates-for-fiscal-year-2026
mailto:CDERCollections@fda.hhs.gov
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Frequently Asked Questions
• Are payment installments or extensions available for OMUFA Facility Fees? 

• My company meets the definition of a CMO rather than an MDF fee, why did 
I receive an MDF fee invoice? 

• Do large companies and small companies pay different fees? Why isn’t there 
a “Small Business Waiver?” 

• If I stop manufacturing and delist or deregister today, do I still have to pay the 
FY 2026 OMUFA facility fee? 

• Are distributors, sellers, and marketing companies liable for OMUFA facility 
fees? If a company only distributes OTC monograph drugs and does not 
manufacture the OTC monograph drug products, is the company required to 
pay the OMUFA facility fees?
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Resources
• Over-The-Counter Monograph User Fee Amendments (OMUFA)

– https://www.fda.gov/industry/fda-user-fee-programs/over-counter-monograph-user-fee-program-omufa 

• Over-the-Counter Monograph Drug User Fee Amendments, title V of Division F of the 
Continuing Appropriations, Agriculture, Legislative Branch, Military Construction and 
Veterans Affairs, and Extensions Act, 2026

– https://www.govinfo.gov/link/plaw/119/public/37 

• OMUFA II Commitment Letter: Over-the-Counter Monograph Drug User Fee Program 
Performance Goals and Procedures—Fiscal Years 2026-2030

– https://www.fda.gov/media/182750/download?attachment 

• OMUFA Cover Sheet and Payment Information:
– https://userfees.fda.gov/OA_HTML/omufaCAcdLogin.jsp  

• FDA User Fees Payment Portal 
– https://userfees.fda.gov/OA_HTML/fdaUPPInvSearch.jsp?legalsel=2&ref=  

• November 2, 2022: OMUFA draft guidance for industry
– “Assessing User Fees Under the Over-the-Counter Monograph Drug User Fee Program.”
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https://www.fda.gov/media/182750/download?attachment
https://www.fda.gov/media/182750/download?attachment
https://userfees.fda.gov/OA_HTML/omufaCAcdLogin.jsp
https://userfees.fda.gov/OA_HTML/omufaCAcdLogin.jsp
https://userfees.fda.gov/OA_HTML/fdaUPPInvSearch.jsp?legalsel=2&ref=
https://userfees.fda.gov/OA_HTML/fdaUPPInvSearch.jsp?legalsel=2&ref=
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-user-fees-under-over-counter-monograph-drug-user-fee-program?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-user-fees-under-over-counter-monograph-drug-user-fee-program?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-user-fees-under-over-counter-monograph-drug-user-fee-program?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-user-fees-under-over-counter-monograph-drug-user-fee-program?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/assessing-user-fees-under-over-counter-monograph-drug-user-fee-program?utm_medium=email&utm_source=govdelivery
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Challenge Question #1
What major changes are happening to user fees in OMUFA II with 
respect to the facility fee due date and the fee liability period?
A. In FY 2026, facility fees are due on June 1, 2026, for the fee-liability period of January 1, 2025, 

through December 31, 2025.

B. In FY 2027, the first 50% installment of facility fees is due on October 1, 2026, and the second 
50% installment of facility fees is due on February 1, 2027, for the fee-liability period of January 
1, 2026, through September 30, 2026.

C. In FY 2028, facility fees are due on October 1, 2027, for the fee-liability period of October 1, 
2026, through September 30, 2027.

D. In FY 2029, facility fees are due on October 2, 2028, for the fee-liability period of October 1, 
2027, through September 30, 2028. 

E. All of the above
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Challenge Question #2
True or False
OTC monograph drug facilities are exempt from FY 2026 
facility fees if they had ceased OTC monograph drug 
activities, and updated their registration with FDA to 
that effect, prior to January 1, 2025.  

A. True
B. False
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Challenge Question #3
What are the options available to pay the MDF and CMO 
fees: (Select all applicable):
A. Complete an OTC Monograph User Fee Cover Sheet and generate a 

unique user fee identification (ID) number. 
B. Submit paper-based payments to the Agency
C. Use the OMUFA FY 2026 Facility Fee Invoice that is issued by the 

Agency in April 2026.
D. All the above
E. A and C
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Challenge Question #4
True or False
A person may submit a written request to FDA 
requesting the return of the fees claimed to have been 
paid in error or otherwise disputing FDA’s user fee 
assessment must be submitted within 180 calendar days 
after the date such fee was paid. 
A. True
B. False
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