Regfs trar Navigate U.S.FDA Fees:

OTC Monograph User Fee Program
Corp (OMUFA)

FINISHED DOSAGE FORM MANUFACTURER

Manufacture, Pack,

Place Outer Produce
Label, Repack

Conduct
Packaging Clinical Supplies

Testing
or Relabel

R - - o - - No fee will incur

MANUFACTURE OTC MONOGRAPH DRUG
BEFORE OR AFTER DECEMBER 31, 2025

AFTER BEFORE OR ON
*Between January 1,2026 |- = = = = = = = = = = = = = = <= < < = =« & - -~ - - *Between January 1, 2025
and September 30, 2026.

and December 31, 2025

Z \/
FY2026 fee will not incur. FY2026 fee will
FY2027 fee to be paid in 2 installments. incur June 1st,2026.
Installments could be due on October 1, 2026 and
\4

February 1, 2027.

FACILITY FEE TYPE BASED ON OWNERSHIP STATUS

Manufacturer of its

Manufactures OTC monograph drug
owhn brand products

products where neither the owner own brand products and
or its affiliates sell to wholesalers,

contract manufacturer
retailers, or consumers in the U.S.

: for other owners.
Incurs MDF Facility Fee : .
Incurs CMO Facility Fee Incurs MDF Facility Fee

Manufactures for its

*APl manufacturers, PLDs, and those only associated with animal drugs will incur no fees under this program.

QUESTIONS? WE'RE HERE TO HELP.

Our regulatory experts can help you determine the FDA fees that affect your drug

products. Contact Registrar Corp at +1-757-224-0177 or info@registrarcorp.com.
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