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Under Section 744M(a) of the Federal Food, Drug, and Cosmetic (FD&C) Act,
each person that owns a facility identified as an OTC monograph drug facility as
of December 31 of the fiscal year or at any time during the preceding 12—-month
period shall be assessed an annual fee for each such facility.
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For example:

If your facility is engaged in the manufacturing or processing of over—the—counter
monograph drug products at any time from January 1, 2022, through December
31, 2022, your facility will be assessed the FY 2023 facility fee.
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If your facility qualifies and registers as both an MDF and a CMO, you are only
liable for the MDF fee.
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