
42 C.F.R. § 447.504
Determination of average manufacturer price.

(a) Definitions. For the purpose of this section, the following definitions apply:

Average manufacturer price (AMP) means, for a covered outpatient drug of a manufacturer (including those sold
under an NDA approved under section 505(c) of the Federal Food, Drug, and Cosmetic Act), the average price paid
to the manufacturer for the drug in the United States by wholesalers for drugs distributed to retail community
pharmacies and retail community pharmacies that purchase drugs directly from the manufacturer.

Average unit price means a manufacturer's sales included in AMP less all required adjustments divided by the total
units sold and included in AMP by the manufacturer in a quarter.

Charitable and not-for profit pharmacies means organizations exempt from taxation as defined by section 501(c)(3)
of the Internal Revenue Code of 1986.

Insurers means entities that are responsible for payment to pharmacies for drugs dispensed to their members,
and do not take actual possession of these drugs or pass on manufacturer discounts or rebates to pharmacies.

Net sales means quarterly gross sales revenue less cash discounts allowed, except customary prompt pay
discounts extended to wholesalers, and all other price reductions (other than rebates under section 1927 of the
Act or price reductions specifically excluded by statute or regulation) which reduce the amount received by the
manufacturer.

Retail community pharmacy means an independent pharmacy, a chain pharmacy, a supermarket pharmacy, or a
mass merchandiser pharmacy that is licensed as a pharmacy by the State and that dispenses medications to the
general public at retail prices. Such term does not include a pharmacy that dispenses prescription medications to
patients primarily through the mail, nursing home pharmacies, long-term care facility pharmacies, hospital
pharmacies, clinics, charitable or not-for-profit pharmacies, government pharmacies, or pharmacy benefit
managers.

(b) Sales, nominal price sales, and associated discounts, rebates, payments, or other financial transactions included
in AMP. Except for those sales, nominal price sales, and associated discounts, rebates, payments or other
financial transactions identified in paragraph (c) of this section, AMP for covered outpatient drugs includes
the following sales, nominal price sales, and associated discounts, rebates, payments, or other financial
transactions:

(1) Sales to wholesalers for drugs distributed to retail community pharmacies.

(2) Sales to retail community pharmacies (including those sales, nominal price sales, and associated discounts,
rebates (other than rebates under section 1927 of the Act or as specified in regulations), payments, or other
financial transactions that are received by, paid by, or passed through to retail community pharmacies).
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(c) Sales, nominal price sales, and associated discounts, rebates, payments, or other financial transactions excluded
from AMP. AMP excludes the following sales, nominal price sales, and associated discounts, rebates,
payments, or other financial transactions:
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