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42 C.F.R.§ 414.804

Basis of payment.

(a) Calculation of manufacturer's average sales price. (1) The manufacturer's average sales price for a quarter for
a drug represented by a particular 11-digit National Drug Code must be calculated as the manufacturer's
sales to all purchasers in the United States for that particular 11-digit National Drug Code (after excluding
sales as specified in paragraph (a)(4) of this section and then deducting price concessions as specified in
paragraphs (a)(2) and (a)(3) of this section) divided by the total number of units sold by the manufacturer
in that quarter (after excluding units associated with sales as specified in paragraph (a)(4) of this section).

(2) Price concessions. (i) In calculating the manufacturer's average sales price, a manufacturer must deduct
price concessions. Price concessions include the following types of transactions and items:

(A) Volume discounts.

(B) Prompt pay discounts.

(C) Cash discounts.

(D) Free goods that are contingent on any purchase requirement.

(E) Chargebacks and rebates (other than rebates under the Medicaid program).

(ii) For the purposes of paragraph (a)(2)(i), bona fide services fees are not considered price concessions.

(3) To the extent that data on price concessions, as described in paragraph (a)(2) of this section, are available
on a lagged basis, the manufacturer must estimate this amount in accordance with the methodology described
in this paragraph.
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