
42 C.F.R. § 447.502
Definitions.

For the purpose of this subpart, the following definitions apply:

Actual acquisition cost (AAC) means the agency's determination of the pharmacy providers' actual prices paid to
acquire drug products marketed or sold by specific manufacturers.

Authorized generic drug means any drug sold, licensed, or marketed under a new drug application (NDA) approved
by the Food and Drug Administration (FDA) under section 505(c) of the Federal Food, Drug and Cosmetic Act
(FFDCA) that is marketed, sold or distributed under a different labeler code, product code, trade name,
trademark, or packaging (other than repackaging the listed drug for use in institutions) than the brand name
drug.

Bona fide service fee means a fee paid by a manufacturer to an entity that represents fair market value for a bona
fide, itemized service actually performed on behalf of the manufacturer that the manufacturer would otherwise
perform (or contract for) in the absence of the service arrangement, and that is not passed on in whole or in part
to a client or customer of an entity, whether or not the entity takes title to the drug. The fee includes, but is not
limited to, distribution service fees, inventory management fees, product stocking allowances, and fees
associated with administrative service agreements and patient care programs (such as medication compliance
programs and patient education programs).

Brand name drug means a single source or innovator multiple source drug.

Bundled sale means any arrangement regardless of physical packaging under which the rebate, discount, or other
price concession is conditioned upon the purchase of the same drug, drugs of different types (that is, at the nine-
digit national drug code (NDC) level) or another product or some other performance requirement (for example,
the achievement of market share, inclusion or tier placement on a formulary), or where the resulting discounts
or other price concessions are greater than those which would have been available had the bundled drugs been
purchased separately or outside the bundled arrangement.

(1) The discounts in a bundled sale, including those discounts resulting from a contingent arrangement, are
allocated proportionally to the total dollar value of the units of all drugs or products sold under the bundled
arrangement.

(2) For bundled sales where multiple drugs are discounted, the aggregate value of all the discounts in the
bundled arrangement must be proportionally allocated across all the drugs or products in the bundle.

(3) Value-based purchasing (VBP) arrangements may qualify as a bundled sale.

Clotting factor means a hemophilia clotting factor for which a separate furnishing payment is made under section
1842(o)(5) of the Act and which is included on a list of such factors specified and updated regularly by CMS and
posted on the CMS Web site.
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CMS-authorized supplemental rebate agreement means an agreement that is approved through a state plan
amendment (SPA) by CMS, which allows a state to enter into single and/or multi-state supplemental drug rebate
arrangements that generate rebates that are at least as large as the rebates set forth in the Secretary's national
rebate agreement with drug manufacturers. Revenue from these rebates must be paid directly to the state and be
used by the state to offset a state's drug expenditures resulting in shared savings with the Federal Government.
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