
42 C.F.R. § 423.501
Definitions

For purposes of this subpart, the following definitions apply:

Bona fide service fees means fees paid by a manufacturer to an entity that represent 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 are 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.

Business transaction means any of the following kinds of transactions:

(1) Sale, exchange, or lease of property.

(2) Loan of money or extension of credit.

(3) Goods, services, or facilities furnished for a monetary consideration, including management services, but
not including—

(i) Salaries paid to employees for services performed in the normal course of their employment; or

(ii) Health services furnished to the Part D plan sponsor's enrollees by pharmacies and other providers, by Part
D plan sponsor staff, medical groups, or independent practice associations, or by any combination of those
entities.

Downstream entity means any party that enters into a written arrangement, acceptable to CMS, below the level of
the arrangement between a Part D plan sponsor (or applicant) and a first tier entity. These written arrangements
continue down to the level of the ultimate provider of both health and administrative services.
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