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Centers for Medicare & Medicaid Services, HHS § 447.502 

§ 447.500 Basis and purpose. 
(a) Basis. This subpart— 
(1) Interprets those provisions of sec-

tion 1927 of the Act that set forth re-
quirements for drug manufacturers’ 
calculating and reporting average man-
ufacturer prices (AMPs) and that set 
upper payment limits for covered out-
patient drugs. 

(2) Implements section 1903(i)(10) of 
the Act with regard to the denial of 
Federal financial participation (FFP) 
in expenditures for certain physician- 
administered drugs. 

(3) Implements section 1902(a)(54) of 
the Act with regard to a State plan 
that provides covered outpatient drugs. 

(b) Purpose. This subpart specifies 
certain requirements in the Deficit Re-
duction Act of 2005 and other require-
ments pertaining to Medicaid payment 
for drugs. 

§ 447.502 Definitions. 
Bona fide service fees mean fees paid 

by a manufacturer to an entity; that 
represent fair market value for a bona 
fide, itemized service actually per-
formed 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. 

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

Bundled sale means an 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 per-
formance requirement (for example, 
the achievement of market share, in-
clusion or tier placement on a for-
mulary), or where the resulting dis-
counts 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. For bundled 
sales, the discounts are allocated pro-
portionally to the total dollar value of 
the units of all drug sold under the 

bundled arrangement. For bundled 
sales where multiple drugs are dis-
counted, the aggregate value of all the 
discounts in the bundled arrangement 
shall be proportionally allocated across 
all the drugs in the bundle. 

Consumer Price Index—Urban (CPI–U) 
means the index of consumer prices de-
veloped and updated by the U.S. De-
partment of Labor. It is the CPI for all 
urban consumers (U.S. average) for the 
month before the beginning of the cal-
endar quarter for which the rebate is 
paid. 

Dispensing fee means the fee which— 
(1) Is incurred at the point of sale or 

service and pays for costs in excess of 
the ingredient cost of a covered out-
patient drug each time a covered out-
patient drug is dispensed; 

(2) Includes only pharmacy costs as-
sociated with ensuring that possession 
of the appropriate covered outpatient 
drug is transferred to a Medicaid re-
cipient. Pharmacy costs include, but 
are not limited to, reasonable costs as-
sociated with a pharmacist’s time in 
checking the computer for information 
about an individual’s coverage, per-
forming drug utilization review and 
preferred drug list review activities, 
measurement or mixing of the covered 
outpatient drug, filling the container, 
beneficiary counseling, physically pro-
viding the completed prescription to 
the Medicaid beneficiary, delivery, spe-
cial packaging, and overhead associ-
ated with maintaining the facility and 
equipment necessary to operate the 
pharmacy; and 

(3) Does not include administrative 
costs incurred by the State in the oper-
ation of the covered outpatient drug 
benefit including systems costs for 
interfacing with pharmacies. 

Estimated acquisition cost (EAC) means 
the agency’s best estimate of the price 
generally and currently paid by pro-
viders for a drug marketed or sold by a 
particular manufacturer or labeler in 
the package size of drug most fre-
quently purchased by providers. 

Innovator multiple source drug means a 
multiple source drug that was origi-
nally marketed under an original new 
drug application (NDA) approved by 
the Food and Drug Administration 
(FDA), including an authorized generic 
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