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42 C.F.R. § 423.2305

Definitions.

As used in this subpart, unless otherwise specified —

Applicable discount means 50 percent or, with respect to a plan year after plan year 2018, 70 percent of the portion
of the negotiated price (as defined in this section) of the applicable drug of a manufacturer that falls within the
coverage gap and that remains after such negotiated price is reduced by any supplemental benefits that are
available.

Applicable number of calendar days means, with respect to claims for reimbursement submitted electronically, 14
days, and otherwise, 30 days.

Date of dispensing means the date of service.

Labeler code means the first segment of the Food and Drug Administration national drug code (NDC) that
identifies a particular manufacturer.

Manufacturer means any entity which is engaged in the production, preparation, propagation, compounding,
conversion or processing of prescription drug products, either directly or indirectly, by extraction from
substances of natural origin, or independently by means of chemical synthesis, or by a combination of extraction
and chemical synthesis. For purposes of the Discount Program, such term does not include a wholesale
distributor of drugs or a retail pharmacy licensed under State law, but includes entities otherwise engaged in
repackaging or changing the container, wrapper, or labeling of any applicable drug product in furtherance of the
distribution of the applicable drug from the original place of manufacture to the person who makes the final
delivery or sale to the ultimate consumer or user.
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