
42 U.S. Code § 1320f-2
Manufacturer agreements

(a) In general
For purposes of section 1320f(a)(2) of this title, the Secretary shall enter into agreements with manufacturers
of selected drugs with respect to a price applicability period, by not later than February 28 following the
selected drug publication date with respect to such selected drug, under which—

(1) during the negotiation period for the initial price applicability year for the selected drug, the Secretary
and the manufacturer, in accordance with section 1320f–3 of this title, negotiate to determine (and, by not
later than the last date of such period, agree to) a maximum fair price for such selected drug of the
manufacturer in order for the manufacturer to provide access to such price—

(A) to maximum fair price eligible individuals who with respect to such drug are described in subparagraph
(A) of section 1320f(c)(2) of this title and are dispensed such drug (and to pharmacies, mail order services,
and other dispensers, with respect to such maximum fair price eligible individuals who are dispensed such
drugs) during, subject to paragraph (2), the price applicability period; and

(B) to hospitals, physicians, and other providers of services and suppliers with respect to maximum fair
price eligible individuals who with respect to such drug are described in subparagraph (B) of such section
and are furnished or administered such drug during, subject to paragraph (2), the price applicability
period;
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