
42 U.S. Code § 1320f-1
Selection of negotiation-eligible drugs as selected drugs

(a) In general
Not later than the selected drug publication date with respect to an initial price applicability year, in
accordance with subsection (b), the Secretary shall select and publish a list of—

(1) with respect to the initial price applicability year 2026, 10 negotiation-eligible drugs described in
subparagraph (A) of subsection (d)(1), but not subparagraph (B) of such subsection, with respect to such year
(or, all (if such number is less than 10) such negotiation-eligible drugs with respect to such year);

(2) with respect to the initial price applicability year 2027, 15 negotiation-eligible drugs described in
subparagraph (A) of subsection (d)(1), but not subparagraph (B) of such subsection, with respect to such year
(or, all (if such number is less than 15) such negotiation-eligible drugs with respect to such year);

(3) with respect to the initial price applicability year 2028, 15 negotiation-eligible drugs described in
subparagraph (A) or (B) of subsection (d)(1) with respect to such year (or, all (if such number is less than 15)
such negotiation-eligible drugs with respect to such year); and

(4) with respect to the initial price applicability year 2029 or a subsequent year, 20 negotiation-eligible
drugs described in subparagraph (A) or (B) of subsection (d)(1), with respect to such year (or, all (if such
number is less than 20) such negotiation-eligible drugs with respect to such year).

Subject to subsection (c)(2) and section 1320f–3(f)(5) of this title, each drug published on the list pursuant to
the previous sentence and subsection (b)(3) shall be subject to the negotiation process under section 1320f–3 of
this title for the negotiation period with respect to such initial price applicability year (and the renegotiation
process under such section as applicable for any subsequent year during the applicable price applicability
period).

(b) Selection of drugs
(1)(1) In general In general
In carrying out subsection (a), subject to paragraph (2), the Secretary shall, with respect to an initial price
applicability year, do the following:

(A) Rank negotiation-eligible drugs described in subsection (d)(1) according to the total expenditures for
such drugs under parts B and D of subchapter XVIII, as determined by the Secretary, during the most
recent period of 12 months prior to the selected drug publication date (but ending not later than October 31
of the year prior to the year of such drug publication date), with respect to such year, for which data are
available, with the negotiation-eligible drugs with the highest total expenditures being ranked the highest.

(B) Select from such ranked drugs with respect to such year the negotiation-eligible drugs with the highest
such rankings.

(C) In the case of a biological product for which the inclusion of the biological product as a selected drug on
a list published under subsection (a) has been delayed under subsection (f)(2), remove such biological
product from the rankings under subparagraph (A) before making the selections under subparagraph (B).
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(2)(2) High spend part D drugs for 2026 and 2027 High spend part D drugs for 2026 and 2027
With respect to the initial price applicability year 2026 and with respect to the initial price applicability
year 2027, the Secretary shall apply paragraph (1) as if the reference to “negotiation-eligible drugs
described in subsection (d)(1)” were a reference to “negotiation-eligible drugs described in subsection (d)
(1)(A)” and as if the reference to “total expenditures for such drugs under parts B and D of subchapter
XVIII” were a reference to “total expenditures for such drugs under part D of subchapter XVIII”.

(3)(3) Inclusion of delayed biological products Inclusion of delayed biological products
Pursuant to subparagraphs (B)(ii)(I) and (C)(i) of subsection (f)(2), the Secretary shall select and include
on the list published under subsection (a) the biological products described in such subparagraphs. Such
biological products shall count towards the required number of drugs to be selected under subsection (a)
(1).
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