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To amend title XI of the Social Security Act to alter when biosimilar biologi-

M.

To
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cal products are eligible for price negotiations under the Medicare pro-
gram.

IN THE HOUSE OF REPRESENTATIVES

SEPTEMBER 28, 2026

LaxGworTHY (for himself, Mr. AucHINCLOSS, Mr. JOYCE of Pennsyl-
vania, Ms. SANCHEZ, Mr. PETERs, Mr. YAKYM, Mr. MORAN, Mr.
MurLiN, and Mr. PANETTA) introduced the following bill; which was re-
ferred to the Committee on Energy and Commerce, and in addition to
the Committee on Ways and Means, for a period to be subsequently de-
termined by the Speaker, in each case for consideration of such provisions
as fall within the jurisdiction of the committee concerned

A BILL

amend title XTI of the Social Security Act to alter when
biosimilar biological products are eligible for price nego-
tiations under the Medicare program.

Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Biosimilars Access and

Affordability Act”.
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SEC. 2. CHANGE OF WHEN BIOSIMILARS ARE ELIGIBLE FOR

PRICE NEGOTIATIONS.
(a) IN GENERAL.—Section 1192 of the Social Secu-
rity Act (42 U.S.C. 1320f-1) is amended—

(1) in subsection (¢)

(A) in paragraph (1), in the matter pre-
ceding subparagraph (A), by striking ‘“such
yvear and each subsequent year beginning before
the first year that begins at least 9 months”
and inserting ‘“‘the year of the selected drug
publication date for such initial price applica-
bility year and each subsequent year, except
that a drug or biological product shall no longer
be a selected drug beginning on the first day of
the year that begins”’; and

(B) in paragraph (2)—

(i) in subparagraph (B), by striking

“or during the negotiation period with re-

spect to such initial price applicability

yvear’ and inserting ‘“‘the first day of such
initial price applicability year’; and
(i1) in the flush text following sub-

paragraph (B)—

(I) by striking “and shall con-
tinue” and inserting “‘if such negotia-
tion period has not yet ended, shall

*HR 10628 TH
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3

not have its maximum fair price or
the explanation of such maximum fair
price published under section 1195(a)
if such publication has not yet oc-
curred, and’’;

(IT) by inserting “solely’” before
“with respect to the number”’; and

(ITI) by inserting *“, but no max-
imum fair price shall apply for such
mitial price applicability year in ac-
cordance with paragraph (1) before

the period at the end;

(2) in subsection (f)—

*HR 10628 TH

(A) in paragraph (1)—

(i) in subparagraph (A), by striking

“an extended monopoly drug (as defined in

section 1194(c)(4)”;

(i1) in subparagraph (B)—

(I) m the heading, by striking
“REQUEST REQUIRED” and inserting
“PROCEDURES";

(IT) by redesignating clauses (1)
and (i1) as clauses (ii) and (ii1) respec-

tively;
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(IIT) by inserting before clause
(i1) (as so redesignated) the following:
“(1) AUTOMATIC DELAY.—

“(I) IN GENERAL.—The Sec-
retary shall apply, with respect to a
biological product described in sub-
paragraph (A), the rules described in
subparagraph (A) of paragraph (2)
(subject to subparagraphs (B) and
(C) of such paragraph) if, prior to the
selected drug publication date for the
list published under subsection (a)
with respect to the initial price appl-
cability year for which the biological
product may have been included as a
selected drug on such list but for
paragraph (2)(A)—

“(aa) the manufacturer of a
biosimilar biological product for
which such biological product will
be the reference product has pub-
licly disclosed in a press release
or other communication, or the
Secretary determines from infor-

mation from any other source—
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“(AA) that such manu-
facturer’s application for li-
censure under section
351(k) of the Public Health
Service Act for the bio-
similar  biological product
was accepted for review or
approved by the Food and
Drug Administration; or

“(BB) that such manu-
facturer’s clinical study or
studies of the biosimilar bio-
logical product as described
n section
351(k)(2)(A)(1)(I)(ee) of the
Public Health Service Act
were initiated and remain
ongoing, are complete, or
that no such study or stud-
ies are necessary; and
“(bb) subject to subclause

(IT), based on information sub-
mitted to the Secretary by any
person or obtained by the Sec-

retary from any other source, the
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Secretary determines that the
manufacturer of the biosimilar
biological product expects that
such product will be marketed
before the date that is 2 years
after the selected drug publica-
tion date with respect to such ini-
tial price applicability year.

“(II) REQUIREMENTS.

“(aa) IN GENERAL.—Before
making the determination de-
scribed in subclause (1I)(bb), the
Secretary shall—

“(AA) inform the man-
ufacturer of the biosimilar
biological product of the in-
formation on which the Sec-
retary intends to rely in
making such determination;
and

“(BB) require that
such manufacturer confirms
in writing, under penalty of
perjury, the accuracy of

such information or corrects
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any such inaccurate infor-

mation, including its ex-

pected marketing date.

“(bb) CLARIFICATION.—The
existence of pending or prospec-
tive patent litication over a bio-
similar biological product shall
not preclude application of the
rules described n subparagraph
(A) of paragraph (2) (subject to
paragraphs (B) and (C) of such
paragraph).”’;

(IV) in clause (11) (as so redesig-

nated)—

(aa) by striking subclause
(1D);

(bb) by striking “IN GEN-
ERAL” and all that follows
through ‘“‘unless” and inserting
“DELAY UPON REQUEST.— The
Secretary shall provide for a
delay under paragraph (2)(A)
if”’; and

(ec¢) by striking ‘“‘subpara-

oraph (2)(A) or;” and inserting
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“paragraph (2)(A), provided that
a determination of high likelihood
is made under paragraph (3).”;
and

(V) in clause (i) (as so redesig-

nated)—

(aa) in the heading, by in-
serting “FOR A DELAY UPON RE-
QUEST” after “DOCUMENTS”;

(bb) in subclause (I), in the
matter before item (aa), by strik-
ing “clause (i) and inserting
“clause (i1)"’;

(ece) in subclause (I)(bb), by
inserting “to the extent avail-
able,” before ‘“all agreements”;
and

(dd) in subclause (IIT)(bb)—

(AA) by inserting “the
anticipated launch date” be-
fore ‘“‘capital investment’’;
and

(BB) by striking ‘‘year

(or the 2 years, as applica-
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ble)” and inserting ‘“‘applica-
ble period”; and
(iii) in subparagraph (C)(i), by strik-
ing “paragraph (2)(D)(iv)” and inserting
“paragraph (2)(C)()";
(B) in paragraph (2)—
(1) in subparagraph (A)—

(I) in the heading, by striking “1
YEAR” and inserting ‘2 YEARS';

(IT) by inserting ‘“‘or paragraph
(1)(B)(1) applies” after ‘“under para-
oraph (3)”; and

(III) by striking “1 year” and in-
serting ‘2 years’’;

(ii) by striking subparagraph (B) and
inserting the following:

“(B) IF NOT LICENSED AND MARKETED

DURING THE DELAY.—If, during the time pe-

riod between the selected drug publication date

on which the biological product would have been

included on the list as a selected drug pursuant

to subsection (a) but for subparagraph (A), and

the selected drug publication date with respect

to the initial price applicability year that is 2

years after the initial price applicability year for

*HR 10628 TH
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which such biological product would have been

included as a selected drug on such list, the

Secretary determines that such biological prod-

uct is not the reference product for a biosimilar

biological product that has been licensed and

marketed under section 351(k) of the Public

Health Service Act

*HR 10628 TH

“(i) the Secretary shall include the bi-
ological product as a selected drug on the
list published under subsection (a) with re-
spect to the initial price applicability year
that 1s 2 years after the initial price appl-
cability year for which such biological
product would have been included as a se-
lected drug on such list but for subpara-
eraph (A); and

“(i1) if such biosimilar biological prod-
uct has not been licensed and marketed
under section 351(k) of the Public Health
Service Act on or before the date that is 2
years after the selected drug publication
date on which the biological product would
have been included on the list as a selected
drug pursuant to subsection (a) but for

subparagraph (A), the manufacturer of
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such biological product shall pay a rebate
under paragraph (4) with respect to the
years for which such manufacturer would
have provided access to a maximum fair
price for such biological product but for
subparagraph (A).”;
(iii) by striking subparagraph (C);
(iv) by redesignating subparagraph
(D) as subparagraph (C); and
(v) in subparagraph (C) (as so redes-
ignated)—
(I) by striking clauses (ii) and
(i)
(IT) by redesignating clause (iv)
as clause (i1); and
(IIT) in clause (1)(II) (as so re-
designated), by striking ‘‘paragraph
(1)(B)(11)(I)(bb)” and inserting
“paragraph (1)(B)(ii1)(I)(bb)”;
(C) by striking paragraph (3) and insert-
ing the following:
“(3) Hion LIKELIHOOD.—
“(A) IN GENERAL.—Subject to subpara-
oraph (B), for purposes of this subsection,

there is a high likelihood described in para-

*HR 10628 TH
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oraph (1) or paragraph (2), as applicable, if the
Secretary determines that information sub-
mitted to the Secretary by any person or ob-
tained by the Secretary from any other source
provides clear and convineing evidence that
such biosimilar biological product will, within
the time period specified under paragraph
(1)(A) be marketed.

“(B) DETERMINATION REQUIREMENTS.

Before determining whether there is a high like-
lihood described in paragraph (1) or paragraph
(2), the Secretary shall inform the manufac-
turer of the biosimilar biological product of the
information on which the Secretary intends to
rely in making such determination and shall re-
quire that such manufacturer confirms in writ-
ing, under penalty of perjury, the accuracy of
such information or correct any such inaccurate
information.

“(C) CLARIFICATION.—The existence of
pending or prospective patent litigation regard-
ing the biosimilar biological product shall not
preclude a finding of high likelihood under this
paragraph.”; and

(D) in paragraph (4)—

*HR 10628 TH
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(1) in subparagraph (A), by striking

“subparagraphs (B)(i)(II) and (C)(@i) of
paragraph (2)” and inserting ‘“‘paragraph

(2)(B)(ii)”; and

(i1) in subparagraph (B)—
(I) in clause (i), by striking sub-
clause (I) and inserting the following:
“(I) 75 percent of the amount by
which the average manufacturer price,
as reported by the manufacturer of
such covered part D drug under sec-
tion 1927 (or, if not reported by such
manufacturer under section 1927, as
reported by such manufacturer to the
Secretary pursuant to the agreement
under section 1193(a)) for such bio-
logical product, with respect to each
of the calendar quarters of the price
applicability period that would have
applied but for this subsection; ex-
ceeds—
“(aa) for the initial price ap-
plicability year that would have
applied but for a delay under

paragraph (2)(A), the maximum
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fair price negotiated under sec-

tion 1194 for such biological

product under such agreement;
or

“(bb) for the second year of
such delay, such maximum fair
price, increased as described in
section 1195(b)(1)(A); and”’; and

(IT) in clause (ii), by striking
subclause (I) and inserting the fol-
lowing:

“(I) 80 percent of the amount by
which the payment amount for such
biological ~ product under section
1847A(b), with respect to each of the
calendar quarters of the price applica-
bility period that would have applied
but for this subsection; exceeds—

“(aa) for the initial price ap-
plicability year that would have
applied but for a delay under
paragraph (2)(A), the maximum
fair price negotiated under sec-

tion 1194 for such biological
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product under such agreement;

or
“(bb) for the second year of
such delay, such maximum fair
price, increased as described in
section 1195(b)(1)(A); and”’; and
(3) by adding at the end the following new sub-

section:

“(g) DEFINITION OF MARKETED.—In this section,
the term ‘marketed” means, with respect to a drug or bio-
logical product (including a biosimilar biological product)
introduced or delivered for introduction into interstate

commerce.”’.

(b) CONFORMING AND TECIHNICAL AMENDMENTS.
Such Act is amended—
(1) in section 1192(b)(3) (42 U.S.C. 1320f—
1(b)(3))—

(A) by striking “‘subparagraphs (B)(ii)(I)
and (C)(1) of subsection (f)(2)” and inserting
“subsection (f)(2)(B)(1)”’; and

(B) by striking “described in such sub-
paragraphs” and inserting ‘““‘described in such
subsection’; and
(2) in section 1198(2) (42 U.S.C. 1320f-7(2)),

by striking “1192(f),” and inserting “1192(f)”.

*HR 10628 TH
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| (¢) EFFECTIVE DATE.—The amendments made by
2 this section shall apply with respect to initial price applica-
3 Dbility years beginning with initial price applicability year

4 2027.

*HR 10628 TH
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