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AMENDMENT NO. ) Calendar No. L

Purpose: To promote the affordability of insulin.
IN THE SENATE OF THE UNITED STATES—119th Cong., 2d Sess,
S.3014

To amend the Federal Food, Drug, and Cosmetic Act with
respect to citizen petitions.

Referred to the Committee on . and
ordered to be printed

Ordered to lie on the table and to be printed

AMENDMENT intended to be proposed by

Vig:
1 At the appropriate place, insert the following:
TITLE JII—INSULIN
AFFORDABILITY
Subtitle A—Commercial Market
Patient Protections

2

3

4

5

6 SEC. 201. REQUIREMENTS WITH RESPECT TO COST-SHAR-
7 ING FOR CERTAIN INSULIN PRODUCTS.

8 (a) IN GENERAL.—Part D of title XXVII of the Pulb-
9 lic Tealth Service Act (42 U.5.C. 300gg-111 et seq.) is

10 amended by adding at the end the following:
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“SEC. 2799A-12, REQUIREMENTS WITH RESPECT TO COST-

SHARING FOR CERTAIN INSULIN PRODUCTS.
“(a) IN GENERAL.—For plan years beginning on or
after January 1, 2027, a group health plan or health in-
surance issucr offering group or ndividual health insﬁr-
anee Coverage shall provide coverage of selected insulin
produets, and with respeet to such produets, shall not—
“(1) apply any deduetible; or
“(2) impose any cost-sharing requirements in
excess of, per 30-day Supply%w
“lA) for any applicable plan year begin-
ning befol‘e January 1, 2028, $35; or
“(B) for any plan year beginning on or
atter January 1, 2028, the lesser of—;
“(i) $35; or
“(i1) the amount equal to 25 percent
of the negotiated price of the selected insu-
lin produet net of all price concessions ve-
ceived by or on behalf of the plan or issuer,
mclnding price concessions received by or
on behalf of third-party entities providing
services to the plan or issuer, such as
pharmacy benefit management serviees or
thivd party administrators,

“(h) DEFINITIONS.—In this section:
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“(1) SELECTED INSULIN PRODUCTS.—The term
‘selected insullin products’ means, for any plan year
beginning oﬁ or after J amuary 1, 2027, at least one
(ﬁ' cach dosage form (such as vial, Il)en, or inhaler
désage forms) of cach different type (such as rapid-
a(.zting, short-aeting, inte1'111e-dlia‘te~aeti11g, lon_g—'a.cting,
and pre-mixed) of insulin, when such form is L-
censed and marketed, as selected by the group
health plan or health insurance issuer.
“(2) INnsULIN.—The term ‘msulin’ means insx_b
fin that is licensed under subsection (a) or (k) Qf
section 351 and continues to he marketed pm‘sﬁﬁ.nt
to such licensure, |
“le) OUT—OI@*-NETWQR.K PROVIDERS.—Nothing in
this section requires a plan or issumer that has a network
of providers to provide benefits for selected insuﬁn prod-
ucts deseribed in this seetion that are delivered by an out-
of-network provider, or precludes a plan or issuer that has
a network of providers from imposing higher cost-sharing
than the levels specified in subsection (a) for selected insu-
lin produets deseribed in this section that are delivered
by an out-of-network provider.

“{d) RULE oF CONSTRUCTION —Subsection (a) shall
not be eonstrued to reguire coverage of, or prevent a group

health plan or health insurance issuer from imposing cost-
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sharing other than the levels specified in subsection (a)
on, msulin produets that are not selected insulin products,
to the extent thét such coverage is not otherwise required
and such (,OSt .sh"umg is othermgc pernntted under I* ed~
eral and applicable State law
“(e) APPLICATION OF COST-SHARING rl‘()WAm)s

DEDUCTIBLES AND OUT-0F-POCKET N

cost-sharing payments made pursnant to subseetidn {(a)(2)
shall be counted toward any deduetible or out-of-pocket
maximun that applies under the plan or coverage.

“(f) OTHER REQUIREMENTS.—A group health plan
or health insurance issuer offering group or individual
health insurance coverage Shaﬂ not impose, directly or
through an cntity providing pharmaey benefit ma.nage;
ment services, any prior authorization or other medical
management requirement, or other similar conditions, on
seleeted insulin products, except as clinically justified for
safety: reasons, to ensure reasonable quantity limits and

as specitied by the Secretary.”

(h) No ErrecT ON OTHER COST-
1302(A)(2) of the Patient Protection and Affordable Care
Act (42 U.8.C. 18022(1)(2)) is amended by adding at the
end the following new subparagraph:

| “(D) SPECIAL RULE RELATING TO INSU-

LIN COVERAGE.—Ior plans years beginning on
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or after January 1, 2028, the exemption of cov-
erage of selected insulin products (as defined in
section 2799A-12(h) of the Public Health Secrv-
ice Act) from the application of é.ny deducﬁible
pursuant to section 27991&—12(&)(1). of 'Sueh
Act, seetion ‘7277(51,)(1) of the Einployee Retire-
ment Income Security Act 'of 1974, 01;' secﬁion
9827(a)(1) of the Internal Revenue Code of
1986 shall not he considered when determining
the actuarial value of a qualified health plan
under this subseetion.”,
COVERAGE OF CERTAIN INSULIN PRODU.(JTS

Section 1302(@) of the

14 Patient Protection and Affordable Care Act (42 U.S.C.

15
16
17
18
19
20
21
22
23
24
25

18022(e)) is amended by adding at the end the following:

“(4) COVERAGE OF CERTAIN INSULIN PROD-

UCTs.—

“(A) IN GENBRAL.—Notwithstanding para-
graph (1)(B)(i), for plan years beginning on or
after January 1, 2027, a health plan described
in paragraph (1} shall provide coverage of se-
leeted nsulin products, in accordance with sec-
tion 2799A-12 of the Public Heaith Service
Act, before an enrolled individual has ineuwrred,

curing the plan year, cost-sharing expenses in
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an amount equal to the annual Hmitation in ef-
feet under subsection (¢)(1) for the plan year.
“(B) TrERMINOLOGY.—For purposes of
subparagraph (A)—
| “(i) the term ‘selected insulin prod-
uets’ has the meaning given such term in
section 2799A-12(b) of the Public Health
Service Act; and
“(i) the requirements of section
2799A-12 of such Act shall be applied by
deeming each reference in sueh seetion to
‘individual health insuwrance coverage’ to be
a 1'eference to a plan deseribed in para-
graph (1).”,
() ERISA.—

(1) IN GENERAL.—Subpart B of part 7 of sub-
title B of title T of the Bmployee Retirement Income
Sceurity Act of 1974 (29 U.S.C. 1185 et seq.) is
amended by adding at the end the following:

“SEC, 727. REQUIREMENTS WITH RESPECT TO COST-SHAR-
ING FOR CERTAIN INSULIN PRODUCTS.

“(a) IN GENERAL.—Tor plan years beginning on or

after January 1, 2027, a group health plan or health in-

surance issuer offering group health insurance coverage
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1 shall provide coverage of selected imsulin produects, and
2 with respect to such produets, shall not—

3 “(1) apply any deductible; or

4 “(2) impose any cost-sharing 1;(-3(]L1'11‘(3111€11t$ in
5 exeess of, per 30-day supply—

6 “(A) for any applicable plan year begin-
7 ning before Jannary 1, 2028, $35; or

8 “(B) for any plan year begiuning on or
9 after Janmary 1, 2028, the lesser of—

10 “(1) $35; or

11 “(i1) the amount equal to 25 percent
12 of the negotiated price of the sclected nsu-
13 lin produet net of all price cohcessions re-
14 ceived by or on behalf of the plan or issuer,
15 including price concessions received by or
16 on hehalf of third-party entitics providing
17 services to the plan or issuer, such as
18 pharmacy benefit management services or
19 third party administrators.

20 “(b) DeFINITIONS.—In this section:

21 “(1} SELECTED INSULIN PRODUCTS.—The term
22 ‘selected insulin products’ means, for any plan year
23 begining on or after January 1, 2027, at least one
24 of each dosage form (such as vial, pen, or inhaler
25 dosage forms) of cach different type (such as rapid-
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acting, short-acting, intermediate-acting, long-aeting,

and pre-mixed) of insulin, when such form is li-

censed and marketed, as seclected by the group

hea.li:h-phn or health insurance issuer.

“(2) Insuran.—The term ‘insulin’ means insu-
lin that 1s licensed wnder subsection {a) or (k) of
section 351 of the Public Health Service Act (42
U.S.C. 262) and continues to be marketed pursuant
to such licensure.

“(e) OUT-0F-N ETWGRK ProvipERs.—Nothing in
this seetion ‘1’0(1ui1'es a plan or issuer that has a network
(iff p]'ovidel‘Q to provide benefits for selected inéulin prod-
ucts described i this section that are delivered hy an out-
of-network provider, or prechades a plan or issuer that has
a network of providers from imposing higher eost—sh.ﬁring
than the levels specified in subsection {a) for selected insu-
lin products described in this scction that are delivercd
by an out-of-network provider,

“(d) RuLe oF CONSTRUCTION.—Subsection (a) shall
not be construed to require coverage of, or prevent a group
health plan or health insurance issuer from imposing cost-
sharing other than the levels specified in subseetion {a)
on, insulin produets tila.t are not, selected sulin products,

to the extent that such coverage is not otherwise required
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and sueh cost-sharing is otherwise permitted under Fed-
eral and ap],ﬂicablé State law.

| “(e) APPLICATION OF COST-SHARING TOWARDS
DEDUOTIBLES AND OUT-OF-POCKET MAXIMUMS.—Any
cost-sharing payments made pursnant to Subseetilon (a)(2)
shall be counted toward any deduetible or out-of-pocket
maximum that applies under the plan 01; coverage.

“() OTHER REQUIREMENTS.—A group health plan
or health insurance issuer offering group health insurance
coverage shall not impose, direcfly or through an cntity
providing pharmacy benefit management serviees, any
prior authorization or other medical management require-
ment, or other‘ similar conditions, on selected insulin prod-
uets, except as clinically justified for safety reasons, to en-
sure reasonable quantity limits and as specified by the
Seeretary.”.

(2) CLERICAL AMENDMENT.—The table of con-
tents in section 1 of the Employee Retivement In-
come Security Act of 1974 (29 U.S.C. 1001 et seq.)
is amended by inserting after the item relating to
section 726 the following:

“See. 727. Requirements with respect to cost-sharing for eertain fnsulin prod-
{ 1
uets.”,

(e) INTERNAL REVENUE CODE.—
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(1) IN GENERAL—Subchapter B of chapter

100 of the Intema.l Revenue Code of 1986 is amend-

ed by adding éjt the end the following:

“SEC. 9827. REQUIREMENTS WITH RESPECT TO COST-SHAR-
ING FOR CERTAIN INSULIN PRODUCTS.

“(a) IN GENERAL.—Ior plan years beginning on or
after Jannary 1, 2027, a group health plaﬁ shall provide
coverage of selected msulin products, and with vespect to
such products, shall not— |

“(1} apply any deduetible; or
“(2) impose any cbst—sharing 1'eqtli1"e1llez1ts in
excess of, per 30-day supply—
“(A) for any applicable plan year begin-
ning before January 1, 2028, $35; or
“(B) for any plan year beginning 01{ or
after January 1, 2028, the lesser of— |
“(i) $35; or
“(ii) the amount equal to 25 percent
of the negotiated price of the selected insu-
lin product net of all price concessions re-
ceived by or on behalf of the plan, inelud-
ing price concessions received by or on be-
half of third-party entities providing serv-

ices to the plan, such as pharmacy benefit
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11
management services or third party admin-

istrators.

“(h} DERPINITTONS.—In this seetion:

“(1) SELE_CTED INSULIN PRODUCTS.—The term
‘selected insulin products’ means, for any plan year
beginning on or after January 1, 2027, at least oﬁe
of each dosage form (such as vial, pen, or inhaler
dosage forms) of each different type (suéh as rapid-
acting, short-acting, intermediate-acting, long-acting,
and pre-mixed) of insulin, when sueh form is li-
cenised and marketed, as éeléeted by the group
health plan.

“(2) InsuLIN.—The term “nsulin’ means insu-
lin that is licensed under Subsection {a) or (k) of
section 3561 of theA Public Health Service Act (42
U.8.C. 262) and eontinues to be marketed pursuant
to such licensure.

“(¢) OUT-OR-NETWORK PROVIDERS.—Nothing in
this section requires a plan that has a network of providers
to provide benefits for selected insulin products described
in this scetion that are delivered by an out—oflnet\york pro-
vider, or precludes a plan that has a network of providers
from imposing higher cost-sharing than the levels specified

in subscction (a) for selected insulin products deseribed
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in this section that are delivered by an 0ut—0f—netw¢rk pro-
vider.

“(d) RULE OF CONS’PRUCTION.—_—Subsection (a) shall
uot be construed to recuire coverage of, or prevent a group
health p}mi from imposing cost-sharing other than the lev-
eis specified in subsection (a) on, insulin products that are
not selected insulin products, to the extent that such cov-
erage 1s not otherwise required and such cost-sharing is
btllel_'\\dse permitted under Federal and a})piicab]e State
law.

“(e) APPLICATION OF COST-SHARING TOWARDS
DebucTIBLES AND OUT-OR-POCKET MAXIMUMS.—Any
cost-sharing payments made pursuant to subsection (a)(2)
shall be counted toward any deductible or out-of-pocket
maximum that applies under the plan.

“(f) OruER REQUIREMENTS.—A group health plan
shall not impose, directly or through an entity providing
pharmacy benefit management services, any prior author-
ization or other medical management requirement, or
other similar conditions, on selected insulin products, ex-
cept as clinieally justified for safety reasons, to ensure rea-
sonable quantity limits and as specified by the Seeretary.”.

(2) CLERICAL AMENDMENT,—The table of sec-

tions for subchapter B of chapter 100 of sueh Code
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is amended by adding at the end the following new
item:

“See, 9827, Requirements with respoct to cost-sharing for certain insulin prod-
uets,”.

SEC, 202, APPLICATION TO RETIREE AND CERTAIN SMALL
| GROUP PLANS.

(a) ERISA.—Section 732(x) of the Employce Retire-
ment Income Security Act of 1974 (29 U.8.C. 1191a(a))
is amended by striking “and 726" and inserting “726, and
7277,

(b) IRC.—The Internal Revenue Code ofl 1986 is
é.mended—-

| (1) in section 9831(a)(2), by striking “section
9826 a.nd inserting “‘sections 9811, 9826, and
9827 and |
(2) in seetion 4980D(A)(1), by striking “section
98117 and inserting “section 9811 or 9827,
SEC. 203. ADMINISTRATION.

(a) IMPLEMENTATION,—Notwithstanding any other
provision of law, the Secretary of Health and Human
Services, the Secretavy of Liabor, and the Secretary of the
Treasury may implement the provisions of, including the
amendments made by, this subtitle for plan years that
begin on or after January 1, 2027, and end not later than
January 1, 2030, by subregulatory guidance, program in-

struetion, or otherwise.
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(b) NON-APPLICATION OF TIHE PAPERWORK REDUC-
TION AcT—Chapter 35 of title 44, United States Code
(commonly referred to as the “Paperwork Reduetion Act
of 1995”), shall not apply to the provisions of, inelludil-lg
the amendments made by, this subtitle. |
Subtitle B—Pharmacy Benefit Man-

ager Transparency and Rebate

Reform
SEC. 211. FULL REBATE ON INSULIN PASS-THROUGH TO

. PLAN,

(a) PHSA—Part D of ltitle XXVH of the Pubhe
Health Service At (42 U.S.C. 300gg-111 et seq.), as
amended by section 201, is further amended by adding
at the end the following:

“SEC. 2799A-13, FULL REBATE ON INSULIN PASS-THROUGH
TO PLAN.

“(a) IN GENERAL.—A pharmacy benefits manager,
a third-party administrator of a group health plan, a
health insurance issuer offering group health insurance
coverage, or an entity providing pharmacy benefits man-
agement services under such health plan or health insur-
ance coverage shall remit 100 percent of rebates, fees, al-
ternative discounts, and all other remuneration received
from a pharmaceutical manufacturer, distributor or any

other third party, that are related to utilization of insulin
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under such health plan or health insurance coverage, to

the group hea‘lth plan.

Such

“(h) I"'ORM AND MANNER OF REMITTANCE.

rebates, fees, alternative discounts, and other remunera-

tion shall be—

“(1) remitted to the group hea.lfh plan in a
timely fashién after the period for whieh such re-
bates, fees, or other remuneration is calenlated, and
in no case later than 90 days after the end of such
period; ‘

“(2) fully disclosed and enumerated to the
group health plan sponsor; and

“(3) available for andit by the plan sponsor, or
a third-party designated by a '])Ia.n sponsor no less
than once pei‘l plan year.”

(b) ERISA.

(1) IN GENERAL.—Subpart B of part 7 of sub-
title B of title I of the Employee Retirement Income
Security Act of 1974 (29 U.S.C. 1185 et seq.), as
amended by section 201, is further amended by add-

ing at the end the following:

“SEC. 728. FULL REBATE ON INSULIN PASS-THROUGH TO

PLAN.

“(a) In GENERAL—A pharmacy benefits manager,

25 a third-party administrator of a group health plan, a
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health insurance issuer offering group health insurance
coverage, or an entity providing pharmacy benefits man-
agement services undér such health plan or health insur-
ance covci‘age shall remit 100 percent of rebates, fees, al-
ternative discounts, and all other 1‘enlunera.tioﬁ received
from a pharmaceutical manufacturer, distributor or any
other third party, that are related to utilization of insulin
under such health plan or health insurance coverage, to
the group health plan.

Sueh

“(b) ForM AND MANNER OF REMITTANCE,
rebates, fees, alternative discounts, and other remunera-
tion shall be— |

“(1) remitted to the group | health plan .in a
timely fashion after the Aperiod for which sueh re-
bates, fees, or other remuneration is caleulated, and
in no case later than 90 days after the end of such
period;

“(2) fully disclosed and enumerated to the
group health plan sponsor; and

“(3) available for audit by the plan sponsor, or

a third-party designated by a plan sponsor no less

-than once per plan year.”,

(2) CLERICAL AMENDMENT.—The table of con-
tents m section 1 of the Employee Retirement In-

come Seenrity Act of 1974 (29 U.S.C. 1001 ct seq.),
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as amended by seetion 201, is further amended by
inserting after the item relating to section 727 the
following:

“See. 728, Full rebate on insulin pass-through to plan.”,

(e) I\ITDR\’AL Reve

(1) IN GENERAL.

Subchapter B of chapter
100 of the Internal Revenue Code of 1986, as
amended by seetion 201, is further amended by add-
mg at the end the following new section:

“SEC, 9828. FULL REBATE ON INSULIN PASS-THROUGH TO

PLAN.
“(a) I\T GENERAL.—A phar macy benefits manager,

a thn‘d party admmlstrator of a group health plan or an

entity providing pharmacy benefits management services

under such health plan shall remit 100 peréent of rebates,
fees, alternative diseounts, and all other remuneration re-
ceived from a pharmaceutical manufacturer, diétributor or
any other third party, that are related to utilization of in-

sulin under such health plan, to the group health plan.

“(b} FORM AND MANNER OF REMITTA?
rebates, fees, alternative discounts, and other remumera-
tion shall be— | |

“(1) remitted to the group health plan in a
timely fashion after the period for which such re-

bates, fees, or other remuneration is calculated, and
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m 1o easc later than 90 days after the end of sueh
period; | |

“(2) fully ﬂisciosed and enumerated to the
group health plan sponsor; and

“’(3) available for audit by the plan sponsor, or
a third-party designated by a plan sponsor no less
than onee per plan year,”.

(2) CLERICAL AMENDMENT.—The table of sce-
tions for subehapter B of chapter 100 of such Code,
as amended by section 201, is further amended by

~adding at the end the following new item:

“Sece. 9828. Full rebate on insulin pass-through to plan,”, 7
Subtitle C—Programs for ~ Pro-
viding Affordable Insulin to Un-
insured Individuals
SEC. 221. PILOT PROGRAM FOR PROVIDING AFFQRDABLE
. .INSULIN TO UNINSURED INDIVIDUALS,
Part P of title 111 of the Public Health Service Act
(42 U.5.C. 280g et seq.) is amended by adding at the end
the following:
“SEC. 399V-8, PILOT PROGRAM FOR PROVIDING AFFORD.-
ABLE INSULIN TO UNINSURED INDIVIDUALS.
“(a) IN GENERAL.—The Seerctary shall conduct a 5-
year pilot program under which the Seeretary awards
grants to 10 States for pwrposes of providing affordable

msulin to uninsured individuals.
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“(b) Awanps.—The Secrctary shall award orants

wnder this seetion to 10 States that—

“(1) submit an application to the Secretary, at
such time, in such mam.ler, and containing such in-
formation as the Secretary may require; and |

“(2) have high rates of ﬁninsured individuals
anc ihdividuals diagnosed with diabetes, which may
include high rates of newly diag‘noéed diabetes.

“(c) Use oF FUNDS.—A State shall use the grant

funds received under this section for any of the following

purposes:

“(1) To assist in the purchase or disﬁenﬂng of
inswlin, through Federally ¢ualified health centers
and retail comnmunity pharmacies, for uninsured in-
dividuals.

“(2) To enroll individuals in programs under
which drug manufacturers provide finaneial or medi-
cation assistance to low-income individuals, in order
to assist such individuals in obtaining insulin.

“(3) To allow Federally qualified health eenters
to establish new, or maintain or expand existing, on-
site pharmacies owned and operated by the health
center that provide low-cost insulin to patients, and
to allow retail community pharmacies to provide low-

cost insulin to patients.
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“(4) To engage in other activities to assist -
insured individuals in obtaining insulin, as the .Sec—
retary determines appropriate.

“(d} ForMULA.—The Secretary shall establish a for-

mula for purposes of determining the grant amount nnder

this section for each State. Sueh formula shall—

1) p‘rovide for a minimum amouﬁ_t that will
be provided to cach State; and

“(2) take into account the rates of mdividuals
with type 1 or type 2, msulin-dependent diabetes
and of uninsured individuals in each State for pur-
poses of determining any additional amounts pro-
vided to a State,

“(e) ACCOUNTABILITY AND OVERSIGHT.—A State

receiving a grant under this seetion shall, not later than
1 year after receiving the grant, submit a report to the

Secretary that inchudes—

“(1) a deseription of the purposes for which the
grant funds received by the State were expended in
the preceding fiscal year, and the activities of the
State under the grant during_sueh year; and

“(2) the number of individuals served through
the grant.

“(fy DEFINTTIONS,—In this section:
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“(1)  AFFORDABLE.—The term ‘affordable’,
with respect to insulin, means that the out-of-pocket
cost to the individual for the insulin i1s not more
than $35 per 1-month supply.

“(2) TFEDERALLY-QUALIFIED HMEALTH CEN-
TER.~The term ‘Fe_dlera‘lly—qualified health center’
has the meaning given suel term in seetion
1305(1)(2) of the Social Security Act.

“(3Y INSULIN.—The term ‘insulin’ means insu-
lin that is licensed under subscetion (a) or (k) of
secetion 351 and continues to he marketed undef
such section.,

“_(4) RETAIL COMMUNITY PHARMACY.—The
term ‘retail Connnunity pharmaey’ has the meaning
given such term in section 1927(k)(10) of the Social
Security Act.

“(5) UNINSURED INDIVIDUAL.—The term ‘“un-
insuwred individual” means an individual who—

“(A) is a citizen of the United States or a
qualified alien (as defined in section 431(bh) of
the Personal Responsibility and Work Oppor-
tunity Reconciliation Aet of 1996);

“(B) does not: qualify for coverage under a
Federal health eare program {as defined in sec-

tion 1128B(f) of the Social Sceurity Act), the
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health program established under chapter 89 of
title b5, Unitgad States Code, or a group health
plan or group health insurance coverage (as de-
fined in section 2791); and

“(C) is not entitled to a premium assist-
ance tax eredit under Secﬁion 368 of the Inter-
nal Revenué Code of 1986.

“(g) AUTHORIZATION OF APPROPRIATIONS.—To
carry out this section, there is authorized to be appro-
priated $100,000,000 for fiscal year 2027, to remain
available until expended.”.

SEC. 222, GAO STUDY ON UNINSURED INDIVIDUALS WHO
USE INSULIN.

(a) IN GENERAL.~The Comptroller General of the
United States shall conduet a study, in consultation with
patienlt, chinical, and provider groups and other experﬁs,
and not later than 2 years after the date of enactment
of this Act, issue a report, on the characteristies of unin-
sured individuals who usc insulin, Sueh study and report
shall, to the extent data is available, include consideration
of—

(1) any States or regions in which there is a
higher prevalence of such individuals;
(2) any identifiable potential reasons for unin-

sured status;
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(_3) (191110@'&})1&0 eharacﬁer-istics of such individ-
ua.ls_, Such as race and ethnicity; a.n_d

(4) income level of su_ch individua.ls.

(b)' DEFINITIONS,—In this section, the terms “insu-
lin” and “aninsured individual” have the meanings given
such tel'mé in section 399V--8 of the Public Health Service
Act, as added by seetion 221, |
SEC, 223. INSULIN RESOURCE CENTER AND HOTLINE FOR

UNINSURED INDIV"IDUALS.

(a) IN GENERAL—The Seerctary of Health énd
Human Services (veferred to in this section as the “Sec-
retary”) shall award a grant to an eligible entity for pur-
poses of-—

(1} cstablishing and maintaining a resource
center of assistance programs offered by manufac-
tures or other entities that are available to unin-
sured indixdduals secking affordable insuling and

(2) conducting the public education activities
deseribed in subsection (¢)(7).

(h) ELIGIBLE ENTITIES.—To be eligible to receive
the grant under subseetion {a), an entity shall—

(1) be a trade, industry, or professional associa-
tion, community- and conswmer-focused nonprofit
entity, or other entity, as determined by the Sec-

retary that—
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1 (A) is capable of earvying out the duties
2 deseribed in subsection (e);

3 (B) meets the standards deseribed in su-
4 seetion (e); and

5 (C) provides information consistent with
6 the standards developed under subsection (f);
7 and

8 (2) submit an application to the Secretary, at
9 such time, in such manner, and containing such in-
iO formation as the Secretary may require, ineluding
11 information demonstrating that the entity—

12 {A) has existillg relationships, or coﬁld
13 readily establish relationships, with consumers
14 (including wninswred individuals), health care
15 providers, manufacturers of insulin, social serv-
16 ice providers, pharmacies, and other experts
17 that the Seeretary determines appropriate, to
18 mecet the goals of this section; and

19 (B) has, or will establish, partnerships
20 with, and solicit feedback from, other entitics in
21 other industries, profes‘éiona.l associations, and
22 community- and conswner-focused nonprofit or-
23 ‘ganizaitions, to meet the goals of this section.

24 {e) DUTIES.—An entity that receives a grant under

25 this section shall—
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(1) dish~ib11te fair a.ndl mpartial mformation
(3011061‘1“&11{: cligibility for manufacturer, foundational,
and other assistance 1)1‘0g1'ﬁ.1113 available to patients
secking affordable insulin; o

(2) facilitate envollment in manufacturer assist-
ance programs or other assistance programs for un-
insured individuals;

(3) make available to the public, thr_ough a
standardized website, a clearinghouse of suﬁport
a.va.iléble to patienté, meluding—

(A) a link to Federally ‘qua.liﬁed health
centers and other providers, by ZIP Code; -

(B) a link to retail commuaity pharmacies,
by ZIP Code; and

(C) information about how to enroll in
lealth insurance;

(4} provide information in a manner that is enl-
turally and linguistically appropriate;

(D) establish a hotline through which individ-
uals may reach cxperts with questions about access
to mmsulin, and that—

(A) is a 24/7 veal-time hotline;
(B} provides voice and text sapport; and
(C) is staffed by navigators or licensed

health eare professionals;
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(6) provide guidance to hospitals on how to
share the website and hotline with patients; and
(7) conduet public education achtivities, in col-
laboration with the Department of Health and
Human Services, to raise awareness of the avail-
ability of all manufacturer, foundational, and other
assistance programs available to patients seeking af-
fordable ingulin, with a focus on uninsured individ-
naly; including hy— |
(A) partnering with community health cen-
ters, hospitals, retail community pha.rmlacies,
and eommunity-based organizations with a
focus on access to affordable medicine; and
{(B) working with State and local health
departments to target the programs carried out
using the grant to underserved communities.

(d) Duties or THE SBECRETARY.—The Secretary

shall—

(1) cnsure adequate maintenance of the re-
source center cstablished by the entity receiving a
grant under subsection (a);

(2) publicize such resource eenter on the
website of the Department of Health and Human
Services and across Federal agencies, as the Sec-

retary determines appropriate; and
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—

(3) ensure that such resouvee center meets the
standards under subseetion (e), and withdraw the
grant and make an award to a different eligible enti-

ty in the case that an eligible entity fails to meet

T I TR O

such standards.

(e) STANDARDS.—The Secretary shall  establish
standards for the resource center undler this section, in-
cluding provisions to cnsure that the entity receiving a

grant under this section is qualified to engage in the ac-

O e o~ Oy

tivities described in this section and to avoid eonflicts of

1T interest. Under such standards, such entity—

i2 (1) shall not—

13 (A) be a manufacturer of insuliﬁ products;
14 or

15 (BB) receive any consideration directly or
16 indireetly from any manufacturer of insulin
17 _ products in couneetion with the enrollment of
18 any individuals in an assistance program; and
19 (2) shall provide information that is fair, acen-
20 rate, and impm'tia.l‘

21 (£) Dara COLLECTION AND EVALUATIONS.—The

22 Sceretary may collect data and conduct evaluations with
23 respecet to the serviees provided by the resource eenter de-
24 seribed in this section for purposes of assessing the extent

25 to which the provision of the services—
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(‘1) reduces out of pocket insuii'n costs for unin-
sured indlividua.ls; |

{2) mereases a.wareneés of aséista.nee programs
or foundational support available for uninsured indi-
viduals; a.hd | |

| (é) improves utilization of the resources de~

seribed in paragraph. (2) by uninsured individuals.

(g) REPORTS T0 CONGRESS.—The Secretary shall

submit to the Committee on Health, Education, Labor,

and Pensions and the Committee on Appropriations of the

Senate and the Committee on Eliergy and Commerce and
the Committee on Appropriations of the House of Rep-
resentatives, and make publicly available, annual reports
on the aetivities carried out under this section, including
any changes ﬁ1 the availability or scope of assistance pro-
grams offered by insulin manufacturers and information
about the number of individuals who nse the resouree cen-
ter, including the website or hotline.
(h) DErINTrIONS,.—In this seetion—
(1) the term “assistance program’” means a
program to assist patients in obtaining a drug at a:
reduced cost, and includes third-party payments, fi-
nancial assistance, discounts, product vouchers, and

other reductions in ont-of-pocket expenses;
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(2) the term “Ifederally-qualified health center”
has the meaning given such term in  section
1905(D(2) of the Social Seeurity Act (42 U.S.C,
1396d(1)(2)); |

(3) fhe terlﬁ “insulin” means insulin that is li-
censed under subseetion (a) or (k) of section 351 of
the Public Health Service Act (42 U.S.C. 262) and
continues to be nm.rkéted pursuant to such licensure;

(4) the term “retail comnmunity pharmacy” has
the meaning given such term in section 1927(]{_)(10)
of the Social Security Act (42 U.S.C. 1396w
8(k){10)); and |

(5) the term “uninsured individual’’ means an
mdividual who—

(A) does not qualify for coverage under a

Federal health care program (as defined in see-

tion 1128B(f) of the Social Seenrity Act (42

U.5.C. 1320a~7h(f))), the health program es-

tablished under chapter 89 of title 5, United

States Code, or a group health plan or group

health insurance coverage (as defined in section

2791 of the Public Health Service Act (42

U.8.C. 300gg-91)); and l
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| (B) 1s not entitled to a premium assistance
2 tax eredit mnder section 36B of the Internal
3 Revenue Code of 1986,

4 (1) FUNDING.—To earry out this scetion, there are
5 anthorized to be appropriated $2,000,000 for each of fis-
6 cal years 2027 through 2032,




