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H.R. ___

117TH CONGRESS	
  1ST SESSION		

To amend title III of the Public Health Service Act to improve patient access to medications eligible to be purchased under the drug discount program under section 340B of such title, and for other purposes.


_____________________

	
IN THE HOUSE OF REPRESENTATIVES

___________________

______________ introduced the following bill; which was  referred to the Committee on ____________________


_______________________

A BILL

To amend title III of the Public Health Service Act to improve patient access to medications eligible to be purchased under the drug discount program under section 340B of such title, and for other purposes.
.

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 “340B Fund Act of 2021”.
SEC. 2. 340B PATIENT ASSISTANCE FUND.
(a) IN GENERAL.—Subpart VII of part D of title III of the Public Health Service Act (42 U.S.C. 256b et seq.) is amended by adding at the end the following new section:
“340B-PATIENT (P) ASSISTANCE FUND
“SEC. 340B–P.  (a) IN GENERAL.—The Secretary of Health and Human Services (in this section referred to as the “Secretary”) shall establish a program by not later than January 1, 2023, to provide out-of-pocket expense assistance to eligible individuals (as determined under subsection (b)) by reimbursing eligible health care providers (as defined in subsection (e)) for unreimbursed costs for 340B covered drugs (as defined in subsection (e)) from the fund established under subsection (c).
“(b) OUT-OF-POCKET ASSISTANCE FOR INDIVIDUALS WITH INCOME UP TO 400 PERCENT OF POVERTY LINE.—
[bookmark: act-1860d.14-a-1]“(1) INCOME-RELATED OUT-OF-POCKET EXPENSE ASSISTANCE.—
“(A) INDIVIDUALS WITH INCOME BELOW 200 PERCENT OF POVERTY LINE.—In the case of an out-of-pocket expense assistance eligible individual (as defined in paragraph (4)(A)) with insurance who is determined to have income that is below 200 percent of the poverty line applicable to a family of the size involved, the individual is entitled to a 65 percent reduction of out-of-pocket costs for 340B covered drugs. 
“(B) INDIVIDUALS WITH INCOME BELOW 300 PERCENT OF POVERTY LINE.—In the case of a out-of-pocket expense assistance eligible individual (as defined in paragraph (4)(A)) with insurance who is determined to have income that equals or exceeds 200 percent of the poverty line applicable to a family of the size involved, but that is below 300 percent of such poverty line, the individual is entitled to a 55 percent reduction of out-of-pocket costs for 340B covered drugs. 
“(C) INDIVIDUALS WITH INCOME BELOW 400 PERCENT OF POVERTY LINE.—In the case of a out-of-pocket expense assistance eligible individual (as defined in paragraph (2)(A)) who is determined to have income that equals or exceeds 300 percent of the poverty line applicable to a family of the size involved, but that is below 400 percent of such poverty line, the individual is entitled to a 45 percent reduction of out of pocket costs for 340B covered drugs.
“(2)  ENHANCED ASSISTANCE FOR UNINSURED INDIVIDUALS.—An individual who would be described in paragraph (1), but  who is not covered by insurance that meets the requirements for minimum essential coverage (as defined in section 5000A(f) of the Internal Revenue Code of 1986) is entitled to an 80 percent reduction of out-of-pocket costs for 340B covered drugs. 
“(3) LIMITATION.—For purposes of this section, the Secretary shall treat out-of-pocket costs as attributable to an individual only if such costs must be paid by the eligible individual and the individual  is not reimbursed through insurance or otherwise, a group health plan, or other third-party payment arrangement for such costs.
[bookmark: act-1860d.14-a-3]“(4) DETERMINATION OF ELIGIBILITY.—
[bookmark: act-1860d.14-a-3-a]“(A) OUT-OF-POCKET EXPENSE ASSISTANCE ELIGIBLE INDIVIDUAL DEFINED.—For purposes of this part, subject to subparagraph (F), the term ‘out-of-pocket expense assistance eligible individual’ means an individual who—
[bookmark: act-1860d.14-a-3-a-ii]“(i) has income below 400 percent of the poverty line applicable to a family of the size involved; 
“(ii) is not a patient of a covered entity (as defined in section 340B(a)(4)).
“(iii) is not eligible for coverage under which payment could be made for a 340B covered drug under a State plan approved under title XIX of the Social Security Act.
[bookmark: act-1860d.14-a-3-b]“(B) DETERMINATIONS.—
[bookmark: act-1860d.14-a-3-b-i]“(i) IN GENERAL.—The determination of whether an individual residing in a State is an out-of-pocket expense assistance eligible individual and whether the individual is described in paragraph (1) shall be determined under the State plan under title XIX of the Social Security Act for the State under section 1935(a) of such Act or by the Commissioner of Social Security. There are authorized to be appropriated to the Social Security Administration such sums as may be necessary for the determination of eligibility under this subparagraph.
[bookmark: act-1860d.14-a-3-b-ii]“(ii) EFFECTIVE PERIOD.—Determinations under this subparagraph shall be effective beginning with the month in which the individual applies for a determination that the individual is an out-of-pocket expense assistance eligible individual and shall remain in effect for a period specified by the Secretary, but not to exceed 1 year.
[bookmark: act-1860d.14-a-3-b-iii]“(iii) REDETERMINATIONS AND APPEALS THROUGH MEDICAID.—Redeterminations and appeals, with respect to eligibility determinations under clause (i) made under a State plan under title XIX of the Social Security Act, shall be made in accordance with the frequency of, and manner in which, redeterminations and appeals of eligibility are made under such plan for purposes of medical assistance under such title.
[bookmark: act-1860d.14-a-3-b-iv]“(iv) REDETERMINATIONS AND APPEALS THROUGH COMMISSIONER.—With respect to eligibility determinations under clause (i) made by the Commissioner of Social Security—
[bookmark: act-1860d.14-a-3-b-iv-i]“(I) redeterminations shall be made at such time or times as may be provided by the Commissioner; 
[bookmark: act-1860d.14-a-3-b-iv-ii]“(II) the Commissioner shall establish procedures for appeals of such determinations that are similar to the procedures described in the third sentence of section 205 of the Social Security Act; and
[bookmark: act-1860d.14-a-3-b-iv-iii]“(III) judicial review of the final decision of the Commissioner made after a hearing shall be available to the same extent, and with the same limitations, as provided in subsections (g) and (h) of section 1631(c)(1)(A) of the Social Security Act.
[bookmark: act-1860d.14-a-3-c]“(C) FEDERAL POVERTY LINE.—For purposes of applying this section the term ‘poverty line’ has the meaning given such term in section 673(2) of the Community Services Block Grant Act (42 U.S.C. 9902(2)), including any revision required by such section. Nothing in this section shall be construed to affect the application of section 1902(r)(2) of the Social Security Act for the determination of eligibility for medical assistance under title XIX of such Act.
[bookmark: act-1860d.14-a-3-f]“(D) TREATMENT OF TERRITORIAL RESIDENTS.—In the case of an individual who is not a resident of the 50 States or the District of Columbia, the individual is not eligible to be an out-of-pocket expense assistance eligible individual under this section but may be eligible for financial assistance with prescription drug expenses under section 1935(e) of the Social Security Act.
[bookmark: act-1860d.16-a]“(c) ESTABLISHMENT AND OPERATION OF FUND.—
[bookmark: act-1860d.16-a-1]“(1) ESTABLISHMENT.—The Secretary shall establish a fund (in this section, referred to as the “Fund”) consisting of—
“(i) the deposits described in paragraphs (3) and (4);
“(ii) such gifts and bequests as may be made as provided in section 201(i)(1) of the Social Security Act; 
“(iii) accrued interest on balances in the Fund; and 
“(iv) such other amounts as the Secretary, by regulation, may specify.
[bookmark: act-1860d.16-b]“(2) PAYMENTS FROM FUND.— The Secretary shall pay from time to time from the Fund such amounts as are necessary to make payments to operate the program under this section, including reimbursing eligible health care providers for unpaid amounts owed by out-of-pocket expense assistance eligible individuals.
[bookmark: act-1860d.16-c]“(3) DEPOSITS INTO FUND.—
“(A) IN GENERAL.—The Secretary shall deposit the manufacturer discounts collected under subsection (d) into the Fund. 
[bookmark: act-1860d.16-c-3]“(B) APPROPRIATIONS TO COVER GOVERNMENT CONTRIBUTIONS.—There are authorized to be appropriated from time to time, out of any moneys in the Treasury not otherwise appropriated, to the Fund, an amount equivalent to the amount of payments made from the Fund under subsection (b) plus such amounts as the Secretary certifies is necessary to maintain an appropriate contingency margin, reduced by the amounts deposited under subparagraph (1) or subsection (a)(2).
[bookmark: act-1860d.16-c-4]“(4) INITIAL FUNDING AND RESERVE.—In order to assure prompt payment of benefits provided under this part and the administrative expenses thereunder during the early months of the program established by this part and to provide an initial contingency reserve, there are authorized to be appropriated to the Fund, out of any moneys in the Treasury not otherwise appropriated, such amount as the Secretary certifies is required, but not to exceed 10 percent of the estimated total expenditures from such Fund in 2023.”.
[bookmark: act-1860d.14a-a]“(d) MANUFACTURER DISCOUNTS.— 
“(1) ESTABLISHMENT.—Under the program established under this section, the Secretary shall enter into an agreement with each manufacturer of 340B covered drugs under which—
“(A) the amount required to be paid (taking into account any rebate or discount, as provided by the Secretary) by an eligible health care provider (as defined in subsection (e)(1)) for 340B covered drugs does not exceed an amount equal to the average manufacturer price for the drug under title XIX of the Social Security Act in the preceding calendar quarter; and 
“(B) the manufacturer pays an amount equal to the  rebate percentage described in section 340B(a)(2) for each 340B covered drug dispensed to an out-of-pocket expense assistance eligible individual.  
The Secretary shall credit amounts received to the 340B Patient Assistance Fund established under subsection (c). 
[bookmark: act-1860d.14a-b]“(2) TERMS OF AGREEMENT.—
[bookmark: act-1860d.14a-b-1]“(A) IN GENERAL.—
[bookmark: act-1860d.14a-b-1-a]“(i) AGREEMENT.—The terms of the agreement shall be similar to the terms of the agreement entered into under section 340B(a)(1).
[bookmark: act-1860d.14a-b-1-c]“(iii) TIMING OF AGREEMENT.—
[bookmark: act-1860d.14a-b-1-c-i]“(I) SPECIAL RULE FOR 2021 AND 2023.—For an agreement with a manufacturer to be in effect under this section with respect to the period beginning on January 1, 2023, and ending on December 31, 2023, the manufacturer shall enter into such agreement not later than 30 days after the date of establishment of a model agreement under paragraph (1).
[bookmark: act-1860d.14a-b-1-c-ii]“(II) 2023 AND SUBSEQUENT YEARS.—In order for an agreement with a manufacturer to be in effect under this section with respect to plan year 2023 or a subsequent plan year, the manufacturer shall enter into such agreement (or such agreement shall be renewed under paragraph (4)(A)) not later than January 30 of the preceding year.
[bookmark: act-1860d.14a-b-2]“(B) PROVISION OF APPROPRIATE DATA.—Each manufacturer with an agreement in effect under this section shall collect and have available appropriate data, as determined by the Secretary, to ensure that it can demonstrate to the Secretary compliance with the requirements under the program.
[bookmark: act-1860d.14a-b-3]“(C) COMPLIANCE WITH REQUIREMENTS FOR ADMINISTRATION OF PROGRAM.—Each manufacturer with an agreement in effect under this section shall comply with requirements imposed by the Secretary or a third party with a contract under paragraph (3)(C), as applicable, for purposes of administering the program.
[bookmark: act-1860d.14a-b-4]“(D) LENGTH OF AGREEMENT.—
[bookmark: act-1860d.14a-b-4-a]“(i) IN GENERAL.—An agreement under this section shall be effective for an initial period of not less than 18 months and shall be automatically renewed for a period of not less than 1 year unless terminated under clause (ii).
[bookmark: act-1860d.14a-b-4-b]“(ii) TERMINATION.—
[bookmark: act-1860d.14a-b-4-b-i]“(I) BY THE SECRETARY.—The Secretary may provide for termination of an agreement under this section for a knowing and willful violation of the requirements of the agreement or other good cause shown. Such termination shall not be effective earlier than 30 days after the date of notice to the manufacturer of such termination. The Secretary shall provide, upon request, a manufacturer with a hearing concerning such a termination, and such hearing shall take place prior to the effective dte of the termination with sufficient time for such effective date to be repealed if the Secretary deatermines appropriate.
[bookmark: act-1860d.14a-b-4-b-ii]“(II) BY A MANUFACTURER.—A manufacturer may terminate an agreement under this section for any reason. Any such termination shall be effective, with respect to a plan year—
[bookmark: act-1860d.14a-b-4-b-ii-i]“(aa) if the termination occurs before January 30 of a plan year, as of the day after the end of the plan year; and
[bookmark: act-1860d.14a-b-4-b-ii-ii]“(bb) if the termination occurs on or after January 30 of a plan year, as of the day after the end of the succeeding plan year.
[bookmark: act-1860d.14a-b-4-b-iii]“(III) EFFECTIVENESS OF TERMINATION.—Any termination under this subparagraph shall not affect discounts for 340B covered drugs of the manufacturer that are due under the agreement before the effective date of its termination.
[bookmark: act-1860d.14a-b-4-b-iv]“(IV) NOTICE TO THIRD PARTY.—The Secretary shall provide notice of such termination to a third party with a contract under paragraph (3)(C) within not less than 30 days before the effective date of such termination.
[bookmark: act-1860d.14a-c]“(3) DUTIES DESCRIBED AND SPECIAL RULE FOR SUPPLEMENTAL BENEFITS.—
[bookmark: act-1860d.14a-c-1]“(A) DUTIES DESCRIBED.— The duties described in this subsection are the following:
[bookmark: act-1860d.14a-c-1-a]“(i) ADMINISTRATION OF PROGRAM.—Administering the program, including—
[bookmark: act-1860d.14a-c-1-a-i]“(I) the determination of the amount of the rebate owed for each 340B covered drug of a manufacturer;
[bookmark: act-1860d.14a-c-1-a-vi]“(II) a mechanism for providing information to manufacturers regarding the identification of out-of-pocket expense assistance eligible individuals; 
“(III) a mechanism to avoid duplicate discounts or rebates under other programs; and
[bookmark: act-1860d.14a-c-1-a-vii]“(IV) providing a reasonable dispute resolution mechanism to resolve disagreements between manufacturers, out-of-pocket expense assistance eligible individuals, and the third party with a contract under paragraph (3)(C).
[bookmark: act-1860d.14a-c-1-b]“(B) MONITORING COMPLIANCE.—
[bookmark: act-1860d.14a-c-1-b-i]“(i) IN GENERAL.—The Secretary shall monitor compliance by a manufacturer with the terms of an agreement under this section.
[bookmark: act-1860d.14a-c-1-b-ii]“(ii) NOTIFICATION.—If a third party with a contract under paragraph (3)(C) determines that the manufacturer is not in compliance with such agreement, the third party shall notify the Secretary of such noncompliance for appropriate enforcement under paragraph (5).
[bookmark: act-1860d.14a-c-1-c]“(C) COLLECTION OF DATA FROM HEALTH INSURANCE PLANS.—The Secretary may collect appropriate data from health insurance plans in a timeframe that allows for the Secretary to determine amounts of out-of-pocket expense assistance to be provided for 340B covered drugs under this section.
[bookmark: act-1860d.14a-c-2]“(2) COORDINATION OF BENEFITS.—For plan year 2023 and each subsequent plan year, no out-of-pocket expense assistance shall be available under this section to an out-of-pocket expense assistance eligible individual if the individual has insurance that will pay the out-of-pocket expense amounts for the individual.
[bookmark: act-1860d.14a-d]“(3) ADMINISTRATION.—
[bookmark: act-1860d.14a-d-1]“(A) IN GENERAL.—Subject to subparagraph (2), the Secretary shall provide for the implementation of this section.
[bookmark: act-1860d.14a-d-2]“(B) LIMITATION.—
[bookmark: act-1860d.14a-d-2-a]“(i) IN GENERAL.—Except as provided in clause (ii), in providing for such implementation, the Secretary shall not receive or distribute any funds of a manufacturer under the program.
[bookmark: act-1860d.14a-d-2-b]“(ii) EXCEPTION.—The limitation under clause (i) shall not apply to the Secretary with respect to drugs dispensed during the period beginning on January 1, 2023, and ending on December 31, 2023, but only if the Secretary determines that the exception to such limitation under this subparagraph is necessary in order for the Secretary to begin implementation of this section and provide out-of-pocket expense assistance eligible individuals timely access to discounted prices during such period.
[bookmark: act-1860d.14a-d-3]“(C) CONTRACT WITH THIRD PARTIES.—The Secretary shall enter into a contract with 1 or more third parties to administer the requirements established by the Secretary to carry out this subsection. At a minimum, the contract with a third party under the preceding sentence shall require that the third party—
[bookmark: act-1860d.14a-d-3-a]“(i) receive and transmit information between the Secretary, manufacturers, and other individuals or entities the Secretary determines appropriate;
[bookmark: act-1860d.14a-d-3-b]“(ii) receive, distribute, or facilitate the distribution of funds of manufacturers to appropriate individuals or entities to meet the obligations of manufacturers under agreements under this section;
[bookmark: act-1860d.14a-d-3-c]“(iii) provide adequate and timely information to manufacturers, consistent with the agreement with the manufacturer under this section, as necessary for the manufacturer to fulfill its obligations under this section; and
[bookmark: act-1860d.14a-d-3-d]“(iv) permit manufacturers to conduct periodic audits, directly or through contracts, of the data and information used by the third party to determine discounts for 340B covered drugs of the manufacturer under the program.
[bookmark: act-1860d.14a-d-4]“(D) PERFORMANCE REQUIREMENTS.—The Secretary shall establish performance requirements for a third party with a contract under subparagraph (C) and safeguards to protect the independence and integrity of the activities carried out by the third party under the program under this subsection.
[bookmark: act-1860d.14a-d-5]“(E) IMPLEMENTATION.—The Secretary may implement the program under this subsection by program instruction or otherwise.
[bookmark: act-1860d.14a-d-6]“(F) ADMINISTRATION.—Chapter 35 of title 44, United States Code, shall not apply to the program under this subsection.
[bookmark: act-1860d.14a-e]“(5) ENFORCEMENT.—
[bookmark: act-1860d.14a-e-1]“(A) AUDITS.—Each manufacturer with an agreement in effect under this subsection shall be subject to periodic audit by the Secretary.
[bookmark: act-1860d.14a-e-2]“(B) CIVIL MONEY PENALTY.—
[bookmark: act-1860d.14a-e-2-a]“(i) IN GENERAL.—The Secretary shall impose a civil money penalty on a manufacturer that fails to provide out-of-pocket expense assistance eligible individuals discounts for 340B covered drugs of the manufacturer in accordance with such agreement for each such failure in an amount the Secretary determines is equal with the sum of—
[bookmark: act-1860d.14a-e-2-a-i]“(I) the amount that the manufacturer would have paid with respect to such discounts under the agreement, which will then be used to pay the discounts which the manufacturer had failed to provide; and
[bookmark: act-1860d.14a-e-2-a-ii]“(II) 25 percent of such amount.
[bookmark: act-1860d.14a-e-2-b]“(ii) APPLICATION.—The provisions of section 1128A of the Social Security Act (other than subsections (a) and (b) of such section) shall apply to a civil money penalty under this paragraph in the same manner as such provisions apply to a penalty or proceeding under subsection (a) of such section 1128A.
[bookmark: act-1860d.14a-f]“(F) CLARIFICATION REGARDING AVAILABILITY OF OTHER DRUGS.—Nothing in this subsection shall prevent an out-of-pocket expense assistance eligible individual from purchasing a drug that is not a 340B covered drug (including a generic drug or a drug that is not on the formulary of the health insurance plan that the out-of-pocket expense assistance eligible individual is enrolled in).
“(e) DEFINITIONS.—In this section,
“(1) ELIGIBLE HEALTH CARE PROVIDER.—The term eligible health care provider means—
“(A) A subsection (d) hospital (as defined in section 1886(d)(1)(B) of the Social Security Act) that—
“(i) is owned or operated by a unit of State or local government, is a public or private non-profit corporation which is formally granted governmental powers by a unit of State or local government, or is a private non-profit hospital which has a contract with a State or local government to provide health care services to low income individuals who are not entitled to benefits under title XVIII of the Social Security Act or eligible for assistance under the State plan under this title; 
“(ii) for the most recent cost reporting period that ended before the calendar quarter involved, had a dis-proportionate share adjustment percentage (as deter-mined under section 1886(d)(5)(F) of the Social Security Act) greater than 11.75 percent or was described in section 1886(d)(5)(F)(i)(II) of such Act; and 
“(iii) does not obtain covered outpatient drugs through a group purchasing organization or other group purchasing arrangement; 
“(B) a physician (as defined in section 1861(r) of the Social Security Act), a pharmacist, and such other health care providers who are authorized under the law of the State in which the drug is dispensed to prescribe such drug as the Secretary, by regulation, may specify; and
“(C) does not include a covered entity (as defined in section 340B(a)(4));
“(2) 340B COVERED DRUG.—In this section, the term ‘‘340B covered drug’’—
“(A) means a covered outpatient drug (as defined in section 1927(k)(2) of the Social Security Act); and 
“(B) includes, notwithstanding paragraph (3)(A) of section 1927(k) of such Act, a drug used in connection with an inpatient or outpatient service provided by a hospital described in subparagraph (M), (N), or (O) of subsection (a)(4) that is enrolled to participate in the drug discount program under this section.
[bookmark: act-1860d.14a-g-5]“(3) MANUFACTURER.—The term ‘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. Such term does not include a wholesale distributor of drugs or a retail pharmacy licensed under State law.
(b)  ELIMINATION OF SUBSECTION (D) HOSPITAL ELIGIBILITY FOR 340B DRUG DISCOUNT PROGRAM.—Section 340B of the Public Health Service Act (42 U.S.C. 256b) is amended—
(1) in subsection (a)(4)—
(A) in subparagraph (L), by striking “A subsection (d) hospital” and inserting “Before the date of enactment of the 340B Fund  Act of 2021, a subsection (d) hospital”;
(B) in subparagraph (M), by inserting “as in effect on the day before the date of enactment of the 340B Fund  Act of 2021” after “subparagraph (L)”;
(C) in subparagraph (N), by inserting “as in effect on the day before the date of enactment of the 340B Fund Act of 2021” after “subparagraph (L)(i)”; and
(D) in subparagraph (O), by inserting “as in effect on the day before the date of enactment of the 340B Fund Act of 2021” after “subparagraph (L)(i)”; and
(2) in subsection (b)(2)(B), by striking “service provided by a hospital described in subparagraph (L), (M),” and inserting “service provided by a hospital described in subparagraph (L) before the date of enactment of the 340B Fund  Act of 2021 or a service provided by a hospital described in subparagraph (M),”.
(c) Effective Date.—The amendments made by this section shall apply with respect to plan years beginning on or after January 1, 2023. 
SEC. 3. GAO STUDY AND REPORT ON POTENTIAL FOR REDUCED PATIENT SUPPORT BY HOSPITALS AND INSURERS.
(a) STUDY.—The Comptroller General of the United States shall conduct a study of the effects of the program established by section 340B–P of the Public Health Service Act (as added by section 2) to determine if hospitals alter their provision of charity care and employers alter their provision of health insurance as a result of such program.
(b) MATTERS STUDIED.—The Comptroller General shall consider the following:
(1) HOSPITAL CHARITY CARE POLICIES.—The charity care policies and practices by hospitals—
(A) before and after the date of enactment of this Act; and 
(B) before and after the implementation of the program established by section 340B–P of the Public Health Service Act.
(2) EMPLOYER-SPONSORED HEALTH INSURANCE.—The benefits and coverage provided under employer-sponsored health insurance coverage for outpatient drugs and biologicals—
 (A) before and after the date of enactment of this Act; and 
(B) before and after the implementation of the program established by section 340B–P of the Public Health Service Act.
.(b) REPORT.—Not later than 36 months after the date of enactment of this Act, the Comptroller General shall submit a report to Congress on the study conducted under subsection (a). 
