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L.D. 1018
An Act to Protect Health Care for Rural and Underserved Areas by Prohibiting Discrimination by Participants in a Federal Drug Discount Program
[bookmark: _AMEND_TITLE__8bfa971b_89c7_4d73_b864_0f][bookmark: _PAGE__1_fac36160_3151_421c_9edb_e48c427][bookmark: _PAR__2_22c66721_f958_4d06_8358_d41c70da]L.D. 1018
[bookmark: _PAR__3_1275c018_4f63_4c68_96d2_c3e4ee8e]Date:	(Filing No. S-         )
[bookmark: _PAR__4_2b1787c8_29ad_47bc_9cff_e6bf8cc4]HEALTH COVERAGE, INSURANCE AND FINANCIAL SERVICES 
[bookmark: _PAR__5_07276c85_0a0f_472c_819f_7751eb53]Reproduced and distributed under the direction of the Secretary of the Senate.
[bookmark: _PAR__6_d392ace3_21d2_4d71_bbbb_abd1c104]STATE OF MAINE
[bookmark: _PAR__7_775a3385_7fd5_4052_bdca_797fbe2f]SENATE
[bookmark: _PAR__8_fd387d0a_e3bc_4709_b21f_f16461a2]132ND LEGISLATURE
[bookmark: _PAR__9_338fd7f4_5d28_4e9a_8af9_bc2fbe3c]FIRST SPECIAL SESSION
[bookmark: _PAR__10_2a2d2056_4ac2_4322_93bb_1bb7f74]COMMITTEE AMENDMENT “      ” to S.P. 435, L.D. 1018, “An Act to Protect Health Care for Rural and Underserved Areas by Prohibiting Discrimination by Participants in a Federal Drug Discount Program”
[bookmark: _INSTRUCTION__e4665e43_6628_4120_8655_02][bookmark: _PAR__11_056ca433_86ba_4ee3_957a_ac5abd8]Amend the bill by striking out everything after the enacting clause and inserting the following:
[bookmark: _PAR__12_fea1d44d_6577_442d_b703_0beb911]'Sec. 1.  22 MRSA §1728, sub-§1, as enacted by PL 2023, c. 276, §1, is repealed.
[bookmark: _PAR__13_b55ef05a_85ee_4349_af75_49bed6c]Sec. 2.  22 MRSA §1728, sub-§1-A is enacted to read:
[bookmark: _PAR__14_38ae10ee_6d83_4e70_804e_3819e9a]1-A.  Definitions.  As used in this section, unless the context otherwise indicates, the following terms have the following meanings.
[bookmark: _PAR__15_3a3d893c_3359_49cd_b1ab_da977dc]A.  "Hospital" means:
[bookmark: _PAR__16_90232685_aa7e_4f19_8086_9ed2285](1)  An acute care institution licensed and operating in this State as a hospital under section 1811 or the parent of such an institution; or
[bookmark: _PAR__17_9cc696c2_dd0d_4955_9283_389f2d5](2)  A hospital subsidiary or hospital affiliate in the State that provides medical services or medically related diagnostic and laboratory services or engages in ancillary activities supporting those services.
[bookmark: _PAR__18_e9f68b7d_1756_4ae1_9c49_8170e98]B.  "340B contract pharmacy" has the same meaning as in Title 24-A, section 7752, subsection 5.
[bookmark: _PAR__19_292361c2_0a98_4ba8_a084_f024b8c]C.  "340B drug" has the same meaning as in Title 24-A, section 7752, subsection 6.
[bookmark: _PAR__20_b0151048_9950_43f3_a4bc_675bf21]D.  "340B entity" has the same meaning as in Title 24-A, section 7752, subsection 7.
[bookmark: _PAR__21_7121a927_d852_459c_b811_978a637]Sec. 3.  22 MRSA §1728, sub-§2-A is enacted to read:
[bookmark: _PAR__22_c5a740f2_68c0_4107_aaa4_6c7c15e][bookmark: _PAGE_SPLIT__0e102529_1c6f_4e14_9842_889][bookmark: _PAGE__2_35b47101_8302_4a26_a76b_4e85d7f][bookmark: _PAR__2_75f5c873_f6fa_4b24_b8ec_76fd2002]2-A.  Additional reporting by hospitals on participation in federal 340B drug program.  In addition to any report required pursuant to subsection 2, beginning July 1, 2026, each hospital participating in the 340B program shall provide an annual report to the Maine Health Data Organization. The Maine Health Data Organization shall post the report on its publicly accessible website. Each hospital shall report in a standardized format, as agreed upon by the Maine Health Data Organization and the hospital, and include, at a minimum, the following information in the report: 
[bookmark: _PAR__3_20e13332_4936_4f34_ac47_b3ac7a35]A.  The hospital's national provider identification number; 
[bookmark: _PAR__4_14fc80ca_569f_4e90_afa7_dac2d478]B.  The name of the hospital; 
[bookmark: _PAR__5_f1535074_8bb0_480d_bfda_bba9eabd]C.  The address of the hospital for the purpose of accepting service of process; 
[bookmark: _PAR__6_b8eb0275_2aa7_443e_8481_d92e8620]D.  The classification of the hospital; 
[bookmark: _PAR__7_74db7aed_6cee_4d45_a572_8d9ddf35]E.  The aggregated acquisition cost for the prescription drugs obtained under the 340B program;
[bookmark: _PAR__8_cdea5359_17b8_470a_a17c_a7e62fc8]F.  The aggregated payment amount received for the prescription drugs obtained under the 340B program and dispensed to patients;
[bookmark: _PAR__9_05ff19d1_040b_4a0d_8381_2f08fb7c]G.  The number of pricing units dispensed or administered for prescription drugs described in paragraph F; 
[bookmark: _PAR__10_c8804407_5e5c_431b_80ca_513a663]H.  The aggregated payments made:
[bookmark: _PAR__11_ff203f32_60ba_4870_9c72_3b3eebf](1)  To 340B contract pharmacies to dispense 340B drugs;
[bookmark: _PAR__12_4d14710b_f99b_4614_9e77_ff9a67e](2)  To any other entity that is not the 340B entity and is not a 340B contract pharmacy for managing any aspect of the hospital's 340B program; and
[bookmark: _PAR__13_31051e26_d89b_44ee_b655_5ec82ae](3)  For all other expenses related to administering the 340B program; and 
[bookmark: _PAR__14_aec22564_69a1_4296_ad9b_fc3ebe2]I.  The number of claims for prescription drugs described in paragraph H.
[bookmark: _PAR__15_5140b63d_8652_4011_ba8f_5d86f39]The information required under this subsection must be reported by payor type, including commercial insurance, medical assistance, the MaineCare program and Medicare as required by the Maine Health Data Organization. The information for paragraphs E to G must also be reported at the National Drug Code level for the 50 most frequently dispensed prescription drugs by the hospital under the 340B program. The information must include all physician-administered and physician-dispensed prescription drugs.
[bookmark: _PAR__16_d653b4ba_b0a0_42a2_a75d_a57b5d5]Data submitted must also include prescription drugs dispensed by outpatient facilities that are identified as child facilities under the 340B program based on their inclusion on a hospital's Medicare cost report.
[bookmark: _PAR__17_1a8894d8_7262_4681_bb82_2af82b5]Sec. 4.  22 MRSA §1728, sub-§3, as enacted by PL 2023, c. 276, §1, is amended to read:
[bookmark: _PAR__18_40455c65_aff1_4c4c_9405_2e34dc8]3.  Reporting.  The Maine Health Data Organization shall produce and post on its publicly accessible website a report that includes a summary of the aggregate information received from hospitals required to report under subsection 2 and subsection 2-A. The Maine Health Data Organization shall submit the report required by this subsection to the Office of Affordable Health Care, as established in Title 5, section 3122, the Maine Prescription Drug Affordability Board, as established in Title 5, section 12004‑G, subsection 14‑I, and the joint standing committee of the Legislature having jurisdiction over health data reporting and prescription drug matters.
[bookmark: _PAR__19_8fc297fa_2f3f_4bfb_be88_4e86ae2]Sec. 5.  24-A MRSA c. 103 is enacted to read:
[bookmark: _PAR__20_896da290_a91d_4df1_8a8b_2ef7dd3]CHAPTER 103
[bookmark: _PAGE__3_c991781e_3735_459d_aea8_bd2a524][bookmark: _PAR__2_a5f7097e_a189_4190_9027_0a0ab4f0]PROTECT HEALTH CARE FOR RURAL AND UNDERSERVED COMMUNITIES ACT
[bookmark: _PAR__3_1479995b_9142_4389_9946_860b0e32]§7751. Short title
[bookmark: _PAR__4_7d375418_fdc1_4de9_bf1f_87b447c5]This chapter may be known and cited as "the Protect Health Care for Rural and Underserved Communities Act."
[bookmark: _PAR__5_f5d81998_aa20_4478_932d_7fdc608c]§7752. Definitions
[bookmark: _PAR__6_30c22db4_5c09_4791_9aed_51b3c2c1]As used in this chapter, unless the context otherwise indicates, the following terms have the following meanings.
[bookmark: _PAR__7_e98ddcb1_5a89_4172_8bc8_a4dd6d24]1.  Health insurance issuer. "Health insurance issuer" has the same meaning as "carrier" as defined in section 4301-A, subsection 3.
[bookmark: _PAR__8_e7759d92_ba78_4cef_9527_f6d18f95]2. Manufacturer. "Manufacturer" has the same meaning as in Title 32, section 13702A, subsection 19.
[bookmark: _PAR__9_d34f6139_4317_4669_8372_80ebc298]3. Pharmacy. "Pharmacy" has the same meaning as in Title 32, section 13702-A, subsection 24. 
[bookmark: _PAR__10_0dad0739_4ee9_4dda_8aa0_aa54435]4. Pharmacy benefits manager. "Pharmacy benefits manager" has the same meaning as in section 4347, subsection 17.
[bookmark: _PAR__11_1f1714ec_45b7_494d_9f6f_85325b0]5. 340B contract pharmacy. "340B contract pharmacy" means a pharmacy that has a contract with a 340B entity to receive and dispense 340B drugs to the 340B entity's patients on behalf of the 340B entity. For the purposes of this chapter, a record of a current 340B contract pharmacy relationship between the 340B entity and the 340B contract pharmacy that is on the 340B United States Department of Health and Human Services, Health Resources and Services Administration, Office of Pharmacy Affairs 340B Information System website, or such publicly accessible successor website maintained by the United States Department of Health and Human Services, is prima facie evidence of such a contract.
[bookmark: _PAR__12_ef659543_4874_42c6_8e7f_4a2a610]6. 340B drug. "340B drug" means a drug that is purchased or eligible for purchase under Section 340B of the federal Public Health Service Act, 42 United States Code, Section 256b(a)(3).
[bookmark: _PAR__13_760dad1f_2341_4d91_be83_035aa39]7. 340B entity.  "340B entity" means an entity participating or authorized to participate in the federal 340B drug discount program, as described in 42 United States Code, Section 256b, including its pharmacy, or any pharmacy contracted with the participating entity to dispense drugs purchased through the federal 340B drug discount program.
[bookmark: _PAR__14_2ce34dcd_88d8_4458_aa20_3aefe9c]§7753. Prohibition of certain discriminatory actions by manufacturer or agent related to 340B entities   
[bookmark: _PAR__15_dff018d1_4456_4570_888c_d685b4b]1. Interference with acquisition or delivery of 340B drugs prohibited. A manufacturer or its agent may not deny, restrict, prohibit or otherwise interfere with, either directly or indirectly, the acquisition of a 340B drug by, or delivery of a 340B drug to, a 340B contract pharmacy on behalf of a 340B entity unless receipt of that 340B drug is prohibited by the United States Department of Health and Human Services.
[bookmark: _PAR__16_e16e43ef_3b07_4b8c_b9a3_c1bc1a9][bookmark: _PAGE_SPLIT__2e53bd98_f21a_447b_8a0f_bc1][bookmark: _PAGE__4_e35e0844_9c63_4a26_8887_e27fc49][bookmark: _PAR__2_e67f904e_ab41_4d0e_b090_583f08f7]2. Submission of claims or utilization data prohibited. A manufacturer or its agent may not, either directly or indirectly, require a 340B entity to submit any claims or utilization data as a condition for allowing the acquisition of a 340B drug by, or delivery of a 340B drug to, a 340B entity unless the claims or utilization data sharing is required by the United States Department of Health and Human Services.
[bookmark: _PAR__3_2b9f04a2_822d_49cc_bb33_59ed6261]3. Other interference prohibited. A manufacturer may not otherwise interfere directly or indirectly with a 340B entity unless expressly authorized by the United States Department of Health and Human Services.
[bookmark: _PAR__4_47367971_c56e_47bb_a29b_3fc472f8]§7754. Prohibition of certain discriminatory actions with respect to reimbursement of 340B entities
[bookmark: _PAR__5_db8dc795_1496_414c_ae8d_2a0c5f16]With respect to reimbursement of a 340B entity for 340B drugs, a health insurance issuer, pharmacy benefits manager or other 3rd-party payor or agent may not:
[bookmark: _PAR__6_a349d1b5_20e8_405a_a50e_35bf0183]1. Reimbursement at lower rate prohibited. Reimburse a 340B entity for 340B drugs at a rate lower than that paid for the same drug to entities that are not 340B entities or lower the reimbursement amount for a claim on the basis that the claim is for a 340B drug;
[bookmark: _PAR__7_fe98cb52_e3d1_4b77_8265_0aecbb01]2. Imposition of different terms and conditions prohibited. Impose any terms or conditions on any 340B entity that differ from such terms or conditions applied to entities that are not 340B entities or pharmacies that are not 340B contract pharmacies because it is a 340B entity including, without limitation:
[bookmark: _PAR__8_5e19f7a8_4171_476d_ab56_5291ff3f]A. Fees, charges, clawbacks or other adjustments or assessments. For purposes of this paragraph, "other adjustment or assessment" includes, without limitation, placing any additional requirements, restrictions or burdens upon the 340B entity that result in administrative costs or fees to the 340B entity that are not placed upon entities that are not 340B entities, including affiliate pharmacies of the health insurance issuer, pharmacy benefits manager or other 3rd-party payor;
[bookmark: _PAR__9_5c17baeb_87cd_4878_a533_9e75ecc0]B. Dispensing fees that are less than the dispensing fees for entities that are not 340B entities or pharmacies that are not 340B contract pharmacies;
[bookmark: _PAR__10_8a8e3a0f_8989_4887_8f2f_9a47394]C. Restrictions or requirements regarding participation in standard or preferred pharmacy networks;
[bookmark: _PAR__11_fbe7c0a9_8270_4cce_a200_e9923eb]D. Requirements relating to inventory management systems or to the frequency or scope of audits;
[bookmark: _PAR__12_b5513441_ee80_4a98_8702_55389cc]E. Requirements that a claim for a drug dispensed by a pharmacy include any identification, billing modifier, attestation or other indication that a drug is a 340B drug in order to be processed or submitted or reimbursed unless it is required by the United States Department of Health and Human Services, Centers for Medicare and Medicaid Services or the Department of Health and Human Services for the administration of the MaineCare program; or
[bookmark: _PAR__13_406d592a_85d4_4a35_9529_4a3c31b]F. Any other restrictions, conditions, practices or policies that are not imposed on entities that are not 340B entities;
[bookmark: _PAR__14_38704008_79b5_42bb_83ff_fb1d0e1]3. Reversal, resubmission or clarification of claims prohibited. Require a 340B entity to reverse, resubmit or clarify a claim after the initial adjudication unless these actions are in the normal course of pharmacy business and are not related to 340B drug pricing; 
[bookmark: _PAGE__5_722e04f2_1a29_41eb_912d_3b47659][bookmark: _PAR__2_592f0dbf_0f9d_456b_b7ad_7aadc654]4. Discrimination against 340B entity that interferes with patient choice. Discriminate against a 340B entity in a manner that prevents or interferes with a patient's choice to receive 340B drugs from the 340B entity, including the administration of the drugs. For purposes of this subsection, it is considered a discriminatory practice that prevents or interferes with a patient's choice to receive drugs at a 340B entity if a health insurance issuer, pharmacy benefits manager or other 3rd-party payor places any additional requirements, restrictions or burdens upon the 340B entity that differ from the terms and conditions applied to entities that are not 340B entities that result in administrative costs or fees to the 340B entity, including, but not limited to, requiring a claim for a drug dispensed by a pharmacy to include any identification, billing modifier, attestation or other indication that a drug is a 340B drug in order to be processed or resubmitted unless it is required by the United States Department of Health and Human Services, Centers for Medicare and Medicaid Services or the Department of Health and Human Services for the administration of the MaineCare program; 
[bookmark: _PAR__3_86679bc6_e578_41dc_bc3c_326d59b1]5. Discrimination against 340B entity that interferes with patient choice of delivery method. Include any other provision in a contract between a health insurance issuer, pharmacy benefits manager or other 3rd-party payor and a 340B entity that differs from the terms and conditions applied to entities that are not 340B entities that discriminates against the 340B entity that participates in the 340B program or prevents or interferes with a patient's choice to receive a 340B drug from a 340B entity, whether by direct administration, in-person dispensing, direct delivery, mail or other form of shipment;
[bookmark: _PAR__4_60e9eaae_9918_45c4_9404_adfa2f23]6. Restrictions or additional charges prohibited. Place a restriction or additional charge on a patient who chooses to receive 340B drugs from a 340B entity if the restriction or additional charge differs from the terms and conditions applied when patients choose to receive drugs that are not 340B drugs from an entity that is not a 340B entity or from a pharmacy that is not a 340B contract pharmacy; 
[bookmark: _PAR__5_f03e6a98_c30b_439d_a710_702a3a31]7. Submission of data pertaining to ingredient costs or pricing of 340B drugs prohibited. Require or compel the submission of ingredient costs or pricing data pertaining to 340B drugs from a 340B entity to any health insurance issuer, pharmacy benefits manager or other 3rd-party payor; or
[bookmark: _PAR__6_45f3feb7_b403_4613_b1b5_e103b0c5]8. Exclusion from pharmacy network prohibited. Exclude any 340B entity from the health insurance issuer, pharmacy benefits manager or other 3rd-party payor network on the basis that the 340B entity dispenses 340B drugs or refuse to contract with a 340B entity for reasons other than those that apply equally to entities that are not 340B entities.
[bookmark: _PAR__7_3b7aeff6_6add_41dd_aef5_57f8061d]This section may not be construed to limit a health insurance issuer's ability to use certain preferred pharmacies or develop networks of preferred pharmacies as long as a health insurance issuer's decision is not based on an entity's status as a 340B entity.
[bookmark: _PAR__8_f6e7d660_24cb_4c69_8279_c9566834]§7755.  MaineCare program not affected 
[bookmark: _PAR__9_552513e5_c820_4d20_96bb_62f8f881]This chapter does not apply to the MaineCare program as a payor when the MaineCare program provides reimbursement for covered outpatient drugs as defined in 42 United States Code, Section 1396r-8(k)(2).
[bookmark: _PAR__10_6cb1442f_fba2_466c_9422_62f21e6]§7756. Contracting under 340B program 
[bookmark: _PAR__11_70957b06_6002_4e6f_b82f_783ba10]As permitted under federal law and regulation, a 340B entity shall, to the extent possible, contract with a 340B contract pharmacy that is located in this State.
[bookmark: _PAGE__6_cf788f05_44f3_4933_84d9_f1be144][bookmark: _PAR__2_9cc6b5a2_6172_453d_83ca_1d96f964]§7757. Enforcement
[bookmark: _PAR__3_7a54feac_1046_435b_b843_a6f9fab5]1. Enforcement; violation. Notwithstanding section 12-A, a violation of this chapter is subject to enforcement under the Maine Unfair Trade Practices Act, including any of the remedies provided for in that Act.  A violation is committed each time a prohibited act under this chapter occurs. An investigation of a violation by a manufacturer may include a wholesaler or 3rd party that may possess evidence supporting that investigation.
[bookmark: _PAR__4_c38d5d81_0ac3_4a69_ae5a_a09b1f5e]2. Exemption from enforcement. The limited distribution of a drug required under 21 United States Code, Section 355-1 is not a violation of this chapter. 
[bookmark: _PAR__5_8bfdb95f_7286_4f1b_9547_6d447559]§7758. Federal preemption; statutory construction 
[bookmark: _PAR__6_9d74614d_252d_49e7_aaf9_2f819a3e]1. No less restrictive than federal law. This chapter may not be construed or applied to be less restrictive than federal law for a person or entity regulated by this chapter.
[bookmark: _PAR__7_09211d4a_b6e5_426c_aa85_d62581e3]2. No conflict with federal law and regulation or other laws of this State. This chapter may not be construed or applied in any manner that conflicts with:
[bookmark: _PAR__8_1c696920_2423_4910_9016_b13f8a7d]A. Applicable federal law and related regulations; or
[bookmark: _PAR__9_629ef655_43ff_455a_b52f_7c329940]B. Other laws of this State if the law is compatible with applicable federal law.'
[bookmark: _INSTRUCTION__47068705_bff3_4585_849f_1e][bookmark: _PAR__10_772f551b_02a5_4ba1_b714_4b6d808]Amend the bill by relettering or renumbering any nonconsecutive Part letter or section number to read consecutively.
[bookmark: _SUMMARY__20c8c826_2897_4a5d_977e_3f8c36][bookmark: _PAR__11_33d61cac_ddb0_4d31_88fe_96945d9]SUMMARY
[bookmark: _PAR__12_08338ce4_9884_479f_8bfe_e02e945]This amendment replaces the bill and prohibits discrimination by pharmaceutical manufacturers, health insurance carriers, pharmacy benefits managers and their agents against pharmacies and health care providers that participate in the federal prescription drug discount program, known as the 340B drug discount program, solely on the basis of participation in the 340B drug discount program.  The amendment clarifies that the language prohibiting discrimination does not extend to the use of preferred networks by health insurance carriers and pharmacy benefits managers. The amendment requires that pharmacies and health care providers participating in the program must contract, to the extent possible and as permitted under federal law and regulation, with pharmacies located in this State. The amendment provides that enforcement under the Maine Unfair Trade Practices Act is the exclusive enforcement mechanism and does not authorize a private cause of action for enforcement. These provisions do not apply to the MaineCare program and include language to clarify that the provisions may not be construed or applied in a way that conflicts with federal law.
[bookmark: _PAR__13_48d67e36_9e54_4dbc_8823_accb283]The amendment also requires hospitals that participate in the 340B drug discount program to annually report additional information to the Maine Health Data Organization related to their participation in the program beginning July 1, 2026.
[bookmark: _FISCAL_NOTE_REQUIRED__a0fbf754_5317_42c][bookmark: _PAR__14_0f87b590_6822_44fb_980b_b5e7cb2]FISCAL NOTE REQUIRED
[bookmark: _PAR__15_2d93ff37_c404_498d_9b04_44f31b6](See attached)
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