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[bookmark: _PAR__10_7fd3a124_203a_4cc2_bcac_c562636]COMMITTEE AMENDMENT “      ” to S.P. 378, L.D. 1115, “An Act To Improve Access to HIV Prevention Medications”
[bookmark: _INSTRUCTION__aa982491_91d4_483f_863f_61][bookmark: _PAR__11_8fcd4489_7d61_4e3d_a4d4_c3b86c7]Amend the bill in section 4 in §4317-D by striking out all of subsection 2 (page 1, lines 34 to 39 and page 2, lines 1 to 7 in L.D.) and inserting the following:
[bookmark: _PAR__12_f6128002_ec37_43bf_a0da_3723e88]'2.  Coverage required.  A carrier offering a health plan in this State shall provide coverage for an HIV prevention drug that has been prescribed by a provider.  Coverage under this section is subject to the following.
[bookmark: _PAR__13_100eddde_9329_4b8d_8f44_95f1d83]A.  If the federal Food and Drug Administration has approved one or more HIV prevention drugs that use the same method of administration, a carrier is not required to cover all approved drugs as long as the carrier covers at least one approved drug for each method of administration with no out-of-pocket cost.
[bookmark: _PAR__14_979e1dca_cab6_4e9a_8aca_252e955]B.  A carrier is not required to cover any preexposure prophylaxis drug or post-exposure prophylaxis drug dispensed or administered by an out-of-network pharmacy provider unless the enrollee's health plan provides an out-of-network pharmacy benefit.
[bookmark: _PAR__15_a34008be_011e_4367_ab03_137cdec]C.  A carrier may not prohibit, or permit a pharmacy benefits manager to prohibit, a pharmacy provider from dispensing or administering any HIV prevention drugs.'
[bookmark: _INSTRUCTION__71a8dbca_bcfa_431c_b687_90][bookmark: _PAR__16_2cd8c4b2_22c0_4683_9729_eee4afd]Amend the bill in section 4 in §4317-D by striking out all of subsection 3 (page 2, lines 8 to 15 in L.D.) and inserting the following:
[bookmark: _PAR__17_fc79f8b1_4ecc_4165_be1f_f4ca142]'3.  Limits on prior authorization and step therapy requirements.  Notwithstanding any requirements in section 4304 or 4320-N to the contrary, a carrier may not subject any HIV prevention drug to any prior authorization or step therapy requirement except as provided in this subsection.  If the federal Food and Drug Administration has approved one or more methods of administering HIV prevention drugs, a carrier is not required to cover all of the approved drugs without prior authorization or step therapy requirements as long as the carrier covers at least one approved drug for each method of administration without prior authorization or step therapy requirements. If prior authorization or step therapy requirements are met for a particular enrollee with regard to a particular HIV prevention drug, the carrier is required to cover that drug with no out-of-pocket cost to the enrollee.'
[bookmark: _INSTRUCTION__0e72246b_f5da_4116_9103_52][bookmark: _PAGE__2_80d89a27_d318_4040_88eb_15bfaf9][bookmark: _PAR__2_17aa28a1_a97b_4cf5_abfe_3aff803f]Amend the bill in section 4 in §4317-D by inserting after subsection 3 the following:
[bookmark: _PAR__3_9e30a004_bfd3_4f03_bba8_0e756655]'4.  Coverage for laboratory testing related to HIV prevention drugs.  A carrier offering a health plan in this State shall provide coverage with no out-of-pocket cost for laboratory testing recommended by a provider related to the ongoing monitoring of an enrollee who is taking an HIV prevention drug covered by this section.'
[bookmark: _INSTRUCTION__79ff5d40_5d03_47c0_bff6_20][bookmark: _PAR__4_30b8f964_8409_49d8_ada3_8ca28d61]Amend the bill by striking out all of section 5 and inserting the following:
[bookmark: _PAR__5_eef8851b_9872_463c_be4c_27320c6f]'Sec. 5.  32 MRSA §13702-A, sub-§28, as amended by PL 2017, c. 185, §1, is further amended to read:
[bookmark: _PAR__6_6e532703_cad6_48e9_a28d_5198dbf2]28.  Practice of pharmacy.  "Practice of pharmacy" means the interpretation and evaluation of prescription drug orders; the compounding, dispensing and labeling of drugs and devices, except labeling by a manufacturer, packer or distributor of nonprescription drugs and commercially packaged legend drugs and devices; the participation in drug selection and drug utilization reviews; the proper and safe storage of drugs and devices and the maintenance of proper records for these drugs and devices; the administration of vaccines licensed by the United States Food and Drug Administration that are recommended by the United States Centers for Disease Control and Prevention Advisory Committee on Immunization Practices, or successor organization, for administration to adults; the performance of collaborative drug therapy management; the responsibility for advising, when necessary or regulated, of therapeutic values, content, hazards and use of drugs and devices; the ordering and dispensing of over-the-counter nicotine replacement products approved by the United States Food and Drug Administration; the prescribing, dispensing and administering of an HIV prevention drug, as defined in section 13786-E, subsection 1, paragraph B, pursuant to a standing order or collaborative practice agreement or to protocols developed by the board; and the offering or performing of those acts, services, operations or transactions necessary in the conduct, operation, management and control of a pharmacy.'
[bookmark: _INSTRUCTION__3a2dcfa3_39cc_4ea2_aab4_7e][bookmark: _PAR__7_72461b5a_c902_4565_836c_37e232f8]Amend the bill in section 6 in §13786-E in the first line (page 2, line 36 in L.D.) by striking out the following: "Dispensing" and inserting the following: 'Prescribing, dispensing and administering'
[bookmark: _INSTRUCTION__ac1a803a_34cd_4964_afaf_48][bookmark: _PAR__8_2a7d563a_3d40_427e_90cf_bb3442c4]Amend the bill in section 6 in §13786-E by striking out all of subsection 2 (page 3, lines 10 to 43 and page 4, lines 1 to 27 in L.D.) and inserting the following:
[bookmark: _PAR__9_28b0fe01_f7de_4158_966f_2e1e11ea]'2.  Authorization.  Notwithstanding any provision of law to the contrary and as authorized by the board in accordance with rules adopted under subsection 3, a pharmacist may prescribe, dispense and administer HIV prevention drugs pursuant to a standing order or collaborative practice agreement or to protocols developed by the board for when there is no prescription drug order, standing order or collaborative practice agreement in accordance with the requirements in this subsection and may also order laboratory testing for HIV infection as necessary.
[bookmark: _PAR__10_fc96fb30_9c4e_4d84_b56b_f9c5ef3]A.  Before furnishing an HIV prevention drug to a patient, a pharmacist shall complete a training program approved by the board on the use of protocols developed by the board for prescribing, dispensing and administering an HIV prevention drug, on the requirements for any laboratory testing for HIV infection and on guidelines for prescription adherence and best practices to counsel patients prescribed an HIV prevention drug.
[bookmark: _PAGE__3_d1b0eff7_29d7_4db6_9296_50d014a][bookmark: _PAR__2_f5d8a669_39ca_48b7_9435_54635415]B.  A pharmacist shall dispense or administer a preexposure prophylaxis drug in at least a 30-day supply, and up to a 60-day supply, as long as all of the following conditions are met:
[bookmark: _PAR__3_e2a2f42b_e012_4919_9486_406db6a6](1)  The patient tests negative for HIV infection, as documented by a negative HIV test result obtained within the previous 7 days.  If the patient does not provide evidence of a negative HIV test result in accordance with this subparagraph, the pharmacist shall order an HIV test.  If the test results are not transmitted directly to the pharmacist, the pharmacist shall verify the test results to the pharmacist's satisfaction.  If the patient tests positive for HIV infection, the pharmacist or person administering the test shall direct the patient to a primary care provider and provide a list of primary care providers and clinics within a reasonable travel distance of the patient's residence;
[bookmark: _PAR__4_6b2d91de_5b62_4348_8fdb_0bccb169](2)  The patient does not report any signs or symptoms of acute HIV infection on a self-reporting checklist of acute HIV infection signs and symptoms;
[bookmark: _PAR__5_d5854c45_e005_4c39_84be_5f05686c](3)  The patient does not report taking any contraindicated medications;
[bookmark: _PAR__6_619201bc_bbc3_4979_8345_18ff889a](4)  The pharmacist provides counseling to the patient, consistent with CDC guidelines, on the ongoing use of a preexposure prophylaxis drug.  The pharmacist shall notify the patient that the patient must be seen by a primary care provider to receive subsequent prescriptions for a preexposure prophylaxis drug and that a pharmacist may not dispense or administer more than a 60-day supply of a preexposure prophylaxis drug to a single patient once every 2 years without a prescription;
[bookmark: _PAR__7_4cfc9047_415a_4ce9_894e_210feca9](5)  The pharmacist documents, to the extent possible, the services provided by the pharmacist in the patient's record in the patient profile record system maintained by the pharmacy.  The pharmacist shall maintain records of preexposure prophylaxis drugs dispensed or administered to each patient;
[bookmark: _PAR__8_57f85a78_bb45_4fab_9197_7d344d90](6)  The pharmacist does not dispense or administer more than a 60-day supply of a preexposure prophylaxis drug to a single patient once every 2 years, unless otherwise directed by a practitioner; and
[bookmark: _PAR__9_ae6af5c9_dc75_4405_b4cc_cb444777](7)  The pharmacist notifies the patient's primary care provider that the pharmacist completed the requirements specified in this paragraph.  If the patient does not have a primary care provider, or refuses consent to notify the patient's primary care provider, the pharmacist shall provide the patient a list of physicians, clinics or other health care providers to contact regarding follow-up care.
[bookmark: _PAR__10_7bd2f122_cd3c_4cfc_a58b_a94adbf]C.  A pharmacist shall dispense or administer a complete course of a post-exposure prophylaxis drug as long as all of the following conditions are met:
[bookmark: _PAR__11_8339da07_1a37_49f9_9b50_61bbed4](1)  The pharmacist screens the patient and determines that the exposure occurred within the previous 72 hours and the patient otherwise meets the clinical criteria for a post-exposure prophylaxis drug under CDC guidelines;
[bookmark: _PAR__12_8877fe92_ce5c_4539_9c9d_6091433](2)  The pharmacist provides HIV testing to the patient or determines that the patient is willing to undergo HIV testing consistent with CDC guidelines.  If the patient refuses to undergo HIV testing but is otherwise eligible for a post-exposure prophylaxis drug under this subsection, the pharmacist may dispense or administer a post-exposure prophylaxis drug;
[bookmark: _PAGE__4_217062b2_c557_42ec_b219_60f494f][bookmark: _PAR__2_72486855_5fdf_4439_a7f2_5b2f0cd3](3)  The pharmacist provides counseling to the patient, consistent with CDC guidelines, on the use of a post-exposure prophylaxis drug.  The pharmacist shall also inform the patient of the availability of a preexposure prophylaxis drug for persons who are at substantial risk of acquiring HIV; and
[bookmark: _PAR__3_51216e3d_e3b4_4652_b197_3e468fe0](4)  The pharmacist notifies the patient's primary care provider of the dispensing or administering of the post-exposure prophylaxis drug.  If the patient does not have a primary care provider, or refuses consent to notify the patient's primary care provider, the pharmacist shall provide the patient a list of physicians, clinics or other health care providers to contact regarding follow-up care.'
[bookmark: _INSTRUCTION__eabb7adc_5498_4c08_99fc_8e][bookmark: _PAR__4_fd0e669f_6c47_47ee_b072_ce19f314]Amend the bill in section 6 in §13786-E by striking out all of subsection 3 (page 4, lines 28 to 32 in L.D.) and inserting the following:
[bookmark: _PAR__5_735c643f_8192_4fb2_9133_83186268]'3.  Rules; protocols.  The board by rule shall establish standards for authorizing pharmacists to prescribe, dispense and administer HIV prevention drugs in accordance with subsection 2, including adequate training requirements and protocols for when there is no prescription drug order, standing order or collaborative practice agreement.  Rules adopted under this subsection are routine technical rules as defined in Title 5, chapter 375, subchapter 2-A.'
[bookmark: _INSTRUCTION__3d655914_5b37_434b_a4f2_ff][bookmark: _PAR__6_feac3f37_3b32_4b9a_b57b_2e8719bc]Amend the bill by inserting after section 8 the following:
[bookmark: _PAR__7_b9f621f8_e8ec_408b_a0bc_bd8dbe6a]'Sec. 9.  Appropriations and allocations.  The following appropriations and allocations are made.
[bookmark: _PAR__8_3ecc5e88_111e_4b33_833f_a7384718]PROFESSIONAL AND FINANCIAL REGULATION, DEPARTMENT OF
[bookmark: _PAR__9_6c66e05a_dc6d_43c5_8da2_2472533f]Administrative Services - Professional and Financial Regulation 0094
[bookmark: _PAR__10_6a694d3b_ba8b_46d0_af1c_53ed236]Initiative: Allocates funds for technology-related costs associated with establishing one half-time Regulatory Health Compliance position to manage the anticipated increase in workload associated with the regulation of pharmacists' authority to dispense HIV prevention drugs.
	[bookmark: _PAR__11_48cbec6f_4c4a_49d2_ac88_b36f900][bookmark: _LINE__27_283edccb_e0f0_48db_81a1_db9738]OTHER SPECIAL REVENUE FUNDS
	[bookmark: _LINE__27_3c63ae36_d57a_4ad3_a3e7_947dc8]2021-22
	[bookmark: _LINE__27_178d5700_c71c_46d1_97d3_fa83b9]2022-23

	[bookmark: _LINE__28_56eb57b6_b015_4ecd_90e7_7bd4b6]All Other
	[bookmark: _LINE__28_0bdba26d_daff_43fd_b180_22eb51]$2,729
	[bookmark: _LINE__28_ab7920f1_715d_46ad_a491_0d24a0]$3,347

	[bookmark: _LINE__29_f3307b3c_783b_4914_8cd0_c1e1b6] 
	[bookmark: _LINE__29_b64963dd_c269_444f_b14e_09bc12]__________
	[bookmark: _LINE__29_1093a931_498d_43e3_ac0c_f14b31]__________

	[bookmark: _LINE__30_60412e1c_5644_46c0_90a4_90aa38]OTHER SPECIAL REVENUE FUNDS TOTAL
	[bookmark: _LINE__30_5fb2145e_7361_4405_ba87_d6c70a]$2,729
	[bookmark: _LINE__30_98250cab_0351_40ca_9d9a_80eb11]$3,347


[bookmark: _PAR__12_5e2b9b4f_21c8_4619_9a95_b909601]Licensing and Enforcement 0352
[bookmark: _PAR__13_8d1e78e2_14b9_4d0c_a6ab_679347f]Initiative: Allocates funds for one half-time Regulatory Health Compliance position to manage the anticipated increase in workload associated with the regulation of pharmacists' authority to dispense HIV prevention drugs.
	[bookmark: _PAR__14_e5a4d3d8_1d09_4af9_a45d_2a6ed1d][bookmark: _LINE__35_44a91a7a_3741_4052_aede_eb9aab]OTHER SPECIAL REVENUE FUNDS
	[bookmark: _LINE__35_6b0b6630_fea4_4194_9a28_0148d2]2021-22
	[bookmark: _LINE__35_d89552c6_f06f_48ad_87b6_593508]2022-23

	[bookmark: _LINE__36_45c0a37b_89f1_4472_b656_1a0b77]POSITIONS - LEGISLATIVE COUNT
	[bookmark: _LINE__36_5db44607_8dbf_49c7_af03_a06d11]0.500
	[bookmark: _LINE__36_7c12d032_f96c_48f6_bec8_1c8c95]0.500

	[bookmark: _LINE__37_fd223c43_6eff_41cf_b0c1_efbf83]Personal Services
	[bookmark: _LINE__37_de1bd16b_637c_4a68_863a_d3cdaf]$35,328
	[bookmark: _LINE__37_660bdbf9_48dc_473e_8a9a_b300e6]$49,424

	[bookmark: _LINE__38_58ac9f30_1685_4c78_ab3c_0b33e4]All Other
	[bookmark: _LINE__38_5a545427_20e4_40c7_89ab_cef230]$5,782
	[bookmark: _LINE__38_93d13a9d_fe61_4fec_9191_9737b7]$2,904

	[bookmark: _LINE__39_15ed6245_4ce6_4f61_97a8_331bc3] 
	[bookmark: _LINE__39_567315a9_86be_4009_b263_0933ac]__________
	[bookmark: _LINE__39_57566f4a_3147_4248_abeb_829a9e]__________

	[bookmark: _LINE__40_7dc60ee6_75fb_47f2_bf2d_7a1024]OTHER SPECIAL REVENUE FUNDS TOTAL
	[bookmark: _LINE__40_28355574_a75b_4fff_b2bc_ff584e]$41,110
	[bookmark: _LINE__40_a498f15b_2352_4cdf_84d7_4ff8be]$52,328


[bookmark: _PAR__15_18d89bb0_4354_4bf3_adb6_1406e6a] 
	[bookmark: _PAGE__5_07b96f7b_1594_4530_a8b5_c2a63d6][bookmark: _PAR__2_648388b9_7707_4e88_a304_05305fe5][bookmark: _LINE__1_984e7342_61cf_497a_b2b7_f3be408][bookmark: _LINE__2_37010ca6_84d6_44e6_8f1c_9e47514]PROFESSIONAL AND FINANCIAL REGULATION, DEPARTMENT OF
	[bookmark: _LINE__1_bb42f2cc_60d1_4366_9bea_5462373] 
	[bookmark: _LINE__1_48ec718f_2c0d_46b5_a90d_c796bb1] 

	[bookmark: _LINE__3_85d4c082_9da1_447e_b755_041f78f]DEPARTMENT TOTALS
	[bookmark: _LINE__3_0ef25260_9d43_4c83_9c74_b9b4269]2021-22
	[bookmark: _LINE__3_1ba2e2a5_e239_473e_b81e_17edd3b]2022-23

	[bookmark: _LINE__4_545e2202_1e60_4576_a2bf_1c733ef] 
	[bookmark: _LINE__4_91f36a4a_1cd7_423b_9825_91d854e] 
	[bookmark: _LINE__4_2840afdc_0fcb_48d8_af24_bbe883a] 

	[bookmark: _LINE__5_00daa358_d827_49d2_b981_5c35111]OTHER SPECIAL REVENUE FUNDS
	[bookmark: _LINE__5_ba24f714_6503_4d9f_b347_dc4e80d]$43,839
	[bookmark: _LINE__5_d949d21f_7c4f_4b1b_8894_cc9bee1]$55,675

	[bookmark: _LINE__6_06e91d11_1976_432f_971e_4d6df7b] 
	[bookmark: _LINE__6_e6c8e4bd_c1c6_421b_8deb_298c37d]__________
	[bookmark: _LINE__6_b5ec109b_0a8d_4c9b_b70e_0a7943b]__________

	[bookmark: _LINE__7_501e0fd8_6109_4cdc_9a68_902346b]DEPARTMENT TOTAL - ALL FUNDS
	[bookmark: _LINE__7_6c2352ea_5789_4c75_910f_13eb776]$43,839
	[bookmark: _LINE__7_e9bffbde_5cd4_492d_a04e_331fbfb]$55,675


[bookmark: _PAR__3_bf4ec70d_974b_4fbb_be9d_d60d6ab2]'
[bookmark: _INSTRUCTION__1eae0410_9944_4a83_aacd_2e][bookmark: _PAR__4_a0b2692a_4453_4868_b8cb_e9f0ee9d]Amend the bill by relettering or renumbering any nonconsecutive Part letter or section number to read consecutively.
[bookmark: _SUMMARY__8a92e6b3_daf8_4659_9a27_ccc601][bookmark: _PAR__5_a5759bb5_103b_4753_899d_c156eb3b]SUMMARY
[bookmark: _PAR__6_edd8094b_085b_401c_895c_b2ed8662]This amendment is the majority report of the committee. The amendment clarifies that health insurance carriers are not required to cover all of the drugs approved by the federal Food and Drug Administration for HIV prevention as long as the carrier covers at least one approved drug for each method of administration with no out-of-pocket cost to the enrollee. The amendment also clarifies that a carrier is required to cover at least one approved drug for each method of administration without prior authorization or step therapy requirements.  
[bookmark: _PAR__7_54021ac6_eb67_4aa3_8f5c_cb721d20]The amendment also makes changes to the bill’s provisions authorizing a pharmacist to dispense HIV prevention drugs under certain conditions pursuant to a standing order or to protocols developed by the Maine Board of Pharmacy by authorizing a pharmacist to prescribe, dispense and administer HIV prevention drugs pursuant to a standing order or collaborative practice agreement or when there is no prescription drug order from a health care provider, subject to rules and protocols adopted by the board.  The amendment also adds an appropriations and allocations section.
[bookmark: _FISCAL_NOTE_REQUIRED__a67b9227_ed34_416][bookmark: _PAR__8_607a6249_6df9_4f28_90a4_988ac023]FISCAL NOTE REQUIRED
[bookmark: _PAR__9_25e415af_e022_4c9c_b770_0ddf45af](See attached)
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