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An Act to Improve Patient Access to and Savings from Generic Drugs and Biosimilars
L.D. 
An Act to Improve Patient Access to and Savings from Generic Drugs and Biosimilars
[bookmark: _ENACTING_CLAUSE__961308db_d2fd_464b_8ad][bookmark: _DOC_BODY__36dabda4_f342_4409_af29_e3eb1][bookmark: _DOC_BODY_CONTAINER__114b1105_4988_4eef_][bookmark: _PAGE__1_b0ccb49c_d8e7_4303_a99f_ec6c894][bookmark: _PAR__1_bcae26db_1788_4d72_98db_605c98f5][bookmark: _LINE__1_7c0d495c_2da3_4cee_b7a8_8cfcf62]Be it enacted by the People of the State of Maine as follows:
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[bookmark: _STATUTE_SP__849d8fdf_c917_4e74_8f39_8b2][bookmark: _PAR__9_090d460d_90d5_41cd_bd67_8be0af92][bookmark: _LINE__15_685656fa_4f95_4e16_8f83_65688c][bookmark: _STATUTE_NUMBER__2c9d3449_48dc_493a_9717][bookmark: _STATUTE_CONTENT__4ce98fa2_6a06_4d7c_9e0][bookmark: _LINE__16_cc533db1_e92f_4ed9_89f8_79a4db](2)  With respect to a biosimilar, the brand drug biological product as defined in 42 United States Code, Section 262(i).
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[bookmark: _STATUTE_NUMBER__8ca4a1e5_b777_4587_9eaa][bookmark: _STATUTE_P__78d46f47_c2d6_454f_a410_9bfb][bookmark: _PAR__17_f99a5a64_3452_4930_acbf_37744c9][bookmark: _LINE__37_daf4023e_9824_4504_8689_d158c1][bookmark: _STATUTE_CONTENT__4ce4a315_52cc_4dfa_9a8][bookmark: _LINE__38_5eca562d_dfdd_4b6c_b286_83919b][bookmark: _LINE__39_f87025b6_535e_4548_a8a8_b502eb][bookmark: _LINE__40_8c0f4caa_2743_4576_aedf_82b57d][bookmark: _LINE__41_434b0b12_1196_4c1c_ad21_623f33]B.  Notwithstanding anything to the contrary in section 4304 or 4320-N, may not impose any prior authorization or step therapy requirement or other limitation on coverage of the generic drug or impose a restriction on a pharmacy that makes it more difficult for an insured to obtain coverage of or access to the generic drug than the brand drug to which the generic drug is equivalent.
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[bookmark: _STATUTE_NUMBER__d2b20b46_7499_400d_8f91][bookmark: _STATUTE_P__3f3bd649_f05c_4b17_949d_9ad2][bookmark: _PAR__3_15918c50_b887_4117_bfeb_6ccea580][bookmark: _LINE__8_7b64c8c5_1ecd_411d_9c53_cfaf7bd][bookmark: _STATUTE_CONTENT__1e3b2ef7_f4e5_4246_82d][bookmark: _LINE__9_6fe0f7bb_1bab_4597_b6c8_9efe75c][bookmark: _LINE__10_bfb606f5_74bb_48be_92f7_fe3d2d][bookmark: _LINE__11_d09e7e98_918f_445f_a0df_91a3cc][bookmark: _LINE__12_cac7cec8_7e4d_419d_9986_ccb6d6]B.  Notwithstanding anything to the contrary in section 4304 or 4320-N, may not impose any prior authorization or step therapy requirement or other limitation on coverage of the biosimilar or impose a restriction on a pharmacy that makes it more difficult for an insured to obtain coverage of or access to the biosimilar than the brand drug to which the biosimilar is equivalent.
[bookmark: _STATUTE_NUMBER__99216da9_7e8c_4458_9e02][bookmark: _STATUTE_SS__888bb1e9_83d4_4c90_b8aa_94f][bookmark: _PAR__4_fabb8e43_da83_4a56_9f6e_b8ee630b][bookmark: _LINE__13_38780504_f51d_4149_81f9_9a63c6][bookmark: _STATUTE_HEADNOTE__dec3fe26_6798_4acb_99][bookmark: _STATUTE_CONTENT__1dc1fbc5_2d7a_415f_bec][bookmark: _LINE__14_974147da_7374_4fca_9491_c20f78][bookmark: _LINE__15_1d075404_0e2c_4b6a_a254_acedb0]5.  Coverage for brand drug after approval of generic drug or biosimilar.  A carrier is not required to continue providing coverage for a brand drug after a generic drug or biosimilar is approved by the United States Food and Drug Administration.
[bookmark: _STATUTE_NUMBER__93137484_653d_4d41_9120][bookmark: _STATUTE_SS__8d934ca7_9d4d_4391_a4ac_b91][bookmark: _PAR__5_6b9f0f90_6196_437e_ba34_f5b1ea34][bookmark: _LINE__16_a2a31a70_a454_4e52_9245_3ec42e][bookmark: _STATUTE_HEADNOTE__1db660ce_6d58_4fd2_89][bookmark: _LINE__17_0d2930b3_df7a_4390_bcc3_cf8370][bookmark: _STATUTE_CONTENT__7f5e622e_8ed0_4170_a27][bookmark: _LINE__18_25331bc9_2dfa_4e9d_84b1_cb3012][bookmark: _LINE__19_79ae81cf_dbe1_4d64_a888_f0b8af][bookmark: _LINE__20_b3b25161_9f16_4d22_a04b_cc054b]6.  Coverage for brand drug, generic drug or biosimilar upon determination that not medically appropriate or cost-effective.  A carrier is not required to provide coverage for a brand drug, generic drug or biosimilar if the clinical and pharmacy experts that develop the carrier's formulary determine that the brand drug, generic drug or biosimilar is no longer medically appropriate or cost-effective.
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[bookmark: _STATUTE_NUMBER__57c70331_7245_47eb_9bd7][bookmark: _STATUTE_SS__423d1856_7d12_41f1_a317_3eb][bookmark: _PAR__7_0ff3f28c_5265_4afb_81ce_c6e360a4][bookmark: _LINE__23_38f358b1_62dd_419e_9ebf_b42ff8][bookmark: _STATUTE_HEADNOTE__0cdd3109_0afa_4e4c_8b][bookmark: _STATUTE_CONTENT__79611e8a_34c4_43d2_852][bookmark: _LINE__24_7f193aac_b98c_49a7_badc_c6473c][bookmark: _LINE__25_e0a40dc3_e11a_4c06_bef2_22703f]8.  Rules.  The department may adopt rules to implement this section.  Rules adopted pursuant to this subsection are routine technical rules as defined in Title 5, chapter 375, subchapter 2-A.
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[bookmark: _PAR__10_ce6c5fb9_1f0a_46f2_8b16_27d5e26][bookmark: _LINE__28_941c7b68_1db2_4d3e_a57d_64cce6][bookmark: _LINE__29_ae017efd_7469_4ee1_aa91_8f5dff][bookmark: _LINE__30_98cee42f_a9dc_4a0e_bd03_6c9a96][bookmark: _LINE__31_d7c00ab0_fd01_4038_bab1_323228][bookmark: _LINE__32_6392d91b_07ee_4445_bded_7a8ec5][bookmark: _LINE__33_f2978069_7977_4ee9_ab08_ee1f6b][bookmark: _LINE__34_b5e4c6c6_d192_42b9_9680_8eaede][bookmark: _LINE__35_10ffaeb5_c676_4a0f_b482_da2851]This bill requires health insurance companies and other carriers that provide coverage for prescription drugs to include on the carrier's formulary generic drugs and biosimilars that are approved by the United States Food and Drug Administration and that have a wholesale acquisition cost that is less than the wholesale acquisition cost of the brand drug to which the generic drug or biosimilar is equivalent.  The generic drug or biosimilar must be made available on the carrier's formulary with a lower out-of-pocket cost to an insured than the brand drug.  The bill prohibits carriers from imposing any prior authorization or step therapy requirement or other limitation on coverage for the generic drug or biosimilar.
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