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L.D. 
An Act to Amend the Laws Governing Licensure of Wholesalers and Manufacturers Under the Maine Pharmacy Act
[bookmark: _EMERGENCY_PREAMBLE__6805bb2c_df64_4463_][bookmark: _DOC_BODY__c152710f_aba1_4e9a_bffe_53ee3][bookmark: _DOC_BODY_CONTAINER__22de3f51_f5ac_42d4_][bookmark: _PAGE__1_c36aae1c_be4d_4893_b6ab_7d506ab][bookmark: _PAR__1_35fcf284_059d_4a44_b65c_b0aef4e4][bookmark: _LINE__1_bfdaac40_abf3_434f_9849_f5c018a][bookmark: _LINE__2_f0fec525_3ce1_44a9_9e29_b648491]Emergency preamble.  Whereas, acts and resolves of the Legislature do not become effective until 90 days after adjournment unless enacted as emergencies; and
[bookmark: _PAR__2_d31c8d08_0211_421e_aaed_f7385543][bookmark: _LINE__3_d97ee1bd_a473_4007_8d62_b813e4a][bookmark: _LINE__4_8d41db24_f56e_4a4c_a1dc_ce8cb5b][bookmark: _LINE__5_a7075735_464c_4a2c_af80_e96b676][bookmark: _LINE__6_4ac305a1_c656_4487_a290_c432afc][bookmark: _LINE__7_ae31f374_969e_4af7_aced_4f7dfe5]Whereas, wholesalers and manufacturers doing business in this State are currently required to submit registration information from the United States Department of Justice, Drug Enforcement Administration and registration information from the United States Food and Drug Administration to the Maine Board of Pharmacy as a qualification for initial licensure; and
[bookmark: _PAR__3_a57e6333_e281_4aef_ade6_08d638f7][bookmark: _LINE__8_cb11e8b6_3ac6_4233_af65_a9687b8][bookmark: _LINE__9_3b193397_797f_45f6_850e_94505ea][bookmark: _LINE__10_344f8b71_2dfb_431f_bac7_4d1c0f][bookmark: _LINE__11_dc453c1b_3c45_4420_9367_2fc22e]Whereas, this legislation is necessary to make statutory corrections authorizing the Maine Board of Pharmacy to grant licenses to wholesalers and manufacturers who have not yet obtained the appropriate federal registration number at the time of application for initial licensure; and
[bookmark: _PAR__4_3c8248f5_42c4_47af_8d72_9f227699][bookmark: _LINE__12_ca8c9a9a_5966_48eb_9539_832070][bookmark: _LINE__13_05824031_cb0e_4555_a49f_6a6b6e]Whereas, this legislation must take effect before the end of the 90-day period to address, as soon as possible, the health and welfare of the citizens of this State; and
[bookmark: _PAR__5_f59ecf36_1d1c_4829_88e0_fe78ec25][bookmark: _LINE__14_a98cc40c_e5cf_4e61_8d91_1c560b][bookmark: _LINE__15_0f890450_586c_4775_b0ee_d50095][bookmark: _LINE__16_bbd0cdee_5067_41c7_97a3_f9dae8][bookmark: _LINE__17_5e4a948a_d7a9_441a_9df2_558364]Whereas, in the judgment of the Legislature, these facts create an emergency within the meaning of the Constitution of Maine and require the following legislation as immediately necessary for the preservation of the public peace, health and safety; now, therefore,
[bookmark: _ENACTING_CLAUSE__d32d06be_4c64_4570_8e3][bookmark: _PAR__6_4fdb82c3_2883_4f89_b7d7_fc79aa62][bookmark: _LINE__18_87ffabf7_4b23_4195_bd14_5fbf7a]Be it enacted by the People of the State of Maine as follows:
[bookmark: _BILL_SECTION_HEADER__701a2b14_a3f6_439e][bookmark: _BILL_SECTION__74a6bb0f_8791_42fb_8e5f_1][bookmark: _DOC_BODY_CONTENT__08eaa655_8f4e_456c_a0][bookmark: _PAR__7_7bab2713_11ad_4097_9f34_07cc8e3c][bookmark: _LINE__19_ec246f46_4217_48f4_9ef7_552038][bookmark: _BILL_SECTION_NUMBER__b823a1fb_5c60_43be][bookmark: _LINE__20_a5b59fc3_65f4_468c_b9f2_bbe525]Sec. 1.  32 MRSA §13742-A, sub-§1, ¶F, as amended by PL 2021, c. 303, §3, is further amended to read:
[bookmark: _STATUTE_NUMBER__7649a3ed_e35c_4a75_aad1][bookmark: _STATUTE_P__30f9f111_b814_435f_9fdf_2f5f][bookmark: _PAR__8_0eed0994_097d_4936_9195_40aa2c7a][bookmark: _LINE__21_2e55991c_610b_46f1_9e6a_e9f13a][bookmark: _STATUTE_CONTENT__b6ef6793_f813_436d_b5c][bookmark: _CROSS_REFERENCE__9e9b48a5_0435_445d_8af][bookmark: _PROCESSED_CHANGE__0ce2fbb4_b3f4_4e1a_a9]F.  A violation of section 13800‑B; or
[bookmark: _BILL_SECTION_HEADER__3d6f9fcd_21b3_4f38][bookmark: _BILL_SECTION__7462a633_19ae_4453_9d17_c][bookmark: _PAR__9_2e4bce83_c166_45bb_8b0a_9a64612d][bookmark: _LINE__22_98f8109b_5662_4b61_a402_d41357][bookmark: _BILL_SECTION_NUMBER__48a1827b_ca0d_423d][bookmark: _LINE__23_fa23bc99_d18d_46d8_8a7e_1deead]Sec. 2.  32 MRSA §13742-A, sub-§1, ¶G, as enacted by PL 2021, c. 303, §4, is amended to read:
[bookmark: _STATUTE_NUMBER__43059551_e8e4_4b01_b1ae][bookmark: _STATUTE_P__0dbc8064_4125_468d_a6a2_46b1][bookmark: _PAR__10_0888f2f8_eb99_43e7_ada2_cb04e2b][bookmark: _LINE__24_3033a0b9_d76e_4b28_a800_b7826f][bookmark: _STATUTE_CONTENT__4fa8e87a_0053_4de4_bd1][bookmark: _CROSS_REFERENCE__3d19a818_3a4e_4252_992][bookmark: _PROCESSED_CHANGE__44715115_05bd_4104_bf][bookmark: _PROCESSED_CHANGE__c9f31864_c09f_4123_b6]G.  A violation of section 13725.; or
[bookmark: _BILL_SECTION_HEADER__7279e87b_3889_4a21][bookmark: _BILL_SECTION__c9db0cc2_6314_42fb_8c27_7][bookmark: _PAR__11_cdf6aa17_5c19_4def_8e39_fc0fa83][bookmark: _LINE__25_072effa3_6eac_4410_b0ec_307757][bookmark: _BILL_SECTION_NUMBER__0ecf4b28_45c8_406b]Sec. 3.  32 MRSA §13742-A, sub-§1, ¶H is enacted to read:
[bookmark: _STATUTE_NUMBER__cfb56352_5f4b_4106_8efd][bookmark: _STATUTE_P__3effc0fd_25d9_4824_9b54_cf2b][bookmark: _PAR__12_66b6dad3_b0a6_47fc_9a53_5c7a9ab][bookmark: _LINE__26_de407142_8918_43b2_bef8_ea5fbb][bookmark: _PROCESSED_CHANGE__a5572239_f95e_43b0_95][bookmark: _STATUTE_CONTENT__78ccec1c_50fc_47cb_979][bookmark: _LINE__27_bc65329e_5ca9_4b78_9e14_a360b0]H.  Failing to file with the board an applicable registration number described in section 13758, subsection 4, paragraph B once that applicable registration number is obtained.
[bookmark: _BILL_SECTION_HEADER__43e0214b_4e36_4ac3][bookmark: _BILL_SECTION__bee3364d_b62b_4be9_81ca_6][bookmark: _PAR__13_3922c22e_8a53_49da_b1da_a58a124][bookmark: _LINE__28_80848055_9f20_4eb6_ac2a_32fcd9][bookmark: _BILL_SECTION_NUMBER__bc3cd02b_d93e_4bb1][bookmark: _LINE__29_b7c1eccf_8924_4cee_a0f1_79923b]Sec. 4.  32 MRSA §13758, sub-§4, as amended by PL 2007, c. 402, Pt. DD, §28, is repealed and the following enacted in its place:
[bookmark: _STATUTE_NUMBER__edd5fab9_564e_4392_9069][bookmark: _STATUTE_SS__f79b0fe4_2874_4013_9ecd_0cb][bookmark: _PAR__14_a51d5375_5e38_498f_834a_fc370b5][bookmark: _LINE__30_a5e15fc2_a116_4af8_a1ab_ccf9b6][bookmark: _PROCESSED_CHANGE__03a84cae_b703_4cb9_88][bookmark: _STATUTE_HEADNOTE__9b74ac01_7656_452f_8e][bookmark: _STATUTE_CONTENT__68d2343d_91c4_4314_b74]4.  Form.  License forms must state:
[bookmark: _STATUTE_NUMBER__46b52576_3a12_4895_81d6][bookmark: _STATUTE_P__295e55eb_939d_4557_a360_d14e][bookmark: _PAR__15_d91bdbc1_2d80_4194_ad31_415e61c][bookmark: _LINE__31_87670f81_dd51_4db2_b41e_441e18][bookmark: _STATUTE_CONTENT__282f3547_d243_499f_975][bookmark: _LINE__32_251ba95b_4428_4631_b11c_7fdd9a]A.  The applicant's name, address, day phone, 24-hour phone, ownership status and manufacturer or wholesaler designation;
[bookmark: _STATUTE_NUMBER__77efd191_0f11_4385_a5f1][bookmark: _STATUTE_P__38f479be_c288_486d_9663_db93][bookmark: _PAR__16_5113a9e9_22e3_44eb_851d_f8a686f][bookmark: _LINE__33_699a340a_a7ad_4bf1_ba7f_fcc282][bookmark: _STATUTE_CONTENT__e9ec8a63_dce6_45c5_8da][bookmark: _LINE__34_0e5727fc_46b2_4552_ba44_8bebba][bookmark: _LINE__35_aee3205d_3e62_4e25_a33a_816b51][bookmark: _LINE__36_1011b9a6_98fa_4094_89da_66e737]B.  The applicant's United States Department of Justice, Drug Enforcement Administration registration number and the applicant's United States Food and Drug Administration registration number, as applicable, if the applicant has obtained the registration number at the time the form is executed; and
[bookmark: _STATUTE_NUMBER__0087dedd_58ca_4f09_b500][bookmark: _STATUTE_P__5e3447b5_9cd9_4970_89bd_eec2][bookmark: _PAR__17_876265fc_a7b1_48ce_b051_ac93c2f][bookmark: _LINE__37_6a9796a0_51c9_4378_a39c_0d00f5][bookmark: _STATUTE_CONTENT__ee5141b0_7a84_46d7_97b]C.  The date the form is executed.
[bookmark: _STATUTE_P__9f15cb10_c101_41cc_a170_6a54][bookmark: _STATUTE_CONTENT__2fe04d1c_10c4_4658_9e7][bookmark: _PAR__18_db69130d_0c00_4879_801c_be2486a][bookmark: _LINE__38_3f11f1f0_601b_4bc9_b182_cdaf4d][bookmark: _LINE__39_3400b349_bc8a_4872_8c6d_d4d454]License forms must be executed by an owner or officer of the manufacturer or wholesaler, providing printed name and title.  
[bookmark: _STATUTE_P__f86ddfcf_e37c_4bff_aee2_a7c3][bookmark: _STATUTE_CONTENT__cc12ae6d_9072_4ef8_956][bookmark: _PAGE__2_bb119c36_f478_4e15_8297_5d5780b][bookmark: _PAR__1_adbed65f_ef57_48af_bc5d_1341aec0][bookmark: _LINE__1_fcf587cb_f2a3_432d_a619_041afa7][bookmark: _LINE__2_e76cb0b7_2990_4100_9cb8_a36f135][bookmark: _LINE__3_5e2c35d4_9343_45b8_bd5d_7571ce2]If, at the time the form is executed, the applicant has not obtained a registration number described in paragraph B that is applicable to the applicant, the applicant shall file that registration number with the board once the registration number is obtained.
[bookmark: _EMERGENCY_CLAUSE__9622afd5_fd55_4c28_96][bookmark: _PAR__2_07ecede1_f62c_497a_9a90_188c94fb][bookmark: _LINE__4_438cc306_1f17_4611_8235_9384015][bookmark: _LINE__5_7094ef45_4874_499a_9143_5b42087]Emergency clause.  In view of the emergency cited in the preamble, this legislation takes effect when approved.
[bookmark: _SUMMARY__d91aa7a7_11d9_4ac8_b36e_d145a0][bookmark: _PAR__3_4b0f6d2d_41f8_4b6c_af23_fbd09739][bookmark: _LINE__6_3f3d3778_d1d6_485f_8926_93a94b1]SUMMARY
[bookmark: _PAR__4_de159c7a_b510_4e74_96df_93b973af][bookmark: _LINE__7_500892b5_893a_4c09_8b93_b685c32][bookmark: _LINE__8_6b13a47c_508e_4c86_93ea_f985db0][bookmark: _LINE__9_be73b3b2_f24f_4b21_b556_2ecc72e][bookmark: _LINE__10_ddfed63e_2141_4ccc_a8d7_225c52][bookmark: _LINE__11_ddff192c_031c_48bd_98ff_0c55f8][bookmark: _LINE__12_79cf1bc8_7ce2_432d_9fa5_e8212e][bookmark: _LINE__13_3777b6e0_906b_430a_8f5f_4bdebf][bookmark: _LINE__14_ef24a004_ada7_4bf3_8766_3a135e][bookmark: _LINE__15_512c9a12_a8ed_4f00_b2da_5eafe4]This bill modifies the initial licensure qualifications for prescription drug manufacturers and wholesalers by allowing an applicant to apply for licensure before the applicant has obtained a registration number from the appropriate federal agencies but requires that a manufacturer or wholesaler licensed in this State file the applicable registration numbers with the Maine Board of Pharmacy once the registration numbers are obtained by the manufacturer or wholesaler. The bill also provides that the board may deny a license, refuse to renew a license or impose disciplinary sanctions if the manufacturer or wholesaler fails to file the applicable registration numbers with the board once the registration numbers are obtained.
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