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[bookmark: _PAR__10_30d457b2_80a7_4701_b5cd_9b92697]COMMITTEE AMENDMENT “      ” to S.P. 11, L.D. 4, “An Act To Amend the Maine Pharmacy Act”
[bookmark: _INSTRUCTION__4623c768_acc7_41e2_a63c_3e][bookmark: _PAR__11_fd4e0a86_ec14_403d_b1a4_c9ae870]Amend the bill by inserting after the title and before the enacting clause the following:
[bookmark: _PAR__12_7a903444_30de_4424_945c_68f4196]'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__13_14c9a73f_7204_4ba2_a838_fbe040d]Whereas, this legislation clarifies the definition of compounding under the Maine Pharmacy Act to include the compounding of drugs for distribution to licensed veterinarians for limited office use on behalf of their animal patients; and
[bookmark: _PAR__14_dd9ccdb4_6a18_4e6a_aca9_3138f23]Whereas, this legislation requires the Maine Board of Pharmacy to adopt rules establishing the terms and conditions for compounding for veterinarian office use; and
[bookmark: _PAR__15_8852848c_5498_49fa_a113_e86527f]Whereas, this legislation prohibits compounding for veterinarian office use until rules are adopted; and
[bookmark: _PAR__16_722123ca_0e19_4a16_924e_543a652]Whereas, it is important that this legislation take effect as soon as possible so that the rules can be adopted in an expedient manner; and
[bookmark: _PAR__17_2956f044_d4b4_4890_884a_7466f06]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: _INSTRUCTION__8f22e546_9d42_442c_8966_1d][bookmark: _PAR__18_58c44b67_51f2_46cd_a2bf_680f2e6]Amend the bill by inserting before section 1 the following:
[bookmark: _PAR__19_f2aeb42e_2661_484f_b41a_d513d52]'Sec. 1.  10 MRSA §8003-H is enacted to read:
[bookmark: _PAR__20_3552ea92_ff07_4b1f_9fba_456a08f]§8003-H.  Licensure by endorsement
[bookmark: _PAR__21_76800cba_401d_46cb_a20c_ab0e983][bookmark: _PAGE_SPLIT__7a06f31b_3e7c_4133_ba8d_a05][bookmark: _PAGE__2_991952c9_e629_411d_8db5_4cf298b][bookmark: _PAR__2_c9f70476_fb7d_40bd_aafc_c9073f22]The Office of Professional and Occupational Regulation, referred to in this section as "the office," including the licensing boards and commissions within the office, shall establish a process to issue a license by endorsement to an applicant who presents proof of licensure by another jurisdiction of the United States as long as the other jurisdiction maintains substantially equivalent license requirements for the licensed profession or occupation and as long as:
[bookmark: _PAR__3_1b50093c_7c59_4c33_8d74_c2408704]1.  Good standing.  The applicant is in good standing in all jurisdictions in which the applicant holds or has held a license.  For purposes of this subsection, "good standing" means that the applicant does not have a complaint, allegation or investigation pending, does not have a license that is suspended or subject to practice restrictions and has never surrendered a license or had a license revoked; 
[bookmark: _PAR__4_3fcb05e7_796b_4452_8ba9_31cd7d1c]2.  No cause for denial.  No cause for denial of a license exists under section 8003, subsection 5A, paragraph A or under any other law; and
[bookmark: _PAR__5_737e1fc7_e6df_4c3c_9495_df1b535c]3.  Fee.  The applicant pays the fee, if any, pursuant to section 8003, subsection 2A, paragraph D.
[bookmark: _PAR__6_c0b9ad81_8ac3_49cf_af43_72bcacbe]The office, or a licensing board or commission within the office, may require an applicant to pass a jurisprudence examination if such an examination is required to be passed for licensure pursuant to law or rule of the office, licensing board or commission.
[bookmark: _PAR__7_b6ab271e_1687_4601_ac94_9830ae71]The office, including the licensing boards and commissions within the office, shall adopt rules to implement this section.  Rules adopted pursuant to this paragraph are routine technical rules pursuant to Title 5, chapter 375, subchapter 2-A.
[bookmark: _PAR__8_c3847b74_9781_498e_950b_6d9c61d9]Sec. 2.  32 MRSA §13702-A, sub-§4, as enacted by PL 2007, c. 402, Pt. DD, §2, is amended to read:
[bookmark: _PAR__9_efa6d629_92ad_41e8_a5a5_0c0d2721]4.  Compounding.  "Compounding" means the preparation, mixing, assembling, packaging or labeling of a drug or device by a pharmacist for the pharmacist's patient either for dispensing as the result of a practitioner's prescription drug order, or for the purpose of, or as an incident to, research, teaching or chemical analysis and not for sale or dispensing.  "Compounding" includes the preparation of drugs or devices in anticipation of prescription drug orders to be received by the pharmacist based on routine, regularly observed prescribing patterns.:
[bookmark: _PAR__10_1430d9ad_1324_4c05_83b2_e40eb2d]A.  For the pharmacist's patient for dispensing as the result of a practitioner's prescription drug order;
[bookmark: _PAR__11_65338ee5_5d6b_4a98_bda3_0bcd32c]B.  For the purpose of, or as an incident to, research, teaching or chemical analysis and not for sale or dispensing;
[bookmark: _PAR__12_309b8c36_a313_485b_b6c7_1d5d5da]C.  In anticipation of prescription drug orders to be received by the pharmacist based on routine, regularly observed prescribing patterns for the pharmacist's patient; or
[bookmark: _PAR__13_db231fd9_f155_4f00_bcf0_f144924]D.  For nonpatient-specific drugs for distribution to licensed veterinarians for veterinarian office use for nonfood-producing animals, as that term is defined in board rule.'
[bookmark: _INSTRUCTION__4960b0d4_0332_4b7c_9ffa_75][bookmark: _PAR__14_fa090a1a_6906_4925_8e29_a5dd50c]Amend the bill by inserting after section 2 the following:
[bookmark: _PAR__15_9ea08fbe_e521_4dd6_af67_e4b36a9]'Sec. 3.  32 MRSA §13722, sub-§1, ¶B-1, as enacted by PL 1999, c. 130, §6, is amended to read:
[bookmark: _PAR__16_16874ce7_06f2_43db_8175_d190ae1]B-1.  Establish standards for the use, maintenance and supervision of automated pharmacy systems.;
[bookmark: _PAR__17_992db55b_0718_401a_a8c2_679d6a0]Sec. 4.  32 MRSA §13722, sub-§1, ¶B-2 is enacted to read:
[bookmark: _PAGE__3_1c4e8fc3_0e1c_4d38_a234_1236cca][bookmark: _PAR__2_0e0f6b00_734b_445a_b871_e857aeef]B-2.  Establish the terms and conditions for compounding drugs for veterinarian office use by rule, including, at a minimum:
[bookmark: _PAR__3_e214954a_27b7_4fab_a01e_46c2e951](1)  Requirements and specifications of minimum professional and technical equipment, environments, supplies and procedures and quality assurance requirements;
[bookmark: _PAR__4_c3fe261d_1b6d_4fd4_941f_9504f5e2](2)  Labeling requirements;
[bookmark: _PAR__5_547357f1_6762_4cf0_b526_ac90a213](3)  Limits on the supply for administration to the veterinarian's patient and the supply for dispensing to the veterinarian's client;
[bookmark: _PAR__6_05954e11_2546_4e62_8799_48919250](4)  Record-keeping requirements; and
[bookmark: _PAR__7_e377ff1d_2846_4478_ac96_03871fbf](5)  Procedures for notifications regarding defective drug products and adverse events.
[bookmark: _PAR__8_98d92de7_eae6_4b23_9a96_95fef14e]Compounding drugs for veterinarian office use is not permitted until rules are adopted by the board pursuant to this paragraph. Rules adopted pursuant to this paragraph are routine technical rules as defined in Title 5, chapter 375, subchapter 2-A;'
[bookmark: _INSTRUCTION__eac5caee_ba14_407e_890e_39][bookmark: _PAR__9_97a8537a_8761_4ea5_b6b9_2cd632dd]Amend the bill by striking out all of section 5 and inserting the following:
[bookmark: _PAR__10_ed395ed8_52c1_46cd_8fd2_846a072]'Sec. 5.  32 MRSA §13733-A is enacted to read:
[bookmark: _PAR__11_acad128f_b563_4b3d_b781_78f7bae]§13733-A.  Licensure by endorsement
[bookmark: _PAR__12_dbf3bc45_d676_4428_beed_b0334e6]In order to obtain a license as a pharmacist by endorsement, an applicant for licensure must meet the requirements of Title 10, section 8003-H and any applicable rules adopted pursuant to that section.'
[bookmark: _INSTRUCTION__e41126ba_f5aa_48ab_9ba2_dd][bookmark: _PAR__13_46430cd2_093c_4176_893a_c00fa0d]Amend the bill by inserting after section 10 the following:
[bookmark: _PAR__14_68f3505d_1857_4c61_90cd_eabf4db]'Sec. 11.  Consultation with State Board of Veterinary Medicine.  The Maine Board of Pharmacy shall consult with the State Board of Veterinary Medicine in the establishment of the terms and conditions for compounding drugs for veterinarian office use pursuant to the Maine Revised Statutes, Title 32, section 13722, subsection 1, paragraph B-2.'
[bookmark: _INSTRUCTION__838ca2f1_09af_4098_b1c3_23][bookmark: _PAR__15_e2db7204_ccea_47e2_8510_854efff]Amend the bill by adding before the summary the following:
[bookmark: _PAR__16_409f0bb9_6005_4abe_8c5e_39c9012]'Emergency clause.  In view of the emergency cited in the preamble, this legislation takes effect when approved.'
[bookmark: _INSTRUCTION__c0c07e15_42c8_4cdc_9f16_50][bookmark: _PAR__17_bcf2bf73_ab97_4ba4_bbb6_f528dd9]Amend the bill by relettering or renumbering any nonconsecutive Part letter or section number to read consecutively.
[bookmark: _SUMMARY__efcc47f8_fa44_4714_b436_30e76c][bookmark: _PAR__18_cae1ee7b_cdc0_49eb_81ef_57890c6]SUMMARY
[bookmark: _PAR__19_c6079557_3c65_4680_bca1_c2a79f2]This amendment clarifies the definition of compounding under the Maine Pharmacy Act to include the compounding of drugs for distribution to licensed veterinarians for limited office use on behalf of their animal patients.  The amendment directs the Maine Board of Pharmacy to adopt rules to establish the terms and conditions for the compounding and distributing of animal drugs for nonpatient-specific use in veterinary offices and prohibits compounding for veterinarian office use until rules are adopted. The amendment requires that the Maine Board of Pharmacy consult with the State Board of Veterinary Medicine. 
[bookmark: _PAGE__4_71dfea8a_96d8_4ce0_b7bf_4d695b3][bookmark: _PAR__2_e5157373_18d1_4b12_a9e6_52c8b654]The amendment removes the provision in the bill related to licensure by endorsement and replaces the language with a cross-reference to a new provision authorizing all licensing boards to grant licensure by endorsement. 
[bookmark: _PAR__3_b2851f25_b596_418c_b54f_f19fd99b]The amendment also adds an emergency preamble and emergency clause.
[bookmark: _FISCAL_NOTE_REQUIRED__e66d690e_6ca7_4b7][bookmark: _PAR__4_11af4ec1_5667_4627_8a66_11981057]FISCAL NOTE REQUIRED
[bookmark: _PAR__5_6d6b5760_6487_496b_aeb2_4bbd44d6](See attached)
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