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[bookmark: _INSTRUCTION__3a21bf25_f734_4da5_a663_7f][bookmark: _PAR__11_40a99007_6c04_4809_9286_8c1b9ef]Amend the bill in section 1 in c. 166 in §2036 by striking out all of subsection 2 (page 1, lines 33 to 37 and page 2, lines 1 to 5 in L.D.) and inserting the following:
[bookmark: _PAR__12_bfe5ebfc_faef_416e_aee1_0746577]'2.  Determination of excessive price increases.  A price increase of a generic or off-patent prescription drug is excessive for purposes of this section when the price increase, adjusted for inflation using the Consumer Price Index, exceeds 20% of the wholesale acquisition cost per pricing unit of the immediately preceding calendar year and the cost of the drug is at least $10 per pricing unit.'
[bookmark: _INSTRUCTION__8a9beecb_f5e3_4325_a2bc_d5][bookmark: _PAR__13_143f800f_0527_4c82_9e01_3d15247]Amend the bill in section 1 in c. 166 in §2036 by striking out all of subsection 5 (page 2, lines 14 to 42 and page 3, lines 1 to 16 in L.D.) and inserting the following:
[bookmark: _PAR__14_6ca7b2f0_de9a_4554_a8e0_92cc5be]'5.  Enforcement.  The following provisions govern the enforcement of this section.
[bookmark: _PAR__15_32bf9a93_ebf0_4511_aeac_3938327]A.  The Maine Health Data Organization shall notify the Attorney General of any price increase for a generic or off-patent prescription drug that is an excessive price increase in violation of this section. The Attorney General shall notify any prescription drug manufacturer of any generic or off-patent prescription drug that has been identified as having an excessive price increase as described in subsection 2.
[bookmark: _PAR__16_c040a80c_fd2d_4aa3_927b_d67fd19]B.  When providing the notice required under paragraph A to the Attorney General, the Maine Health Data Organization shall also provide the following information regarding a prescription drug manufacturer of a generic or off-patent prescription drug identified as having an excessive price increase:
[bookmark: _PAR__17_0d9d72e1_36d3_40f3_80a8_071d087](1)  An itemization of the components of the cost of producing the drug;
[bookmark: _PAR__18_71217f27_3da5_4572_b239_5f3e18e](2)  Information identifying the circumstances and timing of any increase in materials or manufacturing costs that caused any increase during the preceding year in the price of the drug; and
[bookmark: _PAGE__2_b6a29b3c_534c_4959_8727_ae084ab][bookmark: _PAR__2_3c5dad95_c333_4a26_b4ac_6284d9cb](3)  Any other information that the prescription drug manufacturer has indicated that the manufacturer believes to be pertinent to a determination of whether a violation of this section has occurred.
[bookmark: _PAR__3_5f76f848_6c6f_4fa8_94e4_1518746c]C.  The Attorney General may require a prescription drug manufacturer and wholesale distributor to produce any records or documents that may be relevant to a determination of whether a violation of this section has occurred.
[bookmark: _PAR__4_adc4634e_aea3_4282_bb37_39d0e75b]D.  Upon an action brought by the Attorney General, the Superior Court may issue an order to:
[bookmark: _PAR__5_c5b483e0_8ebe_4b3a_aeba_6d6d1dd8](1)  Compel the prescription drug manufacturer of the generic or off-patent prescription drug to produce records or documents requested by the Attorney General under paragraph C that may be relevant to a determination of whether a violation of this section has occurred;
[bookmark: _PAR__6_a451dae9_3a42_4313_8afc_4a7d7e72](2)  Restrain or enjoin a violation of this section, including an order requiring that prices be restored to levels that comply with this section;
[bookmark: _PAR__7_009c13e8_5f81_4bd7_8048_6959606d](3)  Require the prescription drug manufacturer to provide an accounting to the Attorney General of all revenues generated in violation of this section;
[bookmark: _PAR__8_919bf23e_8920_44af_97cf_7b52f302](4)  Restore to any consumer, including any 3rd-party payor, any money acquired as a result of an excessive price increase in violation of this section.  With respect to this subparagraph, every individual transaction in violation of this section is determined to be a separate violation;
[bookmark: _PAR__9_930b3baa_3142_414d_bd5e_59ffd107](5)  Require that all revenues generated in violation of this section be remitted to the State to be used for efforts designed to reduce the cost to consumers of acquiring prescription drugs, if a prescription drug manufacturer is unable to determine the individual transactions necessary to provide the restitution described in subparagraph (4);
[bookmark: _PAR__10_3ea53685_ae9c_4dd8_a773_3a850d8](6)  Assess a civil penalty of up to $30,000 per day for each violation of this section; and
[bookmark: _PAR__11_f4ba51bb_5763_4081_a47b_74dae8a](7)  Provide for any other appropriate relief, including attorney's fees and costs reasonably incurred by the Attorney General in bringing an action against a prescription drug manufacturer found in violation of this section.'
[bookmark: _INSTRUCTION__89622c74_a8c8_46ca_897b_a5][bookmark: _PAR__12_ad36a26d_d1e6_4234_9f01_d7a491f]Amend the bill in section 1 in c. 166 in §2037 by striking out all of subsection 3 (page 3, lines 27 to 31 in L.D.) and inserting the following:
[bookmark: _PAR__13_e3a6ba51_a309_47e0_bcec_fb6dddc]'3.  Penalty.  The Superior Court, upon an action brought by the Attorney General, may assess a civil penalty of not less than $500,000 on any prescription drug manufacturer of a generic or off-patent prescription drug that the Attorney General determines has withdrawn that generic or off-patent prescription drug from sale or distribution in this State, whether directly or through a wholesale distributor, in violation of this section.'
[bookmark: _INSTRUCTION__c4e4ec33_13eb_4c63_90d3_22][bookmark: _PAR__14_d85e87e8_bbe7_4cdf_bfbd_cd5b866]Amend the bill by relettering or renumbering any nonconsecutive Part letter or section number to read consecutively.
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[bookmark: _PAR__3_a7a85a95_043a_47a9_8ade_3574fed5]This amendment changes the criteria for determining an excessive price increase of a generic or off-patent prescription drug.  Under the amendment, a price increase is excessive when the price increase exceeds 20% of the wholesale acquisition cost per pricing unit of the immediately preceding calendar year and the cost of the drug is at least $10 per pricing unit.  The bill proposes different criteria. 
[bookmark: _PAR__4_cd394630_478f_4f79_a0d8_fdfebd59]The amendment requires the Maine Health Data Organization to identify a generic or off-patent prescription drug that has an excessive price increase and to provide notice to the Attorney General. The bill requires the notice to be provided by other state agencies that purchase or provide prescription drug benefits. 
[bookmark: _PAR__5_db1b9cc4_47f4_4730_a507_3bc4f27b]The amendment increases the maximum civil penalty for a violation from $10,000 per day per violation to $30,000 per day per violation. The amendment also makes technical changes to the enforcement process by clarifying that a court must issue any enforcement order or civil penalty upon an action brought by the Attorney General.
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