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[bookmark: _STATUTE_NUMBER__332c4d75_1bd8_4b32_bed1][bookmark: _STATUTE_P__e52f565c_7800_4fa6_98fe_21fd][bookmark: _PAR__10_1127eff7_e8f4_45c3_ade6_405438e][bookmark: _LINE__14_cb00a94b_4911_4c54_b6f2_57d520][bookmark: _STATUTE_CONTENT__f99e8908_111c_40c3_a00][bookmark: _LINE__15_f1d44102_e347_40a6_9605_f0ee6b]D.  "Orthopedic medical device" means any device described in 21 Code of Federal Regulations, Part 888.
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[bookmark: _PAR__2_235898b2_d7aa_4115_954d_e7019e09][bookmark: _LINE__2_42c55a15_586b_4d84_9cf5_616f131][bookmark: _LINE__3_2fd4cfac_d9a8_41fd_ad30_fd0aee1][bookmark: _LINE__4_fbd180f2_0818_4a46_8418_5de8fc0][bookmark: _LINE__5_c5f11789_57cb_497f_8909_d0c278e][bookmark: _LINE__6_6403e3a1_4ff5_4461_9883_e003044][bookmark: _LINE__7_a5d22554_bd40_416b_be16_e0c61a9][bookmark: _LINE__8_8fc48d27_4b2e_4caa_a784_df02f05]This bill requires a hospital or ambulatory surgical facility to notify patients when the hospital or ambulatory surgical facility receives notice that an orthopedic medical device that the hospital or ambulatory surgical facility has provided to a patient has been subjected to market withdrawal or United States Food and Drug Administration requested recall. Notice must be provided to the patient in writing within 30 days and include identification of the specific device, a concise explanation of the reason for the recall and the hazards involved, if any, specific action steps and a point of contact for the patient.
[bookmark: _PAR__3_8bebe3b5_8868_47db_ae10_eae0b271][bookmark: _LINE__9_0483d403_96be_4050_aa43_518a074][bookmark: _LINE__10_14fbf528_55d0_40d1_a9fc_e4eea5][bookmark: _LINE__11_cf2f3410_69aa_441c_bfd7_389501][bookmark: _LINE__12_b379c770_411b_4d9d_a7e9_3e4157]The bill provides for a civil violation if an individual or entity fails to provide the notification.  An individual is subject to a fine of not less than $500 and not more than $5,000 for each violation, and an entity is subject to a fine of not less than $2,000 and not more than $15,000 for each violation.
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