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On page 9, after line 9 by inserting the following:

"SECTION 4.   A NEW SECTION OF KRS CHAPTER 218A IS CREATED TO READ AS FOLLOWS:

(1)
As used in this section:

(a)
"Interchange or substitution of an opioid analgesic drug" means the substitution of any opioid analgesic drug, brand or generic, for the opioid analgesic drug incorporating a tamper-resistance technology originally prescribed, irrespective of whether the substituted drug is rated as pharmaceutically and therapeutically equivalent by the United States Food and Drug Administration or the Kentucky Board of Pharmacy or whether the opioid analgesic drug with tamper-resistance technology bears a labeling claim with respect to reduction of tampering, abuse, or abuse potential; 

(b)
"Opioid analgesic drug" means a drug in the opioid analgesic drug class prescribed to treat moderate to severe pain or other conditions, whether in immediate release or extended release form and whether or not combined with other drug substances to form a single tablet or other dosage form;

(c)
"Opioid analgesic drug incorporating a tamper-resistance technology" means an opioid analgesic drug listed as such by the pharmacy board based upon a submission of evidence by the drug manufacturer or distributor that the drug:

1.
Incorporates a tamper-resistance technology; and

2.
Has been approved by the United States Food and Drug Administration pursuant to an application that includes at least one (1) human tampering or abuse potential study or a laboratory study comparing the tamper-or abuse resistance properties of the drug to one (1) or more opioid analgesic drugs that:

a.
Have been approved by the United States Food and Drug Administration; and

b.
Serve as a positive control; and

(d)
"Pharmacist" includes any pharmacist dispensing drugs under the jurisdiction of the pharmacy board, including but not limited to community pharmacists, pharmacists in hospital-based pharmacies when filling prescriptions for outpatient care, and pharmacists in mail order pharmacies licensed by the state to distribute in the state.

(2)
The pharmacy board shall promulgate an administrative regulation listing those opioid analgesic drugs that incorporate tamper resistance technologies for which information has been submitted consistent with subsection (1) of this section. Inclusion of a drug on this list shall not require that a drug bear a labeling claim with respect to reduction of tampering, abuse, or abuse potential at the time of listing. The list shall also include a determination by the pharmacy board as to which listed opioid analgesic drugs incorporating tamper-resistance technologies provide substantially similar tamper-resistance properties, based solely upon studies submitted by the drug manufacturer consistent with subsection (1) of this section.

(3)
Notwithstanding KRS 217.822, when a prescribing health care practitioner determines it is in the best interest of the patient to prescribe an opioid analgesic drug incorporating a tamper-resistance technology, no pharmacist shall interchange or substitute an opioid analgesic drug, brand or generic, that is otherwise eligible for such interchange or substitution under KRS 217.822 for an opioid analgesic drug incorporating a tamper-resistance technology that is listed pursuant to subsection (2) of this section without:

(a)
Verifying that the opioid analgesic drug has been listed by the pharmacy board pursuant to subsection (2) of this section as providing tamper-resistance properties substantially similar to the prescribed opioid analgesic drug incorporating a tamper-resistance technology; or

(b)
Obtaining written, signed consent from the prescribing physician for the interchange or substitution.

(4)
Nothing in this section shall prohibit or impair the use of any opioid analgesic drug or its administration in any way if that drug has been prescribed or dispensed for a patient in a nursing home or hospice care setting."; and

By renumbering the subsequent sections accordingly; and

On page 6, line 11, by deleting "4" and inserting "5" in lieu thereof; and

On page 7, line 12, by deleting "4" and inserting "5" in lieu thereof; and

On page 7, line 24, by deleting "4" and inserting "5" in lieu thereof; and

On page 21, line 9, by deleting "4" and inserting "5" in lieu thereof; and

On page 21, line 12, by deleting "4" and inserting "5" in lieu thereof.
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