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AN ACT relating to the importation of prescription drugs.

Be it enacted by the General Assembly of the Commonwealth of Kentucky:

SECTION 1.   A NEW SECTION OF KRS CHAPTER 217 IS CREATED TO READ AS FOLLOWS:

(1)
The Governor and the secretary of the Cabinet for Health and Family Services shall coordinate a request to the Secretary of the United States Department of Health and Human Services to certify to Congress that drug importation from licensed foreign pharmacies, distributors, and wholesalers by licensed pharmacies, distributors, and wholesalers poses no additional risk to the public's health and safety and would result in a significant reduction in the cost of prescription drugs.

(2)
The Governor and the secretary of the Cabinet for Health and Family Services shall coordinate a request to the Secretary of the United States Department of Health and Human Services to promulgate administrative regulations permitting licensed pharmacies, distributors, and wholesalers to import drugs from licensed foreign pharmacies, distributors, and wholesalers.
(3)
Upon the effective date of federal regulations permitting pharmacies, distributors, and wholesalers to import prescription drugs from licensed foreign pharmacies, distributors, and wholesalers, the secretary of the Cabinet for Health and Family Services shall design a prescription drug program to facilitate the importation of prescription drugs from licensed foreign pharmacies, distributors, and wholesalers by pharmacies, distributors, and wholesalers licensed in Kentucky for resale to Kentucky residents.

(4)
The program designed under subsection (3) of this section shall include the following components:
(a)
A formulary that lists the drugs that may be safely obtained from licensed foreign pharmacies, distributors, and wholesalers.

1.
The list shall be composed of predominantly brand-name drugs that will be used for long-term or maintenance purposes.

2.
Only drugs that can be obtained more cost-effectively from outside the United States than from the United States shall be included.

3.
The list shall be periodically updated to ensure continued cost savings.

4.
Only drugs approved by the United States Food and Drug Administration in dosages approved by that federal agency shall be eligible for inclusion on the list; and

(b)
Patient safety assurance protections.

1.
The cabinet shall implement a monitoring program to evaluate the safety and efficacy of drugs received by pharmacies. This program may be established in coordination with a Kentucky-based college of pharmacy.

2.
All drugs received from outside the United States shall be in manufacturer-sealed containers.

3.
All wholesalers, distributors, and pharmacies involved in the importation of drugs under the program shall be licensed and regulated by either the United States, including state authorities, or the foreign government, including provincial authorities, or both.

4.
All drugs imported shall comply with any federal documentation requirements and with all requirements of the federal Food, Drug, and Cosmetic Act.

(c)
A requirement that prescription drugs imported by pharmacies, distributors, and wholesalers licensed in Kentucky under the program be available for sale to all Kentucky consumers and recipients of all state health insurance programs, including but not limited to the state employee health benefit plan, health department programs, and Medicaid.
(5)
The cabinet shall promulgate administrative regulations to establish a formula to determine the estimated acquisition cost for drugs imported under the program created in this section and shall negotiate with pharmacists or pharmacies to ensure that savings are passed on to consumers and state health insurance programs, including but not limited to the state employee health benefit plan, health department programs, and Medicaid. The ingredient price of a drug imported from outside the United States and sold by a pharmacy licensed in Kentucky shall not exceed the lesser of one hundred twenty percent (120%) of the estimated acquisition cost for the drug or the amount reimbursed for the drug under the Medicaid program. Nothing in this subsection shall prohibit the pharmacy from charging a dispensing fee for the drug.

(6)
The cabinet shall submit an annual report to the Governor and the Legislative Research Commission regarding the effectiveness and cost saving of this program.
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