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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:

The General Assembly finds and declares that:

(1)
I-SaveRx is a prescription drug program implemented by Illinois in October 2004;

(2)
I-SaveRx allows all Illinois residents to refill prescriptions for the most common brand-name prescription drugs used to treat chronic illnesses from a network of inspected and approved pharmacies in Canada and the United Kingdom. The mail-order pharmacy program is accessible through a Web site and a twenty-four (24) hour toll-free telephone number; 
(3)
Participants in I-SaveRx are expected to save from twenty-five percent (25%) to fifty percent (50%) on the cost of medications. The program includes provisions to ensure the safety and quality of the prescriptions by requiring the inspection and approval of the pharmacies that participate;
(4)
Since the implementation of I-SaveRx, Wisconsin, Missouri, Kansas, and Vermont have joined the program;
(5)
Kentucky residents require timely access to safe, high-quality, and efficacious prescription drugs that are not available in the United States at affordable prices;
(6)
Illinois has expended significant time and resources in inspecting and ensuring the safety of pharmacies in Canada and Europe. It has contracted with a pharmacy benefit manager for services, including the provision of certain prescription drugs from Canada, Ireland, and the United Kingdom in a safe and affordable manner to participating citizens; and
(7)
Reimportation is not a comprehensive, long-term solution to the problem of drug affordability; however, I-SaveRx will provide Kentuckians with an interim option for obtaining safe and affordable prescription drugs.

SECTION 2.   A NEW SECTION OF KRS CHAPTER 217 IS CREATED TO READ AS FOLLOWS:

As used in Sections 1 to 5 of this Act:

(1)
"I-SaveRx" means the Web-based program that allows all Illinois residents to refill prescriptions for common brand-name prescription drugs used to treat chronic illness from a network of inspected and approved pharmacies in Canada and the United Kingdom;

(2)
"Participating states" means Illinois and any other state that enters or has entered into an agreement with the state of Illinois to participate in the I-SaveRx program.

SECTION 3.   A NEW SECTION OF KRS CHAPTER 217 IS CREATED TO READ AS FOLLOWS:

(1)
Notwithstanding any other provision of law, the Kentucky Cabinet for Health and Family Services shall enter into a memorandum of understanding that outlines the mutual understanding between Kentucky and the State of Illinois regarding alternate access for each state’s residents to safe and affordable prescription drugs from Canada, Ireland, and the United Kingdom through the State of Illinois I-SaveRx program. 
(2)
The memorandum of understanding required in subsection (1) of this section shall include but not be limited to the following provisions:
(a)
Kentucky shall maintain a separate Web site that provides a link to the I-Save Rx program Web site. In its pharmacy benefits management agreement with its pharmacy benefit manager, Illinois will specify that citizens with Kentucky zip code addresses shall be provided access to the services available through the I-SaveRx program, and that Kentucky residents shall be considered program participants. The operation and administration of the Web site accessed via the I-SaveRx site will be the responsibility of the pharmacy benefit manager, as is outlined in the pharmacy benefit manager agreement;
(b)
Kentucky shall work with other participating states to ensure adequate supply of prescription drugs from the program countries. In the event that demand exceeds the supplies available, Illinois shall have first priority over all other program participants; 
(c)
To ensure adequate Kentucky input regarding the safe and effective administration of the I-SaveRx program, Kentucky shall be part of the joint work group, composed of two (2) representatives from each participating state. The joint work group shall meet or confer on an as-needed basis. The Kentucky representatives shall be the secretary of the Cabinet for Health and Family Services and the president of the Kentucky Board of Pharmacy or their designees;
(d)
Illinois will act as the primary administrator of the pharmacy benefit manager agreement. To ensure the safety of their respective residents, the participating states shall agreed upon a single set of standards of practice, outlined in the pharmacy benefit manager agreement. These standards of practice shall be incorporated into the pharmacy benefit manager agreement between Illinois and the pharmacy benefit manager. Under the pharmacy benefit manager agreement, the pharmacy benefit manager and the pharmacies participating in the network pharmacies set up by the pharmacy benefit manager shall be obligated to comply with the agreed-upon standards of practice;
(e)
Any reports issued by the pharmacy benefit manager or local regulatory authorities regarding the network pharmacies’ compliance, or lack thereof, with the standards of practice shall be provided to Kentucky. The joint work group shall determine the specific types of data that should be included in any reports issued by the pharmacy benefit manager and the periodic basis on which the reports shall be issued;
(f)
If the State of Illinois or the pharmacy benefit manager wishes to modify the agreed-upon standards of practice, Illinois will notify Kentucky in writing at least fifteen (15) days prior to the planned implementation of the amendment or modification. The standards of practice shall not under any circumstances be modified or amended without the full and unanimous consent of the joint work group. Additionally, the joint work group shall review the standards of practice periodically for the purpose of considering modifications or amendments;
(g)
If the standards of practice are violated by one of the network pharmacies, Kentucky shall provide written notice to Illinois and the pharmacy benefit manager of the violation. Upon receiving the written notice from Kentucky, Illinois will instruct the pharmacy benefit manager to suspend immediately the pharmacy from the list of network pharmacies eligible to fill prescriptions for program participants, pending further review by the pharmacy benefit manager and the participating states, which may result in either reinstatement or exclusion from participation in the program;
(h)
If other states, in addition to Kentucky, join Illinois in providing access to prescription drugs through the I-SaveRx program, Illinois will provide written notice to Kentucky. Illinois will ensure that the addition of other states will not in any way render less stringent the existing standards of practice;
(i)
Under the pharmacy benefit manager agreement, Illinois may conduct on-site inspections of the network pharmacies with or without advance notice. Kentucky may participate in the inspections along with Illinois. To the extent that additional pharmacies are added to the list of network pharmacies, Kentucky independently may inspect those pharmacies. Kentucky shall provide in writing to Illinois any plans or intentions of Kentucky to inspect independently fourteen (14) days prior to the inspection, unless the inspection is an investigation of a complaint;
(j)
Under the pharmacy benefit manager agreement, only those prescription drugs approved by Illinois shall be filled by the network pharmacies for the I-SaveRx program participants. The joint work group shall review the approved drug list periodically and consider any proposed changes. The approved drug list shall not be modified without the consent of the joint work group. Only in the event that the joint work group cannot agree on a proposed modification to the drug list shall the voting power of the joint work group be determined by the respective populations of the participating states;
(k)
Kentucky and Illinois will coordinate, where mutually beneficial, media and outreach efforts. Additionally, with input from Illinois, Kentucky independently shall promote the I-SaveRx program. Kentucky shall use the name, logo, Web site, and marketing materials that have been developed by Illinois. The Kentucky state seal and the Governor’s name may be added to the materials. The pharmacy benefit manager shall pay I-SaveRx acquisition fees to the program to be used for activities including marketing, outreach, and additional inspections. Kentucky shall be entitled to the pool of acquisition fees in an amount proportional to the percentage of I-SaveRx prescription drug sales attributable to Kentucky zip codes; 
(l)
Kentucky or Illinois may withdraw from the agreement and terminate the cooperative relationship at any time, with or without cause, upon written notice to the other participating states. Withdrawal by Kentucky shall be accomplished by act of the General Assembly amending or repealing Sections 1 to 5 of this Act, or by the Governor; and
(m)
Neither the state of Kentucky nor its agencies, employees, agents, or representatives taking any act as a result of this agreement will have any liability for the acts or omissions of the state of Illinois or its agencies, employees, agents, or representatives in carrying out the activities governed by this agreement. Neither the state of Illinois nor its agencies, employees, agents, or representatives taking any act as a result of this agreement will have any liability for the acts or omissions of the state of Kentucky or its agencies, employees, agents, or representatives in carrying out the activities governed by this agreement.
SECTION 4.   A NEW SECTION OF KRS CHAPTER 217 IS CREATED TO READ AS FOLLOWS:

(1)
The secretary of Cabinet for Health and Family Services shall be responsible for implementing Sections 1 to 5 of this Act.

(2)
Prior to implementation, the memorandum of understanding required under Section 2 of this Act shall be signed by the Governor of Kentucky.
(3)
Within twenty-one (21) days of the effective date of this Act, the secretary of the Cabinet for Health and Family Services shall convene a working group to develop outreach and promotion tools related to the I-SaveRx program. 
(4)
Members of the working group shall include but not be limited to:

(a)
The secretary of the Cabinet for Health and Family Services or designee, who shall serve as chairman of the group;
(b)
The commissioner of the Department for Public Health or designee;

(c)
The director of the Division of Aging Services or designee;

(d)
The long-term care ombudsman;

(e)
The commissioner of the Department for Medicaid Services or designee; and

(f)
One (1) representative from each of the following organizations:

1.
The area agencies on aging;

2.
The community action agencies;

3.
The Kentucky Mental Health Coalition;

4.
The Kentucky Medical Association;

5.
The Coalition of Nurse Practitioners and Nurse Midwives;

6. 
The Kentucky office of the American Association of Retired Persons;

7.
A consumer;

8.
Advocacy group for the uninsured; and

9.
The University of Kentucky College of Agriculture Cooperative Extension.
(4)
Activities of the working group shall include:

(a)
Developing communication tools including, but not limited to, enrollment forms, explanatory brochures, a Web site, inserts in utility and tax bills, and promotional magnets and posters; and 

(b)
Directing outreach and material distribution to all health care providers and relevant health care associations.
SECTION 5.   A NEW SECTION OF KRS CHAPTER 217 IS CREATED TO READ AS FOLLOWS:

The Commonwealth of Kentucky shall not be liable for any injury or damage caused to a person from products obtained through the I-SaveRx program.
Section 6.   KRS 315.035 is amended to read as follows:

(1)
Except for Internet purchases under an agreement between the Commonwealth of Kentucky and the I-SaveRx program as defined in Section 2 of this Act, no person shall operate a pharmacy within this Commonwealth, physically or by means of the Internet, facsimile, phone, mail, or any other means, without having first obtained a permit as provided for in KRS Chapter 315. An application for a permit to operate a pharmacy shall be made to the board upon forms provided by it and shall contain such information as the board requires, which may include affirmative evidence of ability to comply with such reasonable standards and rules and regulations as may be prescribed by the board. Each application shall be accompanied by a reasonable permit fee to be set by administrative regulation promulgated by the board pursuant to KRS Chapter 13A, not to exceed two hundred fifty dollars ($250).

(2)
Upon receipt of an application of a permit to operate a pharmacy, accompanied by the permit fee not to exceed two hundred fifty dollars ($250), the board shall issue a permit if the pharmacy meets the standards and requirements of KRS Chapter 315 and the rules and regulations of the board. The board shall refuse to renew any permit to operate unless the pharmacy meets the standards and requirements of KRS Chapter 315 and the rules and regulations of the board. The board shall act upon an application for a permit to operate within thirty (30) days after the receipt thereof; provided, however, that the board may issue a temporary permit to operate in any instance where it considers additional time necessary for investigation and consideration before taking final action upon the application. In such event, the temporary permit shall be valid for a period of thirty (30) days, unless extended.

(3)
A separate permit to operate shall be required for each pharmacy.

(4)
Each permit to operate a pharmacy, unless sooner suspended or revoked, shall expire on June 30 following its date of issuance and be renewable annually thereafter upon proper application accompanied by such reasonable renewal fee as may be set by administrative regulation of the board, not to exceed two hundred fifty dollars ($250) nor to increase more than twenty-five dollars ($25) per year. An additional fee not to exceed the annual renewal fee may be assessed and set by administrative regulation as a delinquent renewal penalty for failure to renew by June 30 of each year.

(5)
Permits to operate shall be issued only for the premises and persons named in the application and shall not be transferable; provided however, that a buyer may operate the pharmacy under the permit of the seller pending a decision by the board of an application which shall be filed by the buyer with the board at least five (5) days prior to the date of sale.

(6)
The board may promulgate rules and regulations to assure that proper equipment and reference material is on hand considering the nature of the pharmaceutical practice conducted at the particular pharmacy and to assure reasonable health and sanitation standards for areas within pharmacies which are not subject to health and sanitation standards promulgated by the Kentucky Cabinet for Health and Family Services or a local health department.

(7)
Each pharmacy shall comply with KRS 218A.202.

(8)
Any pharmacy within the Commonwealth doing business primarily or exclusively by use of the Internet shall, prior to obtaining a permit, receive and display in every medium in which it advertises itself a seal of approval for the National Association of Boards of Pharmacy certifying that it is a Verified Internet Pharmacy Practice Site (VIPPS). VIPPS certification shall be maintained and remain current.

(9)
Any pharmacy within the Commonwealth doing business primarily or exclusively by use of the Internet shall certify the percentage of its annual business conducted via the Internet and submit such supporting documentation as requested by the board, and in a form or application required by the board, when it applies for permit or renewal.

(10)
The provisions of subsections (1) to (9) of this section shall not apply to the I-SaveRx program if the Commonwealth of Kentucky has entered into a memorandum of agreement with the State of Illinois to be a participating state.
Section 7.   KRS 315.0351 is amended to read as follows:

(1)
Except for a pharmacy dispensing prescriptions through the I-Save Rx program defined in Section 2 of this Act, every person or pharmacy located outside this Commonwealth which, other than on an incidental basis, does business, physically or by means of the Internet, facsimile, phone, mail, or any other means, inside this Commonwealth within the meaning of KRS Chapter 315, shall hold a current pharmacy permit as provided in KRS 315.035(1) and (4) issued by the Kentucky Board of Pharmacy. The pharmacy shall be designated an "out-of-state pharmacy" and the permit shall be designated an "out-of-state pharmacy permit." The fee for the permit shall not exceed the current in-state pharmacy permit fee as provided under KRS 315.035.

(2)
Every out-of-state pharmacy granted an out-of-state pharmacy permit by the board shall disclose to the board the location, names, and titles of all principal corporate officers and all pharmacists who are dispensing prescription drugs to residents of the Commonwealth. A report containing this information shall be made to the board on an annual basis and within thirty (30) days after any change of office, corporate officer, or pharmacist.

(3)
Every out-of-state pharmacy granted an out-of-state pharmacy permit shall comply with all statutorily-authorized directions and requests for information from any regulatory agency of the Commonwealth and from the board in accordance with the provisions of this section. The out-of-state pharmacy shall maintain at all times a valid unexpired permit, license, or registration to conduct the pharmacy in compliance with the laws of the jurisdiction in which it is a resident. As a prerequisite to seeking a permit from the Kentucky Board of Pharmacy, the out-of-state pharmacy shall submit a copy of the most recent inspection report resulting from an inspection conducted by the regulatory or licensing agency of the jurisdiction in which it is located. Thereafter, the out-of-state pharmacy granted a permit shall submit to the Kentucky Board of Pharmacy a copy of any subsequent inspection report on the pharmacy conducted by the regulatory or licensing body of the jurisdiction in which it is located.

(4)
Every out-of-state pharmacy granted an out-of-state pharmacy permit by the board shall maintain records of any controlled substances or dangerous drugs or devices dispensed to patients in the Commonwealth so that the records are readily retrievable from the records of other drugs dispensed.

(5)
Records for all prescriptions delivered into Kentucky shall be readily retrievable from the other prescription records of the out-of-state pharmacy.

(6)
Each out-of-state pharmacy shall, during its regular hours of operation, but not less than six (6) days per week and for a minimum of forty (40) hours per week, provide a toll-free telephone service directly to the pharmacist in charge of the out-of-state pharmacy and available to both the patient and each licensed and practicing in-state pharmacist for the purpose of facilitating communication between the patient and the Kentucky pharmacist with access to the patient's prescription records. A toll-free number shall be placed on a label affixed to each container of drugs dispensed to patients within the Commonwealth.

(7)
Each out-of-state pharmacy shall have a pharmacist in charge who is licensed to engage in the practice of pharmacy by the Commonwealth that shall be responsible for compliance by the pharmacy with the provisions of this section.

(8)
Each out-of-state pharmacy shall comply with KRS 218A.202.

(9)
Any out-of-state pharmacy doing business, primarily or exclusively by use of the Internet shall, prior to obtaining a permit, receive and display in every medium in which it advertises itself a seal of approval for the National Association of Boards of Pharmacy certifying that it is a Verified Internet Pharmacy Practice Site (VIPPS). VIPPS certification shall be maintained and remain current.

(10)
Any out-of-state pharmacy doing business primarily or exclusively by use of the Internet shall certify the percentage of its annual business conducted via the Internet and submit such supporting documentation as requested by the board, and in a form or application required by the board, when it applies for permit or renewal.

(11)
The provisions of subsections (1) to (10) of this section shall not apply to the I-SaveRx program if the Commonwealth of Kentucky has entered into a memorandum of agreement with the State of Illinois to be a participating state.
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