UNOFFICIAL COPY AS OF  03/10/04
04 REG. SESS.
04 RS HB 351


AN ACT relating to prescription drugs.

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

SECTION 1.   A NEW SECTION OF KRS CHAPTER 194A IS CREATED TO READ AS FOLLOWS:

The Kentucky General Assembly finds:
(1)
Affordability is critical in providing access to prescription drugs for Kentucky residents;

(2)
It is in the interest of this Commonwealth to take steps to make prescription drugs more affordable for qualified Kentucky residents, thereby increasing the overall health of Kentucky residents, promoting healthy communities, and protecting the public health and welfare, and to integrate the program as part of any statewide program for the uninsured; and

(3)
It is not in the interest of this Commonwealth to discourage employers from offering or paying for prescription drug benefits for their employees, or to replace employer-sponsored prescription drug benefit plans that provide benefits comparable to those made available to qualified Kentucky residents under Sections 1 to 7 of this Act.

SECTION 2.   A NEW SECTION OF KRS CHAPTER 194A IS CREATED TO READ AS FOLLOWS:

For the purposes of Sections 1 to 7 and Section 8 of this Act:

(1)
"Average wholesale price" means the wholesale price charged on a specific commodity that is assigned by the drug manufacturer and is listed in a nationally recognized drug pricing file;

(2)
"Covered drugs" means drugs that are on the preferred drug list established and revised from time to time by the cabinet;

(3)
"Initial discounted price" for a drug means the price the Department for Medicaid Services pays for that drug for Medicaid recipients;

(4)
"Manufacture" shall have the same meaning as defined in KRS 218A.010;

(5)
"Participating retail pharmacy" or "retail pharmacy" means a retail pharmacy located in this Commonwealth, or another business licensed to dispense prescription drugs in this Commonwealth, that participates in the program;

(6)
"Qualified resident" means a resident of this Commonwealth:

(a)
Who has a family income equal to or less than three hundred fifty percent (350%) of the federal poverty guidelines and who is enrolled in the program; or

(b)
Whose family incurs unreimbursed expenses for prescription drugs that equal five percent (5%) or more of family income or whose total unreimbursed medical expenses equal fifteen percent (15%) or more of family income. For purposes of this paragraph, the cost of drugs provided under Sections 1 to 7 of this Act shall be considered an expense incurred by the family for eligibility determination purposes; and

(7)
"Secondary discounted price" means the initial discounted price minus any further discounts paid for out of the fund.

SECTION 3.   A NEW SECTION OF KRS CHAPTER 194A IS CREATED TO READ AS FOLLOWS:

The Kentucky Rx Program is established to reduce prescription drug prices and to improve the quality of health care for residents of this Commonwealth. The program shall be administered by the Cabinet for Health Services and shall utilize manufacturer rebates and pharmacy discounts to reduce prescription drug prices.
SECTION 4.   A NEW SECTION OF KRS CHAPTER 194A IS CREATED TO READ AS FOLLOWS:

(1)
The secretary shall negotiate the amount of the rebate required from a manufacturer in accordance with the following:

(a)
Consideration shall be given to the rebate calculated under the Medicaid Rebate Program in accordance with 42 U.S.C. sec. 1396r-8, the average wholesale price of prescription drugs, and any other information on prescription drug prices and price discounts;

(b)
The secretary's best efforts shall be used to obtain an initial rebate amount equal to or greater than the rebate calculated under the Medicaid program in accordance with 42 U.S.C. sec. 1396r-8; and

(c)
With respect to the rebate taking effect no later than October 1, 2005, the secretary's best efforts shall be used to obtain an amount equal to or greater than the amount of any discount, rebate, or price reduction for prescription drugs provided to the federal government.

(2) 
Each participating retail pharmacy shall sell covered drugs to qualified residents at the lower of the initial discounted price or the secondary discounted price in accordance with prices determined by the cabinet.

(3)
The cabinet shall establish discounted prices for drugs covered by a rebate agreement and shall promote the use of efficacious and reduced-cost drugs, taking into consideration reduced prices for state and federally capped drug programs, differential dispensing fees, administrative overhead, and incentive payments.

(4)
Beginning September 1, 2004, a participating retail pharmacy shall offer the initial discounted price.

(5)
No later than January 1, 2005, a participating retail pharmacy shall offer the secondary discounted price, if available.

(6)
The cabinet shall not impose transaction charges under this program on retail pharmacies that submit claims or receive payments under the program.

(7)
A participating retail pharmacy shall submit claims to the cabinet to verify the amount charged to qualified residents under subsection (4) of this section.

(8)
On a weekly or biweekly basis, the cabinet shall reimburse a participating retail pharmacy for the difference between the initial discounted price under subsection (4) of this section and the secondary discounted price provided to qualified residents under subsection (5) of this section.

(9)
The department shall conduct ongoing quality assurance related to the program.

SECTION 5.   A NEW SECTION OF KRS CHAPTER 194A IS CREATED TO READ AS FOLLOWS:

The names of manufacturers who do not enter into rebate agreements in accordance with Section 4 of this Act shall be public information. The cabinet shall release this information to health care providers and the public on a regular basis and shall publicize participation by manufacturers that is of particular benefit to the public.

SECTION 6.   A NEW SECTION OF KRS CHAPTER 194A IS CREATED TO READ AS FOLLOWS:

(1)
The Kentucky Rx Program fund is established in the State Treasury to receive revenue from manufacturers who pay rebates as provided in Section 4 of this Act and any appropriations or allocations designated for the fund. The purposes of the fund shall be to reimburse retail pharmacies for secondary discounted prices provided to qualified residents under Section 4 of this Act, and to reimburse the Cabinet for Health Services for costs associated with the administration of the program and other reasonable program costs.

(2)
Money deposited in the fund shall be disbursed by the State Treasurer upon the warrant of the secretary. This fund shall be used solely for the purposes of the program. The fund shall not lapse, and funds not expended during any fiscal year shall carry forward to the next fiscal year. Any interest on the fund balance shall accrue to the fund.
SECTION 7.   A NEW SECTION OF KRS CHAPTER 194A IS CREATED TO READ AS FOLLOWS:

(1)
By July 1, 2005, the cabinet shall promulgate administrative regulations in accordance with KRS Chapter 13A establishing the procedures for adoption and periodic review of maximum retail prices, the procedures for establishing maximum retail prices for new prescription drugs and for reviewing maximum retail prices of selected drugs, and the procedures for phasing out or terminating maximum retail prices. 

(2)
By January 1, 2006, the secretary shall determine whether the cost of prescription drugs provided to qualified residents under the Kentucky Rx Program created under Section 3 of this Act is reasonably comparable to the lowest cost paid for the same drugs delivered or dispensed in this Commonwealth. In making this determination, the following provisions shall apply:

(a)
The secretary shall review prescription drug use in the Medicaid program using at least six (6) months of the most recent data available;

(b)
Using the data reviewed in paragraph (a) of this subsection, the secretary shall determine the one hundred (100) drugs for which the most units were provided and the one hundred (100) drugs for which the total cost was the highest;

(c)
For each prescription drug listed in paragraph (b) of this subsection, the secretary shall determine the cost for each drug for qualified residents who are provided those drugs under the Kentucky Rx Program on a certain date. The average cost for each drug shall be calculated;

(d)
For each prescription drug listed under the provisions of paragraph (b) of this subsection, the secretary shall determine the lowest cost for each drug delivered or dispensed in this Commonwealth, taking into consideration the federal supply schedule and prices paid by pharmaceutical benefits managers and by large purchasers, excluding drugs purchased through the Kentucky Rx Program. The average cost for each drug shall be calculated. The data used to calculate the cost of each drug under this paragraph shall be the same data used under paragraph (c) of this subsection; and

(e)
If the average cost for one (1) or more prescription drugs under the Kentucky Rx Program as determined in paragraph (c) of this subsection is not reasonably comparable to the average lowest cost for the same drug or drugs as determined in paragraph (d) of this subsection, the secretary shall establish maximum retail prices for any or all prescription drugs sold in this Commonwealth. Maximum prescription drug prices established under this subparagraph shall take effect July 1, 2006.

Section 8.   KRS 315.191 is amended to read as follows:

(1)
The board is authorized to:

(a)
Promulgate administrative regulations pursuant to KRS Chapter 13A necessary to regulate and control all matters set forth in this chapter relating to pharmacists, pharmacist interns, pharmacy technicians, pharmacies, wholesale distributors, and manufacturers, to the extent that regulation and control of same have not been delegated to some other agency of the Commonwealth, but administrative regulations relating to drugs shall be limited to the regulation and control of drugs sold pursuant to a prescription drug order. However, nothing contained in this chapter shall be construed as authorizing the board to promulgate any administrative regulations relating to prices or fees or to advertising or the promotion of the sales or use of commodities or services;

(b)
Issue subpoenas, schedule and conduct hearings, or appoint hearing officers to schedule and conduct hearings on behalf of the board on any matter under the jurisdiction of the board;

(c)
Prescribe the time, place, method, manner, scope, and subjects of examinations, with at least two (2) examinations to be held annually;

(d)
Issue and renew all licenses, certificates, and permits for all pharmacists, pharmacist interns, pharmacies, wholesale distributors, and manufacturers engaged in the manufacture, distribution, or dispensation of drugs;

(e)
Investigate all complaints or violations of the state pharmacy laws and the administrative regulations promulgated by the board, and bring all these cases to the notice of the proper law enforcement authorities;

(f)
Promulgate administrative regulations, pursuant to KRS Chapter 13A, that are necessary and to control the storage, retrieval, dispensing, refilling, and transfer of prescription drug orders within and between pharmacists and pharmacies licensed or issued a permit by it;

(g)
Perform all other functions necessary to carry out the provisions of law and the administrative regulations promulgated by the board relating to pharmacists, pharmacist interns, pharmacy technicians, pharmacies, wholesale distributors, and manufacturers;

(h)
Establish or approve programs for training, qualifications, and registration of pharmacist interns;

(i)
Assess reasonable fees, in addition to the fees specifically provided for in this chapter and consistent with KRS 61.870 to 61.884, for services rendered to perform its duties and responsibilities, including, but not limited to, the following:

1.
Issuance of duplicate certificates;

2.
Mailing lists or reports of data maintained by the board;

3.
Copies of documents; or

4.
Notices of meetings;

(j)
Seize any drug or device found by the board to constitute an imminent danger to public health and welfare;

(k)
Establish an advisory council to advise the board on administrative regulations and other matters, within the discretion of the board, pertinent to the regulation of pharmacists, pharmacist interns, pharmacy technicians, pharmacies, drug distribution, and drug manufacturing. The council shall consist of nine (9) members selected by the board for four (4) year terms. No member shall serve on the council for more than two (2) full terms. Membership of the council shall include nine (9) individuals broadly representative of the profession of pharmacy and the general public. Members shall be selected by the board from a list of qualified candidates submitted by the association, society, or other interested parties; and

(l)
Promulgate administrative regulations establishing the qualifications that pharmacy technicians are required to attain prior to engaging in pharmacy practice activities outside the immediate supervision of a pharmacist.

(2)
The board shall have other authority as may be necessary to enforce pharmacy laws and administrative regulations of the board including, but not limited to:

(a)
Joining or participating in professional organizations and associations organized exclusively to promote improvement of the standards of practice of pharmacy for the protection of public health and welfare or facilitate the activities of the board; and

(b)
Receiving and expending funds, in addition to its biennial appropriation, received from parties other than the state, if:

1.
The funds are awarded for the pursuit of a specific objective which the board is authorized to enforce through this chapter, or which the board is qualified to pursue by reason of its jurisdiction or professional expertise;

2.
The funds are expended for the objective for which they were awarded;

3.
The activities connected with or occasioned by the expenditure of the funds do not interfere with the performance of the board's responsibilities and do not conflict with the exercise of its statutory powers;

4.
The funds are kept in a separate account and not commingled with funds received from the state; and

5.
Periodic accountings of the funds are maintained at the board office for inspection or review.

(3)
In addition to the sanctions provided in KRS 315.121, the board or its hearing officer may direct any licensee, permit holder, or certificate holder found guilty of a charge involving pharmacy or drug laws, rules, or administrative regulations of the state, any other state, or federal government, to pay to the board a sum not to exceed the reasonable costs of investigation and prosecution of the case, not to exceed twenty-five thousand dollars ($25,000).

(4)
In an action for recovery of costs, proof of the board's order shall be conclusive proof of the validity of the order of payment and any terms for payment.

(5)
The board shall promulgate administrative regulations in accordance with KRS Chapter 13A to require retail pharmacies participating in the Kentucky Rx Program created under Section 3 of this Act to disclose to a qualified resident the amount of savings provided as a result of the program at the time of sale of a covered drug. These administrative regulations shall protect information that is proprietary in nature.

Page 1 of 9
HB035100.100-913

In-House

