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AN ACT relating to Medicaid.

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

Section 1.   KRS 205.561 is amended to read as follows:

(1)
The cabinet shall submit an annual report to the Governor and the Legislative Research Commission on the dispensing of prescription medications to persons eligible under KRS 205.560, on or before December 1 of each year. Each report shall include a research study to determine the mean[average] cost of dispensing prescription medications, including associated administrative costs, and the mean[average] cost of acquiring drugs for eligible recipients under the provisions of KRS 205.560, the current level of dispensing fee provided by the cabinet, and an estimate of revenues required to adequately adjust reimbursement to cover costs for pharmacies. The report shall also include current data on the most utilized and abused drugs in Medicaid, a determination of factors causing high drug costs and drug usage rates of Medicaid recipients, objectives and timelines for cost containment in the Medicaid drug program, comparative data from other states, and cost effectiveness of the drug formulary and prior authorization process. The annual report shall be developed with the advice of the Drug Management Review Board created under KRS 205.5636. Prior to submission of the report to the Governor and the Legislative Research Commission, a public hearing shall be conducted by the cabinet on a draft version of the report, and the cabinet shall include written responses to the public testimony in the final version of the submitted report.
(2)
Prior to any data collection and analysis of any research study to determine the cost of dispensing prescription medications and the cost of acquiring drugs for Medicaid eligible recipients, the Cabinet for Health Services and any person or entity holding a contract to perform the study shall make a written report to and testify before the Interim Joint Committee on Health and Welfare regarding the proposed research methodology for carrying out subsection (1) of this section.

(3)
Any research study to determine the cost of dispensing prescription medications and the cost of acquiring drugs for Medicaid eligible recipients shall include the following components:

(a)
Recent academic review of the literature, previous research performed for the Department for Medicaid Services, and research from other states to determine the relevant factors or characteristics to include in the study;

(b)
Analysis of relevant factors or characteristics that influence dispensing and acquisition costs including, but not limited to:

1.
Urban versus rural location;

2.
Chain versus independent affiliation;

3.
Total prescription volume; and

4.
Medicaid volume as a percent of the total volume;

(c)
Sufficient representative sample appropriately stratified to make valid estimates of the effects of each of the relevant factors on dispensing and acquisition costs;

(d)
Standard error for each estimate;

(e)
Calculation of a ninety-five percent (95%) confidence interval for each sample estimate;

(f)
Reports of statistical tests of significance at the five percent (5%) significance level to determine if the variation in dispensing and acquisition costs occur across the stratification types included in the study;

(g)
Reports of test results for normality;

(h)
Reports of methods to identify and exclude outliers; and

(i)
Analysis of the cost of administering the prior authorization program by the Department for Medicaid Services and factors which cause a discrepancy between the cost of dispensing prescription medications and the cost of acquiring drugs for Medicaid eligible recipients as compared to the cost of dispensing prescription medications and acquiring drugs for patients within the commercial market.

(4)
The findings of any research study and the annual report required under this section shall be used to establish the fees for dispensing prescription medications to Medicaid eligible recipients. The dispensing fees shall be established at[reflect] the weighted mean[average] cost of dispensing prescription medications to Medicaid eligible recipients with the weighting factor being the volume of Medicaid prescriptions in pharmacies that do not dispense intravenous medications, as identified in[ accordance with] the annual report. For purposes of this subsection, "weighted mean" shall be the mean cost of all prescriptions dispensed by all pharmacies included in the sample that do not dispense intravenous medications, weighted by the Medicaid prescription volume.

(5)
The dispensing fee established under subsection (4) of this section shall be established under the ordinary method for administrative regulations authorized in KRS 13A.170(1) and shall not be established as an emergency administrative regulation.

Section 2.   KRS 205.5632 is amended to read as follows:

(1)
No prior authorization shall be required for reimbursement of any claim involving any Medicaid-covered new drug that is available after July 15, 1998, for a period of at least twelve (12) months, during which time the Drug Management Review Advisory Board may review the product.

(2)
The Department for Medicaid Services shall promulgate administrative regulations in accordance with KRS Chapter 13A for the drug submission program. Prior to implementation of the administrative regulations, the Drug Management Review Advisory Board shall review the guidelines.

(3)
The Department for Medicaid Services shall, within twenty-four (24) months of July 15, 1998, analyze drug class reviews of all current drugs requiring prior authorization, and shall continue requiring prior authorization by using drug class reviews, safety, utilization factors, and unusual or extreme cost drivers having inappropriate economic impact on the Department for Medicaid Services, until the review criteria are promulgated by administrative regulations according to KRS Chapter 13A, and pursuant to KRS 205.5634(2). At least fifty percent (50%) of class reviews shall be completed within twelve (12) months of July 15, 1998.

(4)
(a)
Federal Food and Drug Administration (FDA) approved prescription drugs that have been determined to be within the same pharmacological category, and that have comparable clinical application, efficacy, and safety, and that are of comparable cost to other FDA-approved prescription drugs that have been placed on the Kentucky Medicaid nonprior-authorized drug file shall be placed on the Kentucky Medicaid nonprior-authorized drug file. Any drug that is removed from prior authorization in accordance with the provisions of this section shall be returned to prior authorization status if the comparable drug that was nonprior-authorized subsequently becomes prior authorized. To assure the cost effective operation of the Medicaid pharmacy program, the department shall file, no later than October 1, 2000, administrative regulations in accordance with KRS Chapter 13A that describe the process that will be employed to describe drug comparability with regard to efficacy, safety, and cost.

(b)
For purposes of this subsection, "pharmacological category" means a category of drugs that is characterized as having very similar properties and therapeutic effects upon living organisms.

(5)
Notwithstanding the provisions of this section, the Department for Medicaid Services may require any drug on the nonprior authorized list to be prior authorized if the dosage or duration of therapy exceeds the duration of therapy or the dosage recommended in the most recent manufacturer's labeling for the disease for which it was prescribed.
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