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DEPARTMENT OF MEDICAL ASSISTANCE SERVICES

Title of Regulation: 12 VAC 30-80. Methods and Standards for Establishing Payment Rates - Other Types of Care: Reimbursement for Pharmacy Services (amending 12 VAC 30-80-40).

Statutory Authority: §§ 32.1-324 and 32.1-325 of the Code of Virginia.
Public Hearing Date: N/A -- Public comments may be submitted until July 5, 2003.

(See Calendar of Events section

for additional information)

Agency Contact: Marianne McNeil, Pharmacy Manager, Division of Program Operations, Department of Medical Assistance Services, 600 E. Broad Street, Suite 1300, Richmond, VA 23219, telephone (804) 786-2196, FAX (804) 786-1680.

Basis: Section 32.1-325 of the Code of Virginia grants to the Board of Medical Assistance Services the authority to administer and amend the Plan for Medical Assistance. The Code of Virginia also provides, in the Administrative Process Act in §§ 2.2-4007 and 2.2-4013, for this agency's promulgation of proposed regulations subject to the Governor's review.

Pursuant to the regulatory review requirements of Executive Order 21(02), Periodic Review of Existing Regulations, DMAS reviewed its controlling regulations for its reimbursement of pharmacy services and determined that modifications in pharmacy reimbursement were indicated.

Purpose: This proposed change has no immediate affect on the public's health, safety, and welfare but will ease administrative requirements for pharmacy providers. The purposes of the regulatory action are:

1. To conform this department’s definition of "unit dose dispensing system" to the definition used by Virginia Board of Pharmacy regulations. Conforming this agency’s regulation for this issue to that of the Virginia Board of Pharmacy’s related regulation is expected to eliminate an unnecessary barrier to service provision for practicing pharmacists.

2. To change the reimbursement rate for the service of "unit dose dispensing" to a per capita monthly fee. This will eliminate the current reimbursement rate which is a dispensing fee for each unit provided through a "unit dose dispensing system."

Substance: The section of the State Plan for Medical Assistance that is affected by this action is Methods and Standards for Establishing Payment Rates-Other Types of Care: Reimbursement Methodology for Pharmacy Services (12 VAC 30-80-40).

This regulatory action is not mandated by either federal or state law, but currently DMAS’ definition of the term "unit dose" is more restrictive than regulations promulgated by the Board of Pharmacy, thereby creating conflicts and barriers to the provision of services by enrolled pharmacists. The Board of Pharmacy has expanded its definition of unit dose to permit a maximum of seven days' supply under its regulations. This action proposes to re-align the DMAS payment regulations with this Board of Pharmacy regulation.

Misunderstanding by providers of DMAS’ current definition of a unit dose dispensing system has caused certain billing errors for prescription drugs. Standardization of this definition would allow dispensing to occur as determined to be safe and reasonable by the Virginia Board of Pharmacy.

Payment algorithms currently in use by DMAS in its computerized claims processing system are poorly understood by providers of "unit dose dispensing." Providers are over billing and are being overpaid for their unit dose services. As a consequence, DMAS is reprocessing pharmacy claims that have already been processed and paid in error.

A single charge for this service, billed once monthly, would provide clear documentation that the pharmacy provider is certifying the use of unit dose products for the specific patient during the previous month, in accordance with the DMAS definition.

It is anticipated this regulation will be budget neutral.

Issues: The primary advantage to the Commonwealth is the facilitation of pharmacy services due to the use of a consistent definition of unit dose dispensing for Medicaid recipients and non-Medicaid users of pharmacy services. Modifying the reimbursement computer algorithm to one dispensing payment per month will simplify the payment methodology thereby reducing claims processing errors and overpayments. The Commonwealth’s pharmacy community supports this modification. This modification will be transparent to citizens of the Commonwealth.

Fiscal Impact: The costs to implement a regulatory change include both direct and indirect costs. In the case of this change, these costs are expected to be minimal. Activities necessary to implement these changes include Information Systems Request (ISR), provider manual revisions, and training. It is anticipated that the efficiencies resulting from this change will offset these implementation costs. Payment processing costs experienced by DMAS with regard to time are expected to decrease slightly. Economies are anticipated in streamlining this process and through a reduction in payment errors.

No cost to localities is expected. Businesses affected include pharmacies and repackagers. The costs related to this change that are experienced by these businesses are expected to slightly decrease as the result of replacing the per dosage cost with a monthly cost; processing expenses related to billing and payment will decrease, although not to a significant degree.

Conclusion: The effects of this regulatory change are budget neutral.

Department of Planning and Budget's Economic Impact Analysis: The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 H of the Administrative Process Act and Executive Order Number 21 (02). Section 2.2-4007 H requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property. The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation. The proposed regulations will incorporate by reference the Board of Pharmacy’s definition of "unit dose" for Medicaid pharmacy reimbursement purposes and will modify the unit dose dispensing fee to that of a monthly per capita fee.

Estimated economic impact. These regulations apply to Medicaid reimbursement methods for pharmacy services. Pharmacies receive a "unit dose dispensing fee" for the services they provide to Medicaid recipients residing in nursing homes to cover the additional costs associated with operating this system. This fee is separate from and in addition to the $4.25 dispensing fee paid once in 30 days per patient per prescription. Unit dose is a measure of a particular dose of a drug ordered for a patient at one administration time. If the particular prescribed drug is not available from the manufacturer in unit dose packaging form, then the prescribed dose is prepackaged at the pharmacy before it is delivered to the nursing home. Nurses deliver these prepackaged, individualized, labeled doses to the residents using a single container, such as a medication drawer or bin, and administer it.

The unit dose system has widespread use among nursing homes and hospitals. The research in this area generally indicates that the unit dose dispensing system is cost effective compared to traditional methods of dispensing a 30-day supply of drugs. The unit dose system is found to reduce the handling of drugs (preparation, recordkeeping, administration, etc.), to reduce medication errors (forgetting to administer a drug, administering the drug late or at the wrong dosage, administering an unauthorized drug, etc.), to reduce drug waste (dispensed but unused drugs due to patient discharge, adverse reaction, ineffectiveness, etc.), but also to increase pharmacy costs.1
Currently, the Department of Medical Assistance Services (the department) uses a 24-hour supply of unit dose as a unit of service when calculating reimbursements to pharmacies. In some cases, the primary pharmacy provider may repackage a resident’s prescription drugs. An example of this is fixing individual tablets in a bubble pack. The unit dose dispensing fee has two components: (1) a one-cent reimbursement per dose dispensed, and (2) a 1.57-cent reimbursement per dose repackaged. When pharmacies do not repackage the unit dose, they are not paid for this component. Under this system, the department annually pays approximately $592,000 ($389,000 for one-cent reimbursement and $203,000 for the 1.57-cent component) to serve an average monthly population of 9,920 unit-dose recipients. Thus, the monthly cost per recipient is approximately $4.97.

The department proposes to change its current unit dose dispensing reimbursement methodology to a monthly per capita fee. The proposed regulations will provide the department the authority to establish an initial per capita fee and to adjust it periodically. Although the regulation does not specify the amount of the fee, the department plans to implement a $5 monthly fee per recipient who is provided at least one unit dose package in that month. Since the current monthly average cost per recipient is $4.97, the fiscal effect of this change is expected to be "budget neutral."

Both the Virginia Pharmacy Association and the department indicate that the reimbursement methodology currently in place is administratively costly, inefficient, and cumbersome. For reimbursement, the pharmacies must identify and show the two add-on fee components for unit dose dispensing services on their claims. In order to do that, they maintain records on the number of unit dose packages provided every day and whether they are repackaged by the provider pharmacy. This procedure requires maintenance and submission of a number of data elements, which increases the chances for billing errors. The department in turn must audit the integrity of these claims and must devote staff time for this purpose. The proposed monthly per capita fee system will reduce the number of data elements that must be recorded, maintained, verified, and audited. Thus, the proposed change in reimbursement method for unit dose dispensing services will likely reduce administrative costs for both the pharmacy providers and the department in terms of reduced staff time.

The department also proposes to change the service unit definition of the unit dose dispensing from the 24-hour supply to the definition established under the Board of Pharmacy regulations, which is currently up to a seven-day supply.2 Since all pharmacies must comply with the Board of Pharmacy regulations, most are familiar with the seven-day supply provision. However, Medicaid pharmacy providers are also subject to a 24-hour supply provision for Medicaid reimbursement purposes. This definitional discrepancy in the two regulations that Medicaid providers must comply with has been creating confusion among the pharmacies. The Virginia Pharmacy Association also indicates that the majority of other states define a unit of service as a seven-day supply. A definition conforming to that of the Board of Pharmacy is expected to remove a potential confusion among Medicaid pharmacy providers and benefit them in terms of communication costs that would otherwise be incurred to clarify the confusion.

With this change in definition, unit dose Medicaid pharmacy providers and nursing homes will be allowed to implement an up to seven-day supply unit dose dispensing system. Given this option, some pharmacies may find it beneficial to operate with a system that is capable of providing up to a seven-day supply of drugs for nursing home residents. It is highly likely that the time spent on operating a seven-day supply unit dose system would be lower than the time spent on operating the equivalent of seven 24-hour supply unit dose systems. Some pharmacies may choose to take advantage of this new opportunity to reduce their costs in terms of pharmacist time and may realize some significant savings.

Similarly, a unit dose system with a larger supply is expected to also reduce nurses’ administrative duties related to medication dispensing in nursing facilities. Although no study is available to make comprehensive cost comparisons between the two alternate unit dose systems (24-hour vs. seven-day supply), available evidence suggests that the nurse’s time involvement in medication related activities is 0.84 minutes lower per dose under a three-day system relative to that under a 24-hour system.3 It can be inferred from the expenditure data that Medicaid pays for approximately 38.9 million unit doses every year (or about 11 doses per day per person) for nursing home residents receiving this service.4 Thus, there are significant potential savings in nursing time. For example, if all nursing homes start using a three-day system, the total reduction in nurses’ time involvement may be approximately 544,600 nurse-hours per year (or 2,475 nurse-hours per nursing home annually, or slightly more than a full time nurse position per nursing home).5 Given the current tight labor market for nurses, this represents a significant incentive for nursing homes to demand a unit dose system with a larger supply from their pharmacy providers.

On the other hand, the likely effect of a larger supply unit dose system on medication error rates is unknown. Thus, depending on the actual outcome, the change in medication error rate may represent an additional benefit or cost of the proposed change in definition.

In short, this amendment will allow pharmacies and nursing homes to take advantage of a longer period unit dose system. The potential costs savings in pharmacist time and nurse time appear to be significant.

Businesses and entities affected. The proposed regulations apply to pharmacies providing unit dose services to nearly 10,000 Medicaid nursing home residents in 220 nursing home facilities.

Localities particularly affected. The proposed regulations will not affect any particular locality more than others.

Projected impact on employment. The proposed change in reimbursement methodology will likely simplify the billing process and reduce, probably by a small amount, the staffing needs of the pharmacy providers and the department. The change in definition of unit dose will also provide an opportunity for pharmacies as well as nursing homes to utilize a more labor efficient unit dose system and reduce the labor demand.

Effects on the use and value of private property. The proposed regulations, through reducing administrative costs and allowing more efficient drug distribution systems, will likely improve the profitability of private pharmacy and nursing home providers and contribute to their value.
Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The agency has reviewed the economic impact analysis prepared by the Department of Planning and Budget regarding the regulations concerning Methods and Standards for Establishing Payment Rates - Other Types of Care: Reimbursement for Pharmacy Services (12 VAC 30-80) Unit Dose Definition and Reimbursement. The agency raises no issues with this analysis.
Summary:

The proposed amendments address two items regarding reimbursement for pharmacy services in Medicaid. The board proposes to conform, for Medicaid reimbursement purposes, the definition of "unit dose dispensing system" to the definition employed by the Board of Pharmacy. The board also proposes to change the reimbursement rate for the service of "unit dose dispensing" to a per capita monthly fee.

12 VAC 30-80-40. Fee-for-service providers: pharmacy.

Payment for pharmacy services shall be the lowest of items 1 through 5 (except that items 1 and 2 will not apply when prescriptions are certified as brand necessary by the prescribing physician in accordance with the procedures set forth in 42 CFR 447.331 (c) if the brand cost is greater than the HCFA CMS upper limit of or VMAC cost) subject to the conditions, where applicable, set forth in subdivisions 6 and 7 of this section:

1. The upper limit established by the Health Care Financing Administration (HCFA) Centers for Medicare and Medicaid Services (CMS) for multiple source drugs pursuant to 42 CFR 447.331 and 447.332, as determined by the HCFA CMS' Upper Limit List plus a dispensing fee. If the agency provides payment for any drugs on the HCFA CMS' Upper Limit List, the payment shall be subject to the aggregate upper limit payment test.

2. The Virginia Maximum Allowable Cost (VMAC) established by the agency plus a dispensing fee for these multiple source drugs listed on the VVF.

3. The Estimated Acquisition Cost (EAC), which shall be based on the published Average Wholesale Price (AWP) minus a percentage discount established by the methodology set out in a through c below.

a. Percentage discount shall be determined by a statewide survey of providers' acquisition cost.

b. The survey shall reflect statistical analysis of actual provider purchase invoices.

c. The agency will conduct surveys at intervals deemed necessary by DMAS.

4. (Reserved.)

5. The provider's usual and customary charge to the public, as identified by the claim charge.

6. Payment for pharmacy services will be as described above; however, payment for legend drugs will include the allowed cost of the drug plus only one dispensing fee per month for each specific drug. Exceptions to the monthly dispensing fees shall be allowed for drugs determined by the department to have unique dispensing requirements.

7. The Program pays additional reimbursement for the 24-hour unit dose delivery dispensing system of dispensing drugs. DMAS defines its unit dose dispensing system coverage consistent with that of the Board of Pharmacy of the Department of Health Professions (18 VAC 110-20-420). This service is paid only for patients residing in nursing facilities. Reimbursements are based on the allowed payments described above plus the unit dose add-on per capita fee and an allowance for the cost of unit dose packaging established by the state agency to be submitted by the pharmacy for unit dose dispensing services to a nursing home resident. Only one service fee per month may be submitted by the pharmacy for each patient receiving unit dose dispensing services. The maximum allowed drug cost for specific multiple source drugs will be the lesser of: either the VMAC based on the 60th percentile cost level identified by the state agency or HCFA's CMS' upper limits. All other drugs will be reimbursed at drug costs not to exceed the estimated acquisition cost determined by the state agency. The original per capita fee shall be determined by a DMAS analysis of costs related to such dispensing, and shall be reevaluated at periodic intervals for appropriate adjustment.
8. Determination of EAC was the result of an analysis of FY89 paid claims data of ingredient cost used to develop a matrix of cost using 0 to 10% reductions from AWP as well as discussions with pharmacy providers. As a result of this analysis, AWP minus 9.0% was determined to represent prices currently paid by providers effective October 1, 1990.

The same methodology used to determine AWP minus 9.0% was utilized to determine a dispensing fee of $4.40 per prescription as of October 1, 1990. A periodic review of dispensing fee using Employment Cost Index--wages and salaries, professional and technical workers will be done with changes made in dispensing fee when appropriate. As of July 1, 1995, the Estimated Acquisition Cost will be AWP minus 9.0% and dispensing fee will be $4.25.

9. Home infusion therapy. 

a. The following therapy categories shall have a pharmacy service day rate payment allowable: hydration therapy, chemotherapy, pain management therapy, drug therapy, total parenteral nutrition (TPN). The service day rate payment for the pharmacy component shall apply to the basic components and services intrinsic to the therapy category. Submission of claims for the per diem rate shall be accomplished by use of the HCFA 1500 claim form.

b. The cost of the active ingredient or ingredients for chemotherapy, pain management and drug therapies shall be submitted as a separate claim through the pharmacy program, using standard pharmacy format. Payment for this component shall be consistent with the current reimbursement for pharmacy services. Multiple applications of the same therapy shall be reimbursed one service day rate for the pharmacy services. Multiple applications of different therapies shall be reimbursed at 100% of standard pharmacy reimbursement for each active ingredient.

VA.R. Doc. No. R03-51; Filed April 16, 2003, 11:12 a.m.
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4 38.9 million doses = $389,000/$0.01, 11 doses = 38.9 million/(9,920 residents x 12 months x 30 days).


5 544,600 = ((38.9 million doses) x (0.84 minutes))/(60 minutes per hour), 2,475 nurse hours =  (544,600 nurse hours)/(220 nursing homes), 1.2 full time nurse per nursing home = (2,475 nurse hours)/(2,088 hours per full time position).
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