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TITLE 12. HEALTH

DEPARTMENT OF MEDICAL ASSISTANCE SERVICES

Title of Regulation: 12 VAC 30-80. Methods and Standards for Establishing Payment Rates; Other Types of Care (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 September 23, 2005.
(See Calendar of Events section

for additional information)

Agency Contact:  Katina Goodwyn, Department of Medical Assistance Services, 600 East Broad Street, Richmond, VA 23219, telephone (804) 371-0428, FAX (804) 786-1680 or e-mail katina.goodwyn@dmas.virginia.gov.
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. Section 32.1-324 of the Code of Virginia authorizes the Director of the DMAS to administer and amend the Plan for Medical Assistance according to the board's requirements. The Medicaid authority as established by § 1902 (a) of the Social Security Act (42 USC § 1396a) provides governing authority for payments for services.

Purpose: This change will not have any direct affect on the health, safety, or welfare of the citizens of the Commonwealth or on Medicaid recipients. 

The purpose of this action is to implement the Virginia Maximum Allowable Cost (VMAC) to modify the reimbursement methodology used for generic, multiple source drug products. The VMAC will replace the existing generic drug methodology and will be more responsive to and more accurately reflect prices of multisource drugs in today’s marketplace. Also, this action establishes the criteria for the department to develop VMAC pricing methodology, publish prices, and maintain a procedure whereby pharmacists may dispute the DMAS price for generic drugs and have their disputes resolved quickly. As a result of this change, DMAS will post to its website a monthly listing of generic drugs, prices, information sources, with comparisons to reference standards.
Substance: Pharmaceuticals are an increasingly important part of medical care and health care costs, and the fastest growing component of health care spending, including the Medicaid program. Medicaid programs face the challenge of managing pharmacy expenditures in a difficult economic environment while maintaining beneficiary access to appropriate care. Pharmacy costs in Virginia are one of the top Medicaid cost drivers. For recipients receiving fee-for-service medical services, DMAS spent approximately $115 million (27%) of the total $425 million (total funds) in expenditures in pharmacy costs on generic drugs in fiscal year 2003.

Prescription drug coverage is an optional benefit that all state Medicaid programs currently provide. This benefit provides access to a broad range of prescription drugs to a population that otherwise may be unable to get necessary but expensive drug therapy, including those recipients with severe mental illnesses or HIV/AIDS.

In Virginia, the Medicaid and FAMIS prescription drug benefit is provided through fee-for-service and managed care organization delivery systems. Currently, the 263,000 Medicaid clients and 5,000 FAMIS clients who obtain services through fee-for-service delivery systems are those who live in areas of the Commonwealth that currently do not have a managed care organization available or who are excluded from the managed care programs (such as persons in nursing facilities, community-based care waiver programs, and foster care children). Approximately 340,000 Medicaid and FAMIS clients receive pharmacy benefits through one of seven managed care organizations and are not affected by this regulatory action. 

For dates prior to December 1, 2004, the Virginia Medicaid program reimburses pharmacies based on the lowest of the following pricing methodologies: 

· Federal Upper Limit (FUL)

· 75th percentile cost level (VMAC)

· 60th percentile cost level for unit-dose drugs (VMAC)

· Average Wholesale Price minus 10.25%

· Pharmacy’s usual and customary charge to the general public

Virginia Medicaid payments for fee-for-service pharmacy costs have increased by 111% since 1997, from $201 million to $425 million in fiscal year 2003 after drug rebates, in spite of major shifts of recipients to Medicaid managed care plans (1996 through December 2001). Over this same period, fee-for-service pharmacy costs, as a percentage of total medical costs, increased from 8.9% to 11.9%. Some of the factors of this cost escalation have been the cost per unit of pharmaceutical products as well as an increase in overall utilization. Similar trends have been seen in states across the country.

Within federal guidelines, Virginia has several tools at its disposal to control prescription drug utilization and spending. Prior to 2002, Virginia implemented the following cost containment strategies in its fee-for-service pharmacy program that are still in effect:

· Generic substitution for brand-name drugs. DMAS implemented a reminder message to the dispensing pharmacist at point-of-sale for its mandatory generic program; 

· Drug utilization review, both through online messages to pharmacies and retrospective reviews;

· Federally mandated drug rebates from manufacturers; and 

· Pharmacy lock-in for fraud and abuse cases.

Since 2002, cost control strategies that have been implemented in the fee-for-service program with savings included:

· Reduced Medicaid reimbursement for pharmacies from average wholesale price (AWP) minus 9.0% to AWP minus 10.25%

· Expedited access to generic drug products 

· Revised pricing for anti-hemophilia drugs

· Established 34-day supply limit 

· Increased recipient co-pay for brand-name drugs to $2.00

· Improved third-party coverage cost avoidance at point-of-sale

Additional DMAS’ cost savings strategies that have been implemented in 2003-2004 are as follows:
· Established and implemented a Preferred Drug List; 

· Established prior authorization requirements for recipients who require more than nine unique prescriptions (to be effective 10/1/2004); 

· Increased recipient co-pay for brand-name drugs from $2.00 to $3.00; and 

· Implemented changes to the Prospective Drug Review (ProDUR) program for pharmacy claims.

· Mandatory use of generic drugs began effective 9/1/2004 

The purpose of this regulatory action is to implement and administer a Maximum Allowable Cost (MAC) program for the department’s fee-for-service population’s (both Medicaid recipients and FAMIS participants) use of pharmacy services. VMAC is a methodology commonly used by Medicaid programs to control the costs of generic multiple source drugs by setting a maximum reimbursement amount. Drugs are considered “multiple source” or “multisource” when the drug is available as both brand name and generic or a brand-name product is priced as generic. In order to develop and manage its VMAC methodology, DMAS required the assistance of a contracted vendor. In order to secure the needed services and the best rate available to the Commonwealth, DMAS solicited proposals that met the following overall program objectives: 

· Create a new VMAC program to implement cost savings for the department; 

· Establish prices for generic multiple source drugs, which shall not be less than 110% of the lowest published wholesale acquisition cost for products widely available for purchase in the Commonwealth and included in the national pricing compendia;

· Monitor market conditions for fluctuations in pricing to ensure proper reimbursement to providers;

· Provide a timely process for communication, review, and resolution of providers’ reimbursement discrepancies; and 

· Provide a mechanism to evaluate program outcomes and compliance rate. 

DMAS and its contractor consider reference products, Federal Upper Limit (FUL) values, Wholesale Acquisition Cost (WAC) and other factors to determine appropriate market pricing as it is typically influenced by many factors. The pricing values developed from this process become the foundation upon which VMAC pricing is based. 

Issues:  The primary advantage to the Commonwealth and to the agency is that this regulatory action will generate significant cost savings on generic drugs, which is a substantial expense in the Medicaid budget. While pharmacy providers stand to lose some profits due to this change, it brings the DMAS generic pricing methodology more in line with the payment structure used by commercial insurance that is prevalent in the industry.

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 permanently implement the Maximum Allowable Cost methodology used to price generic drugs provided to Medicaid recipients. The proposed changes have been in effect under emergency regulations since December 2004.

Estimated economic impact.  The proposed regulations will permanently revise the Medicaid reimbursement methodology for generic drugs. Currently, pharmacies are reimbursed for the generic drugs the lowest of (i) the  Federal Upper Limit (FUL), (ii) Virginia Maximum Allowable Cost (VMAC), (iii) Average Wholesale Price (AWP) minus 10.25 percent, and (iv) Pharmacy’s usual and customary charge.

The VMAC reimbursement rates were developed and maintained by the Virginia Department of Health. However, the point of reference used in the VMAC methodology was not updated frequently. In a dynamic generic drug market, static prices established by the VMAC methodology often produced higher rates.  Because Medicaid payment is the lowest of (i) through (iv), few drugs were paid based on the VMAC price. For example, in FY 2004, there were 4.5 million claims that had a VMAC price. Of those claims, only seven percent of were paid the VMAC price. The remaining 93% of the claims were paid using one of the other pricing methodologies.

Pursuant to Item 326 WW (1) of the 2004 Appropriation Act, the proposed changes will permanently revise the VMAC pricing methodology. The proposed Maximum Allowable Cost (MAC) is determined based on the Wholesale Acquisition Cost (WAC). This methodology has been in effect since December 2004 under emergency regulatory authority. The rate is the higher of i) the lowest WAC plus 10 percent, or ii) the second lowest WAC plus 6 percent. For example, if the lowest WAC for Ibuprofen 800 mg tablet is $0.04312 and the second lowest WAC is $0.05210, the lowest WAC plus 10 percent would be $0.04743 and the second lowest WAC plus 6 percent would be $0.05523. Because the second lowest WAC plus 6 percent is greater than the lowest WAC plus 10 percent, the Medicaid program pays the pharmacy $0.05523 for this particular generic drug.

The proposed reimbursement methodology provides a 10 percent margin over the lowest WAC price. The intent of the 10 percent margin is to provide flexibility to pharmacies to purchase drugs from multiple wholesalers. For example, a pharmacy in Virginia may not have access to the wholesaler with the lowest price that may be located in another state. The ten percent margin enhances a pharmacy’s ability to purchase drugs from multiple vendors.

The alternate MAC pricing, the second lowest WAC price plus 6 percent, is designed to address the cases where the lowest WAC is considerably lower than all other wholesale prices. For example, a wholesaler may be promoting a particular drug at a deep discount. In these cases, adding only 10 percent to the lowest WAC price may significantly hinder a pharmacy’s ability to acquire the drug if the promoting wholesaler is not accessible.  To prevent these cases, the proposed methodology checks to see if the second lowest WAC plus 6 percent is higher than the lowest WAC plus 10 percent, and pays the higher rate.

A generic drug must satisfy a number of criteria in order to have a MAC price established.  One of the criteria is that drug must be included in national pricing compendia. In addition, there must be at least three different suppliers. This is intended to make sure that there is some competition in the market where the WAC prices are determined.  The drugs must also be therapeutically and pharmaceutically equivalent as determined by the Food & Drug Administration.

The administration of the MAC pricing is handled by a contractor. Additionally, once the MAC prices are established, a list of rates and the factors used in pricing are made available to pharmacies via the Department of Medical Services’ website and the list is updated monthly.

The proposed regulations also provide an option for dispute resolution. In some cases, it may be impossible for a pharmacy to obtain a particular generic drug at the published MAC price for variety of reasons such as geographic location. In these instances, a pharmacy may dispute the rate.

The main economic benefits of the proposed changes include significant fiscal savings for the Virginia’s Medicaid program. One half of the fiscal savings will be realized by the Commonwealth and the other half will be realized by the federal government. According to the data available from December 2004 through April 2005, fiscal savings annualized for a year is estimated to be approximately $26.5 million. This estimate represents approximately 23% savings out of the $115 million spent on generic drugs in FY 2003. On the other hand, these savings reduce profits of pharmacies that provide generic drugs to Medicaid recipients. The extent of the revenue impact on each individual pharmacy depends on many factors including the acquisition cost of the drug and the amount of drugs sold to the Medicaid recipients. There is no data to analyze the potential impact on each individual pharmacy.  However, at the aggregate, a reduction in profits should be expected to reduce incentives of pharmacies to participate in the Medicaid program.

Also, there are some administrative costs associated with the proposed changes.  The start up costs already spent by DMAS for computer system changes are approximately $83,000. Of this amount, approximately 90% is financed from the federal matching funds and the 10% from the state funds. In addition, DMAS will pay $277,000 biennially to a private contractor for the administration of the proposed MAC methodology including the costs associated with the dispute resolution process.

Businesses and entities affected.  The proposed regulations affect approximately 1635 pharmacy providers.

Localities particularly affected.  The proposed regulations apply throughout the Commonwealth.

Projected impact on employment.  At the aggregate, the proposed generic drug pricing methodology will reduce the profits of Medicaid pharmacy providers.  To the extent reduced profits affect their ability to hire employees, a negative impact on employment in the pharmaceutical industry may be expected. On the other hand, implementation of the MAC program should have a balancing positive impact on employment as additional man hours are required to administer this program.

Effects on the use and value of private property.  The proposed regulations should not affect the value of real private property. However, a negative impact on the asset value of Medicaid pharmacy providers may result as their profitability is reduced. Conversely, the private contractor that will administer this program may realize a positive impact on its asset value.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The Department of Medical Assistance Services 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:  Pharmacy services reimbursement:  Virginia Maximum Allowable Cost (VMAC).  The Agency raises no issues with this analysis.
Summary:

The proposed amendments modify the regulations setting out reimbursement methodology for multiple source generic drugs to implement the revised Virginia Maximum Allowable Cost (VMAC).  The rate will be the higher of either: (i) the lowest Wholesale Acquisition Cost (WAC) plus 10%, or (ii) the second lowest WAC plus 6.0%.  Criteria are established for the pricing methodology, posting of prices, maintaining a procedure for dispute of the DMAS prices, and expediting dispute resolution.

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 Centers for Medicare and Medicaid Services (CMS) upper limit of 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 CMS for multiple source drugs pursuant to 42 CFR 447.331 and 447.332, as determined by the CMS Upper Limit List plus a dispensing fee. If the agency provides payment for any drugs on the HCFA 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 Virginia Department of Medical Assistance Services to be inclusive of appropriate multiple source and specific high cost drugs plus a dispensing fee. The VMAC methodology shall be defined as the 75th percentile cost level, or the 60th percentile cost level for unit dose drugs, of the aggregate for each generic manufacturer's drug for each Generic Code Number (GCN). Manufacturers' costs are supplied by the most current First Data Bank file. Multiple source drugs may include but are not limited to Food and Drug Administration-rated products such as drugs established by a Virginia Voluntary Formulary (VVF) drugs, Federal Upper Limit Drugs and any other state or federally approved listing. "Multisource drugs" means covered outpatient drugs for which there are two or more drug products that:

a. Are included in the Centers for Medicare and Medicaid Services' state drug rebate program;

b. Have been approved by the Federal Food and Drug Administration (FDA);

c. Are included in the Approved Products with Therapeutic Equivalence Evaluations as generically equivalent;  and

d. Are sold or marketed in Virginia.

2. The methodology used to reimburse for generic drug products shall be the higher of either (i) the lowest Wholesale Acquisition Cost (WAC) plus 10% or (ii) the second lowest WAC plus 6.0%. This methodology shall reimburse for products’ costs based on a Maximum Allowable Cost (VMAC) list to be established by the single state agency. 

a. In developing the maximum allowable reimbursement rate for generic pharmaceuticals, the department or its designated contractor shall:

(1) Identify three different suppliers, including either manufacturers or wholesalers, that are able to supply pharmaceutical products in sufficient quantities.  The drugs considered must be listed as therapeutically and pharmaceutically equivalent in the Food and Drug Administration’s most recent version of the Approved Drug Products with Therapeutic Equivalence Evaluations (Orange Book). Pharmaceutical products that are not available from three different suppliers, including either manufacturers or wholesalers, shall not be subject to the VMAC list.

(2) Identify that the use of a VMAC rate is lower than the Federal Upper Limit (FUL) for the drug. The FUL is a known, widely published price provided by CMS; and 

(3) Distribute the list of state VMAC rates to pharmacy providers in a timely manner prior to the implementation of VMAC rates and subsequent modifications. DMAS shall publish on its website, each month, the information used to set the Commonwealth’s prospective VMAC rates, including, but not necessarily limited to:

(a) The identity of applicable reference products used to set the VMAC rates;

(b) The Generic Code Number (GCN) or National Drug Code (NDC), as may be appropriate, of reference products;

(c) The difference by which the VMAC rate exceeds the appropriate WAC price; and

(d) The identity and date of the published compendia used to determine reference products and set the VMAC rate. The difference by which the VMAC rate exceeds the appropriate WAC price shall be at least or equal to 10% above the lowest-published wholesale acquisition cost for products widely available for purchase in the Commonwealth and shall be included in national pricing compendia.

b. Development of a VMAC rate that does not have a FUL rate shall not result in the use of higher-cost innovator brand name or single source drugs in the Medicaid program. 

c. DMAS or its designated contractor shall:

(1) Implement and maintain a procedure to add or eliminate products from the list, or modify VMAC rates, consistent with changes in the fluctuating marketplace. DMAS or its designated contractor will regularly review manufacturers’ pricing and monitor drug availability in the marketplace to determine the inclusion or exclusion of drugs on the VMAC list; and

(2) Provide a pricing dispute resolution procedure to allow a dispensing provider to contest a listed VMAC rate. DMAS or its designated contractor shall confirm receipt of pricing disputes within 24 hours, via telephone or facsimile, with the appropriate documentation of relevant information, e.g., invoices. Disputes shall be resolved within three business days of confirmation. The pricing dispute resolution process will include DMAS’ or the contractor’s verification of accurate pricing to ensure consistency with marketplace pricing and drug availability. Providers will be reimbursed, as appropriate, based on findings. Providers shall be required to use this dispute resolution process prior to exercising any applicable appeal rights.

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

4. The Estimated Acquisition Cost (EAC), which shall be based on the published Average Wholesale Price (AWP) minus a percentage discount established by the General Assembly (as set forth in subdivision 8 of this section) or, in the absence thereof, by the following methodology set out in subdivisions 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.

5. 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. The dispensing fee of $3.75 (effective July 1, 2003) for brand name drugs shall remain in effect. The dispensing fee for generic drugs is $4.00.

6. The Program pays additional reimbursement for unit dose dispensing systems 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 per capita fee to be calculated by DMAS' fiscal agent based on monthly per nursing home resident service per pharmacy provider. Only one service fee per month may be paid to 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 subdivisions 1 through 4 of this section as applicable Multisource drugs will be reimbursed at the maximum allowed drug cost for specific multiple source drugs as identified by the state agency or CMS’ upper limits as applicable. 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. The unit dose dispensing fee is $5.00 per recipient per month per pharmacy provider.

7. Determination of EAC was the result of a report by the Office of the Inspector General that focused on appropriate Medicaid marketplace pricing of pharmaceuticals based on the documented costs to the pharmacy. An EAC of AWP minus 10.25% shall become effective July 1, 2002.

The dispensing fee for generic drugs of $4.00 and the dispensing fee for brand name drugs of $3.75 (effective July 1, 2003) shall remain in effect, creating a payment methodology based on the previous algorithm (least of 1 through 5 of this subsection above) plus a dispensing fee where applicable.

8. 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 CMS 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.

9. Supplemental rebate agreement. Based on the requirements in § 1927 of the Social Security Act, the Commonwealth of Virginia has the following policies for the supplemental drug rebate program for Medicaid recipients:

a. The model supplemental rebate agreement between the Commonwealth and pharmaceutical manufacturers for legend drugs provided to Medicaid recipients, submitted to CMS on February 5, 2004, and entitled Virginia Supplemental Drug Rebate Agreement Contract A and Amendment #2 to Contract A has been authorized by CMS.

b. The model supplemental rebate agreement between the Commonwealth and pharmaceutical manufacturers for drugs provided to Medicaid recipients, submitted to CMS on February 5, 2004, and entitled Virginia Supplemental Drug Rebate Agreement Contract B and Amendment #2 to Contract B has been authorized by CMS.

c. The model supplemental rebate agreement between the Commonwealth and pharmaceutical manufacturers for drugs provided to Medicaid recipients, submitted to CMS on February 5, 2004, and entitled Virginia Supplemental Drug Rebate Agreement Contract C, and Amendments #1 and #2 to Contract C has been authorized by CMS.

d. Supplemental drug rebates received by the state in excess of those required under the national drug rebate agreement will be shared with the federal government on the same percentage basis as applied under the national drug rebate agreement.

e. Prior authorization requirements found in § 1927(d)(5) of the Social Security Act have been met.

f. Nonpreferred drugs are those that were reviewed by the Pharmacy and Therapeutics Committee and not included on the preferred drug list. Nonpreferred drugs will be made available to Medicaid beneficiaries through prior authorization.

g. Payment of supplemental rebates may result in a product's inclusion on the PDL.

DOCUMENTS INCORPORATED BY REFERENCE 
Approved Drug Products with Therapeutic Equivalence Evaluations, 25th Edition, 2005, U.S. Department of Health and Human Services.
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