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BACKGROUND

As a number of studies document, access to affordable prescription drugs is a growing problem in California and in the US.  According to the Kaiser Family Foundation (KFF), almost a quarter of Americans under age 65 and more than a third of Medicare beneficiaries have no prescription drug coverage.  In California, according to the UCLA Center for Health Policy Research, nearly one in five Californians under age 65 lacked health coverage altogether in 2001, a substantial percentage of whom are not eligible for most public assistance or drug assistance programs due to excess income or assets.  Of those who do have health coverage, over 2 million report that they do not have coverage for prescription drugs.

Further, prescription drugs represent one of the fastest growing health care expenditures as drug prices continue to grow at roughly twice the rate of inflation in California and the rest of the U.S.  Of the 50 drugs used most frequently by seniors, the average annual cost as of January 2003 was $1,439.  The five most frequently prescribed medications for the elderly all had annual costs of between $500 and $1,500 per year.  According to surveys, substantial percentages of seniors forego taking their medications due to the high cost.

In an effort to realize immediate and significant cost savings for seniors and people with disabilities, several members of the legislature introduced the following bills that would allow the importation of prescription drugs from Canada in some capacity: 

· SB 1149 (Ortiz) requires the Board of Pharmacy to develop an interactive website that includes information on Canadian pharmacies that meet recognized standards for safe dispensing of drugs to California residents and information concerning prescription drugs suppliers outside the United States that have violated safe dispensing standards.  To the Governor.

· SB 1144 (Burton) requires that Canadian sources be included among the companies with which the Department of General Services (DGS) is permitted to contract for prescription drugs, that all contracts include appropriate safeguards, and that DGS seek appropriate federal waivers.  To the Governor.

· SB 1333 (Perata) allows the Department of Health Services (DHS) to reimburse pharmacies for drugs dispensed to Medi-Cal and AIDS Drug Assistance Program beneficiaries that are purchased from a Canadian pharmacy, and establishes a new reimbursement rate for such drugs.  To the Governor.

· AB 1957 (Frommer) requires DGS to coordinate a review of state agencies to determine potential savings if prescription drugs are purchased from Canada and to establish pilot programs.  Requires DHS to establish a California Rx Program, including a website to facilitate purchasing prescription drugs at reduced prices.  Requires the website to include price comparisons, including Canadian prices and links to Canadian pharmacies.  To the Governor.

In a letter dated August 19, 2004, the Secretary of the Health and Human Services Agency expressed concern that the importation measures were contrary to federal law and would expose the state to potential tort liability.  As an alternative approach, the Secretary proposed amending the bills to establish a State Pharmacy Assistance Program - California Rx.  California Rx would harness the purchasing power of low-income seniors and uninsured Californians to secure prescription drug discounts from pharmaceutical manufacturers.  

Governor Arnold Schwarzenegger, subsequently, sent a letter to Tommy Thompson, Secretary of the U.S.  Department of Health and Human Services, detailing his concern with the Canadian drug importation legislation and expressing his desire to reduce the costs of prescription drugs by establishing a drug discount program or by extending Medi-Cal prescription drug prices to targeted low-income uninsured residents.   

Importation

Federal law, the Federal Food, Drug, and Cosmetic Act, currently makes it illegal to import drugs into the US that are not FDA-approved or manufactured and labeled in accordance with provisions of the Act.  The Act also makes it illegal for any person other than the original manufacturer of a drug to re-import it back into the US, even it otherwise complies with the federal act.  Although it is currently illegal, an estimated 1 million Americans buy drugs from Canada, accounting for at least $1 billion in annual sales.

The FDA's consistent policy has been that foreign medicines are unsafe because they cannot assure that they are not counterfeit, mislabeled, expired, and contaminated.  Although it cannot point to cases in which US residents have been harmed by drugs purchased from foreign pharmacies, the FDA cites evidence from several border checks of drugs bound for consumers in the US that have found large percentages of unidentified drugs, counterfeit drugs, mislabeled drugs, and drugs not approved for use in the U.S.

The FDA has adopted a personal importation policy which permits individuals and physicians to import up to a three-month supply of drugs for treatment of a patient's condition for which effective treatment may not be available domestically, which do not present an unreasonable risk, and for which there is no intent to market to U.S.  residents.  In practice, the FDA generally has not prosecuted individuals who are importing drugs for their own use.  

According to various sources, comparable drugs in Canada sell for 40 percent less than in the US on average, and can sometimes sell for 50 – 70 percent less, because the Canadian government limits what drug companies can charge for prescription drugs.  In addition, exchange rates can contribute to lower costs of Canadian drugs.

Medicaid Drug Rebate Program

Forty nine states, including California and the District of Columbia (excluding Arizona) offer Medicaid beneficiaries a prescription drug benefit through the Medicaid Drug Rebate Program.  The Medicaid Drug Rebate Program was established in 1990 and is administered by the Centers for Medicare and Medicaid Services (CMMS), an agency within the Department of Health and Human Services.  The goal of Congress, in creating the rebate program, was to ensure that federal and state taxpayers, who fund the Medicaid program, are not paying more for pharmaceuticals than any other U.S. purchaser.  The program achieves this goal by contractually obligating each pharmaceutical manufacturer to pay state Medicaid programs a quarterly rebate for each covered outpatient drug reimbursed by Medicaid.

Under this agreement, drug manufacturers must give its “best price” to Medicaid.  The best price is the lowest price for a brand name drug, taking into account rebates, chargebacks, discounts or other pricing adjustments, excluding nominal prices.  Approximately 550 pharmaceutical companies currently participate in this program.

Federal law authorizes States to enter into supplemental rebate agreements with drug manufacturers to negotiate deeper discounts for their Medicaid program.  These prices are exempt from Medicaid “best price” laws.

340B Drug Pricing Program

As a result of the “best price” mechanism, many pharmaceutical companies had a disincentive to continue giving deep discounts on drugs because they would have to extend the same discounts to the Medicaid program.  When manufacturers began raising their prices, the federal and state savings achieved through the Medicaid rebate program were being offset by increased government spending on drugs purchased by other federal- and state-supported providers.  To remedy this effect, Congress enacted Section 340B of the Public Health Service Act of 1992, requiring pharmaceutical manufacturers participating in the Medicaid program to enter into a second agreement with the Secretary of Health and Human Services.

Under the 340B participation agreement, the manufacturer agrees to provide discounts on covered outpatient drugs purchased by specified government supported facilities, called “covered entities,” that serve the nation’s most vulnerable patient populations.  The amount of these discounts is comparable to the best price discounts to which Medicaid is entitled under the 1990 rebate program, however, covered entities are free to negotiate even deeper discounts than the Medicaid rebate amount.  Manufacturers may not charge more than the 340B ceiling price regardless of whether the covered entity purchases pharmaceuticals through a wholesaler or directly from the manufacturer.  

Medicare Prescription Drug, Improvement, and Modernization Act

In December 2003 President Bush signed into law the Medicare Prescription Drug, Improvement, and Modernization Act.  Among other things the Act makes available to Medicare beneficiaries prescription drug discount cards and drug benefit plans starting in 2006.  While the bill provides a basic level of drug coverage for Medicare beneficiaries, the opinion of a number of analysts is that most beneficiaries will continue to incur significant out-of-pocket costs, due to a number of provisions of the bill.  Those provisions include indexing of deductibles and cost-sharing limits to changes in the costs of drugs, a gap in coverage for annual expenditures between $2,250 and $5,100 (referred to as the "donut hole"), incentives for states to reduce drug coverage for beneficiaries who are dually eligible for Medicare and Medicaid, and lack of authority for the federal government to negotiate the prices of drugs.

State Pharmacy Assistance Programs

State pharmacy assistance programs refer to a broad category of state policies designed to help residents pay for prescription drugs.  Federal law exempts specified entities and programs, including state pharmacy assistance programs from Medicaid “best price” laws.  As of August 2004, at least 39 states have established or authorized some type of program to provide pharmaceutical coverage or assistance, primarily to low-income elderly or persons with disabilities who do not qualify for Medicaid.  Most programs utilize state funds to subsidize a portion of the costs, usually for a defined population that meets enrollment criteria, but an increasing number use discounts or bulk purchasing approaches.  Many of these programs were established prior to the enactment of the Medicare prescription drug benefit.  These programs generally fall under the following models:

State Subsidy/Rebate Model

These programs use public funds to subsidize drug coverage and receive discounts from both participating retail pharmacies and manufacturers.  Manufacturer discounts are obtained through the payment of rebates to the state.  Although no data are available quantifying the rebates that states are able to collect, it is estimated that these rebates are comparable in size to those obtained by the Medicaid program.  States that have already established these subsidy/rebate programs include Connecticut, Delaware, Illinois, Maine, Maryland, Massachusetts, Michigan, Minnesota, New Jersey, New York, North Carolina, Pennsylvania, Rhode Island, Wyoming, and Vermont.  Many of these programs predate the Medicaid drug rebate program.

Pharmacy Benefit Manager Outsourcing

States interested in establishing a subsidy/rebate program have the option of outsourcing the administration of the program to a private company, generally a Pharmacy Benefit Manger (PBM).  PBMs generally have existing pharmacy networks and experience in managing pharmacy benefits.  Nevada just recently launched its SenioRx program which is outsourced to a PBM owned by Fidelity Life Insurance and Massachusetts just released a request for proposal seeking bids by private PBMs to manage its Prescription Advantage Plan.

Manufacturer Ceiling Prices

States have explored a variety of approaches for capping the prices that manufacturers may charge for drugs dispensed to low income and elderly clients.  The most common approach is capping the price at the Medicaid rebate amount.  Arkansas, New Jersey, and other states have also considered legislation prohibiting manufacturers from charging above manufacturer prices available in Canada, Mexico, and other foreign countries.  To date, Maine is the only state that has established a program that caps manufacturer prices at a lower level than the Medicaid rebate discount.

Section 1115 Waiver Expanded Drug Benefit  

Under title XIX of the Social Security Act, each state designs and administers its own Medicaid program, setting eligibility and coverage standards within broad federal guidelines.  Section 1115 of the Social Security Act authorizes the waiver of certain federal Medicaid requirements for up to five years or more in order for a state to establish an experimental, pilot, or demonstration project which, in the judgment of the Secretary, is likely to assist in promoting the objectives of Medicaid.

A Section 1115 waiver allows states to receive federal matching dollars for services not normally covered under Medicaid, or for typical Medicaid services furnished to populations that are not ordinarily eligible for Medicaid.  With pharmaceutical coverage a particular focus, beginning in 2000 several states enacted laws and filed 1115 waivers seeking approval for this approach to state pharmaceutical subsidy programs.  According to the National Conference of State Legislatures, as of November 2003, six states have received waiver approval for their subsidy plans: Illinois, Indiana, Wisconsin, South Carolina, Florida and Maryland.  Nine other states have filed applications with HHS; about a half-dozen others have passed laws or are engaged in discussions about establishing such a program.  The Delaware and Hawaii applications were disapproved in 2003.  

Mandatory Pharmacy Discounts

Pharmacy discount programs are the second most popular models of state drug assistance programs currently in operation.  California, Florida, Vermont, and West Virginia all currently operate such programs.  These programs prohibit pharmacies from charging program enrollees, generally seniors without prescription drug coverage, more than the established Medicaid price or other discounted rate for covered drugs.  

Buyers’ Club

Buyers’ Club programs are state-sponsored programs that offer residents a chance to enroll in a purchasing pool or buyers’ club, and that contract with private entities to negotiate voluntary discounts from pharmacies and/or drug manufacturers that can be passed through to members of the pool.  Legislation is generally not required to authorize such programs since they are not funded by state revenue and are generally considered private cooperatives.

Bulk Purchasing

Under this model, the state increases its bargaining power with manufacturers by combining the anticipated sales volume of its drug assistance program with other state drug purchasing programs, such as those for Medicaid recipients, state employees, patients of state hospitals and health departments, state university students, and prisoners.  Bulk purchasing programs can also include private entities.  

To increase volume even further, states are forming multi-state buying consortiums that combine purchasing volumes across state lines.  Examples include the Northern New England Tri-State Coalition (Maine, New Hampshire, and Vermont) and the Northeast Legislative Association on Prescription Drug Pricing (Connecticut, Maine, Massachusetts, New Hampshire, New York, Pennsylvania, Rhode Island, and Vermont).  Earlier this month, Secretary Thompson signed waivers permitting Minnesota and Hawaii to join with six other states in negotiating discounted prices on prescription drugs.  

Possible Drug Discounts

· Medicaid Rate.  Enrollees will pay no more than the state’s Medicaid price.  An additional pharmacy dispensing fee may be added to the drug price, but that is generally set by the program and, therefore, the same across all pharmacies.  Enrollees will pay the same amount for a particular manufacturer’s drug at all pharmacies that participate in the program.

· Manufacturer Rebates.  Some states will negotiate directly with manufacturers for lower drug prices.  These states then set a drug price for program enrollees that are based on the state-negotiated price.

· Medicaid Rebate.  The drug discount is based on the manufacturers’ rebates through the state’s Medicaid programs.

· PBM-Negotiated Rate.  The PBMs negotiate discounts with manufacturers and pharmacists.  If the state uses multiple PBMs, the discounted price will vary.

The Vermont Case

During Vermont's 2000 legislative session, Governor Dean proposed an expansion of the pharmacy program of Vermont's Health Access Plan.  This expansion required an amendment to the state's existing Medicaid demonstration waiver.  In November 2000, the federal Health Care Financing Administration (HCFA) approved the waiver amendment.  This expansion became known as the Pharmacy Discount Program (PDP).

The PDP covered two groups: 

1. Any Medicare-covered individual without drug coverage with income above 150% of federal poverty level (FPL) and included drugs for acute conditions for those beneficiaries already eligible for another Vermont program (known as "VScript and available to people with incomes up to 225% FPL) who currently receive a benefit only for maintenance drugs; and,

2. All individuals with incomes up to 300% who did not have a benefit program that included drug coverage.  

Pharmacies would have charged the PDP beneficiaries the Medicaid price of the drug minus the estimated average rebate Vermont receives for all drugs (about 18% in 2000.)  Vermont would pay the pharmacies the 18% and then bill the manufactures for that amount.  A beneficiary's discount would have been reduced by $3 for the first eight prescriptions each year to cover the $24 annual PDP enrollment fee.  That fee would have offset the state's cost of administering the program, including the additional claims processing costs and staff to process enrollment.  The state began implementation of the expanded drug program on January1, 2001.

The Pharmaceutical Research and Manufacturers of America (PhRMA) filed a complaint in the U.S.  District Court for the District of Columbia against HCFA.  PhRMA asked the court to rule that HCFA's approval of a Medicaid waiver permitting Vermont to change the rules of its Medicaid program violated federal Medicaid law.  The manufacturers argued that because the federal government and Vermont pay nothing under the PDP, the program violates the provision under which pharmaceutical manufacturers owe rebates only for drugs "for which payment was made under the State plan." PhRMA also argued that the PDP violated the requirement that states charge Medicaid beneficiaries no more than a "nominal" amount because PDP beneficiaries would pay for approximately 82% of the price of their prescriptions.  

On January 17, 2001, the district court denied the drug manufacturers request for a preliminary injunction.  PhRMA appealed the district court's denial and on June 8, 2001, the U.S.  Court of Appeals for the District of Columbia Circuit reversed the decision of the district court and ruled in favor of PhRMA.  The appellate court found that HCFA'S approval of the Vermont waiver was inconsistent with the HCFA secretary's authority.  

The Maine Case

Maine’s Act to Establish Fairer Prices for Prescription Drugs was enacted in 2000, and established the MaineRx program, which is open to all residents who do not have prescription drug coverage.  The state serves as a PBM by negotiating rebates and discounts, with the discount offered by pharmacies being reimbursed by the state out of funds raised from participating manufacturer rebates.  Pharmacy participation is voluntary, but compulsory for manufacturers with Medicaid contracts in the state.  MaineRx provides disincentives for nonparticipating manufacturers, such as subjecting their drugs to prior authorization requirements in the state Medicaid program and advertising their refusal to participate to health care providers and the public.

MaineRx was immediately challenged by the pharmaceutical industry.  PhRMA sued the state, won a preliminary injunction from the federal district court, and then lost a subsequent appeal by the state before a federal court of appeals panel.  In particular, the appellate court rejected PhRMA’s argument that MaineRx’s prior authorization requirement was inconsistent with federal Medicaid law.  The appellate court further found that the local benefits of the program outweigh any incidental burdens on interstate commerce.  In July 2001, PhRMA asked the U.S.  Supreme Court to review the decision.  
On May 19, 2003, the U.S.  Supreme Court ruled 6 to3 that the Maine Rx Program was not preempted because the Medicaid Act “gives the States substantial discretion to choose the proper mix of amount, scope and duration limitations on coverage, as long as care and services are provided in the “best interest of the recipients.”  The Court also ruled that the Maine Rx statute on its face did not violate the Interstate Commerce Clause.

The legislature revised Maine Rx soon after the Supreme Court acted by creating the Maine Rx Plus program.  The new program requires participating pharmacies to provide drugs that are on Maine's Medicaid preferred drug list to state residents whose:

1. Family income is 350% or less of the federal poverty level (currently $ 53,410 for a three-person family); or,

2. Family incurs (a) unreimbursed prescription drug expenses equal to 5% or more of family income or (b) unreimbursed medical expenses of 15% or more of family income.  

As of January of this year, pharmacies must provide the drugs to Maine Rx Plus participants at the same cost as Medicaid participants pay.  If the state is able to negotiate further discounts, pharmacies must offer the drugs at this lower price by October 1, 2004, and the state must reimburse them for the price difference.  The new program does not include the $ 3 dispensing fee that pharmacies were to receive under Maine Rx.  

The Maine Rx law required the state to impose prior authorization requirements in its Medicaid program on drug manufacturers and drug labelers that did not participate in the program.  Maine Rx Plus softens this somewhat.  It allows the state to impose prior authorization if the DHS determines that doing so is an appropriate way to encourage them to participate and is consistent with the state Medicaid plan and federal law.  It makes the names of manufacturers and labelers who do not provide rebates public information and requires DHS to release them to the public and health care providers.  Once the program actually begins providing benefits, the names of manufacturers and labelers who provide rebates also become public, and DHS is supposed to publicize their participation.  

As with Maine Rx, the manufacturers' rebates are paid into a dedicated fund that is used to reimburse pharmacies for the drug discounts and DHS for contracted services related to the program, including pharmacy claims processing fees.  

In 2001, Maine created the Healthy Maine Prescription Program, which was established through successful application for a waiver on its Medicaid program, thus extending rebates under the existing Medicaid manufacturers rebate program.  Under the Healthy Maine Prescription Program, elderly and disabled individuals with incomes at or below 185% of the federal poverty level, and all individuals with incomes below 300% of the federal poverty level, may purchase pharmaceuticals at the discounted Medicaid rate.  PhRMA filed a lawsuit against the U.S.  Department of Health and Human Service (HHS), challenging the legality of the Medicaid waiver.  In February 2002, a federal court judge ruled that HHS had the authority to grant the Maine waiver.  PhRMA appealed the decision, and on December 27, 2002, the Maine Department of Human Services was forced to suspend the program.  The federal appeals court ruled that state health officials improperly expanded the Medicaid program by failing to request a technical waiver from HHS.  Maine officials promptly contacted HHS administrators with three solutions to comply with the technical deficiency found by the court, but HHS declined to approve any of the state’s proposals.  Maine is currently still awaiting action on its federal Medicaid waiver.  
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