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Background Paper 

Purpose of the Hearing 

Medicare is a federal health insurance program that covers more than 41 million Americans, including 35 million seniors and six million non-elderly people with disabilities.  Medicare has covered eligible elderly beneficiaries without regard to income or medical history since it was established in 1965 and added coverage for people under 65 with disabilities in 1972.  The Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (MMA) implements the most extensive changes to Medicare since the program was established.  Among other reforms, the bill implements a voluntary outpatient prescription drug benefit, or Medicare Part D, starting January 1, 2006.  The advent of this new benefit will drastically alter the way the state and federal governments interface to provide prescription drug coverage to this population. 
This hearing will seek to assess the state’s readiness to implement the MMA, including discussion of the overall impact, preparation, and coordination of various state departments.  Specifically, the hearing will examine the fiscal and logistical impediments to successful implementation as they relate to consumer education, outreach, transitional support services, and prescription drug access. 
Key Questions for State Consideration Related to Medicare Part D

The following are key questions related to critical issues ranging from the need and capacity for services related to counseling and outreach, the adequacy of the drug benefit, beneficiaries’ cost of care, state fiscal implications, and monitoring and oversight plans.  
· What are the state’s outstanding issues and requests to the Centers for Medicare and Medicaid Services (CMS)?

· What support, if any, will the federal government provide in assisting the state with any administrative or implementation issues that may arise in the short term or long term? 

· What are the main issues and questions for beneficiaries in the transition?

· What are the implications of the MMA’s “claw-back” requirement for the General Fund in the near-term and in out years?

· How is the state preparing for the consumer assistance services that will be necessary for this transition?  How are DHS and CDA working to coordinate consumer education and outreach efforts?

· How will these services be adapted and specialized for dual eligible, low-income beneficiaries, and for Medicare beneficiaries with mental illness, developmental disabilities and others with special needs?  

· How will dual eligibles be ensured adequate and continuous drug coverage?

· What are the primary and enhanced benefits under the new plan?

· How much variation will there be in drug coverage across prescription drug plans and the Medicare Advantage Plans?

· What are the expectations for how the “donut hole” will affect beneficiaries?

· Does the state contemplate monitoring and evaluating Part D plans and making that information available to the public?

The Medicare Prescription Drug, Improvement, and Modernization Act 
Adopted in December 2003, the MMA added a new “Part D” to the Medicare program to provide coverage for prescription drugs through private plans, beginning in 2006.  Medicare beneficiaries will have the option of obtaining drug coverage by enrolling in a private risk-bearing prescription drug plan.  Beneficiaries will have the choice of staying in the traditional Medicare program and obtaining drug coverage through a stand-alone plan or joining a Medicare Advantage plan, formerly known as Medicare + Choice, and obtaining all of their Medicare benefits and prescription drug coverage through the plan (Medicare inpatient and out-patient coverage).  Within ground rules set by the federal government, each private plan will design its own prescription drug coverage and plans will be expected to use tools, such as formularies and tiered co-payments, to control costs.  The MMA also includes low-income subsidies that reduce the cost-sharing requirements under Part D so that low-income beneficiaries will be better able to take advantage of the new benefit. 
The Prescription Drug Discount Card Program
To assist Medicare beneficiaries with their outpatient prescription drug costs in 2004 and 2005, the MMA authorized the establishment of the Medicare-Approved Discount Card Program as well as a Transitional Assistance (TA) Program for low-income beneficiaries.  Medicare beneficiaries with annual incomes of less than 135 percent of the federal poverty line are credited $600 per year on their drug discount cards through the TA program.  This subsidy is only available to those beneficiaries who do not receive and who are not eligible for any other drug coverage.  Low-income beneficiaries below 100 percent of the federal poverty line are limited to a five percent co-payment on drugs purchased through the discount cards; seniors below 135 percent of poverty are limited to a ten percent co-payment.

The Medicare-approved discount cards will only be available until the new drug benefit becomes available in January 2006.  Under the MMA, Medicare discount cards may only be offered by nongovernmental entities, known as sponsors, with which the government has contracted.  California currently has over thirty approved drug discount card sponsors.  At a minimum, these card programs are required to offer a negotiated price for at least one drug in each of the 209 therapeutic categories identified by the Centers for Medicare and Medicaid Services (CMS) on a list of medications frequently used by Medicare beneficiaries.  Additionally, the sponsor must contract with a sufficient number of pharmacies, other than mail-order, in its service area to ensure that specified access requirements are met.

The discount card programs are not required to provide any specified discount level, however according to CMS, beneficiaries are expected to save an estimated ten to 15 percent on their total drug spending, with discounts of up to 25 percent or more on individual prescription drugs.  Discount card programs may change formularies and discounts at any time, and are only required to notify cardholders of formulary changes by posting on the Internet.  

State Issues to Consider: 
· Consumer Education and Outreach: According to a report by the Kaiser Family Foundation, educating beneficiaries has proved to be a significant undertaking because of the large number of card programs, the challenge of communicating with over 40 million individuals, and the continued lack of knowledge about the program. 

· Access to Information and Tools: Despite a substantial investment by CMS in decision support tools, reports of beneficiary frustration and confusion have been widespread.  While the variety of discount card programs ensure that beneficiaries can find a plan best suited to their individual needs, arguably, excessive choice also produced confusion and may have discouraged enrollment.  To what extent has the state monitored the progress of the Medicare discount card program in California to avoid similar mishaps in the implementation of Part D?

Part D Benefit Package
The standard drug package will have an annual deductible of $250 in 2006, and a premium estimated at about $35 per month.  The standard package will cover 75% of prescription drug costs for the first $2,000 of medications above the $250 deductible.  The benefit will cease until the beneficiary has drug spending up to $5,100; this lapse in coverage is often referred to as the “donut hole.”  Drug spending beyond $5,100 will trigger the catastrophic coverage benefit. Once the catastrophic benefit begins, beneficiaries will pay 5% of covered prescription drug costs over $3,600 or co-payments of $2 for generics and $5 for brand names, whichever is higher.
When combined with the deductible and the co-payments, beneficiaries will need to have over $5,100 of covered prescription drug costs each year before they begin to benefit from catastrophic coverage.  If beneficiaries want to fill the gap in coverage, they can purchase a supplemental plan.  However, beneficiaries may only purchase supplemental coverage from the same company in whose plan they are enrolled.  Prescription drug program sponsors will be provided with flexibility in determining how to structure plans, as long as they maintain the standard package’s deductible and out-of-pocket limit.
State Issues to Consider: 
· Formularies: Drug coverage will vary by plan, depending on what is offered on the formulary.  States are prohibited from supplementing prescription drug benefits using joint federal/state Medicaid funds, though they are allowed to spend state-only money to expand benefits.  What can the state do to ensure that beneficiaries and their providers have continued access to non-formulary drugs?
· Monitoring and Ongoing Plan Evaluation: What mechanisms are currently in place at the federal, state, and local levels to monitor and evaluate plan performance, customer complaints, and continuity of care issues related to drug access?
· Documenting expenditures: How will beneficiaries document that they have met the out-of-pocket expenditure limits in order to qualify for the catastrophic coverage provision of the bill?  Have the final regulations detailed the process that beneficiaries must follow, and which entity will be responsible for overseeing this process?

Part D Enrollment and Plan Election Process
The initial enrollment period will begin on November 15, 2005 and will last for six months.  Beneficiaries who become eligible after this time will have a separate initial enrollment period.  Special enrollment periods will be established for involuntary loss of credible drug coverage, errors in enrollment, and exceptional circumstances. Individuals who are jointly eligible for Medicare and Medicaid, commonly referred to a “Medi-Medi’s” or “dual eligibles” will be automatically enrolled in plan, if they fail to choose one by January 1, 2006.  A late enrollment penalty will be assessed on beneficiaries with greater than 63 days without creditable drug coverage. 
The MMA requires the Secretary of the Department of Health and Human Services to broadly disseminate information on Part D.  Information activities must include comparative plan information, including benefits, premiums, and cost sharing requirements.  Plans may not refuse enrollment to any beneficiary, except for capacity limitations and will be required to disclose information on access, operation of any formulary, cost sharing, and other provisions.  Plans will also be responsible for providing specific information on request from beneficiaries, including changes in formularies which plans will be required to post on a web site. 

CMS does not have an expenditure figure for “consumer education” on Part D nationally.  However, CMS did receive from Congress over $900 million for general advertising, outreach, education, and other efforts to implement Part D and the prescription drug discount card, TA program, and Part D full prescription benefits.  This grant includes consumer education, but is not a separate line item.  On October 13, 2005, CMS is scheduled to begin disseminating information comparing available Part D coverage to beneficiaries via mail, 1-800-MEDICARE, and Plan Comparison Web Tool and Medicare Personal Plan Finder on Medicare.gov. 

State Issues to Consider: 
· Dissemination of Information: How will the federal government provide access to information for beneficiaries living in hard-to-reach rural areas or beneficiaries with limited English language proficiency?  It is unclear how the information that varies from plan to plan will be standardized, as it is up to each plan to determine how to disclose information, and who will be responsible for determining that plans are complying with this requirement? 

· The Digital Generational Divide: Managing beneficiary education is especially challenging and costly for the Medicare population because of the need to use multiple means of disseminating complex information, including the availability of trained counselors to provide individual support.  Although the Internet is a useful tool for beneficiary education, most beneficiaries are not comfortable using the Internet and most are likely to find the web-based information more perplexing than helpful. 

The HICAP program is the only entity in the state that will be able to provide beneficiaries with standardized, unbiased information on what is available through each plan.  To what extent will plans work with either the federal government or HICAP in ensuring that the material they provide is accurate, easy to read, and assessable to all consumers?

· 1-800-MEDICARE: In March 1999, CMS implemented a nationwide toll-free telephone help line, 1-800-MEDICARE, which Medicare beneficiaries, their families, and other members of the public can call to ask questions about program eligibility, enrollment, and benefits.  By 2001, the help line had customer service representatives (CSR) answering calls 24 hours a day, seven days a week.
In 2004, the helpline significantly expanded its operations in order to handle an increased number of calls.  During the six months following the enactment of the MMA, the 1-800-MEDICARE help line handled over nine million calls, more than triple the number handled in the previous six months.  In response to the increased call volume, in the first half of 2004, CMS added over 800 CSRs, more than doubling the number of staff who had previously been available to respond to help line inquiries.

In December 2004, the United States Government Accountability Office (GAO) released a report evaluating accuracy of responses from the 1-800-MEDICARE help line.  Among other things, the report found that the accuracy rate varied significantly by question and that inaccurate responses were largely due to ineffective use of call scripts.  The report concluded that although the CSRs had met CMS’s training requirements, such training was not sufficient to ensure accurate responses to beneficiary inquiries.

· Coordination of Efforts: To what extent will the state engage in a coordinated consumer outreach effort so that beneficiaries are not overly bombarded with well-intentioned, but possibly confusing and conflicting outreach material from various entities?
Part D Provisions for Low-Income Beneficiaries
Beneficiaries who reside in nursing homes or other institutions will be exempt from premiums, deductibles, co-payments, and will have no gap in coverage.  Beneficiaries with income below 100% of the federal poverty level will be exempt from premiums and deductibles, and they will have no gap in coverage.  They will pay a $1 co-payment for generic drugs and a $3 co-payment for brand name drugs.  Low-income seniors with incomes under 135% of the poverty level who are not dual eligible will pay no premium and no deductibles, and will have no gap in coverage.  They will pay $2 for each generic prescription and $5 for all other prescriptions.  However, those beneficiaries with assets worth more than $6,000 in 2006 will not be eligible for this aid, regardless of income levels.  The asset test is indexed to inflation.
Beneficiaries with incomes between 135% and 150% of the federal poverty level will pay a sliding-scale premium and a $50 annual deductible.  They will have 85% of costs covered up to the $3,600 out-of-pocket limit, after which they would pay $2 for each generic prescription and $5 for all others.  Those beneficiaries with assets over $10,000 for individuals and $20,000 for couples (indexed for inflation) will not be eligible for this assistance. 
Administration of the Low-Income Subsidy.  Eligibility for low-income subsidies will be determined by state Medicaid programs, with states receiving their regular matching rate for associated administrative costs.  Eligibility determinations will also be made by the Social Security Administration (SSA).  Determinations will be effective for up to one year.

Enrollment for Low-Income Populations.  Full benefit dual eligible beneficiaries who do not select a plan during the open-election period will be auto enrolled in plan with a premium at or below the low-income benchmark.  If more than one plan is available in the area, enrollment will be on a random basis, but individuals will be able to decline or change auto enrollments.  California’s Medi-Cal program will be responsible for determining eligibility for low-income participation in the Medicare prescription drug program.
State Issues to Consider: 
· Additional Medi-Cal Costs:  To what extent will Medi-Cal incur additional costs for processing enrollment into the new plan?  Does the state foresee increased enrollment in the Medi-Cal program as a result of administering the low-income subsidy?
· Annual Low-Income Subsidy Determinations: Determinations for low-income subsidies will be effective for one year.  What guidance has the federal government provided as to how re-determinations should be conducted in California?  Will beneficiaries be notified of the need for re-determination and whether they will be automatically dropped from the program without re-determination of eligibility?

Dual Eligibles 

The characteristics of the dual eligible population will complicate transition efforts and make it particularly difficult for them to navigate the Part D transition.  More than 50% of dual eligibles are limited in activities of daily living, and have higher rates of Alzheimer’s disease, diabetes, pulmonary disease and stroke than other people with Medicare.  Nearly four in ten have a mental or cognitive impairment, meaning that 2.5 million dual eligibles may not be able to navigate program changes even if education and communication efforts are appropriate for an elderly population.  More than 40% of dual eligibles are racial/ethnic minorities and are more likely to live in rural areas than other Medicare beneficiaries.  One in four dual eligibles lives in a nursing home or other long-term care facility and more than 60% live below the poverty level. 
State Issues to Consider: 
· Data/System Barriers: Full coverage of care for dual eligibles on January 1, 2006 will require perfect data and perfect transfers between states, CMS, and multiple drug plans.  CMS, among other things, must obtain and maintain complete up-to-date names and addresses of dual eligibles from 51 Medicaid programs, match the 6.4 million individuals with appropriate plans in their regions, and ensure that all assignments are accurately communicated to the plans and to the beneficiaries.
· Education and Access Barriers: Although states will no longer be providing drug coverage to dual eligibles though Medicaid, they will likely have a major role to play in helping them make the transition to new Medicare prescription drug plans.  Dual eligibles will need to be educated on how navigate a complex new world of competing plans, formularies, and pharmacy networks.
In order for dual eligibles to fill prescriptions using their new Medicare coverage, CMS will have to ensure that by January 1, 2006, each dual eligible knows and understands that their Medicaid card will no longer work at a drugstore/pharmacy, which Part D plan they are assigned to, which pharmacies are in their network, which drugs are on the new plan formulary, what to do if a drug they take is not on the formulary, and what their plan co-payments will be.
· Health System/Infrastructure Barriers: Changing procedures for millions of individuals on one day can be expected to result in short-term disruptions to the entire care delivery system.  Part D plans must prepare for hundreds of thousands of coverage requests and appeals.  Pharmacist workload may also increase drastically, as confused dual eligibles seek personal assistance from front-line providers to explain the new benefit.  Additionally, physician workloads may increase as they will have to review new formularies, provide new prescriptions, and help patients appeal so that current medications can be continued.

State Cost-Sharing or “Claw Back” Provisions for Low-Income Subsidies
All premium and cost-sharing subsidies for Part D drug benefits, including those for the low-income, will be paid though Medicare.  However, the MMA requires states to send payments, commonly referred to as “claw back” payments, to the federal government on behalf of dual eligibles enrolled in a Medicare prescription drug plan on a monthly basis.  These monthly payments will be equal to the product of: 1) a “take back” factor, which is set at 90% for 2006 and phased down to 75% for 2015 and later years; 2) the number of dual eligibles enrolled in full Medicaid coverage in that month; and 3) a per capita amount designed to approximate the amount a state would have spent each month on Medicaid prescription drugs for full dual eligibles in 2003, trended forward through 2006 by the growth in national per capita prescription drug expenditures and in 2007 and later years by per capita growth in Part D spending.  
State Issues to Consider: 

· Fiscal Impact of MMA: Will California end up paying more for its dual eligibles and low-income population under the new Medicare prescription drug program?  How will this dynamic impact current benefits available for both dual eligibles and low-income Medi-Cal beneficiaries?

· Income and Asset Determinations: Will Medi-Cal be responsible for determining the types of income and assets that can be used to determine eligibility?  Will the requirement to document assets be a barrier to establishing eligibility for the low-income subsidy?

Provisions to Ensure Access in All Areas
The Secretary of the Department of Health and Human Services will be required to assure that every beneficiary has a choice of a least two prescription drug plans, one of which must be a stand-alone prescription drug plan.  Additional plans, and plans with supplemental coverage, may also be available.  The Secretary may approve limited-risk plans in order to assure access to plans in all areas.  If there are still not two plans with approved bids, the Secretary shall contract with one “fallback” non-risk-bearing entity through the federal procurement process to administer standard coverage in all fallback areas within each region for the following year.  The fallback plan will offer standard Part D coverage.  The fallback plan sponsor will be paid the actual costs of drug benefits, taking into account negotiated price concessions, for enrollees and management fees subject to performance related to cost containment, quality clinical care, customer service, and benefit administration.
State Issues to Consider: 

· Fallback Entities: It is unclear what will happen if the Secretary cannot contract with one fallback entity.  There is no assurance that a fallback entity would bid for a contract, leaving beneficiaries in that area without options for dug coverage. 

It is unclear how the federal government will negotiate prices with the fallback entity, since the bill already specifies that the government cannot negotiate prices with drug plans.  It is unclear whether the fallback plans will be allowed to charge full cost for formulary drugs, and if so, what would this mean for the beneficiary?
Cost Control Provisions
The MMA relies on the use of formularies, generic drugs, and competition between drug plans to control costs.  The bill specifically prohibits the federal government from using its bargaining power to negotiate lower prescription drug prices with the drug companies.  Plan sponsors will negotiate prices with manufacturers and suppliers of covered drugs.  Plan sponsors may have a formulary so long as the formulary meets the standards outlined in the bill, including provision of drugs within each therapeutic category and class.  The bill also indicates that plan sponsors must have meaningful grievance procedures and appeals processes that include processes for reconsiderations, external review, and expedited decisions.

State Issues to Consider: 

· Drug Pricing: It is unclear the extent to which mechanisms outlined in the bill will effectively control drug costs. Drug plans will negotiate with drug companies, and it will be in the interest of the drug company to negotiate the lowest possible rate.  However, what will happen if drug companies are not successful in negotiating low rates for all formulary drugs?  It is possible that certain drugs will be negotiated for lower prices than others.  This could lead to a tiered-structure of payments within formularies, which may impact the amount that beneficiaries have to pay for various drugs on the formulary.
· Grievance Procedures: What entity will be responsible for the external review process?  Will external review decisions be made in a timely manor?  How will consumers be informed of their rights and the procedures to follow when appealing drug plans decisions?
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