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Background Paper

Summary and Purpose of the Hearing 
Medicare, the nation’s health care program for seniors and disabled people, with over 40 million enrollees, began its new voluntary outpatient prescription drug coverage program, entitled Part D, on January 1, 2006.  On this date, over one million California seniors and disabled individuals who are "dually eligible" for Medicare and Medi-Cal and whose prescription drug costs were previously paid by Medi-Cal had their drug coverage transferred to Medicare.  Medicare provides drug coverage to members through contracts with private PDPs.  PDPs contract with pharmaceutical manufacturers and pharmacies to provide the drug benefit.  Ten PDPs without premiums are available to dual eligibles in California.  People with dual eligibility were supposed to be auto-enrolled in one of these 10 PDPs in November 2005.  Dual eligibles remain enrolled in Medi-Cal for services that Medicare does not cover, such as long-term care services and for assistance in payment of their Medicare premiums.  
Since January 1, there have been many complaints about the performance of this transition and the resulting consequences on Medicare beneficiaries.  Common complaints include data system failures, overcharging for prescriptions, lack of coverage provided by prescription drug plans (PDPs), and the inability of beneficiaries and pharmacists to reach Medicare or PDP call centers.  These challenges have been particularly difficult for individuals covered by both Medicare and Medi-Cal who previously received their drug coverage through Medi-Cal.  Under federal law, dual eligibles were auto-enrolled randomly into one of ten PDPs late last year, without regard as to whether the PDP to which they were assigned included in its formulary any of the drugs the dual eligible was taking.  Because of the breakdown of computer systems, the inadequacy of call centers, the failure of the federal government to specify drug transition rules, and limited PDP formularies, as many as 200,000 dual eligibles in California were unable to obtain their required medications during the first two weeks of Part D implementation..  
In January 2006, California along with more than 25 other states began paying for drugs that should have been available under Part D.  Initially, when states asked for reimbursement for these payments, the federal Centers for Medicare and Medicaid Services (CMS) claimed it had no statutory authority to reimburse states.  However, on January 24, 2006 CMS announced it would use its demonstration project authority to facilitate repayment of state funds for emergency drug coverage provided by states through February 15, 2006. 

This informational hearing focuses on the problems and potential solutions for assisting California’s dual eligible population as the implementation of Part D continues.  

Medicare Part D

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 MMA implemented a voluntary outpatient prescription drug benefit, or Medicare Part D, starting January 1, 2006.  The advent of this new benefit has dramatically altered the way the state and federal governments interface to provide prescription drug coverage to this population. 

Applicability for Dual Eligibles
Low-income seniors and persons with disabilities who are enrolled in both Medicaid (Medi-Cal in California) and Medicare are called dual eligibles and they number approximately one million in California.  Approximately 53% of dual eligibles are seniors and 47% are disabled.  Due to the fact that seniors and people with disabilities generally must have incomes well below the poverty line and minimal assets to qualify for Medicaid, dual eligibles are much poorer than other Medicare beneficiaries.  They also tend to have far more extensive health care needs than other Medicare beneficiaries.  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 Medicare beneficiaries.  Nearly four in ten have a mental or cognitive impairment, meaning that 400,000 California dual eligibles may not be able to navigate complicated 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.

On January 1, 2006, dual eligibles, like other Medicare beneficiaries, became entitled to receive coverage for outpatient prescription drugs by enrolling in a Medicare Part D plan.  At the same time, dual eligibles lost their Medicaid prescription drug coverage and, as of the January 1 date, California no longer receives federal Medicaid matching funds to provide any drugs that could be covered by a Medicare PDP for dual eligibles.  Instead, all one million California dual eligibles were automatically assigned to a PDP in the last two months of 2005. This assignment was on a random basis without regard to the PDP's formulary. Once auto assigned to a PDP, a dual eligible then may switch to another PDP as often as once a month.  However, transferring from one PDP to another may lead to a gap in coverage. 

Under Part D, dual eligibles in California pay no premiums if they enroll in one of ten specified PDPs.  Dual eligibles are not responsible for deductibles, and do not have to pay for coverage in the coverage gap ("donut hole") that applies to most non-dual eligible Medicare recipients.   However, dual eligibles are required to pay co-payments ranging from $1 to $5. Under their prior drug coverage through Medi-Cal, dual eligibles were not required to pay copayments.  

Anticipated Problems

In a report produced by the Kaiser Commission on Medicare and the Uninsured titled “A Medicaid Perspective on Part D Implementation; the Medicare Prescription Drug Program” (December 2005), a national focus group of directors of state Medicaid programs expressed concerns that a significant number of duals that could potentially be left without drug coverage after December 31, 2005.  Their specific concerns included the following: 

· Data discrepancies between the states and CMS will prevent a number of duals from being auto-enrolled into a Part D plan.  

· Dual eligibles with private employer health coverage may be unable to continue medical, non-pharmaceutical coverage if they are auto-enrolled in Part D.  For example, these duals may choose to opt out of Part D coverage to preserve dependent coverage for a spouse.  
· There were few specific state contingency plans applicable to the early weeks of Part D implementation, as some states saw Part D as an entirely federal responsibility.  

· Dual eligibles were likely to turn to the state Medicaid program with questions, but states lack the information to effectively respond as Part D plans are not lawfully required to share beneficiary enrollment or drug use information with states.  
California State Action to Prepare
As summarized in a December 2005 document to members of the Legislature from the State Department of Health Services, the Administration and the Legislature took the following actions to assist in the transition to Part D.  
· A 05-06 budget appropriation of approximately $4 million in state and federal money for the Health Insurance Counseling and Advocacy Program (HICAP), which provides trained counselors to help beneficiaries select and enroll in Medicare Part D prescription drug programs.  
· A 05-06 budget augmentation of $4 million for outreach activities so that consumers are aware of the upcoming changes and know that help is available to pick the plan that will best suit their needs. 
· Inclusion of more than $93 million dollars in the 05-06 budget to bridge prescription drug coverage for dual eligibles for  certain medications that aren't covered by Part D.  These include benzodiazepines, barbiturates, and over-the-counter cough and cold medicines.  California receives federal financial participation for providing these drugs. 
· An earmarking in the current budget of more than $12 million to ease the transition for the thousands of persons living with disabilities served by state hospitals and developmental and regional centers.  This funding was approved for transitional drug coverage as well as outreach, enrollment, and training for physicians, pharmacists and other staff. 
Notices to dual eligible beneficiaries in 2005 from the state included the following: 
· Two notices to all dual eligibles informing beneficiaries of the Part D benefit and the changes to expect beginning in January 2006.  

· A separate notice was sent to dual eligible individuals in Medi-Cal managed care plans letting them know how the transition to Part D would work for those enrolled in health plans. 

· A federally required Notice of Action (NOA) for Reduction of Benefits to all dual eligibles in late December which informed beneficiaries that they will no longer receive prescription drug coverage from Medi-Cal, but will instead obtain drugs from Medicare under Part D.  The notice also informed them that they may be able to obtain a 100-day supply of drugs from Medi-Cal before December 31, 2005, if their physician approved, to assist them in this transition in January.  
· A second December notice to all full-benefit dual eligibles,instructing them to call 1-800-Medicare if they had not yet received a letter from CMS informing them of their assigned drug plan and reminded them that if they are participants in a Medicare Advantage (HMO) plan, they will be auto-enrolled into that plan’s drug program.  

Problems with Part D Implementation 
The performance of the Medicare drug program’s eligibility and information systems during its initial implementation has been poor.  During its first two days, which were holidays, pharmacists could not access the Medicare eligibility or information systems due to insufficient system capacity to handle the volume of inquiries being submitted.  In subsequent days, other system problems surfaced.  The Medicare eligibility system has incomplete and inaccurate data on such critical items as which drug plan a person is enrolled in, the plan member identification number, and the amount a person must pay for their drugs.  The Medicare drug plans’ phone lines are overwhelmed, ring busy or have system overloads and hence are unable to resolve beneficiary problems.  The error rate for data system performance as reported by CMS started at 90% errors.

On January 12, 2006 the success rate in California, measured by claims processed by pharmacies and approved by the PDPs, was 80 percent, leaving a 20 percent error rate.  That error rate places potentially 200,000 dual eligibles at risk of either being deprived of needed medications or of enduring significant delays in obtaining needed drugs.  Some of these enrollees are inappropriately being charged a $250 deductible and copayments in the hundreds of dollars to receive their drugs. These system errors are preventing pharmacies from billing, and receiving reimbursement from, the PDPs, which has resulted in some pharmacies being unwilling or unable to dispense drugs to beneficiaries.  

Problems with Assessing and Confirming Eligibility.  If a dual eligible brings in a current Medicare drug plan card, the pharmacy can determine eligibility for the Medicare drug program with relative ease.  The card includes the information the pharmacy needs to bill Medicare, most notably what plan the person is in and the plan member identification number.  However, it takes up to five weeks for a drug plan to issue a card and enrollment in the Medicare drug program did not start until November.  At the time, Medicare told dual eligibles they could change plans at any time and they would be covered by their new plan.  Many dual eligibles did change plans but have not yet received their drug plan membership card.  For those beneficiaries who do not have a card or whose card is invalid, the pharmacy must obtain plan information and the plan member identification number directly from Medicare before the pharmacist can be assured of payment.  

When a patient does not have a valid card the pharmacist must submit an electronic inquiry to Medicare, known as an E1 transaction, and receive confirmation of the beneficiary’s plan, their co-pays, and further details on their coverage design, as well as enough information to bill the plan for the drug they are dispensing.  However, because of system problems, many pharmacies have been unable to access the system, or when successful, the information provided by the system has been incomplete, e.g. missing information such as the name of the plan or the plan identification number, or inaccurate, e.g. incorrect co-pay or deductible information.

If the E1 transaction does not include the name of the plan, the pharmacy must call Medicare.  The Medicare phone lines appear to have adequate capacity and can provide the name of an individual’s drug plan, but do not have access to the required plan member identification number.  The identification number is necessary for billing purposes.  If plan member identification numbers are not on the E1 transaction, the pharmacy must call the drug plan.  According to DHS, pharmacies appear able to reach two of the eight drug plan sponsors within three to eight minutes.  The other six drug plans phone lines are inaccessible.  Without this information from the E1 transaction or the Medicare drug plan, the pharmacy cannot bill Medicare.  

CMS indicates they are encouraging plans to expedite card issuance, however this problem could continue for another four weeks.  According to DHS, the error rate on the E1 system is dropping daily, from 40 percent on January 5 to 25 percent on January 6, and according to CMS, 20 percent on January 11.  CMS is unable to tell DHS when these problems will be completely or largely fixed.  

Problems with Access to PDPs.  As a result of the federal system failures, pharmacists are unable to obtain eligibility information electronically, and are attempting the manual process of contacting the 1-800-MEDICARE line to obtain the patient’s plan name.  Pharmacies then contact the plan to obtain the eligibility information that will allow them to submit a claim for payment.  The plans’ phone lines have been overwhelmed and there are significant, burdensome wait times, and in some cases a recording asks the caller to call back later.  Many pharmacies report having long lists of patients on whose behalf they have to call the drug plans to obtain billing information.  Pharmacies report they do not have sufficient staff to do these calls quickly.  Therefore, dual eligibles in Medicare plans with overloaded phone systems have to wait to obtain their prescriptions.  For those people where the plan’s phone number is not accessible, they may not get their medications.  Increasingly, pharmacies are requesting that the patients make these calls and return to the pharmacy with the critical information to bill Medicare.  CMS has sent a letter to the drug plans encouraging them to increase the number of available phone lines.  At this time, DHS does not have an estimated date when the plans’ phone lines will be accessible.  

Problems with Transition Plans.  All PDPs under the federal Medicare drug program are required to provide a process for transitioning clients to the new benefit, with the federal government encouraging but not requiring an automatic one-time 30 to 90 day refill of any medication a person is on. This system was set up so that no dual eligible would be denied access to drugs they were on during this transition from Medi-Cal to Medicare coverage.  It appears that Medicare drug plans are not providing automatic refills or transition override instructions to pharmacists.  Instead, the plans are requiring that the pharmacy call the drug plan to request an override of the plan’s automatic denial if the drug prescribed by the doctor is not on the plan’s formulary.  The fact that the plans’ phone lines are overloaded makes it nearly impossible for the transition plan to work and for patients to get the one-time automatic refill.  Some pharmacies report that they have to call the drug plan for the patient identification information, but when they bill electronically, the claim for a refill is denied.  This requires a second call by the pharmacy to the PDP.  CMS indicates that they are trying to resolve this problem, but it is unclear if they will mandate that the drug plans provide the transition 30-day refill without requiring the pharmacy to call the plan.  

Gaps in Coverage When Changing PDPs.  Most people enrolled in the Medicare drug program will pay a $250 annual deductible before their coverage begins and also pay co-payments for each prescription.  Medicare pays this deductible for dual eligibles and other low-income individuals, and limits the co-payment amount to $1 to $5 dollars.  CMS has reported that a system error occurs when a dual eligible or other low-income person changes drug plans.  There is a lag between when the dual eligible’s plan enrollment is switched and when the data indicating a person is not required to pay the deductible or co-payments is recorded on their eligibility record.  During this lag period, the Medicare drug plan will incorrectly tell the pharmacy to charge the dual eligible the deductible and co-payments.  Many of those dual eligibles who changed their drug plans in December 2005 are being asked to pay very large amounts for their prescription, up to the $250 deductible and then, additionally, an inappropriately high co-payment amount.  As a result, some people are leaving the pharmacies without their drugs because they cannot afford the requested payment.  CMS is unsure when this problem will be resolved or whether it will be an ongoing problem every time someone changes a drug plan.

Pharmacy Response  

According to DHS, most pharmacies have attempted to accommodate their patients during the transition.  This primarily was being done by pharmacies giving patients a few days supply of a needed drug and telling patients to return when the system problems are resolved.  However, as the problems have continued, many pharmacies are faced with providing service to patients who come in for a new prescription while taking care of those patients coming back  because their few day's supply of drugs has been exhausted.  Many pharmacies are unable to handle the burden of making the necessary phone calls to get people medications at a time when they believe their reimbursement will be significantly reduced.  This is especially the case for those independent pharmacies who serve a large number of dual eligibles.  While the percent of errors in the program is decreasing, the willingness of many pharmacies to accommodate the program errors is also decreasing.  

State Response
On January 12, 2006, in response to the problems California residents are having accessing the prescription drugs they need, the Governor directed DHS to immediately implement a 5-day emergency program to pay for prescription drugs for dual eligibles who have been unable to obtain them through their Medicare coverage.  On January 13, the Governor, along with the majority and minority legislative leaders from the Assembly and Senate, sent a letter to the federal Secretary of Health and Human Services, expressing concern over the initial implementation of the MMA, explaining California's emergency program, and asking for reimbursement for the costs of this program.  
On January 17, 2006, the Governor extended the emergency order an additional four days.  On January 20, the Legislature passed AB 132 (Nunez), Chapter 2, Statutes of 2006; the Governor signed this bill the following day.  AB 132 provides statutorily authority for the Governor's action, extends the emergency program until January 27, 2006, authorizes the Governor to extend it an additional 15 days, and appropriates $150 million from the General Fund.  Through Thursday, January 26, 2006 (after 14 full days of state intervention), DHS reports having reimbursed pharmacies $12.3 million for 152,000 claims for 74,631 beneficiaries.  On January 27, the Governor extended the emergency drug coverage for an additional 15 days.
Other Actions Taken In Response to MMA Implementation Problems  

The problems experienced in California have been mirrored in other states.  An estimated 28 states have announced they will help low-income people by paying drug claims that should have been paid by Medicare PDPs.  A January 11, 2006 letter to CMS Administrator Mark McClellan from the National Senior Citizens Law Center and 46 other organizations listed 18 specific problems with the MMA's implementation and made a number of recommendations to CMS, including the following:  ensure that all dual eligibles leave a pharmacy with medically necessary prescriptions; ensure that states are reimbursed by CMS for any stop-gap drug coverage and that CMS collects that money from the PDP that should have processed the claim; and, exercise enforcement authority and impose sanctions against any PDP that fails to provide timely access to PDP personnel, a 30-day transition supply of medicine, and correct formulary information including exceptions, limitations and appeals.  
CMS Response
On January 13, 2006, CMS sent a directive to all PDPs to take immediate steps to ensure that low-income beneficiaries were not charged more than $2 for a generic drug and $5 for a brand-name drug and to strengthen implementation of PDP formulary transition policies.  According to the New York Times, the Bush Administration also told PDPs they must cover a 30-day transition supply of drugs that beneficiaries were taking prior to the start of the new program.  The copayment limits are required by law.  In prior advice to PDPs, the Bush Administration had recommended a 30-day transition supply but had not required it.
In response to state demands for reimbursement for the cost of providing drugs to dual eligibles, CMS initially stated that it had no statutory authority to make such payments and that states would need to recoup costs by billing PDPs.  However, on January 24, 2006, CMS announced that, under its demonstration authority, states would be paid for the cost of providing emergency coverage to dual eligibles through February 15, 2006.  Under the CMS plan, DHS will send CMS emergency drug paid claims data.  CMS will seek to recover these costs from the PDPs and forward these recoveries to the state.  Then CMS will compute the difference between what the state paid for these drugs and the amount the PDPs paid the state; CMS will pay this difference to the state.  In addition, CMS will pay any DHS administrative costs.  DHS states that it does not know the timing of the process or when these payments will be received.  California's Medi-Cal Director is one of two state Medicaid Directors who will lead the negotiations with CMS to finalize the details of this process.
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