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October 4, 2004

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Attention:  CMS – 4068 – P

P.O. Box 8014

Baltimore, MD  21244-8014
To Whom It May Concern:
United Cerebral Palsy (UCP) appreciates the opportunity to provide comments on the proposed rule "Medicare Program; Medicare Prescription Drug Benefit," 69 FR 46632, CMS File Code CMS-4068-P.  UCP is gravely concerned that the proposed regulations fall short of protecting the health and safety of individuals with disabilities.  In order to ensure that Medicare beneficiaries with disabilities have adequate, timely, and appropriate access to medically necessary medications, they must be exempt from all formulary restrictions and they must be protected from tiered cost-sharing.  Furthermore, the inadequate outreach provisions and the cumbersome exceptions and appeals process create nearly insurmountable access barriers for these individuals, their families and the providers that serve them.  UCP urges the Center for Medicare and Medicaid Services (CMS) to significantly revise the proposed rules to meet the needs of the 13 million Medicare beneficiaries with disabilities and chronic health conditions. 

United Cerebral Palsy has been committed to progress for people with disabilities for the last 50 years.  The national office and its nationwide network of approximately 100 affiliates strive to ensure the inclusion of people with disabilities in every facet of society.  UCP affiliates serve more than 30,000 children and adults with disabilities and their families every day through a variety of programs including therapy, assistive technology training, individual and family support, community living, employment assistance and advocacy.  Over 65% of the people served by UCP have disabilities other than cerebral palsy.  Individuals served by UCP may have developmental disabilities, mobility impairments, learning disabilities and speech impairments and frequently rely on Medicaid and Medicare for access to health care services. 

Every person with a disability is a unique individual, with different medical problems, which mirror the range of health problems that occur in the general population.  However, research is showing that older persons with disabilities are more likely to develop secondary conditions or have them worsen over time.  Secondary conditions occur because of the presence of the primary disability and may include continuous pain, excessive fatigue, changes in skills or physical conditions, fractures from falling or pressure sores from continuous use of a wheelchair.

As they age, adults with cerebral palsy experience multiple physical stresses such as joint and muscle pain, bone and muscle mass losses, changes in gait, arthritic changes, increased respiratory problems causing heart and lung complications and spine and joint changes affecting joint and weight bearing.  It is estimated that 10% of adults with cerebral palsy have cardiovascular problems and there appears to be excess mortality as compared to the general population.  Cerebral palsy is also often associated with neurological conditions that require medication treatment, for example about 33% of adults with cerebral palsy have seizures.  Many individuals with cerebral palsy also use medications to treat dystonia and muscle spasticity 

The medical management of these primary and secondary conditions is complex.  Finding the right medications may take time and careful attention must be made to drug interactions and side effects.  For these reasons we strongly support open access to medically necessary medications and strong consumer protections in the regulations.

While we fully endorse the comments of the Consortium for Citizens with Disabilities and the Medicare Consumers Working Group, we are using this opportunity to emphasize the concerns of people with cerebral palsy and their families.  UCP believes that significant revisions in the proposed rule are needed in order to ensure that people with disabilities have access to a quality prescription drug benefit and to ensure that full benefit dual-eligible beneficiaries (“dual eligibles”) are not disadvantaged further by inadequate access to needed care.  We recommend that CMS take the following steps to protect the health of people with disabilities and chronic conditions: 

· Delay the implementation of the Part D program for dual-eligibles

· Expand outreach to Medicare beneficiaries with disabilities

· Designate special populations who will receive affordable access to an alternative formulary

· Impose reasonable limits on cost containment tools

· Strengthen and improve the inadequate and unworkable exceptions and appeals processes

· Require plans to dispense a temporary supply of drugs in emergencies

Subpart B—Eligibility and Enrollment
A successful implementation of the MMA will require strong regulatory protections to ensure that people with disabilities are adequately informed that they must enroll in the Part D program and select a private prescription drug plan.  In addition, for many people with disabilities, Medicaid prescription drug coverage will end—dual eligibles (i.e. Medicare beneficiaries who also have Medicaid coverage) must be clearly informed of the need to take action to prevent interruptions in access to prescription drugs.  

The final rule must ensure that the enrollment process takes into account the unique needs of people with disabilities and recognizes the exceptional challenges of appropriately educating, screening, and enrolling people with disabilities.  

423.34(d)(1), Temporarily Extend Medicaid FFP for Full Benefit Dual Eligibles 

UCP is deeply troubled by the very real possibility that CMS will not be able to implement the MMA under the current timeframe in a way that adequately responds to the needs of people with disabilities and that ensures that access to prescription drugs will not be interrupted for dual eligibles for whom drug coverage will transfer from Medicaid to a private Medicare Part D plan.  Therefore, in the strongest possible terms, we request that CMS immediately indicate its support for legislation that would delay the implementation of the MMA for dual eligibles.   

Dual eligibles have more extensive needs and lower incomes than the rest of the Medicare population.  They also rely extensively on prescription drug coverage to maintain basic health needs and are the poorest and most vulnerable of all Medicare beneficiaries.  We are very concerned that, notwithstanding the best intentions or efforts by CMS, there is not enough time to adequately address how drug coverage for these beneficiaries will be transferred to Medicare on January 1, 2006.  

CMS and the private plans that will offer prescription drug coverage through the Part D program are faced with serious time constraints to implement a prescription drug benefit starting on January 1, 2006.  This does not take into consideration the unique and complex set of issues raised by the dual eligible population.  Given the likelihood that not all 6.4 million dual-eligibles will be identified, educated, and enrolled in six weeks (from November 15, 2005, the beginning of the enrollment period to January 1, 2006), we recommend that the transfer of drug coverage from Medicaid to Medicare for dual eligibles be delayed by at least six months.  
The statute requires auto-enrollment on a random basis for all dual eligibles not enrolled on January 1, 2006.  UCP has grave concerns regarding how this process might occur for the following reasons:

· It is very likely that many, if not a majority, of dual eligibles will not be able to enroll by January 1, 2006.  Existing caseworkers in non-profits, government offices, or SPAPs will not have sufficient time with all 6.4 million dual eligible beneficiaries to educate them on the myriad choices, finding new providers, counseling them on formularies, or shepherding them through a complex enrollment process.  

· Assigning dual eligibles on a random basis will—by statute—steer dual eligible beneficiaries into the lowest-cost plan.  As a result of being the lowest cost plan, beneficiaries will have significantly restricted access to medications currently being administered to dual eligible beneficiaries.  

· Because many dual eligibles will be enrolled in plans not tailored specifically to their unique needs, many beneficiaries will be forced—within a short span of time—to switch critical medications, find a new network pharmacy, and, at worst, go without medications simply because they did not receive enrollment materials in time.  

A delay in implementation is critical to the successful implementation of the Part D program and absolutely essential to protect the health and safety of the sickest and most vulnerable group of Medicare beneficiaries.  We recognize that this may require a legislative change and hope that CMS will actively support such legislation. 

423.36(c)(4), Special Enrollment Periods and Dual Eligibles

The selection of an appropriate prescription drug plan for people with disabilities will be especially challenging given their extensive and complex needs.  Moreover, individuals may find that despite their best efforts to evaluate their private plan options, they have selected a plan that does not meet their needs or, their needs may change.  For these reasons, we support granting dual eligibles special enrollment periods. 
It is critical that dual eligibles receive notice explaining their right to a special enrollment period when they enroll in a plan, and every time their PDP changes its plan in a way that directly affects them, such as removing a drug from its formulary, changing the co-payment tier for a drug, or denying their appeal concerning a non-formulary drug or an effort to change the co-payment tier. 

423.44(d)(2), Disenrollment for Disruptive or Threatening Behavior

We are very concerned that the proposed rules would allow prescription drug plans to disenroll beneficiaries if their behavior is “disruptive, unruly, abusive, uncooperative or threatening.”  These provisions create great potential for discrimination against individuals with mental illness and cognitive disabilities.  

The proposed provisions will be used purposefully to discriminate against persons with mental illness or other disabilities or will result in discrimination as an indirect consequence of plans not making adequate accommodations for individuals with disabilities, e.g., by training plan personnel on the special needs of these individuals and providing simplified processes for them to use to access the medications they need.  Therefore, plans must be required to develop mechanisms for accommodating the needs of beneficiaries with these disabilities, and CMS must provide safeguards to ensure that these individuals do not lose access to drug coverage.  The provisions to allow involuntary disenrollment for disruptive behavior must not be included in the final rule.

Additionally, we urge CMS to exclude the proposed expedited disenrollment process in the final rule.  This process is offensive and unnecessary - and could lead to abuse by private plans that do not have the cultural competence needed to serve some people with disabilities or who wish to avoid potentially high cost individuals who have significant mental health needs or other types of disabilities.  

Alternatively, CMS must provide a special enrollment period for beneficiaries who are involuntarily disenrolled for disruptive behavior and must waive the late enrollment penalty for these individuals.  Individuals most likely to be disenrolled for disruptive behavior do not have the resources to pay for needed medications out of pocket and would suffer great hardship from losing drug coverage for an extended period.  

Section 423.46, Late Enrollment Penalty

UCP urges CMS to delay implementation of a late enrollee penalty for all enrollees for two years.  The drug benefit is a new and particularly complex program, especially for many people with disabilities.  In our view, many beneficiaries with disabilities will be confused about their enrollment opportunities and obligations, or not understand that they must choose a plan and enroll.  During the initial implementation process, people should not be penalized because of the complexity of the program.

After the first two years, CMS should require plans to allow individuals with disabilities a waiver or grace period if they miss an enrollment deadline.  These individuals face additional challenges and may need additional time to select a plan and enroll.  Furthermore, the rationale for imposing late penalties – i.e., to discourage healthier beneficiaries from waiting to enroll until later – is less likely to apply to people with disabilities who are likely to require on-going treatment for one or more conditions or illnesses.

In addition, after the first two years, implementation of the late enrollment penalty should be delayed for individuals eligible for the low-income subsidy.  Again, individuals may not understand that they have to apply separately for the subsidy and a drug plan, and may think application for the subsidy is sufficient.  UCP also recommends that the final rule allow enrollees to appeal late enrollment penalties. 
Section 423.48, Information about Part D

UCP believes that people with disabilities must have access to information in order to make informed judgments about private plan options.  The final rule (rather than guidance) should include binding and enforceable standards defining the information plans must provide to beneficiaries and how they must make this information available.  CMS has important obligations to ensure that information is accessible to people with various types of disabilities and the proposed rule is inadequate in this regard.  

CMS must require plans to make information available in accessible formats for people who are blind or have low-vision.  Materials must also be available in “plain English” for individuals with cognitive disabilities or low-literacy.  On request, plans must be required to provide information in Braille, large print, audio-tape or computer disc.  In addition, CMS should require that PDPs’ Internet web sites are accessible for individuals with vision impairments.  

Information should also be provided in languages other than English to reflect the languages spoken in a plan's service area.  This should include adequate information about drug plan options and should be provided annually, in writing, and include details about the plan benefit structure, cost-sharing and tiers, formulary, pharmacy network, and the appeals and exception processes.
Need for Targeted Outreach to Beneficiaries with Disabilities

Targeted and hands-on outreach to Medicare beneficiaries with disabilities, especially those with low-incomes, is vitally important in the enrollment process.  We strongly urge CMS to develop a specific plan for facilitating enrollment of beneficiaries with disabilities in each region that incorporates collaborative partnerships with state and local agencies and disability advocacy organizations. 

SUBPART C- BENEFITS AND BENEFICIARY PROTECTIONS

No section of the proposed rule is more important to ensuring that the Part D program provides a prescription drug benefit that will meet the diverse needs of people with disabilities than subpart C.  UCP is deeply concerned that the proposed rule fails to meet even minimal standards for ensuring that people with disabilities will be able to access Part D drug coverage that meets their needs. 

Definition of “Long-Term Care Facility” to Explicitly Include ICF/MRs and Assisted Living Facilities

For people with disabilities residing in residential facilities, including intermediate care facilities for persons with mental retardation and related conditions (ICF/MRs) and assisted living facilities, it is necessary that Part D prescription drug coverage is compatible with the manner in which residential facilities deliver prescription drugs.  The final rule must ensure that persons with disabilities residing in residential living facilities are not subject to additional cost-sharing, or out-of-network cost-sharing if they access prescription drugs through a long-term care (LTC) pharmacy.  

For this reason, we recommend that the final rule include a definition of “long-term care facility” that explicitly includes ICF/MRs and assisted living facilities.  We believe that many mid to large size ICF/MRs and some assisted living facilities operate exclusive contracts with long-term care pharmacies.  

423.104(e)(2)(ii), Establishing Limits on Tiered Copayments

UCP strongly opposes the provision in the proposed rule that permits Part D plans to “apply tiered co-payments without limit.”  

The final rule must place limits on the use of tiered cost-sharing, such as permitting no more than three cost-sharing tiers and requiring Part D plans to use the same tiers for all classes of drugs.  Permitting unlimited cost-sharing tiers could allow a Part D plan to effectively bar access to clinically necessary covered Part D drugs because cost-sharing is unaffordable and the exceptions process does not include adequate safeguards or standards to ensure a fair review of an individual’s request for an exception to a Part D plan’s non-preferred cost-sharing.  

Moreover, allowing plans unlimited flexibility in establishing cost-sharing tiers increases their opportunity to discriminate against people who need costly medications or who need multiple medications.  We also believe that permitting multiple cost-sharing tiers will greatly complicate the ability of CMS to determine actuarial equivalence and to determine that the design of a plan does not substantially discourage enrollment by certain eligible Part D individuals under the plan.  

Section 423.120, Access to Covered Part D Drugs
Balancing Convenient Access with Appropriate Payment for Long-Term Care Pharmacies

UCP believes that CMS must propose a way to ensure that plan enrollees residing in long-term care facilities must have access to the LTC pharmacy in the facility where they reside. We could support one of two approaches for achieving an appropriate balance of convenient access with appropriate payment.  
The first option is for the final rule to require PDPs to contract with all LTC pharmacies.  Alternatively, the final rule could require PDPs to make available a standard contract to all LTC pharmacies.  However, plan enrollees residing in facilities where the LTC pharmacy has elected not to contract with a prescription drug plan must be exempted from differential cost-sharing requirements for accessing an out-of-network pharmacy. 

Further, we believe that there are overlapping responsibilities for the delivery of services between LTC facilities and prescription drug plans.  To the extent that prescription drug plans are responsible for coordination and medication management, the final rule should encourage plans to contract with LTC pharmacies to provide these services to the plan’s enrollees in long-term care facilities.

1860D-11(e)(2)(D) Authority to Review Plan Designs to Ensure that They Do Not Substantially Discourage Enrollment by Certain Part D Eligible Individuals

UCP is very concerned that plans will discourage enrollment of people with complex medical needs who will need access to a wide variety of medications.  CMS must take advantage of every opportunity to ensure this does not happen.  

We urge CMS to use the authority provided under section 1860D-11(e)(2)(D) to review plan designs, as part of the bid negotiation process, to ensure that they are not likely to substantially discourage enrollment by certain Part D eligible individuals. 

CMS needs to analyze formularies, cost-sharing tiers and cost-sharing levels, and how cost-sharing (including both tiers and levels) is applied to assure that people with the most costly prescriptions are not required to pay a greater percentage of the cost of those drugs.  

CMS also needs to assure that a variety of drugs are included in a formulary at the preferred cost-sharing tier to treat chronic conditions and conditions that require more costly treatments.  Furthermore, as recommended previously, CMS must ensure that persons who utilize specialized pharmacies, such as LTC, I/T/U, FQHC, rural, or clinic-based pharmacies are not penalized through higher cost-sharing for non-preferred pharmacies or through high cost-sharing for out-of-network access.  

423.120(b), Formulary Requirements

UCP has many concerns related to formulary requirements and urges CMS to release a final rule that strengthens the consumer protection requirements and requires special treatment for specific populations.  

We strongly support the suggestion in the proposed rule that certain populations require special treatment due to their unique medical needs. We believe that to ensure that these special populations have adequate, timely, and appropriate access to medically necessary medications, they must be exempt from all formulary restrictions and they must be protected from tiered cost-sharing or burdensome prior authorization procedures that could create insurmountable access barriers. 

For people with serious and complex medical conditions, access to the right medications can make the difference between living in the community, being employed and leading a healthy and productive life on the one hand; and facing bed rest, unnecessary hospitalizations and even death, on the other.  Often, people with disabilities need access to the newest medications, because they have fewer side effects and may represent a better treatment option than older less expensive drugs. 

Medicare beneficiaries with disabilities also require access to a broad range of medications.  For example, people with spinal cord injuries or diseases of the spinal cord must have access to a broad range of antibiotics. Bacterial infection is a leading cause of hospitalization and death for these individuals.  Because bacterial resistance to antibiotics is currently a very serious and growing issue CMS must ensure broad and timely access to a wide variety of antibiotic medications.  Bacterial resistance coupled with the common problem associated with individual beneficiary allergies make broad antibiotic access a matter of life and death for this population and the elderly. 

Many individuals have multiple disabilities and health conditions making drug interactions a common problem.  Frequently, extended release versions of medications are needed to effectively manage these serious and complex medical conditions.  In other cases, specific drugs are needed to support adherence to a treatment regimen.  Individuals with cognitive impairments may be less able to articulate problems with side effects, making it more important for the doctor to be able to prescribe the best medication for the individual.  Often that process takes time since many people with significant disabilities must try multiple medications and only after much experimentation find the medication that is most effective for their circumstance.
The consequences of denying the appropriate medication for an individual with a disability or chronic health condition are serious and can include injury or debilitating side effects, as well as hospitalization or other types of costly medical interventions.  It can also impact a person’s decisions about work. The Ticket to Work and Work Incentives Improvement Act (TTWWIIA) expanded options for states to cover working people with disabilities under their Medicaid programs.  Many of these individuals would already be Title II/Medicare eligible.  Because of the state buy-in they have been able to access prescription drugs through Medicaid. If the Medicare formularies are limited for people with disabilities, an important purpose of TTWWIIA would be thwarted.  

UCP recommends that the final rule provide for alternative, flexible formularies for special populations that would include coverage for all FDA-approved covered Part D drugs.  Further, because of the clinical importance of providing access to the specific drugs prescribed, drugs prescribed to these defined populations must be made available at the preferred level of cost-sharing for each drug.  We recommend that this treatment apply to the following overlapping special populations:

· Dual Eligibles:  In enacting the MMA, Congress and the Administration both promised that dual eligibles (persons eligible both for Medicare and Medicaid) would be better off when coverage for prescription drugs is transitioned from Medicaid to Medicare Part D coverage.  Historically, the Medicaid prescription drug benefit has been closely tailored to the poor and generally sicker population it serves, providing beneficiaries with a range of drugs that they need with little or no co-payment.  Under federal law, states that elect to provide prescription drugs in their Medicaid programs must cover all FDA-approved drugs from every manufacturer that has entered into an agreement with the Secretary of Health and Human Services to pay rebates to states for the products they purchase. 

Dual eligibles include people with disabilities and other serious conditions who need a wide variety of prescription drugs.  Medicare prescription drug plans, as programs serving dual eligibles, must be able to respond to a range of disabilities and conditions, including physical impairments and limitations like blindness and spinal cord injury, debilitating psychiatric conditions, and other serious and disabling conditions such as cancer, cerebral palsy, cystic fibrosis, Down syndrome, mental retardation, Parkinson’s disease, multiple sclerosis, autism, and HIV/AIDS.  If dual eligibles are not to be worse off when Part D prescription drug coverage begins, then they must have continued access to an alternative and flexible formulary that permits treating physicians to prescribe the full range of FDA-approved medications.
· Institutionalized Populations:  Many, but not all, Medicare beneficiaries residing in nursing facilities and other residential facilities are dual eligibles.  The same rationale provided for dual eligibles applies to providing institutionalized individuals access to flexible formularies on the basis of their complex and multiple prescription drug needs.  Moreover, although we recommend that any alternative formulary include access to all FDA-approved medications, should the final rule permit a more restrictive alternative formulary, it must ensure that all drugs included on the formulary of participating LTC pharmacies are included on the plan’s formulary, and drugs that are preferred by the LTC pharmacies’ formularies must be treated by the plan as a preferred drug.  

Institutionalized individuals have limited capacity to pay cost-sharing for non-preferred drugs or to purchase drugs for which coverage has been denied.  It is imperative that any alternative formulary provides strong protections that prevent individuals from being charged cost-sharing.  For dual eligibles residing in institutions, a condition of eligibility requires them to pledge all, but a nominal personal needs allowance, to the cost of their care.  For non-dual eligibles, the high cost of nursing home coverage leaves few remaining resources to pay non-preferred cost-sharing or to purchase drugs for which coverage has been denied. 

· Persons with Life-Threatening Conditions:  These are individuals with a diverse range, but limited number of conditions in which the absence of effective treatment would be life-threatening. 

These individuals must have unrestricted and affordable access to the full range of available treatments.  We believe that the MMA intended to ensure that beneficiaries will have access to all needed medications, including newly approved medications.  Provisions in the proposed rule are inadequate for persons with life-threatening conditions for whom access to life-saving medications cannot be weighed against the financial interests of for-profit Part D plans.  The MMA requires Pharmacy and Therapeutics (P&T) Committees to consider scientific evidence when developing formulary policies.  This is an inadequate protection for persons with life-threatening conditions because scientific or clinical evidence often does not exist to support or undermine a new indication for an approved drug or when breakthrough drugs receive FDA approval.  This is especially problematic for rare conditions.  Further, a major criticism of the MMA is that plans appear to be permitted to wait up to one year before even considering whether to include new drugs on their formulary. Therefore, these individuals must have immediate access to all FDA-approved medications.

· Persons with Pharmacologically Complex Conditions:  Medications to treat many complex conditions are not generally interchangeable, including those with the same mechanism of action, and have fundamental differences that render them pharmacologically unique.  

In these circumstances, it is inappropriate to permit private plan formulary and cost-sharing policies to drive utilization to specific preferred drugs within a class.  UCP recommends that the final rule require the Secretary to seek input from affected groups and the general public and publish annually a list of conditions for which pharmaceutical management is complex and which have access to an affordable and flexible alternative formulary.  This category should encompass.

· Persons with conditions that are recognized for their pharmacological complexity must include, at a minimum, conditions such as epilepsy, Alzheimer’s disease, multiple sclerosis, mental illness, HIV/AIDS;

· People who require multiple medications to treat many conditions—where drug-to-drug interactions are a critical challenge and where certain formulations might be needed to support adherence to treatment; and, 


· Persons taking drugs with a narrow therapeutic index. These drugs are clinically effective and safe only at a narrow dosage range, and generally require blood level monitoring and highly individualized dosing requirements.  To allow automatic substitution without physician approval can be deadly.  

423.120(b)(1), Development and Revision by Pharmacy and Therapeutics (P&T) Committee

UCP strongly recommends that the final rule ensures that P&T committee decisions are binding on plans.  

P&T committees can provide important checks on the profit-seeking motives of private drug plans by bringing research findings and clinical experiences to bear on decisions that will restrict access to certain medications.  P&T committees must be empowered to make policy decisions regarding formulary tiers and any clinical programs to encourage the use of preferred medications, including formulary tiers and any clinical programs to encourage the use of preferred medications including prior authorization, fail first and step therapy. 

In order to fulfill these critical functions the P&T committees must be charged with a strong mission to promote and protect the health of the beneficiaries.  In all cases, the P&T committee should be responsible for ensuring that adequate access is provided for the most clinically efficacious drugs in the preferred tier for all classes of covered drugs.  The final regulations should require a majority of the members to be independent and free of conflicts.  

The final rule must require P&T committees to have formalized contractual relationships to advise the P&T committee in decision making with respect to areas where the P&T committee does not have adequate clinical expertise. At a minimum, this must include current clinical expertise and current experience in the following areas of medicine: geriatric medicine, oncology, cardiology, neurology, infectious disease, mental illness, and rare disorders.

The final rule should also require P&T committees to do the following:

· Hold public hearings and receive input from the public prior to the adoption of or revision to plan formularies.

· Specify that meetings of the P&T committee should be open to the public and occur at least quarterly.

In addition, plans should be required to seek input in the P&T committee process from affected enrollee populations, including elderly populations, and a diverse range of organizations representing people with disabilities.

Ensuring the Adequacy of the USP Model Guidelines 
We do not support the CMS position that the USP model guidelines should not be required to include classes of drugs if there is no FDA approved drug with an on-label indication for each class, even though there are FDA-approved drugs with commonly accepted off-label uses that would fall within a class.  Further, we do not believe it is appropriate for physicians to be given the new burden to “document and justify off-label use in their Part D enrollees’ clinical records.” 

We have urged the USP to make significant changes to the model guidelines to ensure that individuals have access to the medication they require.  We are very concerned that in many cases two drugs per class will not provide a sufficient level of access to ensure a quality prescription drug benefit for individuals with disabilities.  CMS must ensure that the model guidelines do not create access barriers to clinically appropriate off-label drugs or to newer, more effective medications within the classes.  

We were also significantly concerned that the model guidelines did not have classes for the medications used to treat serious long term conditions like multiple sclerosis and that the classes for psychiatric medications and the anti-convulsants require significant revisions.  

Standards for determining PDP/MA Formulary Discrimination 

We strongly believe that any review standards developed by CMS must be published as legally enforceable regulations and not as guidelines. We urge CMS to develop criteria and standards that do not allow plans to discourage enrollment by requiring higher levels of cost sharing on drugs that disproportionately affect specific groups of beneficiaries.  CMS needs to develop standards that can assess whether the formulary is directing utilization away from efficacious treatments and commonly recognized treatment protocols.

Providing a quality drug benefit to individuals with disabilities will require access to a broad range of medications including many of the newer drugs with fewer side effects.  For example, a formulary that only included two anti-convulsants would clearly be discriminatory to people with seizures since epilepsy medications are not interchangeable.  Different drugs control different types of seizures and the response to the medication is very individualized.  No one or two products of currently available anticonvulsants will be successful for all people with seizures.  Access to the medication an individual requires to control their seizures can be a matter of life and death for people with epilepsy. 

CMS must also ensure that the formularies do not exclude whole classes of drugs such as immunomodulating drug therapies use to treat multiple sclerosis.  This is a significant concern with the USP model guidelines and must be addressed in order to avoid discrimination toward the people who rely on these medications.    
Notification Requirements for Formulary Change

UCP believes that the proposed rule provides inadequate notification provisions regarding formulary changes.  They are inadequate both for effectively notifying and protecting beneficiaries. 

We recommend that if the final rule limits the notice requirements to persons directly affected by the change, then plans must be required to provide notice in writing, mailed directly to beneficiary, 90 days prior to the change, and the notice must inform the beneficiary of their right to request an exception and appeal a plan’s decision to drop a specific covered Part D drug from their formulary.  
423.128 (d), Access to Call Centers

We believe that it is essential that the final rule require all plans to provide 24-hours-a-day/7-days-a-week access to their toll-free customer call center.  The management of the Part D prescription drug benefit is a serious issue that necessitates timely assistance and resolution of coverage issues.  The implications of delayed access are potentially very serious. For this reason, notwithstanding concerns about the cost of making round-the-clock access available to their enrollees, this must be considered part of the cost of participating in the Part D program. This is a critical requirement that must be included in the final rule.  
423.128(e), Required Information in the Explanation of Benefits

We support the inclusion in the final rule of provisions in the proposed rule regarding elements of the explanation of benefits.  These elements, however, must be supplemented by the following:
· Appeals Rights and Processes:  Information about relevant requirements for accessing the exceptions process, the grievance process, and the appeals process.  
· Access for all Beneficiaries to Formulary Information: Plans should be required to provide information to all Part D eligible individuals, and not just plan enrollees, about the plan formulary. (See our comments in Subpart B, Section 423.48, Information about Part D.) 

· Including Formulary in Explanation of Benefits: While we are supportive of the provision in the proposed rule that requires plans to make available access to the plan’s formulary, in isolation, this is insufficient.  Beneficiaries need precise and detailed information about the formulary both to make an informed choice about enrollment and then to minimize their out-of-pocket costs once enrolled in a plan. Simply giving beneficiaries a description of how they can obtain information about the formulary is insufficient to further the goals of the statute. Plan descriptions should include a detailed formulary, listing not only all the drugs but the tier and amount of co-payment upon which each drug is placed, especially if plans will be allowed to require beneficiaries to pay 100% of the cost of certain formulary drugs. 

· Plan terminations:  423.128(c)(iii) requires plans to tell all Part D eligible individuals that the part D plan has the right to terminate or not renew its contract, but only if the individuals request this information. Information about the potential for contract termination needs to be included in all plan descriptions and in all marketing materials, and not just if requested by an enrollee or Part D eligible individual.  

Based upon experience with the Medicare+Choice market, the drug plan market will experience volatility that results in adverse consequences to many beneficiaries. The Medicare+Choice model summary of benefits requires this information to be in the summary of benefits and in the evidence of coverage; the same rule should apply for Part D.
SUBPART D – Cost Control and Quality Improvements Requirements for Prescription Drug Benefit Plans
Section 423.150, Scope 

The need to limit and prohibit unacceptable cost containment strategies—UCP has serious concerns that the proposed rule contains no restrictions on the ability of plans to use cost-containment tools such as dispensing limits, or prior authorization. 

Indeed, the preamble to the proposed rule appears to specifically encourage plans to use such cost management tools, without constraint, to limit the scope of the prescription drug benefit. We believe that this is completely inappropriate, and inconsistent with commitments made by CMS to the Congress and the public.  

We strongly recommend that the final rule prohibit plans from placing limits on the amount, duration, and scope of coverage for covered Part D drugs. Specifically, the final rule must prohibit plans from limiting access to covered Part D drugs through limits on the number of drugs that can be dispensed within a month, limiting the number of refills an individual can obtain for a specific drug, or by placing dollar limits on the amount of the prescription drug benefit.  For example, research in the mental health field has demonstrated that fewer than six mental health medications per month seriously risks patient health. 

UCP also strongly recommends that the final rule explicitly prohibit plans from requiring therapeutic substitution. While the MMA authorizes the use of formularies which could lead prescribers’ practices to alter their practice in order to comply with standard Part D plan preferences for covered drugs within a class, we believe that the ultimate authority to decide which specific drug a Medicare beneficiary will receive must reside with the treating physician. Therefore, to protect patient safety and health, the final rule must prohibit plans from requiring or encouraging pharmacists to engage in therapeutic substitution without the advance knowledge and written concurrence of the treating physician.  We are encouraged that the preamble to the proposed rule indicates that therapeutic substitution will be prohibited without the prescriber’s approval, this prohibition must appear in the text of the final rule.  

Further, the use of prior authorization has become a common practice in the private sector and Medicaid. For many Medicare beneficiary populations, the manner in which prior authorization and fail first (or step therapy) systems have been implemented in these other contexts has been clearly unworkable both from the perspective of beneficiaries and treating physicians. Prior authorization can delay necessary and appropriate treatment putting at risk the health and safety of individuals who depend on medications for the management of their conditions.  

Prior authorization is particularly burdensome to people in group home settings and institutions where often there may not be a well-informed and aggressive advocate or health care professional to ensure that residents with disabilities get the medication they need. 

The final rule must establish clear standards and requirements for Part D plans that elect to adopt prior authorization and fail first policies. In particular, the final rule must require plans to ensure that any system of prior authorization is easily accessible to beneficiaries and physicians, and must impose negligible burdens with respect to the time needed to complete the prior authorization process, expense, and information documentation.  

Most state Medicaid programs exempt certain types of prescription drugs from prior authorization/fail first policies because of the complexity of the underlying condition, the recognized need for physicians to have broad prescribing flexibility, and the grave clinical consequences that could result if necessary access to prescription drugs is denied. Medicaid experience also shows that when certain populations are not exempted from prior authorization, significant problems arise.  We propose that the final rule require the Secretary to consult with the public and publish annually a list of conditions which will be exempted from prior authorization/fail first policies, and should include conditions such as mental illness, epilepsy, HIV/AIDS, multiple sclerosis and cancer, that are widely acknowledged for the difficulty and complexity of pharmaceutical management.  

Further, UCP strongly recommends that when prior authorization is imposed, whenever the prior authorization process has not been completed within 24 hours of the time that a prescription was first presented at a pharmacy, plans must be required to dispense a temporary supply of the prescribed drug pending the completion of the prior authorization process, including any time needed to receive an exception and to appeal a decision. The final rule must also provide for exigent circumstances when an emergency temporary supply of a prescription drug must be dispensed immediately, without allowing for a 24 hour prior authorization period.  

Requiring beneficiaries who have been stabilized on a particular psychiatric or anti-convulsant medication to switch to another medication can be very dangerous for the beneficiary and is not fiscally prudent.  It is very difficult to determine which medication will work best for an individual and most have to try many different kinds of medications. Moreover some of these medications stay in the system for a long time (e.g., up to six weeks) and modifications of drug therapy must be done very carefully to avoid dangerous drug interactions.  Each failed trial results in suffering and possible worsening of a person’s condition.  

We recommend that the final rule require plans when enrolling new enrollees to continue for at least six month any prescription drug regimen for all individuals who have been stabilized on a course of treatment.  Moreover, the plan must provide an organizational determination within the first month of enrollment for all covered Part D drugs that are part of the treatment regimen and notify, in writing, the beneficiary whether each drug in the regimen is covered and the beneficiary’s cost-sharing requirement.  Should the plan determine that any drugs in the regimen are not covered, all individuals stabilized on a treatment regimen should be automatically eligible for an exception request, and plans should be prohibited from discontinuing access to all drugs in the regimen pending final resolution of the appeals process.

Cost management tools subject to P&T Committees—In response to a question in the preamble of the proposed rule, we strongly recommend that P&T committees should approve and oversee implementation of utilization management activities of health plans offering the Medicare drug benefit.  These committees should be empowered to make policy decisions and be charged with a mission to promote and protect the health of beneficiaries. In overseeing utilization management activities, P&T committees must be empowered to ensure that beneficiaries have access to a variety of drugs that reflect current utilization patterns, research and clinical experience and that take into account the efficacy and side effects of medications in each therapeutic class and the complex needs of an ethnically diverse, co-morbid, and medically complex population.

Subpart M—Grievances, Coverage Determinations, and Appeals

Many people with disabilities who are dually-eligible for Medicaid and Medicare have cognitive or mental disabilities which make it more difficult for them to navigate a cumbersome and multi-step appeals process.  The final rule must ensure that these individuals who currently receive their prescription drugs through Medicaid are not harmed by the enactment of the MMA.  Additionally, for many individuals with a variety of physical and mental disabilities, access to appropriate medication is one of the major factors which allow them to live full and more independent lives in their communities.  CMS must ensure that the final rule is consistent with the principles and goals of the President’s New Freedom Initiative to ensure that all people with disabilities have the opportunity to live in the community where they belong.  

The proposed rule fails to meet the requirements of the Due Process Clause of the Fifth Amendment to the Constitution. 

UCP believes that the proposed rule fails to meet Constitutional due process requirements and fails to satisfy the requirements of the statute.   As interpreted by the United States Supreme Court, due process requires adequate notice and hearing when public benefits are being terminated.  Medicaid beneficiaries, whose prescription requests are not being honored, receive a 72-hour supply of medications pending the initial coverage request.  They are entitled to notice and face-to-face hearings, pending an appeal if their request is denied and they file their appeal within a specified time frame.  Currently, all state Medicaid appeals processes are completed more expeditiously than Medicare appeals.  Based on this fact and on the fact that the majority of people with disabilities who are dually-eligible for Medicaid and Medicare, have major health care needs, UCP believes it is completely inappropriate for the proposed rule to expose these individuals to a weakened due process system. 

The appeals process as described in Subpart M does not accord dually-eligible and other Part D enrollees with adequate notice of the reasons for the denial and their appeal rights; with an adequate opportunity to a face-to-face hearing; with an adequate opportunity to have access to care/prescription drugs pending resolution of the appeal; or with a timely process for resolving disputes.  While UCP recognizes that the most efficient means of protecting enrollees – which would be to amend the MMA to provide for an appeals process similar to Medicaid -- is beyond the authority of CMS, UCP does believe that CMS can take steps in the final regulations to improve the notice requirements and the opportunity for speedy review.

Sections 1860D-4(f), (g), and (h) require that sponsors of Part D plans establish grievance, coverage determination and reconsideration, and appeals processes in accordance with Section 1852 (f) & (g) of the Social Security Act.   In addition, CMS – in the settlement of Grijalva v. Shalala and in the Medicare Plus Choice program – already has established the right to a fast-track, pre-termination review by an independent review entity.  The proposed Subpart M fails to incorporate the same fast-track, pre-termination review.  UCP strongly recommends that CMS incorporate a similar fast-track process for Part D, which would be more in keeping with due process requirements.
Require plans to have an expedited appeals and exceptions process and to dispense a temporary supply of drugs pending the resolution of an exception request or an appeal.

The proposed system does not ensure that beneficiaries’ rights are protected and does not guarantee that beneficiaries have access to needed medications.  This is a major cause for concern for UCP.   For millions of individuals with disabilities such as epilepsy, mental illness, HIV, multiple sclerosis, and spinal cord injuries -- treatment interruptions can lead to serious short-term and long-term problems.  For this reason, UCP strongly recommends that the final rule must provide for dispensing an emergency supply of drugs pending the resolution of an exception request or pending resolution of an appeal.  

Many people with epilepsy depend on specific medication to control their seizures. A disruption in their medication regimen can cause breakthrough seizures, the consequences of which can be very severe and can include loss of driving privileges, absence from work and hospitalization.  Access to a temporary supply of drugs is also critical for people with physical disabilities such as spinal cord injury (SCI). Urinary tract infections, a common secondary condition of SCI, can worsen quickly and result in kidney infections which can lead to autonomic dysreflexia, a life threatening condition.

For many people with mental illness, access to the one specific medication or the critical combination of specific drugs, is what helps them maintain their mental and physical health as well as their independence and the ability to live a full life in the community.  Treatment interruptions for these individuals are just as dangerous to them as is a treatment interruption to a person with a physical disability such as epilepsy.

Our concerns related to treatment interruptions are heightened due to the absence of any adequate protections to ensure that individuals can receive a timely resolution of an appeal.  We are also extremely concerned about the lengthy period of time that is allowed to pass before an individual has access to a fair and independent review of their appeal by an independent decision maker at the Administrative Law Judge (ALJ) level.  We recognize that the expedited time-frames and the general 72-hour standard are a significant improvement over the standard time-frame of 14 days to make a determination and 30 days for reconsideration.  Nonetheless, from the perspective of individuals with serious and complex health conditions and disabilities, 72 hours is an unacceptable delay.  

UCP strongly recommends that the final rule clearly specify that all disputes relating to coverage of Part D drugs for people with disabilities automatically qualify for an expedited decision (for all types of requests including a request for an exception, a grievance, and all level of the appeals).  Moreover, we strongly recommend that the final rule clearly require plans to dispense a temporary supply of the drug in dispute pending the final outcome of an appeal. 

Strengthen and improve the inadequate and unworkable exceptions and appeals processes by establishing clear standards; expediting decisions; minimizing evidence burdens on physicians; and ensuring that drugs provided through the exceptions process are made available at the “preferred drug” level of cost-sharing. 

We are also concerned that the appeals processes outlined in the proposed rule are overly complex, drawn-out, and inaccessible to beneficiaries with disabilities.  We are specifically concerned about the impact of such a burdensome process on individuals with cognitive and mental disabilities.  We strongly recommend that CMS establish a simpler process that places a priority on ensuring ease of access and rapid results for beneficiaries and their doctors. We also strongly recommend that the final rule include a truly expedited exceptions process for individuals with immediate needs.  Under the proposed rule, there are too many levels of internal drug plan appeals that a beneficiary must navigate before receiving a truly independent review by an administrative law judge (ALJ) and the timeframes for plan decisions are unreasonably long. 

UCP believes that the provisions in the MMA that call for the creation of an exceptions process are a critical consumer protection that -- if properly crafted through enforceable regulations -- could ensure that the unique and complex needs of people with disabilities receive a quick and individualized coverage determination for on-formulary and off-formulary drugs.  However, as structured in the proposed rule, the exceptions process would not serve a positive role for ensuring access to medically necessary covered Part D drugs.  Rather, the exceptions process only adds to the burden on beneficiaries and physicians by creating an ineffectual and unfair process before an individual can access an already inadequate grievance and appeals process.  
UCP is particularly concerned that the proposed rule would require treating physicians to assert that an exceptions request is based on both clinical experience and scientific evidence.  This is an inappropriate standard that most doctors could not meet because scientific experience is not always available to support the knowledge which they acquire through clinical experience treating people with a range of disabilities.  UCP recommends that this requirement be eliminated from the final rule. 

UCP recommends that CMS revamp the exceptions process to: 

1. Establish clear standards by which prescription drug plans must evaluate all exceptions requests; 

2. Minimize the time and evidence burdens on treating physicians; and 

3. Ensure that all drugs provided through the exceptions process are made available at the preferred level of cost-sharing.  

Subpart P –Premiums and Cost sharing subsidies for low-income individuals

432.772, Definitions
Institutionalized individual: The definition should include those individuals eligible for home and community based services under a Medicaid waiver (see, e.g., definition of “institutionalized spouse” at 42 U.S.C. § 1396r-5(h)(1)(A)), since those individuals must meet the acuity standards for Medicaid coverage in a nursing facility, and should include individuals in ICF/MRs and individuals in any institution in which they are entitled to a personal needs allowance.

423.782(a)(2)(iii),  Dual eligible beneficiaries must not be denied medications for failure to pay co-payments.

Dual eligible beneficiaries will be required to pay $1 for generic drugs and $3 for brand-name drugs under Medicare Part D. Currently under Medicaid statute, an individual cannot be denied a medication for failure to pay a co-payment. Many people with disabilities depend on multiple medications including brand name medications.  Even minimal co-payments will create a financial burden for individuals who will be left to choose between paying for medications and meeting other needs, like food and housing. 

UCP strongly recommends that in the final rule dual eligibles must maintain the protection that they currently have under Medicaid and not be denied a drug for failure to pay cost sharing.
423.782(a)(iv) and §423.782(b)(2),  Low-income individuals should not be denied medications for failure to pay co-payments.

Low-income Medicare beneficiaries between 100% and 150% of the FPL face considerable cost-sharing requirements in the proposed regulations that could prevent them from filling necessary prescriptions.  Studies have demonstrated that even minimal levels of cost sharing restrict access to necessary medical care for individuals with low incomes. Individuals between 100% and 135% of FPL must pay $2 for generics and $5 for brand-name drugs.  Those between 135% and 150% are required to pay a 15% co-insurance for their drugs.  For individuals who require expensive treatments or multiple medications, this requirement will impose an enormous financial burden on thousands of individuals who will be unable to pay out-of-pocket for these medications. Beneficiaries eligible for the full or partial low-income subsidy should not be denied a prescription for failure to pay a co-payment or other co-insurance. 
UCP appreciates the opportunity to comment on the proposed rules.  If you have questions about our comments please contact Julie Ward, jward@ucp.org or (202) 973-7146.  
Sincerely,

Leon Triest

UCP Co-Chair
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