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August 23, 2010

Dr. Donald Berwick, Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

7500 Security Boulevard

Baltimore, Maryland 21244 




Re: Notice of Proposed Rules - CMS – 1503-P

Dear Administrator Berwick:

The Alzheimer's Association appreciates the opportunity to comment on the proposed regulations to implement certain provisions of the Patient Protection and Affordable Care Act (ACA) included in the Payment Policies under the “Physician Fee Schedule and Other Revisions to Part B for CY 2011,” published in the Federal Register on July 13, 2010. The Alzheimer’s Association is the leading voluntary health organization in Alzheimer’s care, support and research. Today, there are an estimated 5.3 million Americans with Alzheimer’s disease, almost all of whom depend on the Medicare program for access to health coverage and services. 
General Comment

The Alzheimer’s Association believes the ACA will provide significant assistance to the millions of Americans who have undetected and undiagnosed cognitive impairment. We strongly support the in-person annual wellness visits and the benefits it will provide the Medicare beneficiaries. Our comments and concerns reflect our objective to ensure early detection, diagnosis and treatment of Alzheimer’s disease and related dementias. Access to effective preventative and medical care must be paramount to CMS during the revision process. We also comment on the alternatives to the therapy caps payment policy and our concern that some options may restrict access to outpatient therapy to individuals with dementia. We encourage CMS to consider the impact of these regulations on the most vulnerable Medicare beneficiaries, including those with cognitive impairment, Alzheimer’s disease and other dementias. 

Specific Comments

We have the following comments with regard to the proposed regulations that are of specific concern to the Alzheimer’s Association, as they will significantly impact beneficiaries with Alzheimer’s disease or other dementias.
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Medicare Coverage of Annual Visit Providing a Personalized Prevention Plan

1. The Alzheimer’s Association unconditionally supports and commends the inclusion of “detection of any cognitive impairment” in the first and subsequent annual visits. §410.15(a).
In order to provide better medical care and outcomes for individuals with Alzheimer’s and other dementias, possible dementia must first be detected, the conditions must then be diagnosed, care must be planned, and the diagnosis must be noted in the patient’s medical record.  

Unfortunately, most people with Alzheimer’s disease and other dementias have not been diagnosed.  Figures on diagnosis differ, but the most recent studies indicate that only 19- 35 percent of people with Alzheimer’s and other dementias had a diagnosis of the condition in their primary care medical record. While some primary care physicians and health professionals are probably aware of dementia in more of their patients, it is still likely that less than half of people with dementia have been formally diagnosed. . According to a recent special report by the Alzheimer’s Association, older African-Americans and older Hispanics are much more likely than older whites to have Alzheimer’s and other dementias, but less likely to be diagnosed.

The reasons why cognitive impairment is not detected include the lack of time and lack of reimbursement for detection of possible dementia in the primary care setting. The very short physician visit times increase the likelihood that possible dementia and the need for a diagnostic evaluation are not recognized in these settings. While Medicare currently covers and pays for diagnostic evaluations and some imaging tests, if cognitive impairment is not detected initially, a diagnostic evaluation will not be conducted.
2. The Alzheimer’s Association agrees with the definition of cognitive impairment in the proposed regulations.  §410.15(a).

Cognitive impairment can be caused by a wide array of diseases and conditions and other factors, including Alzheimer’s disease and other dementias, depression, delirium, other physical health conditions that are common in elderly people, frequently used medications, serious mental illness, and lifelong or acquired intellectual disabilities.  Effective medical management of these conditions requires differential diagnosis, but the first step is detection of the cognitive impairment that results from the conditions. The proposed definition will allow for that detection and encourage differential diagnosis to identify the cause of the person’s cognitive impairment.  

A project conducted in the Veterans Health Administration Veterans Integrated Services Network headquartered in Minnesota (VISN 23) shows the positive results of detection of cognitive impairment, broadly defined, in primary care.  In the project, clinicians used a brief mental status test (the Mini-Cog) to detect cognitive impairment in older veterans when the veterans came to one of seven participating Veterans Administration (VA) medical centers for a routine, primary care visit.  Preliminary results show high acceptance of the test.  Not all 
veterans who scored below the preset score for failing the test then agreed to a diagnostic evaluation, but among those who agreed and had the diagnostic evaluation, about half were 
diagnosed with Alzheimer’s disease or another dementia.  Among those who had an evaluation and were not diagnosed with Alzheimer’s or another dementia, many were found to be taking medications or suffering from non-dementia-related physical health conditions that probably caused or contributed to the veteran’s cognitive impairment.  In this project, the detection of cognitive impairment and the subsequent diagnosis of Alzheimer’s or another dementia in some of the veterans allowed better medical management for the person and the provision of valuable information and support for the family caregiver. At least as important, detection of cognitive impairment and the subsequent diagnosis of a non-dementia-related cause for the cognitive impairment allowed better management of these other conditions, including reduction of medications that were causing cognitive impairment.  Outpatient cost savings as a result of the care management that followed the initial detection were nearly 30 percent, as reported at the Alzheimer’s Association’s International Conference on Alzheimer’s Disease (AAICAD) in July 2010 (McCarten et al. 2010).    
3. The Alzheimer’s Association recommends that CMS develop information for primary care practitioners about alternate approaches to assess and detect cognitive impairment in the primary care setting. The Association is available to help develop such information. §410.15(a).
Direct observation of the patient, as well as concerns raised by the patient, family, friends and care partners, is vital to the detection of dementia. Various approaches can be used to detect cognitive impairment in primary care settings.  As described earlier, a brief mental status test, the Mini-Cog, was used successfully to detect cognitive impairment in older veterans in VA medical centers in VISN 23.  Other brief mental status tests and alternate approaches that do not use a brief mental status test have also been shown to be feasible and effective in research and demonstration projects.

We recommend that CMS encourage, in regulation or sub-regulatory guidance, the inclusion of other evidence-based procedures as well, including: 

· Training for physician and clinic office staff to identify signs and symptoms of possible cognitive impairment and dementia, such as the use of the AHCPR triggers.
· Routine use of a brief family questionnaire, such as the IQCODE or AD-8, to elicit the observations of family members about memory problems and behaviors that may indicate cognitive impairment.
· Routine use of a brief patient questionnaire, such as the AD8, to elicit the person’s observations about memory problems and behaviors that may indicate cognitive impairment.

· Inclusion of specific questions about memory problems in health risk assessment instruments and in-person admission interviews.   

· Use of a brief mental status test, such as the MiniCog, to detect possible cognitive impairment.

The Alzheimer’s Association believes that CMS should develop information for primary care practitioners about alternate approaches to detect cognitive impairment in the primary care 
setting. The Association is available and has the expertise to assist in the development of that information.  

4. Detection of cognitive impairment is important because cognitive impairment affects care and treatment for the individual’s other co-morbid conditions and the detection of cognitive impairment allows for advance planning for health and financial matters. It will also support the prevention of avoidable risks to patients’ safety, health and well-being.   §410.15(a).
People with Alzheimer’s disease and other dementias are at high risk for injury due to wandering and getting lost, falls, unsafe use of a stove, unsafe driving, and the presence of loaded guns in their homes.  If the person’s cognitive impairment is not detected, the primary care practitioner will not be aware of the need to provide or ensure the provision of information and assistance for the person and family to help prevent resulting injuries.  Likewise, people with cognitive impairment, including those with Alzheimer’s and other dementias, are at high risk for medication errors and noncompliance with treatment recommendations.  They are unlikely to be able to understand, remember and comply with treatment instructions, including instructions about how to take their medications.  If the primary care practitioner is not aware of the person’s cognitive impairment, he or she will not be aware of these risks or the importance of conveying treatment instructions to a family member or other person who can help with compliance and, therefore, prevent negative health outcomes. 

Most older people with Alzheimer’s disease and other dementias also have other serious medical conditions, including heart disease, diabetes, chronic obstructive pulmonary disease, and congestive heart failure.  Their cognitive impairment greatly complicates medical management of these co-existing medical conditions, and conversely, the co-existing medical conditions and treatments for those conditions often exacerbate the person’s cognitive symptoms and functional impairments.  The interactions of cognitive impairment and other serious medical conditions probably contribute to the high hospitalization rates shown in people with Alzheimer’s and other dementias.  Available data from Medicare claims show that people with Alzheimer’s and other dementias are three times as likely to be hospitalized as other older people and 2.4 times as likely to have a potentially preventable hospitalization.  Medicare beneficiaries with, for example, diabetes plus dementia are about 1.8 times as likely to have a hospitalization as those with diabetes but no dementia.  Primary care practitioners who are aware of a person’s Alzheimer’s or other dementia and the resulting cognitive impairment are better able to manage the person’s care for other serious medical conditions with awareness of the impact of the person’s cognitive impairment and, therefore, to reduce negative health outcomes and unnecessary hospitalizations.

Lastly, detection of cognitive impairment at the earliest stage allows primary care practitioners and others to counsel the person and family about the importance of completing advance directives.  Knowledge of the patient’s wishes about treatment and the patient’s designation of a health care proxy can prevent confusion and distress for the family and all involved health care providers at the end of the patient’s life. Indeed, it would be appropriate for CMS to encourage primary care practitioners to use this opportunity to promote advance care planning as is currently included in the “Welcome to Medicare” examination. 
5. Screening for depression should be included in every annual wellness visit. §410.15(a).
The proposed regulations would require screening to detect depression and functional impairment only in the first visit for personalized prevention plan services.  The Alzheimer’s Association believes that detection of depression and functional impairment should also be part of annual wellness visits.  
As noted in Mental Health: A Report of the Surgeon General
, depression is common in people with Alzheimer’s and other dementias. Yet, the Surgeon General noted that the underdiagnosis and undertreatment of depression for older adults in the primary care setting is a “public health problem.” Co-existing depression has been shown to increase cognitive symptoms, and treatment of co-existing depression can help to prevent avoidable decline in cognitive functioning even if it does not change the underlying course of the person’s dementing illness.  

Screening for depression should be provided on an annual basis. Numerous studies have shown that the incidence of depression and depressive symptoms may occur for the first time in late life. Conducting a single screen at age 66 says nothing about the onset of depression at age 70, 75, 80 and beyond.

The U.S. Preventive Services Task Force indicates in its guideline, “Screening for Depression in Adults,” that “significant depressive symptoms are associated with common life events in older adults.” These common life events range from illness and cognitive impairment to residential placement.
 According to the National Institute of Mental Health, seniors are at an increased risk of depression with the onset of other illnesses or functional impairment.
 If depression goes undiagnosed and untreated it “can delay recovery or worsen the outcome” of other illnesses.
 For these reasons, it is important that seniors be screened for depression, at least annually, though some studies indicate screening should be conducted even more frequently. For example, the University of Iowa Gerontological Nursing Interventions Research Center recommends depression screenings for seniors living in nursing homes occur every 6 months.
 

Additional triggering events, such as death of a loved one, loss of independent functioning, and physical disability increase the risk of depression in seniors.
 Asking a few simple questions can be effective in determining whether full diagnostic interviews are necessary.
 Requiring depression screening for Medicare beneficiaries, at least annually, is necessary to detect and treat depression and requires little additional time or effort.

6. Screening for functional impairment should be included in every annual wellness visit. §410.15(a).
The purpose of screening for functional impairment is the detection of old as well as new problems over time, especially early detection of dementia. The initial assessment of both physical functioning (ADLs) and instrumental (IADLs) functional abilities provides an important baseline for which to compare future assessments. At subsequent annual visits, the primary care practitioner can assess, document and monitor any changes in functioning. All 
people with Alzheimer’s disease and other dementias have functional impairments. These impairments are often caused directly by the person’s cognitive deficits or other dementia-
related symptoms, such as gait and swallowing difficulties. Functional impairments can also be caused by care practices and other factors that reduce the person’s self care and other abilities.  Better awareness of patients’ functional impairments can help the primary care practitioner evaluate the severity of a person’s condition more completely and provide or arrange for the provision of information for family and other caregivers about care practices that can help to maintain the person’s self care abilities for as long as possible and avoid unnecessary functional decline.  

7. As appropriate, information and referral for caregivers should be furnished at every annual wellness visit. §410.15(a).

In 2009, nearly 11 million caregivers in the United States provided 12.5 billion hours of unpaid care for people with Alzheimer’s disease and other dementias.  Many caregivers experience negative effects on their health, including high levels of stress and depression. Caregiver interventions, such as support groups, behavior management training, counseling and pyschotherapeutics, have been shown to positively impact caregivers’ well-being. There is growing evidence that interventions for caregivers of persons with dementia, along with care planning for the care recipient, can lead to better outcomes, including longer-term unpaid homecare for the person with dementia. CMS should encourage primary care physicians to routinely provide information and referral for appropriate services and interventions to caregivers during the annual wellness visit.  

Code-Specific Issues for PFS; Therapy Services (pages 40095-40100)
The Alzheimer’s Association is concerned that the proposed alternatives to the outpatient therapy caps policy will restrict access to medically necessary outpatient therapy to individuals with Alzheimer’s disease and related dementias.

In the proposed rule, CMS solicits comments on alternatives to the outpatient therapy caps and exceptions process. The Alzheimer’s Association is concerned that the alternatives to therapy caps, as discussed in the proposed rule, would create barriers to access to outpatient therapy for individuals with Alzheimer’s disease and related dementias. As CMS considers the various payment alternatives, due consideration must be given to the impact the policy will have on individuals with cognitive impairment who may require the skilled services of a therapist to maximize function.  The Association is concerned that the options discussed in the proposed rule do not consider the special needs of this population.

In Option (1), the preamble states that “At a minimum, the new codes would allow contractors to more easily identify and limit the claims for beneficiaries that show no improvement over reasonable periods of time.” For years, the Alzheimer’s Association has received complaints on behalf of Medicare beneficiaries with dementia because they have been improperly denied medically necessary rehabilitation services because the individual’s condition will not “improve.” This issue is particularly relevant to individuals with Alzheimer’s disease given the progressive degeneration that occurs during the disease process, when the therapy is preventing or slowing the decline in functioning.

The Alzheimer’s Association is similarly concerned with the use of “payment edits, such as 
limits to the number of services per session, per episode or per diagnostic grouping” for 
exceptions to the therapy caps, as provided in Option 2. Individuals with degenerative conditions, including Alzheimer’s disease, may require shorter sessions over a longer period of time to address the functional loss, slow deterioration and maximize health outcomes. Payment and utilization edits will fail to take into consideration the affect that a cognitive impairment may have on an individual’s treatment regimen.  

In February 2008, the Alzheimer’s Association published a public policy issue brief titled, “Barriers to Medicare Coverage for Occupational Therapy, Physical Therapy, and Speech-Language Pathology Services for Individuals with Dementia.” The issue brief describes Medicare policies and summarizes evidence-based literature concerning rehabilitation therapies. The authors specifically recommend that CMS clarify its policies and Manuals to ensure that “all therapies are available to beneficiaries with dementia, when those benefits can maximize function or minimize deterioration in function.” 

The Association urges CMS to consider the impact on individuals with degenerative conditions, like Alzheimer’s disease, as it develops payment alternatives to the therapy caps. We urge CMS to remove from consideration any options that require improvement over a period of time or utilize payment edits that will improperly limit medically necessary services.

Conclusion

We appreciate the opportunity to comment on these proposed regulations. The proposed regulations regarding the annual wellness visit will provide early detection and diagnosis for Medicare beneficiaries with Alzheimer’s disease and related dementias. Over the years, we have had successful collaborations with CMS to ensure that the needs of individuals with Alzheimer’s disease are met. We hope that this relationship continues. Please feel free to contact Leslie Fried, Director of the Association’s Medicare Advocacy Project, (202) 662-8684, to further discuss these matters.

Sincerely,
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Robert Egge

Vice President of Public Policy 

Public Policy Office		202 393 7737 p


1319 F Street, NW, Suite 500	866 865 0270 f


Washington, DC  20004-1106			
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