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The Honorable Seema Verma

Administrator

Centers for Medicare & Medicaid Services

U.S. Department of Health and Human Services
Hubert H. Humphrey Building

200 Independence Avenue, SW

Washington, DC 20201

September 25, 2019

by electronic delivery to Seema.verma@cms.hhs.gov and
Brady.Brookes@cms.hhs.gov

Dear Administrator Verma:

We write to express support for changes the Centers for Medicare & Medicaid Services
(CMS) has made to the MedLearn cognitive impairment detection instructions' for the
Initial Preventive Physical Exam (IPPE) and subsequent Annual Wellness Visit(s)
(AWVs). Additionally, we write to encourage CMS to strengthen the IPPE and AWV
instructions further by revising them to read “Assess the beneficiary’s cognitive
function with a brief validated structured cognitive assessment tool found at the
NIA’s Alzheimer’s and Dementia Resources for Professionals website.”

Timely detection of cognitive impairment is a critical element in patient care that can lead
to improved outcomes and better decision making among providers, patients, and their
caregivers. The IPPE and AWV instructions should remove as much ambiguity as
possible about when and how physician practices should provide cognitive impairment
detection services to eligible Medicare beneficiaries.

We appreciate that CMS responded to concerns that the instructions encourage
clinicians to rely on direct observation to deliver the cognitive impairment detection
benefit. We applaud CMS for directing providers to “use a brief validated structured
cognitive assessment tool” and providing a link to the National Institute on Aging’s
Alzheimer’s and Dementia Resources for Professionals website. CMS recognition that
use of a brief, structured cognitive assessment tool is an important element of the
detection benefit is supported by studies demonstrating that these tools correctly classify
patients with dementia or mild cognitive impairment (MCI) more often than direct )
observation by the patients’ own primary care physicians (83% vs 59%, respectively)."

The AWV provides clinicians and their patients with an important opportunity to
overcome barriers to discussing cognitive impairment within the context of overall
wellness and preventive care. Clinician awareness of validated tools for cognitive
impairment detection may help reduce unrecognized cognitive impairment from its



current high rate of up to 81%. However, CMS use of the prefatory language “if
appropriate,” in reference to use of a validated detection tool, may confuse clinicians.

We know of no authoritative source or evidence-based rationale supporting use of direct
observation as a means of adequately detecting early cognitive impairment. In fact,
direct observation is the least useful and least appropriate tool, resulting in identification
of impairment in later stages when decline has progressed beyond mild cognitive
impairment. Furthermore, the phrase “if appropriate” injects uncertainty that could all but
negate CMS’ well-considered, proactive step to facilitate a meaningful detection benefit.
The qualifier “if appropriate” injects counterproductive uncertainty that could undermine
the cognitive impairment detection benefit by implying that health professionals should
primarily, or even sometimes, use a “tool” known to be ineffective in detecting mild
cognitive impairment, a time when detection may be most meaningful to Medicare
beneficiaries.

Removing this uncertainty from the CMS MedLearn instructions for the IPPE and
AWV would be consistent with Healthy People 2030 (HP2030), including the three
dementia-specific national objectives.

Objective DIA-2030-01, Increase the proportion of adults aged 65 years and older
with diagnosed Alzheimer’s disease and other dementias, or their caregiver, who
are aware of the diagnosis

According to the CDC, “The earlier dementia is diagnosed, the sooner care can be
provided. A formal diagnosis allows people living with dementia to have access to
available symptomatic treatments and interventions, build a care team, participate in
support services, and potentially enroll in clinical trials. They and their caregivers can set
systems in place to better manage medications, receive counseling, and address the
challenges of other chronic conditions. Additional advantages include planning for future
financial and legal needs and end of life choices.”" Early and accurate diagnosis could
save $7.9 trillion in medical and care costs" due to improved management of comorbid
conditions and other costs of healthcare and caregiving. Clinicians charting a diagnosis
is inadequate. The diagnosis must be conveyed in a timely, accurate, compassionate
and actionable manner. The earlier in disease progression that the diagnosis is
conveyed, the more cognitively able individuals will be to direct or participate in decision-
making. Rightly, the DIA-2030-01 phrase “or their caregiver” does not encourage health
professionals to withhold information from the patient, but does encourage caregivers to
be included so they can better support the patient, particularly in cases where cognitive
impairment has reached such an advanced stage as to make the patient unable to
receive the diagnosis. With clarified MedLearn instruction language, the IPPE and
AWV begin the process of achieving Objective DIA-2030-01. The process then can
continue with necessary support because CMS provides reimbursement for physicians
to engage in meaningful care planning,” the Health Resources Services Administration
(HRSA) has fielded curriculum to educate clinicians on properly making and conveying
diagnosis,” and The Gerontological Society of America makes available a free online
toolkit for primary care providers and their care teams to help them initiate conversations
about brain health, detect and assess for cognitive impairment, evaluate for dementia,
and provide post-diagnostic referrals to community services, educational resources, and
information about clinical trials for persons with dementia and their family caregivers.""

Objective DIA-2030-02, Reduce the proportion of preventable hospitalizations in
adults aged 65 years and older with diagnosed Alzheimer’s disease and other



dementias

People with Alzheimer’s disease and other forms of dementia have twice as many
hospital admissions as those without dementia and at least a quarter of these
admissions are preventable."" This is unsurprising given that diabetes, heart disease
and other frequently occurring comorbid and complicating medical conditions require
strict medication adherence, and lifestyle improvements made more challenging by
dementia (such as exercise, diet and sleep). Guidelines for managing chronic conditions
often fail to consider that patients may have dementia, and untrained family members
and other informal caregivers are ill-prepared to recognize or address signs of
deteriorating health from multiple conditions. Guidelines also rarely consider that
“‘Dementia is one of the major causes of disability and dependency among older people
worldwide.”™ nor that providing disability supports promote more enduring independence
and reduce personal and public costs associated with dementia. CMS is well
positioned to advance Objective DIA-2030-02 by clarifying the MedLearn
instructions so more people with cognitive impairment will be detected earlier in
the symptomatic progression, thereby heightening opportunities for health
professionals and informal caregivers to better manage comorbid conditions with
awareness of the complicating factor of cognitive impairment. This is also consistent with
the CDC'’s Healthy Brain Initiative Roadmap strategic objectives to improve professional
care for people living with dementia.

Objective DIA-2030-03, Increase the proportion of adults aged 65 years and older
with Subjective Cognitive Decline (SCD) who have discussed their confusion or
memory loss with a health care professional

As CMS is painfully aware, far too few medical professionals initiate timely discussions
with their patients about cognitive health and cognitive impairment for a variety of
reasons including time pressure, inadequate training about recognizing signs of
impairment, varying degrees of discomfort around the sensitive topic of dementia —
particularly in light of the lack of an FDA approved disease modifying therapy — and an
over-reliance (read: wishful thinking) that the patient or family member will raise the
subject. Patients and their families often lack basic understanding of dementia, labor
under stigma and myths such as that these diseases are a “normal part of aging,” or
expect (for cultural or other reasons) that the health professional should and affirmatively
would inquire about possible cognitive impairment. People with undetected mild
cognitive impairment also are less likely to be accompanied by a caregiver informant at a
medical appointment. In the aggregate, these and other factors result in cognitive
impairment detection and diagnosis rates that are unacceptably low among the
population at large and particularly among communities with disproportionate
prevalence of Alzheimer’s disease and other forms of dementia including women,*
people with Down Syndrome and other intellectual disabilities, veterans, rural” and
ethnic minorities.*” Compounding this disease prevalence health disparity is the added
burden that detection and diagnosis often come later in disease progression among
these populations with profound negative consequences. As noted by a recent
Alzheimer’s Association report, "African-Americans tend to be diagnosed at a later stage
of Alzheimer’s disease — limiting the effectiveness of treatments that depend upon early
intervention.™"' Diagnoses are delayed because predicate detection is delayed: “African
American and Latino patients are often diagnosed at later stages of the disease, with
many of them experiencing a delay of up to seven years before their symptoms are
evaluated...Delayed diagnosis may result in the patient having reached a greater
severity of dementia by the time a diagnosis is made."™"" Because the Veterans
Administration does not offer a cognitive impairment detection benefit -- regardless of



age and regardless of risk factors -- for veterans who also are Medicare-eligible, AWVs
may provide the best opportunity to detect cognitive impairment in its earliest stages
when lifestyle interventions and increased attention to managing comorbidities can have
the largest impact in driving more positive health outcomes. The later cognitive
impairment is detected, the later affected individuals and their families are able to begin
grappling with — and deriving benefits from making -- the full gamut of consequential
decisions including participation in clinical trials, use of FDA-approved symptomatic relief
therapeutics, caregiver education, and planning involving legal, financial, spiritual and
quality-of-life issues. CMS is well positioned to advance Objective DIA-2030-03 by
clarifying the MedLearn instructions so medical professionals will be more likely
to initiate discussion with patients and their families about possible SCD and
utilize brief validated structured cognitive assessment tools as part of the IPPE
and AWV. Because change over time is among the most important indicators of
possible cognitive impairment, using validated tools rather than unreliable direct
observation along with removing the uncertainty created by the phrase “if appropriate”
would facilitate clinicians’ ability to compare AWV cognitive assessment results against
earlier results from the IPPE and previous AWVs to help detect signs of cognitive
decline.

Additionally, clarifying the MedLearn instructions would capitalize on recent updates to
the Medicare Physician Fee Schedule that encourage dementia diagnosis and care
planning (HCPCS 99483), new Medicare Advantage (MA) rules that increase benefits for
Alzheimer’s and dementia care along with risk score adjustments for MA Plans caring for
people with dementia,*" the 2017 NIH “National Research Summit on Care, Services,
Supports for Persons with Dementia and Their Caregivers™™ and the 2017 CMS
“Behavioral Health Payment and Care Delivery Innovation Summit.”*

Clarifying the MedLearn instructions also would support the National Institutes of Health
and its non-governmental partners working to implement the new National Strategy for
Recruitment and Participation in Alzheimer’s and Related Dementias Clinical
Research,™ which will engage broad segments of the public in the Alzheimer’s and
related dementias research enterprise, with a particular focus on underrepresented
communities, so that studies with an aim to better understand and eventually cure these
disorders can successfully and more quickly enroll and retain individuals. As discussed
previously, the later cognitive impairment is detected and diagnosed, the less
opportunity individuals have to participate in clinical research trials.

Lastly, clarifying the MedLearn instructions would be consistent with the HHS strategic
plan,*" the Center for Medicare & Medicaid Services (CMS) vision, the Centers for
Disease Control and Prevention (CDC) Healthy Brain Initiative Road Map, the
Administration of Community Living (ACL) Alzheimer’s Disease Supportive Services
Program’s grant funding priorities™", the National Institute on Aging (NIA) goals,*" and
the Office of the Assistant Secretary for Planning and Evaluation (ASPE) National Plan
to Address Alzheimer’s Disease.™

Therefore, we encourage CMS to revise its MedLearn instructions to ensure
delivery of the meaningful cognitive impairment detection benefit Medicare
beneficiaries need to proactively manage their health by issuing revised IPPE and
AWV instructions that read “Assess the beneficiary’s cognitive function with a
brief validated structured cognitive assessment tool found at the NIA’s
Alzheimer’s and Dementia Resources for Professionals website.” This would



make administration of this benefit consistent with the evidence-based approach

CMS takes with all other services.

Thank you for considering our views and for your commitment to overcoming
Alzheimer’s disease and other forms of dementia. For any questions or additional
information about this or other policy issues, please contact lan Kremer, executive

director of Leaders Engaged on Alzheimer's Disease (the LEAD Coalition),
ikremer@leadcoalition.org or (571) 383-9916.
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