
 

 

August 14, 2026 
 
Filed Electronically Via Regulations.gov  
 
The Honorable Robert F. Kennedy, Jr. 
Secretary  
U.S. Department of Health and Human Services  
Hubert H. Humphrey Building 
200 Independence Avenue, S.W. 
Washington, DC 20201  
 
Re: HHS Request for Information (RFI): Update to the National Plan To Address 
Alzheimer's Disease (Docket ID No. HHS-ASPE-2026-0298-0001) 
 
Dear Secretary Kennedy, 
 
On behalf of Project PAUSE (Psychoactive Appropriate Use for Safety and Effectiveness), we 
appreciate the opportunity to provide comments and recommendations on the Department 
of Health and Human Services' (HHS) update to the National Plan to Address Alzheimer's 
Disease ("the National Plan"). We commend the Department for undertaking this important 
effort to ensure our nation mounts a comprehensive approach to preventing and treating 
Alzheimer's disease and Alzheimer's disease-related dementias (AD/ADRD). In particular, we 
thank you for soliciting public comment on care delivery, new ways to treat dementia, and 
“enhanced care, services, and supports for people living with dementia and their families, 
caregivers, and partners.” Improving the quality of care and quality of life for individuals living 
with AD/ADRD is a central focus of Project PAUSE’s work. 
 
Please note that Project PAUSE's comments respond to Questions 4, 6, and 7 of the Request 
for Information (RFI) as we see the gaps in care, services, and supports, the outcomes that 
matter to individuals with AD/ADRD and their families, and barriers to quality care for 
individuals with AD/ADRD living in long-term care settings as inextricably linked to two related 
federal policies that thwart access to timely, high-quality, person-centered care for the more 
than three million nursing home residents living with AD/ADRD who experience 
neuropsychiatric symptoms.1  
 
• RFI Question 4: What are the most significant gaps in dementia care, services, and 

supports for people living with AD/ADRD and their families, caregivers and care partners, 
including caregiver well-being?  

 
1 HHS Office of the Assistant Secretary for Planning and Evaluation (ASPE), “Request for Information: 
Update to the National Plan to Address Alzheimer’s Disease,” Docket No. HHS-ASPE-2026-0298-0001, 
2026. https://www.regulations.gov/document/HHS-ASPE-2026-0298-0001 
 

https://www.regulations.gov/document/HHS-ASPE-2026-0298-0001
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• RFI Question 6: What health outcomes and care goal are the most meaningful to people 
living with AD/ADRD and their families, caregivers, and care partners, and how should 
these be measured and incorporated into care over time?  
 

• RFI Question 7: What barriers exist to accessing timely, high-quality, person-centered 
care across different community settings and stages of disease progression?  

 
Again, we appreciate the opportunity to share our views and recommendations on these 
three questions and stand ready to partner with HHS in advancing a coordinated, "One HHS" 
strategy that expands and protects access to high-quality, person-centered care for 
individuals with AD/ADRD across all care settings, including long-term care. 
 
About Project PAUSE 
 
Project PAUSE is an ad hoc coalition of national patient and professional organizations that 
advocates for regulatory policies to improve the diagnosis and management of 
neuropsychiatric symptoms in individuals living with Alzheimer's disease and other 
dementias in long-term care settings, including skilled nursing facilities (SNFs). The Alliance 
for Aging Research (the Alliance) and the American Society of Consultant Pharmacists (ASCP) 
co-chair Project PAUSE and collaborate to ensure that the policies advocated by the coalition 
reflect the lived patient experience and the expertise of the pharmacists working in long-term 
care settings. 
 
For the past several years, Project PAUSE has focused on the undertreatment of 
neuropsychiatric symptoms among individuals with AD/ADRD living in long-term care 
settings. People living with AD/ADRD experience far more than memory loss. 
Neuropsychiatric symptoms—including psychosis, agitation, depression, sleep 
disturbances, wandering, apathy, and aggression—are nearly universal over the course of the 
disease.2 Left untreated, these symptoms can have serious consequences, including 
worsening symptoms and disease progression, risks to personal safety, increased caregiver 
burden, avoidable hospitalizations, involuntary nursing home discharges, and premature 
death. 3  
 
Project PAUSE maintains that non-pharmacological treatment options should remain the 
first-line approach for managing neuropsychiatric symptoms associated with AD/ADRD. 
However, for some individuals—particularly those experiencing severe symptoms or whose 
behaviors pose a risk of harm to themselves or others—antipsychotic medications may be 

 
2 Constantine Lyketsos, Behavioral and Psychological Symptoms in Dementia: Overview and 
Management, Alzheimer's & Dementia. January 2026. https://doi.org/10.1002/alz.71077 
3 HHS ASPE, “Resident and Facility Factors Associated with High Risk of Discharge from Nursing 
Facilities, 2012-2017: Final Report.” September 2022. 
https://aspe.hhs.gov/sites/default/files/documents/cc0772c12db75f3e2bce766e3d9d21c8/high-risk-
discharge-report.pdf 
 

https://doi.org/10.1002/alz.71077
https://aspe.hhs.gov/sites/default/files/documents/cc0772c12db75f3e2bce766e3d9d21c8/high-risk-discharge-report.pdf
https://aspe.hhs.gov/sites/default/files/documents/cc0772c12db75f3e2bce766e3d9d21c8/high-risk-discharge-report.pdf
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clinically appropriate when non-pharmacological interventions have been attempted and 
found to be ineffective or insufficient to meet an individual's clinical needs. The decision to 
use pharmacologic interventions to treat neuropsychiatric symptoms should always involve 
shared decision-making, taking into consideration the wishes and preferences of the 
individual living with AD/ADRD and their family member(s). Ensuring timely access to 
appropriate, individualized treatment to help manage neuropsychiatric symptoms is a 
cornerstone of high-quality AD/ADRD care. 
 
Overview: Current Policy at the Centers for Medicare & Medicaid Services (CMS) and 
Food and Drug Administration (FDA) Creates Barriers to High-Quality, Patient-Centered 
Care for Individuals with AD/ADRD 
 
Despite the prevalence and profound impact of neuropsychiatric symptoms on individuals 
with AD/ADRD and their families, caregivers, and care partners, two longstanding federal 
policies have not kept pace with advances in scientific evidence, clinical practice, or 
therapeutic innovation. Specifically, CMS and FDA antipsychotics policies individually and 
together impede access to high-quality, patient-centered care for individuals with AD/ADRD.  
 
As discussed below, the FDA class-wide boxed warning on atypical antipsychotic 
medications and the CMS’s Long-Stay Antipsychotic Quality Measure reinforce one another 
in ways that create unnecessary barriers to clinically appropriate care for individuals with 
neuropsychiatric symptoms associated with AD/ADRD and who reside in SNFs and other 
long-term care settings. As HHS updates the National Plan, both policies warrant 
reconsideration and reform to ensure they support—not inadvertently discourage—
individualized, evidence-based AD/ADRD care. 
 
The Negative Interplay Between FDA and CMS Antipsychotics Policy 
 
Since 2012, CMS has used the Long-Stay Antipsychotic Quality Measure in the Nursing Home 
Care Compare Five-Star Quality Rating System to reduce antipsychotic prescribing in nursing 
homes. The measure calculates the percentage of long-stay residents who received an 
antipsychotic medication by dividing the number of residents on a medication by the total 
number of residents in the SNF. There are only three diagnoses exempted from the measure: 
schizophrenia, Huntington’s disease, and Tourette’s syndrome. By treating nearly all 
antipsychotic prescribing as a negative quality indicator, the measure fails to distinguish 
between clinically appropriate and inappropriate use and creates a strong disincentive to 
prescribe these medications even when medically necessary. 
 
This CMS policy is underpinned by an outdated FDA regulatory framework. Since 2008, the 
FDA has required all atypical antipsychotic medications to carry the same class-wide boxed 
warning regarding their use in older adults with dementia. In the 17 years since, the FDA has 
not comprehensively reevaluated the warning to reflect advances in scientific evidence, 
evolving clinical practice, or the approval of newer therapies. As a result, medications with 
different safety and efficacy profiles are subject to the same warning without consideration 



Project PAUSE  
Update to the National Plan to Address Alzheimer's Disease 

HHS-ASPE-2026-0298-0001 RFI 
August 2026 

 

4 
 

of the type or severity of dementia, the severity of neuropsychiatric symptoms, or relevant 
patient comorbidities. 
 
Together, these policies have created a federal framework that discourages clinically 
appropriate treatment, limits access to high-quality, person-centered care, impedes 
therapeutic innovation, and hinders the successful implementation of the National 
Alzheimer's Project Act (NAPA) and the National Plan to Address Alzheimer's Disease.  
 
Congressional Concern 
 
For the past several years, Congress has recognized the need for FDA and CMS to update their 
respective approaches to antipsychotic medications. In report language accompanying the 
annual appropriations measures that fund these agencies, Congress has urged FDA and CMS 
to take specific steps to address shortcomings in existing policies and better reflect the 
appropriate clinical use of these medications. Most recently, the following language was 
included in the final fiscal year (FY) 2026 Labor, Health and Human Services, Education, and 
Related Agencies (Labor-HHS) and Agriculture, Rural Development, Food and Drug 
Administration, and Related Agencies (Ag-FDA) Subcommittee reports accompanying the 
appropriations legislation enacted as part of Public Law 119-75 on February 3, 2026: 
 

FY 2026 Report Language on the CMS Long-Stay Antipsychotic Quality Measure  
 

Included in the FY 2026 House Labor-HHS Report, H. Rept. 119-271:  
 

“Long-Term Care Facility Metrics.—The Committee is concerned the long-stay 
antipsychotic medication quality measure from the Skilled Nursing Facility (SNF) Five-
Star Quality Rating System fails to distinguish between appropriate and inappropriate 
use of these medications, as determined by the HHS Office of the Inspector General. 
As such, the Committee encourages CMS to develop an alternative long-term care 
facility metric regarding the use of antipsychotic medication for conditions associated 
with neurodegenerative diseases." 4 

 
Included in the FY 2026 Senate Labor-HHS Report, S. Rept. 119-55:   

 
“Long-term Care Facility Metrics.—The Committee supports efforts to improve the 
quality of care and outcomes for individuals served by long-term care facilities, 
including skilled nursing facilities, and recognizes that many residents of these 
facilities have a range of chronic and disabling conditions, including neuropsychiatric 
symptoms associated with Alzheimer’s disease and related dementias, 
neurodegenerative disorders, and serious mental health issues. In 2021, the HHS 

 
4U.S. House Committee on Appropriations, “FY 2026 Labor, Health and Human Services, Education, and 
Related Agencies Appropriations Report,” p. 164. 2025. 
https://www.congress.gov/119/crpt/hrpt271/CRPT-119hrpt271.pdf 

https://www.congress.gov/119/crpt/hrpt271/CRPT-119hrpt271.pdf
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Office of Inspector General found that the current CMS measures related to the use of 
antipsychotics are insufficient and do not distinguish appropriate from inappropriate 
use. CMS is directed to closely examine the recommendations from the Inspector 
General, continue collecting data on the use of the medications, ensure sufficient 
documentation by the patient’s physician and independent facility pharmacist to 
demonstrate appropriate use of antipsychotics in skilled nursing facilities, and focus 
oversight on facilities in which trends may signal inappropriate use. The Committee 
requests that CMS provide an update on these activities in the fiscal year 2027 CJ.” 5 

 
FY 2026 Report Language on the FDA's Class-Wide Boxed Warning on Atypical 
Antipsychotic Medications 

 
Included in the FY26 House Ag-FDA Report, H .Rept. 119-172 :  

 
“Boxed Warnings in Drug Product Labeling.—The Committee continues to be concerned 
about the class-wide warning labels for antipsychotic medications, last updated in 2008, 
and that this labeling may be impeding patient access to appropriate care and treatment. 
The Committee appreciates FDA’s responsiveness in holding a December 2024 public 
workshop on Mortality and Antipsychotic Use in Dementia-related Behavioral Disorders 
as directed in H. Rpt. 118–124. The Committee urges FDA to prioritize and expedite its 
review of data to characterize risk of mortality associated with use of antipsychotic 
medications in older adults with mental health conditions associated with dementia to 
determine if revisions to the boxed warning are needed. The Committee requests FDA 
provide an update on these analyses and its assessment of whether revisions to the 
class-wide warning labels for antipsychotic medications are needed no later than 180 
days after enactment of this Act.” 6 

 
Over the past year, Project PAUSE has had productive conversations with both FDA and CMS 
staff about the congressional directives regarding these issues and we remain hopeful that 
under your leadership the agencies will take action to ensure that individuals with AD/ADRD 
living in long-term care settings who would benefit from antipsychotics can have access to 
the treatments they need and deserve.  
 
The CMS Long-Stay Antipsychotic Quality Measure Creates Barriers to Person-Centered 
AD/ADRD Care 
 
CMS's National Partnership to Improve Dementia Care seeks to “enhance the quality of life 
for people living with dementia,” “protect them from substandard care,” “promote goal-

 
5U.S. Senate Committee on Appropriations, “FY 2026 Labor, Health and Human Services, Education, and 
Related Agencies Appropriations Report,” p. 200. 2025. https://www.congress.gov/119/crpt/srpt55/CRPT-
119srpt55.pdf 
 

6 U.S. House Committee on Appropriations, “FY 2026 Agriculture, Rural Development, Food and Drug 
Administration, and Related Agencies Appropriations Report,” p. 76, 2025. 
https://www.congress.gov/119/crpt/hrpt172/CRPT-119hrpt172.pdf 

https://www.congress.gov/119/crpt/srpt55/CRPT-119srpt55.pdf
https://www.congress.gov/119/crpt/srpt55/CRPT-119srpt55.pdf
https://www.congress.gov/119/crpt/hrpt172/CRPT-119hrpt172.pdf
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directed, person-centered care for every nursing home resident,” and “increase the use of 
non-pharmacologic approaches and person-centered dementia care practices.” The 
Alliance and ASCP, along with numerous members of Project PAUSE, participate in this 
important initiative. 7 As part of our efforts to ensure individuals living with AD/ADRD have the 
highest quality of life, Project PAUSE has long expressed concerns that the CMS Long-Stay 
Antipsychotic Medication Quality Measure does not reflect current scientific evidence, 
clinical practice, or the complexity of caring for residents with AD/ADRD. As noted earlier, the 
measure relies on an outdated approach to antipsychotic prescribing that recognizes only 
three exempted diagnoses—schizophrenia, Huntington's disease, and Tourette syndrome—
despite additional FDA-approved indications and recent therapeutic advances, including 
FDA-approved antipsychotic therapies for Alzheimer's disease-related agitation and 
Parkinson's disease psychosis. As the HHS Office of Inspector General (OIG) has previously 
noted, the three exempted conditions represent only a subset of the FDA-approved 
indications for antipsychotic medications. 8  
 
While inappropriate antipsychotic use should always be discouraged and prevented, these 
medications have well-established, clinically appropriate uses that the current measure 
disregards. Current clinical guidelines, including those of the American Psychiatric 
Association (APA), recognize that antipsychotics may be appropriate for certain individuals 
when non-pharmacological interventions are ineffective, contraindicated, or insufficient to 
address severe neuropsychiatric symptoms.9 As such, individuals residing in a SNF who have 
bipolar disorder and receive antipsychotics are effectively considered, under this measure, 
to be receiving a treatment that is not clinically indicated.10 
 
Despite the recognition by professional societies and CMS that antipsychotics have an 
appropriate role in the treatment of a range of conditions, the current CMS quality measure, 
does not distinguish between clinically appropriate and inappropriate prescribing. In the 
Calendar Year 2026 Medicare Physician Fee Schedule Final Rule, CMS recognizes that 
“[a]ntipsychotic medications are an important tool for treating a wide range of mental health 
disorders including schizophrenia, bipolar disease, major depressive disorder, post-
traumatic stress disorder, and for agitation associated with dementia due to Alzheimer’s 

 
7 CMS, National Partnership to Improve Dementia Care, https://www.cms.gov/medicare/health-safety-
standards/quality-safety-oversight-general-information/national-partnership-improve-dementia-care-
nursing-homes 
8 HHS OIG, CMS Could Improve the Data It Uses To Monitor Antipsychotic Drugs in Nursing Homes. May 
2021. https://oig.hhs.gov/oei/reports/OEI-07-19-00490.pdf  
9 APA, The American Psychiatric Association Practice Guideline on the Use of Antipsychotics to Treat 
Agitation or Psychosis in Patients with Dementia. May 2016. 
https://psychiatryonline.org/doi/epdf/10.1176/appi.books.9780890426807 
10 See APA, “Practice guideline for the treatment of patients with bipolar disorder,” April 2002,  
https://psychiatryonline.org/pb/assets/raw/sitewide/practice_guidelines/guidelines/bipolar-
1410197656063.pdf 

https://www.cms.gov/medicare/health-safety-standards/quality-safety-oversight-general-information/national-partnership-improve-dementia-care-nursing-homes
https://www.cms.gov/medicare/health-safety-standards/quality-safety-oversight-general-information/national-partnership-improve-dementia-care-nursing-homes
https://www.cms.gov/medicare/health-safety-standards/quality-safety-oversight-general-information/national-partnership-improve-dementia-care-nursing-homes
https://oig.hhs.gov/oei/reports/OEI-07-19-00490.pdf
https://psychiatryonline.org/doi/epdf/10.1176/appi.books.9780890426807
https://psychiatryonline.org/pb/assets/raw/sitewide/practice_guidelines/guidelines/bipolar-1410197656063.pdf
https://psychiatryonline.org/pb/assets/raw/sitewide/practice_guidelines/guidelines/bipolar-1410197656063.pdf
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disease,” and that these medications are “effective in managing symptoms of psychiatric 
conditions.”11 
 
However, at odds with this acknowledgement that antipsychotic medications have clinically 
appropriate uses for certain individuals with AD/ADRD, the Long-Stay Antipsychotic Quality 
Measure continues to treat nearly all antipsychotic prescribing as a negative quality indicator. 

12 This inconsistency underscores the need to update the measure to reflect the same 
evidence-based clinical judgment and recognition of clinically appropriate antipsychotic use 
that CMS has already recognized elsewhere in its policies. 
 
The measure effectively equates lower prescribing with higher-quality care, placing 
continuous downward pressure on SNFs to reduce antipsychotic use regardless of medical 
necessity or individual patient circumstances. It has no absolute evidence-based benchmark 
or targeted range of values, only that “lower percentages are better.”13 
 

 
 
As a result, the measure interferes with the delivery of person-centered care for individuals 
living with AD/ADRD who experience neuropsychiatric symptoms in SNFs. The measure has 
had the overall intended effect of lowering antipsychotic use across the entire long-stay SNF 
population. However, since there is no target or set benchmark level to achieve, facilities that 
may have been initially able to improve their performance by identifying and addressing cases 
of inappropriate use, over time—due to the incessant downward pressure of the measure’s 
formula to keep prescribing as low as possible—facilities likely now cease the use of 
antipsychotics in cases where the medications are appropriate and beneficial to individuals 
in their care. As such, the measure only provides information about facilities’ ability to reduce 
overall antipsychotic prescribing relative to one another without any risk adjustment or 
consideration of individual facility census or specialization. 
 
Because of this one-size-fits-all approach, the measure penalizes facilities that provide 
clinically necessary and appropriate, individualized care for residents with complex 
neuropsychiatric needs. For example, there are some facilities that are more willing to accept 

 
11 CMS, CY 2026 Medicare Physician Fee Schedule Final Rule, “Current Activity ID: IA_BMH_1: Behavioral 
and Mental Health, Diabetes Screening,” p. 2255, November 2025, https://public-
inspection.federalregister.gov/2025-19787.pdf 
12Ibid.  
13 Accessed through the CMS Nursing Home Care Compare website by selecting "Nursing homes including 
rehab services," entering a ZIP code or location, selecting a facility, and viewing the "Quality Measures" 
section. https://www.medicare.gov/care-compare/ 
 

https://public-inspection.federalregister.gov/2025-19787.pdf
https://public-inspection.federalregister.gov/2025-19787.pdf
https://www.medicare.gov/care-compare/
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and better able to treat beneficiaries with Alzheimer’s disease and other neurocognitive 
impairments. While some residents require assistance primarily with activities of daily living, 
others—such as individuals with Alzheimer's disease, Parkinson's disease, or other forms of 
neurocognitive impairments—often require higher levels of care, including pharmacological 
prescribing when non-medication interventions fail. For some of these individuals, 
antipsychotics and other medications are needed to support their health, well-being, and 
safety. In these cases, there is documented evidence of positive clinical response to the 
treatment and the use of antipsychotics is deemed to be appropriate, but because the 
measure makes no distinction and only counts overall prescribing rates, the overall rates for 
such a facility may seem “high” compared to its  peers who have fewer individuals with these 
clinical needs.  
 
The current measure penalizes these facilities without considering the clinical 
appropriateness of the prescribed medications. As such, some facilities may feel pressure to 
choose between providing individuals with the medications they need or “earning” a higher 
star rating by minimizing their use of antipsychotics, even if that means ceasing their use for 
patients for whom they are providing clinical benefit.  
 
To avoid poorer performance on the measure, SNF care teams may resort to disruptive 
prescribing practices—such as limiting antipsychotic use to short-term doses, avoiding these 
medications altogether, or cycling residents on and off therapy to comply with mandatory 
gradual dose reduction requirements. Collectively, these practices destabilize treatment, 
leave neuropsychiatric symptoms inadequately managed, and contribute to avoidable 
adverse health outcomes. Individuals whose symptoms are well controlled before nursing 
home admission may also undergo unnecessary medication changes despite no change in 
their clinical condition, while prospective residents with complex neuropsychiatric 
symptoms may be denied admission because facilities are concerned about the impact of 
antipsychotic prescribing on their quality ratings.  
 
The HHS OIG has further reported that some providers have even assigned exempt diagnoses 
to residents who did not meet the clinical criteria, underscoring how the measure can distort 
clinical decision-making, compromise the integrity of quality reporting, and interfere with the 
care team's ability to provide individualized, clinically appropriate care.14 Similarly, in 2022, 
OIG reported that “while CMS focused its efforts to reduce the use of one category of 
psychotropic drug—antipsychotics—the use of another category of psychotropic drug—
anticonvulsants—increased. This increased use of anticonvulsants contributed to the overall 
use of psychotropics remaining constant.”15  
 

 
14 See OIG, “CMS could improve the Data it Uses to Monitor Antipsychotic Drugs in Nursing Homes,” May 
2021, https://oig.hhs.gov/oei/reports/OEI-07-19-00490.pdf. 
15 See OIG, “Long-Term Trends of Psychotropic Drug Use in Nursing Homes,” November 2022. 
https://oig.hhs.gov/reports/all/2022/long-term-trends-of-psychotropic-drug-use-in-nursing-homes/ 
 

https://oig.hhs.gov/oei/reports/OEI-07-19-00490.pdf
https://oig.hhs.gov/reports/all/2022/long-term-trends-of-psychotropic-drug-use-in-nursing-homes/
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Of further concern is that in some cases, the psychotropic drugs that were used in lieu of 
antipsychotics were less effective or riskier, but likely were chosen as substitutes because 
they would not be “counted” against the facility in the calculation of its Long-Stay 
Antipsychotics Quality Measure. These actions are inappropriate and concerning, and 
facilities should face consequences for this distortion of beneficiary diagnostic information 
and the utilization of inappropriate and, sometimes, dangerous therapies. CMS policy should 
facilitate appropriate, high-quality, patient-centered care and the current approach to 
antipsychotic prescribing is unintentionally causing some facility behavior that is counter to 
that goal. 
 
Additionally, the measure's disproportionate influence on the Nursing Home Care Compare 
Five-Star Rating System means that relatively minor documentation discrepancies can 
substantially affect a facility's overall rating. As a result, facilities that appropriately care for 
individuals with complex neuropsychiatric needs may be unfairly penalized, while individuals 
and their families may be steered away from facilities best equipped to provide individualized, 
high-quality AD/ADRD care based on ratings that do not accurately reflect the quality or 
appropriateness of care provided. 
 
For these reasons, and consistent with Project PAUSE's longstanding engagement with CMS 
over the past five years, we respectfully urge HHS to work with CMS to retire the current CMS 
Long-Stay Antipsychotic Medication Quality Measure and work with stakeholders to develop 
a more clinically meaningful approach to monitoring antipsychotic use in long-term care 
settings. As outlined later in this letter, Project PAUSE recommends replacing the current 
measure with a more accurate and clinically informed quality framework that distinguishes 
appropriate from inappropriate antipsychotic use, strengthens oversight, and preserves 
access to individualized, medically necessary care.  
 
As noted earlier, a bipartisan group of Members of Congress—including members of the 
House and Senate Appropriations Committees, the GOP Doctors Caucus, and authorizing 
committees—support the recommendation to modernize the CMS approach to 
antipsychotic use in SNFs and have expressed concern that the measure discourages 
individualized, high-quality care and fails to provide meaningful information to residents, 
families, providers, or policymakers. 
 
Importantly, these shortcomings do not exist in isolation. CMS's approach is reinforced by 
FDA's longstanding regulatory framework governing atypical antipsychotic medications, 
making modernization of both policies essential to removing unnecessary barriers to 
accessing clinically appropriate treatment and advancing the goals of the National Plan. 
 
The FDA's Class-Wide Boxed Warning on Atypical Antipsychotic Medications Creates 
Barriers to AD/ADRD Care 
 
The effects of FDA's class-wide boxed warning on atypical antipsychotic medications extend 
well beyond product labeling and directly affect the diagnosis and treatment of 
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neuropsychiatric symptoms among the more than five million Medicare beneficiaries living 
with AD/ADRD.16 The current labeling framework not only creates barriers to care today but 
also may discourage future therapeutic innovation. Maintaining a boxed warning on an entire 
drug class—the strictest and most serious type of labeling the FDA currently offers—despite 
new evidence and clinical guidelines reinforces an outdated regulatory determination and 
unnecessarily fosters a hostile environment for innovators.  
 
Moreover, the class-wide boxed warning creates additional barriers to product entry and 
marketability in an already complicated regulatory landscape and does so under outdated 
premises. In turn, the current labeling may stifle new and breakthrough treatments for 
managing neuropsychiatric symptoms for individuals with AD/ADRD from even being 
discovered or advanced through the pipeline. Stalled therapeutic innovation ultimately 
means fewer future treatment options for individuals living with AD/ADRD who experience 
neuropsychiatric symptoms, delaying the scientific advances needed to achieve the National 
Plan's goals of improving quality of care, quality of life, and health outcomes. 
 
Recognizing that this labeling has remained largely unchanged for nearly two decades 
despite advances in scientific evidence, clinical practice, and newly approved therapies, in 
FY 2024 FDA report language, Congress directed the FDA to convene a public workshop to 
reevaluate the class-wide boxed warning for atypical antipsychotic medications, with 
particular attention to the risks associated with its use in older adults.  
 
FDA held the congressionally directed workshop on December 10, 2024, and the agency 
indicated that it would use the proceedings to determine what additional evidence and 
analyses are needed to assess whether revisions to the warning are warranted.17 More 
recently, the House Appropriations Subcommittee on Agriculture, Rural Development, Food 
and Drug Administration, and Related Agencies directed FDA to prioritize and expedite that 
review and report on its progress within 180 days of enactment of the FY 2026 appropriations 
measure. The 180-day period has since elapsed, yet FDA has not publicly announced, as of 
this writing, the outcome of its review or whether revisions to the class-wide boxed warning 
are warranted.18 Completing the review expeditiously would further the goals of the National 
Plan by ensuring that FDA's regulatory framework—and the related CMS policies it informs—

 
16 Kevin A. Matthews et al., “Alzheimer's Disease and Related Dementias Among Medicare Beneficiaries 
Aged ≥ 65 Years in Rural America, by Census Region and Select Demographic Characteristics: 2020, 41 
Journal of Rural Health.” January 2025. https://pmc.ncbi.nlm.nih.gov/articles/PMC12131202/ 
17 FDA Convening, “Mortality and Antipsychotic Use in Dementia-Related Behavioral Disorders.” 
December 2024. https://healthpolicy.duke.edu/events/mortality-and-antipsychotic-use-dementia-
related-behavioral-disorders 
18 U.S. House Committee on Appropriations. House Report: Agriculture, Rural Development, Food and 
Drug Administration, and Related Agencies Appropriations Bill, 2024, 119th Cong., 1st Sess., pp. 74-75. 
Available: https://docs.house.gov/meetings/AP/AP00/20250611/118388/HMKP-119-AP00-20250611-
SD002.pdf. 
 

https://pmc.ncbi.nlm.nih.gov/articles/PMC12131202/
https://healthpolicy.duke.edu/events/mortality-and-antipsychotic-use-dementia-related-behavioral-disorders
https://healthpolicy.duke.edu/events/mortality-and-antipsychotic-use-dementia-related-behavioral-disorders
https://docs.house.gov/meetings/AP/AP00/20250611/118388/HMKP-119-AP00-20250611-SD002.pdf
https://docs.house.gov/meetings/AP/AP00/20250611/118388/HMKP-119-AP00-20250611-SD002.pdf
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supports timely access to safe, effective, and clinically appropriate therapies for those who 
need them. 
 
Recommendations to Eliminate Barriers to Treatment for AD/ADRD-Related 
Neuropsychiatric Symptoms at FDA and CMS in Support of the National Plan  
 
To ensure that individuals living with neuropsychiatric symptoms associated with AD/ADRD  
have access to appropriate treatment when non-pharmacological interventions are 
insufficient, HHS must work with FDA and CMS to modernize their antipsychotic-related 
policies in a complementary manner. To advance the goals of the National Plan and better 
align federal policy with current clinical evidence, clinical practice guidelines, and recent FDA 
approvals of antipsychotics specifically for or neuropsychiatric symptoms associated with 
AD/ADRD, Project PAUSE respectfully recommends that: 

 
• FDA prioritize and expedite its assessment of the class-wide boxed warning for atypical 

antipsychotic medications to determine whether revisions are warranted in light of 
current scientific evidence, evolving clinical practice, and the availability of newer 
therapies with different side effects and mechanisms of action. Given current data and 
available treatments, a product-by-product assessment would likely be more appropriate 
at this time than a class-wide warning. Modernizing this regulatory framework would help 
reduce unnecessary barriers to clinically appropriate treatment while continuing to 
promote the health and safety of older adults living with AD/ADRD. Taking this step will 
help make progress toward HHS’s goal of accelerating scientific progress and improving 
support for individuals with AD/ADRD. 
 

• CMS replace the current Long-Stay Antipsychotic Quality Measure and modernize the 
Minimum Data Set (MDS) and Resident Assessment Instrument (RAI), which provide the 
foundation for how antipsychotic use is documented and evaluated in SNFs. By refining 
this existing CMS framework, these targeted, low-burden reforms would improve the 
accuracy of quality measurement and strengthen oversight. Project PAUSE has provided 
mocked-up versions of proposed enhancements to the MDS and RAI to staff at CMS’s 
Center for Clinical Standards and Quality for consideration. Project PAUSE’s 
modifications to the MDS and RAI specifically focus on: 

 
▪ Strengthening clinical oversight by requiring independent physician and pharmacist 

review to ensure antipsychotic medications are used only when clinically appropriate. 
Currently, the measure requires physician review alone, despite the consultant 
pharmacist's indispensable role in reviewing medication use and promoting safe, 
appropriate prescribing.  

 
▪ Excluding clinically appropriate antipsychotic use from the quality measure so CMS 

can focus its oversight and enforcement resources on facilities with potentially 
inappropriate prescribing practices. The current one-size-fits-all approach treats 
clinically appropriate and inappropriate antipsychotic use the same, creating a 
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distorted and incomplete picture of facility performance that limits CMS's ability to 
target oversight where it is most needed while making it more difficult for patients and 
families to make informed decisions about where to receive care. 
 

Modernizing and refining how CMS assesses antipsychotic use among the long-term care 
population, which is disproportionately composed of individuals with AD/ADRD and other 
neurocognitive impairments, will help improve the care and quality of life for people living 
with AD/ADRD and their families. 
 
Conclusion 
 
Clinically appropriate care must remain within reach for individuals living with AD/ADRD. The 
current CMS Long-Stay Antipsychotic Quality Measure and the FDA's class-wide boxed 
warning for atypical antipsychotic medications unfortunately work against that goal. Neither 
of these policies has kept pace with advances in scientific evidence, treatment innovation, or 
clinical practice guidelines. As a result, both continue to create avoidable barriers to person-
centered care that undermine the goals of NAPA and the National Plan. 
 
Implementing the aforementioned recommendations would support the National Plan by 
ensuring that FDA and CMS policies work together to expand—not inadvertently restrict—
access to timely, high-quality, person-centered care for individuals with AD/ADRD. Thank you 
again for your consideration of our views and your leadership on this important effort. We 
appreciate the opportunity to provide these recommendations and look forward to working 
with HHS, FDA, and CMS to advance the National Plan. Please do not hesitate to contact us 
if we can be of assistance. 
 
Sincerely, 
 
  
 
Sue Peschin, MHS    Chad Worz, PharmD, BCGP, FASCP 
President and CEO    Chief Executive 
Alliance for Aging Research   American Society of Consultant Pharmacists 
www.agingresearch.org   www.ascp.com 
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