History of Project PAUSE
April 2005: FDA issues “black-box” warning for atypical antipsychotics used for dementia treatment.!
June 2008: FDA extends “black-box” warning to all antipsychotic medications.’

June 2009: Senator Chuck Grassley (R-1A) requests the Office of the Inspector General (OIG) for the U.S.
Department of Health and Human Services (HHS) to probe antipsychotic usage in nursing homes. ™

May 2011: HHS OIG releases report on use of atypical antipsychotics in nursing home residents." The
report concludes that there is significant off-label use of antipsychotic drugs and discrepancies in
antipsychotic drug claims in Medicare.

May 2012: Senators Kohl (D-WI), Grassley (R-1A) and Blumenthal (D-CT) filed an amendment to curb
antipsychotic usage in nursing homes." American Medical Association (AMA) House of Delegates passes
Policy D-120.951, Appropriate Use of Antipsychotic Medications in Nursing Home Patients."

October 2016: CMS publishes the “Mega Rule”." The Mega Rule comprehensively revises the conditions
required for participation in Medicare and Medicaid for long-term care facilities.

November 2018: CMS updates State Operations Manual to implement Mega Rule. "

June 2019: American Medical Association (AMA) House of Delegates, in Chicago, IL, resolved: “That our
AMA ask CMS to discontinue the use of psychotropic medication as a factor contributing to the Nursing
Home Compare rankings, unless the data utilized is limited to medically inappropriate administration of
these medications (Directive to Take Action)”.™

September 2019: Project PAUSE submits Coalition’s first formal comments to CMS.*

November 2019: House Ways and Means Committee holds hearing on care for older adults. Project
PAUSE submitted testimony.”

March 2020: Project PAUSE comments on request from Senate Finance Subcommittee on Health Care
related to Alzheimer’s Disease.™"

May 2020: Project PAUSE submits comments to Office of Inspector General at the Department of Health
and Human Services related inappropriate use of psychotropic drugs.

April 2021: CMS proposes the addition of the “percentage of long-stay residents who got an
antipsychotic medication” measure to the value-based purchasing model in the SNF PPS draft rule.?

May 2021: HHS OIG releases CMS Could Improve the Data It Uses To Monitor Antipsychotic Drugs in
Nursing Homes issue brief outlining numerous issues with the current MDS reporting structured used by
the long-stay antipsychotic medication measure and offering recommendations to CMS. CMS concurred
with both recommendations from the OIG.*

June 2021: Project PAUSE submits comments to CMS opposing the inclusion of the “percentage of long-
stay residents who got an antipsychotic medication” measure in value-based purchasing.*"



August 2021: CMS does NOT include “percentage of long-stay residents who got an antipsychotic
medication” measure in value-based purchasing. In the final rule, CMS states: “many commenters did
not support the Percentage of Long-Stay Residents who got an Antipsychotic Medication measure
noting concerns with disincentivizing clinically appropriate access to FDA-approved medications, impact
on patient care and outcomes, and that the measure is not NQF-endorsed.”

November 2021: Project PAUSE submits comments to Senate Finance Committee request for feedback
on Unmet Mental Health Needs in America.*"

April 2022: CMS does not propose the addition of the “percentage of long-stay residents who got an
antipsychotic medication” measure to value-based purchasing in the annual SNF PPS rulemaking.

June 2022: CMS issues new surveyor guidance, in form of red lines to Appendix PP of State Operations
Manual.®

July 2022: Senate appropriators include report language directing CMS to initiate reforms to this
measure citing concerns “that too many residents with neuropsychiatric symptoms who could benefit
from FDA-approved treatments do not receive appropriate care and treatment due to a range of factors,
including measures that impact the five-star rating system, stigma, and lack of understanding and
aware-ness of appropriate treatment.”*

September 2022: CMS publishes second redline of State Operations Manual Appendix PP.™
October 2022: Amendments to Appendix PP of the State Operations Manual enter into effect.*®

November 2022: HHS OIG issues Long-Term Trends in Psychotropic Drug Use in Nursing Homes finding
“psychotropic use in nursing homes was relatively constant from 2011 through 2019. Protecting nursing
home residents from the potential harms of psychotropic drugs is essential yet remains challenging
without ability to comprehensively determine the scope of these drugs’ use in nursing homes.”

January 2023: CMS announces additional steps to strengthen nursing home safety and transparency by
adding the results of surveys to the Care Compare website and Five-Star Quality Rating System,
increasing the quality measure rating thresholds to incentivize and improve quality, and adding
measures of staff turnover to inform consumers of the stability of a nursing home’s staff.

February 2023: CMS establishes a technical expert panel for the “Refinement of the Nursing Home
Antipsychotic Medication Measure”.
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