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Speakers

Objectives: 
Understand CMS rules and regulations 
regarding Antipsychotic use in Long 

term care 
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Understand Evidence Based 
Guidelines for Utilization of 

Antipsychotics

Understand DSM-V Criteria for 
psychotic disorders: Prevalence, 

Presentation and Management 

1

2

3



History of CMS 
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Late 1900’s

Deinstitutionalization

Hospitals Closing

Increased Mental Health 
residents in Long term 
Care settings

Increased 
Antipsychotic use for 
Schizophrenia/Bipolar

Increased 
Antipsychotic use for 
other conditions
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Omnibus Budget Reconciliation Act 
(OBRA)

PHARMACOLOGICAL
 AGENTS

Used to treat mental 
illnesses despite the 

evidence of risks 
associated with them

OBRA ‘87
Reduced physical and 
chemical restraints in 
response to research 

and clinical 
observations

RESEARCH
Shows that many 

non-pharmacological 
approaches resulted in 

meaningful 
improvements

CMS Efforts 
2012 → National Partnership to Improve Dementia Care and 

reduce Unnecessary Antipsychotic Drug use in Nursing homes 
(National Partnership) Now known as (Partnership to improve 

Dementia Care in Nursing Homes Went from “One size fits all” to 
Personalized Patient Care 

2016 →  Developed CMS Mega Rule: 
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CMS Mega Rule- 2016 
First Comprehensive 
update since 1991
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“...reviewed regulations in an effort to improve 
the quality of life, care, and services in LTC 

facilities, optimize resident safety, reflect 
current professional standards, and improve 

the logical flow of the regulations.”

“These proposals are also an integral part of 
our efforts to achieve broad-based 
improvements both in the quality of 

healthcare furnished through federal 
programs, and in patient safety, while at the 
same time reduction procedural burdens on 

providers.”

CMS Mega 
Rule: 3 Phases 
▪ Phase One

▪ November 28, 2016

▪ Phase two
▪ November 28, 2017

▪ Phase three
▪ November 28, 2019

CMS Mega Rule 

Quality of 
Care 
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Behavioral 
Health 

Services

Pharmacy 
Services 

CMS 
Regulations 

Post 
Hospitalizations

Unnecessary 
Medication 

use

 Free From 
Chemical 
Restraints



Requires
that psychotropic medications have 
a documented Gradual Dose 
Regulation (GDR)

STATE & FEDERAL REGULATIONS 
REGARDING PSYCHOTROPICS

Review
PRN Medications every 14 days. 
The patient needs to be seen and 
examined for continuing therapy.
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Prevent
unnecessary medication use in a 
vulnerable population

Five Star Rating 
▪ Health inspections

▪ Staffing

▪ Quality measures
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Antipsychotics 

▶ Second Generation: “Atypical” 5HT2A/D2 
antagonists, are associated with lower risk of 
EPS and with higher risk of metabolic side 
effects.
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▶ First Generation: “Typical” D2 antagonists 
and are associated with higher risk of EPS. 



Antipsychotics 
Adverse Reactions 

Neuroleptic 
Malignant 
syndrome

Black Box Warning: 
Increased risk for 
mortality in Elderly 

patients with 
dementia 

Orthostatic 
hypotension

Weight 
gain

Decreased 
seizure 

threshold
Cardiac 

effects: 

QT/QTc 

prolongation

EPS

Akathisia 
(restlessness)

Parkinson 
Tremor

Tardive 
Dyskinesia 

Antipsychotic use: 
CMS Approved 
Diagnosis  
▸ Schizophrenia 
▸ Schizoaffective disorder 
▸ Huntington’s disease 
▸ Tourettes 

Schizophrenia
DSM-V Criteria: 

Prevalence: 1% internationally 

Incidence:  New cases annually is 1.5 per 10,000 people 

Modal Onset: Men: 18-25 Women: 25-35

***Late-life onset (over 45 years) is rare 
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Schizoaffective disorder 
DSM-V Criteria: 

16

Prevalence: Estimated at <1% in 
general population 

Onset: Ages 16-30 years old. 
****Onset after 30 is rare

Often misdiagnosed as 
either Bipolar disorder 
or Schizophrenia 

Antipsychotic Use: 
FDA approved Dx and EBP DX 

▸ Bipolar disorder/Mood disorders 
▸ Psychotic disorders 
▸ Depression with psychosis 
▸ Treatment resistant depression
▸ Severe agitation or aggression with risk to harm 

to self/others  
▸ Delirium 
▸ Parkinson’s disease psychosis 
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Inadequate Indications/diagnosis 
▪ Sadness or crying alone 

unrelated to depression 
or other psychiatric 
disorders

▪ Fidgeting

▪ uncooperativeness
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▪ Wandering

▪ Poor self-care

▪ Restlessness

▪ Impaired memory

▪ Nervousness

▪ Mild anxiety

▪ Insomnia

▪ Inattention or 
indifference to 
surroundings



Committee on Ways and Means: U.S House of Representatives: Report “Under-Enforced and Over- 
Prescribed: The Antipsychotic Drug Epidemic Ravaging America’s Nursing Homes”

KEY FINDINGS: Inappropriate Antipsychotic Drug Use Remains High in Skilled Nursing Facilities

Only about two 
percent had 
qualifying 

conditions for 
such drugs.

* Rates of 
antipsychotic 
citations remain 
high, particularly in 
the Northwest and 
Midwest.

20% of all skilled 
nursing facility 
residents in the 
U.S. (298,650 
people weekly) 

received 
antipsychotic 
medication at 

the end of 2019

 Citations for 
antipsychotic 

misuse in SNFs 
increased by 
200 percent 

between 2015 
and 2017

Citations declined 
by 22 percent 
from 2017 to 
2018, as the 

Trump 
Administration 

rolled back 
Obama-era 
protections.

Ten percent of 
citations resulted 

in no fine from 
2017-2018

Antipsychotic 
use, misuse and 
false diagnosis 

Between 2011 and 2016, CMS 
reported that the rate of 

antipsychotics prescribed in 
SNFs decreased from 24 

percent of residents in 2011 to 
16 percent in 2016. 

According to a 2016 study, almost 
40 percent of state surveyors said 

they had identified a new but 
incorrect 38 diagnosis of 

psychosis in a nursing home to 
justify an inappropriate 

antipsychotic prescription. 

By 2018, approximately 20 
percent of all nursing home 

residents in the U.S., including 
40 percent of those with 

dementia, were prescribed some 
form of antipsychotic medication, 

most without any diagnosis of 
psychosis

“The onset of bipolar disorder 
and schizophrenia rarely occur in 

people over the age of 30, but 
data show a 30 percent increase 
in schizophrenia diagnoses from 

2011 to 2017 in the elderly 
population.”
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Committee on Ways and Means: U.S House of Representatives: Report “Under-Enforced 
and Over- Prescribed: The Antipsychotic Drug Epidemic Ravaging America’s Nursing 
Homes”

Off Label use can be harmful for elderly patients: 

One study found that elderly 
individuals with dementia using 

antipsychotics were in the 
hospital nearly 1.5 times as long 

per year relative to those who 
were not using antipsychotic 

drugs (i.e., 52 days compared to 
35 days per year)

Another study found that 
antipsychotic use 

increased the mortality 
risk among elderly 

individuals with dementia 
by as much as 3.8 percent

 Furthermore, persons over 
70 are 3.5 times more likely 
than younger individuals to 
be admitted to the hospital 

due to adverse drug 
reactions associated with 
psychotropic medications. 

Committee on Ways and Means: U.S House of Representatives: Report “Under-Enforced and Over- Prescribed: 
The Antipsychotic Drug Epidemic Ravaging America’s Nursing Homes”



Relationship with Staffing Levels: 
Relationship with staffing levels. Research shows that inappropriate use of 
antipsychotics is linked to lower registered nurse (RN) staffing levels: For residents with 
and without dementia, one additional RN hour per resident-day could reduce the odds of 
antipsychotic use by 52 percent and 56 percent, respectively. 
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▶ Training intervention focusing on alternatives 
to drugs for agitation led to a 19.1 percent 
reduction in neuroleptic prescribing.

▶ According to the HRW report, experts 
interviewed agreed that many nursing facilities 
exhibited staffing levels well below what is 
needed to provide appropriate care, further 
confirming the link between staffing levels and 
the overuse of antipsychotics as a chemical 
restraint. 

Committee on Ways and Means: U.S House of Representatives: Report 
“Under-Enforced and Over- Prescribed: The Antipsychotic Drug 
Epidemic Ravaging America’s Nursing Homes”

Medicare Costs: 
Antipsychotic overuse inflicts on patients and families, it also carries a high public cost. 
About one-third of older adult Medicare Part D enrollees with dementia who spent more 
than 100 days in a nursing home were prescribed an antipsychotic in 2012, constituting 
roughly $363 million in Part D plan payments that year.
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Furthermore, falls – a type of adverse event associated with inappropriate use of 
antipsychotics in senior populations – are particularly expensive, annually costing $50 billion 
(non-fatal) and $754 million (fatal) for the 65 and older population, according to the Centers 
for Disease Control and Prevention. 

Not only does the public bear the 
cost of overprescribing, but 
inappropriate prescribing also 
increases Medicare spending due 
to increased hospitalizations.

Committee on Ways and Means: U.S House of Representatives: 
Report “Under-Enforced and Over- Prescribed: The Antipsychotic 
Drug Epidemic Ravaging America’s Nursing Homes”

Recommendations to Reduce Antipsychotic 
Use in Skilled Nursing Facilities

▸ Assessing for Pain 
▸ Treatment plan 
▸ Benefit assessment of antipsychotic use 
▸ Informed consent 
▸ Side effect profiling 
▸ Employment of nonpharmacological interventions prior to 

antipsychotic use
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Unnecessary Medication Citations: 
Level 1: No Actual Harm with Potential for Minimal Harm

Level 2: No Actual Harm with Potential for more than Minimal 
Harm that is not Immediate Jeopardy

Level 3: Actual Harm that is Not Immediate Jeopardy

Level 4: Immediate Jeopardy to Resident Health or Safety
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Project “Pause”
(Psychoactive Appropriate Use for Safety and Effectiveness)
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Aims to educate policymakers and the public on effective solutions for improving clinical care in 
long-term care settings by advocating for streamlined, clinical surveyor training, improved quality 
measures to appropriately determine antipsychotic drug use in long-term care settings, and other 
solutions aimed at improving the diagnosis and management of neuropsychiatric symptoms 
(NPS) in dementia. Project PAUSE is convened by the Alliance for Aging Research and the 
American Society of Consultant Pharmacists (ASCP).

Pharmacological interventions: 
Non- Antipsychotic 

▸ Antidepressants 
▸ Anxiolytics
▸ Mood stabilizers 
▸ Benzodiazepines 
▸ Genetic Testing 
▸ Reducing Polypharmacy 
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Non 
pharmacological 
interventions: 
▸ Sensory interventions 
▸ Social contact
▸ Staff training
▸ Structured activities 
▸ Environmental interventions 
▸ Medical and nursing interventions
▸ Counseling 
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Counseling 
▸ CBT 
▸ DBT 
▸ Psychodynamic 
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▸ Brief 
▸ Strengths Based 
▸ Solution 

Focused 
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