
The Phase 2 regulations and guidance 
released in November of 2017  
expanded the category of antipsychotic 
medications to the new category of  
medications known as psychotropics, 
defined as “any drug that affects brain 
activities associated with mental  
processes and behavior.” The category 
includes the following medication  
classes: antipsychotics, antidepressants, 
anti-anxiety medications, and  
hypnotics. 

This change was made out of concern  
for increased use of psychotropic  
medications other than antipsychotics as 

nursing homes attempt to decrease use 
of antipsychotic medications through 
efforts such as the National Partnership 
to Improve Dementia Care. The guidance 
also described “other” medications which 
affect brain activity. These medications 
may be clinically indicated but can also 
have adverse consequences. 

New guidance explains that these “other” 
medications are subject to the  
psychotropic medication requirements if 
documented use appears to be a  
substitution for another psychotropic 
medication rather than for the approved 
or original indication. 

An example could be a seizure medication 
that is being given to a resident with no 
history of seizures. However, the medical 
record shows the medication is prescribed 
and given to treat symptoms of agitation. 
In this case, the use of the seizure  
medication should be consistent with the 
psychotropic medication requirements 
under CFR Title 42, Chapter IV,  
Subchapter G, Part 483, Subpart B,  
Section 483.45(e).
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On June 29, 2022, CMS released updated guidance for nursing home surveyors as part of the Phase 2 and 3  
Requirements of Participation. Surveyors will begin using this guidance to identify noncompliance on October 24,  

2022. With Phase 3 updates, CMS has provided new guidance concerning F758 – Unnecessary Psychotropic/PRN Use. 

§ 483.45(e)(1) Residents who have not used psychotropic drugs are not given these drugs unless the medication is
necessary to treat a specific condition as diagnosed and documented in the clinical record;

§ 483.45(e)(2) Residents who use psychotropic drugs receive gradual dose reductions, and behavioral
interventions, unless clinically contraindicated, in an effort to discontinue these drugs;

§ 483.45(e)(3) Residents do not receive psychotropic drugs pursuant to a PRN order unless that medication is
necessary to treat a diagnosed specific condition that is documented in the clinical record; and

§ 483.45(e)(4) PRN orders for psychotropic drugs are limited to 14 days.  Except as provided in 483.45(e)(5), if the
attending physician or prescribing practitioner believes that it is appropriate for the PRN order to be extended
beyond 14 days, he or she should document their rationale in the resident's medical record and indicate the
duration for the PRN order.

§ 483.45(e)(5) PRN orders for anti-psychotic drugs are limited to 14 days and cannot be renewed unless the
attending physician or prescribing practitioner evaluates the resident for the appropriateness of that medication.

Continued on next page

https://pharmerica.com/wp-content/uploads/2022/08/PMC-Clinical-Regulatory-Flyer-Revised08.31.pdf
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• Our consultant pharmacists can be vital members of your facility's behavior meetings by evaluating residents'

medication regimens and providing actionable recommendations.

• PharMerica offers a variety of reporting tools that provide detail on psychotropic use within a facility to

facilitate tracking of interventions and documentation reviews.

• Our consultant pharmacists can work with you to help review and update your psychotropic prescribing

policies and procedures to align with the Phase 3 guidance.

Steps to Facility Compliance

• Review current policies and procedures with relevant

staff to ensure competency with Phase 3 Regulatory

Updates.

• Specifically, educate that “other” (non-psychotropic)

medications used as a substitute for a psychotropic

medication, rather than for the approved/original

indication, are subject to the §483.45(e) psychotropic

medication requirements:

Psychotropic drugs.  Based on a comprehensive  

assessment of a resident, the facility must ensure that:

• Residents who have not used psychotropic drugs are

not given these drugs unless the medication is

necessary to treat a specific condition as diagnosed

and documented in the clinical record;

• Residents who use psychotropic drugs receive gradual

dose reductions, and behavioral interventions, unless

clinically contraindicated, in an effort to discontinue

these drugs;

• Residents do not receive psychotropic drugs pursuant

to a PRN order unless that medication is necessary to

treat a diagnosed specific condition that is documented

in the clinical record; and

• PRN orders for psychotropic drugs are limited to

14 days. Except as provided in § 483.45(e)(5), if the

attending physician or prescribing practitioner

believes that it is appropriate for the PRN order to be

extended beyond 14 days, he or she should

document their rationale in the resident’s medical

record and indicate the duration for the PRN order.

• PRN orders for anti-psychotic drugs are limited to

14 days and cannot be renewed unless the
attending physician or prescribing practitioner

evaluates the resident for the appropriateness of that

medication.

For a nursing quick reference guide, check out  

PharMerica’s CMS Prescribing Limits for PRN  

Psychotropics Did You Know?, and remember that  

medications outside the conventional psychotropic defi-

nition are subject to this regulation if used off-label  

to otherwise replace a psychotropic mediation.

https://illuminate-pharmerica.com/wp-content/uploads/2020/11/PMC_Did-You-Know_PRN-Psychotropics-Prescribing-Limits_RERELEASE_FINAL.pdf



