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Objectives
• Explain the regulatory requirements surrounding the use of
pharmacotherapy within the long-term care facilities.
• Define the requirements regarding pharmacological and nonpharmacological approaches to treatment of Dementia,
Anxiety, Depression, Insomnia and Psychosis.
• Describe the interdisciplinary approach to evaluations and
recommendations for psychotropic pharmacotherapy
compliance as outlined in Phase 2.
• Explain the proper review process and value of the Pharmacy
Consultant’s role in providing direction for the
interdisciplinary approach to psychotropic pharmacotherapy.
• Demonstrate knowledge through a question and answer
period with the presenter.

483.45 – Pharmacy Services
F-755 through F-761

F-755
• §483.45 Pharmacy Services The facility must provide
routine and emergency drugs and biologicals to its
residents, or obtain them under an agreement
described in §483.70(g). The facility may permit
unlicensed personnel to administer drugs if State law
permits, but only under the general supervision of a
licensed nurse.

F-755
• §483.45(a) Procedures. A facility must provide pharmaceutical
services (including procedures that assure the accurate
acquiring, receiving, dispensing, and administering of all drugs
and biologicals) to meet the needs of each resident
• §483.45(b) Service Consultation. The facility must employ or
obtain the services of a licensed pharmacist who—
§483.45(b)(1) Provides consultation on all aspects of the
provision of pharmacy services in the facility
• §483.45(b)(2) Establishes a system of records of receipt and
disposition of all controlled drugs in sufficient detail to
enable an accurate reconciliation
• §483.45(b)(3) Determines that drug records are in order and
that an account of all controlled drugs is maintained and
periodically reconciled

F-755
• INTENT §483.45(a) and (b)(1), (2), and (3) The intent of this
requirement is that:

– In order to meet the needs of each resident, the facility accurately and
safely provides or obtains pharmaceutical services, including the provision
of routine and emergency medications and biologicals, and the services of
a licensed pharmacist
– The facility utilizes only persons authorized by state or local, regulation, or
other guidance to administer medications during the course of
employment by a facility
– The licensed pharmacist collaborates with facility leadership and staff to
coordinate pharmaceutical services within the facility, guide development
and evaluation of pharmaceutical services procedures, and help the
facility identify, evaluate, and resolve pharmaceutical concerns which
affect resident care, medical care or quality of life such as the:
• Provision of consultative services by a licensed pharmacist as necessary; and
• Coordination of the pharmaceutical services if multiple pharmaceutical service
providers are utilized (e.g., pharmacy, infusion, hospice, prescription drug plans
[PDP]).

F-755
• The facility, in coordination with the licensed
pharmacist, provides for:
– A system of medication records that enables periodic
accurate reconciliation and accounting for all controlled
medications
– Prompt identification of loss or potential diversion of
controlled medications
– Determination of the extent of loss or potential diversion
of controlled medications

Definitions F-755
• “Diversion of medications” is the transfer of a
controlled substance or other medication from a
lawful to an unlawful channel of distribution or use,
as adapted from the Uniform Controlled Substances
Act.

Definitions F-755
• “Receiving medication” — for the purpose of this
guidance — is the process that a facility uses to ensure
that medications, accepted from the facility’s pharmacy
or an outside source (e.g., vending pharmacy delivery
agent, Veterans Administration, family member), are
accurate (e.g., doses, amount).
• “Reconciliation” — for the purpose of this guidance —
refers to a system of recordkeeping that ensures an
accurate inventory of medications by accounting for
controlled medications that have been received,
dispensed, administered, and/or, including the process
of disposition.

Guidance
• GUIDANCE §483.45 - The provision of pharmaceutical
services is an integral part of the care provided to nursing
home residents. The management of complex
medication regimens is challenging and requires diverse
pharmaceutical services and formal mechanisms to
safely handle and control medications, to maintain
accurate and timely medication records, and to
minimize medication-related adverse consequences or
events. The overall goal of the pharmaceutical services
system within a facility is to ensure the safe and effective
use of medications.

Facts and Statistics
• Preventable medication-related adverse consequences and events are a
serious concern in nursing homes.
• The U.S. Department of Health and Human Services (HHS) Office of the
Inspector General issued a report in February 2014, Adverse Events in
Skilled Nursing Facilities.
– National Incidence among Medicare Beneficiaries (OEI-06-11-00370)

• The OIG found that one in three (33%) SNF residents experienced an
adverse event or temporary harm event.
• Thirty-seven percent of these adverse events (or 12.2% of total) were
related to medications.
• Sixty-six percent of all medication-related events were preventable.
• Medication-related adverse events included excessive bleeding due to
anticoagulant use without adequate monitoring and acute hypoglycemia.
• Consequences of medication-related adverse events included a prolonged
SNF stay, hospitalization, life sustaining interventions, permanent harm,
and death.

Adverse Consequences
• Factors that increase the risk of adverse
consequences associated with medication use in the
nursing home setting include complex medication
regimens, numbers and types of medication used,
physiological changes accompanying the aging
process, as well as multiple comorbidities.

Consultant Pharmacist
• The consultative services of a pharmacist can promote safe
and effective medication use.
• A pharmacist, in collaboration with facility staff, establishes,
evaluates and coordinates all aspects of pharmaceutical
services provided to all residents within a facility by all
providers (e.g., pharmacy, prescription drug plan, prescribers).
• A pharmacist can also help in the development of medicationrelated documentation procedures, such as identification of
abbreviations approved for use in the facility and can help
guide the selection and use of medications in accordance with
the authorized prescriber’s orders, applicable state and
federal requirements, manufacturers’ specifications,
characteristics of the resident population, and individual
resident conditions.

Consultant Pharmacist
• Providing pharmaceutical consultation is an ongoing,
interactive process with prospective, concurrent,
and retrospective components. To accomplish some
of these consultative responsibilities, pharmacists
can use various methods and resources, such as
technology, additional personnel (e.g., dispensing
pharmacists, pharmacy technicians), and related
policies and procedures.

Routine/Emergency Medications
PROVISION OF ROUTINE AND/OR EMERGENCY MEDICATIONS
• The regulation at 42 CFR 483.45 requires that the facility
provide or obtain routine and emergency medications and
biologicals in order to meet the needs of each resident.
Facility procedures and applicable state laws may allow the
facility to maintain a limited supply of medications in the
facility for use during emergency or after-hours situations.
• Whether prescribed on a routine, emergency, or as needed
basis, medications should be administered in a timely
manner.
• Delayed acquisition of a medication may impede timely
administration and adversely affect a resident’s condition.

Medication Acquisition
• Factors that may help determine timeliness and guide
acquisition procedures include:
– Availability of medications to enable continuity of care for an
anticipated admission or transfer of a resident from acute care
or other institutional settings
– Condition of the resident including the severity or instability of
his/her condition, a significant change in condition, discomfort,
risk factors, current signs and symptoms, and the potential
impact of any delay in acquiring the medications
– Category of medication, such as antibiotics or analgesics
– Availability of medications in emergency supply, if applicable
– Ordered start time/date for a medication

Ordering/Reordering and Delivery
• Procedures should identify how staff, who are
responsible for medication administration:
– Ensure each resident has a sufficient supply of his or her
prescribed medications (for example, a resident who is on pain
management has an adequate supply of medication available to
meet his or her needs). At a minimum, the system is expected to
include a process for the timely ordering and reordering of a
medication
– Monitor the delivery and receipt of medications when they are
ordered
– Determine the appropriate action, e.g., contact the prescriber or
pharmacist, when a resident’s medication(s) is not available for
administration

Borrowing Medications
• NOTE: Facility staff may encounter situations in which a
medication is not available in the resident’s supply or the facility’s
emergency medication supply and then decide to “borrow”
medications from another resident’s supply. This practice of
borrowing medications from other residents’ supplies is not
consistent with professional standards and contributes to
medication errors. Concerns about whether the facility has a
system in place to ensure each resident has a sufficient supply of
medications for timely administration should be cited under this
tag Pharmacy Services (F755).
• However, if staff borrow any medication from another resident’s
supply due to failure to order the medication and/or not following
the facility’s system for reordering medications, refer to §483.21,
F658, Services Provided Meet Professional Standards. Instances of
“borrowing” would not be considered to be drug diversion.

Foreign Acquired Medications
• It has been reported that some residents and/or facilities
may be obtaining medications from foreign sources.
Medications obtained from foreign sources may present
safety issues since they have been manufactured or held
outside of the jurisdiction of the United States (U.S.)
regulatory system.
• These medications may not be safe and effective for their
intended uses. The Federal Food, Drug, and Cosmetic Act
(FFDCA) strictly limits the types of drugs that may be
imported into the U.S. Medications imported into the
U.S. may violate the FFDCA if they are unapproved by the
FDA, labeled incorrectly, or dispensed without a valid
prescription.

Foreign Acquired Medications
• The facility should, in collaboration with the pharmacist,
assure that medications are provided or obtained from
approved sources and do not violate the FFDCA.
• If it is determined that the facility is providing/obtaining
foreign medications that are not FDA approved for use
by the residents, the State Agency must make referrals
to appropriate agencies, such as the FDA; depending on
the medication classification, the Drug Enforcement
Administration; State Board of Nursing; State Board of
Pharmacy; and the State Licensure Board for Nursing
Home Administrators.

Pharmaceutical Services
PHARMACEUTICAL SERVICES PROCEDURES
• The pharmacist, in collaboration with the facility and
medical director, helps develop and evaluate the
implementation of pharmaceutical services procedures
that address the needs of the residents, are consistent
with state and federal requirements, and reflect current
standards of practice.
• These procedures address, but are not limited to,
acquiring; receiving; dispensing; administering;
disposing; labeling and storage of medications; and
personnel authorized to access or administer
medications.

Acquisitions of Medications
• Examples of procedures addressing acquisition of medications
include:
– Availability of an emergency supply of medications, if allowed by
state law, including the types or categories of medications; amounts,
dosages/strengths to be provided; location of the supply; personnel
authorized to access the supply; record keeping; monitoring for
expiration dates; and the steps for replacing the supply when
medications are used
– When, how to, and who may contact the pharmacy regarding
acquisition of medications and the steps to follow for contacting the
pharmacy for an original routine medication order, emergency
medication order, and refills
– The availability of medications when needed, that is, the medication
is either in the facility (in the emergency supply) or obtained from a
pharmacy that can be reached 24 hours a day, seven days a week

Acquisitions of Medications
• Examples of procedures addressing acquisition of
medications include (cont.):

– The receipt, labeling, storage, and administration of medications
dispensed by the prescriber, if allowed by state requirements
– Verification or clarification of an order to facilitate accurate
acquisition of a medication when necessary (e.g., clarification
when the resident has allergies to, or there are
contraindications to the medication being prescribed)
– Procedure when delivery of a medication will be delayed or
the medication is not or will not be available
– Transportation of medications from the dispensing pharmacy or
vendor to the facility consistent with manufacturer’s
specifications, state and federal requirements, and standards of
professional practice to prevent contamination, degradation,
and diversion of medications

Receiving Medication(s)
• Examples of procedures addressing receipt of
medications include:
– How the receipt of medications from dispensing pharmacies
(and family members or others, where permitted by state
requirements) will occur and how it will be reconciled with the
prescriber’s order and the requisition for the medication
– How staff will be identified and authorized in accordance with
applicable laws and requirements to receive the medications
and how access to the medications will be controlled until the
medications are delivered to the secured storage area
– Which staff will be responsible for assuring that medications are
incorporated into the resident’s specific allocation/storage area

Administering Medications
• Examples of procedures addressing administration of
medications include:

– Providing continuity of staff to ensure that medications are
administered without unnecessary interruptions
– Reporting medication administration errors, including how and
to whom to report
– Authorizing personnel, consistent with state requirements, to
administer the medications, including medications needing
intravenous administration (see Authorized Personnel section
within this document)
– Assuring that the correct medication is administered in the
correct dose, in accordance with manufacturer’s specifications
and with standards of practice, to the correct person via the
correct route in the correct dosage form and at the correct
time

Administering Medications
• Defining the schedules for administering medications
to:
– Maximize the effectiveness (optimal therapeutic effect) of
the medication (for example, antibiotics, antihypertensives,
insulin, pain medications, proton pump inhibitors, metered
dose inhalers, and medications via enteral feeding tubes)
– Prevent potential significant medication interactions such as
medication-medication or medication-food interactions
– Honor resident choices and activities, as much as possible,
consistent with the person-centered comprehensive care
plan

Administering Medications
• Defining general guidelines for specific monitoring
related to medications, when ordered or indicated,
including specific item(s) to monitor (e.g., blood
pressure, pulse, blood sugar, weight), frequency (e.g.,
weekly, daily), timing (e.g., before or after
administering the medication), and parameters for
notifying the prescriber

Administering Medications
• Defining pertinent techniques and precautions that meet current
standards of practice for administering medications through alternate
routes such as eye, ear, buccal, injection, intravenous, atomizer/aerosol/
inhalation therapy, or enteral tubes.
• For example, for enteral feeding tubes, define procedures including but
not limited to:

– Types of medications that may be safely administered via enteral feeding tube
– Appropriate dosage forms
– Techniques to monitor and verify that the feeding tube is in the right location (e.g.,
stomach or small intestine, depending on the tube) before administering
medications
– Preparing drugs for enteral administration, administering drugs separately,
diluting drugs as appropriate, and flushing the feeding tube before, between, and
after drug administration, including the amount of water to be used for the
flushing and administration of medications (and obtaining physician/practitioners
order to address a resident with fluid restrictions)

Administering Medications
• Documenting the administration of medications,
including:
– The administration of routine medication(s), and, if not
administered, an explanation of why not
– The administration of “as-needed” (PRN) medications
including the justification and response
– The route, if other than oral (intended route may be
preprinted on Medication Administration Record (MAR);
and o Location of administration sites such as transdermal
patches and injections

Dispensing Medication(s)
• Examples of procedures to assure compatible and
safe medication delivery, to minimize medication
administration errors, and to address the facility’s
expectations of the in-house pharmacy and/or
outside dispensing pharmacies include:
– Delivery and receipt
– Labeling
– The types of medication packaging (e.g., unit dose, multidose vial, blister cards)

Dispensing Medication(s)
• Providing accessible current information about
medications (e.g., medication information references)
and medication-related devices and equipment (e.g.,
user’s manual) for all staff involved with the medication
administration process
• Clarifying any order that is incomplete, illegible, or
presents any other concerns, prior to administering the
medication
• Reconciling medication orders including telephone
orders, monthly or other periodic recapitulations, and
MAR, including who may transcribe prescriber’s orders
and enter the orders onto the MAR

Disposition of Medications
• Examples of procedures addressing the disposition of
medications include:

– Timely identification and removal (from current medication supply) of
medications for disposition;
– Identification of storage method for medications awaiting final
disposition
– Control and accountability of medications awaiting final disposition
consistent with standards of practice
– Documentation of actual disposition of medications to include:
resident name, medication name, strength, prescription number (as
applicable), quantity, date of disposition, and involved facility staff,
consultant(s) or other applicable individuals
– Method of disposition (including controlled medications) should
prevent diversion and/or accidental exposure and is consistent with
applicable state and federal requirements, local ordinances, and
standards of practice

Authorized Personnel
• The facility may permit unlicensed personnel to
administer medications if state law permits, but only
under the general supervision of a licensed nurse.
• The facility assures that all persons administering
medications are authorized according to state and
federal requirements, oriented to the facility’s
medication-related procedures, and have access to
current information regarding medications being
used by the residents, including side effects of
medications, contraindications, doses, etc.

Authorized Personnel
• Examples of procedures addressing authorized personnel include:

– How the facility assures ongoing competency of all staff (including
temporary, agency, or on-call staff) authorized to administer medications
and biologicals
– Training regarding the operation, limitations, monitoring, and precautions
associated with medication administration devices or other equipment, if
used, such as:
• IV pumps or other IV delivery systems including calculating dosage, infusion rates,
and compatibility of medications to be added to the IV or enteral feeding pump
• Blood glucose meters, including calibration and cleaning between individual
residents
• Using, maintaining, cleaning, and disposing of the various types of devices for
administration including nebulizers, inhalers, syringes, medication cups, spoons,
and pill crushers

– Identifying pharmacy personnel in addition to the pharmacist (e.g.,
pharmacy technicians, pharmacist assistants) who are authorized under
state and federal requirements to access medications and biologicals

Services of a Licensed Pharmacist
• The facility is responsible for employing or contracting for the
services of a pharmacist to provide consultation on all
aspects of pharmaceutical services.
• The facility may provide for this service through any of several
methods (in accordance with state requirements) such as
direct employment or contractual agreement with a
pharmacist. Whatever the arrangement or method
employed, the facility and the pharmacist identify how they
will collaborate for effective consultation regarding
pharmaceutical services.
• The pharmacist reviews and evaluates the pharmaceutical
services by helping the facility identify, evaluate, and
address medication issues that may affect resident care,
medical care, and quality of life.

Services of a Licensed Pharmacist
•

•

The pharmacist is responsible for helping the facility obtain and maintain timely
and appropriate pharmaceutical services that support residents’ healthcare needs,
goals, and quality of life that are consistent with current standards of practice, and
that meet state and federal requirements.
This includes, but is not limited to, collaborating with the facility and medical
director to:

– Develop, implement, evaluate, and revise (as necessary) the procedures for the provision of all
aspects of pharmaceutical services, including procedures to support resident quality of life
such as those that support safe, individualized medication administration programs
– Coordinate pharmaceutical services if and when multiple pharmaceutical service providers are
utilized (e.g., pharmacy, infusion, hospice, prescription drug plans [PDP])
– Develop intravenous (IV) therapy procedures if used within the facility (consistent with state
requirements) which may include: determining competency of staff and facility based IV
admixture procedures that address sterile compounding, dosage calculations, IV pump use,
and flushing procedures
– Determine (in accordance with or as permitted by state law) the contents of the emergency
supply of medications and monitor the use, replacement, and disposition of the supply;

Services of a Licensed Pharmacist
– Develop mechanisms for communicating, addressing, and
resolving issues related to pharmaceutical services
– Strive to assure that medications are requested, received,
and administered in a timely manner as ordered by the
authorized prescriber (in accordance with state
requirements), including physicians, advanced practice
nurses, pharmacists, and physician assistants
– Provide feedback about performance and practices related
to medication administration and medication errors

F756
• F756 §483.45(c) Drug Regimen Review. §483.45(c)(1)
The drug regimen of each resident must be reviewed
at least once a month by a licensed pharmacist.
§483.45(c)(2) This review must include a review of
the resident’s medical chart.

Medication Regimen Review (MRR)
• §483.45(c)(4) The pharmacist must report any irregularities to
the attending physician and the facility’s medical director and
director of nursing, and these reports must be acted upon.
– (i) Irregularities include, but are not limited to, any drug that meets
the criteria set forth in paragraph (d) of this section for an
unnecessary drug.
– (ii) Any irregularities noted by the pharmacist during this review
must be documented on a separate, written report that is sent to the
attending physician and the facility’s medical director and director of
nursing and lists, at a minimum, the resident’s name, the relevant
drug, and the irregularity the pharmacist identified.
– (iii) The attending physician must document in the resident’s medical
record that the identified irregularity has been reviewed and what, if
any, action has been taken to address it. If there is to be no change in
the medication, the attending physician should document his or her
rationale in the resident’s medical record.

Medication Regimen Review
• §483.45(c)(5) The facility must develop and
maintain policies and procedures for the monthly
drug regimen review that include, but are not
limited to, time frames for the different steps in the
process and steps the pharmacist must take when
he or she identifies an irregularity that requires
urgent action to protect the resident.

Medication Regimen Review - Intent
• §483.45(c)(1), (2), (4), and (5) The intent of this
requirement is that the facility maintains the
resident’s highest practicable level of physical,
mental and psychosocial well-being and prevents or
minimizes adverse consequences related to
medication therapy to the extent possible, by
providing oversight by a licensed pharmacist,
attending physician, medical director, and the
director of nursing (DON).

Definition
• “Irregularity” refers to use of medication that is inconsistent
with accepted standards of practice for providing
pharmaceutical services, not supported by medical
evidence, and/or that impedes or interferes with achieving
the intended outcomes of pharmaceutical services.
• An irregularity also includes, but is not limited to, use of
medications without adequate indication, without adequate
monitoring, in excessive doses, and/or in the presence of
adverse consequences, as well as the identification of
conditions that may warrant initiation of medication
therapy.
• (See reference to F757 Unnecessary Drugs which defines
unnecessary drugs in opening regulatory language.)

Medication Regimen Review
• “Medication Regimen Review (MRR)” or Drug Regimen
Review is a thorough evaluation of the medication
regimen of a resident, with the goal of promoting
positive outcomes and minimizing adverse consequences
and potential risks associated with medication. The MRR
includes review of the medical record in order to
prevent, identify, report, and resolve medication-related
problems, medication errors, or other irregularities. The
MRR also involves collaborating with other members of
the IDT, including the resident, their family, and/or
resident representative.

Guidance
• NOTE: The surveyor’s review of medication use is not
intended to constitute the practice of medicine. However,
surveyors are expected to investigate the basis for decisions
and interventions affecting residents, including whether or
not the resident, resident’s family and/or representative
were informed about risks, benefits and treatment options
and involved in the decision-making process. The review
should take into account resident preferences and provide
recommendations that assist facility staff in understanding
and communicating to the resident any risks related to their
preferences regarding medications or medication
administration, as well as modifications that can be made to
mitigate those risks.

Transitions in Care
• Transitions in care such as a move from home or hospital to
the nursing home, or vice versa, increase the risk of
medication-related issues.
• Medications may be added, discontinued, omitted, or
changed. It is important, therefore, to review the medications.
Currently, safeguards to help identify medication issues
around transitions in care and throughout a resident’s stay
include:
– The pharmacist performing the medication regimen review, which
includes a review of the resident’s medical record, at least monthly
– The pharmacist reporting any irregularities in a separate written
report to the attending physician, medical director, and director of
nursing
– The attending physician reviewing and acting on any identified
irregularities

Medication Regimen Review
• The MRR is an important component of the overall management
and monitoring of a resident’s medication regimen.
• The pharmacist must review each resident’s medication regimen at
least once a month in order to identify irregularities and to identify
clinically significant risks and/or actual or potential adverse
consequences which may result from or be associated with
medications.
• It may be necessary for the pharmacist to conduct the MRR more
frequently, for example weekly, depending on the resident’s
condition and the risks for adverse consequences related to current
medications.
• Regulations prohibit the pharmacist from delegating the medication
regimen reviews to other staff. The requirement for the MRR
applies to all residents (whether short or long-stay) without
exceptions.

Medication Regimen Review
• The pharmacist performing the monthly MRR must also
review the resident’s medical record to appropriately
monitor the medication regimen and ensure that the
medications each resident receives are clinically indicated.
• Certain circumstances which may include residents who
have multiple medical conditions, concurrent administration
of certain medications, administration of medications which
require close monitoring through lab work, and transitions
of care may also increase the risk of adverse consequences.
• Review of the medical record as part of the MRR may
prevent errors due to drug-drug interactions, omissions,
duplication of therapy, or miscommunication during the
transition from one team of care providers to another.

Medication Regimen Review
• Facilities must develop policies and procedures to
address the MRR.
• The policies and procedures must specifically
address:
– The appropriate time frames for the different steps in the
MRR process
– The steps a pharmacist must follow when he or she
identifies an irregularity that requires immediate action
to protect the resident and prevent the occurrence of an
adverse drug event

Medication Regimen Review
• MRR policies and procedures should also address,
but not be limited to:
– MRRs for residents who are anticipated to stay less than
30 days
– MRRs for residents who experience an acute change of
condition and for whom an immediate MRR is requested
after appropriate staff have notified the resident’s
physician, the medical director, and the director of
nursing about the acute change

medreview@pcsaconsultants.com

Medication Regimen Review
• While conducting the MRR in the facility is not required
for compliance, important information about indications
for use, actual or potential medication irregularities or
adverse consequences (such as symptoms of tardive
dyskinesia, dizziness, anorexia, or falls) may be attainable
only by talking to the staff, reviewing the medical record,
and observing and speaking with the resident, the
resident’s family and/or representative.
• However, electronic health and medication records and
other available technology may permit the pharmacist
to conduct some components of the review outside the
facility.

Identification of Irregularities
• An objective of the MRR is to try to minimize or prevent adverse
consequences by identifying irregularities including, for example:
syndromes potentially related to medication therapy, emerging or
existing adverse medication consequences (e.g., drug reactions or
medication errors). The resident’s record may contain information
regarding possible and/or actual medication irregularities.
• Possible sources to obtain this information include: the medication
administration records (MAR); prescribers’ orders; progress, nursing
and consultants’ notes; the Resident Assessment Instrument (RAI);
laboratory and diagnostic test results, and other sources of
information about documented expressions or indications of
distress and/or changes in condition.
• The pharmacist may also obtain information from the Quality
Measures/Quality Indicator reports, the attending physician,
facility staff, and (as appropriate) from interviewing, assessing,
and/or observing the resident.

Pharmacist’s Review
• The pharmacist’s review considers factors such as:

– Whether the physician and staff have documented objective findings, diagnoses,
symptom(s), and/or resident goals and preferences to support indications for use
– Whether the physician and staff have identified and acted upon, or should be
notified about, the resident’s allergies and/or potential side effects and
significant medication interactions
– Whether the medication dose, frequency, route of administration, and duration are
consistent with the resident’s condition, manufacturer’s recommendations, and
applicable standards of practice
– Whether the physician and staff have documented progress towards, decline from,
or maintenance of the resident’s goal(s) for the medication therapy
– Whether the physician and staff have documented any attempts for gradual dose
reduction (GDR) or added any non-pharmacological approaches, in an effort to
reduce or discontinue a drug
– Whether the physician and staff have obtained and acted upon laboratory
results, diagnostic studies, or other measurements (such as bowel function,
intake and output) as applicable; Effective November 28, 2017
– Whether medication errors exist or circumstances exist that make them likely to
occur

Pharmacist’s Review
•
•

Whether the physician and staff have noted and acted upon possible medicationrelated causes of recent or persistent changes in the resident’s condition such as
worsening of an existing problem or the emergence of new signs or symptoms.
Some examples of changes potentially related to medication use that could occur
include:
–
–
–
–
–
–
–
–
–
–

Anorexia and/or unplanned weight loss, or weight gain
Expressions or indications of distress, or other changes in a resident’s psychosocial status
Bowel function changes including constipation, ileus, impaction
Confusion, cognitive decline, worsening of dementia (including delirium); o Dehydration,
fluid/electrolyte imbalance
Excessive sedation, insomnia, or sleep disturbance
Falls, dizziness, or evidence of impaired coordination
Headaches, muscle pain, generalized aching or pain
Rash, pruritus
Spontaneous or unexplained bleeding, bruising
Urinary retention or incontinence

Pharmacist’s Review
•

Upon conducting the MRR, the pharmacist may identify and report irregularities in one or more of
the following categories:

The use of a medication without identifiable evidence of adequate indications for use, such as, the use of a
medication to treat a clinical condition without identifiable evidence that safer alternatives or more
clinically appropriate medications have been considered
– The use of homeopathic or herbal options (e.g., St. John’s Wort) that may interfere with the effectiveness
of clinically appropriate medications
– The use of an appropriate medication that is not helping attain the intended treatment or resident’s goals
because of timing of administration, dosing intervals, sufficiency of dose, techniques of administration, or
other reasons
– The use of a medication in an excessive dose (including duplicate therapy) or for excessive duration, thereby
placing the resident at greater risk for adverse consequences or causing existing adverse consequences
– The presence of an adverse consequence associated with the resident’s current medication regimen
– The use of a medication without evidence of adequate monitoring; i.e., either inadequate monitoring of the
response to a medication or an inadequate response to the findings
– Presence of medication errors or the risk for such errors
– Presence of a clinical condition that might warrant initiation of medication therapy
NOTE: The presence of a diagnosis or symptom does not necessarily warrant medication, but often depends on
the consideration of many factors simultaneously.
– A medication interaction associated with the current medication regimen
–

Location and Notification of MRR Findings
• The pharmacist is expected to document either that no irregularity
was identified or the nature of any identified irregularities.
• The pharmacist is responsible for reporting any identified
irregularities to the attending physician, the facility’s medical
director, and director of nursing.
• The timeliness of notification of irregularities depends on factors
including the potential for or presence of serious adverse
consequences; for example, immediate notification is indicated in
cases of bleeding in a resident who is receiving anticoagulants or in
cases of possible allergic reactions to antibiotic therapy.
• The pharmacist must document any identified irregularities in a
separate, written report. The report may be in paper or electronic
form. If no irregularities were identified during the review, the
pharmacist includes a signed and dated statement to that effect.

Location and Notification of MRR Findings
• The pharmacist does not need to document a
continuing irregularity in the report each month if
the attending physician has documented a valid
clinical rationale for rejecting the pharmacist’s
recommendation unless warranted by a change in
the resident’s condition or other circumstances.

Location and Notification of MRR Findings
• The pharmacist’s findings are considered part of each
resident’s medical record and as such are available to
the resident/representative upon request. If
documentation of the findings is not in the active record,
it is maintained within the facility and is readily available
for review. Establishing a consistent location for the
pharmacist’s findings and recommendations can facilitate
communication with the attending physician, the director
of nursing, the remainder of the IDT, the medical
director, the resident and his or her legal representative,
the ombudsman, and surveyors.

Response to Irregularities Identified in the
MRR
• The medical record must show documentation that the
attending physician reviewed any irregularities
identified by the pharmacist. For those issues that
require physician intervention, the attending physician
either accepts and acts upon the report and
recommendations or rejects all or some of the report
and should document his or her rationale of why the
recommendation is rejected in the resident’s medical
record. It is not acceptable for an attending physician to
document only that he/she disagrees with the report,
without providing some clinical basis for disagreeing.

Response to Irregularities Identified in the
MRR
• The facility should have a procedure for how to
resolve situations where:
– The attending physician does not concur with or take
action on identified irregularities
– The attending physician is also the medical director

Procedure
• Use the Unnecessary Medications, Psychotropic
Medications, and Medication Regimen Review
Critical Element Pathway, as appropriate, along with
the above interpretive guidelines when determining
if the facility meets the requirements for, or
investigating concerns related to Medication
Regimen Review.

F-757
• §483.45(d) Unnecessary Drugs—General
• Each resident’s drug regimen must be free from unnecessary
drugs.
• An unnecessary drug is any drug when used— §483.45(d)
(1) In excessive dose (including duplicate drug therapy); or §483.45(d)
(2) For excessive duration; or Effective November 28, 2017 §483.45(d)
(3) Without adequate monitoring; or §483.45(d)
(4) Without adequate indications for its use; or §483.45(d)
(5) In the presence of adverse consequences which indicate the dose
should be reduced or discontinued; or §483.45(d)
– (6) Any combinations of the reasons stated in paragraphs (d)(1)
through (5) of this section.

–
–
–
–
–

F-758
• §483.45(c)(3) A psychotropic drug is any drug that
affects brain activities associated with mental
processes and behavior.
• These drugs include, but are not limited to, drugs in
the following categories:
–
–
–
–

(i) Anti-psychotic
(ii) Anti-depressant
(iii) Anti-anxiety
(iv) Hypnotic

Psychotropic Drugs
• §483.45(e) Psychotropic Drugs. Based on a
comprehensive assessment of a resident, the facility
must ensure that
– §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

Psychotropic 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.

Intent
• §483.45(d) Unnecessary drugs and 483.45(c)(3) and (e)
Psychotropic Drugs
• The intent of this requirement is that:
– Each resident’s entire drug/medication regimen is managed
and monitored to promote or maintain the resident’s highest
practicable mental, physical, and psychosocial wellbeing
– The facility implements gradual dose reductions(GDR) and
non-pharmacological interventions, unless contraindicated,
prior to initiating or instead of continuing psychotropic
medication
– PRN orders for psychotropic medications are only used when
the medication is necessary and PRN use is limited

Defintion
• “Adverse consequence” is a broad term referring to
unwanted, uncomfortable, or dangerous effects
that a drug may have, such as impairment or
decline in an individual’s mental or physical
condition or functional or psychosocial status. It
may include various types of adverse drug reactions
and interactions (e.g., medication-medication,
medication-food, and medication disease).
(adapted from The Merck Manual Professional Version, http://www.merckmanuals.com/professional/clinicalpharmacology/adverse-drugreactions/adverse-drug-reactions.)

Adverse Drug Reaction
• Adverse drug reaction (ADR) is a form of adverse
consequences. It may be either a secondary effect of
a medication that is usually undesirable and different
from the therapeutic effect of the medication or any
response to a medication that is noxious and
unintended and occurs in doses.

Defintions
• “Behavioral interventions” are individualized, nonpharmacological approaches to care that are
provided as part of a supportive physical and
psychosocial environment, directed toward
understanding, preventing, relieving, and/or
accommodating a resident’s distress or loss of
abilities, as well as maintaining or improving a
resident’s mental, physical or psychosocial
wellbeing.

Definitions
• “Clinically significant” refers to effects, results, or
consequences that materially affect or are likely to affect an
individual’s mental, physical, or psychosocial well-being either
positively by preventing, stabilizing, or improving a condition
or reducing a risk, or negatively by exacerbating, causing, or
contributing to a symptom, illness, or decline in status.
• “Expressions or indications of distress” refers to a person’s
attempt to communicate unmet needs, discomfort, or
thoughts that he or she may not be able to articulate. The
expressions may present as crying, apathy, or withdrawal, or
as verbal or physical actions such as: pacing, cursing, hitting,
kicking, pushing, scratching, tearing things, or grabbing
others.

Definitions
• “Excessive dose” means the total amount of any
medication (including duplicate therapy) given at
one time or over a period of time that is greater
than the amount recommended by the
manufacturer’s label, package insert, and accepted
standards of practice for a resident’s age and
condition.

Definitions
• “Psychotropic drug” is defined in the regulations at
§483.45(c)(3), as “any drug that affects brain
activities associated with mental processes and
behavior.” Psychotropic drugs include, but are not
limited to the following categories: anti-psychotics,
anti-depressants, anti-anxiety, and hypnotics.

Guidance
• 483.45(d) Unnecessary drugs and §483.45(c)(3) and (e) Psychotropic Drugs
• Medications are an integral part of the care provided to residents of
nursing facilities. They are administered to try to achieve various
outcomes, such as curing an illness, arresting or slowing a disease process,
reducing or eliminating symptoms, or as part of diagnosing or preventing a
disease or symptom.
• Proper medication selection and prescribing (including dose, duration, and
type of medication(s)) may help stabilize or improve a resident’s outcome,
quality of life and functional capacity.
• Any medication or combination of medications—or the use of a
medication without adequate indications, in excessive dose, for an
excessive duration, or without adequate monitoring—may increase the
risk of a broad range of adverse consequences such as medication
interactions, depression, confusion, immobility, falls, hip fractures, and
death

Beer’s Criteria
• The Beers Criteria for Potentially Inappropriate
Medication Use in Older Adults provides information
on safely prescribing medications for older adults

Intrinsic Factors
• Intrinsic factors including physiological changes
accompanying the aging process, multiple
comorbidities, and certain medical conditions may
affect the absorption, distribution, metabolism or
elimination of medications from the body and may
also increase an individual’s risk of adverse
consequences.

Non-Pharmacological Approaches
• While assuring that only those medications required to treat
the resident’s assessed condition are being used, reducing the
need for and maximizing the effectiveness of medications are
important considerations for all residents.
• Therefore, as part of all medication management (especially
psychotropic medications), it is important for the IDT to
implement non-pharmacological approaches designed to
meet the individual needs of each resident.
• Educating facility staff and providers about the importance of
implementing individualized, non-pharmacological
approaches to care prior to the use of medications may
minimize the need for medications or reduce the dose and
duration of those medications

Black Box Warnings
• Federal regulations at 21 CFR 201.57 (a)(4) and
(c)(1) also require manufacturers to place
statements about serious problems or
contraindications in a prominently displayed box
that appears on the medication labelling and in
greater detail in the full prescribing information
that accompanies the medication. The boxed
warning is reserved for prescription drugs that pose
a significant risk of serious or life-threatening
adverse effects, based on medical studies.

Selection of Medications
• When selecting medications and non-pharmacological approaches,
members of the IDT, including the resident, his or her family, and/or
representative(s), participate in the care process to identify, assess,
address, advocate for, monitor, and communicate the resident’s needs and
changes in condition. This guidance is intended to help the surveyor
determine whether the facility’s medication management supports and
promotes:
– Involvement of the resident, his or her family, and/or the resident representative
in the medication management process. Selection of medications(s) based on
assessing relative benefits and risks to the individual resident
– Evaluation of a resident’s physical, behavioral, mental, and psychosocial signs and
symptoms, in order to identify the underlying cause(s), including adverse
consequences of medications
– Selection and use of medications in doses and for the duration appropriate to each
resident’s clinical conditions, age, and underlying causes of symptoms and based
on assessing relative benefit and risks to, and preferences and goals of, the
individual resident

Selection of Medications
• The use of non-pharmacological approaches, unless
contraindicated, to minimize the need for medications,
permit use of the lowest possible dose, or allow
medications to be discontinued
• The monitoring of medications for efficacy and adverse
consequences.
• Resident Choice – If a resident declines treatment, the
facility staff and physician should inform the resident
about the risks related to the lack of the medication,
and discuss appropriate alternatives such as offering
the medication at another time or in another dosage
form, or offer an alternative medication or nonpharmacological approach.

Advance Directives
• Advance Directives – A resident’s advance directives
may include withdrawing or withholding
medications. Whether or not a resident has an
advance directive, the facility is responsible for giving
treatment, support, and other care that is consistent
with the resident’s condition and applicable care
instructions, according to the resident’s care plan. If
there are concerns regarding Resident Choice or
Advance Directives, consider investigating the
requirements at §483.10, Resident Rights and
§483.21, Care Planning.

Medication Management Regulations
• The regulations associated with medication
management include consideration of:
Indication and clinical need for medication
Dose (including duplicate therapy)
Duration
Adequate monitoring for efficacy and adverse
consequences
– Preventing, identifying, and responding to adverse
consequences
–
–
–
–

Medication Management Regulations
• With regard to psychotropic medications, the regulations
additionally require:
– Giving psychotropic medications only when necessary to treat
a specific diagnosed and documented condition
– Implementing GDR and other non-pharmacologic
interventions for residents who receive psychotropic
medications, unless contraindicated
– Limiting the timeframe for PRN psychotropic medications,
which are not antipsychotic medications, to 14 days, unless a
longer timeframe is deemed appropriate by the attending
physician or the prescribing practitioner
– Limiting PRN psychotropic medications, which are
antipsychotic medications, to 14 days and not entering a new
order without first evaluating the resident

Indication for Use
• The resident’s medical record must show
documentation of adequate indications for a
medication’s use and the diagnosed condition for
which a medication is prescribed.
• An evaluation of the resident by the IDT helps to
identify his/her needs, goals, comorbid conditions,
and prognosis to determine factors (including
medications and new or worsening medical
conditions) that are affecting signs, symptoms, and
test results.

Evaluation
• This evaluation process is important when selecting initial medications
and/or non-pharmacological approaches and when deciding whether to
modify or discontinue a current medication. The evaluation also clarifies:

– Whether other causes for the symptoms (including expressions or indications of
distress that could mimic a psychiatric disorder) have been ruled out
– Whether the physical, mental, behavioral, and/or psychosocial signs, symptoms, or
related causes are persistent or clinically significant enough (e.g., causing
functional decline) to warrant the initiation or continuation of medication therapy
– Whether non-pharmacological approaches are implemented, unless clinically
contraindicated for the resident or declined by the resident
– Whether a particular medication is clinically indicated to manage the symptom or
condition
– Whether the intended or actual benefit is understood by the resident and, if
appropriate, his/her family and/or representative(s) and is sufficient to justify the
potential risk(s) or adverse consequences associated with the selected medication,
dose, and duration

Evaluation
• The content and extent of the evaluation may vary with the situation and
may employ various assessment instruments and diagnostic tools.
• Examples of information to be considered and evaluated may include, but
are not limited to, the following:

– An appropriately detailed evaluation of mental, physical, psychosocial, and
functional status, including comorbid conditions and pertinent psychiatric
symptoms and diagnoses and a description of resident complaints, symptoms, and
signs (including the onset, scope, frequency, intensity, precipitating factors, and
other important features)
– Each resident’s goals and preferences
– Allergies to medications and foods and potential for medication interactions
– A history of prior and current medications and non-pharmacological interventions
(including therapeutic effectiveness and any adverse consequences)
– Recognition of the need for end-of-life or palliative care
– The basis for declining care, medication, and treatment and the identification of
pertinent alternatives
– Documentation of indications of distress, delirium, or other changes in functional
status

Psychiatric Disorders
•
•
•
•
•
•

Psychiatric disorders or expressions and/or indications of distress – As with all
symptoms, it is important to seek the underlying cause of the distress.
Some examples of potential causes include delirium, pain, psychiatric or
neurological illness, environmental or psychological stressors, dementia, or
substance intoxication or withdrawal.
Non-pharmacologic approaches, unless clinically contraindicated, must be
implemented to address expressions or indications of distress.
However, medications may be effective when the underlying cause of a resident’s
distress has been determined, non-pharmacologic approaches to care have been
ineffective, or expressions of distress have worsened.
Medications may be unnecessary and are likely to cause harm when given
without a clinical indication, at too high of a dose, for too long after the
resident’s distress has been resolved, or if the medications are not monitored.
All approaches to care, including medications, need to be monitored for efficacy,
risks, benefits, and harm and revised as necessary

PRN Medications
• Regarding PRN medications, it is important that the
medical record include documentation related to
the attending physician’s or other prescriber’s
evaluation of the resident and of indication(s),
specific circumstance(s) for use, and the desired
frequency of administration for each medication. As
part of the evaluation, gathering and analyzing
information helps define clinical indications and
provide baseline data for subsequent monitoring.

PRN Medications
• A medication, which is prescribed on a PRN basis, is
requested by the resident and/or administered by
staff on a regular basis, indicating a more regular
schedule may be needed.

Monitoring for Efficacy and Adverse
Consequences
• The information gathered during the initial and ongoing evaluations and
through conversations with the resident and, as appropriate, his or her
family or representative is essential to:

– Verify or differentiate the underlying diagnoses or other underlying causes of
signs and symptoms.
– Incorporate into a comprehensive care plan that reflects person-centered
medication related goals and parameters for monitoring the resident’s condition,
including the likely medication effects and potential for adverse consequences.
• Examples of this information may include the FDA boxed warnings or warnings of adverse
consequences that may be rare, but have sudden onset, or that may be irreversible.
• If the facility has established protocols for monitoring specific medications and the protocols
are accessible for staff use, the care plan may refer staff to these protocols

– Optimize the therapeutic benefit of medication therapy and minimize or prevent
potential adverse consequences
– Establish parameters for evaluating the ongoing need for the medication
– Track progress and/or decline towards the therapeutic goal

Monitoring for Efficacy and Adverse
Consequences
• Monitoring and accurate documentation of the
resident’s response to any medication(s) is essential
to evaluate the ongoing benefits as well as risks of
various medications.
• Monitoring should also include evaluation of the
effectiveness of non-pharmacological approaches,
such as prior to administering PRN medications.

Monitoring for Efficacy and Adverse
Consequences
• If the therapeutic goals are not being met or the resident
is experiencing adverse consequences, it is essential for
the prescriber in collaboration with facility staff, the
pharmacist, and the resident to consider whether
current medications and doses continue to be
appropriate or should be reduced, changed, or
discontinued.
• Serum concentration monitoring may be necessary for
some medications. Abnormal or toxic serum
concentrations must be evaluated for dosage
adjustments. If serum concentrations are within normal
ranges, each resident should still be evaluated for
effectiveness and side effects.

Delirium
• Delirium may go undiagnosed, be misinterpreted as dementia, or
misdiagnosed as a psychiatric disorder, such as bipolar disorder.
• Delirium develops rapidly over a short period of time, such as hours or
days, and usually follows a fluctuating course throughout the day.
Additionally, the resident may have difficulty paying attention and be
less aware of his or her surroundings.
• Delirium can be characterized as hyperactive (e.g., extreme restlessness,
climbing out of bed), hypoactive (e.g., sluggish and lethargic), or mixed
(e.g., normal level of activity with lowered awareness).
• Delirium is particularly common post-hospitalization; signs and
symptoms may be subtle and therefore are often missed. Although
generally thought to be short lived, delirium can persist for months.
• Recognizing delirium is critical, as failure to act quickly to identify and
treat the underlying causes may result in poor health outcomes or death.

Negative Outcomes
• Negative psychosocial outcomes can also occur in
relation to unnecessary medications, including
psychotropic medications.
• These adverse consequences may include: suicidal
ideation, recurrent debilitating anxiety, extreme
aggression or agitation, significant decline in former
social patterns, social withdrawal, psychomotor
agitation or retardation, inability to think or
concentrate, and apathy.

Psychotropic Medications
• Psychotropic Medications and Antipsychotic
Medications (F758 Only Guidance) – As clarified in the
section on Indication for Use, residents must not
receive any medications which are not clinically
indicated to treat a specific condition. The medical
record must show documentation of the diagnosed
condition for which a medication is prescribed. This
requirement is especially important when prescribing
psychotropic medications which, as defined in this
guidance, include, but are not limited to, the categories
of anti-psychotic, anti-depressant, anti-anxiety, and
hypnotic medications.

Psychotropic Medications
• All medications included in the psychotropic
medication definition may affect brain activities
associated with mental processes and behavior.
• Use of psychotropic medications, other than
antipsychotics, should not increase when efforts to
decrease antipsychotic medications are being
implemented, unless the other types of
psychotropic medications are clinically indicated.

Other Drugs That May Affect Brain Activity
• Other medications which may affect brain activity
such as central nervous system agents, mood
stabilizers, anticonvulsants, muscle relaxants,
anticholinergic medications, antihistamines, NMDA
receptor modulators, and over the counter natural
or herbal products must also only be given with a
documented clinical indication consistent with
accepted clinical standards of practice.

Other Drugs That May Affect Brain Activity
• Residents who take these medications must be
monitored for any adverse consequences,
specifically increased confusion or over sedation.

Psychotropic Medications
• Use of Psychotropic Medications in Specific
Circumstances Acute or Emergency Situations:

– When a psychotropic medication is being initiated or used to
treat an emergency situation (i.e., acute onset or exacerbation
of symptoms or immediate threat to health or safety of
resident or others) related to a documented condition or
diagnosis, a clinician in conjunction with the IDT must evaluate
and document the situation to identify and address any
contributing and underlying causes of the acute condition and
verify the need for a psychotropic medication.
– Use of psychotropic medication to treat an emergency
situation must be consistent with the requirements regarding
PRN orders for psychotropic and antipsychotic medications
and any continued use must be consistent with the
requirements for gradual dose reduction (GDR).

Psychotropic Medications
• Enduring Conditions: Psychotropic medications may
be used to treat an enduring (i.e., nonacute; chronic
or prolonged) condition. Before initiating or
increasing a psychotropic medication for enduring
conditions, the resident’s symptoms and therapeutic
goals must be clearly and specifically identified and
documented.

Reading Residents’ Expressions
• Additionally, the facility must ensure that the resident’s
expressions or indications of distress are:
– Not due to a medical condition or problem (e.g., pain, fluid or
electrolyte imbalance, infection, obstipation, medication side
effect or poly-pharmacy) that can be expected to improve or
resolve as the underlying condition is treated or the offending
medication(s) are discontinued
– Not due to environmental stressors alone (e.g., alteration in
the resident’s customary location or daily routine, unfamiliar
care provider, hunger or thirst, excessive noise for that
individual, inadequate or inappropriate staff response), that
can be addressed to improve the symptoms or maintain safety

Reading Residents’ Expressions
– Not due to psychological stressors alone (e.g., loneliness,
taunting, abuse), anxiety or fear stemming from
misunderstanding related to his or her cognitive impairment
(e.g., the mistaken belief that this is not where he/she lives or
inability to find his or her clothes or glasses, unaddressed
sensory deficits) that can be expected to improve or resolve as
the situation is addressed
– Persistent--The medical record must contain clear
documentation that the resident’s distress persists and his or
her quality of life is negatively affected and, unless
contraindicated, that multiple, non-pharmacological
approaches have been attempted and evaluated in any
attempts to discontinue the psychotropic medication

New Admissions
• Many residents are admitted to a SNF/NF already on a
psychotropic medication. The medication may have been
started in the hospital or the community, which can make it
challenging for the IDT to identify the indication for use.
• However, the attending physician in collaboration with the
consultant pharmacist must re-evaluate the use of the
psychotropic medication and consider whether or not the
medication can be reduced or discontinued upon admission
or soon after admission.
• Additionally, the facility is responsible for:

– Preadmission screening for mental illness and intellectual disabilities,
see §483.20(k), F645 and F646
– Obtaining physician’s orders for the resident’s immediate care,
see§483.20(a), F635

Monitoring Psychotropic Medications
• Monitoring of Psychotropic Medications: When monitoring a
resident receiving psychotropic medications, the facility must
evaluate the effectiveness of the medications as well as look for
potential adverse consequences.
• After initiating or increasing the dose of a psychotropic
medication, the behavioral symptoms must be reevaluated
periodically (at least during quarterly care plan review, if not more
often) to determine the potential for reducing or discontinuing
the dose based on therapeutic goals and any adverse effects or
functional impairment.
• If the record shows evidence of adding other psychotropic
medications or switching from one type of psychotropic
medication to another category of psychotropic medication,
surveyors must review the medical record to determine whether
the prescribing practitioner provided a rationale.

Potential Adverse Consequences
• The facility assures that residents are being adequately
monitored for adverse consequences such as:
– General: anticholinergic effects which may include flushing,
blurred vision, dry mouth, altered mental status, difficulty
urinating, falls, excessive sedation, constipation
– Cardiovascular: signs and symptoms of cardiac arrhythmias
such as irregular heart beat or pulse, palpitations,
lightheadedness, shortness of breath, diaphoresis, chest or
arm pain, increased blood pressure, orthostatic hypotension
– Metabolic: increase in total cholesterol and triglycerides,
unstable or poorly controlled blood sugar, weight gain
– Neurologic: agitation, distress, EPS, neuroleptic malignant
syndrome (NMS), parkinsonism, tardive dyskinesia,
cerebrovascular event (e.g., stroke, transient ischemic attack
(TIA)

Potential Adverse Consequences
• If the psychotropic medication is identified as possibly
causing or contributing to adverse consequences as
identified above, the facility and prescriber must
determine whether the medication should be continued
and document the rationale for the decision.
• Additionally, the medical record should show evidence
that the resident, family member or representative is
aware of and involved in the decision.
• In some cases, the benefits of treatment may outweigh
the risks or burdens of treatment, so the medication
may be continued.

Antipsychotic Medications
• As with all medications, the indication for any prescribed
first generation (also referred to as typical or conventional
antipsychotic medication) or second generation (also
referred to as atypical antipsychotic medication)
antipsychotic medication must be thoroughly documented in
the medical record.
• While antipsychotic medication may be prescribed for
expressions or indications of distress, the IDT must first
identify and address any medical, physical, psychological
causes, and/or social/environmental triggers.
• Any prescribed antipsychotic medication must be
administered at the lowest possible dosage for the shortest
period of time and is subject to the GDR requirements for
psychotropic medications.

Antipsychotic Medications
• Antipsychotic medications (both first and second
generation) have serious side effects and can be
especially dangerous for elderly residents.
• When antipsychotic medications are used without an
adequate rationale, or for the sole purpose of limiting
or controlling expressions or indications of distress
without first identifying the cause, there is little chance
that they will be effective, and they commonly cause
complications such as movement disorders, falls with
injury, cerebrovascular adverse events (cerebrovascular
accidents (CVA, commonly referred to as stroke), and
transient ischemic events) and increased risk of death.

Antipsychotic Medications
• The FDA Boxed Warning which accompanies second
generation anti-psychotics states,
“Elderly patients with dementia related psychosis
treated with atypical anti-psychotic drugs are at an
increased risk of death.”

Antipsychotic Medications
• Diagnoses alone do not necessarily warrant the use
of an antipsychotic medication. Antipsychotic
medications may be indicated if:
– Behavioral symptoms present a danger to the resident or
others
– Expressions or indications of distress that are significant
distress to the resident
– If not clinically contraindicated, multiple nonpharmacological approaches have been attempted, but
did not relieve the symptoms which are presenting a
danger or significant distress
– GDR was attempted, but clinical symptoms returned

Antipsychotic Medications
• If antipsychotic medications are prescribed,
documentation must clearly show the indication for
the antipsychotic medication, the multiple attempts
to implement care-planned, nonpharmacological
approaches, and ongoing evaluation of the
effectiveness of these interventions.

Tapering Medications
• Close monitoring while medications are tapered will
enable facility staff to determine whether a
resident is experiencing side effects, changes in
behavior, or withdrawal symptoms that originally
prompted prescribing of the drug.
• However, some residents with specific, enduring,
progressive, or terminal conditions such chronic
depression, Parkinson’s disease psychosis, or
recurrent seizures may need specific types of
psychotropic medications or other medications
which affect brain activity indefinitely.

Evaluation
• NOTE: If the resident’s condition has not responded
to treatment or has declined despite treatment, it is
important to evaluate both the medication and the
dose to determine whether the medication should
be discontinued or the dosing should be altered,
whether or not the facility has implemented GDR as
required, or tapering.

PRN Orders for Psychotropic and
Antipsychotic Medications
• In certain situations, psychotropic medications may
be prescribed on a PRN basis, such as while the
dose is adjusted, to address acute or intermittent
symptoms, or in an emergency.
• However, residents must not have PRN orders for
psychotropic medications unless the medication is
necessary to treat a diagnosed specific condition.
• The attending physician or prescribing practitioner
must document the diagnosed specific condition
and indication for the PRN medication in the
medical record.

PRN Orders for Psychotropic and
Antipsychotic Medications
• The required evaluation of a resident before writing a new
PRN order for an antipsychotic entails the attending
physician or prescribing practitioner directly examining the
resident and assessing the resident’s current condition and
progress to determine if the PRN antipsychotic medication is
still needed. As part of the evaluation, the attending
physician or prescribing practitioner should, at a minimum,
determine and document the following in the resident’s
medical record:
– Is the antipsychotic medication still needed on a PRN basis?
– What is the benefit of the medication to the resident?
– Have the resident’s expressions or indications of distress improved as
a result of the PRN medication?

Evaluation
• NOTE: Report of the resident’s condition from
facility staff to the attending physician or
prescribing practitioner does not constitute an
evaluation.

Inadequate Monitoring
• Inadequate Monitoring –

– Failure to monitor the responses to or effects of a medication
– Failure to respond when monitoring indicates a lack of progress toward the
therapeutic goal (e.g., relief of pain or normalization of thyroid function) or the
emergence of an adverse consequence
– Failure to monitor for changes in psychosocial engagement resulting from adverse
consequences of medications, (e.g., resident no longer participates in activities
because medication causes confusion or lethargy)
– Failure to monitor a medication consistent with the current standard of practice
or manufacturer’s guidelines
– Failure to carry out the monitoring that was ordered or failure to monitor for
potential adverse consequences
– Failure to consider whether the onset or worsening of symptoms, or a change of
condition, may be related to a medication
– Failure to monitor effectiveness of non-pharmacological approaches, unless
clinically contraindicated, before prescribing and administering medications

Psychotropic Medications
• Psychotropic Medications

– Failure to present to the attending physician or prescribing
practitioner the need to attempt GDR in the absence of identified
and documented clinical contraindications
– Use of psychotropic medication(s) without documentation of the
need for the medication(s) to treat a specific diagnosed condition
– PRN psychotropic medication ordered for longer than 14 days,
without a documented rationale for continued use
– Failure to implement person-centered, non-pharmacological
approaches in the attempt to reduce or discontinue a psychotropic
medication
– Administering a new PRN antipsychotic medication for which the
resident had a previous PRN order (for 14 days) but the medical
record does not show that the attending physician or prescribing
practitioner evaluated the resident for the appropriateness of the
new order for the medication

Non-compliance
•

Examples of non-compliance that demonstrate severity at Level 4 include, but are
not limited to:
– Facility failure to take appropriate action (e.g., suspending administration of the
anticoagulant) in response to an elevated INR for a resident who is receiving warfarin,
resulting in either the potential or actual need to transfuse or hospitalize the resident.
– Failure to respond appropriately to an INR level that is above or below the target range for
treatment of atrial fibrillation, prevention of deep vein thrombosis (DVT) or pulmonary
embolus, or other documented indication.
– Failure to recognize developing serotonin syndrome (e.g., confusion, motor restlessness,
tremor) in a resident receiving a SSRI antidepressant, leading to the addition of medications
with additive serotonin effect or medication to suppress the symptoms.
– Failure to recognize and respond to signs and symptoms of neuroleptic malignant syndrome
(NMS).
– In the presence of initial gastrointestinal bleeding, i.e. blood in stool, the failure to recognize
medication therapies (such as NSAIDs or COX-2 inhibitors, bisphosphonates) as potentially
causing or contributing to the gastrointestinal bleed, resulting in the continued
administration of the medication, until the resident required hospitalization for severe
bleeding.

Non-compliance
• Examples of non-compliance that demonstrate severity at Level 4
include, but are not limited to (cont.):

– Failure to recognize that symptoms of increased confusion and that newly
developed inability to do activities of daily living are the result of an increased
dose of a psychotropic medication given without adequate clinical indication.
– Failure to recognize that use of an antipsychotic medication, originally prescribed
for agitation, has caused significant changes in the resident’s quality of life. The
resident no longer participates in activities that they previously enjoyed, has
difficulty concentrating and carrying on conversations, and spends most of the
day isolated in his or her room, sleeping in a recliner or in bed. Use of the
antipsychotic medication without an adequate clinical indication, GDR attempts,
and non-pharmacological approaches resulted in psychosocial harm.
– Failure to re-evaluate the appropriateness of continuing a PRN antipsychotic
medication, originally prescribed for acute delirium, which resulted in significant
side effects from the medication. The resident, who had been ambulatory, stayed
in bed most of the day, developed a stage III pressure ulcer, and new onset of
orthostatic hypotension, putting the resident at risk for falls.

Summary
• As you can clearly see through the changes, there is a
strong emphasis on medication (pharmacotherapy) and
establishing appropriateness through clinical
documentation and assessments.
• CMS continually emphasizes the Interdisciplinary team
approach for medication evaluation and monitoring.
• Your Consultant Pharmacist can be the pivotal member
of the team that can assist in gathering and
disseminating information for proper clinical decisions
regarding person-centered psychotropic therapy.

QIN-QIO
• Project Coordinators for YOUR State:
–
–
–
–
–

Pam Meador, West Virginia – pmeador@qualityinsights.org
Penny Imes, Pennsylvania – pimes@qualityinsights.org
Elsie Josiah, Delaware – ejosiah@qualityinsights.org
Julie Kueker, Louisiana – jkueker@eqhs.org
Andrew Lindsay, New Jersey – alindsay@hqsi.org

Thank you.

This material was prepared by Quality Insights, the Medicare Quality Innovation Network-Quality Improvement Organization for West Virginia, Pennsylvania,
Delaware, New Jersey and Louisiana under contract with the Centers for Medicare & Medicaid Services (CMS), an agency of the U.S. Department of Health and
Human Services. The contents presented do not necessarily reflect CMS policy. Publication number QI-C2-020518
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CME and CPE credits take 6 weeks after close to appear, CNE is immediately available.

http://bit.ly/QI_pharmacist

