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Unnecessary Medications

Notes:

Message:

» Introduce yourself and the other presenters.

» Welcome the participants.

= Provide logistical information such as locatiorregtrooms, vending machines, etc., as
appropriate.

Today, as we discuss Unnecessary Medications, ylbonote that we have used the term
medications rather than drugs throughout this Guida The term “medications” is consistent
with the regulatory provisions and has a more p@sitonnotation. There are, however,
instances where the term drug has been retainediged has become part of standard
nomenclature, such as Adverse Drug Reaction.
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:U Training Objectives

After today's session, you should be able to:
» Describe the intent of the regulation

» Explain the various medication management
considerations required by the regulations

» Utilize the components of the investigative
protocol

» Identify compliance with the regulation
» Appropriately categorize the severity of

noncompliance
cnrs/
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Training Objectives

Message:

Quote of
the Day:

As we know many residents take multiple medicatiodBach medication and combination of
medications has the potential to affect the resisldongevity, quality of life and physical,
mental and psychosocial function.

Therefore, it is important to remember, as we disdunnecessary Medications, the
importance of the role each of us plays with regard

= Understanding the Regulatory requirements and Guila

= Applying the Investigative Protocol,

» Determining Compliance, and

= Assigning Levels of Severity to Noncompliance.

The Guidance to Surveyors contains a lot of infdroma but the information can be broken
down into different segments which essentially gpé care process considerations to the
management of medications.

The secret to getting ahead is getting startec SHoret to getting started is breaking your
complex overwhelming tasks into small managealslestaand then starting on the first one.
Mark Twain
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:U Discussion Question

What elements are
included in the care process?

crs/
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Discussion Question

Message: Talking about getting started, we mentioned thadioaions are an integral part of resident
care and that the management of medications isllzasthe care process... The care process,
problem solving process and the medical model lhsénailar processes.

Discussion  Answer to Discussion Question:
Question = Recognition/Identification of problem
= Assessment and definition of causative factorsdiaghosis
» Management/Treatment or Development and Implementaf approaches
» Monitoring
» Reevaluation, assessment, and modification of &gpes as necessary

Throughout today’s session we will be discussirgrtile that the care process plays in
managing medications.
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Regulatory Language
:U CFR § 483.25(1)(1) Unnecessary Medications

(1) General. Each resident’s drug regimen must
be free from unnecessary drugs. An
unnecessary drug is any drug when used:

(i) In excessive dose (including duplicate drug
therapy); or

(ii) For excessive duration; or

(i) Without adequate monitoring; or

crs/
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Regulatory Language

Message: Like many of the other long term care requiremethis, Unnecessary Medications regulation
focuses attention on the individual resident andomathe facility’s population as a whole.
Although much of the discussion in the Guidancdearsron the older individual, the
requirements of this regulation are applicabléntouse of medication by each resident,

regardless of age.

The regulatory text addressing Unnecessary Meditgiis divided into 2 major components:
General and Antipsychotics.
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Regulatory Language
" CFR § 483.25(1)(1) Unnecessary Medications

(Cont'd)
(iv) Without adequate indications for its use; or

(v) In the presence of adverse consequences which
indicate the dose should be reduced or
discontinued; or

(vi) Any combinations of the reasons above.

crs/
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Regulatory Language Continued

Message: The General requirements dealing with dose, duratimlications for use, monitoring, and
adverse consequences are applicable to all classgsdications, including the antipsychotics,
but there are a couple of additional requiremeat&ing the use of antipsychotics.
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Regulatory Language
:u CFR § 483.25(1)(2) Unnecessary Medications

(2) Antipsychotic Drugs. Based on a
comprehensive assessment of a resident,
the facility must ensure that—

(i) Residents who have not used antipsychotic
drugs are not given these drugs unless
antipsychotic drug therapy is necessary to
treat a specific condition as diagnosed and
documented in the clinical record; and

crs/
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Regulatory Language Continued

Message:

The 2 requirements specific to the use of antipsicimedications used to have separate tag
numbers (F330 and F331), but all the requiremesgarding Unnecessary medications have
now been folded into the F329 tag.

The requirement regarding not initiating an antghstic agent unless the antipsychotic is
necessary to treat a specific condition mirrorscivesiderations used for identifying
indications for use of any other medication. Thene we have not repeated that guidance
specifically for the use of antipsychotic medicaidout have incorporated antipsychotic
medications in the general guidance regarding atains for use.
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Regulatory Language
:U CFR § 483.25(1)(2) Unnecessary Medications

(ii) Residents who use antipsychotic drugs
receive gradual dose reductions, and
behavioral interventions, unless clinically
contraindicated, in an effort to discontinue
these drugs.

crs/
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Regulatory Language Continued

Message: While the principle of using the lowest effectivese for only the necessary duration is
explicitly required in the language addressing @eadose Reduction (GDR) for
antipsychotics, that principle underlies the reguients addressing excessive dose and
duration for all classes of medications.

We will discuss tapering, GDR, and behavioral we@tions over the course of this
presentation.
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Interpretive Guidelines

Message: These interpretive guidelines provide CMS’ auttative interpretation of what the regulatory

language means and will replace the current gueelin Appendix PP for F329, F330, and
F331.

The Investigative Protocol replaces the InvestugaBrotocol for Adverse Drug Reactions
(ADR) currently in Appendix P.
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Unnecessary Medications
:U Components of the Interpretive Guidelines

n Intent

» Definitions

» Overview

» Medication Management

= Medication Tables

= Investigative Protocol

» Determination of Compliance
» Deficiency Categorization

crs/
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Components of the Interpretive Guidelines

Message:

We will not discuss all of these components in gdegth today, but we would like to cover
the intent, some definitions, medication manageraadtthe regulatory considerations, the
investigative protocol, determination of compliameal severity guidance in a little more
detail.

It is important to note that the medications listethe tables are presented to highlight
examples of some common concerns regarding meaticasie. The lists are not all-inclusive
and should not be the sole source of informati@ulsy the survey team to review
medications prescribed for a resident. The listaikl not be interpreted to be a new version
of the Beers’ list of medications. The lists of noadions from previous versions of this
guidance have been incorporated as appropriatéhattables of this revised guidance.
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Interpretive Guidelines

:u Intent

Medication Regimen is managed to:

= Promote/maintain highest practicable well-being

» Limit medications, doses and duration to clinically
indicated

= Consider non-pharmacological interventions
= Minimize adverse consequences

= Recognize condition change/decline, evaluate role of
medications and modify regimen if needed.

crs/
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Message:

The intent of this requirement is that each redidaantire drug/medication regimen be
managed and monitored to achieve the followinggoal

The medication regimen helps promote or maintadréisident’s highest practicable mental,
physical, and psychosocial well-being, as iderdifig the resident and/or representative(s)
in collaboration with the attending physician aadility staff;

Each resident receives only those medicationspg&esiand for the duration clinically
indicated to treat the resident’s assessed con¢slip

Non-pharmacological interventions (such as behabiaterventions) are considered and
used when indicated, instead of, or in additiomiedication;

Clinically significant adverse consequences araémiied; and

The potential contribution of the medication regmte an unanticipated decline or newly
emerging or worsening symptom is recognized antuated, and the regimen is modified
when appropriate.

The facility and attending physicians are respdaditr managing and monitoring the
medication regimen. The surveyor’s role is to Btigate the basis for decisions regarding the
use of medications and identify when there has bhdeneakdown in the care process.

Because we recognize that the facility generalgsduot initiate or discontinue medications,
we have acknowledged that the facility and the jglieys or prescriber have collaborative roles
to maximize the benefit to the resident.
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Interpretive Guidelines
‘:ﬂ Definitions

s Adverse Consequences

= Behavioral Interventions

» Clinically Significant

» Distressed Behavior

» Indications for Use

= Monitoring
Psychopharmacological Medication

crs/
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Definitions

Message: Although the guidelines include numerous definisiove will only discuss these seven terms.
The rest of the definitions are defined in the fiptetive Guidelines. The definitions in the
guidelines are provided to clarify terminology tethto medications and to the evaluation and
treatment of residents.
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Interpretive Guidelines
:U Definitions

Adverse consequence - is an unpleasant
symptom or event that is due to or associated
with a medication, 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).
cnrs/
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Message:

“Adverse Consequences” is the term used in thelaggy text. Adverse drug reaction and
side effect were the terms most frequently usesbime of the previous Guidance. While
Adverse Consequence incorporates the concept aér&e\Drug Reaction (ADR), it is a
broader concept than ADR. An adverse consequengentlade, for example, a fracture that
occurred as a result of a fall that was likely assted with the use of medications, such as
medications that cause clinically significant odtatic hypotension, dizziness, muscular
incoordinationand so forth.

Although a side effect may be a type of ADR, itsloet necessarily rise to the level of an
adverse consequence. In fact, some prescribdrerddr certain medications specifically for
their known side effects, for example, antidepretsswith sedative properties. Unless the
medication has a negative impact upon the resittemside effect would not meet the
definition of an adverse consequence.
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Interpretive Guidelines
:U Definitions

Behavioral Interventions — individualized
non-pharmacological approaches (including
direct care and activities) that are provided as
part of a supportive physical and psychosocial
environment and are directed toward
preventing, relieving, and/or accommodating
a resident’s distressed behavior.

crs/
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Message:

One of the requirements addressing the use ofsyetiotics is that the resident receives
behavioral interventions in an effort to reducaliscontinue the antipsychotic medication.
There may be several levels of behavioral inteiieast The types of interventions need to be
based upon an accurate assessment. The fadalitysstesponsible for the provision and
integration of the interventions into the dailyigity of the resident. If a resident receives
antipsychotics and requires specialized servicethtomentally ill, the facility is obligated to
work with the state to assure that these servieepravided.
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Interpretive Guidelines
:U Definitions

Clinically significant — refers to effects,
results, or consequences that materially affect
or are likely to affect an individual’s mental,
physical, or psychosaocial 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, iliness, or decline
in status.

crs/
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Definitions

Message: “Clinically significant” is a new definition and istended to separate out positive and negative
issues or items of importance from those thatrasigificant or a minor consequence or
nuisance.
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Interpretive Guidelines

:U Definitions

Distressed behavior - is behavior that
reflects individual discomfort or emotional
strain. It may present as crying, apathetic
or withdrawn behavior, or as verbal or
physical actions such as: pacing, cursing,
hitting, kicking, pushing, scratching, tearing
things, or grabbing others.

crs/
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Message:

Distressed behavior captures the concept thaetidant’s behavior is the result of personal,
physical, mental, or psychosocial distress. Tha telistressed behavior” is less pejorative
than previous terms and suggests that there isteomgeausing or contributing to the

behavior.

When medications are used to address distresseatibglthe nature of the behavior needs to
be described, and the effect of the medicatiorherfrequency and characteristics of the target
behavior needs to be evaluated and documentedpdhe extent possible, the underlying

causes eliminated or reduced.
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Interpretive Guidelines
:U Definitions

Indications for use — is the identified,
documented clinical rationale for
administering a medication that is based upon
an assessment of the resident’s condition and
therapeutic goals and is consistent with
manufacturer’s recommendations and/or
clinical practice guidelines, clinical standards
of practice, medication references, clinical
studies or evidence-based review articles that
are published in medical and/or pharmacy

journals. cnrs/
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Message:

A diagnosis alone without substantiating informatiio the record is not necessarily
justification for the use of a medication. For exde, adding a diagnosis of schizophrenia
next to an order for an antipsychotic, or GERD niexn order for a protein pump inhibitor
(PPI1) when there is no supporting documentationghbstantiates the diagnosis, does not
meet the regulatory requirement regarding Indicestiimr Use.

Another example could be a resident who is recgigimedication for which the resident has
a known allergy. In this case, there should baidmntation of an evaluation that indicates
that the benefit of the resident receiving the &aldon exceeds the risk. This would indicate
the appropriate consideration of the medication.

On some occasions, medications may be considemn@@eisng the requirements for
Indications for Use based on clinical standardgrattice. For example, prophylactic use of
low-dose aspirin, pneumonia vaccine, or annuavdlccines, when there are no
contraindications, would meet the requirement.
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Interpretive Guidelines
:U Definitions

Monitoring — is the ongoing collection and
analysis of information (such as observations
and diagnostic test results) and comparison
to baseline data in order to:

= Ascertain the individual’s response to treatment
and care, including progress or lack of progress
toward a therapeutic goal;

Detect any complications or adverse consequences
of the condition or of the treatments; and

= Support decisions about modifying, discontinuing,
or continuing any interventions.

crs/
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Message:

Monitoring involves a two pronged approach to estihg how the resident is responding to
the treatment. One approach involves staff suctuesing assistants, dietary staff, physical
therapist, or activities staff, who have an awasserd# the resident and his or her usual patterns
and level of functioning and who could detect agpbrt any changes either positive or
negative.

The second approach involves a periodic objeceassessment of the resident and his or her
response to the medication.
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:U Definitions

Psychopharmacologic medications —
any medication used for managing
behavior, stabilizing mood, or treating
psychiatric disorders.

crs/
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Message:

Medications within any number of pharmacologicalsskes potentially may be considered
psychopharmacological medication. Generally, tfeeapeutic goal for use of the medication
will determine if it meets the definition of a psypharmacologic medication.

For example, if a resident is receiving an antiedsant medication and there is or has been
no substantiated seizure disorder, it would be@ppate to inquire about the clinical rationale,
therapeutic goals, and monitoring for use of thelicaion, because it could be being used to
manage behavior.

Some other classes of medications that are, orthaveotential to be psychopharmacologic
agents include: the cognitive enhancers, antideprgs, antimanic medications, antipsychotics
and anti-anxiety agents (anxiolytics).
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Interpretive Guidelines
:u Overview

Goals for Medication Use:

= Maintain or improve function and
wellbeing

crs/
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Message:

When one or more medications are being used, tlkcatens are an important aspect of
resident care. They are administered for a vagétgasons, such as:

* Preventing a disease or a symptom;

» Diagnosing a condition or disease;

= Curing an iliness;

= Slowing or arresting a disease process; or
» Reducing or eliminating symptoms.

The goal for the use of any medication is to aahi@ypositive physical, mental, and
psychosocial outcome. As with all resident castemmining the appropriate use of
medication involves:

= An accurate and complete assessment of the re'sidendition and goals for treatment;

» Monitoring for the response to the medication;

» Consideration of clinical standards of practice arahufacturer’'s guidelines regarding dose
and duration;

= Consideration of the type or characteristics ofrtteglication.

In some cases, the use of hon-pharmacologicavignéions may eliminate the need for a
medication or may permit use of the lowest possiblee for a shorter duration.
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Interpretive Guidelines
:u Overview

= Non-pharmacological approaches require
assessing and understanding causes for need
of medication

» Approaches involve reduction/elimination of
impediments, triggers and causes

crs/
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Message:

Examples:

As a surveyor, you would expect some evidencetkiminterdisciplinary team, including the
physician, other prescribers, and potentially thaermacist, has determined, to the extent
possible, the root cause of the condition, symptamaisease which has lead to considering
the use of a medication.

As part of that analysis, contributing factors émglgers are identified and in some situations,
non pharmacological interventions may have beed instead of pharmacological
interventions to address the issues.

For example, if a resident has insomnia, have Uyidgrcontributing factors been considered,
such as a caffeine intake in the late afternoogvening, procedures that interrupt sleep, or the
presence of excessive noise, variations in temp@stsuch as too hot or too cold, and so
forth.

Or if a resident has joint or muscle pain, hadekel of activity, or positioning, or presence of
swelling been considered?

What about the resident who may have episodic Vertyahysical outbursts, was there an
evaluation for the triggers to that behavior?
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Interpretive Guidelines
:u Overview

Examples of Non-Pharmacological Interventions:
» Modification of environment
= Modification/elimination of psychological stressors

= Accommaodation of previous lifelong activities or
roles

= Modification of staff/resident interactions
= Behavioral Interventions

crs/
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Notes:

Message:

Non Pharmacologic Interventions continued

These are a few of the categories of hon-pharmgimalbapproaches that could be considered.
Environmental considerations may include elimirgtinercrowding; adjusting temperatures
or lighting; or not using intercoms at night; oppiding accessible equipment for toileting.

Perhaps it may be necessary to adjust the timirnguaf routines or to support the resident who
has historically arisen early or gone to bed latemodify the way staff approach the resident
such as, addressing the resident by name befdigimg any contact, approaching from the
front so the resident may recognize his/her prasenc
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Interpretive Guidelines
:u Medication Management

= Resident Choice & Advance Directives
» Indications for Use

= Monitoring

n Dose

» Duration

Tapering/ Gradual Dose Reduction
Adverse Consequences

crs/
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Medication Management

Message:

The Medication Management discussion is the hddhteodocument and provides guidance
for understanding the various regulatory consiagenatregarding unnecessary medications.

There are numerous places in the clinical recorérevinformation about aspects of the care
process related to medications may be found. Wé& dequire information to be in any
particular location within the record. If theredifficulty locating information during a survey,
the surveyor should ask the facility for assistandecating the information.

The attending physician has a key leadership mtieveloping, monitoring and modifying the
medication regimen and non-pharmacological intedigas. The physician works with the
resident and/or the resident’s representativey @iradessionals and direct care staff who
advocate on behalf of the resident and who ideraggess, monitor, and communicate the
resident’s needs, goals, and changes in condition.



Slide 23

F329 Unnecessary Medications

Medication Management
:u Resident Choice

= Right to make informed choices about care

s Physician and staff facilitate resident’s
decisions

» Safety of residents is considered

crs/
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Resident Choice

Message:

A resident, or the resident’s representative oralfetf the resident, has the right to be
informed about the resident’s condition; treatmagtions; risks/benefits and expected
outcomes of treatment, and for the purpose ofdisisussion, to subsequently make informed
choices about the use of medications includingitite to refuse care and treatment.

The resident has the right to refuse treatmenifdmelor she does, the facility staff and
physician should counsel the resident on the risksded to the refusal, and may offer
appropriate alternatives such as offering the nagidic at another time or in another dosage
form, as appropriate, or offer an alternative matiloey or non-pharmacological approaches, if
available.
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Medication Management

:u Advance Directives

» Care provided consistent with the resident’s
condition and care instructions

= Do Not Resuscitate (DNR) refers only to
CPR

crs/
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Message:

A resident may have written or verbal directionatetl to treatment choices (or a decision has
been made by the resident’s surrogate or représa)tan accordance with state law. An
advance directive is a means for the resident tianwanicate his or her wishes, which may

include withdrawing or withholding medications.

Whether or not the resident has an advance digdtie facility is responsible for providing
treatment, support, and other care consistenttivghiesident’s condition and resident care
instructions.

A Do Not Resuscitate (DNR) order does not indi¢chs the resident is declining other

appropriate treatment and services.
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Medication Management
:u Indications for Use of Medication

Indications require evaluation of information such as:
- Comorbid conditions, signs, and symptoms

- Goals and preferences

- Allergies, potential interactions

. Past and current medications and interventions

- Recognition of need for end-of-life or palliative care

. Refusal of care and treatment

- Assessment instruments and diagnostic tools

crs/
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Indications for Use of Medication

Message: Indications for:

= |nitiating;

= Continuing;

» Withdrawing a medication; or

= Withholding or modifying dosages;

are determined by assessing the resident’s undgrégndition, symptoms, and preferences.

An evaluation may include a variety of diagnosticl$ and tests which establish a baseline
and help determine diagnoses and prognoses. Taet@f the evaluation may vary with the
situation, such as whether the medications areglreiordered or are the result of a condition
change or decline.
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Medication Management
Indications for Use of Medication

Analysis is used to:
= Rule out other causes of symptoms

» Identify whether signs/symptoms are
significant/persistent to warrant medication

» Determine if the medication addresses
symptom/condition

» Identify whether the benefits outweigh risks

crs/
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Indications for Use of Medication

Message:

Analyzing the data collected is an integral aspéetssessment. Analysis helps determine, to
the extent possible, causes of symptoms that mayagmot be disease related or that are
caused by a disease not originally suspectedelgstclarify the clinical rationale or necessity
for a medication (and potentially for non-pharmagital interventions). It also helps
determine which medication and what dose offersrtbst benefit with the least risk.

The regulation does not prohibit “off-label usetbe use of medications for indications other
than those indications originally approved by tiAF For example, some anticonvulsants
and some antidepressants have been prescribezhtehronic pain. The facility should be
able to refer to or provide clinical practice gudides or published, peer-reviewed clinical
studies supporting the off-label use.

Table 1 provides additional discussion regardimticistions for use and documentation
recommendations for a number of medications. Ewayrevised guidance addresses
indications for use of antipsychotics both for apad and off-label uses.
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Medication Management
Indications for Use of Medication

Indications for Use of PRN

» Circumstances for use are evaluated and
defined

s Frequency of administration defined

crs/
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Indications for Use of Medication

Message: The decision to use an as needed or PRN mediaaties upon the same type of evaluation of
the resident’s condition, signs and symptoms, g@aid other considerations as required for
other medications.

There is the additional consideration, howevedeidining what specific circumstances
warrant the episodic use of a medication and heguently the medication may be used. As
with other medications, the effectiveness of thé&lRPRedications needs to be evaluated and
monitored.

In some cases such as control of pain, the evatuafithe effectiveness will help determine
whether the medication should be administered mu@ne rather than PRN basis. If a
medication is being ordered on a PRN basis to matitlleviate distressed behavior, the
indications for use should be clearly defined ifeotive terms such as defining what specific
symptom is being addressed.
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Medication Management
:u Indications for Use of Medication

What do these 5 circumstances have in common?

A clinically significant change in condition/status
A new or recurrent clinically significant symptom
A worsening of an existing problem or condition
An unexplained decline in function or cognition
Psychiatric disorders or distressed behavior

crs/
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Indications for Use of Medication

Discussion
Question:

Answer:

Message:

What do these 5 circumstances have in common?

There are a couple of common elements we’d liked¢as on. First, each of these
circumstances may be directly related to the usmefor more medications. The
interdisciplinary team, including the prescribdrogld evaluate the role of the medication
regimen as a contributing factor before anothericagiodn is added to address a condition,
problem or symptom.

A second common element underlying at least tis¢fibur of these conditions is that each of
the conditions has involved sordegree of change from a baseline condition. It is impatt
therefore, that the resident’s condition be moeidan order to identify these changes and
allow a reevaluation of the resident’s conditiomsaon as possible. Some of the long-term
psychiatric diagnoses may not have involved a abalogt other psychiatric conditions may
represent a change, such as delirium or exacenbaftian enduring psychiatric disorder.

There may be other circumstances when the resgleatidition and proposed medications are
evaluated including admission or readmission, a megication order or renewal of orders,
medications ordered by multiple prescribers, oir@gularity identified by the pharmacist
during the medication regimen review (MRR).
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Medication Management
Monitoring for Efficacy & Adverse Consequences

Effective Monitoring:
s Understand indications and goals for use

» Identify baseline information/resident
condition

» Understand characteristics of medication
= Ongoing vigilance
s Periodic re-evaluation

crs/
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Monitoring for Efficacy & Adverse Consequences

Message:

Effective monitoring relies upon understandingitidications and goals for using the
medication, identifying relevant baseline informoati understanding the resident’s condition
and identifying the criteria for evaluating the bét{s) of the medication.

Monitoring the resident’s response to medicatiomeigded to evaluate the ongoing benefits
and risks and to provide a basis for deciding wéreti continue or modify the use of a
medication.

Monitoring involves:

= Evaluating resident’s progress towards achieviegapeutic goals;

= Recognizing when adverse consequences may be egerghave already occurred;
» Evaluating whether the medication is implicate@madverse consequence; and

* Modifying the medication regimen, if indicated.

A study reported in 2005 by Gurwitz et all, repdrteat 42% of 815 adverse drug events In
nursing homes were judged preventable, and thatmmynmomissions included inadequate
monitoring and either lack of response or a delagsgonse to signs, symptoms, or
laboratory evidence of medication toxicity.

Monitoring requires being vigilant and recognizicitanges in condition both improvement
and decline, and reporting and responding to tiirfgs. Facilities can use both
quantitative and qualitative monitoring parameterfacilitate a consistent and objective
way to collect information. Monitoring may invohas objective evaluation such as
assessing vital signs or using more formal assegsimgs.

The guidance within the document provides a taidée itlentifies examples of some tools
that may be used for an initial assessment anddaitoring, including behavioral
monitoring.
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Medication Management
Monitoring for Efficacy & Adverse Consequences

Steps in Monitoring

s Identify information and how it will be
obtained and reported

» Determine frequency

» Define method to communicate, analyze and
act

s Re-evaluate and updating approaches

cnrs/
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Monitoring for Efficacy & Adverse Consequences

Message:

Processes the facility may utilize when develoghrecriteria for monitoring medications
include:

» |dentifying what information is to be collected, avivill be responsible for collecting the
information, and how and where it will be recorded;

= Determining the frequency for the periodic planegdluation of progress toward the
therapeutic goals or screening for emergence agradwconsequence, which depends
largely on factors we've discussed previously saglhe resident’s condition and the
pharmacologic properties of the medication inclgdipecial considerations for
psychopharmacological medications;

» Defining who will communicate with the prescribefat information should be conveyed,
and when to ask the prescriber to reevaluate thkcatgon regimen and consider modifying
the regimen; and

» Re-evaluating and updating monitoring approacheswhdicated, such as when the
resident experiences changes, the medication regimeare and services has changed or
there are changes in the product specificatiof@dk warnings.
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Medication Management

Monitoring for Efficacy & Adverse Consequences

Sources may help to define monitoring criteria:

. Manufacturers’ package inserts, black-box
warnings

. Facility policies and procedures

. Pharmacists

. Clinical guidelines or standards of practice
. Medication references

. Published clinical studies or articles

crs/

2006 31

Monitoring for Efficacy & Adverse Consequences

Message:

There are many resources available for establighimgriteria for monitoring. Monitoring
parameters need to be based on the resident’sticondhe pharmacologic properties and
associated risks of the medication being usednttigidualized therapeutic goals, and the
potential for clinically significant adverse conseqces.

Some medications may be monitored using serum r@gaiicconcentrations. The
characteristics of some medications such as wartarvancomycin, which have limited
ranges of safety, rely substantially on the serwrdioation concentrations reported. It is
important to note that the levels of some otheesypf medications need to be reviewed in
relation to the clinical presentation of the reaigsuch as the presence of seizure activity in a
resident taking anticonvulsants.

Not all medications need to be, nor should theylisied on the resident’s care plan. Those
that are relevant to include are those, for exanpé have black box warnings, or which
have the risk for clinically significant adversensequences, such as warfarin, digoxin,
antidepressants, amiodarone or antipsychotics.

If the facility has a written protocol or proced@adressing the monitoring specific to one of
more of the medications the resident is receiviimg,care plan may refer the care givers to that
protocol, if the protocol is readily available wittthat unit, and in those cases, it is important
to evaluate if those protocols are being implentifde the resident being reviewed.
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Medication Management
:u Monitoring for Efficacy & Adverse Consequences

» Review Psychopharmacological and
Sedative/Hypnotic medications quarterly

s Documentation must include:

» Resident’s target symptoms and effect of
medication

» Changes in resident’s function
» Medication-related side effects or adverse

conseqguences
cnrs/
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Monitoring for Efficacy & Adverse Consequences

Message:

The interdisciplinary team should be reviewing neation use of the resident at least
quarterly, including whether there is a need tdiooie the use of psychopharmacologic and
sedative/hypnotic medications, and whether the dos@nues to be appropriate.

Part of that review would include the effect of thedication on the severity, frequency, and
other characteristics of the target symptoms; wdretiere have been any changes in the
resident’s function during the previous quarted amether the resident has experienced any
medication-related adverse consequences duringéveous quarter.

For example, the team would look at whether thiglees's function has declined as a result of
falls that may be associated with the prescribedicagions or whether sleep hygiene
techniques have been successfully implementedrendesident may be able to tolerate less
frequent use or elimination of sedative hypnotigslditionally, the review should evaluate
whether the use of the medications is consistethi thve current standards of practice, relevant
clinical practice guidelines and/or manufacturepscifications.
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Medication Management

:u Dose

» Dose influenced by:
= Clinical response
= Possible adverse consequences
= Other resident- and medication-related variables
= Route of administration

crs/
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Message:

A prescriber’s order for the dose of a medicattobased on a variety of factors including the
resident’s diagnoses, signs and symptoms, curcgition, age, lab and other test results,
input from the interdisciplinary team about thedeat, coexisting medication regimen and the
type of medications, and therapeutic goals.

It is important to remember when reviewing the dgsescribed that many medications have
not been tested on individuals with the advancedaagonditions of the nursing home
populations and that adverse consequences can®gsuif the dose received is within the
manufacturer’s specifications and relevant clinfralctice guidelines.

Routes of administration affect the amount or difsee medication received and require
compliance with the manufacturer’s guidelines fee.uFor example, the dose the resident
receives from a fentanyl patch will be affectedhny integrity of the patch and whether there
is any additional heat or cold in the area of thilp. Doses may also be affected byrtie of
an IV drip or crushing or chewing a sustained r&tearal capsule or tablet.
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Medication Management

:u Dose

. Duplicate therapy generally not indicated

. Examples of potentially problematic duplicate
therapy:

« Use of more than one product containing same
medication

+ Concomitant use of multiple benzodiazepines

+ Use of medications from different therapeutic
categories that have similar effects/properties

crs/
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Message:

Unless current clinical standards of practice amclidhented clinical rationale confirm the
benefit of using multiple medications from the sggharmaceutical class or with similar
therapeutic effects, duplicate therapy is generailyindicated.

The documentation clarifies the rationale for arddiits of duplicate therapy and the
approach to monitoring for benefits and adverseeguences.

Duplicate therapy may lead to a variety of outcarsesh as excessive doses and adverse
consequences resulting from the additive effeaiivihe compounds.
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Medication Management

:u Duration

Common considerations for appropriate
duration:

. Enduring condition

. Time-limited condition

. Facility stop order or prescriber’s order

crs/
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Message:

Many conditions, such as hypertension or schizopareequire treatment for extended
periods, while others, such as infections or Getijpsmay resolve and no longer require
medication therapy.

Periodic re-evaluation of the medication regimenasessary to determine whether prolonged
or indefinite use of a medication is indicated &ndonsistent with manufacturer’s
specifications or current standards of practicem&medications have a manufacturer’s
cautionary note that the medication should notdsglibbeyond a certain amount of time.

If medication initiated for a time-limited conditias continued after the initial indication for
its use has resolved or medication is used beywndrhe frame specified by the
manufacturer, surveyors should expect to see dattati@n of the clinical rationale for the
continued use of the medication.

Medication is discontinued in accordance with facstop order or prescriber’s order, unless
justification for extended use is documented.
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Medication Management
:u Tapering and GDR

Goals of tapering or Gradual Dose Reduction
(GDR):
. Use lowest effective dose

. Discontinue medication that no longer
benefits the resident

. Minimize exposure to increased risk of
adverse consequences

crs/
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Tapering and GDR

Message:

The guidance defines Gradual Dose Reduction asstdmwvise tapering of a dose to determine
if symptoms, conditions, or risks can be managed lmwer dose or if the dose or medication
can be discontinued.”

Tapering may be indicated when the resident’'saintondition has improved or stabilized or
the underlying causes of symptoms have resolvedrentype of medication requires gradual
reduction of the dose in order to avoid adversesequences that may occur, if the medication
IS stopped abruptly.

When a side effect is becoming troublesome or attestication-related adverse consequences
may be emerging, the medication and dose shoubd&leated to determine whether the dose
can be reduced and still be effective or whethemtiedication should be discontinued.

The timing and duration of attempts to taper andigaion depend on evaluation of multiple
factors, such as the resident’s condition, chariatites of the medication, the medication
regimen as a whole, etc.
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Medication Management

" Tapering and GDR (Cont'd)

When would the interdisciplinary team
evaluate the resident’s response to
maedications and consider reduction or
discontinuation of medications?

crs/
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Tapering and GDR

Question:

Answer:

In addition to the required comprehensive assessm&hen would you expect
evaluation of the resident’s response to the médi@) and consideration of whether
reduction or discontinuation of medications is aaded?

» During monthly medication regimen review
= During review of total care plan and renewing afers
= During quarterly MDS review

We've already discussed monitoring of psychophaoieggcal and sedative-hypnotic
medications and the expectation for a quarterliermewf necessity and dose.
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Medication Management
:u Tapering and GDR (Cont'd)

= Antipsychotics & Psychopharmacological

« Attempt GDR during two separate quarters initially; then
attempt GDR annually

+ Contraindications to GDR:
= Symptoms return or worsen
= Sedatives/Hypnotics
« If used routinely, attempt GDR quarterly
» Contraindications to GDR:
= Physician documents rationale re: impaired function or

exacerbation of disorder
CM.SZ
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Tapering and GDR

Message:

The discussion in the Guidance regarding Graduak®eduction (GDR) and the time frames
has been significantly simplified. The Guidancaasv more consistent between classes of
medication such as anxiolytics and antipsychotickspeaks of quarterly time frames for
review and attempts at GDR.

The expectation is that if tapering or GDR sucaghsfowered a dose once and the resident’s
condition remained stable, there should be contiraieempts to lower the dose until the
lowest effective dose has been achieved.

During the first year the resident is receivingaatipsychotic or other psychopharmacologic

medication within the facility, there should bdesst one attempt at GDR or tapering of the

medication. That attempt should be, followed [&nd attempt in a subsequent quarter that

same yeatr, unless the first attempt within thdifgademonstrated that GDR or tapering was

clinically contraindicated. The attempts shoutdal least a month apart. After the 1st year,
GDR or tapering should be attempted once a year.

GDR or tapering for the psychopharmacologic meaioatincluding antipsychotics may be
considered clinically contraindicated if, duringettlose reduction, the resident’s target
symptoms returned or worsened, and the physicianrdented the clinical rationale for why
any additional attempts at GDR would be likelyrtgoair the resident’s function or increase
distressed behavior or cause psychiatric instgljtexacerbating an underlying medical or
psychiatric disorder.

For as long as a resident is receiving a sedayipadtic (or another class of medication
intended to function as a sedative/hypnotic) ralyinthere should be an attempt to taper the
medication during each quarter. Before taperiegdbse of a sedative hypnotic can be
considered clinically contraindicated for the renakr of that year, tapering must have been



attempted during the previous 3 quarters and tigsiglan have documented the clinical
rationale for why any additional attempts at tivaetwould be likely to impair the resident’s
function or cause psychiatric instability by exdizing an underlying medical or psychiatric
disorder.
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Medication Management
:u Adverse Consequences

Increased Adverse Consequence Risk:
. Number of medications
. Certain pharmacological classes

crs/
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Adverse Consequences

Message: Any medication or combination of medications canseaadverse consequences. The higher
the number of medications taken, the greater #keafi adverse consequences. Many classes
of medications increase the risk, such as antigiigs) anticoagulants, and NSAIDS.

When reviewing medications used by the residerdyw@&dge about the recognized safety
profile, tolerability, dosing, and potential inteti@ns is important. Adverse consequences
range from those that occur quickly to those thlatetbp insidiously. The adverse
consequence may become evident at any time aéenédlication is initiated.

According to the literature, many, but not all, athe consequences are preventable.
Examples of ways to reduce the incidence of advaeeequences include:

= Following relevant clinical guidelines and manutaet’s specifications for use, dose,
administration, duration;
» Defining appropriate indications for use;
» Monitoring for response to the medication; and
= Determining that the resident
0 Has no known allergies, sensitivities, or condisitimat would preclude use of
the medication and
0 Is not taking other medications, nutritional suppdaits or foods that would be
incompatible with the prescribed medication.
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Medication Management
:u Adverse Consequences (Cont'd)

Delirium
= Common medication-related adverse
consequence
» Individuals who have dementia may be at
greater risk for delirium
» Delirium is associated with higher
morbidity and mortality
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Adverse Consequences

Message:

Delirium is one of the more frequent medicatioratetl adverse consequences and
significantly increases the risk for morbidity amdrtality.

Some of the classic signs of delirium may be ditfito recognize and may be mistaken for
the natural progression of dementia, particularlihe late stages of dementia. For example,
these signs may include fluctuating level of comssness, increasing disorientation, and
difficulty paying attention.

Careful observation of the resident, review ofpb&ntial causes of the mental changes and
distressed behavior, and appropriate and timelyagement of delirium are essential.
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Interpretive Guidelines
:u Table I: Medication Issues of Particular Relevance

Examples of categories of medications that:

. Have potential to cause clinically significant
adverse consequences

. Have limited indications for use
. Require precautions in selection or use
. Require specific monitoring

crs/
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Message: Surveyors should note that the table is basediomapy and tertiary pharmaceutical references
but is not all-inclusive. Since information conies to evolve and new medications are
regularly becoming available, current sources dlications, precautions, doses, monitoring,
and adverse consequences should be referenced.

Medications other than those listed in the tablg prasent significant issues related to
indications, dosage, duration, monitoring, or ptigifior clinically significant adverse
consequences.

Surveyors should also note that “the listed dosepgychopharmacological medications are
applicable to older individuals. The facility is@muraged to initiate therapy with lower doses
and, when necessary, only graduatigrease doses. The facility may exceed these dfoses
provides evidence to show why higher doses weressacy to maintain or improve the
resident’s function and quality of life.”
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Interpretive Guidelines
:u Table I: Medication Issues of Particular Relevance

Examples of Medications/groups of
Medications provided in Table I

= Warfarin

= Antipsychotics

= Hypnotics

crs/
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Table I: Medication Issues of Particular Relevance

Message:

In a joint report issued by the American SocietyG@&inical Pharmacists and American
Medical Directors Association, warfarin was ideietif as frequently interacting with other
medications ultimately increasing the potentiallf@eding. The parameters for monitoring
warfarin will frequently depend upon whether thetpne/INR blood levels are stable, whether
the prescribed dose has been consistent and whetivemedications that may interact with
the warfarin have been added to the regimen.

The guidance regarding antipsychotics has beemmesd and simplified significantly. It now
speaks to both enduring psychiatric conditionsamnde psychiatric conditions and separates
out the expectation regarding each situation. &afar the daily dosage thresholds for
antipsychotics used to manage behavioral symptetated to dementing illnesses have been
retained and where possible have been updatedguitiance also lists some of the more
common adverse consequences associated with tlod asgpsychotics.

The category of sedative hypnotics now includesxpectation that contributing causes be
evaluated and addressed and that medications agadiice or improve the quality of sleep be
evaluated, monitored, and subjected to taperingn é&the medication is not identified as
being within the class of sedative hypnotics.
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Interpretive Guidelines
Table II: Medications with Significant
Anticholinergic Properties

= Anticholinergic side effects are common

= Medications in many categories have
anticholinergic properties

= Use of multiple medications with
anticholinergic properties may be particularly
problematic

crs/
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Table Il: Medications with Significant Anticholiner gic Properties

Message: Table Il lists medications commonly associated wignificant anticholinergic properties and
potential adverse consequences, but the list ialhiclusive.

Any of the signs and symptoms identified in thdd@abay be caused by any of the medications
listed, as well as by other medications that atdisted but have anticholinergic properties.
The Table is provided to assist surveyors to qyiogtognize a potential anticholinergic effect
and potentially an associated medication.
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4

Investigative Protocol
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Investigative Protocol

Message: The investigation for whether the facility is inngpliance with the requirements for
Unnecessary Medications has been merged with #estigation for whether the facility is in
compliance with the requirements for Medication iRen Review, because the requirements
are closely related.
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|| Investigative Protocol

Components
. Objectives
. Use

« Procedures
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Investigative Protocol

Message: The investigative protocol defines the objectivasthe investigation and when the protocol
will be used and describes procedures for survetpdiciow.



Slide 46

F329 Unnecessary Medications

Investigative Protocol
:u Objectives

To determine whether the resident receives:

= Only medications clinically indicated in the dose
and duration to meet the resident’s needs

= Non-pharmacological interventions when clinically
indicated

= GDR attempts for antipsychotics unless clinically
contraindicated and tapering for other medications

crs/
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Objectives

Message: The investigation will help determine whether theility conforms to the regulation regarding
indications for use, dose, duration, monitoringyeade consequences of medications, as well
as providing behavioral interventions and gradwaskedreduction for antipsychotics, unless
clinically contraindicated.



Slide 47

F329 Unnecessary Medications

Investigative Protocol
:U Objectives (Cont'd)

To determine if the facility and the prescriber:

= Monitor medication for effectiveness and
emergence of adverse consequences

= Recognize, evaluate, followup on medication
related adverse consequences

crs/
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Objectives

Message: In addition, the investigation will evaluate sonidte following components:
» Whether the resident is being monitored for his@rresponse to the medication, namely
progress toward the therapeutic goal;
= Emergence of medication related adverse conseqsiesog
» Whether the medication regimen has been adjusted wimically indicated.
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Investigative Protocol
:U Objectives (Cont'd)

» To determine if the pharmacist:

= Performed MRR monthly and identified existing
irregularities

= Reported any identified irregularities to attending
physician and DON

» To determine whether facility and/or
practitioner acted upon report of irregularity

crs/
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Message:

The guidance for the medication regimen reviewtledat F428 discusses in detail the
expected pharmacist review including identifyingl @aporting irregularities.

Some aspects of the medication regimen reviewatteapertinent to this protocol include
determining whether the pharmacist reviewed theicagidn regimen for irregularities,
including any related to the requirements for F826@ any event related to receiving,
interpreting, and implementing the prescribers’essdhat could interfere with achieving the
intended outcomes for a resident.

The guidance at F428 also describes circumstargeging immediate notification of the
physician and director of nursing in contrast tosththat can be reported more routinely
according to the facility established protocol.

The investigation also focuses upon whether the R@#or physician acted upon the report
of any existing irregularities.
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Investigative Protocol

:u Use

» Each sampled resident
» Standard survey
» Initial survey

» As necessary for:
= Revisits
= Abbreviated survey

crs/
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Message:

Note that the protocol is to be used for each eggith the sample during every initial and
standard survey, as well as during revisits andesldited surveys, as necessary.

Remember:

Surveyors are not expected to prove that an adeerssequence was caused by medication or
combination of medications but rather that thers wéailure in the care process related to the
administration of medications.
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Investigative Protocol
:u Procedures

Investigation involves:
= Observation and record review
= Interviews

crs/
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Procedures

Message: The investigation includes various approaches &bheying data including observation and
record review; interviews; and review of the Metiima Regimen Review.

Gather information regarding the resident’s memhysical, functional, and psychosocial
status and the medication related goals identifi¢tle care plan. Use this information as the
basis for further review. Review the physicianforéers orders, and if necessary, obtain a
copy of the orders.
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Investigative Protocol
:u Procedures

Observation and Record Review

The table in the Protocol describes:
= Medication related signs and symptoms

= Expectations for review of all medications

crs/
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Procedures

Message:

The Observation and Record Review components dghtlesstigation involve two different
approaches for reviewing for unnecessary medicsitidiine important thing is that both
approaches be used and the order of the taskssigportant.

The left column of the protocol table lists comnsigns and symptoms associated with the use
of medications. This list, however, does not engass all potential medication related signs
and symptoms. If the surveyor learns that theleggihas experienced any of the signs or
symptoms that may be medication related, whetktdiin the table or not, he or she:

= Should review the medications the resident is véogior has recently received,;

= Should follow up and question whether the medicatimy have contributed to the
development of the signs and symptoms

= Should review whether the facility has evaluatedifie potential association

Surveyors are expected to review and determinehgheiach prescribed medication meets the
regulatory requirements for indications for useselanonitoring, and so forth.

Observations should be corroborated with additiarfarmation, such as record reviews and
interviews.

Note deviations from the care plan and potentiategk consequences.
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Investigative Protocol
:u Procedures

Interview resident and responsible party to determine:

= Participation in care planning and decision making

= Consideration of non-pharmacological
interventions

= Results/effectiveness of the medication therapy
and non-pharmacological approaches

crs/
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Procedures

Message:

The resident interview is intended to elicit inf@atmon not only about the resident’s
participation in the care planning process andsi@timaking, but

» What approaches were considered to address theutarsymptom/sign or condition;

» Whether the interventions described in the care ata consistent with the decisions made
during care planning;

» Whether the approaches are being implemented

» Whether the resident can detect if the intervestiane having a positive or negative effect,
since he or she has been receiving the interventaxgtication

The interview may provide information that is eitin@t in the record or conflicts with the
record. In which case, attempt to follow up onitifermation.
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Investigative Protocol

:u Procedures

Interview knowledgeable staff to determine:

Impact of medication upon resident
Clinical rationale for medication

Awareness that signs and symptoms may be adverse
consequences related to the medication regimen

Communication with attending physician to discuss

symptoms
CM.SZ
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Procedures

Message:

Interview knowledgeable staff, if during the reviawy of the following circumstances are

identified:

= Concerns regarding resident function or well-beimgdication dose or duration;
» Failure to implement the care plan interventionsluding monitoring;
» The resident experienced a condition change ottifumad decline that may be related to the

medication regimen.

During the interview, also determine what process place to assure care plan interventions
for medication use are being implemented; whethdrehen the physician, and potentially
the pharmacist, were notified of the onset of ngmoms, decline, or change of condition
and whether staff requested an evaluation to daterihthe symptoms may be related to the

medication regimen.
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Investigative Protocol
:u Procedures

Interview knowledgeable staff to determine:

= Physician response to notification of suspected
adverse medication consequences

= MRR identification of related signs and symptoms of
suspected adverse medication consequences

» Staff notification of pharmacist

crs/
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Procedures

Message: During the interview, also inquire about:
» Whether the physician responded and the natuigeafisponse to the notification of
irregularities;
= Whether the pharmacist had identified and repaatgdof the changes as being a suspected
adverse consequence related to the medication eegion
= Whether the staff had consulted with the pharmasishdicated regarding suspected
adverse consequences since the last pharmacitst visi
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Investigative Protocol
:u Procedures

Interview physician to determine:
» Staff notification regarding medication-related issues

= Assessment of the significance of medication-related
issues and concerns

» Clinical rationale for management of resident’s
medications

crs/
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Procedures

Message:

If you need to contact the physician, the fac#itsff should have an opportunity to provide to
the physician the necessary information abouték&lent and the concerns to allow the
physician to familiarize himself/herself with thigoumstances prior to responding to your
questions. If indicated, request the facility toypde you with copies of the same material
provided to the physician, so that everyone isrrigig to the same information.

To the extent possible, attempt to address allemscregarding that physician’s residents
during the same interview. If for example, thedest experienced a condition change and
there was no input or a delay in response fronphysician, inquire about staff notification
and his or her assessment of the role of the migatisaand the significance of the medication
related issues. Or, if the other hand, the issaésdvith a medication exceeding the dose or
duration recommended by current standards of jggdibcus on his or her clinical rationale
regarding managing the resident’s medications.
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Investigative Protocol
:u Procedures

Medication Regimen Review — Determine;

= Whether the pharmacist reported any irregularities
with the medication regimen

= Whether the attending physician or DON acted on
identified irregularities

= Whether the pharmacist identified a suspected
adverse consequence to which the attending
physician did not respond, but the staff followed up

crs/
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Procedures

Message:

If you identify a potential irregularity with theedication orders, indications for use, dose,
duration, medication interaction, the presencer @mergence of an adverse consequence that
may be medication related, or a failure of thedesi to progress toward the therapeutic goal,
etc, review the MRR to determine if the pharmadidtidentify the irregularity and reported it.

Determine if the physician and/or director of nogsacted upon the report. Also note
whether the pharmacist would have had the oppdyttmidentify the irregularity, and if so
and he/she did not identify and report the irregylainterview the pharmacist to determine:

» How and when he/she conducts the MRR;

= How the facility communicates with the pharmacegjarding medication-related issues in
specific residents; and

= How he/she approaches the MRR for short-stay retde
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Determination of Compliance
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Determination of Compliance

Message: Compliance with the requirements for MRR must beeined based upon the findings from
the investigative protocol and the regulation anidlagnce provided at 42 CFR 483.60 (c)
Pharmacy Services: Drug Regimen review (F428).

Compliance and severity of any non-compliance rbasietermined separately for each
resident in the sample.
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:U Determination of Compliance

Synopsis of Regulation

1. An adequate indication for use

2. Use of the appropriate dose

3. Provision of behavioral interventions and gradual
dose reduction, unless clinically contraindicated, for
those on antipsychotic medications

4. Use for the appropriate duration

5. Monitoring to determine progress towards goals and
emergence of adverse consequences

6. Reduction of dose or discontinuation of medication
in presence of adverse consequences

crs/
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Determination of Compliance

Message: The unnecessary medication requirement has six@sipeorder to assure that medication
therapy is appropriate for the individual residefihe facility must assure that medication
therapy considers and meets each of these 6 agfi¢atsrequirement.
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Determination of Compliance
Criteria for Compliance

The facility is in compliance if they, along
with the prescriber:
. Assessed the resident

. Determined that medication therapy was indicated
and identified the therapeutic goals

. Utilized appropriate doses and duration

. Implemented GDR and behavioral interventions,
unless clinically contraindicated, for residents
receiving antipsychotic medications

crs/
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Criteria for Compliance

Message: The facility works in collaboration with the phy&io and/or other prescribers to assure:
* The resident has been assessed:
0 To identify causes of the condition or symptoms|uding determining whether the
symptoms represent an adverse medication-relatesbgoence; and
o To confirm that medication therapy is indicated #mat therapeutic goals have
been identified
= Each medication and the dose and duration arealipiindicated to treat the resident’s
assessed conditions; and
= GDR and behavioral interventions have been impléetkmunless clinically contraindicated,
for each resident receiving an antipsychotic meitina
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Determination of Compliance
Criteria for Compliance

(Contd)
. Monitored for progress towards the

therapeutic goal(s) and emergence of
adverse consequences

. Adjusted/discontinued dose in response to
adverse consequences

crs/
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Criteria for Compliance

Note: Continued

Message: » The lowest effective dose possible is being usatismontinued as clinically indicated;
» The resident is being monitored for progress tovilaedtherapeutic goal established for use
of the medication and for the emergence of adveksgication-related consequences; and
= |n response to the emergence or existence of arsaleonsequence, the use of the
medication is reviewed to assure the benefit oghsethe risks involved and the medication
is potentially discontinued or the dose reducediagally indicated.

If not, cite F329
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Determination of Compliance
:u Noncompliance for F329

Aspects of the unnecessary medication requirement
leading to noncompliance:

» Inadequate indications for use including antipsychotics

» Inadequate Monitoring

= Excessive Dose

= Excessive Duration

= Adverse Consequences

n

Antipsychotic Medications without GDR and Behavioral
Interventions unless clinically contraindicated

crs/
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Noncompliance for F329

Message:

Examples:

Let’s spend some time reviewing examples of eachefspects of the unnecessary
medication requirement that could lead to a citatibnoncompliance at F329: These
examples and others are identified within the Deteation of Compliance section of the
document.

Examples of Inadequate Indicationsfor Useinclude:

Prescribing or administering a medication despkaawn allergy or clinically significant
risks associated with that medication without dateing that the benefit outweighed the
risk or considering a safer medication.

Failure to provide a clear clinical rationale foitiating or continuing a medication that
ultimately resulted in an adverse consequence.

Initiation of an antipsychotic medication or otlpsychopharmacological medication for a
condition or distressed behavior resulting fromedival cause (e.g., UTI, congestive heart
failure) without trying to address the underlyirapise or stressor or indicating why it could
not or should not be addressed.

Examples of I nadequate M onitoring include:

Failure to monitor the response/effects of a meiinand to respond when monitoring
indicates a lack of progress toward the therapguaiad (e.g., relief of pain or normalization
of thyroid function) or the emergence of an advemgsequence

Failure to carry out the monitoring that was ordesethe presence of inadequate
monitoring for potential clinically significant aduse consequences.

Examples of Excessive Dose (including duplicate ther apy) include:



= Giving a total amount of any medication at one tomever a period of time that exceeds
the amount recommended by the manufacturer’s latweical practice guidelines, or
standards of practice for a resident’s age anditondwithout a documented clinically
pertinent rationale.

» Failure to provide and/or document a clinical nadéile for using multiple medications from
the same pharmacological class.

Examples of Excessive Duration include:

= Continuation beyond the manufacturer’'s recommetides frames, the stop date or
duration indicated on the medication order, facéistablished stop order policies, or
clinical practice guidelines or standards of carteut documented clinical justification.

= Continuation of a medication after the desiredapeutic goal has been achieved without
evaluating whether the medication can offer anyitamhéhl benefit

Examples of Adverse Consequenceswhich indicate the dose should bereduced or
discontinued include:

= Failure to discontinue a medication or reduce thsedr provide clinical justification for
why the benefit outweighs the adverse consequéndhbe presence of a report of a
clinically significant risk or probable adverse sequence.

Examples of Antipsychotic M edication without Gradual Dose Reduction and Behavioral
Interventions unless clinically contraindicated include:

» Failure to attempt GDR without identification anocdmentation of clinical
contraindications and

= Failure to identify a known clinical contraindioati to GDR (such as previous exacerbation
of the condition requiring an increased dose ofinsbn) prior to attempting a GDR.
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|| Additional Investigation

Potential Tags for Additional
Investigation
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Additional Investigation

Message:

During the course of the review for compliance 829, questions or issues may have arisen
with regard to whether the facility is in compli@with other requirements. It is important to
investigate for compliance with those additionguieements before citing those tags as
deficiencies.

The guidance provides a list of some of the talgsresconcerns may have arisen. The
surveyor may investigate any other tag as deemgaahppate.
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Unnecessary Medications//
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Deficiency Categorization
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Deficiency Categorization
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" Deficiency Categorization

Components
. Severity determination

. Deficiency categorizations
. Levels 4 through 1
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Deficiency Categorization

Message: We will briefly review the bases for determiningtbeverity of a deficiency and provide
examples of the severity levels.
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Unnecessary Medications
:USeverity Determination

The key elements for severity determination are:
= Presence of harm or potential for negative outcomes

= Degree of harm or potential harm related to
noncompliance

= Immediacy of correction required
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Severity Determination

Message:

The bases for determining which level of Severniplaes are:

1. Presence of potential or actual harm/negativeoooe(3 related to unnecessary

medications.

Examples of actual or potential harm/negative auesfor F329 may include, but are not

limited to:

= Potential for or actual presence of life-threatgrtixicity from excessive dose or from lack
of monitoring use of digoxin.

= Life threatening complications from use of an aotib when no clear indication for use has
been established or response to the use has notrimaétored.

= |njury resulting from the continuing use of a medion in the presence of predisposing
risks or adverse consequences without intervenimgevaluating the need for and dose of
the medication.

2. Degree of potential or actual harm/negative @ut(9 related to unnecessary medications.

Identify how the facility practices caused, restllite, allowed, or contributed to the actual or

potential for harm:

= |f harm has occurred, determine if the harm ihatlével of serious injury, impairment,
death, compromise, or discomfort; or

= |f harm has not yet occurred, determine how likelthe potential for serious injury,
impairment, death, compromise, or discomfort touo¢o the resident.

3. The immediacy of correction requirddetermine whether the noncompliance requires

immediate correction in order to prevent seriojisrin harm, impairment, or death to one or

more residents.
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Deficiency Categorization
:u Severity Determination Levels

» Level 4: Immediate Jeopardy to resident
health or safety

= Level 3: Actual harm that is not immediate
jeopardy

s Level 2: No actual harm with potential for
more than minimal harm that is not immediate
jeopardy

= Level 1: No actual harm with potential for
minimal harm

crs/
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Severity Determination Levels

Message:

The survey team must evaluate the harm or potdntitdarm based upon the following levels
of severity for tag F329.

First, the team must rule out whether Severity Ldyémmediate Jeopardy to a resident’s
health or safety, exists by evaluating the deficgractice in relation to immediacy,

culpability, and severity. Appendix Q provides #iddial guidance for determining Immediate
Jeopardy.

The facility’s failure to provide appropriate camed services to manage the resident’s
medication regimen to avoid unnecessary medicaiadsminimize negative outcome places

residents at risk for more than minimal harm. Besesof this, Severity Level 1 does not apply
for F329.
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Deficiency Categorization
:u Severity Level 4: Immediate Jeopardy

Level 4: Immediate Jeopardy to resident
health or safety

= Noncompliance with one or more
requirements of participation:
» Has resulted in or is likely to result in serious
injury, harm, impairment, or death to a resident;
and

= Requires immediate correction
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Severity Level 4

Message: Some examples of Severity Level 4 include:

= Failure to monitor PT/INR for a resident on antigolant therapy in accordance with
current standards of practiaad to recognize and/or respond to a life threatenthgeese
consequence related to anticoagulation.

= Failure to recognize developing serotonin syndréeng., confusion, hallucinations, rapid
heart beat or elevated temperature) in a resréertving SSRI leading to the addition
of medications with additive serotonin effect ordieation to suppress the symptoms.

» Failure to recognize medication therapies (sudiS&IDs or COX-2 inhibitors,
bisphosphonates) as potentially causing or coritnguo the resident’s gastrointestinal
bleeding resulting in the continued administratidthe medication, until the resident
required hospitalization for severe bleeding.
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Deficiency Categorization
:USeverity Level 3: Actual Harm

Level 3: Actual harm that is not immediate
jeopardy

= Noncompliance resulted in actual harm

= May include clinical compromise, decline, or
resident’s inability to maintain and/or reach
his/her highest practicable level of well-being
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Severity Level 3

Message: Some examples of Severity Level 3 include:

» Failure to suspend the administration of warfamimdsponse to an INR greater than 4 when
spontaneous bruising or frank bleeding occurs Jtiagun the need to transfuse or
hospitalize the resident.

= Failure to evaluate the medication regimen as ernpiatl cause of the resident’s recent-onset
seizure activity resulting in the addition of aotwulsants to treat a potentially medication-
related adverse consequence.

= Facility failure to implement a GDR that was nohtaindicated in a resident receiving
prolonged, continuous antipsychotic therapy resglin functional decline, somnolence,
lethargy, tremors, increased falling, or impairetbalation.
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Deficiency Categorization
:u Severity Level 2: Potential for Harm

= Level 2: No actual harm with potential for more than
minimal harm that is not immediate jeopardy

Noncompliance resulted in:
= No more than minimal discomfort to resident; and/or

= Has potential to compromise resident’s ability to maintain or
reach his/her highest practicable level of well-being

crs/

2006 69

Severity Level 2

Message: Some examples of Severity Level 2 include:

= Failure to change or suspend administration ofatadarin dose for a resident who has an
INR greater than 4 and less than 9 but who hadewnlimg or other symptoms related to the
anticoagulation.

= Failure to identify and act upon minor symptomsltérgic response to medications, such
as a rash which has not impacted the residenttiimor physical well being.

= Failure to monitor a resident receiving psychoplarmiogical medications for response to
therapy or for the emergence or presence of adeersequences before the resident has
experienced an adverse consequence or declinaectido.
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Deficiency Categorization
:u Severity Level 1: Potential for Minimal Harm

Level 1: No actual harm with potential for
minimal harm

= Noncompliance with F329 places resident at
risk for more than minimal harm

» Severity Level 1 does not apply for F329
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Severity Level 1

Message: The facility’s failure to provide appropriate camed services to manage the resident’s
medication regimen to avoid unnecessary medicaaodsminimize negative outcome places
residents at risk for more than minimal harm.

Because of this, Severity Level 1 does not apply for F329.



