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Guidance Training
Notes: » Introduce yourself and the other presenters

= Welcome the participants
» Provide logistical information such as anticipateagth of presentation, location of
restrooms, vending machines, etc., as appropriate.

Message: This guidance uses the term medications ratherdhays, except where the term drugs has
become part of standard pharmaceutical nomenc|atuch as adverse drug reaction.
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F428 Medication Regimen Review

| Training Objectives

2006

After today’s session, you should be able to:

Describe the intent of the regulation
Identify triggers leading to an investigation of F428

Identify and utilize the components of combined
investigative protocol that address MRR

Identify compliance with the regulation

Appropriately categorize the severity of
noncompliance

C7S,
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Training Objectives

Message:

Medications are used for their therapeutic bengfittiagnosing, managing, and treating acute
and/or chronic conditions, for maintaining andfoproving a resident’s functional status, and
for improving or sustaining the resident’s quabfyife and well being. Many medications
however also have the potential to cause clinicatipificant medication-related adverse

consequences.

With that in mind, it is important to understane tiegulation and its intent and to be able to
investigate whether the facility is in compliancighahe requirements of the regulation. If the
facility is not in compliance, it will be importatt assign an appropriate level of severity to the

deficiency.
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Regulatory Language
| (F428) 42 CFR 483.60(c)(1)(2)

(c) Drug regimen review. (1) The drug
regimen of each resident must be reviewed at
least once a month by a licensed pharmacist.
(2) The pharmacist must report any
irregularities to the attending physician and
the director of nursing, and these reports
must be acted upon.

C7S,
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Regulatory Language

Message:

The 3 components of the requirement addressingaaiiai regimen review have been merged
into the single tag of F428. Although the regulgt@nguage reflects mostly a process, that
process has the potential for significant impaarupach resident.

For purposes of this training and in the guidaneferences to “the pharmacist” mean the
licensed pharmacist, whether employed directlyhigyfacility or through arrangement.

It is also important to note that the surveyor\@ew of medication use is not intended to
constitute the practice of medicine. However, syors are expected to investigate the basis
for decisions and interventions affecting residents
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Interpretive Guidelines
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Interpretive Guidelines
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F428 Medication Regimen Review

Interpretive Guidelines
| Components

= Intent

» Definitions

= Overview

= Medication Regimen Review
Investigative Protocol (Refer to F329)
Determination of Compliance
Deficiency Categorization

cnrs/
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Components

Message: We will discuss each of these components of thel&hae.
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Intent

F428 Medication Regimen Review

Interpretive Guidelines
[ Intent

= The facility maintains resident’s highest level
of functioning and prevents/ minimizes
adverse consequences related to medication
therapy to the extent possible, by providing:

» Licensed pharmacist’s review of each
resident’s regimen

» Identification and reporting of irregularities

= Action taken in response to irregularities
CA 7S,
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Message:

The intent of this regulation is that medicationsnd harm, but rather help the resident
maintain or achieve his or her highest level otctioning, to the extent possible.

To help achieve this, there must be a medicatigimren review by a licensed pharmacist at
least monthly for each resident.

Depending upon the condition of the resident aedctiaracteristics of the medications and
risks for adverse consequences, a more frequerivenay be necessary. If any irregularities
are identified, they must be reported to the daeot nursing and the attending physician and
there must be action taken to address the irrdtjatar
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F428 Medication Regimen Review

Interpretive Guidelines
| Definitions

= Adverse consequence

» Clinically significant

= Dose

= Duration

» Irregularity

= Medication interaction

= Medication Regimen Review
= Monitoring

s Pharmacy Assistant/Technician cnrs/

2006 7

Definitions

Message: Definitions are provided to clarify terminology a¢td to pharmaceutical services and the
management of each resident’s medication regimeeffectiveness and safety. Although the
guidelines include numerous definitions, we willyodiscuss Medication Regimen Review,
Medication interaction, and Irregularity today.

Many of the other terms are discussed in the pheyreays at F425 or unnecessary medications
at tag F329.
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Definitions

F428 Medication Regimen Review

Interpretive Guidelines
| Definitions

Medication Regimen Review - a thorough
evaluation of the medication regimen of a resident,
with the goal of promoting positive outcomes and
minimizing adverse consequences associated with
medication. The review includes preventing,
identifying, reporting, and resolving medication-
related problems, medication errors, or other
irregularities, and collaborating with other members
of the interdisciplinary team

[ ——y————
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Message:

As you can see by the definition, the MRR is anangnt component of the overall
management and monitoring of a resident’s medicatgimen. The pharmacist must review
each resident’'s medication regimen at least omoergh in order to identify irregularities; and
to identify clinically significant risks and/or aeiise consequences resulting from or associated
with medications. We will discuss this processiore detail later in this training.
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F428 Medication Regimen Review

Interpretive Guidelines
| Definitions

Medication Interaction - the impact of another
substance (such as another medication, herbal
product, food or substances used in diagnostic
studies) upon a medication. The interactions may
alter absorption, distribution, metabolism, or
elimination. These interactions may decrease the
effectiveness of the medication or increase the
potential for adverse consequences

[ ——y————
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Definitions

Message: It is important for prescribers, facility staff atite pharmacist to review for the possibility of a
medication interaction associated with the curmeatlication regimen. It may also be
necessary to evaluate the regimen in relationddithes of meal service and the scheduled
medication administration times in order to prevemd identify potential medication - food
interaction.
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Definitions

F428 Medication Regimen Review

Interpretive Guidelines
| Definitions

Irregularity - any event that is inconsistent with
usual, proper, accepted, or right approaches to
providing pharmaceutical services (see definition
in F425), or that impedes or interferes with
achieving the intended outcomes of those
services

cnrs/

2006 10

Message:

The pharmacist should identify any irregularityttaiects pharmaceutical services as it relates
to resident or medical care or facility processglis would include the processes for ordering,
storing or disposing of medications, the schedtiteds for administering a medication,
transcribing medication orders, or documentingatheinistration of medications. The
pharmacist may identify a problem with unnecessagdications such as the lack of
indications for use. An example might include pi@rmacist identification of the lack of
information to support the use of an anticonvulgarantidepressant medication for treating
neuropathic pain.
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Overview

F428 Medication Regimen Review

Interpretive Guidelines
| Overview

Factors increasing the risk of medication related issues

= Multiple medications are often required to address
conditions, leading to complex medication regimens

= Adverse consequences can mimic symptoms of
chronic conditions (aging process, new conditions)

= Transitions, such as a move from hospital to nursing
home — Medications may be added, discontinued or
changed

cnrs/
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Message:

It is important to note that many nursing homedests require multiple medications to
address their conditions, leading to complex mditicaegimens. The resident who is
receiving a large number of medications or whoaamore complex medication regimen is at
greater the risk for an adverse medication-relatetequence.

Some adverse consequences may appear to be easl atagdisease process or the emergence
of a new disease. It may be the pharmacist whagrezes or suspects and reports that a
resident’s deterioration is potentially not themat progression of a disease process, but is
instead an adverse consequence.

The guidance is not intended to imply that all adeeconsequences related to medications are
preventable, but rather to specify that a systeist®eto assure that medication usage is
evaluated on an ongoing basis, that risks and @nubhre identified and acted upon, and that
medication-related problems are considered wherefident has a change in condition.
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Overview

F428 Medication Regimen Review

Interpretive Guidelines
| Overview (continued)

Reviews to help identify issues:

= Physician reviews orders and total program of care on
admission and prescriber reviews at each visit

= Nurse reviews medications when sending orders to
pharmacy and/or prior to administering medications

= Interdisciplinary team reviews as part of the comprehensive
assessment for the RAI and/or care plan

= Pharmacist reviews the prescriptions prior to dispensing

= Pharmacist performs medication regimen review at least

[ ——y————
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Message:

As you can see on the slide, there are a numb@nes$ during various phases of the care
process, that issues or concerns regarding meaicase may be identified and addressed.

The pharmacist role in this part of the care psedecludes providing consultation to the
facility and the attending physician(s) or preserjmegarding the medication regimen. During
the performance of the MRR, the pharmacist appli®$er understanding of medications and
related cautions, actions and interactions asagetlurrent medication advisories and
information. The pharmacist is an important mendfeghe interdisciplinary team and
regulations prohibit the pharmacist from delegathmgmedication regimen reviews to
ancillary staff.



Slide 13

F428 Medication Regimen Review

Interpretive Guidelines
| Medication Regimen Review

MRR Essential Components

= Conducted At Least Monthly

» Identifies and Reports:
» Irregularities such as medication errors, and
= Adverse consequences

» Reported Irregularities acted upon

C7S,
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Medication Regimen Review

Message: The MRR is an important component of the overalhaggement and monitoring of a resident’s
medication regimen. An objective of the MRR igrioto minimize or prevent adverse
consequences by identifying irregularities inclgglifor example: syndromes potentially
related to medication therapy, emerging or existidgerse medication consequences, as well
as the potential for adverse drug reactions andaatah errors.

Because the regulatory language requires that fRR ke conducted “at least once a month”,
it is understood that it may be necessary for thapacist to conduct the MRR more
frequently, depending on the resident’s conditind e risks for possible adverse
consequences related to current medications. ikdty communication between the facility,
the physician or prescriber and the pharmacist isnportant component of the care process.

MRR'’s are generally conducted in the facility sattthe pharmacist may observe and speak
with the resident, as appropriate, and obtain dthportant information about indications for
use, potential medication irregularities or adverzesequences such as symptoms of dizziness,
anorexia, or falls, which may only be attainablediiking with the staff , prescribers and
reviewing the medical record. Electronic healtt aredication records and other available
technology may permit the pharmacist to conductesoamponents of the review outside the
facility.



Slide 14

F428 Medication Regimen Review

Interpretive Guidelines
| Identification of Irregularities

Irregularities may be identified through review of:
= Medication administration records (MAR)
» Prescribers’ orders
= Progress, nursing and consultants’ notes
= Resident Assessment Instrument (RAI)
= Laboratory and diagnostic test results

=B

= Behavioral monitoring information

2006 14

Identification of Irregularities

Message: The pharmacist may identify irregularities fromaaiety of sources such as those listed but
may also obtain information from interviews wittetphysician or prescriber, facility staff, and
the resident as appropriate.
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F428 Medication Regimen Review

Interpretive Guidelines
| Identification of Irregularities

Pharmacist considers whether physician and staff have:
= Documented indications for use

= Identified allergies, potential side effects, and
medication interactions

= Documented progress towards goals
= Acted upon laboratory results and diagnostic studies

= Acted upon possible medication-related causes of

worsening in the resident’s condition
C'M.f[
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Identification of Irregularities

Message: The pharmacist considers:

Whether there are indications for use of the mdidicand the benefit outweighs the risk
involved with the use of the specific medication

Whether there are potential interactions withinrsgimen or the resident’s diet

Whether the resident’s response to the medicaisopsing monitored and action has been
taken in response to evidence of medication toximitadverse drug reactions, or lack of
progress toward the therapeutic goals for the nag¢idic

Whether the medication dose, frequency, route ofimidtration, and duration are consistent
with the resident’s condition, manufacturer’s recoemdations, and applicable standards of
practice and

Whether changes in the resident’s condition maghbeaesult of one or more of the
medications the resident is receiving
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F428 Medication Regimen Review

Interpretive Guidelines
| Identification of Irregularities

Examples of changes that may or may not be related
to medication use include:

= Anorexia

» Behavioral changes

= Bowel function changes

» Confusion, cognitive decline

» Dehydration, fluid/electrolyte imbalance

» Depression, mood disturbance

» Dysphagia, swallowing difficulty

= Excessive sedation, sleep disturbance

=B
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Identification of Irregularities

Message: The examples of changes potentially related to cagidin use could occur at any age,
however, some of the changes are more common ioldiee population and may be unrelated
to medications.
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F428 Medication Regimen Review

Interpretive Guidelines
| Identification of Irregularities

Examples continued:

Evidence of impaired coordination

Gastrointestinal bleeding

Generalized aching or pain

Rash, pruritus

Seizure activity

Spontaneous or unexplained bleeding, bruising
Unexplained decline in functional status (e.g., ADLs, vision)

Urinary retention or incontinence
cnrs/
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Identification of Irregularities

Message: If the change is related to the use of the medinatithe prescriber, and staff need to evaluate
whether the benefit being achieved with the ush®imedication outweighs the risk or
presence of adverse consequence associated withetlieations.
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F428 Medication Regimen Review

Interpretive Guidelines
| Identification of Irregularities

Additional categories may include:

= Use of appropriate medication with lack of
progress toward therapeutic goal, potentially
related to:

» Sufficiency of dose
» Dosing intervals or timing of administration
= Administration technique

= Use of excessive dose or duration

cnrs/
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Identification of Irregularities

Message: The pharmacist’s review also considers factors sgotoncerns relating to dose, duration,
indications for use, monitoring, gradual dose réidacfor anti-psychotics, and adverse

conseqguences. Specific information on these anegse reviewed at tag F329, Unnecessary
Medications.
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F428 Medication Regimen Review

Interpretive Guidelines
| Identification of Irregularities

= The use of a medication without:
» Identifiable evidence of adequate indications for use

» Identifiable evidence that safer alternatives or more clinically
appropriate medications have been considered

= Evidence of adequate monitoring

= The presence of an adverse consequence associated
with the resident’s current medication regimen

» Presence of medication errors or the risk for such
errors

» A medication interaction associated with the current

medication regimen
g cnrs/
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Identification of Irregularities

Message:

The guidance contains a table of examples of sopt@gmatic medication interactions in the
long-term care population. Note that the medicetifvtequently implicated were warfarin,
digoxin, the ACE inhibitors and theophylline usaccombination with some other
medications. The examples represent common irttenadout are not meant to be all
inclusive.

It is also important to note that the use of thelicetion combinations in the table is not
necessarily inappropriate and the examples argntestded to imply that the medications
cannot be used simultaneously. Often, severaleagdins with documented interactions can
be given together safely. However, simultaneoesaisuch medications warrants careful
consideration of potential alternatives, possildedto modify doses, and diligent monitoring.
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F428 Medication Regimen Review

Interpretive Guidelines
| Location and Notification of MRR Findings

» The Pharmacist must
= Document identification of irregularity

= Report irregularity to attending physician or
director of nursing

= Timeliness of notification depends on severity

» If no irregularities found, pharmacist signs
statement indicating such

C7S,
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Location and Notification of MRR Findings

Message:

The pharmacist’s findings of any irregularities sgported to the attending physician and
director of nursing. If the irregularity represetiie potential for or presence of a serious
adverse consequence, immediate notification isaidd, such as in cases of bleeding in a
resident who is receiving anticoagulants or in sadggossible allergic reactions to antibiotic
therapy.

The pharmacist’s findings identifying irregulargier documenting that no irregularities were
found are considered part of each resident’s @lmiecord. If the reports of findings are not
maintained in the active record, they must be raaietd within the facility and be readily
available for review. Establishing a consistectlmn for the pharmacist’s findings and
recommendations is recommended.

The pharmacist does not need to report a contiriciegularity monthly if the pharmacist
considers the irregularity to be clinically insificant or the physician has provided a clinically
valid rationale for rejecting the pharmacist’s nexnendation. In these circumstances, the
pharmacist needs to reconsider annually whetheaptort the irregularity or to make a new
recommendation.

The interdisciplinary care team is encouraged t@eve the reports and to get the pharmacist’s
input on resident problems and issues.
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F428 Medication Regimen Review

Interpretive Guidelines
| Response to Irregularities Identified in the MRR

= Physician is not required to order recommended
treatments unless he/she determines they are
medically valid/indicated
» If recommendation requires physician
intervention, then:
= Physician accepts and acts upon suggestion
Or

= Physician rejects and provides explanation for
disagreeing

C7S,
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Response to Irregularities Identified in the MRR

Message: Throughout the guidance, a response from a physreigarding a medication problem implies
appropriate communication, review, and residentagament, but does not imply that the
physician must necessarily order tests or treatsnecbmmended or requested by the staff,
unless the physician determines that those arecaigdvalid and indicated.

If there is the potential for serious harm andatiending physician does not concur with or
take action on the report, the facility and therpteist should contact the facility’s medical
director for guidance and possible interventioretsnlve the issue. The facility should have a
procedure to resolve the situation when the attenphysician is also the medical director.

For those recommendations that do not require aigiay intervention, such as one to monitor
vital signs or weights, the director of nursingdesignated licensed nurse addresses and
documents action(s) taken.
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Investigative Protocol
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Investigative Protocol

Note:

Message:

Refer to the Investigative Protocol at F329 forlemon of compliance with medication
regimen review at F428.

Because the processes for investigating compliaaitbethe requirements for unnecessary
medications and for Medication Regimen Review #oealy related, the investigations of these
requirements have been merged.

Record each medication prescribed on the resideidw.

In order to determine whether the facility is immg@iance with the requirement for MRR, it is
essential to have an understanding of, or havenmdbon about, the basic characteristic, of
each medication prescribed for each resident isdngple.

Additionally, if noncompliance at other tags, sashF309 with regard to maintaining highest
practicable level of well-being, F329 with regandinnecessary medications, or F332 or F333
with regard to medication errors has been ideutifiedetermination needs to be made about
whether these deficiencies were related to an dbsemadequate MRR or response to
notification regarding irregularities.
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F428 Medication Regimen Review

| Investigative Protocol

= Objectives
= Use
= Procedures

23

=B

Investigative Protocol
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F428 Medication Regimen Review

| Investigative Protocol

Objectives

= Determining if the pharmacist:
» Performed the monthly MRR
» Identified any irregularities

= Reported any identified irregularities to the attending
physician and director of nursing

» Determining whether the facility and/or practitioner
acted on the report of any irregularity

Use the protocol
= On every initial and standard survey

= On revisits or abbreviated survey (complaint
investigation) as necessary CATS,

[ ——y————
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Investigative Protocol

Message:

As noted earlier, the review of medications by veyor is not intended to direct medication
therapy. However, surveyors are expected to refaetors related to the implementation, use,
and monitoring of medications.

The surveyor is not expected to prove that an agveonsequence was directly caused by a
medication or combination of medications, but rathat there was a failure in the care process
related to considering and acting upon such pds&bi

If during the course of the review, you need totaohthe attending physician regarding
questions related to the medication regimen,riéec®@mmended that the facility’s staff have the
opportunity to provide the necessary informatioawutlihe resident and the concerns to the
physician for review prior to your interview.

You may also need to contact the pharmacist taidssissues or concerns related to the
provision of the MRR.
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F428 Medication Regimen Review

| Investigative Protocol

Procedures

= Implement the Investigative protocol listed at
F329 to help identify whether there are
potential issues with regard to MRR

» Conduct observations, interviews and record
reviews as necessary related to the provision
of the MRR

C7S,
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Investigative Protocol

Message:

Conduct a brief review of the resident’s recoradbtain background information which will
help to guide your observations and interviews.

The investigative protocol, which is located at #32Jnnecessary Drugs, has procedures
including a table to use during the investigatidricls guides observations and record review.
Interviews with staff, prescribers and the pharmsiatiay be indicated for follow-up to any
concerns identified.

As you see on the table in the F329 protocol, duoinservation or record review, you may
identify symptoms, signs, and conditions that meyassociated with medications. For the
purpose of this requirement, you would review teniify how the pharmacist identified and
reported any potential irregularities in the resi®emedication regimen.
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F428 Medication Regimen Review

| Investigative Protocol

Procedures:
» Determine if the pharmacist

» Identified irregularities, if any; and

= Reported the irregularities to the director of
nursing and attending physician

C7S,
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Investigative Protocol

Message:

If observations or record review indicate symptanshanges in condition (refer to F329
Tables | and Il, supplemented with current medicateferences), determine whether the
facility considered medications as a potential eaafg¢he change or symptom.

You may review the pharmacist monthly medicatiagimeen to identify whether the report
indicated the emergence or existence of clinicgitipificant adverse consequences; or other
possible irregularities such as excessive dosemtidn, lack of monitoring, lack of indication
for use, lack of GDR (as indicated) or behavion&tiventions for residents receiving
antipsychotics, medication interactions potentiaffigcting the medication’s effectiveness.

If problems are identified with the MRR, you mayeddo interview the pharmacist to
determine:
= How he/she conducts the MRR, including the frequenra extent of the medication
review and under what circumstances a review nbghdonducted more often than
monthly;
= How the facility communicates with him/her regaglimedication-related issues in
specific residents; and
» How he/she approaches the MRR process for shertestadents.
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F428 Medication Regimen Review

| Investigative Protocol

Procedures:

= Response to the identification of any
irregularities

C7S,
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Investigative Protocol

Message:

If the pharmacist identified any irregularitiesyiewv to see how the attending physician and the
director of nursing acted on any irregularitiesnidféeed in the report.

Examples of responses from the attending physimaid include:

» Changing the medication regimen in response tadheern raised in the report (or after
additional review of the situation);

= Providing a clinically pertinent rationale that@&evant to that specific resident’s signs
and symptoms, prognosis, test results, etc., doatimgeor indicating why the benefit of
the medication(s) or dose(s) outweighed the riskkeadverse consequence;

= Providing a clinically pertinent rationale for wayy gradual dose reduction (for
antipsychotic medications) and/or tapering (foreottmedications) is contraindicated, even
for a trial period.

If the pharmacist identified a suspected adverss@guence, and the attending physician did
not respond, determine if staff followed up witle thttending physician.

If the staff and pharmacist identify a medicatibattthey believe may be causing a serious
adverse consequence or a risk of clinically sigaift adverse consequences for the resident,
and the attending physician did not address ths os harm to the resident, determine what
steps staff took; such as contacting the medicattbr to review the situation and address the
issue with the attending physician, as necessary.nay wish to review additional guidance
at tag F501 Medical Director.
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Determination of Compliance
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Determination of Compliance

Message: This requirement contains both facility processes r@sident specific requirements.
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F428 Medication Regimen Review

Determination of Compliance
| Synopsis of Regulation

= A review by the pharmacist of each resident’s
medication regimen at least once a month or more
frequently depending upon the resident’s condition
and the risks or adverse consequences related to
current medication(s)

= The identification of any irregularities

= Reporting irregularities to the attending physician and
the director of nursing

= Action in response to irregularities reported

=B

2006 29

Synopsis of Regulation

Note: Permit time for participantsto review the dide.

Message: We have covered all 4 of these aspects of theagguoladdressing MRR.
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F428 Medication Regimen Review

Determination of Compliance
| Criteria for Compliance

= MRR performed on each resident at least once a
month or more frequently depending upon the
resident’s condition and/or risks or adverse
consequence associated with the medication regimen

= Pharmacist identified any existing irregularities

» Pharmacist reported any identified irregularities to
the director of nursing and attending physician

= Any reported irregularities have been acted upon

cnrs/
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Criteria for Compliance

Message:

In your review of the requirements, you will havetermined if the MRR was performed on
your sampled residents and whether any irreguaritiere identified and reported, and
whether any action was taken in response to thmtrepirregularities. If the facility did not
meet any aspect of the requirement, cite F428.
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F428 Medication Regimen Review

Determination of Compliance
| Noncompliance for F428

The pharmacist failed to:

» Conduct an MRR at least monthly (or more
frequently, as indicated)

= Identify or report:
» the absence of indications for use of a medication

= a medication or medication combination with significant
potential for adverse consequences or medication
interactions

» medications in a resident’s regimen that could be causing
new, worsening, or progressive symptoms

CATS,
2006 31 .
Noncompliance for F428
Message: These are some examples of noncompliance with fRR kéquirements. They include

examples of pharmacist failure to identify andé&part irregularities as well as facility and/or
physician failure to follow through or act upon tiatice of an irregularity.
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F428 Medication Regimen Review

Determination of Compliance
| Noncompliance for F428 (con't)

The facility failed to assure that:

= A report of clinically significant risks or existing
adverse consequences or other irregularities was
acted upon

=B
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Noncompliance for F428

Message: It is important that the entire process of the MiRRvaluated to assure that the system in place
provides for not only the identification and refogt but also the acting upon the report of any
irregularities.
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F428 Medication Regimen Review

Determination of Compliance
| Potential Tags for Additional Investigation

F157 Notification of Changes
F329 Unnecessary Medications
F385 Physician Supervision
F386 Physician Visits

F425 Pharmacy Services

F501 Medical Director

C7S,
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Potential Tags for Additional Investigation

Message:

If noncompliance with F428 has been identifiednthencerns with additional requirements may also
have been identified.

The surveyor is cautioned to investigate theseagladditional requirements before determining
whether noncompliance with the additional requireteenay be present. You may have identified
concerns such as:

For F157, whether the facility contacted the atiegghysician regarding a significant change in the
resident’s condition in relation to a potential adse consequence of a medication, or a need to alte
treatment significantly (for example, a need tadiginue an existing form of treatment due to
adverse consequences, or to commence a diffenentdiotreatment); or

For F329, whether the resident is receiving anyioagidns without an indication for use, in
excessive dose or duration, with inadequate mangpor in the presence of any adverse
consequences that indicate that the dose shoutktlneed or discontinued; or

For F385, whether the attending physician supedvise resident’s medical treatment, assessing the
resident’s condition, identifying the need for amhtinuing use of medication to address the
resident’s needs, and identifying and addressingrad consequences related to medications; or

For F386, whether the attending physician or amalbsignated practitioner reviewed the resident’s
total program of care including medications andtireent; or

For F425, whether the facility has a licensed plaaist and whether the pharmacist has provided
consultation regarding all aspects of pharmacdwmaices; or

For F501, whether the medical director, when reigaiey the facility, interacted with the attending
physician regarding an inadequate response taifiéeindr reported potential medication
irregularities and adverse consequences.
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Deficiency Categorization
CA7S,
Deficiency Categorization
Message: Once the survey team has completed its investigativiewed the regulatory requirements,

and determined that noncompliance exists, the taast determine the severity of each
deficiency, based on the resultant harm or potefatidnarm to the resident.



Slide 35

F428 Medication Regimen Review

Deficiency Categorization
| Severity 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

C7S,

[ ——y————
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Severity Determination

Message:

Thethree elementsfor severity determination include the following:

The presence of potential or actual harm or negative outcome(s) dueto afacility failure
related tothe MRR. Actual or potential harm or negative outcomes F428 may include:

* The resident experienced a clinically significatterse consequence associated with a
medication as a result of the lack of responsetvBR identified irregularity.

» Significant irregularities within the medicatiorgimen were not identified and reported and
created the potential for adverse consequencesasuaterdose, respiratory depression,
rash, or anorexia.

The second element isthe Degree of potential or actual harm/negative outcome(s) dueto a
facility failurerelated tothe MRR and to what degree the facility practices caused, resulted
in, allowed, or contributed to the actual or poirttarm:

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

= If harm has not yet occurred, determine the paéfar serious injury, impairment, death,
compromise, or discomfort to occur to the resident.

And thethird key dement istheimmediacy of correction required.
The survey team needsdetermine whether the noncompliance requires imatediorrection
in order to prevent serious injury, harm, impairinen death to one or more residents.
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F428 Medication Regimen Review

Deficiency Categorization
| Severity Determination Levels

s Level 4: Immediate Jeopardy to resident
health or safety

s Level 3: Actual harm that is not immediate
jeopardy

= 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
CMJ‘
2006 36 .
Severity Determination Levels
Message: The survey team must evaluate the harm or potdotigarm for tag F428 based upon the four

levels of severity. First, the team must rulewhether Severity Level 4, Immediate Jeopardy
to a resident’s health or safety, exists by evalgahe non compliance in relation to
immediacy, culpability, and severity. (Follow theidance in Appendix Q.)

The death or transfer of a resident who was hawnégured as a result of facility
noncompliance does not remove a finding of immededpardy. The facility is required to
implement specific actions to remove the jeopamty @rrect the noncompliance which
allowed or caused the immediate jeopardy.
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F428 Medication Regimen Review

Deficiency Categorization
| 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 cause serious injury,
harm, impairment, or death to a resident

= Requires immediate correction

C7S,

[ ——y————
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Severity Level 4. Immediate Jeopardy

Message:

Let's discuss some examples of non compliance wiimhid come under Level 4 Severity.

= You may have severity level 4 at this tag, if yamve identified non compliance at severity
Level 4 (Immediate Jeopardy) at another tag sud¥888 Quality of Care, F329
Unnecessary Medications, F332 and F333 Medicatioor§ and the noncompliance is
related to evidence of process failures for condgdhe MRR,;

or

= You may have severity level 4 at this tag if despientifying irregularities with the
potential for serious harm or death, the pharmakishot report the irregularities to the
attending physician or no action was taken onrttegyularities reported.

or

* You may have severity level 4 at this tag if yowdna&dentified repeated or cumulative
failures in multiple areas of the medication regimeview process such as the failure to
identify, report, or act upon irregularities thasulted in the resident(s) experiencing serious
harm or the potential for serious harm.

If immediate jeopardy has been ruled out based tipevidence, then evaluate whether
actual harm that is not immediate jeopardy exisBeaerity Level 3.
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F428 Medication Regimen Review

Deficiency Categorization
| Severity 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

C7S,

[ ——y————
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Severity Level 3: Actual Harm

Message: Let’s discuss some examples of non compliance whimiid come under Level 3 Severity.

* You may have severity level 3 at this tag if yw@ve identified non compliance at severity
Level 3 (actual harm) at another tag such as F308iQ of Care, F329 Unnecessary
Medications, F332 and F333 Medication Errors, &ednoncompliance is related to
evidence of process failures for conducting the MRR

or

= You may have severity level 3 at this tag if thaqhacist’'s MRR failed to identify the lack
of indication for continued use of opioid analgeditat had been prescribed for a resident’s
acute pain which had resolved. As a result of prgduol duration of use, the resident became
more lethargic, withdrawn, and anorectic.

or

* You may have severity level 3 at this tag if thaqphacist's MRR identified that the staff
were crushing medications that should not be cdidbesed on inappropriate standing
orders to crush all medications. As a result oflifg failure to act upon the notification, the
resident experienced clinically significant advereasequences such as hypoglycemia or
hypotension that required medical intervention.
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F428 Medication Regimen Review

Deficiency Categorization
| 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
TS,
Severity Level 2: Potential for Harm
Message: Non compliance which would come under level 2 Sgvenay include examples such as:

* You may have severity level 2 at this tag if yowéaentified findings of noncompliance at
Severity Level 2 at tag(s) F309, F329, or F333 shatv evidence of process failures for
conducting the MRR.

or

*= You may have severity level 2 at this tag, if theility failed to respond to the pharmacist's
notification that the resident was not receiving omedication that was ordered; however,
there was no change in the resident condition.

or

= The pharmacist’'s MRR failed to evaluate and reporthe potential for an adverse
consequence of a medication known to cause angimaaesident with a recently
decreased appetite and who had not experienceapdanmed weight loss.
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F428 Medication Regimen Review

Deficiency Categorization
| Severity Level 1:Potential for Minimal Harm

Level 1: No actual harm with potential for
minimal harm

= Verify that no resident harm or potential for more
than minimal harm is identified

cnrs/
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Severity Level 1: Potential for Minimal Harm

Message: An example of noncompliance with severity levehgludes:

The pharmacist conducted the medication reviewitified an irregularity that has not resulted
in a negative outcome and is of minimal consequéseeh as a multi-vitamin not being given
as ordered) and reported to the director of nuraimjattending physician, but neither of them
acted upon the report.



