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Guidance Training

Notes: = Introduce yourself and the other presenters
» Welcome the participants
= Provide logistical information such as anticipateuyth of presentation, location of
restrooms, vending machines, etc., as appropriate.
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F431 Storage, Labeling, Controlled Medications

| Training Objectives

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

= Describe the intent of the regulation

» Identify triggers leading to an investigation of F431
= Utilize the components of the investigative protocol
= Identify compliance with the regulation

= Appropriately categorize the severity of
noncompliance

CA 7S,
2006 2 I
Training Objectives
Message: Today, we'll review the text of the regulation ahe intent, the interpretive guidelines,

investigative protocol, determination of compliae®l deficiency categorization.
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Fl{eglljlatory Language
[ (F431) 42 CFR 483.60(b)(2)(3)

[The pharmacist]

(2) Establishes a system of records of receipt
and disposition of all controlled drugs in
sufficient detail to enable an accurate
reconciliation; and

(3) Determines that drug records are in order
and that an account of all controlled drugs is
maintained and periodically reconciled.

7S/
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Regulatory Language

Message: The text of the regulation and the guidance for.@@®)(2) and (3) that addresses
records for controlled medications had been preshjoat tag F427, but is now merged
into F431with the other regulatory language andignce addressing controlled
medications.
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Regulatory Language
| (F431) 42 CFR 483.60(d)

(d) Labeling of drugs and biologicals. Drugs and
biologicals used in the facility must be labeled
in accordance with currently accepted
professional principles, and include the
appropriate accessory and cautionary
instructions, and the expiration date when
applicable.
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Message:

It is important to note that this requirement addes the accurate labeling of
medications.

This tag requires the expiration date to be ombdication label. The quality and
integrity of a medication’s properties cannot beuasd for a medication that is expired.

To address the use of expired medications, refedf5 for issues related to the
availability of medications to meet the need ofrs®dent. Expired medications may
be identified during the survey in areas or sitwaisuch as during the medication pass,
or in an emergency supply of medications, if thelitst has one.
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Regulatory Language
( (F431) 42 CFR 483.60(e)

(e) Storage of drugs and biologicals.

(1) In accordance with State and Federal
laws, the facility must store all drugs and
biologicals in locked compartments under
proper temperature controls, and permit only
authorized personnel to have access to the
keys.

7S/
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Message:

The regulatory language and guidance regardinggtoof medications and biologicals
was previously at tag F432, but has now been mergedr431.

It is important that medications be stored in adaace with the manufacturer’s
recommendations to maintain the integrity of thelivetion and to limit access to the
medications by authorized personnel only in ordegrevent diversion, to the extent
possible, and help keep medications secure froitengtsaccess.
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Regulatory Language
| (F431) 42 CFR 483.60(e)

(2) The facility must provide separately
locked, permanently affixed compartments
for storage of controlled drugs listed in
Schedule II of the Comprehensive Drug
Abuse Prevention and Control Act of 1976
and other drugs subject to abuse, except
when the facility uses single unit package
drug distribution systems in which the
quantity stored is minimal and a missing dose
can be readily detected.
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Message: Delivery systems and packaging for medicationsbammming increasingly
sophisticated. The thrust of this regulatory leage is that the facility must have a
system in place that will limit access to the Schedl medications, diminish losses of
Schedule II's and will allow for rapid identificath of loss, if it occurs.
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Interpretive Guidelines
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F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Components

= Intent

» Definitions

» Overview

» Medication Access and Storage

» Controlled Medications

» Labeling of Medications and Biologicals
» Investigative Protocol (SubTask 5E)

» Determination of Compliance

| » Deficiency Categorization Py -ff
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Components

Message: We will discuss all of these components of therjrtetive Guidelines.
Some will be covered in greater detail than others.
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F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Intent

The facility, in coordination with the pharmacist,
provides:

= Safe and secure storage and handling of all
medication

= Accurate labeling to facilitate safe administration

= A system of records enabling reconciliation and
accounting of controlled medications

= Identification of loss or diversion of controlled

medications minimizing the time between actual loss
and the detection of the extent of loss

7S/
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Intent

Message: The safe and secure storage and handling of medisdhcludes:

» Accurate labeling

= Storage of medications in accordance with the rmatufer's recommendations such
as proper temperature controls

» Secure storage including limiting access to theioagidns and safe disposition, of
medications; and

= A system in place to account for and to minimizsslor diversion of all controlled
medications and other medications subject to abuse.
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Definitions

F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Definitions

Adverse Consequence - 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:

In earlier guidance, the terms adverse drug reaectia side effects were frequently
used. The regulatory language at F329 uses theaverse consequence which is a
broader term and encompasses both an Adverse BratiBn and side effect.

This definition is included in this guidance beaao$ the effects or consequences that
might occur to a resident as a result of non caanpk with storage, labeling and access
requirements. You will see these terms used irséverity examples.



Slide 11

F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Definitions

Clinically Significant - refers to effects,
results, or consequences that materially affect
or are likely to affect an individual’s physical,
mental, or psychosocial well-being either
positively by preventing, stabilizing, or
improving a condition or reducing a risk, or
negatively by exacerbating, causing, or
contributing to a symptom, iliness, or decline
in status.
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Definitions

Message: This definition is also included in this guidanaxhuse of the clinically significant
effects or consequences that might occur to aees#k a result of non compliance with
storage, labeling and access requirements. Ydwsedlthis term used in the severity
examples.

We felt it was important to define clinically sidgicant because of the potential impact
that medications have on the resident’s functiahwell-being. Clinically significant
provides some measure of that potential impachemésident.
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Overview

F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Overview

The guidance addresses:
= medication access and storage
= security and safeguarding of controlled
medications
= Labeling of medications to assure that they are
provided:
» Safely
» Accurately and
» In accordance with prescriber’s instructions
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Message:

Due to the vulnerable populations residing in mgdacilities, it is important that the
facility have effective systems in place to safeduaedications.

The facility must have a licensed pharmacist wHpdt establish and evaluate the
mechanisms or systems that support the safe hgntiimeling, and control of
medications and to provide for accurate medicataords.
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F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Medication Access and Storage

» Facility must secure all medications and
limit access to authorized personnel

» Storage in accordance with
manufacturers’ guidelines
= Draws
= Cabinets
= Medication rooms
= Carts

7S/
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Medication Access and Storage

Discussion
Question:

Answer:

Message:

Is it a negative finding or an issue if you obsestadf, such as housekeeping staff, obtain the
medication room key and enter the room, even tholuey are not authorized to administer
or have access to medications?

It depends. Certainly, you would want to invedtigairther. The key used to access the
medication room, should not be the same key thawalaccess to the locked medications.
If, however, medications are not accessible andecared in locked areas within the
medication room, such locked drawers, compartmeatsnets, medication carts, or
refrigerators, access to the room by non authostafl would not be a problem.

However, when medications are not stored in seggritcked compartments within a
storage area such as a medication room, accabgs@ situations, needs to be limited to
authorized personnel, or direct observation mugirbeided by the authorized personnel.

Other access and security issues may include sbthe following situations:

= During a medication pass, medications must bereithder the direct observation of the
person administering the medications or be lockatié medication storage area, such as
the med cart.

= |If aresident is allowed to self-administer medmas, the facility must have mechanisms
for the control and safe storage of the medicationthe resident.

Safe medication storage includes the provisiorppf@priate environmental controls.
Because many medications can be altered by exptisurgroper temperature, light, or
humidity, it is important that the facility implemeprocedures that address and monitor the
safe storage and handling of medications in acomelavith manufacturers’ specifications,
state requirements, and standards of practice.
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F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Controlled Medications

» Schedule II medications, separately locked,
permanently affixed

» Facility must have a system to account for
= Receipt
» Usage
= Disposition
= Reconciliation of all controlled medications

7S/
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Controlled Medications

Message:

You may see the facility secure medications in@ingeveral different types of security
systems or mechanisms, such as with keys, touc) padoice recognition, However,
the facility can’t use the same key or code to s€&chedule Il medications. These
medications must have a separate code or key liloae tised to access other
medications.

There is an exception, however. Scheduled Il naidics and those subject to abuse
may be stored with non-scheduled medications d@oparsingle unit package
medication distribution system, if the supply of thedication(s) is minimal and a
shortage is readily detectable.
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F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Controlled Medications

The facility’s system includes:
= Record receipt to allow for reconciliation

» Records of usage and disposition to allow for
reconciliation

= Periodic reconciliation of records of receipt,
disposition and inventory (at least monthly)
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Controlled Medications

Message:

Discussion
Question:

Answer:

Message:

The facility should have a system in place to idgttow receipt of controlled medications
will take place, including recording the name atrdrggth of the medication, the quantity and
date received, and the resident’s name. Howevegrne delivery systems the resident’s
name may not be applicable. You may see thattitty in accordance with state
requirements has an emergency supply of medicatehsgding controlled medications. The
facility’s procedures must address the reconaiimand monitoring of this supply.

How have you seen the disposition of controlled icethns handled?

The requirement regarding the reconciliation oftoalled medications includes the disposition
of controlled medications. This means the factis the ability to track what happened to a
medication from receipt, storage, administratiod disposition, which may include
destruction, wastage, return to the pharmacy owmfaaturer, all in accordance with applicable
state requirements.

The facilities pharmacist in collaboration with tstaff, must provide for reconciliation of
controlled medications with sufficient frequencyidentify loss or diversion. This is
necessary so that the time is minimized betweeadheal loss or diversion and the time of
detection and follow-up to determine the exterbe$. Because diversion can occur at any
time, the reconciliation should be done often eildagdentify problems.

The regulation does not mandate either a spec#ithiod or system for reconciling and
accounting for controlled medications or the fragryewith which it must be done, but it does
require that systems and records are in placetézidéiversion and to reconcile and account
for controlled medications.
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F431 Storage, Labeling, Controlled Medications

Interpretive Guidelines
| Labeling of Medications and Biologicals

Label includes:

= Medication name

= Strength

= Expiration date when applicable

= When applicable accessory and cautionary

instructions

Typically also, depending on the medication
system:

= Resident’s name

= Route of administration CATS,
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Labeling of Medications and Biologicals

Message:

Although the pharmacy is responsible for labelireginations, the facility must be in
compliance with current labeling requirements. Limgeof medications and biologicals
dispensed by the pharmacy must be consistent wiilicable federal and state
requirements and currently accepted pharmaceuigaiples and practices.

When medications are prepared or compounded fi@avenous infusion, the label
contains the name and volume of the solution, esgisl name, infusion rate, name and
quantity of each additive, date of preparatiortjats of the compounder, date and time
of administration, initials of person administerimgdication if different than the
compounder, ancillary precautions as applicabld,date after which the mixture must
not be used.

Some states allow the use of over-the-counter (Qiié&)ications in bulk containers to
be stocked in the facility. In these situatiomg kabel contains the original
manufacturer’s or pharmacy-applied label indicatimgmedication name, strength,
quantity, accessory instructions, lot number, atmiration date when applicable. If
supplies of bulk OTC medications are used for @ifipgesident, the container
identifies that resident by name and must contaroriginal manufacturer’s or
pharmacy-applied label.
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Investigative Protocol

Sub-Task 5E

Medication Pass and
Pharmacy Services
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Sub-Task 5E

Message: For investigating compliance with components of E4ABe the revised Sub-Task 5E -
Medication Pass and Pharmacy Services.
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F431 Storage, Labeling, Controlled Medications

Use of Sub-Task 5E: Medication Pass
and Pharmacy Services

» Labeling

(¥, A
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Use of Sub-Task 5E

Message: During the medication pass, you will record the aadose or concentration and route
of administration, if other than oral, of each neadiion administered.
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F431 Storage, Labeling, Controlled Medications

Use of Sub-Task 5E: Medication Pass
| and Pharmacy Services

» Storage (includes labeling and access)
= Controlled Substances
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Use of Sub-Task 5E

Message:

A review for the storage, including all areas whaelications are stored, and access to
these medications must be conducted on every survey

Use CMS form 803 for documentation regarding issfefug storage, such as whether
the medications are secured appropriately anddsadreemperatures consistent with
manufacturer’s specifications.

In addition, record issues, if any, in regard teelang.

For controlled medications, if a potential probleas been identified regarding the lack
of reconciliation or loss of controlled medicatipimssestigate for storage, access, and
reconciliation. Interviews with the director ofmnsing and the licensed pharmacist may
be necessary to follow up on these concerns.
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Determination of Compliance

Message: This requirement is not a resident specific outcoeggiirement, but rather addresses
facility structures and processes. There doese®d to be a specific negative resident
outcome to determine and cite non-compliance withrequirement.
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F431 Storage, Labeling, Controlled Medications

| Determination of Compliance

= Synopsis of regulation
» Criteria for compliance
= Noncompliance for F431
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Determination of Compliance

Message: The guidance for the determination of complianseualses the aspects of the regulation
that address labeling, storage, and controlled catidns and defines the criteria that the
facility must meet to be determined to be in coampte. This guidance also provides
some examples of possible non-compliance.
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F431 Storage, Labeling, Controlled Medications

Determination of Compliance
| Synopsis of Regulation

Pharmaceutical services must:

= Provide for the safe and secure storage of
medications

» Limit access to medications only to authorized staff

= Label medications in accordance with labeling
requirements

= Have safeguards and systems in place to control,
account for, and periodically reconcile controlled
medications

(¥, A
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Determination of Compliance

Message:

There are several aspects to the requirements eglaupder F431.
Medications must be stored at proper temperatureé$a locked at all times except
when they are under direct staff observation, sisctiuring medication passes.

Access to medications is limited to only thosefstdio are authorized by state law and
facility policy to have access.

Medications must be labeled in accordance withriddend state labeling requirement
and accepted standards of practice, and the fawilitst have safeguards and systems in
place to control, account for, and periodicallyarcile controlled medications.
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F431 Storage, Labeling, Controlled Medications

Determination of Compliance
| Criteria for Compliance

The facility is in compliance if:

= The facility safeguards medications by locking the
medications, limiting access, and disposing of
medications appropriately

= Medications are stored under proper temperature
controls and in accordance with manufacturers’
specifications

= Medication labeling identifies, at @ minimum, the
medication’s name, strength, expiration date when
applicable and lot number, and provides instructions
as necessary for safe administration RIS
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Determination of Compliance

Message: In order for the facility to be considered in corapte with this regulation, the facility
must demonstrate compliance with each one of ttritegia.

Note: Continued on next dide
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F431 Storage, Labeling, Controlled Medications

Determination of Compliance
Criteria for Compliance

(con't)

= Schedule II medications are stored in separately
locked, permanently affixed compartments, except
when the facility uses single unit medication
distribution systems in which the quantity stored is
minimal and a missing dose can be readily detected

= Controlled medications are reconciled accurately

CEVTERS for MESACAE § MECAR SV
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Determination of Compliance

Message: If the facility does not meet any of these critedide F431.
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F431 Storage, Labeling, Controlled Medications

Determination of Compliance
| Noncompliance for F431

Noncompliance for F431 may include failure to:
= Store medications to preserve their integrity

= Provide accurate labeling with appropriate accessory
and cautionary instructions, thereby creating a
potential for the wrong medication to be
administered or for the correct medications to be
given by the wrong route.

= Accurately reconcile controlled medications

(¥, A
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Determination of Compliance

Message: These are some examples of non compliance, anethenple, could be regarding
issues related to access to medications, sucheagranore residents having access to
medications on top of a medication cart not undseovation or supervision of
authorized staff.
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Deficiency Categorization

Message: We will now address the key elements for severgdnination.
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F431 Storage, Labeling, Controlled Medications

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

(¥, A

CENTERS o MEDCARE 8 WA SEVVEES

2006 27

Deficiency Categorization

Message:

There are three key elements to apply when detargiseverity of non compliance.

Thefirst key element isthe presence of actual or potential harm or negative outcome(s) due

to afacility failurerelated to medication storage or labeling or reconciliation of controlled

medications.

The identification of actual or potential harm @gative outcomes for F431 which may include

examples such as:

» The accidental ingestion of medication by a redidsra result of failure to lock medications or

» One or more residents received (or had the poteatraceive) the wrong medication or dose
or the correct medication by the wrong route assalt of inaccurate or incomplete labeling, or

= The potential for a resident(s) to receive potdgtineffective medication as a result of storing
medications or vaccines at wrong temperatures|ti@guin their potential inactivation.

The second key element isthe degree of actual or potential harm/ or negative outcome(s)

dueto afacility failurerelated to storage, labeling, or reconciliation of controlled

medications.

This includes determininigow the facility practices caused, resulted irgvadid, or contributed to

the actual or potential for harm:

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

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

And the third key dement istheimmediacy of correction required.
In other words, determinghether the noncompliance requires immediate ctore order to
prevent serious injury, harm, impairment, or deéatbne or more residents.
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Deficiency Categorization
| 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

s Level 1: No actual harm with potential for
minimal harm
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Deficiency Categorization

Message:

The survey team must evaluate the harm or potdotigarm for tag F431 based upon
the four levels of severity. First, the team mu out whether Severity Level 4,
Immediate Jeopardy to a resident’s health or saéadigts by evaluating the non
compliance in relation to immediacy, culpabilithdaseverity. (Follow the guidance in
Appendix Q.)

The death or transfer of a resident who was hawnétgured as a result of facility
noncompliance does not remove a finding of immedi@bdpardy. The facility is
required to implement specific actions to remowejdopardy and correct the
noncompliance which allowed or caused the immedieteardy.
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F431 Storage, Labeling, Controlled Medications

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
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Deficiency Categorization

Message:

Let's discuss some examples of non compliance wivimiid come under level 4
Severity.

One example of non compliance was if the facilgtyefd to restrict access to
medications and a resident ingested medicatiorts asigvarfarin, digoxin, antibiotics,
opioids, anticonvulsants, or antipsychotics. Thasdications may pose the risk for
clinically significant adverse consequences, sugckidney or liver failure, anaphylaxis,
cardiac arrest or death.

Another example is that as a result of an incoledm| on the package and staff
administered the wrong medication or wrong dos& imiedication such as an
anticonvulsant, antihyperglycemic medication, tdeazodiazepine that had a potential
for clinically significant adverse consequencesisTesulted in or had the potential for
serious harm or death, such as toxic levels ofrtbdication or unresponsiveness or
uncontrolled seizures.
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F431 Storage, Labeling, Controlled Medications

Deficiency Categorization
| Severity Level 3: Actual Harm

2006

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

(¥, A

CENTERS o MEDCARE 8 WA SEVVEES

30

Deficiency Categorization

Message:

Here is an

One exam

example of non compliance which woulti€ainder level 3 Severity.

ple of Severity Level 3 harm is that mdatindabeling was incomplete and
lacked instructions that the medication was ndid@iven with specific foods, such as,
milk or milk-based products. The medication wagireely administered with milk,
which resulted in the altered effectiveness ofrtieglication and worsening of the

residents’ symptoms, requiring medical intervention
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F431 Storage, Labeling, Controlled Medications

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
= Potential to compromise resident’s ability to
maintain or reach his/her highest practicable level
of well-being
C 7S,
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Deficiency Categorization

Message: An example of Severity Level 2 includes:

The facility’s medication cart was not kept locladunder direct observation of
authorized staff and a resident ingested a medic#tiat he had taken off the cart but he
did not suffer any adverse consequences, or

As a result of inaccurate labeling, the resideceireed the wrong medication or dose or
the correct medication by the wrong route and egpeed some discomfort, but he or
she did not require any interventions.
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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
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Deficiency Categorization

Message: An example of Severity Level 1 might be that theilfey failed to reconcile controlled
medications, but there was no negative residerbout and no potential for more than

minimal harm as the controlled medications werdhafacility and available for
resident use.



