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ITI. FUNDING: No additional funding will be provided by CMS; contractor activities are
to be carried out within their FY 2016 operating budgets.

IV. ATTACHMENTS:

Business Requirements

X | Manual Instruction
Confidential Requirements
One-Time Notification
Recurring Update Notification

*Unless otherwise specified, the effective date is the date of service.
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5000 - Management of Complaints and Incidents
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

NOTE: “CMS Regional Office (RO)” is used interchangeably with “CMS location”
throughout this Chapter of the SOM.

5010 - General Intake Process
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

A complaint is an allegation of noncompliance with Federal and/or State requirements. If
the SA determines that the allegation(s) falls within the authority of the SA, the SA
determines the severity and urgency of the allegations, so that appropriate and timely
action can be pursued. Each SA is expected to have written policies and procedures to
ensure that the appropriate response is taken for a// allegations and is consistent with
Federal requirements as well as with procedures in the State Operations Manual. This
structure needs to include response timelines and a process to document actions taken by
the SA in response to allegations. If a State’s time frames for the investigation of a
complaint/incident are more stringent than the Federal time frames, the intake is
prioritized using the State’s timeframes. The SA is expected to be able to share the logic
and rationale that was utilized in prioritizing the complaint/incident for investigation.
The SA response must be designed to protect the health and safety of all residents,
patients, and clients.

Besides the SA, other public entities receive information and/or perform investigations.
These entities include the office of the coroner or medical examiner, end-stage renal
disease (ESRD) networks, quality improvement networks (OINs), law enforcement, the
ombudsman’s office, and protection and advocacy systems. At times, these public
entities will forward information to the SA if there are concerns about the health and
safety of residents, patients, and clients. The SAs are required to manage and investigate
these referrals as complaints.

An allegation is an assertion of noncompliance with Federal health and safety
regulations. The point of receipt of the allegation is a critical fact-finding and decision-
making point. The SA ensures that its complaint telephone number is listed in local
directories. Information regarding the care, treatment and services provided to
beneficiaries can come from a variety of sources, including beneficiaries themselves,
beneficiaries’ family members, health care providers, concerned citizens, public agencies,
or media reports. Report sources may be verbal or written. In some instances, the
complainant may request anonymity.

The SA and RO ensure the privacy and anonymity of every complainant. Generally, the
SA follows the disclosure procedures under chapter 3, §3308. The SA discloses the
complainant’s identity only to those individuals with a need to know who are acting in an
official capacity to investigate the complaint.


http://www.cms.hhs.gov/manuals/downloads/som107c03.pdf

In addition to these Federal requirements, the SA abides by any State procedures not in
direct conflict with CMS instructions. The SA notifies the RO if State regulations
conflict directly with any part of these complaint procedures.

See also Section 5310.1 for information related to facility-reported incidents.

5060 — ASPEN Complaints/Incidents Tracking System (ACTS)
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

The SA collects information related to complaints and facility-reported incidents and
uses a system to track and monitor the receipt and disposition of complaint and incident
intakes.

The ASPEN Complaints/Incidents Tracking System (ACTYS) is designed to track,
process, and report on complaints and incidents reported against health care providers
and suppliers regulated by CMS. 1t is designed to manage all operations associated with
complaint/incident processing, from initial intake and investigation through the final
disposition.

The ACTS must be used for the intake of all allegations against Medicare/Medicaid-
certified providers/suppliers and CLIA. The ACTS is a Federal system and data entered
into ACTS is subject to Federal laws governing disclosure and the protection of an
individual’s right to privacy.

A complaint/incident record is created in ACTS based on how the allegation is received
by the SA or RO. For example, if one person calls with ten allegations about one
provider/supplier, this is counted as one complaint record. If six people call with the
same allegation, this is counted as six telephone calls and is counted as six complaint
records. If one letter is received with one or many allegations and is signed by 20 people,
this is counted as one complaint record.

5060.1 - Data Entry
The SAs and ROs are required to enter into ACTS:

e All complaints gathered as part of Federal survey and certification
responsibilities, regardless if an onsite survey is conducted /i.e., complaints
related to noncompliance with the Federal condition(s) of participation (COPs),
condition(s) for coverage (CFCs), condition(s) for certification, requirement(s)
for participation (RFPs), or EMTALA requirement(s)]; and

o For nursing homes, all self-reported incidents that are reported under Federal
law and the requirements for participation [i.e., reporting to law enforcement of
crimes occurring in LTC facilities — §1150B of the Social Security Act and
§483.12(b)(5), alleged violations of abuse, neglect, exploitation or mistreatment,



including injuries of unknown source and misappropriation of resident property —
§483.12(c)(1) and (4)]. For non-long term care providers/suppliers, all self-
reported incidents that require a Federal onsite survey.

The information recorded in ACTS reflects the allegation furnished by the
complainant/provider/supplier at the time of the intake. At a minimum, if the intake
information requires an onsite survey and the allegation may involve both Federal and
State licensure requirements, a Federal onsite survey is completed and entered into
ACTS.

If an investigation finds one or more violations of Federal requirements, the findings
must be cited under the appropriate tags and entered into the Federal system even if the
information is entered into a State licensure data system. Since this information is
essential to the effective management of the survey and certification program, it is
important that SAs complete the required fields in ACTS in a timely manner.

Exhibit 23 defines the required fields in ACTS.
Tracking of Referrals in ACTS

The SAs are required to enter into ACTS all referrals from public entities that allege
noncompliance with the Federal requirements. For reporting purposes, the SAs should
enter these cases as complaints (i.e., Intake Type=Complaint, Intake Subtype=Federal
COPs, CFCs, RFPs, EMTALA). In order to more quickly identify which of these cases
stem from a referral, the SAs are expected to check the appropriate category under the
“Source” field. For example, for referrals from the coroner’s office, states would check
“Coroner” under the “Source” field for the intake.

Tracking of State Monitoring Visits (See Section 5077) in ACTS

When a State Monitoring Visit results in a Federal deficiency, the SA will identify the
survey in ASPEN as “complaint” and create an intake and survey record in ACTS. The
data should be entered into ACTS as follows:

Intake Type = Complaint;

Intake Subtype = Federal COPs, CFCs, RFPs, EMTALA;
Source = State SA;

Priority = can vary; and

Allegation Type = State Monitoring.

5060.2 - Reports

The ACTS produces a variety of reports that may be used for analysis and evaluation of
provider/supplier performance. Complaint/incident reports are generated and displayed
through menus that can be accessed in ACTS. Reports may be produced for one
provider/supplier, or reports may be combined and present information for multiple


http://www.cms.hhs.gov/manuals/downloads/som107c09_exhibitstoc.pdf
http://www.cms.hhs.gov/manuals/downloads/som107c09_exhibitstoc.pdf

providers/suppliers. Report filtering criteria is available through the Report
Customization window, which allows the user to select criteria for the report to meet the
user’s specifications. Refer to the ACTS Procedures Guide for a list and description of
the reports available in ACTS.

NOTE:
FOR ADDITIONAL INFORMATION ON SPECIFIC POLICIES RELATED TO:

e DEEMED PROVIDERS AND SUPPLIERS, EXCLUDING CLIA, SEE
SECTION 5100

e NON-DEEMED PROVIDERS AND SUPPLIERS, SEE SECTION 5200

e NURSING HOMES, SEE SECTION 5300

e EMTALA, SEE SECTION 5400

e CLIA LABORATORIES, SEE SECTION 5500

e ESRD, SEE SECTION 5160 AND SECTION 5170

5070 - Priority Assignment for Nursing Homes, Deemed and Non-
Deemed Non-Long Term Care Providers/Suppliers, and EMTALA
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

This section does not apply to clinical laboratories subject to the Clinical
Laboratory Improvement Amendments of 1988 (CLIA). See Sections 5500 — 5590
for CLIA information.

An assessment of each complaint or incident intake must be made by an individual who

is professionally qualified to evaluate the nature of the problem based upon his/her
knowledge of Federal requirements and his/her knowledge of current clinical standards of
practice.

From a complainant’s allegation(s) or an allegation from a facility-reported incident, the
SA/CMS Location identifies potential concerns where the provider/supplier may not be in
compliance with Federal requirements. The SA/CMS Location must review the
allegation(s) for all requirements that apply and should be investigated. These
requirements will be specific to each health care entity. The surveyor then investigates
each of those areas of concern and health care entity type.

The role of the surveyor is not to validate whether the events contained in the allegation
had occurred, but it is to determine whether the facility is in compliance with the Federal
requirements for Medicare/Medicaid-certified providers/suppliers. If CMS or the SA



believes that the complaint or facility-reported incident should also be investigated under
the jurisdiction of another entity, referrals should be made as appropriate (e.g., law
enforcement for criminal activity, State licensing boards for health care practitioners, the
Medicare Administrative Contractor (MAC) for billing issues).

In the case of nursing homes, in situations where a determination is made that immediate
jeopardy may be present and ongoing, the SA must start the on-site investigation within
three business days of receipt of the initial complaint or incident report. Receipt of the
initial complaint or incident report means when the report is received by the SA, whether
it is received by the SA directly, or another State agency under arrangement or
contractor that is receiving the report on behalf of the SA from the complainant or
facility. Also, if a complaint or facility-reported incident is received after business hours,
then it is considered to be received on the next business day, for purposes of calculating
the investigation timeframe. For example, if a complaint is received on Saturday and the
SA office is closed during the weekend, then the following Monday will be used to
calculate the investigation timeframe. For non-long term care providers/suppliers, in
situations where a determination is made that immediate jeopardy may be present and
ongoing, the SA is required to start the on-site investigation within two business days of
receipt of the complaint or incident report, or, in the case of a deemed provider or
supplier, within two business days of RO authorization for investigation. The same
process applies to EMTALA complaints or a survey related to a report of a hospital or
CAH Distinct Part Unit patient death associated with the use of restraint or seclusion. The
SA’s investigation must be initiated within two business days of RO authorization for
investigation.

Generally, an alleged event occurring more than 12 months prior to the intake date would
not require a complaint investigation. However, the SA is not precluded from conducting
a Federal investigation (with appropriate RO authorization, where required) to determine
current compliance status based on the concerns identified in the complaint.

For nursing homes, an onsite survey may not be required if there is sufficient evidence
that the facility does not have continuing noncompliance and the alleged event occurred
before the last standard survey.

For all intakes concerning deemed status providers or suppliers where the intake involves
allegations of substantial noncompliance (in other words, the allegation would result in a
condition-level deficiency citation if found to be true and uncorrected), the SA must
submit a request for RO approval of a complaint validation survey (i.e., substantial
allegation validation survey). The SA must obtain RO approval before conducting a
substantial allegation validation survey. The RO will authorize the SA to conduct the
survey by issuing electronically via ACTS a Form CMS-2802, which will indicate the
specific conditions for which the SA must assess compliance. The RO must authorize
assessment of compliance for a whole condition and not just for particular standards
within a condition, unless the Form CMS-2802 for the applicable provider/supplier type
permits selection of a specific standard, e.g., Life Safety Code.



All allegations of EMTALA violations related to a hospital (which also includes cancer,
children’s, long term care, psychiatric and rehabilitation hospitals) or CAH, regardless of
whether the hospital or CAH is deemed, must be referred to the RO. The RO will
determine whether the SA will conduct an EMTALA investigation.

In cases where the SA or RO has noted a pattern of similar complaints about a specific
provider or supplier, each of which on its own merits would be triaged at a medium or
low level, the SA or RO has the discretion to assign a higher triage level to a current
intake based on the noted pattern, in order to ensure timely investigation of the
provider’s/supplier’s compliance with the applicable requirements or Conditions.

CMS expects SAs to prioritize complaints at the appropriate level that is warranted. The
timeframes in Section 5075 below represent maximum timeframes for investigation, the
SA4 is not precluded from investigating complaints and facility-reported incidents within a
shorter timeframe. In addition, the SA is not precluded from taking other factors into
consideration in its triage decision. For example, the SA may identify a trend in
allegations that indicates an increased risk of harm to residents or the SA may receive
corroborating information from other complainants regarding the allegation.

See also Section 5310.2 for requirements for nursing home facility-reported incidents.

5075 - Priority Definitions for Nursing Homes, Deemed and Non-
Deemed Non-Long Term Care Providers/Suppliers, and EMTALA
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

5075.1 - Immediate Jeopardy (for Nursing Homes, Deemed and Non-
Deemed Non-Long Term Care Providers/Suppliers, and EMTALA)
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

General Provisions

The regulations at 42 CFR 489.3 define immediate jeopardy as, “A situation in which the
provider’s noncompliance with one or more requirements of participation has caused, or
is likely to cause, serious injury, harm, impairment, or death to a resident.” Appendix Q
contains the Guidelines for Determining Immediate Jeopardy. Intakes are assigned this
priority if the alleged noncompliance indicates there was serious injury, harm,
impairment or death of a patient or resident, or the likelihood for such, and there
continues to be an immediate risk of serious injury, harm, impairment or death of a
patient or resident unless immediate corrective action is taken. /n addition, for nursing
homes, facility-reported incidents are assigned this priority if immediate jeopardy may
have occurred, regardless of whether an immediate risk may continue to exist. Examples
of intakes that are assigned this priority include, but are not limited to, the following:

o All intakes alleging abuse of a resident/patient/client and it is uncertain that they
are adequately protected.

e For nursing homes, all intakes alleging eviction of a resident to an unsafe
location.

e Intakes alleging EMTALA noncompliance may also be assigned this priority.


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?c=ecfr&sid=9fda96a7989eb9cf42dd32b995d444af&rgn=div8&view=text&node=42:3.0.1.5.27.1.199.3&idno=42
http://cms.hhs.gov/manuals/Downloads/som107ap_q_immedjeopardy.pdf

e Any hospital self-reported incident of patient death associated with use of
restraint or seclusion which the RO determines requires an on-site investigation is
also assigned this priority.

When the SA or RO makes the determination that a complaint or incident report suggests
an immediate jeopardy may be present, the investigation is to be initiated in accordance
with Section 5075.9.

See also Section 5310.2A4 for additional guidance related to nursing home facility-
reported incidents.

Fires Resulting in Serious Injury or Death
Fires resulting in serious injury or death are prioritized as “immediate jeopardy”. The
following actions are taken when a report of a fire resulting in serious injury or death in a

Medicare/Medicaid certified facility is received from any source:

The SA

e Enters the complaint or self-reported incident into ACTS (Priority = 1J,
Allegation Category = Life Safety Code);

e Informs the appropriate RO of fire resulting in serious injury or death no
later than one working day after receipt of the intake;

e Compiles information as needed to present a comprehensive picture of the
situation surrounding the fire;

e Takes appropriate action necessary to assist the Medicare/Medicaid-
certified provider/supplier to protect and/or relocate residents or patients
from further harm; and

e Performs the Life Safety Code investigation.

The RO

e Informs CMS Central Office (CO) of the fire and planned actions, sending
a copy of the alert to the Life Safety Code specialist;

e Consults with the CO to determine whether there is an indication for CO
participation in the survey for program evaluation purposes;

e Reports any findings and actions taken by the SA to the CO at the end of
the on-site survey; and

e At its discretion, may accompany the SA during the on-site survey.



The CO

e Consults with the RO to determine whether or not issues are present that
indicate further investigation to determine the adequacy of current
standards and their application; and

e In certain cases, CO staff may accompany regional and/or state personnel
on the on-site survey.

5075.2 - Non-Immediate Jeopardy - High Priority (for Nursing Homes
and Deemed and Non-Deemed Non-Long Term Care

Providers/Suppliers, and EMTALA)
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

Nursing Homes:

Intakes are assigned a “high” priority if the alleged noncompliance with one or more
requirements may have caused harm that negatively impacts the individual’s mental,
physical and/or psychosocial status and are of such consequence to the person’s well-
being that a rapid response by the SA is indicated. Usually, specific rather than general
information (such as: descriptive identifiers, individual names, date/time/location of
occurrence, description of harm, etc.) factors into the assignment of this level of priority.

When the SA makes the determination that the alleged noncompliance may have caused
actual physical and/or psychosocial harm to the resident(s), the SA must initiate an onsite
survey within an annual average of 15 business days of receipt of the initial report, not to
exceed 18 business days.

NOTE: Exhibit 22 provides additional guidance to distinguish between the priorities of
“immediate jeopardy” and “non-immediate jeopardy - high” for nursing home
complaints/incidents.

NOTE: Please refer to Tag F610 in Appendix PP of the State Operations Manual for
information related to facility responses to alleged violations, including facility
investigation, resident protection, and corrective actions.

Non-Long Term Care Providers/Suppliers

Intakes are assigned this priority if the alleged noncompliance with the applicable
Conditions of Participation, Coverage or Certification, or EMTALA requirements, if
found to be true and uncorrected, would not represent an 1J, but would result in a
determination of substantial noncompliance, i.e., at least one condition-level deficiency.

Intakes assigned this priority require an onsite survey to be initiated within 45 calendar
days after intake prioritization for non-deemed providers/suppliers, and within 45



calendar days after authorization of the investigation by the RO for deemed status
providers/suppliers. The RO has the discretion to request the onsite survey be initiated in
less than 45 calendar days.

5075.3 - Non-Immediate Jeopardy - Medium Priority (for Nursing
Homes and Deemed and Non-Deemed Non-Long Term Care

Providers/Suppliers)
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

Nursing Homes:

Complaints are assigned a “medium” priority if the alleged noncompliance with one or
more requirements caused no actual physical and/or psychosocial harm but there is the
potential for more than minimal harm to the resident(s) (Severity Level 2). Facility-
reported incidents are assigned a “medium” priority if the alleged noncompliance with
one or more requirements caused no actual physical and/or psychosocial harm but there
is the potential for more than minimal harm to the resident(s) (Severity Level 2) and the
facility has not provided an adequate response to the allegation or it is not known
whether the facility provided an adequate response. For complaints and facility-reported
incidents that are assigned a “medium” priority, the SA must initiate an onsite survey
within 45 calendar days of receipt of the initial report.

NOTE: Please refer to Tag F610 in Appendix PP of the State Operations Manual for
surveyor guidance related to facility responses to alleged violations, including facility
investigation, resident protection, and corrective actions.

Non-Long Term Care Providers/Suppliers

Intakes are assigned this priority if the alleged noncompliance with one or more standards
within a Condition of Participation, Condition for Coverage or Condition for Certification
is limited in manner and degree and/or caused, or may cause, harm that is of limited
consequence and does not impair the individual’s mental, physical and/or psychosocial
status or function. In other words, the incident or complaint, if found to be true and
uncorrected, would not result in a determination of substantial non-compliance, i.e., there
would not be any condition-level deficiency.

For non-deemed providers/suppliers, intakes assigned this priority are scheduled in
accordance with section 5075.9 for investigation no later than when the next on-site
survey occurs.

For deemed providers/suppliers, the SA (or RO, if the RO handled the intake)
advises the complainant that the allegation does not meet the criteria for a Federal
investigation and refers the complainant to the applicable accrediting
organization(s)(AOs) in accordance with the provisions of section 5100.2.



5075.4 - Non-Immediate Jeopardy — Low Priority (for Nursing Homes
and Deemed and Non-Deemed Non-Long Term Care

Providers/Suppliers)
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

Nursing Homes

Intakes are assigned a “low” priority if the alleged noncompliance with one or more
requirements may have no actual harm with a potential for minimal harm (Severity Level
7). The investigation is to be initiated in accordance with section 5075.9.

In addition, facility-reported incidents are assigned a “low” priority if the alleged
noncompliance with one or more requirements may have caused no actual physical
and/or psychosocial harm but there is the potential for more than minimal harm to the
resident(s)(Severity Level 2) and the facility has provided a potentially adequate
response to the allegation.

NOTE: Please refer to Tag F610 in Appendix PP of the State Operations Manual for
information related to facility responses to alleged violations, including facility
investigation, resident protection, and corrective actions.

The SA reviews these intakes for tracking of possible trends in order to determine if there
are common themes that suggest areas for focused attention when the next on-site survey
occurs. If the SA identifies a trend that suggests similar concerns, the SA either
investigates the concerns during the next standard or complaint survey or initiates a
complaint survey.

Non-Long Term Care Providers/Suppliers

Intakes are assigned this priority if the alleged noncompliance with one or more standards
within a Condition of Participation, Coverage or Certification may have caused physical,
mental and/or psychosocial discomfort that does not constitute injury or damage.

For non-deemed providers/suppliers, the SA reviews these intakes for tracking of
possible trends in the nature of complaints in order to determine if there are common
themes that suggest areas for focused attention when the next on-site survey occurs.
Individual investigations of each intake are not required, although the SA has the
discretion to conduct a complaint survey if trending suggests a number of similar
problems that might warrant an on-site investigation.

For deemed providers/suppliers, the SA (or RO, if the RO handled the intake) advises
the complainant that the allegation does not meet the criteria for a Federal investigation
and refers the complainant to the applicable accreditation organization(s)(AOs) in
accordance with the provisions of section 5100.2.



5075.6 - Referral — Immediate (for Nursing Homes, Deemed and Non-

Deemed Non-Long Term Care Providers/Suppliers, and EMTALA)
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

Intakes are assigned a “Referral — Immediate™ priority if the nature and seriousness of a
complaint/incident or State procedures requires the referral or reporting of this
information for investigation to another agency, board, or ESRD network without delay.

For example, if a complaint has criminal implications and the complainant has not
reported the incident to law enforcement, the SA must report the suspected crime to law
enforcement immediately (NOTE: In such cases, the referral is recorded in the
Contact/Refer tab under the ACTS intake). This priority may be assigned in addition to
one of the priorities in sections 5075.1 through 5075.5.

When the SA refers the complaint/incident to another agency or entity (e.g., law
enforcement, Ombudsman, licensure agency, etc.) for action, the SA must request a
written report on the results of the investigation by the outside entity. Referral to an
outside entity does not relieve the SA of the responsibility to assess compliance with
Federal conditions or requirements, when applicable. The timeframes for investigation
are not altered by the referral. (Expressed requests by law enforcement that the SA defer
an onsite investigation should be discussed with the CMS RO, as appropriate.)

5075.8 - No Action Necessary (for Nursing Homes, Deemed and Non-

Deemed Non-Long Term Care Providers/Suppliers, and EMTALA)
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

Intakes are assigned a “No Action Necessary” priority if the SA or RO determines with
certainty that no further investigation, analysis, or action is necessary.

For example, no action is necessary if the allegation is not related to any Federal COPs,
CFCs, conditions for certification, RFPs, or EMTALA requirement(s); or situations in which
a previous survey investigated the exact same event(s) and either did not find noncompliance,
or noncompliance was previously identified and subsequently corrected by the
provider/supplier.

This category would also be used for intakes concerning an event that occurred more than 12
months in the past, unless the SA (or the RO, in the case of a deemed status
provider/supplier) determines that a complaint investigation is nevertheless warranted.

Nursing Homes

The following are examples of reports that require no further action or investigation by

the SA/RO:



1) Facility-reported incidents that are not reportable events under Federal law or
regulations;

2) Facility-reported incidents involving injuries where the resident was able to
explain or describe how he/she received the injury as long as there is no other
indication of abuse or neglect;

3) Facility-reported incidents involving lost items, which are found and no theft is
suspected; and

4) The alleged event occurred before the last standard survey and there is sufficient
evidence that the facility does not have continuing noncompliance since the last
standard survey.

NOTE: Sufficient evidence that the facility does not have continuing noncompliance may
be indicated by a recent survey that reviewed the concern, no additional complaints or
facility reported incidents have been received regarding the same issue, and interview
with the Long-term Care Ombudsman which reveal no concerns.



5075.9 - Maximum Time Frames Related to the Federal Onsite Investigation of Complaints/Incidents
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

Intake Prioritization

the initial report.

average of 15 business days
of receipt of the initial report,
not to exceed 18 business
days.

days of receipt of the initial
report.

Provider Type Immediate Jeopardy (1J) Non-1J High Non-1J Medium Non-1J Low
Nursing home SA must initiate an onsite survey SA must initiate an onsite SA must initiate an onsite SA4 must track/trend for
complaints within 3 business days of receipt of survey within an annual survey within 45 calendar potential focus areas during

the next onsite survey, or
initiate a new complaint
survey.

Nursing home
incidents

With inadequate resident protection,
SA must initiate an onsite survey
within 3 business days of receipt of
the initial report.

With potentially adequate resident
protection, SA must initiate an onsite
survey within 7 business days of
receipt of the initial report.

See Section 5310.2F.

SA must initiate an onsite
survey within an annual
average of 15 business days
of receipt of the initial report,
not to exceed 18 business
days.

With an inadequate facility
response, SA must initiate an
onsite survey within 45
calendar days of receipt of
the initial report.

With a potentially adequate

facility response, SA must

track/trend for potential focus
areas during the next onsite
survey, or initiate a new
complaint survey.

Non-deemed non-long
term care

SA must initiate an onsite survey
within 2 business days of receipt.

SA must initiate an onsite
survey within 45 calendar

SA must investigate no later
than when the next onsite

SA must track/trend for
potential focus areas during

serious injury or death

within 2 business days of receipt.

providers/suppliers days of prioritization survey occurs the next onsite survey.
Deemed SA must initiate an onsite survey SA must initiate an onsite Complainant is referred to the | Complainant is referred to the
providers/suppliers within 2 business days of receipt of survey within 45 calendar applicable accrediting applicable accrediting
RO authorization days of receipt of RO organization(s) organization(s)
authorization.
EMTALA SA must initiate an onsite survey SA must initiate an onsite N/A N/A
within 2 business days of receipt of survey within 45 calendar
RO authorization. days of receipt of RO
authorization
Death associated with | SA must initiate an onsite survey N/A N/A N/A
restraint/seclusion- within 2 business days of receipt of
Hospitals RO authorization.
Fires resulting in SA must initiate an onsite survey N/A N/A N/A




5080.1 - Report to the Complainant
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

The SA/CMS location provides the complainant a written report of the investigation
findings as a summary record of the investigation.

The following principles guide preparation of the report to the complainant:
e Acknowledge the complainant’s concern(s);

e Identify the SA’s regulatory authority to investigate the complaint/incident and
any statutory or regulatory limits that may bear on the authority to conduct an
investigation;

e Provide a summary of investigation methods (e.g., on-site visit, written
correspondence, telephone inquiries, etc.);

e Provide date(s) of investigation;

e Provide an explanation of your SA’s decision-making process (NOTE: CMS and
the SA should avoid using terms such as “substantiated” and “unsubstantiated”);

e Provide the complainant with information regarding whether or not
noncompliance was identified during the complaint investigation. NOTE: To
the extent possible, the summary should not compromise the anonymity of
individuals, or include specific situations that may be used to identify individuals,
when anonymity has been requested or is appropriate in the judgment of the SA);

o [dentify where the complainant may find the Statement of Deficiencies and Plan of
Correction (e.g., posted at the nursing home, Nursing Home Care Compare,
request the CMS-2567 from the SA);

e Describe how the complainant may request a copy of the investigation report,
subject to Federal and State disclosure requirements (e.g., see 42 CFR §488.325
and FOIA requirements at 45 CFR Part 5); and

e Identify appropriate referral information (i.e., other agencies that may be
involved).
5300.5 - Task 7: Exit Conference

(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

Conduct an Exit Conference related to a complaint survey in accordance with the process
described in the Exit Conference section located in the Long-Term Care Survey Process



(LTCSP) Procedure Guide (https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/GuidanceforLawsAndRegulations/Nursing-Homes.html). Do not inform the
nursing facility of confidential information unless the individual who provided the
information specifically authorizes you to do so.

If a deficiency is not present now, but was present and has been corrected, notify the
facility orally and in writing that the complaint was substantiated because deficiencies
existed at the time that the complaint situation occurred. (See SOM Chapter 7, Survey
and Enforcement Process for Skilled Nursing Facilities and Nursing Facilities, for
specific information about citing past noncompliance.)

If the complaint is unsubstantiated, (i.e., the surveyor(s) cannot determine that it occurred
and there is no indication of deficient practice), notify the facility of this decision.

5310 - Action on Allegations of Resident Neglect and Abuse, and

Misappropriation of Resident Property for Nursing Homes
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

5310.1 - Written Procedures
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

The State must develop and implement written procedures for the timely review and
investigation of allegations of resident abuse and neglect, and misappropriation of
resident property, including both complaints and facility-reported incidents. The State’s
policies and procedures must be consistent with Federal requirements as well as with
procedures in the State Operations Manual.

Nursing homes send the following types of incidents to the State Survey Agency:

o All alleged violations involving abuse, neglect, exploitation or mistreatment,
including injuries of unknown source and misappropriation of resident property;

o The results of all facility investigations involving alleged violations of abuse,
neglect, exploitation or mistreatment, including injuries of unknown source and
misappropriation of resident property,; and

e Reasonable suspicions of crimes against nursing home residents.

NOTE: If the SA receives information that a suspected crime may have
occurred in a facility and there is indication that it has not been reported or
the SA cannot verify that a report was made to law enforcement, then the SA
forwards the information from the initial report immediately to law
enforcement. The SA must follow applicable laws and regulations related to
information disclosures, privacy and confidentiality, as it makes referrals.
The SA may also contact the CMS Location office for more information.


http://www.cms.hhs.gov/manuals/downloads/som107c07.pdf

A.

Initial Reporting of Facility-Reported Incidents

The information collected during intake is critical in determining what may be
occurring in a facility and the effect(s) that it may have on residents. While
States have discretion in how they collect information from facilities (e.g.,
through electronic submission), at a minimum, the State Survey Agency must
provide instructions to the facility and collect sufficient information to
determine how the incident should be prioritized. See also Exhibit XX for
sample instructions with examples of information and Appendix PP, Tag
F609. If the facility has not provided sufficient information, the SA should take
this into consideration as it triages the incident.

1. Facility Reported Incidents — Initial Report

The facility must provide in its report sufficient information to describe the
alleged violation and indicate how residents are being protected [See
§483.12(c)(3)]. It is important that the facility provide as much
information as possible, to the best of its knowledge at the time of
submission of the report, so that state agencies can initiate action
necessary to oversee the protection of nursing home residents. See Exhibit
XX for a sample form for initial reporting with examples of information
and see also Appendix PP, Tag F609.

Reporting of Investigation Findings for Facility-Reported
Incidents

For alleged violations of abuse, neglect, exploitation or mistreatment,
including injuries of unknown source and misappropriation of resident
property, the facility is required to submit a report of the results of the
investigation within 5 working days to the State Survey Agency (See 42 C.F.R.
§483.12(c)(4), Tag F609 of Appendix PP of the State Operations Manual).
While States have discretion in how they collect information from facilities
(e.g., through electronic submission), at a minimum, the State Survey Agency
must provide instructions to the facility and collect sufficient information to
determine how the incident should be prioritized.

5-Day Final Report of Suspected Allegation

Within 5 working days of the incident, the facility must provide in its report
sufficient information to describe the results of the investigation, and indicate
any corrective actions taken, if the allegation was verified. It is important that
the facility provide as much information as possible, to the best of its
knowledge at the time of submission of the report, so that State agencies can
initiate action necessary to oversee the protection of nursing home residents



[see §483.12(c)(4)]. See Exhibit XX for a sample form for the investigation
report with examples of information, and see also Appendix PP, Tag F609.

5310.2 - Review and Triage of Allegations
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

The State reviews all allegations of resident neglect and abuse and misappropriation of
resident property regardless of the source.

5310.2A-Immediate Jeopardy Priority
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

In cases where the initial report indicates the following, the SA must initiate an onsite
survey within three business days of receipt of the initial report:

1) The alleged noncompliance may have caused, or may likely cause, serious injury,
harm, impairment, or death to a resident, and

2) The facility has not implemented adequate protection for all residents or the SA
has not received sufficient evidence to conclude that residents are adequately
protected.

For these cases, the SA will enter into ACTS: Intake Type=Incident; Priority = IJ; and
Investigate Within X Days = 3 Working Days.

In cases where the initial report indicates the following, the SA must initiate an onsite
survey within seven business days of receipt of the initial report:

1) The alleged noncompliance may have caused, or may likely cause, serious injury,
harm, impairment, or death to a resident, and

2) The facility has potentially implemented adequate protection for all residents.

For these cases, the SA will enter into ACTS: Intake Type=Incident,; Priority = 1J; and
Investigate Within X Days = 7 Working Days.

NOTE: See Appendix Q of the State Operations Manual for guidance related to
immediate jeopardy situations.

Depending on the nature of the allegation, the facility would be expected to take
immediate action(s) to ensure the protection of residents. Information provided by the
facility may assist the SAs in determining whether there are potentially adequate
protections provided to the resident. Examples of such information include, but are not
limited to:

o  Monitoring of the alleged victim and other identified residents who are at risk,
such as conducting unannounced management visits at different times and shifts;



o Evaluation of whether the alleged victim feels safe and if he/she does not feel
safe, taking immediate steps to alleviate the fear, such as a room relocation,
increased supervision, etc.;

e Providing social services (e.g., emotional support and counseling) to the
resident, as needed;

o [mmediate assessment of the alleged victim and provision of medical treatment
as necessary;

e Provision of goods and/or services that are necessary to avoid serious injury,
harm, impairment, or death to a resident;

o Immediate notification of the alleged victim’s physician and the resident
representative, when there is injury or a change in condition or status;

o [f'the alleged perpetrator is staff- Removal of access by the alleged perpetrator
to the alleged victim and other residents and assurance that ongoing safety and
protection is provided for the alleged victim and other residents

o [fthe alleged perpetrator is a resident or visitor- Removal of access by the
alleged perpetrator to the alleged victim and, as appropriate, other residents and
assurance that ongoing safety and protection is provided for the alleged victim
and other residents

e Notification of the alleged violation to other agencies or law enforcement
authorities, within timeframes as specified under Federal or State law or

regulations, and

o  Whether administrative staff, including the administrator, were informed and
involved as necessary in the investigation.

Below are examples that indicate that a resident(s) may not be protected in the facility:

o The alleged perpetrator continues to have access to the alleged victim and/or
other residents;

e Retaliation occurs against a resident who reports an alleged violation,

o A resident who repeatedly fondles other residents is moved to another unit,
where he/she continues to exhibit the same behaviors to other residents; and

o A resident with a history of striking a resident is left unsupervised with a resident
who has been targeted in the past.



The SA may contact the resident/representative to determine whether adequate
protections are provided to the resident

5330 - Reporting Abuse to Law Enforcement and the Medicaid Fraud
Control Unit for Nursing Homes
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

If the SA receives information that a suspected crime may have occurred in a facility and
there is indication that it has not been reported or the SA cannot verify that a report was

made to law enforcement, the SA must report the suspected crime to law enforcement
immediately.

Verifying that a complainant, facility, and/or covered individual(s) has made a report to
law enforcement would include review and confirmation of the following information:

o  Who submitted the report to law enforcement, including name and contact
information,

o  Who did the reporter contact, including law enforcement entity, name, and
contact information;

o Date/Time that the report was filed,

e Any copies of the report made to law enforcement, if available,
e What information was conveyed to law enforcement, and

o The police report number provided by law enforcement.

When the SA or RO substantiates a finding of abuse, the SA or RO must report the

substantiated findings to local law enforcement and, if appropriate, the Medicaid Fraud
Control Unit.

NOTE: “Covered individual” is defined in section 1150B(a)(3) of the Act as anyone who
is an owner, operator, employee, manager, agent or contractor of the facility

(§483.12(b)(5)(i).



Medicare State Operations Manual
Chapter 9 - Exhibits

Exhibits
(Rev.208;10-21-22)

Exhibit Description Download

23 ACTS Required http://www.cms.gov/manuals/downloads/som107_exhibit_023.pdf
Fields

358 Sample Form for  http.//www.cms.gov/manuals/downloads/som107 exhibit 358.pdf
Facility Reported
Incidents

359 Follow-up
Investigation http://www.cms.gov/manuals/downloads/som107 exhibit 359.pdf

Report


http://www.cms.gov/manuals/downloads/som107_exhibit_023.pdf
http://www.cms.gov/manuals/downloads/som107_exhibit_358.pdf
http://www.cms.gov/manuals/downloads/som107_exhibit_359.pdf

State Operations Manual
Appendix PP - Guidance to Surveyors for
Long Term Care Facilities
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(Rev. 208;10-21-22)
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NOTE: In the regulation text that is noted under the following-Tags : F540, F584, F620-623,
F625, F757, F774, F842, and F868, there were minor, technical inaccuracies (spelling, cross-
references, etc.) in the 2016 Final Rule that updated the Requirements of Participation. In an
effort to ensure clarity of understanding of the guidance, the instructions to surveyors, and the
determining of compliance, we have made the appropriate correction in this guidance document.
This document is not intended to replace, modify or otherwise amend the regulatory text. Such
revisions, modifications or amendments can only be made through a Correction Notice or other
rulemaking that would be published in the Federal Register.

F557
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.10(e) Respect and Dignity.

The resident has a right to be treated with respect and dignity, including:

§483.10(e)(2) The right to retain and use personal possessions, including furnishings, and
clothing, as space permits, unless to do so would infringe upon the rights or health and
safety of other residents.

INTENT §483.10(e)(2)
All residents’ possessions, regardless of their apparent value to others, must be treated with
respect.

GUIDANCE §483.10(e)(2)

The right to retain and use personal possessions promotes a homelike environment and supports
each resident in maintaining their independence.

If residents’ rooms have few personal possessions, ask residents, their families, or
representative(s), as well as the local ombudsman if:

e Residents are encouraged to have and to use them; and
e Residents may choose to retain personal possessions.

PROCEDURES §483.10(e)(2)

If facility staff refused to allow a resident to retain his or her personal possession(s), determine if
such a restriction was appropriate due to insufficient space, protection of health and safety, and
maintaining other resident rights, and whether the reason for the restriction was communicated to
the resident.

Examples of noncompliance may include, but are not limited to:

e Residents, their representatives, or family members have been discouraged from bringing
personal items to the facility.

e A decision to refuse to allow a resident to retain any personal belongings was not based
on space limitations or on a determination that the rights, health or safety of other
residents would be infringed.



o Facility staff searching a resident’s body or personal possessions without the resident’s
or, if applicable, the resident’s representative’s consent.

It is important for facility staff to have knowledge of signs, symptoms, and triggers of possible
illegal substance use; such as changes in resident behavior, increased unexplained drowsiness,
lack of coordination, slurred speech, mood changes, and/or loss of consciousness, etc. This may
include asking residents, who appear to have used an illegal substance (e.g., cocaine,
hallucinogens, heroin), whether or not they possess or have used an illegal substance.

If the facility determines through observation that a resident may have access to illegal
substances that they have brought into the facility or secured from an outside source, the facility
should not act as an arm of law enforcement. Rather, in accordance with state laws, these cases
may warrant a referral to local law enforcement. To protect the health and safety of residents,
facilities may need to provide additional monitoring and supervision. If facility staff identify
items or substances that pose risks to residents” health and safety and are in plain view, they may
confiscate them. But, facility staff should not conduct searches of a resident or their personal
belongings, unless the resident, or resident representative agrees to a voluntary search and
understands the reason for the search. For concerns related to the identification of risk and the

provision of supervision to prevent accidental overdose, investigate potential non-compliance at
F689, §483.25(d) — Accidents.

For concerns related to the behavioral health services that are provided, investigate potential
non-compliance at F740, §483.40 — Behavioral Health Services.

F561
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.10(f) Self-determination.

The resident has the right to and the facility must promote and facilitate resident self-
determination through support of resident choice, including but not limited to the rights
specified in paragraphs (f)(1) through (11) of this section.

§483.10(f)(1) The resident has a right to choose activities, schedules (including sleeping and
waking times), health care and providers of health care services consistent with his or her
interests, assessments, and plan of care and other applicable provisions of this part.

§483.10(f)(2) The resident has a right to make choices about aspects of his or her life in the
facility that are significant to the resident.

§483.10(f)(3) The resident has a right to interact with members of the community and
participate in community activities both inside and outside the facility.

§483.10(f)(8) The resident has a right to participate in other activities, including social,
religious, and community activities that do not interfere with the rights of other residents
in the facility.



INTENT §483.10(f)(1)-(3) and (8)

The intent of this requirement is to ensure that each resident has the opportunity to exercise his
or her autonomy regarding those things that are important in his or her life. This includes the
residents’ interests and preferences.

GUIDANCE §§483.10(f)(1)-(3), (8)

It is important for residents to have a choice about which activities they participate in, whether
they are part of the formal activities program or self-directed. Additionally, a resident’s needs
and choices for how he or she spends time, both inside and outside the facility, should also be
supported and accommodated, to the extent possible, including making transportation
arrangements.

Residents have the right to choose their schedules, consistent with their interests, assessments,
and care plans. This includes, but is not limited to, choices about the schedules that are important
to the resident, such as waking, eating, bathing, and going to bed at night. Choices about
schedules and ensuring that residents are able to get enough sleep is an important contributor to
overall health and well-being. Residents also have the right to choose health care schedules
consistent with their interests and preferences, and information should be gathered to proactively
assist residents with the fulfillment of their choices. Facilities must not develop a schedule for
care, such as waking or bathing schedules, for staff convenience and without the input of the
residents.

Examples that demonstrate the support and accommodation of resident goals, preferences, and
choices include, but are not limited to:

e [faresident shares that attendance at family gatherings or external community events is
of interest to them, the resident’s goals of attending these events should be
accommodated, to the extent possible.

e Ifaresident mentions that his or her therapy is scheduled at the time of a favorite
television program, the resident’s preference should be accommodated, to the extent
possible.

e Ifaresident refuses a bath because he or she prefers a shower or a different bathing
method, such as in-bed bathing, prefers to bathe at a different time of day or on a
different day, does not feel well that day, is uneasy about the aide assigned to help or is
worried about falling, the resident’s preferences must be accommodated.

If a facility changes its policy to prohibit smoking (including electronic cigarettes), it should
allow current residents who smoke to continue smoking in an area that maintains the quality of
life for these residents and takes into account non-smoking residents. The smoking area may be
an outside area provided that residents remain safe. Residents admitted after the facility
changes its policy must be informed of this policy at admission. (See §483.10(g)(1) and
§483.10(g)(16)) For further explanation of safety concerns, refer to §483.25(d), F689. For
information on smoking policies, refer to §483.90(i)(5), F926.



PROCEDURES §483.10(f)(1)-(3) and (8)

During interviews with residents or their family and/or representative(s), determine if they are
given the opportunity to choose and whether facility staff accommodate his or her preferences
for:

Activities that interest them,;

Their sleep cycles;

Their bathing times and methods;

Their eating schedule;

Their health care options; and

Any other area significant to the resident.

Interview facility staff about what the resident’s goals, preferences, and choices are and the
location of that information. Interview facility staff to determine how they sought information
from the resident’s family and/or representative(s) regarding a resident’s preferences and choices
for residents who are unable to express their choices. Additionally, the resident’s preferences
should be accommodated by facility staff and reflected through adjustments in the care plan.
Ask the social worker or other appropriate staff how they help residents pursue activities outside
the facility.

Examples of noncompliance may include, but are not limited to:

e Residents are not given the opportunity to choose activities that interest them.

e Facility staff have a set schedule for waking residents or putting residents in bed, without
consideration of resident preference.

e Facility staff have a practice of showering all residents when a bath is available and
preferred by a resident.

e Residents are not afforded the opportunity to choose among offered healthcare options.

e Restriction of any one of these rights are placed on any resident, including a justice
involved resident solely based on their status as a justice involved individual, without
consideration of how exercising their rights affected the rights of other residents.

POTENTIAL TAGS FOR ADDITIONAL CONSIDERATION

e If other concerns are identified regarding justice involved residents, see §483.10(a),
F550, Resident Rights for further guidance.

e For issues regarding a resident’s accommodation of needs, see §483.10(e)(3), F558.

e For issues related to resident visitation, see §483.10(f)(4)(i1)-(v), F563.

e [Ifitis determined a resident’s preferences is not honored due to possible concerns with
insufficient numbers of staff or staff competencies, see §483.35(a), F725, Sufficient
Nursing Staff.

F563
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)



§483.10(f)(4) The resident has a right to receive visitors of his or her choosing at the time of
his or her choosing, subject to the resident’s right to deny visitation when applicable, and
in a manner that does not impose on the rights of another resident.

(ii) The facility must provide immediate access to a resident by immediate family and
other relatives of the resident, subject to the resident’s right to deny or withdraw
consent at any time;

(iii) The facility must provide immediate access to a resident by others who are visiting
with the consent of the resident, subject to reasonable clinical and safety restrictions
and the resident’s right to deny or withdraw consent at any time;

(iv) The facility must provide reasonable access to a resident by any entity or individual
that provides health, social, legal, or other services to the resident, subject to the
resident’s right to deny or withdraw consent at any time; and

(v) The facility must have written policies and procedures regarding the visitation
rights of residents, including those setting forth any clinically necessary or reasonable
restriction or limitation or safety restriction or limitation, when such limitations may
apply consistent with the requirements of this subpart, that the facility may need to
place on such rights and the reasons for the clinical or safety restriction or limitation.

GUIDANCE §483.10(f)(4)(ii)-(v)

“Reasonable clinical and safety restrictions” include a facility’s policies, procedures or
practices that protect the health and security of all residents and staff. These may include, but are
not be limited to:

e Restrictions placed to prevent community-associated infection or communicable disease
transmission to one or more residents. A resident’s risk factors for infection (e.g.,
immunocompromised condition) or current health state (e.g., end-of-life care) should be
considered when restricting visitors.

e In general, visitors with signs and symptoms of a transmissible infection (e.g., a visitor is
febrile and exhibiting signs and symptoms of an influenza-like illness) should defer
visitation until he or she is no longer potentially infectious (e.g., 24 hours after resolution
of fever without antipyretic medication), or according to CDC guidelines, and/or local
health department recommendations.

e Keeping the facility locked or secured at night with a system in place for allowing
visitors approved by the resident;

e Denying access or providing limited and supervised access to an individual if that
individual is suspected of abusing, exploiting, or coercing a resident until an investigation
into the allegation has been completed or has been found to be abusing, exploiting, or
coercing a resident;

e Denying access to individuals who have been found to have been committing criminal
acts such as theft;



¢ Denying access to individuals who are inebriated or disruptive, or

e Denying access or providing supervised visitation to individuals who have a history of
bringing illegal substances into the facility which places residents’ health and safety at
risk.

Visitation Considerations During a Communicable Disease Outbreak

Facilities may need to modify their visitation practices when there are infectious outbreaks or
pandemics to align with current CMS guidance and CDC guidelines that enables maximum
visitation, such as by:

o Offering options for outdoor or virtual visitation, or indoor designated visitation areas

e Providing adequate signage with instructions for infection prevention, i.e. hand hygiene,
cough etiquette, etc.

o Ensuring access to hand hygiene supplies

o Taking other actions that would allow visitation to continue to occur safely in spite of the
presence of a contagious infection

o Contacting their local health authorities for guidance or direction on how to structure
their visitation to reduce the risk of communicable disease transmission during an
outbreak

During an infectious disease outbreak, while not recommended, residents who are on
transmission-based precautions (TBP) can still receive visitors. In these cases, before visiting
residents who are on TBP, visitors should be made aware of the potential risk of visiting and
precautions necessary in order to visit the resident. Visitors should adhere to principles of
infection prevention.

For purposes of this regulation, immediate family is not restricted to individuals united by blood,
adoptive, or marital ties, or a State’s common law equivalent. It is important to understand that
there are many types of families, each of which being equally viable as a supportive, caring unit.
For example, it might also include a foster family where one or more adult serves as a temporary
guardian for one or more children to whom they may or may not be biologically related.

Residents have the right to define their family. During the admissions process, facility staff
should discuss this issue with the resident. If the resident is unable to express or communicate
whom they identify as family, facility staff should discuss this with the resident’s representative.

Resident’s family members are not subject to visiting hour limitations or other restrictions not
imposed by the resident, wit/ the exception of reasonable clinical and safety restrictions,
consistent with §483.10(f)(4)(v), placed by the facility based on recommendations of CMS, CDC,
or the local health department. With the consent of the resident, facilities must provide 24-hour



access to other non-relative visitors, subject to reasonable clinical and safety restrictions.
Visitation should be person-centered, consider the residents’ physical, mental, and psychosocial
well-being, and support their quality of life.

If these familial visitation rights infringe upon the rights of other residents, facility staff must
find a location other than a resident’s room for visits. For example, if a resident’s family visits in
the late evening when the resident’s roommate is asleep, then the visit should take place
somewhere other than their shared room so that the roommate is not disturbed.

Individuals who provide health, social, legal, or other services to the resident have the right of
reasonable access to the resident. Facility staff must provide space and privacy for such visits.

Visitation and Illegal Substance Use

1t is important for facility staff to have knowledge of signs, symptoms, and triggers of possible
illegal substance use such as changes in resident behavior, particularly after interaction with
visitors or leaves of absence, increased unexplained drowsiness, lack of coordination, slurred
speech, mood changes, and/or loss of consciousness, etc. Following such occurrences, this may
include asking residents, who appear to have used an illegal substance (e.g., cocaine,
hallucinogens, heroin), whether or not they possess or have used an illegal substance.

If the facility determines illegal substances have been brought into the facility by a visitor, the
facility should not act as an arm of law enforcement. Rather, in accordance with state laws,
these cases may warrant a referral to local law enforcement. To protect the health and safety of
residents, facilities may need to provide additional monitoring and supervision. Additionally,
facility staff should not conduct searches of a resident or their personal belongings, unless the
resident or resident representative agrees to a voluntary search and understands the reason for
the search. For concerns related to the identification of risk and the provision of supervision to
prevent accidental overdose, investigate potential non-compliance at F689, §483.25(d) —
Accidents.

For concerns related to the behavioral health services that are provided, investigate potential
non-compliance at F740, §483.40 — Behavioral Health Services.

PROCEDURES §483.10(f)(4)(ii)-(v)

e Through interviews with residents, their representative, family members, visitors and
others as permitted under this requirement, determine if they know that they are able to
visit 24-hours a day, subject to a resident’s choice and reasonable restrictions as defined
above.

e Review the facility’s written visitation policy and procedures to determine whether they
support the resident’s right to visitors and whether they explain those situations where
visitors may be restricted due to clinical or safety concerns.



If a concern is identified, interview facility staff to determine how they ensure 24-hour or
immediate access as permitted under these requirements.

Examples of noncompliance may include, but are not limited to:

F578

Facility staff restrict visitors according to the facility’s convenience.

Facility staff restrict the rights of a resident to receive visitors, even though this would
not affect the rights of other residents.

Facility staff restrict visitors based on expressed wishes of an individual who is a health
care power of attorney who does not have the authority to restrict visitation.

A posting or inclusion in the resident handbook or other information provided by the
facility, of visiting hours not in compliance with this regulation.

(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.10(c)(6) The right to request, refuse, and/or discontinue treatment, to participate in or
refuse to participate in experimental research, and to formulate an advance directive.

§483.10(c)(8) Nothing in this paragraph should be construed as the right of the resident to
receive the provision of medical treatment or medical services deemed medically
unnecessary or inappropriate.

§483.10(g)(12) The facility must comply with the requirements specified in 42 CFR part
489, subpart I (Advance Directives).

(@

(i)

(iii)

(iv)

These requirements include provisions to inform and provide written
information to all adult residents concerning the right to accept or refuse
medical or surgical treatment and, at the resident’s option, formulate an
advance directive.

This includes a written description of the facility’s policies to implement advance
directives and applicable State law.

Facilities are permitted to contract with other entities to furnish this information
but are still legally responsible for ensuring that the requirements of this section
are met.

If an adult individual is incapacitated at the time of admission and is unable to
receive information or articulate whether or not he or she has executed an
advance directive, the facility may give advance directive information to the
individual’s resident representative in accordance with State /aw.



(v) The facility is not relieved of its obligation to provide this information to the
individual once he or she is able to receive such information. Follow-up procedures
must be in place to provide the information to the individual directly at the
appropriate time.

DEFINITIONS §483.10(c)(6), (¢)(8), (2)(12)

“Advance care planning” is a process of communication between individuals and their
healthcare agents to understand, reflect on, discuss, and plan for future healthcare decisions for a
time when individuals are not able to make their own healthcare decisions.

“Advance directive” is “a written instruction, such as a living will or durable power of attorney
for health care, recognized under State law (whether statutory or as recognized by the courts of
the State), relating to the provision of health care when the individual is incapacitated.” See
§489.100.

“Physician Orders for Life-Sustaining Treatment (or POLST) paradigm form” is a form
designed to improve patient care by creating a portable medical order form that records patients’
treatment wishes so that emergency personnel know what treatments the patient wants in the
event of a medical emergency, taking the patient's current medical condition into consideration.
A POLST paradigm form is not an advance directive.

“Experimental research” refers to the development, testing and use of a clinical treatment, such
as an investigational drug or therapy that has not yet been approved by the FDA or medical
community as effective and conforming to accepted medical practice.

“Health care decision-making” refers to consent, refusal to consent, or withdrawal of consent
to health care, treatment, service, or a procedure to maintain, diagnose, or treat a resident’s
physical or mental condition.

“Health care decision-making capacity” refers to possessing the ability (as defined by State
law) to make decisions regarding health care and related treatment choice.

GUIDANCE §483.10(c)(6), (c)(8), and (g)(12)

The resident has the right to request treatment; however, facility staff are not required to provide
medical treatment or services if the requested treatment or services are medically unnecessary or
inappropriate. While the resident also has the right to refuse any treatment or services, the
resident’s refusal does not absolve facility staff from providing other care that allows him/her to
attain or maintain his or her highest practicable physical, mental, and psychosocial well-being.

For example, facility staff would still be expected to provide appropriate measures for pressure
injury prevention, even if a resident has refused food and fluids and is nearing death.

If a resident (directly or through an advance directive) declines treatment (such as refuses
artificial nutrition or IV hydration, despite having lost considerable weight), the resident may not



be treated against his or her wishes. If a resident is unable to make a health care decision, a
decision by the resident’s legal representative to forego treatment may, subject to State
requirements, be equally binding on the facility. A resident may not be transferred or discharged
for refusing treatment unless the criteria for transfer or discharge are otherwise met. Facility staff
should attempt to determine the reason for the refusal of care, including whether a resident who
is unable verbalize their needs is refusing care for another reason (such as pain, fear of a staff
member, etc.), and address the concern, if possible. Any services that would otherwise be
required, but are refused, must be described in the comprehensive care plan. See F656,
Comprehensive Care Plans, for further guidance.

The resident has the right to refuse to participate in experimental research. A resident being
considered for participation in experimental research must be fully informed of the nature of the
experimental research (for example, medication or other treatment) and the possible
consequences of participating. The resident must provide informed consent prior to participation
and initiation of experimental research. If the resident is incapable of understanding the situation
and of realizing the risks and benefits of the proposed research, but a resident representative
gives consent, facility staff have a responsibility to ensure that the consent is properly obtained
and that essential measures are taken to protect the resident from harm or mistreatment. The
resident (or his or her representative if the resident lacks health care decision-making capacity)
must have the opportunity to refuse to participate both before and during the experimental
research activity.

The ability of a dying person to control decisions about medical care and daily routines has been
identified as one of the key elements of quality care at the end of life. The process of advance
care planning is ongoing and affords the resident, family, and others on the resident’s
interdisciplinary health care team an opportunity to reassess the resident’s goals and wishes as
the resident’s medical condition changes. Advance care planning is an integral aspect of the
facility’s comprehensive care planning process and assures re-evaluation of the resident’s desires
on a routine basis and when there is a significant change in the resident’s condition. The process
can help the resident, family and interdisciplinary team prepare for the time when a resident
becomes unable to make decisions or is actively dying.

The facility is required to establish, maintain, and implement written policies and procedures
regarding the residents’ right to formulate an advance directive, including the right to accept or
refuse medical or surgical treatment. In addition, the facility management is responsible for
ensuring that staff follow those policies and procedures.

The facility’s policies and procedures delineate the various steps necessary to promote and
implement these rights, including, but not limited to:

e Determining on admission whether the resident has an advance directive and, if not,
determining whether the resident wishes to formulate an advance directive;

e Providing information in a manner easily understood by the resident or resident
representative about the right to refuse medical or surgical treatment and formulate an
advanced directive. This includes a written description of the facility’s policies to
implement advance directives and applicable State law regarding advance directives.



e Determining if facility staff periodically assesses the resident for decision-making
capacity and invokes health care agent or representative if the resident is determined not
to have decision-making capacity;

e Identifying the primary decision-maker (assessing the resident’s decision-making
capacity and identifying or arranging for an appropriate representative for the resident
assessed as unable to make relevant health care decisions);

e Defining and clarifying medical issues and presenting the information regarding relevant
health care issues to the resident or his or her representative, as appropriate;

e Identifying, clarifying, and periodically reviewing, as part of the comprehensive care
planning process, the existing care instructions and whether the resident wishes to change
or continue these instructions;

e Identifying situations where health care decision-making is needed, such as a significant
decline or improvement in the resident's condition;

e Establishing mechanisms for documenting and communicating the resident's choices to
the interdisciplinary team and to staff responsible for the resident’s care; and

e Identifying the process (as provided by State law) for handling situations in which the
facility staff and/or physician do not believe that they can provide care in accordance
with the resident’s advance directives or other wishes on the basis of conscience.

If the resident or the resident’s representative has executed one or more advance directive(s), or
executes one upon admission, copies of these documents must be obtained and maintained in the
same section of the resident’s medical record readily retrievable by any facility staff. Facility
staff must communicate the resident’s wishes to the resident’s direct care staff and physician.

If the resident does not have an advance directive, facility staff must inform the resident or
resident representative of their right to establish one as set forth in the laws of the State and
provide assistance if the resident wishes to execute one or more directive(s). Facility staff must
document in the resident’s medical record these discussions and any advance directive(s) that the
resident executes.

The resident has the option to execute advance directives, but cannot be required to do so. As
required by 42 C.F.R. §489.102(a)(3), the facility may not condition the provision of medical
care or discriminate against a resident based on whether he or she has executed an advance
directive. Facility staff are not required to provide care that conflicts with an advance directive.
In addition, facility staff are not required to implement an advance directive if, as a matter of
conscience, the provider cannot implement an advance directive and State law allows the
provider to conscientiously object.

NOTE: Other directives a resident may choose to exercise may include, but are not limited to, a
directive to the attending physician, a medical power of attorney, a pre-existing medical
order for “do not resuscitate” (DNR), or another document that directs the resident’s
health care such as Do Not Hospitalize (DNH). Several States have adopted the use of a
portable and enduring order form that documents the resident’s choices related to life-
sustaining treatments while some States recognize documented oral instruction.



Facility staff should periodically review with the resident and resident representative the
decisions made regarding treatments, experimental research and any advance directive and its
provisions, as preferences may change over time.

PROCEDURES§483.10(c)(6), (¢)(8), (g)(12)
e Observe for efforts on the part of facility staff to inform residents or their representative
of their rights and that information is communicated at times it would be most useful to
them, such as when they are expressing concerns, or raising questions.

e Interview the resident, resident’s representative and facility staff to determine if:

o Residents are informed in a manner they understand of their right to request or refuse
treatment;

o A resident has an advance directive and if staff are aware of what this directive states;

o A resident does not have an advance directive and, if so, how the resident was informed
of his or her right to develop one and was the resident provided assistance in doing so;
and

o Staff periodically assess a resident’s decision making capacity, how often and how and
by whom is this done.

e Review the resident’s medical record to determine if:
o The resident has an advance directive and a copy is located in the medical record; and
o The facility has policies and procedures to implement advance directives.

KEY ELEMENTS OF NONCOMPLIANCE §483.10(c)(6), (¢)(8), (2)(12):

To cite deficient practice at /578, the surveyor’s investigation will generally show that the
facility failed to do one or more of the following:

¢ Provide information to the resident regarding their right to refuse medical or surgical
treatment or to formulate an advance directive once the resident was able to receive the
information; or

e Honor a resident’s, their family, and/or their representative’s decision to request, refuse,
or discontinue experimental research; or

e Ensure that a current copy of a resident’s advance directive was in the resident’s medical
record; or

e Have policies and procedures for implementing advance directives; or

e Follow policies to implement advance directives and applicable State laws regarding
advance directives.

POTENTIAL TAGS FOR ADDITIONAL CONSIDERATION
Examples of some of the related requirements that may be considered when non-compliance has
been identified include, but are not limited to, the following:

e 42 CFR §483.10(a)(3)-(7), F551 o For concerns regarding designation of resident
representative.



o 42 CFR §483.10(c)(2)-(3), F553, Right to Participate in Planning Care o For concerns
regarding the resident’s right to participate in and be informed of his or her treatment.

F582
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.10(g)(17) The facility must—

(i) Inform each Medicaid-eligible resident, in writing, at the time of admission to the
nursing facility and when the resident becomes eligible for Medicaid of—
(A) The items and services that are included in nursing facility services under the
State plan and for which the resident may not be charged;
(B) Those other items and services that the facility offers and for which the resident
may be charged, and the amount of charges for those services; and
(ii) Inform each Medicaid-eligible resident when changes are made to the items and
services specified in §483.10(g)(17)(i)(A) and (B) of this section.

§483.10(g)(18) The facility must inform each resident before, or at the time of admission,
and periodically during the resident’s stay, of services available in the facility and of
charges for those services, including any charges for services not covered under Medicare/
Medicaid or by the facility’s per diem rate.

(i) Where changes in coverage are made to items and services covered by Medicare
and/or by the Medicaid State plan, the facility must provide notice to residents of
the change as soon as is reasonably possible.

(ii) Where changes are made to charges for other items and services that the facility
offers, the facility must inform the resident in writing at least 60 days prior to
implementation of the change.

(iii) If a resident dies or is hospitalized or is transferred and does not return to the
facility, the facility must refund to the resident, resident representative, or estate, as
applicable, any deposit or charges already paid, less the facility’s per diem rate, for
the days the resident actually resided or reserved or retained a bed in the facility,
regardless of any minimum stay or discharge notice requirements.

(iv) The facility must refund to the resident or resident representative any and all
refunds due the resident within 30 days from the resident’s date of discharge from
the facility.

(v) The terms of an admission contract by or on behalf of an individual seeking
admission to the facility must not conflict with the requirements of these
regulations.

DEFINITIONS §483.10(g)(17)-(18)
“Periodically” means whenever changes are being introduced that will affect the resident’s
liability and whenever there are changes in services.

GUIDANCE §483.10(g)(17)-(18)



Residents must be told in advance when changes will occur in their bills. Providers must fully
inform the resident of services and related changes.

A Medicare beneficiary who requires services upon admission that are not covered under
Medicare may be required to submit a deposit provided the notice provisions of §483.10(g)(17)
if applicable, are met. Facility staff must notify residents of services or items that they may be
charged for, if they are not required by the resident’s care plan, such as hair salon services
beyond basic services or incontinence briefs the resident requests per personal preference in lieu
of the briefs provided by the facility. See §483.10(f)(11) for those items and services that must
be included in payment under skilled nursing and nursing facility benefits.

The facility’s responsibility regarding refunds applies to all residents for “any deposit or charges
already paid” by a resident during their nursing home stay. For residents residing in a Continuing
Care Retirement Community (CCRC), an exception can be considered for those residents who
were admitted to the CCRC’s nursing home, had deposits and charges related to the CCRC
separate from those incurred during the nursing home stay, and who were discharged/transferred
from the nursing home back to the same CCRC’s independent or assisted living residences.

Beneficiary Notices

1. Notice of Medicare Non-Coverage (NOMNC)
The NOMNC, Form CMS-10123, is given by the facility to all Medicare beneficiaries at least
two days before the end of a Medicare covered Part A stay or when all of Part B therapies
are ending. The NOMNC informs the beneficiaries of the right to an expedited review by a
Quality Improvement Organization. See also 42 CFR 405.1200 and 422.624.

The NOMNC is not given if:

o The beneficiary exhausts the SNF benefits coverage (100 days), thus exhausting their
Medicare Part A SNF benefit.

o The beneficiary initiates the discharge from the SNF.

o The beneficiary elects the hospice benefit or decides to revoke the hospice benefit and
return to standard Medicare coverage.

2. Skilled Nursing Facility Advanced Beneficiary Notice of Non-coverage (SNF ABN)
It is important to note that the SNF ABN, CMS-10055, is only issued if the beneficiary
intends to continue services and the SNF believes the services may not be covered under
Medicare. It is the facility’s responsibility to inform the beneficiary about potential non-
coverage and the option to continue services with the beneficiary accepting financial liability
for those services.

Per Ch. 30, section 70.2 of the Medicare Claims Processing Manual (IOM Pub. 100-04), a
SNFABN must be given to a beneficiary for the following triggering events.

e [nitiation - In the situation in which a SNF believes Medicare will not pay for extended
care items or services that a physician has ordered, the SNF must provide a SNFABN to



the beneficiary before it furnishes those non-covered extended care items or services to
the beneficiary.

e Reduction - In the situation in which a SNF proposes to reduce a beneficiary’s extended
care items or services because it expects that Medicare will not pay for a subset of
extended care items or services, or for any items or services at the current level and/or
frequency of care that a physician has ordered, the SNF must provide a SNFABN to the
beneficiary before it reduces items or services to the beneficiary.

o Termination - In the situation in which a SNF proposes to stop furnishing all extended
care items or services to a beneficiary because it expects that Medicare will not continue
to pay for the items or services that a physician has ordered and the beneficiary would
like to continue receiving the care, the SNF must provide a SNF ABN to the beneficiary
before it terminates such extended care items or services.

The SNF ABN provides information to beneficiaries so that they can decide if they wish
to continue receiving the skilled services that may not be paid for by Medicare and
assume financial responsibility. If the SNF provides the beneficiary with 77e SNF ABN,
the facility has met its obligation to inform the beneficiary of his or her potential
financial liability and related standard claim appeal rights.

The SNF:
o Files a claim when requested by the beneficiary (this claim is called a “demand bill”);
and
e May not charge the beneficiary for Medicare covered Part A services during demand bill
process.

For detailed information refer to the Medicare Claims Processing Manual (IOM Pub. 100-04) at
hitps://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/clm104c30.pdf.
SNFABN is addressed in Ch. 30, section 70 of the manual and NOMNC is addressed in section
260.

NOTE: A facility’s requirement to notify and explain via the SNFABN that the individual is no
longer receiving Medicare Part A services based on the SNF'’s belief that Medicare Part A will
not pay for the resident’s stay, is separate and unrelated to the admission and discharge
requirements under 42 CFR §483.15, which outlines the notification and requirements under
which an individual may be discharged from the facility or when the transfer or discharge is not
initiated by the resident.

KEY ELEMENTS OF NONCOMPLIANCE §483.10(g)(17)-(18)
To cite deficient practice at F582, the surveyor’s investigation will generally show the facility
failed to do one or more of the following:

e Notify each Medicaid- eligible resident in writing of the items and services which are/are
not covered under Medicaid or by the facility’s per diem rate, including the cost of those
items and services:


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/clm104c30.pdf

o At the time of admission, or
o When the resident became eligible for Medicaid, or
e Inform each Medicaid-eligible resident when changes were made to the items and
services covered by Medicaid; or
e Inform each resident of services available in the facility and the charges for those services
not covered under Medicare/Medicaid or by the facility’s per diem rate:
o Before admission or at the time of admission, and periodically during the resident’s
stay; or
0 As soon as reasonably possible when a change in coverage occurs; or
o At least 60 days prior to implementation of changes made to charges for other items
and services that the facility offers; or
e Refund the applicable funds to the resident, resident representative, or estate when a
resident died, or was hospitalized, or was transferred and did not return to the facility; or
e Refund any and all funds due the resident:
o Within 30 days from the date of discharge; or
o To the resident or resident representative; or
e Included terms in the admission contract that conflicted with the requirements of these
regulations.

F584
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.10(i) Safe Environment.
The resident has a right to a safe, clean, comfortable and homelike environment, including
but not limited to receiving treatment and supports for daily living safely.

The facility must provide—
§483.10(i)(1) A safe, clean, comfortable, and homelike environment, allowing the resident
to use his or her personal belongings to the extent possible.

(i) This includes ensuring that the resident can receive care and services safely and that
the physical layout of the facility maximizes resident independence and does not
pose a safety risk.

(ii) The facility shall exercise reasonable care for the protection of the resident's
property from loss or theft.

§483.10(i)(2) Housekeeping and maintenance services necessary to maintain a sanitary,
orderly, and comfortable interior;

§483.10(i)(3) Clean bed and bath linens that are in good condition;
§483.10(i)(4) Private closet space in each resident room, as specified in §483.90 (e)(2)(iv);

§483.10(i)(5) Adequate and comfortable lighting levels in all areas;



§483.10(i)(6) Comfortable and safe temperature levels. Facilities initially certified after
October 1, 1990 must maintain a temperature range of 71 to 81°F; and

§483.10(i)(7) For the maintenance of comfortable sound levels.

DEFINITIONS §483.10(i)
“Adequate lighting” means levels of illumination suitable to tasks the resident chooses to
perform or the facility staff must perform.

“Comfortable lighting” means lighting that minimizes glare and provides maximum resident
control, where feasible, over the intensity, location, and direction of lighting to meet their needs
or enhance independent functioning.

“Comfortable and safe temperature levels” means that the ambient temperature should be in a
relatively narrow range that minimizes residents’ susceptibility to loss of body heat and risk of
hypothermia, or hyperthermia, or and is comfortable for the residents.

“Comfortable sound levels” do not interfere with resident’s hearing and enhance privacy when
privacy is desired, and encourage interaction when social participation is desired. Of particular
concern to comfortable sound levels is the resident’s control over unwanted noise.

“Environment” refers to any environment in the facility that is frequented by residents,
including (but not limited to) the residents’ rooms, bathrooms, hallways, dining areas, lobby,
outdoor patios, therapy areas and activity areas.

A “homelike environment” is one that de-emphasizes the institutional character of the setting,
to the extent possible, and allows the resident to use those personal belongings that support a
homelike environment. A determination of “homelike” should include the resident’s opinion of
the living environment.

“Orderly” is defined as an uncluttered physical environment that is neat and well-kept.

“Sanitary” includes, but is not limited to, preventing the spread of disease-causing organisms by
keeping resident care equipment clean and properly stored. Resident care equipment includes,
but is not limited to, equipment used in the completion of the activities of daily living.

GUIDANCE §483.10(i)

A personalized, homelike environment recognizes the individuality and autonomy of the
resident, provides an opportunity for self-expression, and encourages links with the past and
family members. The intent of the word “homelike” in this regulation is that the nursing home
should provide an environment as close to that of the environment of a private home as possible.

This concept of creating a home setting includes the elimination of institutional odors, and
practices to the extent possible. Some practices that can be eliminated to decrease the
institutional character of the environment include, but are not limited to, the following:



e Overhead paging (including frequent announcements) and piped-in music throughout the
building.

e Meal service using trays (some residents may wish to eat certain meals on trays).

e Institutional signs labeling work rooms/closets in areas visible to residents and the public.

e Medication or treatment carts (some innovative facilities store medications in locked
areas in resident rooms or in secured carts that appear like furniture).

e The widespread and long-term use of audible chair and bed alarms, instead of their
limited use for selected residents for diagnostic purposes or according to their care
planned needs. These devices can startle the resident and constrain the resident from
normal repositioning movements, which can be problematic.

e Furniture that does not reflect a home-like environment or is uncomfortable; the absence
of window treatments or drapes; the lack of textures or the absence of bedspreads or
personal items in rooms or on walls.

e Large, centrally located nursing/care team stations, including those with barriers (such as
Plexiglas) that prevent the staff from interacting with residents.

Many facilities cannot immediately make these types of changes, but it should be a goal for all
facilities that have not yet made these types of changes to work toward them. A nursing facility
is not considered non-compliant if it still has some of these institutional features, but the facility
is expected to do all it can within fiscal constraints to provide an environment that enhances
quality of life for residents, in accordance with resident preferences.

A “homelike” environment is not achieved simply through enhancements to the physical
environment. It concerns striving for person-centered care that emphasizes individualization,
relationships and a psychosocial environment that welcomes each resident and makes her/him
comfortable. It is the responsibility of all facility staff to create a “homelike” environment and
promptly address any cleaning needs.

In a facility in which most residents come for a short-term stay, residents would not typically
move his or her bedroom furniture into the room, but may desire to bring a television, chair or
other personal belongings to have while staying in the facility.

There needs to be sufficient individual closet space so that resident clothing is kept separate from
a roommate’s. Closets must be structured so the resident can get to and reach their hanging
clothing whenever they choose. Out-of-season items may be stored in alternate locations outside
the resident’s room.

Adequate lighting design has these features:

e Lighting with minimum glare in areas frequented by residents. Elimination of high levels
of glare produced by shiny flooring and from unshielded window openings;

e Even light levels in common areas and hallways, avoiding patches of low light caused by
too much space between light fixtures, within limits of building design constraints;

e Use of daylight as much as possible;



e Extra lighting, such as table and floor lamps to provide sufficient light to assist residents
with tasks such as reading;

e Lighting for residents who need to find their way from bed to bathroom at night (for
example, red colored night lights preserve night vision); and

e Dimming switches in resident rooms (where possible and when desired by the resident)
so that staff can tend to a resident at night with limited disturbances to them or a
roommate. If dimming is not feasible, another option may be for staff to use
flashlights/pen lights when they provide night care.

While facilities certified after October 1, 1990, are required to maintain an air temperature range
of 71-81°F, there may be brief periods of time where that temperature falls outside of that range
only during rare, brief periods of unseasonable weather. This interpretation would apply in cases
where it does not adversely affect resident health and safety, and facility staff took appropriate
steps to ensure resident comfort. This would enable facilities in areas of the country with
relatively cold or hot climates to avoid the expense of installing equipment that would only be
needed infrequently.

PROCEDURES §483.10(i)

Verify the air temperature above floor level in resident rooms, dining areas, and common areas.
If the temperature is out of the 71-81° F range, then ask staff what actions they take when
residents complain of heat or cold, such as, providing extra fluids during heat waves and extra
blankets and sweaters in cold.

During interviews, ask residents and families whether they think the facility is as homelike as
possible, and whether they have been encouraged to bring in personal property items (within
space constraints).

Observe bedrooms of sampled residents for personalization. Does the room tell the survey team
anything about the resident’s everyday life and interests? Observe for personal items such as
family photographs, books and magazines, etc. that belong to the residents. For residents who
have no relatives or friends, or few assets, has facility staff assisted these residents to make their
rooms homelike, if they so desire? If potential issues are discovered, ask staff about their efforts
to provide a homelike environment. Determine if the resident’s preferences are honored or is the
facility’s goal of having a sanitary, safe, and uncluttered environment preventing the resident
from having an individualized area?

Observe and question sampled residents throughout the survey and note if they are having
difficulty reading or doing tasks due to insufficient lighting, or if they are wearing sunglasses or
visors indoors due to glare, if they have difficulty seeing food on their plate, experiencing
squinting or shading their eyes from glare or other signs that lighting does not meet their needs.

PROBES §483.10(i)

e Does the resident have any concerns with lighting, noise, temperature, or anything else
that may affect their comfort?



e Are resident care areas and equipment kept clean and in good repair?

e Does the resident’s room appear cluttered and disorderly, with a lack of storage for
clothing, belongings or personal care equipment?

e Are areas of the facility used by residents designed or organized to ensure the resident
can receive care and services safely, without risk of falling or injury, while maximizing
resident independence?

¢ Do window treatments, bed linens, towels, privacy curtains, etc., appear clean and in
good condition?

e How does facility staff ensure resident personal property is kept safe from loss or theft?

POTENTIAL TAGS FOR ADDITIONAL CONSIDERATION
Examples of some of the related requirements that may be considered when non-compliance has
been identified include, but are not limited to, the following:

e For concerns regarding the resident’s right to have personal possessions, including
furnishings, see §483.10(e)(2), F557;

e For concerns related to misappropriation of resident property, see §483.12, F602,
Misappropriation of Resident Property;

e For issues of safety of the environment, presence of hazards and hazardous practices, see
§483.25(d), F689, Accidents;

e For kitchen sanitation, see §483.60(i), F812, Food Safety Requirements;

e For facility-wide sanitary practices affecting the quality of care, see §483.80, F880,
Infection Control.

o Forissues of fire danger, see guidance provided for §483.90(a) which states, “For
additional guidance on life safety from fire and the survey procedures for these
regulatory requirements, reference Appendix I in the SOM. Concerns regarding the
above regulatory provisions would be addressed through the Life Safety Code survey (K-
Tags).”; or

e For issues of cleanliness of areas of the facility used by staff only (such as the break
room, medication room, laundry, kitchen, etc.) or the public only (such as the parking
lot), see §483.90(h), F921, Other Environmental Conditions.

F600
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.12 Freedom from Abuse, Neglect, and Exploitation

The resident has the right to be free from abuse, neglect, misappropriation of resident
property, and exploitation as defined in this subpart. This includes but is not limited to
freedom from corporal punishment, involuntary seclusion and any physical or chemical
restraint not required to treat the resident’s medical symptoms.

§483.12(a) The facility must—



§483.12(a)(1) Not use verbal, mental, sexual, or physical abuse, corporal punishment, or
involuntary seclusion;

INTENT §483.12(a)(1)
Each resident has the right to be free from abuse, neglect and corporal punishment of any type
by anyone.

NOTE: Refer to tag F602 for misappropriation of resident property and exploitation, and F603
for cases of involuntary seclusion.

DEFINITIONS §483.12(a)(1)

“Abuse,” is defined at §483.5 as “the willful infliction of injury, unreasonable confinement,
intimidation, or punishment with resulting physical harm, pain or mental anguish. Abuse also
includes the deprivation by an individual, including a caretaker, of goods or services that are
necessary to attain or maintain physical, mental, and psychosocial well-being. Instances of
abuse of all residents, irrespective of any mental or physical condition, cause physical harm,
pain or mental anguish. It includes verbal abuse, sexual abuse, physical abuse, and mental
abuse including abuse facilitated or enabled through the use of technology.”

“Neglect,” as defined at §483.5, means “the failure of the facility, its employees or service
providers to provide goods and services to a resident that are necessary to avoid physical harm,
pain, mental anguish or emotional distress.”

“Sexual abuse,” is defined at §483.5 as “non-consensual sexual contact of any type with a
resident.”

“Willful,” as defined at §483.5 in the definition of “abuse,” and “means the individual must
have acted deliberately, not that the individual must have intended to inflict injury or harm.”

GUIDANCE §483.12(a)(1)

NOTE: For purposes of this guidance, “staft” includes employees, the medical director,
consultants, contractors, and volunteers. Staff would also include caregivers who provide care
and services to residents on behalf of the facility, students in the facility’s nurse aide training
program, and students from affiliated academic institutions, including therapy, social, and
activity programs.

ABUSE

Sections §§1819(c)(1)(A)(i1) and 1919(c)(1)(A)(i1) of the Social Security Act provide that
each resident has the right to be free from, among other things, physical or mental abuse and
corporal punishment. The facility must provide a safe resident environment and protect
residents from abuse.

Staff to Resident Abuse of Any Type



Nursing homes have diverse populations including, among others, residents with dementia,
mental disorders, intellectual disabilities, ethnic/cultural differences, speech/language
challenges, and generational differences. When a nursing home accepts a resident for
admission, the facility assumes the responsibility of ensuring the safety and well-being of the
resident. It is the facility’s responsibility to ensure that all staff are trained and are
knowledgeable in how to react and respond appropriately to resident behavior. All staff are
expected to be in control of their own behavior, are to behave professionally, and should
appropriately understand how to work with the nursing home population. A facility cannot
disown the acts of staff, since the facility relies on them to meet the Medicare and Medicaid
requirements for participation by providing care in a safe environment. CMS does not
consider striking a combative resident an appropriate response in any situation. It is also not
acceptable for an employee to claim his/her action was “reflexive” or a “knee-jerk reaction”
and was not intended to cause harm. Retaliation by staff is abuse, regardless of whether harm
was intended, and must be cited.

NOTE: It should not be assumed that every accident or disagreement that occurs between
an employee and a resident should be considered to be abuse. Accidents that may not be
considered to be abuse include instances such as a staff member tripping and falling onto a
resident; or a staff member quickly turning around or backing into a resident that they did
not know was there.

Resident to Resident Abuse of Any Type

A resident to resident altercation should be reviewed as a potential situation of abuse. 7/e
surveyor should not assume that every resident to resident altercation results in abuse.
For example, infrequent arguments or disagreements that occur during the course of
normal social interactions (e.g., dinner table discussions) would not constitute abuse. The
surveyor must determine whether the incident would meet the definition of abuse.

Also, when investigating an allegation of abuse between residents, the surveyor should not
automatically assume that abuse did not occur, especially in cases where either or both
residents have a cognitive impairment or mental disorder. Having a mental disorder or
cognitive impairment does not automatically preclude a resident from engaging in
deliberate or non-accidental actions. In determining whether F600-Free from Abuse and
Neglect should be cited in these situations, it is important to remember that abuse includes
the term “willful”. The word “willful” means that the individual’s action was deliberate
(not inadvertent or accidental), regardless of whether the individual intended to inflict
injury or harm. An example of a deliberate (“willful”) action would be a cognitively
impaired resident who strikes out at a resident within his/her reach, as opposed to a resident
with a neurological disease who has involuntary movements (e.g., muscle spasms,
twitching, jerking, writhing movements) and his/her body movements impact a resident
who is nearby. If it is determined that the action was not willful (a deliberate action), the
surveyor must investigate whether the facility is in compliance with the requirement to
maintain an environment as free of accident hazards as possible and that each resident
receives adequate supervision (See F689).



The facility may provide evidence that it completed a resident assessment and provided care
planning interventions to address a resident’s distressed behaviors such as physical, sexual or
verbal aggression. However, based on the presence of resident to resident altercations, if the
facility did not evaluate the effectiveness of the interventions and staff did not provide
immediate interventions to assure the safety of residents, then the facility did not provide
sufficient protection to prevent resident to resident abuse. For example, redirection alone is
not a sufficiently protective response to a resident who will not be deterred from targeting
other residents for abuse once he/she has been redirected.

Staff should monitor for any behaviors that may provoke a reaction by residents or others,
which include, but are not limited to:

o Verbally aggressive behavior, such as screaming, cursing, bossing
around/demanding, insulting to race or ethnic group, intimidating;

o Physically aggressive behavior, such as hitting, kicking, grabbing,
scratching, pushing/shoving, biting, spitting, threatening gestures, throwing
objects;

o Sexually aggressive behavior such as saying sexual things,
inappropriate touching/grabbing;

o Taking, touching, or rummaging through other’s property; and

e Wandering into other’s rooms/space.

Also, resident to resident abuse could involve a resident who has had no prior history of
aggressive behaviors, since a resident’s behavior could quickly escalate into an instance
of abuse. For example, a resident pushes away or strikes another resident who is
rummaging through his/her possessions.

Visitor to Resident Abuse of Any Type

Allegations of abuse have been reported between spouses, or residents and their parents or
children, in addition to visitors who are not members of a resident’s immediate family. The
surveyor may obtain information from the resident’s social history, to the extent possible that
identifies concerns or issues regarding relationships between the resident and relatives,
friends, and/or visitors. The surveyor should interview the social worker and review the
resident’s assessment and care plan to determine whether the facility identified and provided
interventions on how to address the concerns. (Also see F745-Medically Related Social
Services).

In addition, the survey team must review whether the facility has developed and implemented
policies and procedures related to visitor access. This would include safety restrictions, such
as denying access or providing limited and supervised access to a visitor who has been found
to be abusing, exploiting, or coercing a resident or who is suspected of abusing, exploiting, or
coercing a resident until an investigation into the allegation has been completed. Any such
restriction should be discussed with the resident or resident representative first. Also, the



resident maintains the right to deny visitation according to his/her preferences. See guidance at
F563- Visitation Rights and F564- Resident Right to Visitors.

TYPES OF ABUSE

Identified facility characteristics " that could increase the risk for abuse include, but are not
limited to:

Unsympathetic or negative attitudes toward residents;

Chronic staffing problems;

Lack of administrative oversight, staff burnout, and stressful working conditions;
Poor or inadequate preparation or training for care giving responsibilities;
Deficiencies of the physical environment; and

Facility policies operate in the interests of the institution rather than the residents.

In addition, the risk for abuse may increase when a resident exhibits a behavior(s) that
may provoke a reaction by staff, residents, or others, such as*:

e Verbally aggressive behavior, such as screaming, cursing, bossing
around/demanding, insulting to race or ethnic group, intimidating;

e Physically aggressive behavior, such as hitting, kicking, grabbing,
scratching, pushing/shoving, biting, spitting, threatening gestures, throwing
objects;

e Sexually aggressive behavior such as saying sexual things,
inappropriate touching/grabbing;

e Taking, touching, or rummaging through other’s property;

e Wandering into other’s rooms/space; and

e Resistive to care and services.

Some situations of abuse do not result in an observable physical injury or the psychosocial
effects of abuse may not be immediately apparent. In addition, the alleged victim may not
report abuse due to shame, fear, or retaliation. Other residents may not be able to speak due to
a medical condition and/or cognitive impairment (e.g., stroke, coma, Alzheimer's disease),
cannot recall what has occurred, or may not express outward signs of physical harm, pain, or
mental anguish. Neither physical marks on the body nor the ability to respond and/or verbalize
is needed to conclude that abuse has occurred.

Abuse may result in psychological, behavioral, or psychosocial outcomes including, but
not limited to, the following:

e Fear of a person or place, of being left alone, of being in the dark, and/or disturbed
sleep and nightmares;

e Extreme changes in behavior, including aggressive or disruptive behavior toward
a specific person; and



e Running away, withdrawal, isolating self, feelings of guilt and shame, depression,
crying, talk of suicide or attempts.

The guidance below identifies some characteristics of specific types of abuse.
Physical Abuse
Physical abuse includes, but is not limited to, hitting, slapping, punching, biting, and kicking.

Corporal punishment, which is physical punishment, is used as a means to correct or control
behavior. Corporal punishment includes, but is not limited to, pinching, spanking, slapping
of hands, flicking, or hitting with an object.

Possible indicators of physical abuse include an injury that is suspicious because the source
of the injury is not observed, the extent or location of the injury is unusual, or because of the
number of injuries either at a single point in time or over time.

Examples of injuries that could indicate abuse include, but are not limited to:

e Injuries that are non-accidental or unexplained,

e Fractures, sprains or dislocations;

e Burns, blisters, or scalds on the hands or torso;

e Bite marks, scratches, skin tears, and lacerations with or without bleeding,
including those that are in locations that would unlikely result from an accident;

¢ Bruises, including those found in unusual locations such as the head, neck, lateral
locations on the arms, or posterior torso and trunk, or bruises in shapes (e.g.,
finger imprints); and

e Facial injuries, including but not limited to, broken or missing teeth, facial
fractures, black eye(s), bruising, bleeding or swelling of the mouth or cheeks.

Deprivation of Goods and Services by Staff

Abuse also includes the deprivation by staff of goods or services that are necessary to attain
or maintain physical, mental, and psychosocial well-being. In these cases, staff has the
knowledge and ability to provide care and services, but choose not to do it, or acknowledge
the request for assistance from a resident(s), which result in care deficits to a resident(s).

Mental and Verbal Abuse
Mental abuse is the use of verbal or nonverbal conduct which causes or has the potential

to cause the resident to experience humiliation, intimidation, fear, shame, agitation, or
degradation.



Verbal abuse may be considered to be a type of mental abuse. Verbal abuse includes the
use of oral, written, or gestured communication, or sounds, to residents within hearing
distance, regardless of age, ability to comprehend, or disability.

Examples of mental and verbal abuse include, but are not limited to:

e Harassing a resident;

e Mocking, insulting, ridiculing;

e Yelling or hovering over a resident, with the intent to intimidate;

e Threatening residents, including but limited to, depriving a resident of care
or withholding a resident from contact with family and friends; and

e [solating a resident from social interaction or activities.

NOTE: Although a finding of mental abuse indicates that a facility is not promoting an
environment that enhances a resident’s dignity, surveyors must cite a finding of mental abuse
at F600 at the appropriate severity level with consideration of the psychosocial outcome to
residents.

Mental abuse includes abuse that is facilitated or enabled through the use of technology, such
as smartphones and other personal electronic devices. This would include keeping and/or
distributing demeaning or humiliating photographs and recordings through social media or
multimedia messaging. If a photograph or recording of a resident, or the manner that it is used,
demeans or humiliates a resident(s), regardless of whether the resident provided consent and
regardless of the resident’s cognitive status, the surveyor must consider non-compliance
related to abuse at this tag. This would include, but is not limited to, photographs and
recordings of residents that contain nudity, sexual and intimate relations, bathing, showering,
using the bathroom, providing perineal care such as after an incontinence episode, agitating a
resident to solicit a response, derogatory statements directed to the resident, showing a body
part such as breasts or buttocks without the resident’s face, labeling resident’s pictures and/or
providing comments in a demeaning manner, directing a resident to use inappropriate
language, and showing the resident in a compromised position. Depending on what was
photographed or recorded, physical and/or sexual abuse may also be identified.

Sexual Abuse

“Sexual abuse” is non-consensual sexual contact of any type with a resident, as defined at
42 CFR §483.5. Sexual abuse includes, but is not limited to:

e Unwanted intimate touching of any kind especially of breasts or perineal area;

e All types of sexual assault or battery, such as rape, sodomy, and coerced nudity;

e Forced observation of masturbation and/or pornography; and

e Taking sexually explicit photographs and/or audio/video recordings of a resident(s) and
maintaining and/or distributing them (e.g. posting on social media). This would include,
but is not limited to, nudity, fondling, and/or intercourse involving a resident.

Generally, sexual contact is nonconsensual if the resident either:



e Appears to want the contact to occur, but lacks the cognitive ability to consent; or
e Does not want the contact to occur.

Other examples of nonconsensual sexual contact may include, but are not limited to,
situations where a resident is sedated, is temporarily unconscious, or is in a coma.

Any investigation of an allegation of resident sexual abuse must start with a determination of
whether the sexual activity was consensual on the part of the resident. A resident’s apparent
consent to engage in sexual activity is not valid if it is obtained from a resident lacking the
capacity to consent, or consent is obtained through intimidation, coercion or fear, whether it is
expressed by the resident or suspected by staff. Any forced, coerced or extorted sexual
activity with a resident, regardless of the existence of a pre-existing or current sexual
relationship, is considered to be sexual abuse. A facility is required to conduct an
investigation and protect a resident from non-consensual sexual relations anytime the facility
has reason to suspect that the resident does not wish to engage in sexual activity or may not
have the capacity to consent.

Non-Sexual Physical Contact with Residents

Nothing in this guidance is intended to limit a resident’s ability to receive non-sexual contact,
such as holding a resident’s hand. It is not the intent of this guidance for facilities to foster "no
contact of any type" policies/procedures/practices between staff and residents or residents and
others, assuming such contact is consistent with the resident’s preferences. It should also not be
assumed that all physical contact involving a resident would constitute sexual abuse.

Capacity and Consent

Residents have the right to engage in consensual sexual activity. However, anytime the
facility has reason to suspect that a resident may not have the capacity to consent to sexual
activity, the facility must take steps to ensure that the resident is protected from abuse.
These steps should include evaluating whether the resident has the capacity to consent to
sexual activity.

NOTE: For information related to determining consent, refer to “Assessment of Older
Adults with Diminished Capacity: A Handbook for Psychologists - © American Bar
Association Commission on Law and Aging — American Psychological Association, located
at http://www.apa.org/pi/aging/programs/assessment/capacity-psychologist-handbook.pdf
This resource includes a discussion on determining issues related to determining

consent including:

The legal standards and criteria for sexual consent vary across states (Lyden, 2007;
Stavis et al., 1999). The most widely accepted criteria, which are consistent with those
applied to consent to treatment, are: (1) knowledge of relevant information, including
risks and benefits; (2) understanding or rational reasoning that reveals a decision that is
consistent with the individual’s values (competence); and (3) voluntariness (a stated
choice without coercion) (Grisso, 2003; Kennedy, 1999; Stavis, 1991; Stavis et al.,
1999; Sundram et al., 1993).


http://www.apa.org/pi/aging/programs/assessment/capacity-psychologist-handbook.pdf

When investigating an allegation of sexual abuse, the facility must conduct a thorough
investigation to determine the facts specific to the case investigated, including whether the
resident had the capacity to consent and whether the resident actually consented to the
sexual activity. A resident’s voluntary engagement in sexual activity may appear to mean
consent to the activity; in these instances, if the facility has reason to suspect that the
resident may not have the capacity to consent, the facility must protect the resident from
potential sexual abuse while the investigation is in progress /See §483.12(c)(3)].

Determinations of capacity to consent depend on the context of the issue and one
determination does not necessarily apply to all decisions made by the resident. For example,
the resident may not have the capacity to make decisions regarding medical treatment, but
may have the capacity to make decisions on daily activities (e.g., when to wake up in the
morning, what activities to engage in). Determinations of capacity in this context are complex
and cannot necessarily be based on a resident’s diagnosis alone. Capacity on its most basic
level means that a resident has the ability to understand potential consequences and choose a
course of action for a given situation. Decisions of capacity to consent to sexual activity must
balance considerations of safety and resident autonomy, and capacity determinations must be
consistent with State law, if applicable. The facility’s policies, procedures and protocols,
should identify when, how, and by whom determinations of capacity to consent to a sexual
contact will be made and where this documentation will be recorded. See also 42 CFR
§483.10(f) [F561] for concerns related to the resident’s right to self-determination through
support of resident choice, and 42 CFR §483.10(b)(3)-(7) [F551] for concerns related to the
exercise of the resident’s rights by the resident representative.

NOTE: CMS is not requiring facilities to adopt a specific approach in determining a
resident’s capacity to consent. However, the facility administration, nursing and medical
director may wish to consider establishing an ethics committee, that includes legal
consultation, in order to assist in the development and implementation of policy related to
aspects of quality of life and/or care, advance directives, intimacy and relationships.

Cognitive functioning may change due to health issues such as, but not limited to stroke,
dementia, depression/psychiatric illnesses or other impacts such as medication(s),
hearing/visual loss, and stress. Therefore, the facility should continue to monitor and re-
evaluate a resident’s capacity to consent over time, as needed, based on the individual
resident’s physical, mental and psycho-social needs. See also 42 CFR §483.10(g)(14) [F580-
Notification of Changes].

Residents with Designated or Legally Appointed Representatives

A resident may have a representative that has been appointed legally under State law through,
for example, a power of attorney, guardian, limited guardian, or conservatorship. These legal
appointments vary in the degree that they empower the appointed representative to make
decisions on behalf of the resident. While a legal representative may have been empowered to
make some decisions for a resident, it does not necessarily mean that the representative is
empowered to make all decisions for the resident. The individual arrangements for legal
representation will have to be reviewed to determine the scope of authority of the
representative on behalf of the resident.



A resident may also have designated an individual to speak on his/her behalf for decisions
for care or other issues. However, it is necessary for the resident, his/her representative and
the facility to have a clear understanding of the types and scope of decision- making
authority the representative has been delegated.

Any decision-making power that is not legally granted to a representative under state law is
retained by the resident. It is the responsibility of the facility to ascertain what decisions the
representative is legally empowered to make on behalf of the resident.

More specifically, regarding consent for sexual activity, State law and the legal instruments
setting up resident representation may be silent on that topic. The facility must be aware of the
representative’s scope of authority regarding resident decision-making.

When a resident with capacity to consent to sexual activity and his/her representative disagree
about the resident engaging in sexual activity, the facility must honor the resident’s wishes
irrespective of that disagreement if the representative’s legal authority does not address that
type of decision-making for sexual activity. If the resident representative’s legal authority
addresses decision-making for sexual activity, then the facility must honor the resident
representative’s decision consistent with 42 CFR §483.10(b).

NOTE: See F551 at 42 CFR §483.10(b)(6)- If the facility has reason to believe that a
resident representative is making decisions or taking actions that are not in the best interests
of a resident, the facility shall report such concerns in the manner required under State law.

Indicators of Potential Sexual Abuse

In addition to reports from residents and others that sexual abuse occurred, possible physical
indicators of sexual abuse that would require investigation by the facility and survey team
include, but are not limited to:

e Bruises around the breasts, genital area, or inner thighs;
Unexplained sexually transmitted disease or genital infections;
Unexplained vaginal or anal bleeding; and/or
Torn, stained, or bloody underclothing.

Literature indicates that the most prevalent psychosocial outcomes of abuse are depression,
anxiety, and posttraumatic disorder®. Other possible outcomes of sexual abuse >®may include
SUDDEN OR UNEXPLAINED CHANGES in the following behaviors and/or activities such
as fear or avoidance of a person or place, of being left alone, of the dark, nightmares, and/or
disturbed sleep.

Allegations of Sexual Abuse

There are additional considerations when investigating allegations of sexual abuse involving:
e Sexual abuse by a staff member;
e Resident to resident sexual abuse; and



e Sexual abuse by a spouse or visitor.

For any alleged violation of sexual abuse, the facility must:
e Immediately implement safeguards to prevent further potential abuse;
e Immediately report the allegation to appropriate authorities;
e Conduct a thorough investigation of the allegation; and
e Thoroughly document and report the result of the investigation of the allegation.

See Tags F609 [See §§ 483.12(b)(5), 483.12(c)(1) and (c)(4)], and F610 [See §§ 483.12(c)(2),
(¢)(3), and (c)(4)].

Allegations of Staff to Resident Sexual Abuse

Nursing home staff are entrusted with the responsibility to protect and care for the residents of
that facility. Nursing home staff are expected to recognize that engaging in a sexual
relationship with a resident, even an apparently willingly engaged and consensual relationship,
is not consistent with the staff member’s role as a caregiver and will be considered an abuse of
power. Also, for some health care professionals, it is prohibited by licensure or certification
requirements for professionals to have a relationship with a resident (or patient).

NOTE: Refer to applicable State professional licensure/certification requirements and/or
scope of practice.

Any sexual relationship between a staff member and a resident with or without diminished
capacity may constitute sexual abuse in the absence of a sexual relationship that existed before
the resident was admitted to the facility, such as a spouse or partner, and must be thoroughly
investigated. However, in a rare situation, it may not be considered to be sexual abuse when a
nursing home employee has a pre-existing sexual relationship with an individual, (i.e., spouse
or partner) who is then admitted to the nursing home, unless there are concerns about the
relationship not being consensual.

Allegations of Resident To Resident Sexual Abuse

Studies show that a considerable amount of unwanted sexual contact in nursing homes may be
initiated by a resident who is sexually aggressive as a result of disease processes such as brain
injuries or dementia. In addition, a resident may have a pre-occupation for sexual activity, or
have had a prior history of sexual abuse. The resident who is sexually aggressive may target a
resident who is unable to protect him/herself, and may involve various types of sexual
aggression such as fondling both over and under clothing, masturbation in the presence of
another resident and is unwanted by that other resident, forcing oral sex, or sexual intercourse.

If there is an allegation that a resident did not wish to engage in sexual activity with another
resident or may not have the capacity to consent, the facility must respond to it as an alleged
violation of sexual abuse.



Allegations of Visitor to Resident Sexual Abuse

In certain situations, sexual activity between a resident and a visitor (e.g., spouse, partner) may
not be considered to be abuse, if there was a pre-existing sexual relationship, the resident has
the capacity and ability to consent, and the resident wishes to continue with the sexual
relationship. Regardless, the nursing home must ensure that a visitor(s) is not subjecting any
resident(s) to sexual abuse. In addition, the nursing home staff must immediately act on any
allegation or suspicion that a visitor is engaging in improper sexual activity with a resident (See
F609 and F610).

Response to Alleged Violations of Sexual Abuse

If an allegation of sexual abuse has been reported, the facility must immediately protect the
alleged victim(s) involved, report the alleged violations to the Administrator and
appropriate State and local authorities, and begin an investigation of the allegation. See 42
CFR §483.12 (c)(1)-(4), F609-Reporting of Alleged Violations and F610-Response to
Alleged Violations. As the facility conducts its investigation, the facility must not tamper
with evidence. Tampering with evidence would impede completion of a thorough
investigation by the facility and other investigating authorities. Examples of tampering
include, but are not limited to: washing linens or clothing, destroying documentation,
bathing or cleaning the resident until the resident has been examined (including a rape kit,
if appropriate), or otherwise impeding a law enforcement investigation. If the surveyor
identifies that the facility has tampered with evidence, the surveyor should investigate
whether the facility is in compliance with F607 and F610.

Determination of Findings and Potential to Foresee Abuse

It has been reported that some facilities have identified that they are in compliance with F600-
Free from Abuse and Neglect because that they could not foresee that abuse would occur and
they have “done everything to prevent abuse,” such as conducted screening of potential
employees, assessed residents for behavioral symptoms, monitored visitors, provided training
on abuse prevention, suspended or terminated employment of the perpetrator, developed and
implemented policies and procedures to prohibit abuse, and met reporting requirements.
However, this interpretation would not be consistent with the regulation, which states that “the
resident has the right to be free from verbal, sexual, physical, and mental abuse...” Therefore,
if the survey team has investigated and collected evidence that abuse has occurred, it is
appropriate for the survey team to cite the current or past noncompliance at F600-Free from
Abuse and Neglect.

Determination of Past Non-Compliance

Past noncompliance occurs when noncompliance has occurred in the past, but the facility
corrects the deficiency and is in substantial compliance at the time of the current survey.
Prior to citing a deficiency as past-noncompliance, surveyors should investigate each
instance thoroughly to determine if the facility took all the appropriate actions to correct the
noncompliance, and determine the date on which the facility had returned to substantial
compliance.



More specifically, a deficiency citation at past noncompliance meets the following three

criteria:

1. The facility was not in compliance with the specific regulatory requirement(s) at the

2.

time the situation occurred;

The noncompliance occurred after the exit date of the last standard (recertification)
survey and before the survey (standard, complaint, or revisit) currently being
conducted, and

There is sufficient evidence that the facility corrected the noncompliance and is in
substantial compliance at the time of the current survey for the specific regulatory
requirement(s), as referenced by the specific F-tag or K-tag.

The surveyors must document the facility’s corrective actions in the CMS-2567; the
facility is not required to submit a plan of correction. Refer to SOM Section 75/0. 1
and 7510.2 for additional guidance and information on findings of past
noncompliance.

NOTE: When a facility has identified abuse, the facility must take all appropriate steps to
remediate the noncompliance and protect residents from additional abuse immediately.
Facilities that take immediate action to correct any issues can reduce the risk of further harm
continuing or occurring to other residents, thereby potentially preventing the scope and
severity of the deficiency from increasing. Failure to take steps could result in findings of
current noncompliance and increased enforcement action, including, but are not limited to,
the following:

Taking steps to prevent further potential abuse [See F600, 483.12(a) and F610- §
483.12(c)(3)];

Reporting the alleged violation and investigation within required timeframes [See
F609-§ 483.12(c)(1) and (c)(4)];

Conducting a thorough investigation of the alleged violation [See F610 — §
483.12(c)(2)];

Taking appropriate corrective action [See F610 —§ 483.12(c)(4)]; and

The facility must revise the resident’s care plan if the resident’s medical, nursing,
physical, mental, or psychosocial needs or preferences change as a result of an
incident of abuse [See Tag F656- §483.21(b)].

NEGLECT

NOTE: For purposes of this guidance, “staff” includes employees, the medical director,
consultants, contractors, volunteers. Staff would also include caregivers who provide care and
services to residents on behalf of the facility, students in the facility’s nurse aide training
program, and students from affiliated academic institutions, including therapy, social, and
activity programs.



The Link between Noncompliance at Resident’s Rights/Quality of Care/Quality of
Life and Neglect of Goods and Services

Neglect at F600 should not automatically be cited in addition to the Resident’s Rights/Quality
of Care/Quality of Life tags. While the latter citations identify potential or actual negative
outcomes in the areas of resident’s rights, quality of care, and quality of life, neglect identifies
the facility’s failure to provide the required structures and processes in order to meet the needs
of one or more residents. This may include, but is not necessarily limited to, the facility’s
failure to provide necessary staff, supplies, services, policies, training, or staff supervision and
oversight to meet the resident’s needs.

Noncompliance at tags such as F686 and F689, do not automatically indicate noncompliance
at F600 for neglect. For example, a survey team identifies that a facility had failed to perform
a skin assessment for a resident, resulting in failure to implement interventions to prevent the
development of an avoidable Stage 2 pressure ulcer for a resident. Upon further
investigation, the survey team finds that the facility identified the pressure ulcer and treated it
with no further worsening. While the survey team would identify noncompliance at F686, the
facility would not generally be cited at F600 as well. Another example is when a resident
requires supervision when ambulating and a staff member fails to provide assistance to the
resident, resulting in a fall. In this scenario, the survey team would identify noncompliance at
F689; however, the facility would not be cited at F600 for neglect. In both of these examples,
a citation for neglect would require additional evidence that identifies that the facility knew,
or should have known, to provide the staff, supplies, services, policies, training, or staff
supervision and oversight to meet the resident’s needs, but continued to fail to take action
necessary to avoid the potential for harm, or actual harm to the resident.

Identifying Neglect

“Neglect,” is defined at §483.5 as “the failure of the facility, its employees or service
providers to provide goods and services to a resident that are necessary to avoid physical
harm, pain, mental anguish or emotional distress.” Neglect occurs when the facility is
aware of, or should have been aware of, goods or services that a resident(s) requires but the
facility fails to provide them to the resident(s), that has resulted in or may result in physical
harm, pain, mental anguish, or emotional distress. Neglect includes cases where the
facility’s indifference or disregard for resident care, comfort or safety, resulted in or could
have resulted in, physical harm, pain, mental anguish, or emotional distress. Neglect may
be the result of a pattern of failures or may be the result of one or more failures involving
one resident and one staff person.

Neglect of goods or services may occur when staff are aware, or should be aware, of
residents’ care needs, based on assessment and care planning, but are unable to meet the
identified needs due to other circumstances, such as lack of training to perform an
intervention (e.g., suctioning, transfers, use of equipment), lack of sufficient staffing to be
able to provide the services, lack of supplies, or staff lack of knowledge of the needs of the
resident. Examples include, but are not limited to:



e A nurse aide was assigned to care for several residents, who required, assistance to eat,
drink, dress, bathe, toilet, walk, and positioning in bed or chair. Due to the workload
and resident care requirements, the nurse aide is unable to respond to call lights or
complete the assignments for all of the residents that she is assigned to provide care
for. In addition, due to insufficient numbers of staff in the facility, there is no other
nurse aide available to assist her. This inability of the nurse aides in this unit to respond
to call lights and to complete resident care assignments occurs throughout the shift,
resulting in omissions in delivery of services to meet the resident’s needs. Physical
harm occurred as a result of the lack of sufficient staff to implement the care plan as
ordered and inadequate supervision to assure that care was provided as ordered and/or
as planned. In addition, staff had reported to administration their concerns about not
meeting the residents’ needs, but administration failed torespond.

e The nursing home utilizes temporary staffing agencies, but does not have processes in
place to provide orientation, or medical or care plan information for the temporary
staff regarding the individual resident’s needs on the unit to which the temporary
employee is assigned.

e The nursing home failed to respond to residents refusing to bathe/shower, based on
complaints of cold water during bathing/showering. Maintenance staff identified
equipment failures and reported them to the facility’s administrator with
recommendations to replace the water heating system. However, the administrator
did not address these failures, resulting in the diminished quality of life for residents.

Identification of Goods and Services Required by Residents

When a resident is admitted to a nursing home, the nursing home has determined that it has the
capability and capacity to provide goods and services to meet the needs of the resident by its
staff. See, for example, requirements at §483.10-Resident Rights, §483.24-Quality of Life, and
§483.25-Quality of Care. In addition, other services as needed by the resident must be
assessed and addressed by the nursing home. This does not mean that all services must be
directly provided by the nursing home, but the nursing home must assist and/or make referrals
for the resident to receive necessary services. Examples of structures and processes in the
facility include but are not limited to, the following:

e Structures - The nursing home’s capability and capacity to provide needed care
and services such as:

o A facility’s assessment to determine what resources are necessary to care for
its residents competently;

o The provision of sufficient numbers of qualified, trained staff based upon the
facility’s assessment and as needed to meet resident needs;

o An effective orientation, training, and evaluation program, which includes, but is
not limited to, nursing home resident care policies specific to resident’s identified



o

care needs, resident care requirements based upon assignments and duties including
types of services and treatments required for each resident, and other interventions
necessary to meet a resident(s) needs;

Oversight and monitoring of staff performance including conducting performance
evaluations for direct care staff (nurse aides), and how weaknesses or training
needs are addressed;

Oversight and monitoring of contracted services or services provided

under arrangement;

Resident care policies and procedures to ensure that the facility provides care and
services in accordance with current standards of practice, that address resident’s
diagnosis, and that provide clinical and technical direction to meet the needs of
each resident admitted;

Sufficient amounts of food to meet dietary needs;

Availability of medications and supplies necessary to provide care;
Implementation of an infection control and prevention program that includes

staff procedures for care including hand hygiene, standard and transmission

based precautions, including use of PPE;

A safe and sanitary environment;

Provision of sufficient clean linens;

Adequate and appropriate equipment and devices and other available technology,
including procedures for how to use, clean, maintain and store equipment; and

If admitted, the provision of specialized services for residents who require
rehabilitation services, dialysis, respiratory therapy (mechanical ventilation

or oxygen therapy), IV therapy, and hospice.

Processes so that the needs of each resident are met, based upon:

O

Initial and ongoing assessments of the clinical needs of the resident including any
acute changes in condition, such as cardio/respiratory failure, choking,
hemorrhaging, poor glycemic control, onset of delirium, behavioral emergencies,
or falls resulting in head injuries or fractures;

The provision and implementation of a resident-specific care plan including

the ongoing evaluation and revision of the care plan as necessary; and

Ongoing monitoring and supervision of staff to assure the implementation of the
care plan as written.

The cumulative effect of different individual failures in the provision of care and services by
staff leads to an environment that promotes neglect. Neglect occurs when the facility is aware
of, or should have been aware of, goods or services that a resident(s) requires but the facility
fails to provide them to the resident(s), resulting in, or may result in, physical harm, pain,
mental anguish, or emotional distress. Examples of individual failures include, but are not
limited, to the following:

Failure to provide sufficient, qualified, competent staff, to meet resident’s needs;
Failure to provide orientation and/or training to staff;



e Failure to provide training on new equipment or new procedures or medications
required for the care of a specified resident or required due to changes in acceptable
standards of practice;

e Failure to oversee the implementation of resident care policies;

e Failure to provide supervision and/or monitoring of the delivery and implementation
of care;

e Failure of staff to implement resident interventions, even when residents are assessed
and interventions are identified in the care plan;

e Failure to identify, assess, and/or contact a physician and/or prescriber for an acute
change in condition, and/or a change in condition that requires the plan of care to
be revised to meet the resident’s needs in a timely manner;

e Failure to ensure staff respond correctly to medical or psychiatric emergencies;

o Failure to implement an effective communication system across all shifts for
communicating necessary care and information between staff, practitioners, and
resident representatives,

e Failure to monitor and/or provide adequate supervision to assure that
environmental hazards are not present including but not limited to:

o Access to hot water of sufficient temperature to cause tissue injury;

o Non-functioning call system without a compensatory action;

o Improper handling/disposal of hazardous materials, chemicals and waste;
o Infestation by insects/rodents;

e Failure to provide adequate monitoring and supervision, if smoking is allowed;

e Failure to meet financial obligations for the delivery of care and the maintenance of
the facility (e.g. payment for staff, utilities, contractors);

e Failure of the Quality Assurance and Assessment committee to develop and
implement appropriation action plans to correct identified quality deficiencies;

e Failure of administration to effectively and efficiently use its resources to attain
or maintain the highest practicable physical, mental, and psychosocial well-being;
and

e Failure to provide oversight of medical services that are provided in the facility.

The failure to provide necessary care and services resulting in neglect may not only result in a
negative physical outcome, but may also impact the psychosocial well-being of the resident,
with outcomes such as mental anguish, feelings of despair, abandonment, and fear. (Refer to
Psychosocial Outcome Severity Guide)

INVESTIGATIVE SUMMARY FOR ABUSE AND
NEGLECT INVESTIGATION OF ALLEGATIONS OF
ABUSE

The process to review concerns are outlined in the Abuse Critical Element Pathway (Form
CMS- 20059).

Summary of Procedures



Identify if there is an alleged violation of abuse, physical punishment or allegations of
an individual depriving a resident of care or services.

Refer to the Neglect Critical Element Pathway (form CMS-20130) to investigate
concerns about structures or processes leading to a resident(s) failing to receive required
care and services.

Refer also to the Investigative Protocol for 7607 — Policies and Procedures Related

to Allegations of Retaliation by the Facility Against a Covered Individual, for an
allegation of retaliation and F609-Reporting Reasonable Suspicion of a Crime, if a
covered individual did not report a reasonable suspicion of a crime.

NOTE: If you receive an unreported allegation of abuse, report this immediately to the facility
administrator or person in charge.

Use observations, interviews, and record review to gather and corroborate information
related to:

The alleged abuse, including anything that could have placed the alleged victim at
risk for abuse, who was involved, what happened, and when and where did it
happen;

Any injuries and/or physical/psychosocial outcomes, including

whether interventions/medical treatment was required;

Details of actions taken, including protecting the resident(s), reporting,
investigating, and corrective actions;

Whether there is any indication that retaliation may have occurred; and

What types of training and/or orientation staff may have received related to abuse.

For specific allegations of abuse, the surveyor should review:

For allegations of staff to resident abuse, staffing rosters to determine staffing at the
time of the alleged abuse, timecards for staff on duty at the time, and conduct staff
interviews to determine whether there was adequate monitoring and supervision of
staff at the time of the allegation. The surveyor should also review staff training logs to
determine whether staff was trained on abuse prevention, and review the alleged
perpetrator personnel records, including screening and disciplinary records, if any.

For allegations of resident to resident abuse, whether there is a history of distressed
behaviors that could place residents at risk, whether resident assessments identified
concerns related to behavior, mood, cognitive status, communication, and mobility
and whether care planning addressed the concerns identified with specific
interventions, whether interventions were implemented, and whether there was
adequate monitoring and supervision of the resident(s).



e For allegations of visitor to resident abuse, whether there was any indication of risk to
the resident(s) and whether adequate monitoring and supervision were provided as
appropriate.

If Tag F600 is cited for abuse, the survey team includes the following language at the
beginning of the Deficient Practice Statement on the Form CMS-2567: “Based on
[observations/interviews/record review], the facility failed to protect the resident’s(s’) right to
be free from [Type(s) of abuse: mental abuse/verbal abuse/physical abuse/sexual
abuse/deprivation of goods and services] by [Perpetrator type: staff/a resident/a visitor] ...."”"

INVESTIGATION FOR ALLEGATIONS OF NEGLECT
The process to review concerns are outlined in the Neglect Critical Element Pathway
(Form CMS-20130).

Use

Use the Neglect Critical Element (CE) Pathway, and the above Guidance when investigating
concerns related to structures or processes that have led to resident outcome such as unrelieved
pain, avoidable pressure injuries, avoidable dehydration, lack of continence care, or
malnourishment.

Utilize appropriate Critical Element Pathways for care issues, in order to identify whether
noncompliance for a care concern exists first and determine whether further investigation is
needed as to whether the facility has the structures and processes to provide necessary to
provide goods and services to residents.

Summary of Procedures
Interview staff and review facility policies and procedures to determine:

e How the facility monitors and provides oversight of the provision of care and
services; and

e How the facility responds when there are concerns that a resident(s) is not
receiving necessary goods and services.

If Tag F600 is cited for neglect, the survey team includes the following language at the
beginning of the Deficient Practice Statement on the Form CMS-2567: “Based on
[observations/interviews/record review], the facility failed to protect the resident’s(s’) right to
be free from neglect....”

KEY ELEMENTS OF NONCOMPLIANCE FOR ABUSE AND NEGLECT §483.12(a)(1)
To cite deficient practice at F600, the surveyor’s investigation will generally show that
the facility:

e Failed to protect a resident’s right to be free from any type of abuse, including corporal
punishment, and neglect, that results in, or has the likelihood to result in physical harm,
pain, or mental anguish; or



e Failed to ensure that a resident was free from neglect when it failed to provide the
required structures and processes in order to meet the needs of one or more residents.

POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION
During the investigation, the surveyor may have determined that concerns may also be
present with related outcome, process and/or structure requirements. The surveyor is
cautioned to investigate these related requirements before determining whether non-
compliance may be present. Some examples of related requirements that should be
considered include the following:

e 42 CFR §483.10(f)(4)(ii)-(v), F563 - Visitation Rights
o Determine if the facility provided immediate access and visitation by family,
designated representatives or other individuals, subject to reasonable restrictions
and the resident’s right to deny or withdraw consent.
o 42 CFR §483.10(f)(4)(vi), F564- Resident Right to Visitors
e 42 CFR §483.10(g)(1), F572 - Notice of Rights and Rules
e 42 CFR §483.10(h), F583- Personal Privacy/Confidentiality of Records
o 42 CFR §483.12(a)(3)-(4), F606 - Not Employ/Engage Staff with Adverse Actions
o 42 CFR §483.12(b)(1)-(4), §483.12(b)(5), F607 — Develop/Implement Abuse/Neglect,
etc. Policies
e 42 CFR §483.12(c)(1), (4), §483.12(b)(5), F609 — Reporting of Alleged Violations
o 42 CFR §483.12(c)(2) - (4), F610 — Alleged Violations-Investigate/Prevent/Correct
o 42 CFR §483.24, F675 - Quality of Life
e 42 CFR §483.25(d), F689- Free of Accident Hazards/Supervision/Devices
o Determine if the facility ensured that the resident environment remains as free
from accident hazards as is possible and each resident receives adequate
supervision to prevent accidents related to resident-to-resident altercations where
the resident’s action is not willful.
¢ 42 CFR §483.35, 483.35(a), and §483.35(c)- F725 and F726 — Sufficient and Competent
Staff
e 42 CFR §483.35(a)(3) and (a)(4), §483.35(c), F726 — Competent Staff
e 42 CFR §483.40(b)-(b)(1), F742- Treatment/Svc for Mental/Psychosocial Concerns
e 42 CFR §483.75 (g)(2)(i1)- F867- QAA Activities
e 42 CFR§483.95(c), F942- Abuse, Neglect, and Exploitation Training
e 42 CFR §483.95(g), F946-Required In-Service Training for Nurse Aide

DEFICIENCY CATEGORIZATION §483.12(a)(1)

In addition to actual or potential physical harm, always consider whether psychosocial harm has
occurred when determining severity level (See Psychosocial Outcome Severity Guide).

As the Psychosocial Outcome Severity Guide, located in the Nursing Home Survey Resources
Folder, describes, to apply the reasonable person concept, the survey team should determine the
severity of the psychosocial outcome or potential outcome the deficiency may have had on a
reasonable person in the resident’s position (i.e., what degree of actual or potential harm would
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one expect a reasonable person in the resident’s similar situation to suffer as a result of the
noncompliance). Generally, when applying the reasonable person concept, the survey team
should consider the following as it determines the outcome to the resident, which include, but is
not limited to:

o The resident may consider the facility to be their “home,” where there is an expectation
that he/she is safe, has privacy, and will be treated with respect and dignity.

o The resident trusts and relies on facility staff to meet his/her needs.

o The resident may be frail and vulnerable.

Determining the severity of psychosocial outcomes for abuse can present unique challenges to
surveyors. Given that the psychosocial outcome of abuse may not be apparent at the time of the
survey, it is important for the survey team to apply the reasonable person concept in evaluating
the severity of psychosocial outcomes. It is important for the surveyor to gather and document
any information that identifies any psychosocial outcomes resulting from the noncompliance; for
abuse, surveyors should also consider that the psychosocial outcome of abuse may not be
apparent at the time of the survey. For example, a resident who was raped may demonstrate
indifference to the incident at the time of the survey. In addition, residents may not be able to
express themselves due to a medical condition and/or cognitive impairment (e.g., stroke, coma,
Alzheimer's disease), not be able to recall what has occurred, or may not express outward signs
of physical harm, pain, or mental anguish. However, when a nursing home resident is treated in
any manner that does not uphold a resident’s sense of self-worth and individuality, it
dehumanizes the resident and creates an environment that perpetuates a disrespectful and/or
potentially abusive situation for the resident(s).

There are situations that are likely to cause psychosocial harm which may sometimes take
months or years to manifest and have long-term effects on the resident and his/her relationship
with others. Therefore, during a survey, “Immediate Jeopardy” or “Actual Harm,” may be
supported when there is not an observed or documented negative psychosocial outcome, or a
description of resident impact from the resident’s representative or others who know the
resident. Numerous situations involving abuse are likely to cause serious psychosocial harm
(i.e. Immediate Jeopardy) to a resident who is a victim of these types of actions, these situations
include, but are not limited to:

o Sexual assault (e.g., rape)
o Unwanted sexual touching
J Sexual harassment

o Any staff to resident physical, sexual, or mental/verbal abuse [NOTE: Sexual
abuse does not include the rare situation where a nursing home employee has a
pre-existing and consensual sexual relationship with an individual (i.e., spouse or
partner) who is then admitted to the nursing home unless there are concerns about
the relationship not being consensual]

o Staff posting or sharing demeaning or humiliating photographs or videos of
nursing home residents

o When facility staff, as punishment, threaten to take away the resident’s rights,
privileges, or preferred activities, or withhold care from the resident



o Any resident to resident physical abuse that is likely to result in fear or anxiety

According to the Social Security Act [Sections §§1819(c)(1)(A)(ii) and 1919(c)(1)(A)(ii)], every
resident has the right to be free from mental or physical abuse. A reasonable person would not
expect that they would be harmed in his/her own “home” or a health care facility and would
experience a negative psychosocial outcome (e.g. fear, anxiety, anger, humiliation, a decline
from former social patterns). In incidents in which one resident abuses another resident, if a
reasonable person would likely suffer actual harm as a result of the incident, the incident should
not be cited below Severity Level 3 (Actual Harm).

NOTE: Surveyors should refer to the guidance related to physical, mental/verbal, and sexual
abuse and deprivation of goods and services by staff.

Examples of Severity Level 4 Noncompliance Immediate Jeopardy to Resident
Health or Safety include, but are not limited to:

o The facility failed to protect a resident from sexual abuse when Resident 1 was found
in Resident 2’s bedroom. Resident 1 was holding Resident 2, whose clothes had been
partially removed and her breasts were exposed. Resident 2 was severely cognitively
impaired. Resident 1 had a known history of sexually inappropriate behaviors, but
there was no evidence that the facility had assessed and revised the care plan to
identify the potential risks to other residents related to the behaviors, there was no
evidence that Resident 2 could consent to sexual activity with other residents. Based
on interview with Resident 2’s daughter, the daughter described her shock about the
incident and how her mother would have been upset. Because this type of
inappropriate, unwanted sexual contact would reasonably cause anyone to have
psychosocial harm, it can be determined that the reasonable person in the resident’s
position would have experienced severe psychosocial harm- dehumanization, and
humiliation- as a result of the sexual abuse.

o The facility failed to ensure that a resident was free from physical abuse. A resident,
who required 1:1 supervision due to physical aggression, was observed to have
escalating behaviors, resulting in striking out at staff and residents in the vicinity. The
staff failed to ensure that residents in the vicinity were safe, and the resident pushed
another resident who was walking to his/her room while unsupervised by staff, as
described by housekeeping staff who witnessed the incident. The victim fell to the floor
with a resulting fracture to her arm that required treatment at the hospital, placement
of a cast, and was in moderate pain due to the fracture. Even though there was no
significant decline in mental or physical functioning, it can be determined that the
reasonable person would have experienced severe psychosocial harm as a result of
the physical abuse, since a reasonable person would not expect to be injured in this
manner in his/her own home or a health care facility.

o The facility failed to ensure that a resident was free from mental abuse and corporal
punishment. A resident who had a cognitive disability carried a doll around with her
throughout the day. During an activity, the resident placed the doll in a chair next to



her and refused to allow another resident to use the chair. The staff slapped the
resident’s hand and removed the doll so the other resident could sit down. The staff
told the resident she could not attend any more activities with the doll, or he would get
rid of it and the resident would never see it again. The resident began to scream, cry
for her doll, and left the room. The resident will not leave her room to attend any
activities for fear that the staff person will take her doll. The resident’s behavior has
declined and now cries and expresses fear when taken for bathing and meals without
her doll. Based on the resident’s behavior, it can be determined that the resident
experienced severe psychosocial harm as a result of the mental abuse and corporal
punishment.

The facility deprived residents of care related to the failure of staff to respond timely
to residents’ requests and treat residents with dignity and respect which resulted in
ongoing embarrassment, humiliation, and the failure to provide incontinence care as
needed to meet the needs of several residents. Based on family and resident group
interviews, other residents and their family members complained that residents often
waited a long time (up to an hour) before staff took them to the bathroom, resulting in
residents urinating in their beds and lying in urine for long periods of time. Residents
indicated that this is a problem, especially on the night shift. Residents were told by
nurse aides to just urinate on their beds and staff would change the sheets in the
morning. Two night-shift staff members confirmed that they had seen other staff
disconnect call lights in residents’ rooms so that they were not functioning. After
investigation, it was determined that the nursing home failed to provide the necessary
care. [NOTE: In this example, the surveyor had already identified noncompliance at
dignity (F550) and urinary incontinence (F690)] It can be determined that the
reasonable person in the residents’ position would have experienced severe
psychosocial harm (e.g., embarrassment, humiliation) as a result of the abuse.

The facility deprived a resident of care by failing to provide access for resident
communication and response to resident’s requests for necessary care resulting in the
resident’s ongoing fear and anxiety. During a survey, the surveyor observed that a
resident’s call light was pinned to a privacy curtain that was out of reach of the
resident. The resident stated that the staff removes the call light at night because the
nursing staff said he used it too much and they did not have time to answer the light
all the time. The resident began crying and expressed fear that something would
happen and he would have no way of getting assistance as staff would not come if he
called out for help. Based on the resident’s behavior, it can be determined that the
resident experienced severe psychosocial harm as a result of the deprivation of care.

The facility failed to protect a resident from sexual abuse resulting in serious
psychosocial harm. A resident, with moderate confusion and who was dependent on
staff for care, reported to staff that she was “touched down there” and identified the
alleged perpetrator. However, staff, who thought the resident was confused, did not
report her allegation to facility administration and failed to provide protection for the
resident allowing ongoing access to the resident by the alleged perpetrator. The
resident expressed recurring fear whenever the perpetrator approached the resident,



exhibited crying and agitation, and declined to leave her room. Based on the
resident’s behavior, it can be determined that the resident experienced severe
psychosocial harm as a result of the sexual abuse.

The facility failed to protect two residents from mental abuse and extreme humiliation
perpetuated by two staff who posted videos and photographs on social media, of the
residents during bathing, using the bathroom, and grooming, which included nude
photos and photos of genitalia. In addition, on the videos, the two staff verbally
taunted and made cruel remarks to the residents including making fun of the way the
resident looked and acted. One resident who was cognitively impaired was shown on
the video to be crying in response to the remarks made to her by the staff. One
resident, who was cognitively intact, told surveyors that he was extremely humiliated
and angry when he found out that these items were posted. Based on the resident’s
behavior, it can be determined that the resident experienced severe psychosocial harm
as a result of the mental abuse.

The facility failed to ensure that a resident was free from neglect when it did not have
the structures to provide necessary goods and services to residents. During facility tour,
the surveyor noted a strong urine odor. Residents were observed to be in bed with
soiled clothes and linens. Residents told the surveyor that they did not get out of bed or
dressed since there were not enough nurse aides to assist them. During interviews with
nurse aides, it was reported that the facility lacked supplies, such as incontinence
briefs, laundry/housekeeping supplies, gloves and food. Interview with the Director of
Nurses revealed that the medical supply vendor was suspended and no longer
providing supplies to the facility due to non-payment. Multiple staftf also reported not
receiving their last paychecks. During interviews with residents, residents reported
mice in their rooms. During observation of the kitchen and interview with the dietary
manager, there was evidence of rodent infestation, including staff seeing rodents eating
and finding torn bags and crumbs on the floor. The administrator reported that the pest
control company had visited the facility recently, but there was no record of the visit or
proposal for remediation. Also, there was no sanitizer for the dishwasher and no
alternative method for sanitizing dishes. /¢ can be determined that the reasonable
person in the residents’ position would have experienced severe psychosocial harm
(e.g., embarrassment, humiliation, anxiety) as a result of neglect.

Examples of Severity Level 3 Noncompliance Actual Harm that is not Immediate
Jeopardy include, but are not limited to:

The facility failed to protect a resident from physical abuse when Resident 1 slapped
Resident 2 in the face. Based on resident and staff interviews, Resident 1 had
previously exhibited an aggressive tone towards other residents. Based on the
interview with the nurse aide, Resident 2 was talking loudly to Resident I in the
hallway. Resident 1 shouted profanity to Resident 2, followed by: “If you say one more
word, you're going to be sorry.” The nurse aide was the only staff present in the area
and was transferring another resident; the nurse aide could not intervene and did not
call for assistance from other staff. Resident 2 continued to talk loudly. Resident |



then reached out, slapped Resident 2 on the left side of his face, and backed his
wheelchair away from Resident 2. Based on the assessment of Resident 2, his left
cheek exhibited some redness in the area that was slapped, but there were no other
physical injuries. Based on the survey team’s interview with Resident 1, Resident 1
was also able to recall the incident and said, “He [Resident 2] just won’t stop
talking...I don’t know what came over me.”” Resident 2 was moderately cognitively
impaired and when interviewed, could not recall the incident. The survey team
interviewed Resident 2’s son, who said that his father would have been mad after an
incident like this. Therefore, by using the reasonable person concept, the survey team
would conclude that Resident 2 would have experienced psychosocial harm (e.g. anger
directed at the action or at a person) as a result of the physical abuse since there is an
expectation that the resident would not be slapped in the face in the facility.

e The facility neglected to provide supervision and monitoring to assure that continence
care is provided with dignity, respect and meets the needs of a resident. During a
complaint survey, the investigation revealed that a cognitively-impaired resident had
been left with his body partially uncovered, and unattended for several hours. Also,
the investigation also identified that his catheter bag had been left lying flat on the bed
so that urine could not flow freely or drain, resulting in expressions of pain and
distress. Interview with the charge nurse revealed that she was the only nurse in the
building during the night shift and stated that the she was unable to monitor the nurse
aides’ provision of care because she was providing treatments on other units. It was
identified that insufficient nurse staffing has been reported to the administration and
that this was an ongoing concern. Based on the resident’s behavior, it can be
determined that the resident experienced psychosocial harm as a result of neglect.

Examples of Severity Level 2 Considerations Noncompliance No Actual Harm with
Potential for More Than Minimal Harm that is Not Immediate Jeopardy include, but
are not limited to:

o The facility failed to protect Resident 2 from verbal abuse. During the interview with
Resident 2, she mentioned that she does not get along with Resident 1. Based on an
interview with staff, Resident 1 previously demanded Resident 2 to sit up at the table
and that there was something wrong with her. However, staff would re-direct the
residents to separate tables to prevent any situation from escalating. According to
interviews with other residents, one weekend, residents recall that temporary staff had
placed Resident 1 and 2 at the same table for a group activity. Resident 1 yelled to
Resident 2 to sit up straight a few times. However, staff in the room would not
intervene. Resident I called Resident 2 a derogatory name. Upon review of Resident 1
and 2’s records, there was no documentation related to altercations. Even though
Resident 2 did not have a reaction, it can be determined that the reasonable person
would experience no actual harm with the potential for more than minimal psychosocial
harm as a result of the verbal abuse.

Severity Level 1: No Actual Harm with Potential for Minimal Harm
The failure of the facility to prevent abuse or neglect is more than minimal harm. Therefore,



Severity Level 1 does not apply for this regulatory requirement.

! World Health Organization. 2016. Adapted from Elder Abuse Fact Sheet. September. Accessed March 21, 2017.
https://www.who.int/mediacentre/factsheets/fs357/en.

2CDC. 2016. Elder Abuse: Risk and Protective Factors. June. Accessed March 21, 2017.
http://www.cdc.gov/violenceprevention/elderabuse/riskprotectivefactors.html.

3 Adapted from Lachs, Mark S, Tony Rosen, Jeanne A Teresi, Joseph P Eimicke, Mildred Ramirez, Stephanie
Silver, and Karl Pillemer. 2013. "Verbal and physical aggression directed at nursing home staff by residents."
Journal of General Internal Medicine 660-667.

4 Dong, XinQi, RuiJia Chen, E-Shien Chang, and Melissa Simon. 2013. "Elder Abuse and Psychological Well-
Being: A Systematic Review and Implications for Research and Policy--A Mini Review." Gerontology 132-142.

5 Adapted from Burgess, Ann W, Elizabeth B Dowdell, and Robert A Prentky. 2000. "Sexual Abuse of Nursing
Home Residents." Journal of Psychosocial Nursing & Mental Health Services 10-18.

¢ Adapted from Burgess, Ann W, and Paul T Clements. 2006. "Information Processing of Sexual Abuse in Elders."
Journal of Forensic Nursing 113-120.
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§483.12

The resident has the right to be free from abuse, neglect, misappropriation of resident
property, and exploitation as defined in this subpart. This includes but is not limited to
freedom from corporal punishment, involuntary seclusion and any physical or chemical
restraint not required to treat the resident’s medical symptoms.

INTENT §483.12
Each resident has the right to be free from misappropriation of property and exploitation.

NOTE: Refer to F609 for requirements related to reporting of a reasonable suspicion of a
crime.

DEFINITIONS §483.12
“Exploitation,” as defined at §483.5, means “taking advantage of a resident for personal gain,
through the use of manipulation, intimidation, threats, or coercion.”

“Misappropriation of resident property,” as defined at §483.5, means “the deliberate
misplacement, exploitation, or wrongful, temporary, or permanent use of a resident’s
belongings or money without the resident’s consent.”

GUIDANCE §483.12

Residents’ property includes all residents’ possessions, regardless of their apparent value to
others since they may hold intrinsic value to the resident. Residents are permitted to keep
personal clothing and possessions for their use while in the facility, as long as it does not
infringe upon the rights of other residents (See F557). Examples of resident property include
jewelry, clothing, furniture, money, and electronic devices, the resident’s personal information
such as name and identifying information, credit cards, bank accounts, driver’s licenses, and
social security cards.



Examples of misappropriation of resident property include, but are not limited to:

Identity theft;

Theft of money from bank accounts;

Unauthorized or coerced purchases on a resident’s credit card;

Unauthorized or coerced purchases from resident’s funds;

A resident who provides a gift to staff in order to receive ongoing care, based on staft’s
persuasion; and

e A resident who provides monetary assistance to staff, after staff had made the resident
believe that staff was in a financial crisis.

Facility staff are in a position that may be perceived as one of power over a resident. As such,
staff may be able to manipulate or unduly influence decisions by the resident. Staff must not
accept or ask a resident to borrow personal items or money, nor should they attempt to gain
access to a resident’s holdings, money, or personal possessions through persuasion, coercion,
request for a loan, or solicitation. For example, exploitation may include, but is not limited to,
when a resident, or resident representative, has given his/her money or belongings to staff as a
result of coercion, or because the resident, or resident representative, believes that it was
necessary (e.g., in order to receive good care). A resident’s apparent consent is not valid if it is
obtained from a resident lacking the capacity to consent, or consent is obtained through
intimidation, coercion or fear, whether it is expressed by the resident or suspected by staff.

Another example of misappropriation of resident property is the diversion of a resident’s
medication(s), including, but not limited to, controlled substances for staff use or personal
gain.

INVESTIGATIVE PROTOCOL FOR MISAPPROPRIATION OF RESIDENT
PROPERTY AND EXPLOITATION §483.12
OBJECTIVES

To determine:

e Whether a resident(s) was free from misappropriation of resident property and
exploitation (F602);

e If the facility developed, implemented and educated staff on policies and procedures that
prohibit misappropriation of resident property and exploitation (F607);

o If the facility developed and implemented pre-employment procedures (F606); and

e How the facility protects, reports, investigates, and acts upon alleged violations of
misappropriation of resident property and exploitation (F609, F610).

USE
Use this protocol during any type of survey as necessary in order to investigate an allegation
of misappropriation of property or exploitation.

PROCEDURES §483.12



OFFSITE SURVEY PREPARATION
Information related to an alleged violation may be obtained from:

e Reports from the ombudsmen or other State Agencies;
e Any related previously-cited deficiencies (CASPER Report 3); and
e A complaint and/or facility self-report including:
o Name of alleged victim(s), alleged perpetrator(s) and witnesses, if any;
o Narrative/specifics of the allegation(s) including frequency and pervasiveness of the
allegation; and
o Whether the allegation was reported by the facility and to other agencies.

ONSITE SURVEY ACTIVITIES

If a surveyor receives an allegation of misappropriation of resident property or exploitation
during the survey, he/she must immediately report this to the facility administrator, or his/her
designated representative if the administrator is not present. The survey team should
determine whether the facility then takes appropriate action in accordance with the
requirements at F609 and F610.

During the course of the investigation, if it is determined that the resident’s property was
misplaced and found and not misappropriated, or the property loss was not related to a
facility failure to protect the property (e.g., resident/family accidentally disposed of the item
or took the item home), the investigation may be stopped.

Obtain and review the facility’s policies and procedures related to misappropriation of resident
property and exploitation. It is not necessary for these items to be maintained in one document
or manual.

OBSERVATION
Depending on the nature of the incident, the surveyor should conduct observations that
are related to the allegation. Observations include, but are not limited to,

e For allegations of theft of medications, how medications are secured and accessed.
e For allegations of stolen property, where the property was stored, whether it was in a
secure area, and how the property was accessed.

Interview:

The surveyor follows the guidelines below for interviews, which include, but are not limited to:
e Conduct interviews in a private location, preferably seated in order to be able to maintain
eye contact with the individual being interviewed,
e Be impartial, use discretion, and non-judgmental language and to the extent possible, ask
open-ended, non-leading questions;

NOTE: It is important to maintain the confidentiality of the names of the person(s), to the
extent possible, who reported the allegation.



e Conduct follow up interviews, as necessary, to evaluate new information obtained,
discrepancies or changes in information; and

e Maintain documentation of interviews including dates, times, locations and names of
individuals interviewed.

NOTE: It is important to attempt to obtain as accurate information as possible, and it may be
necessary to obtain assistance from an interpreter if English is not the spoken language of the
resident or staff.

Resident/Family Interview. Interview the alleged victim privately; however, the alleged
victim may request that another person be present. If so, be aware that the alleged victim may
not be comfortable speaking openly in the presence of another person, and another interview
may be necessary to follow up on any discrepancies identified. A resident with a cognitive
impairment and/or mental illness may mistakenly be assumed to be an incompetent witness. In
those situations, interview the alleged victim, to the extent possible, and corroborate statements
with other observations, interviews and record review. During the interview, observe the
resident’s emotions and tone, as well as any nonverbal expressions or gesturing to a particular
body area, in response to the questions. Interview the resident, or resident’s representative, to
determine:

e For an allegation of misappropriation of resident property:

What is missing. If the missing item is money, how much;
For how long the item has been gone;
Whether the resident has any idea of what might have happened to the item;
Whether the resident suspects a specific person(s) was involved in the loss of the
item(s) and the name, title (if any) and/or relationship to the resident;
o Whether the resident/family reported the missing property to facility staff and, if so,
when and to whom and the facility’s response;
o Whether local law enforcement or other outside agencies were notified, and if so, any
response that they are aware of; and
o How the resident feels about losing the item.
e For an allegation of exploitation:

O O O O

o When and where the alleged exploitation occurred,

What occurred prior to, during and immediately following the alleged exploitation;

o Whether he/she can identify who was involved including the alleged perpetrator
and/or any witnesses;

o Why the resident gave the item to the alleged perpetrator or allowed the alleged
perpetrator to take the item;

o How the resident values the item;

o Whether he/she reported the alleged exploitation to the facility, when and to whom
reported and the facility’s response; and

o Whether he/she feels safe, is afraid of anyone, or fearful of retaliation.

(@)



Staff Interview

Review staff attendance records from any department to determine who was working at the
time of the alleged misappropriation or exploitation and who may have had access to the
resident and/or the resident’s room to collect information about:

Whether he/she had knowledge of the allegation and what actions, if any, he/she took in
response to the allegation;

Any changes in the resident’s behavior as a result of the allegation;

Whether an individual has been identified as the alleged perpetrator and how the alleged
perpetrator and resident related to one another prior to and after the incident;

Whether he/she reported the allegation to management/administrative staff or any State
or local agencies, and if so, to whom was the allegation reported and when;

If not reported, what prevented him/her from reporting;

Whether he/she is fearful of retaliation;

If he/she reported the allegation, whether he/she feels that retaliation has occurred as a
result of reporting the allegation, and if so, what actions were taken against staff; and
Whether he/she has received training from the facility on misappropriation and
exploitation identification, prevention, and reporting requirements.

Alleged Perpetrator Interview:

If the alleged perpetrator is a staff member, the staff member may have been suspended or re-
assigned until the investigation is completed and in some situations, the facility may have
terminated the employment of the individual. In some cases, the alleged perpetrator may not
be in the facility or may refuse to be interviewed. If possible, interview the alleged
perpetrator either in person or by phone to determine:

What information he/she can provide regarding to the allegation of missing property or

exploitation;

Whether he/she was present in the nursing home at the time the alleged misappropriation

of property or exploitation occurred,

Whether he/she has any information on the allegation, such as:

o When and where the alleged incident occurred; and

o If he/she has any other information that he/she wishes to share in regard to the
investigation.

Facility Investigator Interview. If the facility was aware of the allegation, identify the
staff member responsible for the initial reporting and investigation of alleged
misappropriation of resident property or exploitation. This may be the administrator in
some facilities. Obtain a copy of the investigation report. Interview the responsible staff
person to determine:

How the facility investigated the allegation of misappropriation or exploitation;
If the facility did not know if the resident had the property prior to the alleged loss, and
how the facility protects the resident's property from loss or theft;



Whether local law enforcement or other outside agencies were notified, and if so, any
response that they are aware of; and
What findings and resolutions have occurred.

Record Review
It may be necessary to obtain copies of specific entries in the record for the period of time that
is relevant to the allegation.

Review the alleged victim’s record to obtain necessary information as applicable such as:

The diagnosis and physician orders including medications;

The RAI to include the resident’s cognitive status;

Care plan and interventions/goals;

Physician’s, nurse’s, social worker's and other staff members progress notes, as
applicable; (e.g. for investigation of drug diversion, whether there was indication of
unrelieved pain during certain times of the day for residents who were prescribed the
allegedly diverted medication);

Any lists of resident valuables or resident items brought in to the facility; and

Social and psychological history.

If staff is identified as the alleged perpetrator, review the staff member’s personnel file
for information related to:

The allegation being investigated or history of other allegations;

Adverse personnel actions taken relevant to exploitation or misappropriation of property;
Screening that occurred prior to and during employment; and

Training and orientation related to abuse and neglect prevention.

For an alleged theft of monies if the resident’s funds are managed or held by the facility,
review the accounting records for the resident’s funds, including receipts for expenditures
from the resident’s funds. Attempt to reconcile whether the items are in the resident’s
possession.

Review interdisciplinary notes that relates to the alleged exploitation or misappropriation
of property for documentation of the following:

The date/time of the alleged exploitation/misappropriation and/or the date/time when the
alleged exploitation/misappropriation was first discovered;

Any change in the alleged victim’s mood and demeanor before and after the alleged
misappropriation/exploitation, such as:

o Distrust;
o Fear (e.g., fear of being touched or shying away from being touched);
o Angry outbursts, tearfulness, agitation, trembling, cowering;



o Panic attacks; and
o Changes in sleeping patterns.

Reports from Other Investigatory Agencies

At the time of the survey, if another investigatory agency(ies) has completed its investigation,
the surveyor should request a copy of the report. Other investigatory agencies may include
State adult protective services, State professional licensing boards, and law enforcement/police
reports.

Interview with Person Responsible for Quality Assurance

Interview the person responsible for Quality Assurance activities. Determine how the
committee is providing monitoring and oversight of potential and/or actual reported allegations
of misappropriation of resident property and exploitation. Evaluate whether the committee has
made recommendations such as policy revision and/or training.

Administrator Interview

The administrator is responsible for the overall implementation of the facility
policies/procedures to prohibit misappropriation of resident property and exploitation. This
includes the obligation to report, investigate, protect the alleged victim, and take corrective
actions, as necessary, based upon the outcome of the investigation. Obtain and review the
copy of the investigation report, if any. NOTE that some of this information may have already
been obtained from the facility investigator. Interview the administrator to determine:

e  When he/she was notified of the alleged exploitation/misappropriation, and when the
initial report was made to the required agencies and law enforcement as required,

e Who was/is responsible for the investigation, whether it has been completed and the
outcome, or whether the investigation is ongoing;

e When the results of the investigation were reported to the administrator and to the
required agencies;

e Whether the alleged perpetrator, if an employee, had previous warnings or incidents at
the facility;

e How the alleged victim and other residents at risk of exploitation/misappropriation were
protected during the investigation,;

e What actions were taken to prevent misappropriation and exploitation after the
investigation was completed;

e Whether any changes were necessary to the facility’s policies and procedures;

e How the facility assures that retaliation does not occur when staff or a resident reports an
allegation of misappropriation of resident property or exploitation;

e What actions have been taken for education of staff and residents regarding the facility’s
prevention plan and reporting requirements; and

e How does the facility protect the resident's property from loss or theft.

Provide an opportunity for the facility to provide any other information regarding the
alleged misappropriation of the resident's property or exploitation.

Additional Investigatory Activities Related to Allegations of Drug Diversion



For allegations of drug diversion, the surveyor determines:

e [If there is evidence and/or potential outcomes such as unrelieved pain. For example, there
may be evidence that on a particular shift, or when a particular staff member is working,
a resident’s pain symptoms are not relieved to the extent possible, but the pain symptoms
are relieved on other shifts, based upon validated evidence (see also tag F697 for
concerns related to pain management);

e  Whether pharmacy policies at a minimum, address safeguarding and access, monitoring,
administration, documentation, reconciliation and destruction of controlled substances
(see also tag F755 for concerns related to facility procedures for pharmacy services);

e Whether the pharmacist has established a system of records of receipt and disposition of
all controlled drugs in sufficient detail to enable accurate reconciliation and that the drug
records are in order and that an account of all controlled drugs is maintained and
periodically reconciled (see also tag F755 for concerns related to responsibilities of the
licensed pharmacist); and

e Determine whether the resident’s clinical record provides accurate documentation of the
administration of a controlled medication and resident outcomes related to the medication
administration (see also tag F755 for concerns related to procedures for administration
and documentation of controlled substances).

If the surveyor, during the investigation, has determined that a resident’s medications were
diverted, the State agency (SA) should make referrals to the following agencies as
appropriate, such as:

e Drug Enforcement Administration (DEA),

e Local law enforcement,

e State Boards of Nursing, Pharmacy, and Nursing Home Administrators, and/or
e Other agencies the SA is required to notify in accordance with State law.

KEY ELEMENTS OF NONCOMPLIANCE §483.12

To cite deficient practice at F602, the surveyor’s investigation will generally show that the
facility failed to protect a resident’s right to be free from misappropriation of resident
property and/or exploitation.

POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION

During the investigation, the surveyor may have determined that concerns may also be
present with related outcome, process and/or structure requirements. The surveyor is
cautioned to investigate these related requirements before determining whether non-
compliance may be present. Some examples of related requirements that should be
considered include the following:



42 CFR §483.10(e)(2), F557- Right to Have Personal Property

42 CFR §483.10()(10)(1)-(i1), F567-Protection/Management of Personal Funds

42 CFR §483.10(1), F584 — Safe Environment

42 CFR §483.10(j), F585- Grievances

42 CFR §483.12(a)(3)-(4), F606 - Not Employ/Engage Staff with Adverse Actions

42 CFR §483.12(b)(1)-(5), F607 — Develop/Implement Abuse/Neglect, etc. Policies
42 CFR §483.12(b)(5), (c)(1), and (c)(4), F609 — Reporting of Alleged Violations

42 CFR §483.12(¢c)(2) - (4), F610 — Alleged Violations-Investigate/Prevent/Correct

42 CFR §483.25(k), F697- Pain Management - Determine if there is evidence and/or
potential outcomes such as unrelieved pain. For example, evidence that on a particular
shift, or when a particular staff member is working, a resident’s pain symptoms are not
relieved to the extent possible, but the pain symptoms are relieved on other shifts, based
upon validated evidence.

42 CFR §483.45, §483.45(a)-(b), F755- Pharmacy Svcs/Procedures/Pharmacist/Records
and 42 CFR §483.45(g)-(h), F761- Label/Store Drugs & Biologicals - Determine whether
pharmacy policies at a minimum, address safeguarding and access, monitoring,
administration, documentation, reconciliation and destruction of controlled substances;
Determine whether the pharmacist has established a system of records of receipt and
disposition of all controlled drugs in sufficient detail to enable accurate reconciliation and
that the drug records are in order and that an account of all controlled drugs is maintained
and periodically reconciled.

42 CFR §483.75 (g)(2)(ii)- F867- QAA Activities
42 CFR §483.95(c), F942- Abuse, Neglect, and Exploitation Training
42 CFR §483.95(g), F946-Required In-Service Training for Nurse Aide

DEFICIENCY CATEGORIZATION §483.12
In addition to actual or potential physical harm, always consider whether psychosocial harm has
occurred when determining severity level (See Psychosocial Outcome Severity Guide).

Examples of Severity Level 4 Noncompliance Immediate Jeopardy to Resident
Health or Safety include, but are not limited to:

The facility failed to assure that a resident’s personal property was safeguarded and that
staff did not misappropriate resident’s property. A resident, who had a medical condition
in which she had loss of hair, owned two wigs which were personalized for her needs
which she used consistently during the daytime hours. Staff documented that the resident
was “crying loudly, shouting and was hysterical” and when investigated, she stated
someone had stolen her wigs over the weekend. She stated she told staff and they
discounted her complaints. The resident refused to leave her room or see anyone, was
extremely agitated, and wanted the police called. During the facility investigation, two
employees who had worked the evening shift over the weekend, were heard by other staff
members, talking and laughing about how they had taken the resident’s wigs.



Examples of Severity Level 3 Noncompliance Actual Harm that is not Immediate
Jeopardy include, but are not limited to:

e The facility had failed to protect residents from misappropriation of resident property,
had failed to immediately report and investigate alleged violations, and had failed to
implement policies and procedures for reporting the possible crime to law enforcement.
A resident reported to staff that she was missing a gold necklace. She had last seen the
necklace in a nightstand drawer next to her bed. The resident was tearful, since she had
received the necklace from her children who had purchased it for her 80th birthday. The
resident was worried that she had carelessly lost the necklace and did not want her
children to be angry at her. The resident discontinued attending activities, since she did
not want to leave her room so that she could protect her belongings. During the facility’s
investigation, during an interview, CNA #1 stated that she had noticed that CNA #2 had a
new necklace that looked familiar. CNA #1 said that CNA#2 quickly evaded questions as
to how she had acquired the necklace, until she said that a new boyfriend had given it to
her. CNA #1 stated that she did not want to cause any trouble and did not report anything
about the necklace until a week later, when it was brought to the Director of Nursing’s
attention that a resident’s necklace was missing. Also, during the investigation, the
facility received more reports from staff of stolen jewelry from five other residents, but
no staff reported any of the incidents to law enforcement or the State survey agency.

Examples of Severity Level 2 Noncompliance No Actual Harm with Potential for More
Than Minimal Harm that is Not Immediate Jeopardy include, but are not limited to:

e The facility had failed to protect a resident from misappropriation of resident property
when a radio was stolen from a resident’s room. The resident, who was cognitively
impaired, also had severe confusion and was unable to communicate. The resident had an
activity program for listening to classical music in his room. On Monday afternoon, it
was reported that the activity staff came into the resident’s room to provide the activity
but were unable to locate the radio and subsequently reported the loss to the
Administrator. Staff stated the radio had been in the room when they had left on Friday
after the afternoon activity. The Administrator contacted the resident’s son, and
confirmed that the family had not removed the radio during a visit over the weekend and
had no knowledge of where it might be. The facility replaced the radio. The
Administrator reported the incident to the SA. Although the resident could not articulate
what had occurred with the radio, the family wished to have the music therapy continue
as the resident had a lifelong interest in classical music and they felt, even though the
resident could no longer communicate and was confused, that the music provided a sense
of comfort. The facility completed the investigation, and identified that a temporary staff
member had stolen the radio. The temporary staff member was not allowed to work in the
facility again.

Severity Level 1: No Actual Harm with Potential for Minimal Harm

The failure of the facility to prevent misappropriation of resident property and exploitation is
more than minimal harm. Therefore, Severity Level 1 does not apply for this regulatory
requirement.
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§483.12(a)(1) The resident has the right to be free from abuse, neglect, misappropriation
of resident property, and exploitation as defined in this subpart. This includes but is not
limited to freedom from corporal punishment, involuntary seclusion and any physical or
chemical restraint not required to treat the resident’s medical symptoms.

Not use verbal, mental, sexual, or physical abuse, corporal punishment, or involuntary
seclusion;

INTENT §483.12(a)(1)
Each resident has the right to be free from involuntary seclusion.

DEFINITIONS §483.12(a)(1)

“Involuntary seclusion” is defined as separation of a resident from other residents or from
her/his room or confinement to her/his room (with or without roommates) against the
resident’s will, or the will of the resident representative.

GUIDANCE §483.12(a)(1)

NOTE: During a situation in which a resident’s behavior has escalated and immediate
interventions are required for the safety of the resident, staff and/or other residents), the facility
must immediately consult with the resident’s physician about the behavioral symptoms and the
resident’s designated representative; and provide necessary supervision of the resident to ensure
that the resident and other residents are protected.

Involuntary seclusion may take many forms, including but not limited to the confinement,
restriction or isolation of a resident. Involuntary seclusion may be a result of staff
convenience, a display of power from the caregiver over the resident, or may be used to
discipline a resident for wandering, yelling, repeatedly requesting care or services, using the
call light, disrupting a program or activity, or refusing to allow care or services such as
showering or bathing to occur.

Involuntary seclusion includes, but is not limited to, the following:

e A resident displays disruptive behaviors, such as yelling, screaming, distracting others
(such as standing and obstructing others viewing abilities for the TV or programs) and
staff remove and seclude the resident in a separate location such as in an office area or
his/her room, leaving and closing the door and without providing interventions to address
the behavioral symptoms;

e In an attempt to isolate a resident in order to prevent him/her from leaving an area, the
resident(s) is involuntarily confined to an area by staff placing furniture, carts, chairs in
front of doorways or areas of egress;



e Staff hold a door shut, from the opposite side of the door, in order to prevent egress;

e Staff place a resident in a darkened room, office, or area secluded from other staff and
residents for convenience or as punishment;

e A resident is physically placed in an area without access to call lights, and/or other
methods of communication creating an environment of seclusion and isolation for the
resident; and

e A resident placed in a secured area of the facility, but does not meet the criteria for the
unit and is not provided with access codes or other information for independent egress.

Considerations Involving Secured/Locked Areas
If a resident resides in a secured/locked area that restricts a resident’s movement throughout
the facility, the facility must ensure that the resident is free from involuntary seclusion.

A resident in a secured/locked area would not be considered to be involuntarily secluded if all
of the following are met:

e The facility has identified the clinical criteria for placing a resident in the secured/locked
area;

Placement in a secured/locked area is not:

Used for staff convenience or discipline;

Based on the resident’s diagnosis alone since the determination for placement in the
area must be made on an individualized basis; and/or

3. Based on a request from the resident’s representative or family member without
clinical justification;

N —

For example, if the POA requests placement in the secured/locked area but the
resident declines placement and placement does not meet the clinical criteria and is
not in the best interest of the resident, then placement of the resident in the
secured/locked area would be involuntary seclusion.

e The facility involves the resident/representative in care planning, including the decision
for placement in a secured/locked area and the development of interventions based upon
the resident’s comprehensive assessment and needs; and

e The facility provides immediate access and visitation by family, resident representative or
other individuals, subject to reasonable clinical and safety restrictions and the resident’s

right to deny or withdraw consent.

It is expected that each resident’s record would include:



e Documentation of the clinical criteria met for placement in the secured/locked area by the
resident’s physician along with information provided by members of the interdisciplinary
team;

e Documentation that reflects the resident/representative’s involvement in the decision for
placement in the secured/locked area;

e Documentation that reflects whether placement in the secured/locked area is the least
restrictive approach that is reasonable to protect the resident and assure his/her health and
safety;

e Documentation by the interdisciplinary team of the impact and/or reaction of the resident,
if any, regarding placement on the unit; and

e Ongoing documentation of the review and revision of the resident’s care plan as
necessary, including whether he/she continues to meet the criteria for remaining in the
secured/locked area, and if the interventions continue to meet the needs of the resident.

NOTE: A resident who chooses to live in the secured/locked unit (e.g., the spouse of a
resident who resides in the area), and does not meet the criteria for placement, must have
access to the method of opening doors independently. The chosen method for opening doors
(e.g., distribution of access code information) is not specified by CMS. Staff should be aware
of which residents have access to opening doors and monitor their use of the access to ensure
other residents’ safety.

NOTE: See also Tags at Resident Rights for guidance related to justice-involved individuals.
Transmission Based Precautions

When used appropriately, transmission-based precautions (i.e., isolation due to infection) is
not to be considered involuntary seclusion. The facility’s policies must identify the type and
duration of the transmission-based precautions required, depending upon the infectious agent
or organism involved; and the precautions should be the least restrictive possible for the
resident based on his/her clinical situation. Furthermore, the resident’s record must contain the
rationale for the selected transmission-based precautions. However, once the resident is no
longer a risk for transmitting the infection, the removal of transmission-based precautions is
required in order to avoid unnecessary involuntary seclusion. See also 42 CFR §483.65 —
Infection Control (Tag F880).

INVESTIGATIVE PROTOCOL FOR INVOLUNTARY SECLUSION USE
§483.12(a)(1)

Use this protocol for investigating:

e An alleged violation of involuntary seclusion during a standard survey and abbreviated
surveys (complaint investigations, onsite investigations of self-reported incidents, and/or
revisits); and

e An allegation of involuntary seclusion involving a resident who resides in a
secured/locked area or who is/was on temporary transmission-based precautions.



If a surveyor determines that an act of involuntary seclusion has occurred or is occurring,
he/she must immediately report this to the Administrator, or his/her designated representative
if the Administrator is not present. The survey team should determine whether the facility then
takes appropriate action in accordance with the requirements at F607, F609, and F610,
including implementing safeguards to prevent further potential involuntary seclusion.

Review of Facility Policies and Procedures
Obtain and review the facility’s policies and procedures related to the allegation
under investigation.

Observations
Observe the physical environment in which the alleged involuntary seclusion may have
occurred. This may include observations of the following, which include, but are not limited
to:

e Room configuration;

e Location of the alleged involuntary seclusion in relation to supervised areas; and

e Objects that may have been used to obstruct residents.

Observe whether staff members make remarks and behave in a manner that may
indicate concerns with staff treatment of residents.

Interview:
Alleged Victim/Resident Representative and Witness Interviews

Interview the alleged victim/resident representative to determine as much information
regarding the alleged involuntary seclusion that he/she may be able to provide. Interview the
alleged victim privately; however, the alleged victim may request that another person be
present. If so, be aware that the alleged victim may not be comfortable speaking openly in the
presence of another person, and another interview may be necessary to follow up on any
discrepancies identified. A resident with a cognitive impairment and/or mental illness may
mistakenly be assumed to be an incompetent witness. In those situations, interview the alleged
victim, to the extent possible, and corroborate statements with other observations, interviews
and record review. During the interview, observe the resident’s emotions and tone, as well as
any nonverbal expressions or gesturing to a particular body area, in response to the questions.

Interview witnesses, including but not limited to, the assigned staff, staff in the immediate area,
staff from the shifts prior to or after the alleged involuntary seclusion; the victim’s roommate (if
any), other residents, and/or visitors. Make every attempt to maintain the confidentiality of
witnesses. It may not be appropriate to interview the person who reported the allegation first, as
that may unintentionally identify the person. The surveyor may ask the witness to re-create or
re-enact the alleged incident, to better understand the sequence of events.

Interview the alleged victim/resident representative and witnesses to

determine:

e What happened, when, where, and how often;



e Whether he/she can identify the alleged perpetrator and any witnesses;
e What occurred prior to, during and immediately following the alleged involuntary
seclusion;
e  Whether he/she reported the allegation to anyone within the facility or to an outside
agency (e.g., other staff, ombudsman); if so, to whom, when and what was the response;
e For the alleged victim,
o Whether he/she feels safe, is afraid of anyone, or is fearful of retaliation; and
o Whether the alleged victim has had past encounters with the alleged perpetrator.

Staff Interview

Review staff schedules to determine who was working at the time of the alleged involuntary
seclusion. Interview staff from any department who has direct contact with the resident(s), as
appropriate, to collect information about:

e Whether he/she had knowledge of the alleged involuntary seclusion and what actions, if
any, he/she took in response to the allegation;

e Any changes in the alleged victim’s behavior as a result of the alleged involuntary
seclusion;

e How the alleged perpetrator and alleged victim related to one another prior to and after
the incident;

e  Whether the alleged perpetrator had exhibited inappropriate behaviors to the alleged
victim or other residents in the past, such as using derogatory language, rough handling,
or ignored residents while giving care;

e Whether he/she reported the alleged involuntary seclusion to management/administrative
staff, or any State or local agencies, such as Adult Protective Services or local law
enforcement, and if so, to whom was the alleged involuntary seclusion reported and
when;

e If not reported, what prevented him/her from reporting;

e If he/she reported the allegation, whether he/she feels that retaliation has occurred as a
result of reporting the allegation, and if so, what actions were taken against staff; and

e Whether he/she has received training related to involuntary seclusion from the facility.

NOTE: If the staff member was a witness, refer also to the questions above under Witness
Interview.

Alleged Perpetrator Interview:

The alleged perpetrator may or may not be in the facility or may refuse to be interviewed. If
the alleged perpetrator is a staff member, the staff member may have been suspended or re-
assigned until the investigation is completed and in some situations, the facility may have
terminated the employment of the individual. If possible, interview the alleged perpetrator
either in person or by phone to determine:
e What position he/she holds and how long the alleged perpetrator has worked in the
facility;



What type of orientation, training, work assignments, and supervision he/she receives;
Whether he/she was present in the facility at the time of the alleged involuntary
seclusion;

What information he/she can provide regarding the alleged involuntary seclusion such as
what happened, why was the resident separated/secluded, how often does it occur;

What is his/her relationship to the alleged victim; and

If he/she has any other information that he/she wishes to share in regard to the
investigation.

Other Health Care Professionals Interview

Interview the director of nursing, social worker, and physician/practitioner, as necessary,
to determine:

Whether he/she was notified by staff of the alleged involuntary seclusion and if so, the
response;

Whether he/she conducted an assessment of the resident for potential injuries and/or
changes in mental status, and if identified, what interventions or treatment (e.g.,
counseling) were provided and when; and

If a resident is under transmission-based precautions, the reason why the resident is under
transmission-based precautions and when transmission-based precautions are to be
removed.

Record Review-Resident

It may be necessary to obtain copies of any relevant information in the resident’s record.
Review the alleged victim’s record to obtain necessary information, as applicable, such

as:
°

The diagnosis and physician orders including medications;

The RAI, to include the resident’s cognitive status, functional status (independent
ambulation, transfer status, uses a wheelchair, using an assistance device or requires staff
assistance for ADL’s);

Care plan and interventions/goals;

Physician’s, nurse’s, social worker's and other staff members progress notes, as
applicable;

Social and psychological history; and

Hospital transfer/discharge information, if applicable (NOTE: the surveyor may follow
up with an interview with the treating practitioner at the hospital).

Review interdisciplinary notes within the timeframe of the alleged involuntary
seclusion for documentation that supports, clarifies, or verifies the allegation.
Determine if the record reflects:

The date/time of the allegation and/or the date/time when the allegation was first
discovered and reported; and



e Any change in the alleged victim’s mood and demeanor before and after the alleged
incident, such as, but not limited to: Distrust, fear (e.g., fear of being left alone), angry
outbursts, tearfulness, agitation, trembling, cowering, panic attacks, withdrawal from
social interaction, changes is sleeping patterns, or symptoms similar to PTSD symptoms.

Record Review-Alleged Perpetrator’s Personnel File Review, if Staff
If staff is identified as the alleged perpetrator, review the staff member’s personnel file
for information related to:

The allegation being investigated or history of other allegations;
e Adverse personnel actions taken;
e Screening that occurred prior to and during employment; and
e Training and orientation related to abuse and neglect prevention.

Additional Activities for Investigating Possible Involuntary Seclusion for
Residents in Secured/Locked Areas

If a resident lives in an area that restricts free movement throughout the facility, the survey
team must determine the following:

e  Whether the facility has developed and implemented policies and procedures related to
secured/locked areas, including criteria for placement and ongoing assessment to assure
that the resident meets the criteria;

e  Whether the facility attempted alternatives prior to placement in a secured/locked area; if
so, what alternatives, and what the resident’s response was to the alternative
Interventions;

e Why the resident is placed in the secured/locked area;

e Whether the resident/resident representative was involved in the placement decision;
whether the resident/resident representative agreed with the decision or not; if not, how
did the facility address this; and

e Whether the secured/locked area is accessible to other residents in the facility and
visitors, and if so, how.

Facility Investigator Interview

If the facility has investigated the alleged involuntary seclusion, identify the staff member
responsible for the initial reporting and the overall investigation of the alleged involuntary
seclusion. This may be the administrator in some facilities. Obtain a copy of the investigation
report, if any.

NOTE: Refer to F609 for further investigation if the facility does not have a copy of the
investigation report available.

Interview the facility investigator to determine:

e When he/she was notified of the allegation and by whom,;



e When and what actions were taken to protect the alleged victim(s) while the investigation
was in process;

e Steps taken to investigate the allegation and a timeline of events that occurred;

e What happened as a result of the investigation;

e  When and who received the results of the investigation; and

e Whether there is any related information regarding the allegation that may not be
included in the investigation report.

Administrator Interview

The administrator is responsible for the overall implementation of the facility
policies/procedures, including to prohibit involuntary seclusion. This includes the obligation
to report, investigate, protect the alleged victim, and take corrective actions, as necessary,
based upon the outcome of the investigation. Note that some of this information may have
already been obtained from the facility investigator.

Interview the administrator to determine:

e When he/she was notified of the alleged involuntary seclusion, and when the initial report
was made to the required agencies;

e Who was/is responsible for the investigation, whether it has been completed and the
outcome, or whether the investigation is ongoing;

e When the results of the investigation were reported to the administrator and to the
required agencies;

e How the alleged victim and other residents at risk were protected during the

investigation;

If the alleged violation is verified, what corrective actions are being taken;

Whether any changes were necessary to the facility’s policies and procedures;

Whether the alleged perpetrator had previous warnings or incidents at the facility; and

What information has been provided to staff and residents related to involuntary

seclusion, including reporting requirements.

Interview with Person Responsible for Quality Assurance

Interview the person responsible for quality assurance activities. Determine how the
committee is providing monitoring and oversight of potential and/or actual reported
allegations of involuntary seclusion. Evaluate whether the committee has made
recommendations such as policy revision and/or training to prohibit involuntary seclusion.

KEY ELEMENTS OF NONCOMPLIANCE §483.12(a)(1)

To cite deficient practice at F603, the surveyor’s investigation will generally show that
the facility separated or secluded a resident against the resident’s will or the resident
representative’s will without clinical justification.

POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION



During the investigation, the surveyor may have determined that concerns may also be
present with related outcome, process and/or structure requirements. The surveyor is
cautioned to investigate these related requirements before determining whether non-
compliance may be present. Some examples of related requirements that should be
considered include the following:

42 CFR §483.10, §483.10(a)(1)-(2), §483.10(b)(1)-(2), F550- Resident Rights and

Dignity

42 CFR §483.10(c)(1),(4),(5), F552- Right to be Informed/Make Treatment Decisions

42 CFR §483.10(c)(2)-(3), F553 - Right to Participate Planning Care

42 CFR §483.10(g)(14), F580-Notify of Changes (Injury/Decline/Room,Etc)

42 CFR §483.10(j), F585- Grievances

42 CFR §483.12(a)(3)-(4), F606 - Not Employ/Engage Staff with Adverse Actions

42 CFR §483.12(b)(1)-(5), F607 — Develop/Implement Abuse/Neglect, etc. Policies

42 CFR §483.12(b)(5), (c)(1), (4), F609 — Reporting of Alleged Violations

42 CFR §483.12(¢c)(2) - (4), F610 — Alleged Violations-Investigate/Prevent/Correct

42 CFR §483.20(b)(1)-(2)(1),(2)(ii1), F636-Comprehensive Assessments & Timing

42 CFR §483.20(b)(2)(i1), F637-Comprehensive Assess After Significant Change

42 CFR §483.21(b)(1), F656- Develop/Implement Comprehensive Care Plan

42 CFR §483.21(b)(2), F657- Care Plan Development and Revision

42 CFR §483.24, F675 - Quality of Life

42 CFR §483.95(c), F942- Abuse, Neglect, and Exploitation Training

42 CFR §483.95(g), F946-Required In-Service Training for Nurse Aide

Life safety code requirements

o If there are concerns with life safety code requirements, the survey team should notify
its SA supervisor that a life safety code concern has been identified and may require a
life safety code survey.

DEFICIENCY CATEGORIZATION §483.12(a)(1)
In addition to actual or potential physical harm, always consider whether psychosocial harm has
occurred when determining severity level (See Psychosocial Outcome Severity Guide).

Examples of Severity Level 4 Noncompliance Immediate Jeopardy to Resident
Health or Safety include, but is not limited to:

The facility failed to assure that a resident was free from involuntary seclusion. The
resident with a history of suicidal ideation and displaying behavioral symptoms which
included episodic periods of yelling and screaming, especially towards the end of the day
and during the night. According to the resident’s record, after dinner last evening, the
resident was placed by staff in her recliner with a tray attached by the nurse’s station. It
was documented and corroborated by staff interviews that they heard the resident yell and
scream loudly, pounding on her tray. Several residents began complaining about the
noise. A nurse aide transferred the resident to a wheelchair, and placed the resident, who
was at risk for suicidal ideation, in a housekeeping supply room, which was used for
storage of chemicals. The nurse aide closed the door and went back to the floor. The



resident began crying loudly, banging on the doors and yelling for help. Another staff
person thought that she heard a resident yelling, but was busy completing tasks for
another resident. Afterwards, she heard the yelling continue, found the resident, and
removed the resident from the room, the resident was sweating profusely, her face was
reddened, and was shaking and sobbing incoherently. Upon interview, the nurse aide who
had secluded the resident stated that she did not have the time to deal with the yelling,
and she had to get other residents to bed. She moved the resident to the supply room to
quiet her down.

Examples of Severity Level 3 Noncompliance Actual Harm that is not
Immediate Jeopardy include, but is not limited to:

e The facility failed to assure that a resident was free from involuntary seclusion. A
resident was admitted to a secured area at the request of his representative. After
admission, the resident requested the security codes in order to go in and out of the area,
but staff refused to provide the codes. The resident then requested to be transferred, but
staff refused his request. The staff then contacted the resident’s attending physician, who
made the determination that was not any clinical reason for the resident to be located in
the secured area; once the physician made this determination, he notified the facility,
which immediately transferred the resident to a room not located in the secured area.
During interview with the resident, he stated that he was still angry that he had been
placed in the secured area against his will for his first day in the facility, and felt afraid to
leave his room except for meals or else staff would place him again in the secured area,
even though staff attempted to regain his trust.

Examples of Severity Level 2 Noncompliance No Actual Harm with Potential for More
Than Minimal Harm that is Not Immediate Jeopardy include, but is not limited to:

e The facility failed to assure that a resident was free from involuntary seclusion. Based on
resident and staff interviews, it was stated that a nurse aide was transporting him to an
activity. The resident, who was dependent on staff for mobility in his wheelchair, said
that he was annoyed that he was late to the activity. He began to insult the nurse aide. The
nurse aide transported the resident in his wheelchair to an unused shower room, instead
of to the activity room and the nurse aide told the resident that when he stopped insulting
her, she would take him to the activity. The nurse aide stood outside the door to supervise
the resident and when the resident became quiet, she took the resident back to the
activity. Afterwards, the resident reported what had happened to the activity director and
said that he did not want the aide working with him anymore. During interview, the
resident stated that this was the only time something like this happened.

Severity Level 1: No Actual Harm with Potential for Minimal Harm
The failure of the facility to prevent involuntary seclusion is more than minimal harm.
Therefore, Severity Level 1 does not apply for this regulatory requirement.

F604
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§483.10(e) Respect and Dignity.
The resident has a right to be treated with respect and dignity, including:

§483.10(e)(1) The right to be free from any physical or chemical restraints imposed for
purposes of discipline or convenience, and not required to treat the resident's medical
symptoms, consistent with §483.12(a)(2).

§483.12

The resident has the right to be free from abuse, neglect, misappropriation of resident
property, and exploitation as defined in this subpart. This includes but is not limited to
freedom from corporal punishment, involuntary seclusion and any physical or chemical
restraint not required to treat the resident’s medical symptoms.

§483.12(a) The facility must—

§483.12(a)(2) Ensure that the resident is free from physical or chemical restraints imposed
for purposes of discipline or convenience and that are not required to treat the resident’s
medical symptoms. When the use of restraints is indicated, the facility must use the least
restrictive alternative for the least amount of time and document ongoing re-evaluation of
the need for restraints.

INTENT
The intent of this requirement is for each resident to attain and maintain his/her highest
practicable well-being in an environment that:

o Prohibits the use of physical restraints for discipline or convenience;

o Prohibits the use of physical restraints to unnecessarily inhibit a resident’s freedom of
movement or activity; and

o Limits physical restraint use to circumstances in which the resident has medical
symptoms that may warrant the use of restraints.

When a physical restraint is used, the facility must:

e Use the least restrictive restraint for the least amount of time; and
e Provide ongoing re-evaluation of the need for the physical restraint.

DEFINITIONS
“Convenience” is defined as the result of any action that has the effect of altering a
resident’s behavior such that the resident requires a lesser amount of effort or care, and is
not in the resident’s best interest.

“Discipline” is defined as any action taken by the facility for the purpose of punishing
or penalizing residents.



“Freedom of movement” means any change in place or position for the body or any part of
the body that the person is physically able to control.

“Manual method” means to hold or limit a resident’s voluntary movement by using
body contact as a method of physical restraint.

“Medical symptom” is defined as an indication or characteristic of a physical or
psychological condition.

“Position change alarms” are alerting devices intended to monitor a resident’s movement.
The devices emit an audible signal when the resident moves in certain ways.

“Physical restraint” is defined as any manual method, physical or mechanical
device, equipment, or material that meets all of the following criteria:

e s attached or adjacent to the resident’s body;

e (Cannot be removed easily by the resident; and

e Restricts the resident’s freedom of movement or normal access to his/her body.

“Removes easily” means that the manual method, physical or mechanical device, equipment,
or material, can be removed intentionally by the resident in the same manner as it was
applied by the staff.

GUIDANCE

As described under Definitions, a physical restraint is any manual method, physical or
mechanical device/equipment or material that limits a resident’s freedom of movement and
cannot be removed by the resident in the same manner as it was applied by staff. The
resident’s physical condition and his/her cognitive status may be contributing factors in
determining whether the resident has the ability to remove it. For example, a bed rail is
considered to be a restraint if the bed rail keeps a resident from voluntarily getting out of bed
in a safe manner due to his/her physical or cognitive inability to lower the bed rail
independently. Similarly, a lap belt is considered to be a restraint if the resident cannot
intentionally release the belt buckle.

Examples of facility practices that meet the definition of a physical restraint include, but are
not limited to:

e Placing a chair or bed close enough to a wall that the resident is prevented from rising
out of the chair or voluntarily getting out of bed;

e Placing a resident on a concave mattress so that the resident cannot independently get
out of bed;

e Tucking in a sheet tightly so that the resident cannot get out of bed, or fastening fabric
or clothing so that a resident’s freedom of movement is restricted,

e Placing a resident in a chair, such as a beanbag or recliner, that prevents a resident from
rising independently;

e Using devices in conjunction with a chair, such as trays, tables, cushions, bars or
belts, that the resident cannot remove and prevents the resident from rising;



Applying leg or arm restraints, hand mitts, soft ties or vests that the resident

cannot remove;

Holding down a resident in response to a behavioral symptom or during the provision
of care if the resident is resistive or refusing the care;

Placing a resident in an enclosed framed wheeled walker, in which the resident cannot
open the front gate or if the device has been altered to prevent the resident from exiting
the device; and

Using a position change alarm to monitor resident movement, and the resident is
afraid to move to avoid setting off the alarm.

Physical Risks and Psychosocial Impacts Related to Use of Restraints

Research and standards of practice show that physical restraints have many negative side
effects and risks that far outweigh any benefit from their use. Physical restraints may increase
the risk of one or more of the following:

Decline in physical functioning including an increased dependence in activities of daily
living (e.g., ability to walk), impaired muscle strength and balance, decline in range of

motion, and risk for development of contractures;

Respiratory complications;

Skin breakdown around the area where the restraint was applied or skin integrity issues
related to the use of the restraint (i.e., pressure ulcers/injuries);

Urinary/bowel incontinence or constipation;

Injury from attempts to free him/herself from the restraint; and

Accidents such as falls, strangulation, or entrapment.

Psychosocial impact related to the use of physical restraints may include one or more of
the following:

Agitation, aggression, anxiety, or development of delirium;

Social withdrawal, depression, or reduced social contact due to the loss of autonomy;
Feelings of shame;

Loss of dignity, self-respect, and identity;

Dehumanization;

Panic, feeling threatened or fearful; and

Feelings of imprisonment or restriction of freedom of movement.

Assessment, Care Planning, and Documentation for the Use of a Physical Restraint

The regulation limits the use of any physical restraint to circumstances in which the resident
has medical symptoms that warrant the use of restraints. There must be documentation
identifying the medical symptom being treated and an order for the use of the specific type of
restraint /See §483.12(a)(2)].



However, the practitioner’s order alone (without supporting clinical documentation) is not
sufficient to warrant the use of the restraint. The facility is accountable for the process to meet
the minimum requirements of the regulation including appropriate assessment (see § 483.20 —
Resident Assessment), care planning by the interdisciplinary team (see § 483.21-
Comprehensive Person-Centered Care Planning), and documentation of the medical
symptoms and use of the physical restraint for the least amount of time possible and provide
ongoing re-evaluation /see §483.12(a)(2)].

The resident or resident representative may request the use of a physical restraint; however,
the nursing home is responsible for evaluating the appropriateness of the request, and must
determine if the resident has a medical symptom that must be treated and must include the
practitioner in the review and discussion. If there are no medical symptoms identified that
require treatment, the use of the restraint is prohibited. Also, a resident, or the resident
representative, has the right to refuse treatment; however, he/she does not have the right to
demand a restraint be used when it is not necessary to treat a medical symptom.

Facilities are responsible for knowing the effects devices have on its residents. If a device has
a restraining effect on a resident, and is not administered to treat a medical symptom, the
device is acting as a physical restraint. The restraining effects to the resident may have been
caused intentionally or unintentionally by staff, and would indicate an action of discipline or
convenience. In the case of an unintentional physical restraint, the facility did not intend to
restrain a resident, but a device is being used that has that same effect, and is not being used to
treat a medical symptom. These effects may result in convenience for the staff, as the resident
may require less effort than previously required.

The use of a restraint must be individualized and be based upon the resident’s condition and
medical symptoms that must be treated. While a physical restraint may be used to treat an
identified medical symptom for one resident, the use of the same type of restraint may not be
appropriate to treat other residents with the same medical symptom. If a resident is identified
with a physical restraint, the facility must be able to provide evidence that ensures:

e The resident's medical symptom that requires the use of a physical restraint has been
identified;

e A practitioner’s order is in place for the use of the specific physical restraint based upon
the identified medical symptom:;

NOTE: If a resident is recently admitted to the facility and a restraint was used in a
previous health care setting, the facility must still conduct an assessment to determine
the existence of medical symptoms that warrant the continued use of the restraint.

e Interventions, including less restrictive alternatives were attempted to treat the
medical symptom but were ineffective;

e The resident/representative was informed of potential risks and benefits of all options
under consideration including using a restraint, not using a restraint, and alternatives to
restraint use;



NOTE: The resident, or resident representative (if applicable), has the right to refuse the
use of a restraint and may withdraw consent to use of the restraint at any time. If so, the
refusal must be documented in the resident’s record. The facility is expected to assess
the resident and determine how resident’s needs will be met if the

resident refuses/declines treatment.

e The length of time the restraint is anticipated to be used to treat the medical symptom,
the identification of who may apply the restraint, where and how the restraint is to be
applied and used, the time and frequency the restraint should be released, and who
may determine when the medical symptom has resolved in order to discontinue use of
the restraint;

e The type of specific direct monitoring and supervision provided during the use of
the restraint, including documentation of the monitoring;

e The identification of how the resident may request staff assistance and how needs will
be met during use of the restraint, such as for re-positioning, hydration, meals, using
the bathroom and hygiene;

e The resident’s record includes ongoing re-evaluation for the need for a restraint and is
effective in treating the medical symptom; and

e The development and implementation of interventions to prevent and address any
risks related to the use of the restraint (See also the Long-Term Care Facility Resident
Assessment Instrument User’s Manual, Version 3.0, Chapter 3, Section P-Restraints
for further guidance and 42 CFR §483.25(d) [F689] for concerns related to ensuring
the resident receives adequate supervision to prevent accidents).

NOTE: Falls generally do not constitute self-injurious behavior or a medical symptom that
warrants the use of a physical restraint. Although restraints have been traditionally used as a
falls prevention approach, they have major, serious drawbacks and can contribute to serious
injuries. There is no evidence that the use of physical restraints, including, but not limited to,
bed rails and position change alarms, will prevent or reduce falls. Additionally, falls that occur
while a person is physically restrained often result in more severe injuries (e.g., strangulation,
entrapment).

The use of handcuffs, manacles, shackles, other chain-type restraint devices, or other
restrictive devices are not considered safe, appropriate health care restraint interventions for
use by a nursing home. This would not include arrests made onsite if a resident is taken into
custody and is removed from the premises by law enforcement.

NOTE: For more information regarding requirements for providing services to justice-
involved individuals in facilities, see also F550-Resident’s Rights and S&C-16-21-
https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-16-21.pdf).

Convenience and/or Discipline

A facility must not impose physical restraints for purposes of discipline or convenience /¢
483.10(e)(1) and 483.12(a)(2)]. The facility is prohibited from obtaining permission from the


https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-16-21.pdf
https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-16-21.pdf

resident, or resident representative, for the use of restraints when the restraint is not necessary
to treat the resident’s medical symptoms. Anecdotally, it has been reported that staff will
inform a resident, or the resident representative, that a restraint will be beneficial to the
resident to prevent a fall or to safeguard the resident who may be wandering into other
resident’s rooms. However, in these instances, the surveyor should consider whether the
restraint was used for the sake of staff convenience.

Reasons for using restraints for staff convenience or discipline may include:

o Staff state that a resident was placed in a restraint because staff are too busy to monitor
the resident, and their workload includes too many residents to provide monitoring;

e Staff believe that the resident does not exercise good judgment, including that he/she
forgets about his/her physical limitations in standing, walking, or using the bathroom
alone and will not wait for staff assistance;

o Staff state that family have requested that the resident be restrained, as they are
concerned about the resident falling especially during high activity times, such as during
meals, when the staff are busy with other residents;

e Staff have identified to management that there is not enough staff on a particular shift or
during the weekend and staffing levels were not changed;

o Staff state that new staff and/or temporary staff do not know the resident, how to
approach, and/or how to address behavioral symptoms or care needs so they apply
physical restraints;

e Lack of staff education regarding the alternatives to the use of restraints as a method for
preventing falls and accidents;

e Staff have negative feelings or a lack of respect towards the resident, and restrain the
resident to teach him/her a lesson;

e In response to a resident’s wandering behavior, staff become frustrated and restrain a
resident to a wheelchair; and

e When a resident is confused and becomes combative when care is provided and staff hold
the resident’s arms and legs down to complete the care (NOTE: This example differs
from an emergency situation where staff briefly hold a resident for the sole purpose of
providing necessary immediate medical care ordered by a practitioner).

Situations where a facility uses a physical restraint, or device acting as a physical restraint,
that is not for treating a medical symptom, whether intentionally or unintentionally by staff,
would indicate an action of discipline or convenience. An example that illustrates
unintentional use of a physical restraint for staff convenience is when a staff member places a
resident with limited mobility in a beanbag chair while other residents receive assistance
during high activity times.

Determination of Use of Restraints for a Period of Imminent Danger to the Safety and
Well- Being of the Resident

Some facilities have identified that a situation occurred in which the resident(s) is in
“imminent danger” and there was fear for the safety and well-being of the resident(s) due to
violent behavior, such as physically attacking others. In these situations, the order from the



practitioner and supporting documentation for the use of a restraint must be obtained either
during the application of the restraint, or immediately after the restraint has been applied. The
failure to immediately obtain an order is viewed as the application of restraint without an order
and supporting documentation. Facilities may have a policy specifying who can initiate the
application of restraint prior to obtaining an order from the practitioner.

If application of a restraint occurs, the facility must:

e Determine that a physical restraint is a measure of last resort to protect the safety of the
resident or others;

e Provide ongoing direct monitoring and assessment of the resident’s condition during use
of the restraint;

e Provide assessment by the staff and practitioner to address other interventions that may
address the symptoms or cause of the situation (e.g., identification of an infection process
or delirium, presence of pain);

e Ensure that the resident and other residents are protected until the resident’s behavioral
symptoms have subsided, or until the resident is transferred to another setting;

e Discontinue the use of the restraint as soon as the imminent danger ends; and

e Immediately notify the resident representative of the symptoms and temporary
intervention implemented.

Documentation must reflect what the resident was doing and what happened that presented the
imminent danger, interventions that were attempted, response to those interventions, whether
the resident was transferred to another setting for evaluation, whether the use of a physical
restraint was ordered by the practitioner, and the medical symptom(s) and cause(s) that were
identified.

Determination of Use of Bed Rails as a Restraint

Facilities must use a person-centered approach when determining the use of bed rails, which
would include conducting a comprehensive assessment, and identifying the medical
symptom being treated by using bed rails. Bed rails may have the effect of restraining one
individual but not another, depending on the individual resident’s conditions and
circumstances. (See §483.25(n) — Bed Rails).

Residents who are cognitively impaired are at a higher risk of entrapment and injury or death
caused by restraints. Residents in a bed with bed rails have attempted to exit through, between,
under, over, or around bed rails or have attempted to crawl over the foot board, which places
them at risk of serious injury or death. Serious injury from a fall is more likely from a bed
with raised bed rails than from a bed where bed rails are not used. In many cases, the risk of
using the bed rails may be greater than the risk of not using them as the risk of restraint-related
injury and death is significant. For example, a resident who has no voluntary movement may
still exhibit involuntary movements. Involuntary movements, resident weight, and gravity’s
effects may lead to the resident’s body shifting toward the edge of the bed, increasing the risk
for entrapment, when bed rails are used. Also refer to 42 CFR §483.25(n) — Bed Rails (tag
F700).



The use of partial bed rails may assist an independent resident to enter and exit the bed
independently and would not be considered a physical restraint. To determine if a bed rail is
being used as a restraint, the resident must be able to easily and voluntarily get in and out of
bed when the equipment is in use. If the resident cannot easily and voluntarily release the bed
rails, the use of the bed rails may be considered a restraint.

Determination of the Use of Position Change Alarms as Restraints

Position change alarms are any physical or electronic device that monitors resident
movement and alerts the staff when movement is detected. Types of position change alarms
include chair and bed sensor pads, bedside alarmed mats, alarms clipped to a resident’s
clothing, seatbelt alarms, and infrared beam motion detectors. Position change alarms do not
include alarms intended to monitor for unsafe wandering such as door or elevator alarms.

While position change alarms may be implemented to monitor a resident’s movements, for
some residents, the use of position change alarms that are audible to the resident(s) may have
the unintended consequence of inhibiting freedom of movement. For example, a resident may
be afraid to move to avoid setting off the alarm and creating noise that is a nuisance to the
resident(s) and staff, or is embarrassing to the resident. For this resident, a position change
alarm may have the potential effect of a physical restraint.

Examples of negative potential or actual outcomes which may result from the use of
position change alarms as a physical restraint, include:

e Loss of dignity;

e Decreased mobility;

e Bowel and bladder incontinence;

e Sleep disturbances due to the sound of the alarm or because the resident is afraid to move
in bed thereby setting off the alarm; and

e Confusion, fear, agitation, anxiety, or irritation in response to the sound of the alarm as
residents may mistake the alarm as a warning or as something they need to get away
from.

PROCEDURES §483.12 and (a)(2)-Physical Restraints
The process to review concerns are outlined in the Physical Restraints Critical Element
Pathway (Form CMS-20077).

NOTE: A resident may have a device in place that the facility has stated can be
removed by the resident. For safety reasons, do not request that the resident remove
the restraint, but rather, request that staff ask the resident to demonstrate how he/she
releases the device without staff providing specific instructions for the removal.

Use observations, interviews, and record review to gather and corroborate information
related to:
e The use of the physical restraint, including whether the facility identified a device as a
restraint, why it is used, how long it has been used, duration of use, alternatives
attempted;



e What information was provided to the resident regarding the use of the restraint and
whether the use of the restraint reflects the resident’s preferences and choices;

e  Whether the physical restraint is used for, or has the effect of, staff convenience or
discipline; or

e Physical and psychosocial outcomes from the use of the restraint.

Use the Physical Restraints Critical Element (CE) Pathway, along with the above Guidance:

e  When a resident’s clinical record reflects the use of a physical restraint;

e If the survey team observes a position change alarm, or other device or practice that
restricts or potentially restricts a resident’s freedom of movement (physically or
psychologically);

e [f the resident or other individuals report that a restraint is being used on the resident; or

e Ifan allegation of inappropriate use of a physical restraint is received.

KEY ELEMENTS OF NONCOMPLIANCE
To cite deficient practice at F604, the surveyor’s investigation will generally show that
the facility has failed, in one or more areas, to do any one or more of the following:

e Ensure that the resident is free from physical restraints imposed for discipline or staff
convenience;

e Identify the medical symptom being treated when using a device or a facility practice that
meets the definition of physical restraint;

e Define and implement interventions according to standards of practice during the use of a
physical restraint that is used for treatment of a medical symptom;

e Provide the least restrictive restraint for the least time possible;

e Providing ongoing monitoring and evaluation for the continued use of a physical restraint
to treat a medical symptom; or

e Develop and implement interventions for reducing or eventually discontinuing the use of
the restraint when no longer required to treat a resident’s medical symptoms.

POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION

During the investigation, the surveyor may have determined that concerns may also be
present with related outcome, process and/or structure requirements. The surveyor is
cautioned to investigate these related requirements before determining whether non-
compliance may be present. Some examples of related requirements that should be
considered include the following:

e 42 CFR §483.10, §483.10(a)(1)-(2), §483.10(b)(1)-(2), F550- Resident Rights and
Dignity

42 CFR §483.10(c)(2)-(3), F553 - Right to Participate Planning Care

42 CFR §483.21(b)(1), F656- Develop/Implement Comprehensive Care Plan

42 CFR §483.24, F675 - Quality of Life

42 CFR §483.25(d), F689 - Accidents

42 CFR §483.25(n)(1)-(4), F700- Special Care: Bedrails



42 CFR §483.35, 483.35(a), and §483.35(c)- F725 and F726 — Sufficient and Competent
Staff

42 CFR §483.40(b)-(b)(1), F742- Treatment/Svc for Mental/Psychosocial Concerns

42 CFR §483.70(h), F841-Responsibilities of Medical Director

42 CFR §483.75 (g)(2)(ii)- F867- QAA Activities

DEFICIENCY CATEGORIZATION
In addition to actual or potential physical harm, always consider whether psychosocial harm has
occurred when determining severity level (See Psychosocial Outcome Severity Guide).

Examples of Severity Level 4 Noncompliance Immediate Jeopardy to Resident
Health or Safety include, but are not limited to:

The facility failed to identify the resident’s medical symptom that warranted the use of a
restraint. It was identified that a resident had repeated falls in his room usually after
meals, when he attempted to transfer from his wheelchair to the bed. The clinical record
documented that the resident repeatedly requested to be assisted to lie down after eating.
Staff recorded that the belt restraint was being applied to prevent falls as he had fallen
several times when attempting to stand up from the wheelchair after meals and lie down.
Although the resident verbalized distress at being tied down in the wheelchair, staff stated
they had informed the resident that they would put the resident in bed as soon as they
finished taking care of the other residents in the dining room. It was documented that
after staff left the room, the resident had attempted to stand up with the lap belt in place
in the wheelchair, and as a result, the wheelchair tipped over and he sustained a fracture
of his hand and had hit his head, resulting in hospitalization and treatment for multiple
head and face lacerations and a subdural hematoma.

The facility failed to identify bed rails as a physical restraint, failed to assess the resident
for use of a bed rail, and failed to ensure that the bed rails did not pose a risk of injury
from falls. A moderately cognitively impaired resident was admitted to the facility who
required extensive assistance with bed mobility and transfer, and was not ambulatory.
The staff recorded on admission that the resident was at high risk for falls and as a
result, placed full bed rails on all open sides of the bed. No assessment was conducted
related to the use of bed rails, or the use of restraints. Documentation in the record
revealed that the resident crawled to the foot of her bed while the full bed rails were in a
raised position, attempted to stand and walk, and fell off the right side of the bed. The
resident was hospitalized for surgical repair of a femoral neck fracture.

Examples of Severity Level 3 Noncompliance Actual Harm that is not Immediate
Jeopardy include, but are not limited to:

The facility failed to assure that a restraint was an intervention to treat a medical
symptom and was not being used for staff convenience. Facility staff had placed a
resident in a bean bag chair from which he could not rise. Based on staff interview, the
resident was ambulatory, but had fallen in the past when attempting to stand up. The
facility staff did not recognize that the bean bag was a physical restraint; thus, the staff



did not conduct any assessment to identify any medical symptoms that would
necessitate a restraint. Staff stated that they placed the resident in the bean bag chair
while caring for other residents. The resident reported being placed and left in the bean
bag chair every day in the afternoon and was not able to stand to walk to his room orto
activities. The resident said that he felt humiliated that he is not able to get out of the
chair himself, when he wants to, especially since he enjoys talking with the other
residents. The surveyor observed the resident struggling to get up, but was not able.

The facility failed to assure that the use of a physical restraint was used to treat a
resident’s medical symptoms, and was not being used for staff convenience. A resident
was admitted with a diagnosis of dementia, and had been hospitalized due to a head
injury related to a fall at her home. The physician admission orders included an order for
a lap belt to be used when the resident was up in the wheel chair; however, there was no
identification of the medical symptom that necessitated the use of the lap belt. In a
phone interview with the physician, he indicated that staff had requested the lap belt
order due to the resident’s falls. Based on observation, the resident sat in the day room
in a wheel chair with the lap belt in place through the morning, from the breakfast
service through the end of the noon meal. Staff did not provide repositioning, assistance
with using the bathroom, or release of the lap belt for mobility. After lunch, the resident
was transported to her room in the wheelchair with the lap belt in place; however, the
lap belt was not removed and the resident remained in the same position through the
afternoon without opportunities for repositioning, assistance with using the bathroom, or
release of the lap belt for mobility. The resident was observed to be moving about
restlessly, pulling at the lap belt, and calling out for help without staff response or
intervention.

When staff prompted the resident to release the belt, the resident was not able. Observation
of the resident’s skin when put to bed after the PM shift arrived, revealed reddened areas on
the coccyx, urine soaked incontinence product with visible skin maceration. Staff
interviewed stated that the lap belt was being used as a falls prevention intervention. They
stated, and the record corroborated that there had been a decline in the resident’s mobility,
and continence since admission.

Examples of Severity Level 2 Noncompliance No Actual Harm with Potential for More
Than Minimal Harm that is Not Immediate Jeopardy include, but are not limited to:

The facility failed to assure that a physical restraint used for one resident was for the
treatment of medical symptoms. Record review and observation revealed that the resident
was alert and responded to her name, but was identified as mildly cognitively impaired
and had fallen at home prior to her admission several weeks before. Observations
revealed that a seat belt was used intermittently when the resident was in the wheelchair,
but the resident had not attempted to rise, nor had attempted to remove the seatbelt. Staff
stated that they thought the resident could release the seatbelt, although an assessment
had not been completed regarding the use of the seatbelt. There was no documentation of
an assessment for the use of the seat belt, whether the resident could release the seat belt



or of identification of medical symptoms that would require the use of the seat belt while
in the wheelchair. The resident’s record reflected no decline in functional status.

e The facility failed to ensure that the use of a concave mattress was being used in the
treatment of medical symptoms and not for staff convenience. A resident, who could
independently transfer self from bed to wheelchair and to bathroom, was observed to
have a concave mattress. During resident interview, the resident stated that it was hard to
get out of bed. The resident’s record indicated no history of falls or injuries. During
interview, the nurse assigned to the resident verified that the concave mattress was used
to prevent the resident from exiting the bed independently. The resident’s record did not
include any information in the assessment, physician’s orders, or care plan related to the
concave mattress.

Severity Level 1: No Actual Harm with Potential for Minimal Harm

The failure of the facility to assure residents are free from physical restraints not required to
treat the resident’s symptoms is more than minimal harm. Therefore, Severity Level 1 does
not apply for this regulatory requirement.

I See CMS Minimum Data Set Resident Assessment Instrument Manual.



F605
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.10(e) Respect and Dignity.
The resident has a right to be treated with respect and dignity, including:

§483.10(e)(1) The right to be free from any physical or chemical restraints
imposed for purposes of discipline or convenience, and not required to treat the
resident's medical symptoms, consistent with §483.12(a)(2).

§483.12

The resident has the right to be free from abuse, neglect, misappropriation of
resident property, and exploitation as defined in this subpart. This includes but is
not limited to freedom from corporal punishment, involuntary seclusion and any
physical or chemical restraint not required to treat the resident’s medical
symptoms.

§483.12(a) The facility must—

§483.12(a)(2) Ensure that the resident is free from physical or chemical restraints
imposed for purposes of discipline or convenience and that are not required to treat the
resident’s medical symptoms. When the use of restraints is indicated, the facility must
use the least restrictive alternative for the least amount of time and document ongoing
re-evaluation of the need for restraints.

INTENT

The intent of this requirement is for each person to attain and maintain his/her
highest practicable well-being in an environment that prohibits the use of chemical
restraints:

o For discipline or convenience; and
e Not required to treat a resident’s medical symptoms.

When a medication is indicated to treat a medical symptom, the facility must:
o Use the least restrictive alternative for the least amount of time;
o Provide ongoing re-evaluation of the need for the medication; and
e Not use the medication for discipline or convenience.

NOTE: The surveyor’s review of medication use is not intended to constitute the practice
of medicine. However, surveyors are expected to investigate the basis for decisions and
interventions affecting residents.

DEFINITIONS
“Chemical restraint” is defined as any drug that is used for discipline or staff convenience
and not required to treat medical symptoms.



“Convenience” is defined as the result of any action that has the effect of altering a
resident’s behavior such that the resident requires a lesser amount of effort or care, and is
not in the resident’s best interest.

“Discipline” is defined as any action taken by facility staff for the purpose of punishing
or penalizing residents.

“Indication for use” is defined as the identified, documented clinical rationale for
administering a medication that is based upon an assessment of the resident’s condition and
therapeutic goals

and 1s 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.

“Medical symptom” is defined as an indication or characteristic of a medical, physical
or psychological condition.

GUIDANCE

The indication for use for any medication ordered for a resident must be identified and
documented in the resident’s record. (Also refer to F757 and/or F758.) When any medication
restricts the resident’s movement or cognition, or sedates or subdues the resident, and is not an
accepted standard of practice for a resident’s medical or psychiatric condition, the medication
may be a chemical restraint. Even if use of the medication follows accepted standards of
practice, it may be a chemical restraint if there was a less restrictive alternative treatment that
could have been given that would meet the resident’s needs and preferences or if the medical
symptom justifying its use has subsided. The facility is accountable for the process to meet the
minimum requirements of the regulation including appropriate assessment, care planning by
the interdisciplinary team, and documentation of the medical symptoms and use of a less
restrictive alternative for the least amount of time possible and provide ongoing re-evaluation.

NOTE: A medication may have been required to treat a medical symptom, and as a result, the
medical symptom is no longer present. In some cases, the clinical goal of the continued use of
the medication is to stabilize the symptoms of the disorder so that the resident can function at
the highest level possible. In other words, the clinical goal is to have no symptoms of the
disorder.

Although the symptom may no longer be present, the disease process is still present.
For example, diseases may include:

e Chronic psychiatric illness such as schizophrenia or schizoaffective disorder,
bipolar disorder, depression, or post-traumatic stress disorder;

e Neurological illness such as Huntington’s disease or Tourette’s syndrome; and

e Psychosis and psychotic episodes.



In such instances, if the medication is reduced or discontinued, the symptoms may return.
Reducing or eliminating the use of the medication may be contraindicated and must be
individualized. If the medication is still being used, the clinical record must reflect the rationale
for the continued administration of the medication. If no rationale is documented, this may meet
the criteria for a chemical restraint, such as for staff convenience (See also F758 for concerns
related to unnecessary use of a psychotropic medication and lack of gradual dose reduction).

Determination of Medical Symptoms

The clinical record must reflect whether the staff and practitioner have identified, to the
extent possible, and addressed the underlying cause(s) of distressed behavior, either before
or while treating a medical symptom. Potential underlying causes for expressions and/or
indications of distress may include, but are not limited to:

e Delirium;

e Pain;

e The presence of an adverse consequence associated with the resident’s current
medication regimen; and

¢ Environmental factors, such as staffing levels, over stimulating noise or activities, under
stimulating activities, lighting, hunger/thirst, alteration in the resident’s customary
location or daily routine, physical aggression leading to altercations, temperature of the
environment, and crowding.

NOTE: If it is determined that the administration of a medication is being used to treat a
medical symptom, the survey team should review to assure that the use of the medication is
supported by adequate indication and rationale for use, and is used at the correct dose and
duration, and with adequate monitoring. (See also F741, F757, and F758 for concerns related
to non-pharmacological approaches of redirecting or addressing behavior)

Determination of Indication for Medication Use
The clinical record must reflect the following:

e  Whether there is an adequate indication for use for the medication (e.g., a psychotropic
medication is not administered unless the medication is used to treat a specific condition);

e  Whether an excessive dose and/or duration of the medication was administered to the
resident;

e Whether there is adequate monitoring for the effectiveness of the medication in treating
the specific condition and for any adverse consequences resulting from the medication;

e  Whether a resident who uses a psychotropic drug(s) is receiving gradual dose reduction
and behavioral interventions, unless clinically contraindicated; and

e Whether a resident who receives a psychotropic drug(s) pursuant to a PRN (pro re nata,
or as needed) order is not administered the medication unless the medication is necessary
to treat a diagnosed specific symptom, as documented in the clinical record.



If the practitioner orders a medication to be administered on a PRN time-limited basis for the
provision of medical treatment to address an emergency medical condition (e.g., delirium), this
would not be considered to be a chemical restraint. The dosage cannot exceed what is
prescribed by the practitioner, and if the resident does not respond to the initial administration
of the PRN medication, the practitioner must be contacted, regarding re-assessment of the
resident’s medical condition and evaluation of interventions. The administration of a PRN
medication must be discontinued when the resident does not need the medication for treatment
of the medical condition (also see §483.45(e) F758 for limitations on psychotropic and
antipsychotic medication PRN orders). If staff continue to utilize a PRN medication that
subdues or sedates a resident, and is not treating a medical condition, this would be considered
to be a chemical restraint for staff convenience or discipline.

Risks and Psychosocial Impacts Related to Use of Chemical Restraints

A medication that is used for discipline or convenience and is not required to treat
medical symptoms, may cause the resident to be:

e Subdued, sedated, or withdrawn;
e Asleep during hours that he/she would not ordinarily be asleep; or
e Limited in his/her functional capacity.

Additional effects resulting from sedating or subduing a resident may include, but are not
limited to, the following:

Loss of autonomy, dignity, self-respect and orientation;

Confusion, cognitive decline, withdrawal, depression;

Decreased activity levels, including social activities;

Decline in skin integrity;

Decline in continence level;

Decline in physical functioning including an increased dependence in activities of daily
living (e.g., ability to walk), impaired muscle strength and balance, decline in range of
motion, and risk for development of contractures, increased risk of falls; and

e Weight loss if missing meals.

Facilities are responsible for knowing the effects medications have on their residents. If a
medication has a sedating or subduing effect on a resident, and is not administered to treat a
medical symptom, the medication is acting as a chemical restraint. The sedating/subduing
effects to the resident may have been caused intentionally or unintentionally by staff, and
would indicate an action of discipline or convenience. In the case of an unintentional chemical
restraint, the facility did not intend to sedate or subdue a resident, but a medication is being
administered that has that effect, and is not the least restrictive alternative to treat the medical
symptom. These effects may result in convenience for the staff, as the resident may require
less effort than previously required. Even if a medication was initially administered for a
medical symptom, the continued administration of a medication in the absence of a medical
symptom, that sedates a resident or otherwise makes it easier to care for them, is a chemical
restraint.



Other examples of facility practices that indicate that a medication (ordered by a practitioner)
is being used as a chemical restraint for staff convenience or discipline include, but are not
limited to:

e Staff indicate that a medication is being administered based on the resident’s
representative’s request to administer a medication to “calm down” the resident;

e Staff have recommended to the practitioner that a resident be administered a medication
in order to prevent a resident from displaying behaviors such as wandering into other
resident’s rooms:

e Staff administer a medication to quiet the resident because the resident continually calls
out, without attempting alternative interventions;

e Staff become frustrated with a resident who continually requests staff assistance (such as
for toileting), or continually puts on the call light, and administer a medication to sedate
or subdue the resident);

e Staff administer a medication that subdues or sedates a resident when insufficient staffing
levels do not allow for the resident’s needs to be met;

e Staff administer a medication to sedate or subdue the resident, and/or to restrict the
resident to a seated or lying position, since the resident continually wanders into other
resident’s rooms or attempts to leave the unit; and

e Staff become upset with a resident who resists receiving a bath and pinches staff. The
staff had not re-assessed the resident nor revised interventions regarding how to provide
bathing care in order to meet the resident’s needs. Instead, staff administer a medication
that is used to subdue the resident prior to providing the bath, but the medication is not
used to treat an identified medical symptom.

INVESTIGATIVE PROTOCOL FOR CHEMICAL RESTRAINTS USE

Use this protocol to investigate whether the facility is using a medication as a chemical
restraint when:

e An allegation of use of a chemical restraint is received; or

e The survey team determines noncompliance with F757 and/or F758, and the resident was
or is receiving an unnecessary medication that restricts movement, or sedates or subdues
the resident

NOTE: If the survey team identifies an unnecessary medication that is acting as a
chemical restraint (sedating or subduing a resident), the noncompliance is cited at
F605 — Chemical Restraints and not cited at F757 — Unnecessary Medications.
Both tags shall not be cited for the same noncompliance.

PROCEDURES

The survey team must first use the Interpretive Guidance (Refer to F757 and F758) and
Critical Element Pathway for Unnecessary Medications, Psychotropic Medications, and
Medication Regimen Review (Form CMS-20082) to determine whether the medication is
used to treat a medical symptom.



Review the assessment, care plan, practitioner orders, and consulting pharmacist reviews to
identify facility interventions and to guide observations to be made. Corroborate observations
by interview and record review.

Gather information regarding the resident’s mental, physical, functional, and psychosocial
status and the medication-related therapeutic goals identified in the care plan as the basis
for further review.

Observation

Record observations regarding any potential environmental causes of distress to the resident,
such as staffing levels, over stimulating noise or activities, under stimulating activities,
lighting, hunger/thirst, physical aggression leading to altercations, temperature of the
environment, and crowding. In addition, observe for any alteration to the resident’s
customary location or daily routine.

Record any visible physical and psychosocial reaction to the potential use of a medication,
such as:

e Drowsiness, somnolence, excessive sedation, and hallucinations;

e Neurologic consequences such as akathisia, neuroleptic malignant syndrome (NMS),
parkinsonism, tardive dyskinesia; and/or

e Confusion, agitation, anxiety, nervousness;

e Social isolation, withdrawal, loss of self-esteem; and/or

e Lack of participation in individualized activities, according to the resident’s care plan.

Interviews
Interview the resident, and/or resident representative, to the degree possible, to identify:

e Prior to administration of the medication:

*  Whether other interventions have been attempted; if so, what alternatives; and what
the response was;

*  Whether staff provided information regarding why the medication was being used;
* The risks and/or benefits of using the medication; and
*  When and for how long the medication was going to be used.

e Who requested the medication to be used and why;

e Describe the effect of the medication on the resident’s functioning, participation in
individual and/or group activities, and how it makes them feel; and

e Describe any changes in the resident’s ability to understand, sleeping patterns, or social
involvement since receiving the medication.

Interview direct care staff and/or licensed personnel (e.g. nursing, social worker),
as appropriate, on various shifts that provide care to the resident to determine:

e Why the medication is being administered and what effect (physical and/or psychosocial)
it has on the resident;



e Depending on whether distressed behavior is expressed, how do staff respond and what
individualized, person-centered interventions are attempted;

e Prior to administration of the medication, whether other interventions have been
attempted; if so, what alternatives; and how the interventions met or failed to meet the
resident’s needs;

e How long the medication has been administered, and when it began;

e Prior to administration of the medication, what is determined to be the underlying
cause(s) of the medical symptom that is being treated; how is the cause(s) treated;

¢ Who and how the facility monitors for adverse consequences related to the administration
of the medication,;

e How is it determined that the medical symptom is no longer present and who determines
this;

e [f the medication continues to be administered and the medical symptom is no longer
present, what is the clinical rationale for continuing the use of the medication and where
is this documented;

e How staff are assigned to monitor, care for, and be familiar with residents’ behaviors
(e.g., the number, location, and consistency of staff assigned across different shifts/units);

e Who supervises the overall delivery of care to the residents to assure care planned
interventions are implemented and how supervision occurs (to assure that a chemical
restraint is not used for staff convenience); and

e Whether staff have discussed concerns with the Director of Nurses and Administrator
regarding the behavioral symptoms of specific residents and the monitoring of
interventions, and whether staff have requested more resources or changes to resident
assignments, and the response to the concerns.

Interview the practitioner regarding concerns identified during the investigation, including
when the staff contacted him/her, what concerns they identified regarding the resident’s
behavior, the response provided, including whether other interventions were attempted prior to
the use of a medication, what medical symptom is being treated with the medication, whether
the medication is considered to be the least restrictive (in type, dose, and duration) that may be
used to treat the symptom, and the plan for discontinuing and/or revising interventions.
Interview the pharmacist to identify when he/she conducted the last medication regimen
review for the resident; if the medication was administered prior to the last review and it was
not identified as a concern, whether he/she can provide information regarding the indication
for use of the medication; if the medication was administered prior to the last review and it
was identified as a concern, , whether he/she notified the practitioner, Director of Nurses,
and/or medical director and what was the response; and what is the facility’s process for
notifying the pharmacist when initiating a medication for a change in the resident’s condition,
such as when there are expressions or indications of distress, or other changes in a resident’s
psychosocial status.

Interview the social worker to determine any patterns of behaviors that may impact the
resident’s safety or care provided, whether he/she was aware of interventions attempted, how
attempts met or did not meet the resident’s needs, whether he/she was aware of what
medications are administered to the resident, whether he/she has identified any changes in the



resident’s behavior or activity level after administration of the medication, and why he/she
believes the medication is being administered.

Interview the Director of Nurses to identify his/her knowledge regarding the behavioral
symptoms of specific residents and the monitoring of interventions. Also, interview the
Director of Nurses and Administrator to identify whether staff have requested more resources
or changes to resident assignments, and the response to the concerns.

Record Review

Review the assessment, care plan, practitioner orders, progress notes, and consulting
pharmacist reviews. Determine whether there was a decline in the resident’s functional
and/or psychosocial status related to the medication that was administered. If so, the
surveyor must determine whether the decline can be attributed to disease progression or
administration of an unnecessary medication. Determine if documentation in the resident’s
record reflects:

Prior to administration of the medication, whether other interventions have been attempted;
if so, what alternatives; and how the interventions met or failed to meet the resident’s needs;

e Prior to administration of the medication, whether the facility identified, to the extent
possible, and addressed the underlying cause(s) of the medical symptom;

¢ Indication for use for the medication(s), including the medical symptom(s) being treated,

e Whether the record reflects any adverse consequences after administration of the
medication;

e  Whether the record reflects whether there was a change in functioning and/or activity
after administration of the medication;

e Ifa medication used to treat medical symptoms was appropriate at one time, determine if
it was discontinued once it was no longer necessary, or if a clinical rationale to continue
the medication is documented; and

e  Whether the medication is administered on a PRN basis on particular days or shifts or
when certain staff is caring for the resident and the symptoms for which the medication is
prescribed are not documented.

Facility Review

It may be necessary to interview the medical director regarding medications that are not
required to treat the resident’s medical symptoms result in the resident being subdued,
sedated, or withdrawn or limited in his/her functional capacity.

Determine whether the Quality Assessment & Assurance committee is aware of psychotropic
medication used to address resident behavioral symptoms, whether there is sufficient,
qualified staff trained to provide interventions for behavioral symptoms, and supervision of
staff to assure that medications are only used to treat a medical symptom and do not have the
effect of convenience or discipline.



KEY ELEMENTS OF NONCOMPLIANCE
To cite deficient practice at F605, the surveyor’s investigation will generally show that
the facility has failed, in one or more areas, to do any one or more of the following:

e Assure that the resident is free from restraints imposed for discipline or staff convenience

(convenience can be caused intentionally or unintentionally by staff);

e Identify medical symptoms that were being treated with the use of a chemical restraint;
e [fachemical restraint is in use, the facility:

o Provides the least restrictive alternative for the least time possible, including and as
appropriate, developing and implementing a plan for gradual dose reduction, in the
absence of identified and documented clinical contraindications;

o Monitors and evaluates the resident’s response to the medication; and

o Discontinues the use of the medication when the medical symptom is no longer being
treated, unless reducing or eliminating the use of the medication may be clinically
contraindicated.

POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION

During the investigation, the surveyor may have determined that concerns may also be
present with related outcome, process and/or structure requirements. The surveyor is
cautioned to investigate these related requirements before determining whether non-
compliance may be present. Some examples of related requirements that should be
considered include the following:

e 42 CFR §483.10, §483.10(a)(1)-(2), §483.10(b)(1)-(2), F550- Resident Rights and
Dignity

o 42 CFR §483.10(c)(2)-(3), F553 - Right to Participate Planning Care

e 42 CFR §483.21(b)(1), F656- Develop/Implement Comprehensive Care Plan

42 CFR §483.35, §483.35(a), and §483.35(c)- F725 and F726 — Sufficient and Competent

Staff

42 CFR §483.40(b)-(b)(1), F742- Treatment/Svc for Mental/Psychosocial Concerns

42 CFR §483.45(c), F756-Drug Regimen Review, Report Irregular, Act On

42 CFR §483.45(d), F757- Drug Regimen is Free From Unnecessary Drugs

42 CFR §483.45, F758- Psychotropic Medications

42 CFR §483.70(h), F841-Responsibilities of Medical Director

42 CFR §483.75 (g)(2)(ii)- F867- QAA Activities

DEFICIENCY CATEGORIZATION
In addition to actual or potential physical harm, always consider whether psychosocial harm has
occurred when determining severity level (See Psychosocial Outcome Severity Guide).

Examples of Severity Level 4 Noncompliance Immediate Jeopardy to Resident
Health or Safety includes, but is not limited to:



e The facility administered a medication to a resident for staff convenience without a
medical symptom identified. The resident was admitted to a secured area of the facility
two months prior to the survey. During observations the resident was observed lying in a
reclining chair, sleeping and staff had difficulty arousing the resident for meals. The staff
had to provide one to one assistance to assist the resident to eat. The resident was unable
to hold the utensils, and was being fed a pureed meal. The resident required a two-person
assist to transfer from bed to chair and required total assistance for activities of daily
living. The resident’s record revealed that on admission, the resident was independent in
mobility and ambulation and did not require assistance to eat. Staff interviewed stated
that they had difficulty monitoring the resident as they were taking care of other
residents. They stated that there were no identified interventions or activities to address
these behaviors. As a result, staff requested a medication from the physician for the
wandering behavior. The physician was interviewed and stated that the medication was
being administered for wandering, but that he was not aware that the resident was sedated
and the resident’s decline in walking and activities of daily living. There was no other
evidence in the resident’s record or from interviews with staff and the physician that
indicate a medical reason for the decline and sedating effect.

e The facility failed to assure that a medication it administered to a resident was being used
to treat a medical symptom and not for staff convenience. The resident was admitted for
post-surgical rehabilitation of a fractured hip. During an interview, the resident’s
representative stated that prior to admission, the resident had been alert, was able to
recognize her family members, was used to sitting with the family after the evening meal
at home, and, although pleasantly confused, enjoyed a warm bath prior to bedtime and
slept through the night. However, after admission, there had been a significant change in
the resident’s status. The resident’s record reflected that the resident, after admission, was
immediately put to bed after the evening meal every day; subsequently, the resident
began yelling out for help, wanted to get out of bed, and disrupted other residents’ sleep.
During an interview with the practitioner, staff had contacted him and requested an
antipsychotic medication to keep the resident quiet during the night hours as she was
disruptive and agitated. The practitioner ordered an antipsychotic medication twice a day,
but did not provide documentation of a medical symptom being treated with the
medication. Observations throughout the survey revealed the resident seated in a
wheelchair, subdued or sleeping, sucking on her hand, mumbling to self, and not aware of
surroundings or visitors. Staff interviewed corroborated that there had been a decline in
the resident’s condition since the administration of the medication. Due to the significant
change in the resident’s status related to the initiation and use of a chemical restraint,
serious harm occurred to the resident.

Examples of Severity Level 3 Noncompliance Actual Harm that is not Immediate
Jeopardy include, but is not limited to:

e The facility administered a medication that was not being used to treat medical
symptoms, the facility did not attempt any less restrictive interventions, and the
medication was used for the convenience of staff. As a result of this noncompliance, the
resident was sedated into the morning hours. The resident was unable to be aroused



sufficiently to eat breakfast in the dining room where he normally eats meals, and now
required assistance by staff to eat breakfast. The resident was observed to attend and
participate in his other meals and activities for the rest of the day. The record did not
indicate any falls or any decline in other activities of daily living. The resident, diagnosed
with Alzheimer’s disease, had displayed night time behaviors that frustrated other
residents and nursing staff, such as wandering into other resident’s rooms, and
rummaging through drawers and closets. To address the resident’s behavior, staff
contacted the attending physician to discuss the issue and request a long-acting anti-
anxiety medication. No other attempts of non-pharmacological interventions were
identified or implemented prior to the use of the chemical restraint. Staff stated that they
did not have the time to implement other interventions. The resident’s record did not
indicate a medical symptom being treated, nor a reduction of the medication when the
resident’s functional status declined.

Examples of Severity Level 2 Noncompliance No Actual Harm with Potential for More
Than Minimal Harm that is Not Immediate Jeopardy include, but are not limited to:

e The facility failed to assure that an antianxiety medication was being administered to
treat a medical symptom and not for the convenience of staff. Although the resident has
not experienced falls or other adverse consequences in relation to the administration of
the medication, the potential exists for more than minimal harm with the continued use of
the anti-anxiety medication in the absence of a medical symptom. Interviews and record
review revealed that the facility was giving a resident anti-anxiety medication prior to the
resident taking showers occasionally on weekends. Staff indicated that the resident had
occasionally declined showers not because she was anxious, but because she found bed
baths to be more relaxing than the shower environment. The staff interviewed stated that
the nurse aides, who worked the daytime weekend shift, were upset about the resident
refusing the shower as they did not have time to come back and shower the resident at
another time not realizing that this was not the resident’s preference. The weekend nurse
contacted the physician for a medication to alleviate the resident’s “anxiety to taking a
shower.” A nursing assistant who was assigned to provide the resident’s care during the
week, stated that sometimes the resident does not want to take a shower and on those
occasions, she would give the resident a bed bath. The nursing assistant said the resident
1s not resistive or combative.

Severity Level 1: No Actual Harm with Potential for Minimal Harm
The failure of the facility to assure residents are free from chemical restraints is more than
minimal harm. Therefore, Severity Level 1 does not apply for this regulatory requirement.

F606
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.12(a) The facility must—
§483.12(a)(3) Not employ or otherwise engage individuals who—
(i) Have been found guilty of abuse, neglect, exploitation, misappropriation of property,
or mistreatment by a court of law;



(ii) Have had a finding entered into the State nurse aide registry concerning abuse,
neglect, exploitation, mistreatment of residents or misappropriation of their
property; or

(iii) Have a disciplinary action in effect against his or her professional license by a state
licensure body as a result of a finding of abuse, neglect, exploitation, mistreatment
of residents or misappropriation of resident property.

§483.12(a) (4) Report to the State nurse aide registry or licensing authorities any
knowledge it has of actions by a court of law against an employee, which would indicate
unfitness for service as a nurse aide or other facility staff.

INTENT

The facility must not hire an employee or engage an individual who was found guilty of abuse,
neglect, exploitation, or mistreatment or misappropriation of property by a court of law; or who
has a finding in the State nurse aide registry concerning abuse, neglect, exploitation,
mistreatment of residents or misappropriation of resident property, or has a disciplinary action in
effect taken against his/her professional license. The facility must report knowledge of actions by
a court of law against an employee that indicates the employee is unfit for duty.

DEFINITIONS

“Found guilty ... by a court of law” applies to situations where the defendant pleads guilty, is
found guilty, or pleads no contest to charges of abuse, neglect, exploitation, misappropriation of
property, or mistreatment.

“Finding” is defined as a determination made by the State that validates allegations of abuse,
neglect, exploitation, mistreatment of residents, or misappropriation of their property.

“Mistreatment,” as defined at §483.5, means “inappropriate treatment or exploitation of a
resident.”

GUIDANCE
Employment

NOTE: For purposes of this guidance, “staff” includes employees, the medical director,
consultants, contractors, volunteers. Staff would also include caregivers who provide care and
services to residents on behalf of the facility, students in the facility’s nurse aide training
program, and students from affiliated academic institutions, including therapy, social, and
activity programs.

Facilities must be thorough in their investigations of the histories of prospective staff. In
addition to inquiry of the State nurse aide registry or licensing authorities, the facility should
check information from previous and/or current employers and make reasonable efforts to
uncover information about any past criminal prosecutions. It has been reported that former
nurse aides with a finding of abuse, neglect, misappropriation of resident property, exploitation,
or mistreatment may seek employment in other departments of a facility, such as maintenance or
laundry services/department, or at another nursing home in a non-nursing capacity.



Some States may have additional requirements for criminal background checks and State law
may prohibit persons convicted of certain crimes from working in a long-term care facility. The
State Survey Agency may use its own authority for assuring facility compliance such as the use
of the National Background Check Program or specific State licensure requirements that may
address criminal background checks. In addition, some facilities may have more stringent hiring
restrictions than what is required by State or Federal law.

If a facility has not developed and/or implemented policies and procedures related to screening
procedures prior to employment, a finding of noncompliance should be considered at F607, not
F606. Ifitis determined that the facility employed or engaged an individual, either directly or
under contract, who was found guilty by a court of law of abuse, neglect, misappropriation of
property, exploitation or mistreatment, or had a finding entered into the State nurse aide registry
or has a disciplinary action in effect against his/her professional license concerning abuse,
neglect, mistreatment of residents or misappropriation of resident property, a finding of
noncompliance is cited at F606.

Reporting to the State Nurse Aide Registry or Licensing Authorities

A nurse aide found guilty of neglect, abuse, mistreatment, misappropriation of property, or
exploitation by a court of law, must have his/her name entered into the State nurse aide registry
[See 483.12(a)(4)]. A licensed staff member found guilty of the above must be reported to
his/her licensing board. Further, if a facility determines that actions by a court of law against an
employee are such that they indicate that the individual is unsuited to work in a nursing home,
then the facility must report that individual to the State nurse aide registry (if a nurse aide) or to
the State licensing authorities (if a licensed staff member). Examples of convictions that may
indicate unfitness to work in a nursing home include, but are not limited to, child abuse, sexual
assault, theft, and assault with a deadly weapon.

NOTE: In addition, according to 42 CFR 483.156(c)(1)(iv)(A) to (c)(1)(iv)(D), Registry of
Nurse Aides, the State must include the following information on any finding of abuse, neglect,
or misappropriation of property by the individual:

e Documentation of the State's investigation, including the nature of the allegation and the
evidence that led the State to conclude that the allegation was valid;

e The date of the hearing, if the individual chose to have one, and its outcome; and

e A statement by the individual disputing the allegation, if he or she chooses to make one.

This information must be included in the registry within 10 working days of the finding and must

remain in the registry permanently, unless the finding was made in error, the individual was
found not guilty in a court of law, or the State is notified of the individual's death.

Refer to the CE Pathways for Abuse (Form CMS-20059) and Neglect (Form CMS-20130)
and the Investigative Protocols for tags F602 and F603.

KEY ELEMENTS OF NONCOMPLIANCE



To cite deficient practice at F606, the surveyor’s investigation will generally show that the
facility did any one or more of the following:

e Hire or engage an individual who, unless the individual in question has appealed their
disqualification from employment in a nursing home and that appeal has been successful
under State or federal law:

o Has been found guilty of abuse, neglect, exploitation, misappropriation of property,
or mistreatment by a court of law; or

o Has had a finding entered into the State nurse aide registry concerning abuse, neglect,
exploitation, mistreatment of residents, or misappropriation of their property; or

o Has had a disciplinary action in effect against his/her professional license by a state
professional licensure body as a result of a finding of abuse, neglect, exploitation,
mistreatment of residents, or misappropriation of resident property; or

e Failed to report to the State nurse aide registry or licensing authorities any knowledge of
actions taken by a court of law that would indicate unfitness as a staff member of a
nursing home.

F607
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.12(b) The facility must develop and implement written policies and procedures that:

§483.12(b)(1) Prohibit and prevent abuse, neglect, and exploitation of residents and
misappropriation of resident property,

§483.12(b)(2) Establish policies and procedures to investigate any such allegations, and
§483.12(b)(3) Include training as required at paragraph §483.95,

§483.12(b)(4) Establish coordination with the QAPI program required under §483.75.
§483.12(b)(5) Ensure reporting of crimes occurring in federally-funded long-term care
facilities in accordance with section 1150B of the Act. The policies and procedures must

include but are not limited to the following elements.

§483.12(b)(5)(ii) Posting a conspicuous notice of employee rights, as defined at section
1150B(d)(3) of the Act.

§483.12(b)(5)(iii) Prohibiting and preventing retaliation, as defined at section 1150B(d)(1)
and (2) of the Act.

INTENT
This regulation was written to provide protections for the health, welfare and rights of each
resident residing in the facility. In order to provide these protections, the facility must develop



written policies and procedures to prohibit and prevent abuse, neglect, exploitation of residents,
and misappropriation of resident property. These written policies must include, but are not
limited to, the following components:

Screening [See §§483.12(a)(3) and 483.12(b)(1)];

Training [See §483.12(b)(3)];

Prevention [See §483.12(b)(1)];

Identification /[See §483.12(b)(2)];

Investigation /See §483.12(b)(2)];

Protection /See §§483.12(b)(2) and 483.12(c)(3)]; and

Reporting/response [See §§483.12(b)(2), 483.12(b)(4), 483.12(b)(5), 483.12(c)(1) and
“4)].

In order to ensure that the facility is doing all that is within its control to prevent such
occurrences, these policies must be implemented (i.e., carried out), otherwise, the policies and
procedures would not be effective. The facility is expected to provide oversight and monitoring
to ensure that its staff, who are agents of the facility, implement these policies during the
provision of care and services to each resident residing in the facility. A facility cannot disown
the acts of its staff, since the facility relies on them to meet the Medicare and Medicaid
requirements for participation by providing care in a safe environment.

NOTE: For purposes of this guidance, “staff” includes employees, the medical director,
consultants, contractors, volunteers. Staff would also include caregivers who provide care and
services to residents on behalf of the facility, students in the facility’s nurse aide training
program, and students from affiliated academic institutions, including therapy, social, and
activity programs.

DEFINITIONS
“Covered individual” is anyone who is an owner, operator, employee, manager, agent or
contractor of the facility (see section 1150B(a)(3) of the Act).

“Crime”: Section 1150B(b)(1) of the Act provides that a “crime” is defined by law of the
applicable political subdivision where the facility is located. A political subdivision would be a
city, county, township or village, or any local unit of government created by or pursuant to State
law.

“Law enforcement,” as defined in section 2011(13) of the Act, is the full range of potential
responders to elder abuse, neglect, and exploitation including: police, sheriffs, detectives, public
safety officers, corrections personnel; prosecutors; medical examiners, investigators; and
coroners.

“Serious bodily injury” means an injury involving extreme physical pain, involving substantial
risk of death, involving protracted loss or impairment of the function of a bodily member, organ,
or mental faculty; requiring medical intervention such as surgery, hospitalization, or physical
rehabilitation, or an injury resulting from criminal sexual abuse (see sections 2011(19)(A) and
(B) of the Act).



“Criminal sexual abuse”: In the case of “criminal sexual abuse” which is defined in section
2011(19)(B) of the Act, serious bodily injury/harm shall be considered to have occurred if the
conduct causing the injury is conduct described in section 2241 (relating to aggravated sexual
abuse) or section 2242 (relating to sexual abuse) of Title 18, United States Code, or any similar
offense under State law. In other words, serious bodily injury includes sexual intercourse with a
resident by force or incapacitation or through threats of harm to the resident or others or any
sexual act involving a child. Serious bodily injury also includes sexual intercourse with a
resident who is incapable of declining to participate in the sexual act or lacks the ability to
understand the nature of the sexual act.

GUIDANCE

The facility must develop and implement policies and procedures that include the following
seven components:

I. Screening:

The facility must have written procedures for screening potential employees for a history of
abuse, neglect, exploitation, or misappropriation of resident property in order to prohibit abuse,
neglect, and exploitation of resident property, and consistent with the applicable requirements at
§483.12(a)(3). This includes attempting to obtain information from previous employers and/or
current employers, and checking with the appropriate licensing boards and registries. See F729
for requirements related to registry verification and multi-State registry verification.

Additionally, a facility’s services may be furnished under arrangement, with a registry,
contracted, or temporary agency staff, or students from affiliated academic institutions. The
facility’s policies must also address how pre-screening occurs for prospective consultants,
contractors, volunteers, caregivers and students in its nurse aide training program and students
from affiliated academic institutions, including therapy, social, and activity programs. The
facility should require these individuals be subject to the same scrutiny prior to placement in the
facility, whether screened by the facility itself, the third-party agency, or academic institution.
The facility should maintain documentation of the screening that has occurred.

The facility must have written procedures for screening that may include, but are not limited to:

e For prospective employees, reviewing:

o The employment history (e.g., dates of employment position or title), particularly
where there is a pattern of inconsistency;

o Information from former employers, whether favorable or unfavorable; and/or

o Documentation of status and any disciplinary actions from licensing or registration
boards and other registries.

NOTE: If a facility has not developed and/or implemented policies and procedures related to
screening procedures prior to employment, a finding of noncompliance should be considered at
F607, not F606. If it is determined that the facility emploved or engaged an individual, either




directly or under contract, who was found guilty by a court of law of abuse, neglect,
misappropriation of property, exploitation or mistreatment, or had a finding entered into the
State nurse aide registry or has a disciplinary action in effect against his/her professional license
concerning abuse, neglect, mistreatment of residents or misappropriation of resident property, a
finding of noncompliance must be cited at F606.

In addition, a facility must develop and implement policies and procedures to prohibit and prevent
both abuse and neglect. This would include screening prospective residents to determine whether
the facility has the capability and capacity to provide the necessary care and services for each
resident admitted to the facility. The facility’s written procedures may include, but are not limited
to:
e For prospective residents, reviewing:

o An assessment of the individual’s functional and mood/behavioral status;

o Medical acuity; and

o Special needs (e.g., mechanical ventilation care, dialysis, hospice).

The facility can then determine whether — in consideration of current staffing patterns, staff
qualifications, competency and knowledge, clinical resources, physical environment, and
equipment- it can safely and competently provide the necessary care to meet the resident’s needs.
For example, a resident may have a prior history of distressed behaviors such as unsafe
wandering, physically aggressive behaviors including sexually aggressive behaviors, or
mental/psychiatric illnesses. In order to provide protections and a safe environment for the
resident and other residents, the facility must determine whether it has sufficient competent and
qualified staff in order to meet the needs of the resident. If the individual is admitted, pre-
admission screening information may provide information that may be used as part of the initial
assessment and care planning data.

II. Training:

The facility must have written policies and procedures that include training new and existing
nursing home staff and in-service training for nurse aides in the following topics which include:

e Prohibiting and preventing all forms of abuse, neglect, misappropriation of resident
property, and exploitation;

¢ Identifying what constitutes abuse, neglect, exploitation, and misappropriation of resident
property;

e Recognizing signs of abuse, neglect, exploitation and misappropriation of resident
property, such as physical or psychosocial indicators;

e Reporting abuse, neglect, exploitation, and misappropriation of resident property,
including injuries of unknown sources, and to whom and when staff and others must
report their knowledge related to any alleged violation without fear of reprisal; and ¢
Understanding behavioral symptoms of residents that may increase the risk of abuse and
neglect and how to respond. These symptoms, include, but are not limited to, the
following:

o Aggressive and/or catastrophic reactions of residents;
o Wandering or elopement-type behaviors;



o Resistance to care;
o Outbursts or yelling out; and
o Difficulty in adjusting to new routines or staff.

NOTE: The provision of training on abuse prohibition alone does not relieve the nursing home
of its responsibility to assure that the resident is free from abuse. Ongoing oversight and
supervision of staff assures that its policies and procedures are implemented as written.

NOTE: Federal regulations at 42 CFR §483.95(c) and §483.95(g) specify that a facility must
develop, implement, and maintain a training program that includes staff training related to abuse,
neglect, and exploitation. If the facility fails to develop and implement policies and procedures
that include training as required at 42 CFR §483.95(¢c) and (g)(2), then F607 would be cited.
Refer to tag F943 if there are concerns related to the development, implementation and
maintenance of an effective training program for all new and existing staff, which includes
training on activities that constitute abuse, neglect, exploitation, and misappropriation of resident
property; procedures for reporting incidents; and dementia management. Refer to tag F947 for
concerns related to the provision of in-service training, which must include dementia
management training and resident abuse prevention training.

II1. Prevention:

The facility must have and implement written policies and procedures to prevent and prohibit all
types of abuse, neglect, misappropriation of resident property, and exploitation that achieves (but
is not limited to):

e Establishing a safe environment that supports, to the extent possible, a resident’s
consensual sexual relationship and by establishing policies and protocols for preventing
sexual abuse, such as the identify when, how, and by whom determinations of capacity to
consent to a sexual contact will be made and where this documentation will be recorded;
and the resident’s right to establish a relationship with another individual, which may
include the development of or the presence of an ongoing sexually intimate relationship;

e Identifying, correcting and intervening in situations in which abuse, neglect, exploitation,
and/or misappropriation of resident property is more likely to occur. This includes the
implementation of policies that address the deployment of trained and qualified,
registered, licensed, and certified staff on each shift in sufficient numbers to meet the
needs of the residents, and assure that the staff assigned have knowledge of the individual
residents’ care needs and behavioral symptoms, if any (see also F727 related to
proficiency of nurse aides);

e Assuring that residents are free from neglect by having the structures and processes to
provide needed care and services to all residents, which includes, but is not limited to, the
provision of a facility assessment to determine what resources are necessary to care for its
residents competently;



e The identification, ongoing assessment, care planning for appropriate interventions, and
monitoring of residents with needs and behaviors which might lead to conflict or neglect,
such as:

o Verbally aggressive behavior, such as screaming, cursing, bossing around/demanding,
insulting to race or ethnic group, intimidating;

o Physically aggressive behavior, such as hitting, kicking, grabbing, scratching,
pushing/shoving, biting, spitting, threatening gestures, throwing objects;

o Sexually aggressive behavior such as saying sexual things, inappropriate

touching/grabbing;

Taking, touching, or rummaging through other’s property;

Wandering into other’s rooms/space;

Residents with a history of self-injurious behaviors;

Residents with communication disorders or who speak a different language; and

Residents that require extensive nursing care and/or are totally dependent on staff for

the provision of care.

O O O O O

e Ensuring the health and safety of each resident with regard to visitors such as family
members or resident representatives, friends, or other individuals subject to the resident’s
right to deny or withdraw consent at any time and to reasonable clinical and safety
restrictions;

e Providing residents and representatives, information on how and to whom they may
report concerns, incidents and grievances without the fear of retribution; and providing
feedback regarding the concerns that have been expressed. (See F585 for further
information regarding grievances).

The facility may also develop and implement policies and procedures, which achieve the
following:

e Identifying, correcting and intervening in situations in which abuse, neglect, exploitation,
and/or misappropriation of resident property is more likely to occur. This includes an
analysis of and implementation of policies that address at a minimum:

o Features of the physical environment that may make abuse, neglect, exploitation, and
misappropriation of resident property more likely to occur, such as secluded areas of
the facility; and

o The identification of who is responsible for the supervision of staff on all shifts and
how supervision will occur in order to identify inappropriate staff behaviors, such as
using derogatory language, rough handling, ignoring residents while giving care, and
directing residents who need assistance with the bathroom to urinate or defecate in
their beds.

¢ Providing staff information on how and to whom they may report concerns, such as
insufficient staffing or a shortage in supplies, without the fear of retribution; and
providing feedback regarding the concerns that have been expressed.



1V. Identification:

The facility must have written procedures to assist staff in identifying abuse, neglect, and
exploitation of residents, and misappropriation of resident property. This would include
identifying the different types of abuse- mental/verbal abuse, sexual abuse, physical abuse, and
the deprivation by an individual of goods and services.

Because some cases of abuse are not directly observed, understanding resident outcomes of
abuse could assist in identifying whether abuse is occurring or has occurred. Possible indicators
of abuse include, but are not limited to:

e An injury that is suspicious because the source of the injury is not observed or the extent
or location of the injury is unusual, or because of the number of injuries either at a single
point in time or over time; and

¢ Sudden or unexplained changes in the following behaviors and/or activities such as fear
of a person or place, or feelings of guilt or shame.

V. Investigation:

The facility must have written procedures for investigating abuse, neglect, misappropriation, and
exploitation that include:

NOTE: See also Section VI regarding protection of the alleged victim.

e Identifying staff responsible for the investigation;

e Exercising caution in handling evidence that could be used in a criminal investigation
(e.g., not tampering or destroying evidence);

e Investigating different types of alleged violations;

e Identifying and interviewing all involved persons, including the alleged victim, alleged
perpetrator, witnesses, and others who might have knowledge of the allegations;

e Focusing the investigation on determining if abuse, neglect, exploitation, and/or
mistreatment has occurred, the extent, and cause; and

e Providing complete and thorough documentation of the investigation.

VI. Protection:

The facility must have written procedures that ensure that all residents are protected from
physical and psychosocial harm during and after the investigation. This must include:

e Responding immediately to protect the alleged victim and integrity of the investigation;

e Examining the alleged victim for any sign of injury, including a physical examination or
psychosocial assessment if needed;

e Increased supervision of the alleged victim and residents;

e Room or staffing changes, if necessary, to protect the resident(s) from the alleged
perpetrator;



e Protection from retaliation; and

¢ Providing emotional support and counseling to the resident during and after the
investigation, as needed.

VII. Reporting/Response:
The facility must have written procedures that must include:

e Immediately reporting all alleged violations to the Administrator, state agency, adult
protective services and to all other required agencies (e.g., law enforcement when
applicable) within specified timeframes;

e Assuring that reporters are free from retaliation or reprisal;

e Post a conspicuous notice of employee rights, including the right to file a complaint with
the State Survey Agency if they believe the facility has retaliated against an employee or
individual who reported a suspected crime and how to file such a complaint;

e Reporting to the State nurse aide registry or licensing authorities any knowledge it has of
any actions by a court of law which would indicate an employee is unfit for service;

e Taking all necessary actions as a result of the investigation, which may include, but are
not limited to, the following:

o Analyzing the occurrence(s) to determine why abuse, neglect, misappropriation of
resident property or exploitation occurred, and what changes are needed to prevent
further occurrences;

o Defining how care provision will be changed and/or improved to protect residents
receiving services;

o Training of staff on changes made and demonstration of staff competency after
training is implemented,

o Identification of staff responsible for implementation of corrective actions;

o The expected date for implementation; and

o Identification of staff responsible for monitoring the implementation of the plan.

To encourage reporting of reasonable suspicions of a crime, facilities should develop and
implement policies and procedures that promote a culture of safety and open communication in
the work environment. This may be accomplished through prohibiting retaliation against an
employee who reports a suspicion of a crime. Actions that constitute retaliation against staff
include:

o When a facility discharges, demotes, suspends, threatens, harasses, or denies a
promotion or other employment-related benefit to an employee, or in any other manner
discriminates against an employee in the terms and conditions of employment because of
lawful acts done by the employee.

o When a facility files a complaint or a report against a nurse or other employee with the
state professional licensing agency because of lawful acts done by the nurse or employee
for reporting a reasonable suspicion of a crime to law enforcement.



An example of retaliation would be if a staff member, on behalf of or as an agent of the facility,
harasses an employee who had reported a reasonable suspicion of a crime.

In addition to developing policies prohibiting retaliation for reporting suspicions of a crime, the
facility must develop and implement policies and procedures for posting notice in a conspicuous
location informing covered individuals of their rights under section 1150B of the Act, including
the right to file a complaint with the State Survey Agency if they believe the facility has retaliated
against an employee or individual who reported a suspected crime and how to file such a
complaint.

The sign may be posted in an area that is visible to employees, such as the same area where the
facility posts other employee signs, such as labor management posters. Size and type
requirements for the sign should be no less than the minimum required for any other required
employment-related signs.

VIII. Coordination with QAPI:

The facility must develop written policies and procedures that define how staff will communicate
and coordinate situations of abuse, neglect, misappropriation of resident property, and
exploitation with the QAPI program under §483.75.

Cases of physical or sexual abuse, for example by facility staff or other residents, always require
corrective action and tracking by the QAA Committee, at §483.75(g)(2).

This coordinated effort would allow the QAA Committee to determine:

If a thorough investigation is conducted;

Whether the resident is protected,

Whether an analysis was conducted as to why the situation occurred;

Risk factors that contributed to the abuse (e.g., history of aggressive behaviors,

environmental factors); and

o  Whether there is further need for systemic action such as:

o Insight on needed revisions to the policies and procedures that prohibit and prevent
abuse/neglect/misappropriation/exploitation,

o Increased training on specific components of identifying and reporting that staff may
not be aware of or are confused about,

o Efforts to educate residents and their families about how to report any alleged
violations without fear of repercussions,

o Measures to verify the implementation of corrective actions and timeframes, and

o Tracking patterns of similar occurrences.

NOTE: For failures related to the development and implementation of policies and procedures
to communicate and coordinate with the QAPI program situations of abuse, neglect,
misappropriation of resident property, and exploitation, cite tag F607. For failures related to
the QAA Committee's identification of quality deficiencies or its development and
implementation of action plans to correct identified quality deficiencies, cite tag F867.



Refer also to the CE Pathways for Abuse (Form CMS-20059) and Neglect (Form CMS-
20130) and the Investigative Protocols for tags F602 and F603.

INVESTIGATIVE PROTOCOL
FOR POLICIES AND PROCEDURES RELATED TO ALLEGATIONS OF RETALIATION BY
THE FACILITY AGAINST A COVERED INDIVIDUAL

USE

Use this protocol during any survey, if, based on a complaint or an investigation of abuse,
neglect, misappropriation of resident property, or exploitation, an allegation of retaliation by the
facility against a covered individual was received. Refer to the CE Pathways for Abuse (Form
CMS-20059) and Neglect (Form CMS-20130) and the Investigative Protocols for tags F602, and
F603, which gathers information about what information was or was not reported by covered
individuals and whether retaliation may have occurred.

The protocol below investigates whether the facility developed and implemented policies and
procedures related to:

e Posting notification of employee rights, and
e Prohibiting and preventing retaliation.

PROCEDURES
Facility Policies and Procedures
Obtain and review the facility’s policies and procedures to determine whether the facility is:

e Posting notification of employee rights, and
e Prohibiting and preventing retaliation against covered individuals who make reports of a
reasonable suspicion of a crime.

Observations

Observe whether the facility has posted notification of employee rights and whether the
notification includes all of the required components. Note the location of the notification, in
relation to whether it is likely to be noticed by all employees.

Interview of State Professional Licensing Authorities

If there is an allegation of facility retaliation against an employee, the surveyor should contact
the appropriate State licensing board to determine whether the facility had filed a complaint or
report against the employee, and if so, what information was provided in the complaint or
report.

Interview Staff
For an allegation of retaliation, interview staff about what occurred, how the facility allegedly
retaliated against staff, and when.

Interview — Administrator
Interview the Administrator to determine the following:



e How the Administrator oversees the implementation of policies and procedures for
reporting of suspected crimes;
e For an allegation of retaliation:
o Whether any actions were taken against an employee, and if so, what actions and
why;
o Whether the facility had submitted a report to the State professional licensing agency
against the employee(s), and if so, why.

Review of Employee Personnel Records

If there is an allegation of retaliation against an employee or other covered individual, obtain a
copy of the employee’s personnel records, and records for other covered individuals as
applicable, to determine if the facility may have taken any action against the individual which
may be related to the report of a suspected crime.

NOTE: If the surveyor discovers a reasonable suspicion of a crime committed against a resident
of or an individual receiving services from the facility and it has not been reported by a covered
individual, the surveyor reminds the facility of the covered individuals’ obligation to report
suspected crimes pursuant to section 1150B of the Act within the required timeframes. “Covered
individual” is anyone who is an owner, operator, employee, manager, agent or contractor of the
facility as defined in section 1150B(a)(3) of the Act. If a covered individual reports the
suspected crime to local law enforcement, the surveyor must verify that the report was made
(e.g., obtain time/date of report, name of person who received report, case number, etc.). If the
covered individual refuses to report, or the surveyor cannot verify that a report was done, the
surveyor must consult with his/her supervisor immediately, and the State Agency must report the
potential criminal incident to law enforcement immediately.

KEY ELEMENTS OF NONCOMPLIANCE
To cite deficient practice at F607, the surveyor’s investigation will generally show that the
facility has failed to do one or more of the following:

e Develop and implement written policies and procedures that prohibit and prevent abuse,
neglect and exploitation of residents and misappropriation of resident property and
includes the screening of prospective employees and residents; or

e Develop and implement written policies and procedures for the investigation of
allegations of abuse, neglect and exploitation of residents and misappropriation of
resident property and includes the staff identification of abuse, neglect, exploitation, and
misappropriation of resident property, protection of residents during investigations, and
the reporting of allegations and investigative findings and taking corrective actions; or

e Develop and implement written policies and procedures that include training as required
at §483.95; or

e Develop and implement written policies and procedures that establish coordination with
the QAPI program required under §483.75; or

® Develop and implement written policies and procedures related to posting conspicuous
signage of employee rights related to retaliation against the employee for reporting a
suspected crime; and prohibiting and preventing retaliation.
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§483.12(b) The facility must develop and implement written policies and procedures that:

§483.12(b)(5) Ensure reporting of crimes occurring in federally-funded long-term care
facilities in accordance with section 1150B of the Act. The policies and procedures must
include but are not limited to the following elements.

(i) Annually notifying covered individuals, as defined at section 1150B(a)(3) of the Act, of
that individual’s obligation to comply with the following reporting requirements.

(A) Each covered individual shall report to the State Agency and one or more law
enforcement entities for the political subdivision in which the facility is located any
reasonable suspicion of a crime against any individual who is a resident of, or is
receiving care from, the facility.

(B) Each covered individual shall report immediately, but not later than 2 hours after
forming the suspicion, if the events that cause the suspicion result in serious bodily
injury, or not later than 24 hours if the events that cause the suspicion do not result
in serious bodily injury.

§483.12(c) In response to allegations of abuse, neglect, exploitation, or mistreatment, the
facility must:

§483.12(c)(1) Ensure that all alleged violations involving abuse, neglect, exploitation or
mistreatment, including injuries of unknown source and misappropriation of resident
property, are reported immediately, but not later than 2 hours after the allegation is made,
if the events that cause the allegation involve abuse or result in serious bodily injury, or not
later than 24 hours if the events that cause the allegation do not involve abuse and do not
result in serious bodily injury, to the administrator of the facility and to other officials
(including to the State Survey Agency and adult protective services where state law
provides for jurisdiction in long-term care facilities) in accordance with State law through
established procedures.

§483.12(c)(4) Report the results of all investigations to the administrator or his or her
designated representative and to other officials in accordance with State law, including to
the State Survey Agency, within 5 working days of the incident, and if the alleged violation
is verified appropriate corrective action must be taken.

INTENT
The intent is for the facility to develop and implement policies and procedures that:

e Provide annual notification to each covered individual of their obligation to comply with
the reporting requirements under section 1150B(b) of the Act;

e Ensure reporting reasonable suspicion of crimes against a resident or individual
receiving care from the facility within prescribed timeframes to the appropriate entities,
consistent with Section 1150B of the Act; and



e Ensure that all covered individuals, i.e., the owner, operator, employee, manager, agent
or contractor, report reasonable suspicion of crimes, as required by Section 1150B of the
Act.

The facility should provide oversight and monitoring to ensure that implement the required
policies and procedures, per 42 CFR §483.12(b).

In addition, the facility must report alleged violations related to mistreatment, exploitation,
neglect, or abuse, including injuries of unknown source and misappropriation of resident
property and report the results of all investigations to the proper authorities within prescribed
timeframes.

DEFINITIONS

“Abuse,” is defined at §483.5 as “the willful infliction of injury, unreasonable confinement,
intimidation, or punishment with resulting physical harm, pain or mental anguish. Abuse also
includes the deprivation by an individual, including a caretaker, of goods or services that are
necessary to attain or maintain physical, mental, and psychosocial well-being. Instances of abuse
of all residents, irrespective of any mental or physical condition, cause physical harm, pain or
mental anguish. It includes verbal abuse, sexual abuse, physical abuse, and mental abuse
including abuse facilitated or enabled through the use of technology.”

“Alleged violation” is a situation or occurrence that is observed or reported by staff, resident,
relative, visitor, another health care provider, or others but has not yet been investigated and, if
verified, could be noncompliance with the Federal requirements related to mistreatment,
exploitation, neglect, or abuse, including injuries of unknown source, and misappropriation of
resident property.

“Covered individual” is anyone who is an owner, operator, employee, manager, agent or
contractor of the facility (see section 1150B(a)(3) of the Act).

“Crime”: Section 1150B(b)(1) of the Act provides that a “crime” is defined by law of the
applicable political subdivision where the facility is located. A political subdivision would be a
city, county, township or village, or any local unit of government created by or pursuant to State
law.

“Exploitation,” as defined at §483.5, means “taking advantage of a resident for personal gain,
through the use of manipulation, intimidation, threats, or coercion.”

“Injuries of unknown source” — An injury should be classified as an “injury of unknown
source” when all of the following criteria are met:

o The source of the injury was not observed by any person, and

e The source of the injury could not be explained by the resident; and

e The injury is suspicious because of the extent of the injury or the location of the injury
(e.g., the injury is located in an area not generally vulnerable to trauma) or the number of
injuries observed at one particular point in time or the incidence of injuries over time.



“Law enforcement,” as defined in section 2011(13) of the Act, is the full range of potential
responders to elder abuse, neglect, and exploitation including: police, sheriffs, detectives, public
safety officers; corrections personnel; prosecutors, medical examiners; investigators; and
coroners.

“Misappropriation of resident property,” as defined at §483.5, means “the deliberate
misplacement, exploitation, or wrongful, temporary, or permanent use of a resident’s belongings
or money without the resident’s consent.”

“Mistreatment,” as defined at §483.5, is “inappropriate treatment or exploitation of a resident.”
“Neglect,” as defined at §483.5, means “the failure of the facility, its employees or service
providers to provide goods and services to a resident that are necessary to avoid physical harm,
pain, mental anguish or emotional distress.”

“Serious bodily injury” is defined in section 2011(19) of the Act and means an injury involving
extreme physical pain, substantial risk of death, protracted loss or impairment of the function of
a bodily member, organ, or mental faculty, or requiring medical intervention such as surgery,
hospitalization, or physical rehabilitation (see section 2011(19)(A) of the Act). Serious bodily
injury is considered to have occurred when an injury results from criminal sexual abuse (see
section 2011(19)(B) of the Act).

“Criminal sexual abuse”: In the case of “criminal sexual abuse” which is defined in section
2011(19)(B) of the Act, serious bodily injury/harm shall be considered to have occurred if the
conduct causing the injury is conduct described in section 2241 (relating to aggravated sexual
abuse) or section 2242 (relating to sexual abuse) of Title 18, United States Code, or any similar
offense under State law. In other words, serious bodily injury includes sexual intercourse with a
resident by force or incapacitation or through threats of harm to the resident or others or any
sexual act involving a child. Serious bodily injury also includes sexual intercourse with a
resident who is incapable of declining to participate in the sexual act or lacks the ability to
understand the nature of the sexual act.

“Sexual abuse,” is defined at §483.5 as “non-consensual sexual contact of any type with a
resident.”

“Willful,” is defined at §483.5 in the definition of “abuse,” and “means the individual must
have acted deliberately, not that the individual must have intended to inflict injury or harm.”

GUIDANCE REPORTING

It is the responsibility of the facility to ensure that all staff are aware of reporting requirements
and to support an environment in which covered individuals report a reasonable suspicion of a
crime, and staff and others report all alleged violations of mistreatment, exploitation, neglect, or
abuse, including injuries of unknown source, and misappropriation of resident property.
Protection of residents can be compromised or impeded if individuals are fearful of reporting,
especially if the alleged abuse has been carried out by a staff member /See §483.12(b)(5)(i)].



During investigations, some staff have stated that he/she was aware, or had knowledge, that the
incident had occurred, but did not report because he/she did not think it met the definition of
abuse, neglect, mistreatment, exploitation, or misappropriation of resident property or a
reasonable suspicion of a crime. Anecdotal reports have indicated that failure to report an
alleged violation may be due to, but not limited to, the following:

An individual’s allegation is not believed due to a history of reporting false allegations;
Staff fear of retaliation, or fear losing his/her job;

Sympathy for co-workers, for example, not wanting to cause trouble for the co-worker;
Communication, cultural, or language issues; or

Residents/resident representatives may fear retaliation.

NOTE: Once an individual suspects that a crime has been committed, facility staff should
exercise caution when handling materials that may be used for evidence or for a criminal
investigation. Facilities should reference applicable State and local laws regarding preserving
evidence. It has been reported that some investigations were impeded due to washing linens or
clothing, destroying documentation, bathing or cleaning the resident before the resident has
been examined, or failure to transfer a resident to the emergency room for examination
including obtaining a rape kit, if appropriate.

The following table describes the different reporting requirements that are addressed under 42
CFR 483.12:

42 CFR 483.12(b)(5) and 42 CFR 483.12(¢)
Section 11508 of the Act

What is to be | Any reasonable suspicion of | 1) All alleged violations of abuse, neglect,

reported a crime against a resident or exploitation or mistreatment, including
an individual receiving care injuries of unknown source and
from the facility misappropriation of resident property

2) The results of all investigations of
alleged violations

Who is Any covered individual, The facility
required to which means the owner,
report operator, employee,

manager, agent or
contractor of the facility

To whom State Survey Agency (SA) The facility administrator and to other

and one or more law officials in accordance with State law,
enforcement entities for the including to the SA and the adult protective
political subdivision in which | services where state law provides for

the facility is located (i.e., jurisdiction in long-term care facilities

the full range of potential
responders to elder abuse,
neglect, and exploitation
including police, sheriffs,
detectives, public safety




42 CFR 483.12(b)(5) and 42 CFR 483.12(c)
Section 1150B of the Act

officers; corrections
personnel; prosecutors;
medical examiners;
investigators; and coroners)

When Serious bodily injury- All alleged violations-
Immediately but not later 1) Immediately but not later than 2
than 2 hours* after forming hours*- if the alleged violation
the suspicion involves abuse or results in serious
bodily injury
No serious bodily injury- not 2) Not later than 24 hours*- if the
later than 24 hours* alleged violation involves neglect,

exploitation, mistreatment, or
misappropriation of resident
property, and does not result in
serious bodily injury

Results of all investigations of alleged
violations- within 5 working days of the
incident

* - Reporting requirements under this regulation are based on real (clock) time, not business
hours

ENSURING THE REPORTING OF A REASONABLE SUSPICION OF A CRIME

A facility’s policies and procedures for reporting under 42 CFR 483.12(b)(5) should specify the
following components, which include, but are not limited to:

o Identification of who in the facility is considered a covered individual;

e [dentification of crimes that must be reported;

NOTE: Each State and local jurisdiction may vary in what is considered to be a crime
and may have different definitions for each type of crime. Facilities should consult with
local law enforcement to determine what is considered a crime.

o Identification of what constitutes “serious bodily injury;”
o The timeframe for which the reports must be made,; and

o  Which entities must be contacted, for example, the State Survey Agency and local law
enforcement.

There are instances where an alleged violation of abuse, neglect, misappropriation of resident
property and exploitation would be considered to be reasonable suspicion of a crime. In these
cases, the facility is obligated to report to the administrator, to the state survey agency, and to
other officials in accordance with State law (see F609). Regardless, covered individuals still
have the obligation to report the reasonable suspicion of a crime to the State Survey Agency and
local law enforcement.



Some facilities may have policies and procedures where the administrator could coordinate
timely reporting to the State Survey Agency and law enforcement on behalf of covered
individuals who choose to the report to the administrator. Risks to the covered individual for
reporting to the administrator could be mitigated if an individual has clear assurance that the
administrator is reporting it and submitting a collective report would not cause delays in
reporting according to specified timeframes. Reports should be documented and the
administrator should keep a record of the documentation. It remains the responsibility of each
covered individual to ensure that his/her individual reporting responsibility is fulfilled, so it is
advisable for any multiple-person report to include identification of all individuals making the
report. In addition, a facility cannot prohibit or circumscribe a covered individual from
reporting directly to law enforcement even if it has a coordinated internal system.

Surveyors must review whether the facility has included in its policies and procedures examples
of crimes that would be reported. Examples of situations that would likely be considered crimes
in all subdivisions would include but are not limited to:
o  Murder;
Manslaughter,
Rape;
Assault and battery;
Sexual abuse,
Theft/Robbery;,
Drug diversion for personal use or gain,
Identity theft; and
Fraud and forgery.

There are political subdivisions that have other examples for which instances of elder
mistreatment are considered to be crimes. Because all reasonable suspicions of crimes must be
reported, regardless of whether it is perpetrated by facility staff, residents, or visitors, it would
be especially beneficial for the facility to work with local law enforcement in determining what
would not be reported (e.g., all cases of resident to resident conflict may not rise to the level of
abuse and may not be appropriate to report to local law enforcement).

Even in the presence of a policy and procedure, failure to report a reasonable suspicion of a
crime may be indicative of failure to implement the facility’s policies and procedures. Surveyors
should investigate further and document the failure to develop and/or implement policies and
procedures for reporting suspected crimes (e.g., how the facility may not have provided
notification to its employees, how covered individuals are fearful of reporting or do not want to
get others in trouble, etc.). Facilities must ensure the reporting of a reasonable suspicion of a
crime by implementing proper policies and procedures addressing the following actions, which
should include, but are not limited to:

e Orienting new and temporary/agency/contractor staff to the reporting requirements;
o Assuring that covered individuals are annually notified of their responsibilities in a
language that they understand;



o Identifying barriers to reporting such as fear of retaliation or causing trouble for
someone, and implementing interventions to remove barriers and promote a culture of
transparency and reporting;

o Identifying which cases of abuse, neglect, and exploitation may rise to the level of a
reasonable suspicion of crime and recognizing the physical and psychosocial indicators
of abuse/neglect/exploitation;

o  Working with law enforcement annually to determine which crimes are reported,

o Assuring that covered individuals can identify what is reportable as a reasonable
suspicion of a crime, with competency testing or knowledge checks,

e Providing in-service training when covered individuals indicate that they do not
understand their reporting responsibilities,; and

e Providing periodic drills across all levels of staff across all shifts to assure that covered
individuals understand the reporting requirements.

Annual Notification of Reporting Obligations to Covered Individuals

The facility must develop and implement written procedures that include, but are not limited to,
notifying covered individuals annually of their obligations to report reasonable suspicion of

crimes in the facility [See §483.12(b)(5)(i)]. Policies and procedures should include, but are not
limited to, the following:

o Identification of who are the covered individuals in the facility,
e How covered individuals are notified of the reporting requirements. Notification must
include the following:

o Each covered individual’s independent obligation to report the suspicion of a crime
against a resident or individual receiving care and services from the facility directly
to local law enforcement and the State Survey Agency;

o The timeframe requirements for reporting reasonable suspicion of crimes:
=  [f'the events that cause the reasonable suspicion result in serious bodily injury to

a resident, the covered individual must report the suspicion immediately, but not
later than 2 hours after forming the suspicion,
= [fthe events that cause the reasonable suspicion do not result in serious bodily
injury to a resident, the covered individual shall report the suspicion not later
than 24 hours after forming the suspicion.
e Penalties associated with failure to report:

o If a covered individual fails to report within mandated timeframes, the covered
individual will be subject to a civil money penalty of not more than $200,000, as
adjusted annually under 45 CFR part 102; and the covered individual may be
excluded from participation in any Federal health care program (as defined in
section 1128B(f) of the Act).

o Ifa covered individual fails to report within mandated timeframes and the violation
exacerbates the harm to the victim of the crime or results in harm to another
individual, the covered individual will be subject to a civil money penalty of not more
than $300,000, as adjusted annually under 45 CFR part 102, and the Secretary may
make a determination in the same proceeding to exclude the covered individual from



participation in any Federal health care program (as defined in section 1128B(f) of
the Act).

o  The mechanism for documenting that all covered individuals have been notified annually
of their reporting obligations. Documentation may include a copy of a notice or letter
sent to covered individuals with confirmation that it was received or a completed
training/orientation attendance sheet documenting the individual completed training on
reporting obligations.

REPORTING ALLEGED VIOLATIONS

An alleged violation can be observed or reported by staff, resident, relative, visitor, another
health care provider, or others. For example, a receiving hospital may report to the facility
suspicious bruising of the resident near the inner thighs and groin area, which were identified
during a medical exam in the emergency department. An individual (e.g., a resident, visitor,
facility staff) who reports an alleged violation to facility staff does not have to explicitly
characterize the situation as “abuse,” “neglect,” “mistreatment,” or “exploitation” in order to
trigger the Federal requirements at §483.12(c). Rather, if facility staff could reasonably conclude
that the potential exists for noncompliance with the Federal requirements related to mistreatment,
exploitation, neglect, or abuse, including injuries of unknown source, and misappropriation of
resident property, then it would be considered to be reportable and require action under
§483.12(c). For example, if a resident is abused but does not allege abuse, the resident’s failure
or inability to provide information about the occurrence is immaterial when the abuse may be
substantiated by other supporting evidence. Another example is when a nurse aide witnesses an
act of abuse but fails to report the alleged violation, the failure to report does not support a
conclusion that the abuse did not occur and the facility would not meet the reporting
requirements.

29 ¢c

All alleged violations, whether oral or in writing, must be reported to the administrator of the
facility and to other officials in accordance with State law through established procedures
(including to the State survey and certification agency and adult protective services where State
law provides for jurisdiction in long-term care facilities). Conformance with this provision
requires that each State Agency has a means to collect reports, even during off-duty hours (e.g.,
answering machine, voice mail, fax, electronic transmission, etc.). The facility must have
documentation of the report, including what was reported and the date and time the report was
made to the SA. The facility must submit reports that are accurate, to the best of its knowledge
at the time of submission of the report. It is important that facilities not make reports that are
misleading, such as reports that deliberately omit facts, or reports that are designed to make the
incident appear less serious than it was, or reports that misrepresent the facility’s response.
Deliberate misrepresentations or omissions could result in a deficiency at F609 or may give rise
to other deficiencies.

Initial Report- For alleged violations of abuse or if there is resulting serious bodily injury, the
facility must report the allegation immediately, but no later than 2 hours after the allegation is
made. For alleged violations of neglect, exploitation, misappropriation of resident property, or
mistreatment that do not result in serious bodily injury, the facility must report the allegation no
later than 24 hours. The facility must provide in its report sufficient information to describe the



alleged violation and indicate how residents are being protected [see §483.12(c)(3)]. It is
important that the facility provide as much information as possible, to the best of its knowledge
at the time of submission of the report, so that State agencies can initiate action necessary to
oversee the protection of nursing home residents. Please see Exhibit 358 for a sample form for
initial reporting, with examples of information.

Follow-up Investigation Report- Within 5 working days of the incident, the facility must provide
in its report sufficient information to describe the results of the investigation, and indicate any
corrective actions taken, if the allegation was verified. It is important that the facility provide as
much information as possible, to the best of its knowledge at the time of submission of the report,
so that State agencies can initiate action necessary to oversee the protection of nursing home
residents [see §483.12(c)(4)]. The facility should include any updates to information provided in
the initial report. Please see Exhibit 359 for a sample form for investigation report, with
examples of information.

In the absence of a shorter State time frame requirement, all alleged violations involving abuse
or resulting in serious bodily injury are reported immediately, but not later than 2 hours after
the allegation is made. If the alleged allegation involves neglect, misappropriation of resident
property, or exploitation and does not result in serious bodily injury, the facility must report not
later than 24 hours after the allegation is made. The facility is not prohibited from fulfilling its
reporting obligations earlier than the timeframes provided in the regulations, so that immediate
actions can be taken to protect the resident(s).

If an alleged violation has been identified and reported to the administrator/designee, the facility
must report it and provide protection for the identified resident(s) prior to conducting the
investigation of the alleged violation. In some situations, the facility may initially evaluate an
occurrence to determine whether it meets the definition of an “alleged violation.” For example,
upon discovery of an injury, the facility must take steps to evaluate whether the injury meets the
definition of an “injury of unknown source.” Similarly, if a resident states that his or her
belongings are stolen, the facility may make an initial determination whether the item has been
misplaced in the resident’s room, in the laundry, or elsewhere before reporting misappropriation
of property. However, if the alleged violation meets the definition of abuse, neglect, exploitation
or mistreatment, the facility should not make an initial determination whether the allegation is
credible before reporting the allegation.

NOTE: At the conclusion of the investigation, and no later than 5 working days of the incident,
the facility must report the results of the investigation and if the alleged violation is verified, take
corrective action, in accordance with §483.12(c)(4).

The phrase “in accordance with State law” modifies the word “officials” only. State law may
stipulate that alleged violations and the results of the investigations be reported to additional
State officials beyond those specified in Federal regulations. This phrase does not modify what
types of alleged violations must be reported or the timeframes in which the reports are to be
made. States may not eliminate the obligation for any of the alleged violations (i.e.,
mistreatment, neglect, abuse, injuries of unknown source, exploitation, and misappropriation of
resident property) to be reported, nor can the State establish longer time frames for reporting than



mandated in the regulations at §§483.12(c)(1) and (4). No State can override the obligation of the
nursing home to fulfill the requirements under §483.12(c), as long as the Medicare/Medicaid
certification is in place.

Some States may have different reporting requirements that could go beyond the Federal
requirements or are more specific than the Federal requirements. For example, some States
require that all falls be reported to the SA. The SA should continue to manage and investigate
these cases under its state licensure authority. If the State determines that these occurrences do
meet the definition of abuse, neglect, mistreatment, or injuries of unknown source, as outlined in
this guidance, the SA must assess whether the nursing home has met the requirements for
reporting and investigating these cases in accordance with 42 C.F.R. §483.12(c).

If the surveyor discovers a reasonable suspicion of a crime committed against a resident of or an
individual receiving services from the facility and it has not been reported by a covered
individual, the surveyor reminds the facility of the covered individuals’ obligation to report
suspected crimes pursuant to section 1150B of the Act within the required timeframes. “Covered
individual” is anyone who is an owner, operator, employee, manager, agent or contractor of the
facility as defined in section 1150B(a)(3) of the Act. If a covered individual reports the
suspected crime to local law enforcement, the surveyor must verify that the report was made
(e.g., obtain time/date of report, name of person who received report, case number, etc.). If the
covered individual refuses to report, or the surveyor cannot verify that a report was done, the
surveyor must consult with his/her supervisor immediately, and the State Agency must report the
potential criminal incident to law enforcement immediately. (See F609)

IDENTIFICATION OF ALLEGED VIOLATIONS

The following addresses facility responsibilities for reporting allegations/occurrences involving
staff-to-resident abuse, resident-to-resident altercations, injuries of unknown source;
misappropriation of resident property/exploitation; and mistreatment. A report of an alleged
violation does not automatically indicate that a citation at F600, F602, or F603 is warranted,
the survey team must conduct a thorough investigation of the allegation. If the collected
evidence supports that abuse, neglect, or misappropriation of resident property/exploitation has
occurred, it is appropriate for the survey team to cite the current or past noncompliance at the
appropriate tag (e.g., F600-Free from Abuse and Neglect).

Section 1. Staffto Resident Abuse

All allegations/occurrences of all types of staff-to-resident abuse must be reported to the
administrator and to other officials, including the State Survey Agency and adult protective
services, where state law provides for jurisdiction in nursing homes [see § 483.12(c)].

This includes, but is not limited to:

® All allegations/occurrences of physical, sexual, mental, and verbal abuse, including
deprivation of goods and services by staff, and involuntary seclusion perpetrated by staff
(See F600 and F603 for examples of types of abuse);

® Staff taking or distributing demeaning or humiliating photographs or recordings of
residents through social media or multimedia messaging, and



o All reports from residents of abuse perpetrated by staff; allegations must not be
dismissed on the basis of a resident’s cognitive impairment(s).

Section I1. Resident to Resident Altercations

Resident-to-resident altercations that must be reported in accordance with the regulations
include any willful action that results in physical injury, mental anguish, or pain, as defined at
§483.5. The tables below includes examples of resident to resident altercations and whether they
are required to be reported.

NOTE: This is not an exhaustive list of all reportable types of resident to resident altercations.
There may be other incidents that are also reportable.

Examples of Mental/Verbal Conflict
Required to Report Not Required to Report
(Unless it rises to the level of
what’s described in the first

column)

o [Intimidation e Non-targeted outbursts

o Bullying- Aggressive behavior in which someone e Residents with certain
intentionally* and repeatedly causes another resident conditions (e.g.,
mental anguish or discomfort™** (adapted from the Huntington’s/Tourette’s)
American Psychological Association ' who exhibit verbalizations

o Communication that is motivated by an actual or o Arguments or disagreements,
perceived characteristic, such as race, color, religion, which do not include any
sex, disability, or sexual orientation that results in behavior or communication
mental anguish or social withdrawal** identified in the “Required to

e Threats of violence Report” column

e [nappropriate sexual comments that are used in a
deliberately™ threatening manner

e [nappropriate sexual comments that offend, humiliate,
or demean a resident**;

o Taking and/or distributing demeaning or humiliating
photographs or recordings of residents through social
media or multimedia messaging

NOTE:

* Having a mental disorder or cognitive impairment does not automatically preclude a

resident from engaging in deliberate or non-accidental actions.

** There may be some situations in which the psychosocial outcome to the resident may be
difficult to determine or incongruent with what would be expected. In these situations, it is
appropriate to consider how a reasonable person in the resident’s circumstances would be
impacted by the incident.




Examples of Sexual Contact
NOTE: See also guidance at F600 related to Sexual Abuse and Capacity and Consent.

Required to Report

Not Required to Report
(Unless it rises to the level of what’s
described in the first column)

Unwanted touching of the breasts or
perineal area

A resident who fondles or touches a
person’s sexual organs and the resident
being touched indicates the touching is
unwanted through verbal or non-verbal
cues

Sexual activities where one resident
indicates that the activity is unwanted
through verbal or non-verbal cues

Sexual activity or fondling where one of the
resident’s capacity to consent to sexual
activity is unknown

Sexual assault or battery (ex. rape, sodomy,
coerced nudity)

Instances where the alleged victim is
transferred to a hospital for examination
and/or treatment of injuries resulting from
possible sexual abuse

Forced observation of masturbation, or
pornography

Forced, coerced or extorted sexual activity
Other unwanted actions for the purpose of
sexual arousal or sexual gratification
resulting in degradation or humiliation of
another resident

e Consensual sexual contact between
residents who have the capacity to
consent to sexual activity

e Affectionate contact such as hand
holding or hugging or kissing a resident
who indicates that he/she consents to
the action through verbal or non-verbal
cues

o Sexual activity between residents in a
relationship, married couples or
partners, unless one of the residents
indicates that the activity is unwanted
through verbal or non-verbal cues.




Examples of Physical Altercations
Resident-to-resident physical altercations that must be reported include, any willful action that

results in physical injury, mental anguish, or pain. Examples include, but are not limited to, the

following:

WILLFUL
ACTION*

Willful actions
include, but are
not limited to,

the following:

e Hitting

o Slapping

e Punching

o  Choking

e Pinching

e Biting

o Kicking

o Throwing
objects

e Grabbing

o  Shoving

*The action
itself was
deliberate or
non-accidental,
not that the
individual
intended to
inflict injury or
harm

That
results

PHYSICAL INJURY

A physical injury resulting from the willful action including,

but not limited to, the following:

e Death

o Injury requiring medical attention beyond first aid (such
as a cut requiring suturing or an injury requiring transfer
to a hospital for examination and/or treatment)

o Fracture(s), subdural hematoma, concussion

e Bruises

o Facial injury(ies), such as broken or missing teeth, facial
fractures, black eye(s), bruising, bleeding or swelling of
the mouth or cheeks

NOTE:

MENTAL ANGUISH*

Psychosocial outcomes resulting from the willful action

including, but not limited to, the following:

e Fear of a person or place or of being left alone or of
being in the dark, disturbed sleep, nightmares

e Changes in behavior, including aggressive or disruptive
behavior toward a specific person

e Running away, withdrawal, isolating self, feelings of guilt
and shame, depression, crying, talk of suicide or attempts

* There may be some situations in which the psychosocial
outcome to the resident may be difficult to determine or
incongruent with what would be expected. In these
situations, it is appropriate to consider how a reasonable
person in the resident’s circumstances would be impacted by
the incident.

PAIN

Pain resulting from the willful action including, but not
limited to, the following:
o Complaints of pain related to the altercation
e Onset of pain evidenced by nonverbal indicators, such as
o Groaning, crying, screaming
o Grimacing, clenching of the jaw
o Resistance to being touched
o Rubbing/guarding body part

* Having a mental disorder or cognitive impairment does not automatically preclude a resident
from engaging in deliberate or non-accidental actions.




The general examples of physical altercations below illustrate possible cases that would likely
NOT need to be reported, as long as it is not a_willful action that results in physical injury,
mental anguish, or pain. Every case is fact specific and all facts, circumstances and conditions
involving the event/occurrence would need to be examined.

o A resident lightly taps another resident to stop an irritating behavior or get attention,
with no resulting physical injury, mental anguish, or pain.

o A resident who is slow, impedes the pathway of another resident, such as in the dining
room, the other resident nudges the resident out of the way to get to his/her table faster,
but there is no harm to the victim.

o A resident who swats at another resident who is trying to take some food off his/her plate,
and no physical injury, mental anguish, or pain has occurred.

NOTE: Even if a physical altercation is not required to be reported, the facility should take into
consideration that physical altercations can increase the risk for abuse to occur to residents
involved in the altercation, and possibly other residents in the facility. The facility must meet
requirements related to appropriate assessment (see § 483.20 — Resident Assessment), care
planning by the interdisciplinary team (see § 483.21-Comprehensive Person-Centered Care
Planning), and provide care and services according to acceptable standards of practice [see
§483.21(b)(3)(i)- Tag F658] to prevent harm as a result of resident to resident altercations, as
well as the development and implementation of policies and procedures to prevent abuse of
residents [see § 483.12(b)(1)- Tag F607)].

Through these actions, the facility can determine areas of needed improvement in care/service
provision, staff training or staff deployment.

Section I11. Reporting Suspicious Injuries of Unknown Source
“Injuries of unknown source” — An injury should be classified as an “injury of unknown
source” when ALL of the following criteria are met:
e The source of the injury was not observed by any person; and
e The source of the injury could not be explained by the resident; and
e The injury is suspicious because of:
a. The extent of the injury, or
b. The location of the injury (e.g., the injury is located in an area not generally
vulnerable to trauma), or
¢. The number of injuries observed at one particular point in time, or
d. The incidence of injuries over time.

Examples of Injuries of Unknown Source

Required to Report Not Required to Report
(Unless it rises to the level of what’s
described in the first column)
e Unobserved/Unexplained fractures, e Bruising in an area where the resident

sprains or dislocations has had recent medical tests/lab draws
and there is no indication of abuse or
neglect




Required to Report

Not Required to Report
(Unless it rises to the level of what’s
described in the first column)

e Unobserved/Unexplained injuries that
could have resulted from a burn, including
blisters or scalds

e Unobserved/Unexplained bite marks

e Unobserved/Unexplained scratches and
bruises found in suspicious locations such
as the head, neck, upper chest or back

e Unobserved/Unexplained swelling that is
not linked to a medical condition

e Unobserved/Unexplained lacerations with
or without bleeding

e Unobserved/Unexplained skin tears in sites
found in suspicious locations (e.g., in sites
other than the arms or legs)

e Unobserved/Unexplained skin tears in
patterns (e.g., bilateral, symmetrical skin
tears on both arms)

e Unobserved/Unexplained patterned bruises
that suggest hand marks or finger marks,
or bruising pattern caused by an object

e Unobserved/Unexplained bilateral
bruising to arms, bilateral bruising of the
inner thighs, “wrap around” bruises that
encircle the legs, arms or torso, and
multicolored bruises which would indicate
that several injuries were acquired over
time.

e Unobserved/Unexplained facial injuries,
including facial fractures, black eye(s),
bruising, or bleeding or swelling of the
mouth or cheeks with or without broken or
missing teeth

e Unobserved/Unexplained bruising or other
injuries in the genital area, inner thighs, or
breasts

e Unobserved/unexplained injury requiring
transfer to a hospital for examination
and/or treatment

NOTE: Any injury that is explained and

appears to be a result of abuse must be

reported.

e [njuries where the resident was able to
explain or describe how he/she received
the injury as long as there is no other
indication of abuse or neglect

e [njuries that were witnessed by staff,
where there is no indication of abuse or
neglect

NOTE: Even if the injury is not one that
requires a report, the facility should
adequately assess and monitor the resident,
notify the physician/resident representative
as appropriate, and document the injury
and investigation as a part of the resident’s
medical record.




NOTE: If there is a reasonable suspicion of a crime having occurred related to the injury,
covered individuals must report to the State Survey Agency and law enforcement under required
timeframes (See Tag F609).

Section IV. Reportable Events Related to Potential Neglect

“Neglect,” means “the failure of the facility, its employees or service providers to provide goods
and services to a resident that are necessary to avoid physical harm, pain, mental anguish or
emotional distress.” (See §483.5) In other words, neglect occurs when the facility is aware, or
should have been aware of, goods or services that a resident(s) requires but the facility fails to
provide them to the resident(s), resulting in physical harm, pain, mental anguish or emotional
distress. Alleged violations of neglect include cases where the facility demonstrates indifference
or disregard for resident care, comfort or safety, resulting in physical harm, pain, mental
anguish or emotional distress. There may be some situations in which the psychosocial outcome
to the resident may be difficult to determine or incongruent with what would be expected. In
these situations, it is appropriate to consider how a reasonable person in the resident’s position
would be impacted by the incident.

Examples of events to be reported include, but are not limited to, the following:
1. Failure to meet payroll or pay supplier bills resulting in residents not receiving goods or
services, such as

o [Insufficient staff (including the night shift and weekends) resulting in the lack of
provision for resident’s care needs (e.g., residents who need continuous skilled nursing
care or supervision, residents with cognitive deficits requiring continuous supervision),
or

o Lack of essential supplies or equipment such as incontinence supplies, wound care
supplies, or oxygen equipment or adaptive equipment according to the needs of the
resident(s), or

o Lack of sufficient amounts of food to meet the residents’ nutritional needs.

2. Staff repeatedly ignoring residents’ needs for assistance with activities of daily living,
resulting in residents remaining in bed when they want to be up and repeatedly missing
activities; or residents being left in fecal material or urine.

3. Failure to oversee the management of pain for a resident resulting in a resident not
receiving required medications or treatments, leading to prolonged excruciating pain.

4. Failure to implement and monitor care planned interventions, resulting in repeated failures
to provide necessary care and services to prevent the development a new avoidable pressure
ulcer that develops into a Stage 3 or 4 pressure ulcer.

NOTE: Noncompliance at the Resident’s Rights/Quality of Care/Quality of Life tag alone does
not automatically indicate noncompliance at F600, or F609. The survey team would need
additional evidence that identifies that the facility knew, or should have known, to provide
necessary staff, supplies, services, policies, training, or staff supervision and oversight to meet
the resident’s needs, but failed to take action, resulting in harm to the resident. For example, a
survey team identifies that a facility had failed to perform a skin assessment for a resident,
resulting in failure to implement interventions to prevent the development of an avoidable Stage



2 pressure ulcer for a resident. Upon further investigation, the survey team finds that the facility
identified the pressure ulcer and treated it with no further worsening. While the survey team
would identify noncompliance at F686, the facility would not be cited at F600 and the facility
would not be expected to report this as an alleged violation of neglect.

Section V. Reportable Allegations of Misappropriation of Resident Property and Exploitation
The facility must exercise reasonable care for the protection of the resident's property from loss
or theft. See tag F584, 42 CFR §483.10(i)(1)(ii). The facility is expected to be responsive to a
resident’s concerns about lost items.

“Exploitation,” as defined at §483.5, means “taking advantage of a resident for personal gain,
through the use of manipulation, intimidation, threats, or coercion.”

“Misappropriation of resident property,” as defined at §483.5, means “the deliberate
misplacement, exploitation, or wrongful, temporary, or permanent use of a resident’s belongings
or money without the resident’s consent.”

Examples of allegations of misappropriation of resident property and exploitation that must be
reported include, but are not limited to:

o Theft of personal property, including but not limited to jewelry, computer, phone, and

other valuable items such as eyeglasses and hearing aids,

Unauthorized/coerced use by staff of resident’s personal property;

Theft of money from bank accounts,

Unauthorized or coerced purchases on a resident’s credit card;

Unauthorized or coerced purchases from resident’s funds,

Staff who accept money from a resident for any reason including when staff have made

the resident believe that staff was in a financial crisis or the resident believes that he/she

is in a relationship with the staff person;

e A resident who provides a gift to staff in order to receive ongoing care, based on staff’s
persuasion; and

e Missing prescription medications or diversion of a resident’s medication(s), including,
but not limited to, controlled substances for staff use or personal gain.

Examples of allegations that would not be reported are:
o Theft of nominal items with little to no monetary or sentimental value,
e Lost items that are not listed under “must be reported.”

Section VI. Reportable Allegations of Mistreatment

“Mistreatment,” as defined at §483.5, is “inappropriate treatment or exploitation of a resident.”
Allegations of mistreatment should be reported only if they meet the criteria for reporting
alleged violations of abuse and/or exploitation, which are described under the Sections above.

Refer to the CE Pathways for Abuse (Form CMS-20059) and Neglect (Form CMS-20130)
and the Investigative Protocols for tags F602 and F603.



INVESTIGATIVE PROTOCOL
FOR POLICIES AND PROCEDURES RELATED TO REPORTING OF REASONABLE
SUSPICION OF A CRIME

USE
Use this protocol during any survey, if, based on a complaint or an investigation of abuse,
neglect, misappropriation of resident property, or exploitation, a covered individual did not
report a reasonable suspicion of a crime. Refer to the CE Pathways for Abuse (Form CMS-
20059) and Neglect (Form CMS-20130) and the Investigative Protocols for tags F602, and
F603, which gathers information about what information was or was not reported by covered
individuals and whether retaliation may have occurred.
The protocol below investigates whether the facility developed and implemented policies and
procedures related to:

e Ensuring the reporting reasonable suspicion of crimes, and

e Notifying covered individuals of their reporting responsibilities.

PROCEDURES

If the surveyor discovers a reasonable suspicion of a crime being committed against a resident of
or an individual receiving services from the facility and it has not been reported by a covered
individual, the surveyor reminds the facility of the covered individuals’ obligation to report
suspected crimes pursuant to section 1150B of the Act within the required timeframes.

“Covered individual” is anyone who is an owner, operator, employee, manager, agent or
contractor of the facility as defined in section 1150B(a)(3) of the Act. If a covered individual
reports the suspected crime to local law enforcement, the surveyor must verify that the report
was made (e.g., obtain time/date of report, name of person who received report, case number,
etc.). If the covered individual refuses to report, or the surveyor cannot verify that a report was
done, the surveyor must consult with his/her supervisor immediately, and the State Agency must
report the potential criminal incident to law enforcement immediately.

Facility Policies and Procedures
Obtain and review the facility’s policies and procedures to determine whether the facility is:

e Notifying covered individuals of their reporting responsibilities, and
e Ensuring the reporting of reasonable suspicions of crimes.

Interview Staff
Interview staff who may have knowledge of the alleged incident to determine how did staff follow
facility policies and procedures, such as:

What is his/her responsibility in reporting a reasonable suspicion of a crime,

What is the facility’s policies and procedures for reporting,

What actions were taken when there was a suspected crime,

When he/she may have last received orientation, training, in-service, and/or notification
regarding the reporting of suspected crimes, and



o  Whether there are any barriers to reporting.
Additional interviews with other staff across all levels and different shifts may also be conducted.

Interview — Administrator
Interview the Administrator to determine how the Administrator oversees the implementation of
policies and procedures for reporting of suspected crimes.

Review of In-service Training/Orientation Records

Obtain and review documentation of training to determine whether covered individuals were
notified annually of their responsibility in a language that the individual would understand to
report allegations of suspected crimes against residents and individuals receiving care from the

facility.

Key Elements of Noncompliance
To cite deficient practice at F609, the surveyor’s investigation will generally show that the
facility failed to do any one or more of the following:

e Develop policies and procedures related to ensuring the reporting of suspected crimes,
within mandated timeframes (i.e., immediately but not later than two hours if the
suspected crime resulted in serious bodily injury, within 24 hours for all other cases) and
notifying covered individuals annually of their reporting obligations;

e Identify a situation as an alleged violation involving abuse, neglect, exploitation or
mistreatment, including injuries of unknown source and misappropriation of resident
property;

e Report an alleged violation involving abuse or resulting in serious bodily injury
immediately, but not later than two hours after the allegation is made, to the administrator
of the facility and to other officials, including to the State survey and certification agency
and adult protective services in accordance with State law;

e Report an alleged violation involving neglect, misappropriation of resident property,
exploitation, or mistreatment, and does not result in serious bodily injury not later than 24
hours to the administrator of the facility and to other officials, including to the State
survey and certification agency and adult protective services in accordance with State
law; or

e Report the results of all investigations within 5 working days to the administrator or
his/her designated representative and to other officials in accordance with State law
(including to the State survey and certification agency.

If Tag F609 is cited for failure to develop and/or implement policies and procedures for
ensuring the reporting of a reasonable suspicion of a crime, the survey team includes the
following language at the beginning of the Deficient Practice Statement on the Form
CMS-2567: “Based on [observations/interviews/record review], the facility failed to
develop and/or implement policies and procedures for ensuring the reporting of a
reasonable suspicion of a crime in accordance with section 1150B of the Act...”

DEFICIENCY CATEGORIZATION - ENSURING REPORTING OF A REASONABLE
SUSPICION OF A CRIME



In addition to actual or potential physical harm, always consider whether psychosocial harm has
occurred when determining severity level (See Psychosocial Outcome Severity Guide).
Example of Severity Level 4 Noncompliance Immediate Jeopardy to Resident Health or
Safety include, but are not limited to:

e The facility failed to implement policies and procedures for covered individuals to
identify and report a suspected crime to local law enforcement and the SA, resulting in
failure to protect a resident from further potential criminal activity by an alleged
perpetrator. [n addition, the facility had failed to report the alleged violation of abuse to
the Administrator, as well as the State Survey Agency. A resident, with a cognitive
impairment who was dependent on staff for care, reported to family members that she
was “touched down there” and identified the alleged perpetrator. Family members
reported this to the licensed staff person on duty; however, the staff told the family that
the resident was confused. Staff did not report the family’s allegation to anyone and
failed to provide protection for the resident allowing ongoing access to the resident by the
alleged perpetrator. The resident had emotional changes including crying and agitation
and cowered with fear whenever the alleged perpetrator approached the resident. The
resident subsequently developed a sexually transmitted disease (STD). Based on
interviews with various staff members, these covered individuals were not aware of their
reporting responsibilities for a suspected crime, even though they had participated in
abuse prevention training and had received their annual notification of their reporting
obligations. FEach staff member assumed that this did not need to be reported because
the resident was confused; therefore, the facility had failed to ensure reporting.

Example of Severity Level 3 Noncompliance Actual Harm that is not Immediate
Jeopardy include, but are not limited to:

e The facility failed to implement policies and procedures for covered individuals to report
to local law enforcement, the suspicion of a crime related to drug diversion. A resident
was prescribed opioid pain medication to manage severe pain following recent surgery
for a fractured hip. A resident had requested that staff review his pain medication as it
was not effective over the weekend. The resident informed staff that he was unable to
attend weekend daytime activities due to discomfort and lack of sleep from having pain at
night. The resident stated that he received a different colored pill during the weekend,
but it did not seem to work like the medication that was given during the weekdays. The
facility’s investigation revealed that the same staff nurse worked on each of the weekend
night shifts when the resident was identified to have unrelieved pain. This staff nurse had
access to the controlled medications for residents on that unit. During interview with the
nurse aide who worked on the same shift as the nurse, the nurse aide stated that she saw
the nurse coming out of the resident’s room with the medication cup, and the nurse had
told her that the resident was sleeping and she would give the medication later. The nurse
aide reported that she then saw the nurse take the medication herself. She stated that she
was afraid to report what she had seen since she did not want to jump into any
conclusions or cause any trouble for the nurse. Interviews with other staff revealed they
were not aware of facility policies or of their obligations to report a suspected crime
including possible drug diversion.



Example of Severity Level 2 Noncompliance No Actual Harm with Potential for More
Than Minimal Harm that is Not Immediate Jeopardy include, but are not limited to:

The facility failed to provide annual notification to staff on their obligations to report
suspected crimes and to post signage of employee rights related to retaliation against the
employee for reporting a suspected crime. During the investigation, the surveyors did not
see any signage related to employee rights related to retaliation. Based on interviews
with five staff members, they had not received their annual notification from the facility
regarding their obligations to report suspected crimes to law enforcement and to the State
Survey Agency, without fear of retaliation. However, the staff members were
knowledgeable about their obligations. Additionally, two other staff members who were
recently hired within the last 30 days, were not knowledgeable of their reporting
obligations or rights to report a suspected crime without retaliation.

Example of Severity Level 1: No Actual Harm with Potential for Minimal Harm
e The failure of the facility to meet the requirements under this Federal requirement is more

than minimal harm. Therefore, Severity Level 1 does not apply for this regulatory
requirement.

! American Psychological Association . n.d. Bullying. Accessed April 15, 2019.
https://www.apa.org/topics/bullying.
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§483.15(c) Transfer and discharge-
§483.15(c)(1) Facility requirements-

(i) The facility must permit each resident to remain in the facility, and not transfer or
discharge the resident from the facility unless—

(A) The transfer or discharge is necessary for the resident’s welfare and the
resident’s needs cannot be met in the facility;

(B) The transfer or discharge is appropriate because the resident’s health has
improved sufficiently so the resident no longer needs the services provided by
the facility;

(C) The safety of individuals in the facility is endangered due to the clinical or
behavioral status of the resident;

(D) The health of individuals in the facility would otherwise be endangered;

(E) The resident has failed, after reasonable and appropriate notice, to pay for (or to
have paid under Medicare or Medicaid) a stay at the facility. Nonpayment
applies if the resident does not submit the necessary paperwork for third party
payment or after the third party, including Medicare or Medicaid, denies the
claim and the resident refuses to pay for his or her stay. For a resident who



becomes eligible for Medicaid after admission to a facility, the facility may
charge a resident only allowable charges under Medicaid; or
(F) The facility ceases to operate.

(ii) The facility may not transfer or discharge the resident while the appeal is pending,
pursuant to § 431.230 of this chapter, when a resident exercises his or her right to
appeal a transfer or discharge notice from the facility pursuant to § 431.220(a)(3) of
this chapter, unless the failure to discharge or transfer would endanger the health or
safety of the resident or other individuals in the facility. The facility must document
the danger that failure to transfer or discharge would pose.

§483.15(¢)(2) Documentation.
When the facility transfers or discharges a resident under any of the circumstances
specified in paragraphs (c)(1)(i)(A) through (F) of this section, the facility must ensure that
the transfer or discharge is documented in the resident’s medical record and appropriate
information is communicated to the receiving health care institution or provider.

(i) Documentation in the resident’s medical record must include:

(A) The basis for the transfer per paragraph (c)(1)(i) of this section.

(B) In the case of paragraph (c)(1)(i)(A) of this section, the specific resident need(s)
that cannot be met, facility attempts to meet the resident needs, and the service
available at the receiving facility to meet the need(s).

(ii) The documentation required by paragraph (c)(2)(i) of this section must be made
by—

(A) The resident’s physician when transfer or discharge is necessary under
paragraph (c) (1) (A) or (B) of this section; and

(B) A physician when transfer or discharge is necessary under paragraph
(©)(D)(H)(C) or (D) of this section.

(iii) Information provided to the receiving provider must include a minimum of the
following:

(A) Contact information of the practitioner responsible for the care of the resident.

(B) Resident representative information including contact information

(C) Advance Directive information

(D) All special instructions or precautions for ongoing care, as appropriate.

(E) Comprehensive care plan goals;

(F) All other necessary information, including a copy of the resident’s discharge
summary, consistent with §483.21(c)(2) as applicable, and any other
documentation, as applicable, to ensure a safe and effective transition of care.

INTENT

To specify the limited conditions under which a skilled nursing facility or nursing facility may
initiate transfer or discharge of a resident, the documentation that must be included in the
medical record, and who is responsible for making the documentation. Additionally, these
requirements specify the information that must be conveyed to the receiving provider for
residents being transferred or discharged to another healthcare setting.

DEFINITIONS



“Facility-initiated transfer or discharge”: A transfer or discharge which the resident objects
to, or did not originate through a resident’s verbal or written request, and/or is not in alignment
with the resident’s stated goals for care and preferences.

“Resident-initiated transfer or discharge”: Means the resident or, if appropriate, the resident
representative has provided verbal or written notice of intent to leave the facility (leaving the
facility does not include the general expression of a desire to return home or the elopement of
residents with cognitive impairment).

“Transfer and Discharge”: Includes movement of a resident to a bed outside of the certified
facility whether that bed is in the same physical plant or not. Transfer and discharge does not
refer to movement of a resident to a bed within the same certified facility. (See §483.5).
Specifically, transfer refers to the movement of a resident from a bed in one certified facility
to a bed in another certified facility when the resident expects to return to the original facility.
Discharge refers to the movement of a resident from a bed in one certified facility to a bed in
another certified facility or other location in the community, when return to the original
facility is not expected.

GUIDANCE

NOTE: The provisions at §483.15(c)(1) and (c)(2)(i)-(i1) only apply to transfers or discharges
that are initiated by the facility (facility-initiated discharges), not by the resident (resident-
initiated discharges). Section §483.15(c)(2)(iii) applies to both facility- and resident-initiated
transfers (for information required at discharge, refer to F661, Discharge Summary).

Surveyors must determine whether a transfer or discharge is resident- or facility-initiated.
The determination that a transfer or discharge is facility-initiated does not equate to
noncompliance if the requirements in this regulatory section are met.

Resident-initiated transfers or discharges occur when the resident or, if appropriate, his/her
representative has given written or verbal notice of their intent to leave the facility. A
resident’s expression of a general desire or goal to return to home or to the community or the
elopement of a resident who is cognitively-impaired should not be taken as a notice of intent
to leave the facility.

For resident-initiated discharges, the medical record should contain documentation or evidence
of the resident’s or resident representative’s verbal or written notice of intent to leave the
facility, a discharge care plan, and documented discussions with the resident or, if appropriate,
his/her representative, containing details of discharge planning and arrangements for post-
discharge care (See F660, Discharge Planning Process, and F661, Discharge Summary).
Additionally, the comprehensive care plan should contain the resident’s goals for admission and
desired outcomes, which should be in alignment with the discharge if it is resident-initiated.

NOTE: Situations in which residents sign out of the facility, or leave Against Medical Advice
(AMA) should be thoroughly investigated to determine if the discharge is facility- or resident-
initiated. If evidence reveals that a resident or resident representative was forced, pressured,



or intimidated into leaving AMA, the discharge would be considered a facility-initiated
discharge, requiring further investigation to determine compliance with the requirements at
483.15(c), including the requirement to provide a notice at F623. See additional guidance on
AMA discharges at F660 and guidance on Abuse, Neglect and Exploitation at F600.

If a surveyor has concerns about whether a resident-initiated transfer or discharge was actually
a facility-initiated transfer or discharge, the surveyor should investigate further through
interviews and record review.

In certain cases, residents are admitted for short-term, skilled rehabilitation under Medicare, but,
following completion of the rehabilitation program, they communicate that they are not ready to
leave the facility. In these situations, if the facility proceeds with discharge, it is considered a
facility-initiated discharge and the requirements at §§483.15(c)(1) and (c)(2)(i)-(ii) apply to ensure
the discharge is not involuntary. These situations may require further investigation to ensure that
discrimination based on payment source has not occurred in accordance with §483.10(a)(2) (F550).
Additionally, in cases where the resident does not appear to object to the discharge, or has not
appealed it, the discharge could still be a facility-initiated discharge and be thoroughly investigated
to determine if resident-, or facility-initiated.

These regulations limit the circumstances under which a facility can initiate a transfer or
discharge, thus protecting nursing home residents from facility-initiated transfers and
discharges which violate federal regulations.

In the following limited circumstances, facilities may initiate transfers or discharges:

1. The discharge or transfer is necessary for the resident’s welfare and the facility cannot
meet the resident’s needs.

2. The resident’s health has improved sufficiently so that the resident no longer needs the
care and/or services of thefacility.

3. The resident’s clinical or behavioral status (or condition) endangers the safety of
individuals in the facility.

4. The resident’s clinical or behavioral status (or condition) otherwise endangers the health
of individuals in the facility.

5. The resident has failed, after reasonable and appropriate notice to pay, or have paid under
Medicare or Medicaid, for his or her stay at the facility.

6. The facility ceases to operate.

Facilities are required to determine their capacity and capability to care for the residents they
admit. Therefore, facilities should not admit residents whose needs they cannot meet based on
the Facility Assessment requirements at §483.70(e) (see also F838, Facility Assessment). For
residents the facility has admitted, §483.15(c)(1)(1) provides that “The facility must permit each
resident to remain in the facility, and not transfer or discharge the resident from the facility
unless....” This means that once admitted, residents have a right to remain in the facility unless
the discharge or transfer meets one of the specified exceptions in §§483.15(c)(1)(i)(4)-(F).
Discharging a resident is a violation of this right unless the facility can demonstrate that one of
the limited circumstances listed above is met. For example, if a resident whose stay is being paid
for under Medicaid is discharged from the facility, but he or she wants to stay in the facility and



still meets a state’s requirements for a nursing home level of care, this would be a facility-
initiated discharge.

Surveyors must ensure that for discharges related to circumstances 1, 3, or 4 above, the facility
has fully evaluated the resident, and does not base the discharge on the resident’s status at the
time of transfer to the acute care facility. See additional guidance at F626,

§483.15(e)(1), Permitting Residents to Return. Facility-initiated transfers and discharges must
meet /e transfer and discharge requirements at §§483.15(c)(1) - (5) by having a valid basis for
the transfer or discharge. There may be rare situations, such as when a serious crime (e.g.,
attempted murder or rape) has occurred, that a facility initiates a discharge immediately, with no
expectation of the resident’s return.

NOTE: In reviewing complaints for facility-initiated discharges that do not honor a resident’s
right to return following a hospitalization or therapeutic leave, surveyors would review both
transfer and discharge requirements because the situation begins as a transfer and then changes to
a discharge when the facility decides it will not permit the resident to return.

If transfer is due to a significant change in the resident’s condition, but not an emergency
requiring an immediate transfer, then prior to any action, the facility must conduct and document
the appropriate assessment to determine if revisions to the care plan would allow the facility to
meet the resident’s needs. (See §483.20(b)(2)(i1), F637, for information concerning assessment
upon significant change.)

A resident’s declination of treatment does not constitute grounds for discharge, unless the facility
is unable to meet the needs of the resident or protect the health and safety of others. The facility
must be able to demonstrate that the resident or, if applicable, resident representative, received
information regarding the risks of refusal of treatment, (§483.10(c)(5) and (6), F552 and F578)
and that staff conducted the appropriate assessment to determine if care plan revisions would
allow the facility to meet the resident needs or protect the health and safety of others
(§483.15(c)(2)(i)(B) and see also §§483.20 Resident Assessment and 483.35 Nursing Services).

Nonpayment as Basis for Discharge
Non-payment for a stay in the facility occurs when the resident has failed, after reasonable and
appropriate notice, to pay for a stay at the facility and also may apply:

e JVhen the resident has not submitted the necessary paperwork for third party (including
Medicare/Medicaid) payment; or

e After the third party payer (including Medicare or Medicaid) denied the claim and the
resident refused to pay for his/her stay.

It is the responsibility of the facility to notify the resident of their change in payment status,
and the facility should ensure the resident has the necessary assistance to submit any third
party paperwork. In situations where a resident representative has failed to pay, the facility
may discharge the resident for nonpayment; however, if there is evidence of exploitation or
misappropriation of the resident’s funds by the representative, the facility should take steps
to notify the appropriate authorities on the resident’s behalf, before discharging the resident.



In situations where a resident’s Medicare coverage may be ending, the facility must comply
with the requirements at §483.10(g)(17) and (18), F582. If the resident continues to need
long-term care services, the facility, under the requirements above, should offer the resident
the ability to remain, which may include:

o Offering the resident the option to remain in the facility by paying privately for a bed;
e Providing the Medicaid-eligible resident with necessary assistance to apply for Medicaid
coverage in accordance with §483.10(g)(13), 579, with an explanation that:
o if denied Medicaid coverage, the resident would be responsible for payment for
all days after Medicare payment ended; and
o if found eligible, and no Medicaid bed became available in the facility or the
facility participated only in Medicare (SNF only), the resident would be
discharged to another facility with available Medicaid beds if the resident wants
to have the stay paid by Medicaid.

The resident cannot be discharged for nonpayment while a determination on the resident’s
Medicaid eligibility is pending.

NOTE: Surveyors should be aware of a facility’s Medicare and Medicaid certification
status and/or the presence of a distinct part as this can affect whether a resident’s
discharge for non-payment is justified and is a relevant part of the investigation.

For a resident who becomes eligible for Medicaid after admission to a facility, the facility
may charge a resident only allowable charges under Medicaid. Additionally, conversion
from a private pay rate to payment at the Medicaid rate does not constitute non-payment.

Emergency Transfers to Acute Care

When residents are sent emergently to an acute care setting, these scenarios are
considered facility-initiated transfers, NOT discharges, because the resident’s return is
generally expected.

Residents who are sent emergently to an acute care setting, such as a hospital, must be
permitted to return to the facility (§483.15(e)(1), F626). In a situation where the facility
initiates discharge while the resident is in the hospital following emergency transfer, t/¢
facility must have evidence that the resident’s status at the time the resident seeks to return to
the facility (not at the time the resident was transferred for acute care) meets one of the
criteria at $§483.15(c)(1)(i)(A) through (D). Additionally, the resident has the right to return to
the facility pending an appeal of any facility-initiated discharge unless the return would
endanger the health or safety of the resident or other individuals in the facility. The facility
must document the danger that the failure to transfer or discharge would pose.

(§483.15(c)(1)(ii)).

NOTE: Residents who are sent to the acute care setting for routine treatment/planned
procedures must also be allowed to return to the facility (See F626, Permitting Residents to
Return to Facility).



§483.15(c)(1)(ii) Discharge pending appeal
When a resident chooses to appeal his or her discharge from the facility, the facility may not
discharge the resident while the appeal is pending.

If the resident, or if applicable, their representative, appeals his or her discharge while in a
hospital, facilities must allow the resident to return pending their appeal, unless there is
evidence that the facility cannot meet the resident’s needs, or the resident’s return would pose
a danger to the health or safety of the resident or others in the facility. If there are concerns
related to a facility’s determination that it cannot meet a resident’s needs, surveyors should
assess whether the facility has admitted residents with similar needs. A facility’s determination
to not permit a resident to return while an appeal of the resident’s discharge is pending must
not be based on the resident’s condition when originally transferred to the hospital.

§483.15(c)(2) Required Documentation

To demonstrate that any of the circumstances permissible for a facility to initiate a transfer or
discharge as specified in 1 — 6 above have occurred, the medical record must show
documentation of the basis for transfer or discharge.

For circumstances 1 and 2 /isted above for facility-initiated transfer or discharge, the
resident’s physician must document information about the basis for the transfer or discharge.
Additionally, for circumstance 1 above (the inability to meet the resident’s needs) the
documentation made by the resident’s physician must include:

e The specific resident needs the facility could not meet;

e The facility efforts to meet those needs; and

e The specific services the receiving facility will provide to meet the needs of the
resident which cannot be met at the current facility.

In circumstances 3 and 4 above, documentation regarding the reason for the transfer or
discharge must be provided by a physician, not necessarily the attending physician.

NOTE: Documentation of the transfer or discharge may be completed by a non- physician
practitioner (NPP) in accordance with State law.

Information Conveyed to Receiving Provider

The regulations at §483.15(c)(2)(ii1) address information that must be conveyed to the
receiving provider when a resident is transferred or discharged. The specific information
which must be conveyed depends upon whether the resident is transferred (expected to
return), or is discharged (not expected to return). If the resident is being transferred, and
return is expected, the following information must be conveyed to the receiving provider:

Contact information of the practitioner who was responsible for the care of the resident;
Resident representative information, including contact information;
Advance directive information;

All special instructions and/or precautions for ongoing care, as appropriate such as:



o Treatments and devices (oxygen, implants, [Vs, tubes/catheters);
o Transmission-based precautions such as contact, droplet, or airborne;
o Special risks such as risk for falls, elopement, bleeding, or pressure injury and/or
aspiration precautions;
e The resident’s comprehensive care plan goals; and
e All other information necessary to meet the resident’s needs, which includes, but may
not be limited to:
o Resident status, including baseline and current mental, behavioral, and
functional status, reason for transfer, recent vital signs;
o Diagnoses and allergies;
o Medications (including when last received); and
o Most recent relevant labs, other diagnostic tests, and recent immunizations.

e Additional information, if any, outlined in the transfer agreement with the acute care
provider (See §483.70(j) for additional information).

NOTE: It may not be possible to convey all care plan information prior to urgent
transfers, however, this information must be conveyed as close as possible to the actual
time of transfer.

For residents being discharged (return not expected), the facility must convey all of the
information listed above, along with a copy of the required information found at §483.21(c)(2)
Discharge Summary, F661, as applicable. Communicating this information to the receiving
provider is one way the facility can reduce the risk of complications and adverse events during
the resident’s transition to a new setting.

Facilities may choose their own method of communicating transfer or discharge information,
such as a universal transfer form or an electronic health record summary, as long as the method
contains the required elements. The transferring or discharging facility may transmit the
information electronically in a secure manner which protects the resident’s privacy, as long as
the receiving facility has the capacity to receive and use the information. Communication of this
required information should occur as close as possible to the time of transfer or discharge.

INVESTIGATIVE PROTOCOL

Use the Critical Element (CE) Pathways for Discharge, or Hospitalization, as appropriate, along
with the above interpretive guidelines when determining if the facility meets the requirements
for, or investigating concerns related to the facility transfer or discharge requirements.

Summary of Investigative Procedure

Briefly review the most recent comprehensive assessment, comprehensive care plan, progress
notes, and orders to identify the basis for the transfer or discharge; during this review, identify
the extent to which the facility has developed and implemented interventions to avoid
transferring or discharging the resident, in accordance with the resident’s needs, goals for care
and professional standards of practice. This information will guide observations and interviews
to be made in order to corroborate concerns identified. NOTE: Always observe for visual cues
of psychosocial distress and harm (see Guidance on Severity and Scope Levels and Psychosocial



Outcome Severity Guide).

Deficiency Categorization

In addition to actual or potential physical harm, always consider whether psychosocial harm has
occurred when determining severity level (See Psychosocial Outcome Severity Guide,
https.://www.cms.gov/Medicare/Provider-Enrollment-and-

Certification/GuidanceforLawsAndRegulations/Nursing-Homes.html, select the Survey

Resources download and select the Psychosocial Outcome Severity Guide from the list of
resources.

Examples of Severity Level 4 Non-compliance: Immediate Jeopardy to Resident Health or
Safety include, but are not limited to:

Facility initiated a discharge on the basis that the resident’s health had improved,
however, the resident and her family disagreed and filed an appeal. The facility did not
allow the resident to remain in the facility while the appeal was pending and dropped her
off at her daughter’s home. The resident’s daughter previously stated she could not care
for her mother at her home where needed medical equipment and wound care was not
available. The resident developed sepsis from inadequate wound management, and
remains hospitalized post-amputation of the infected limb.

A facility initiated a discharge based on the facility’s inability to meet a resident’s needs.
However, upon complaint investigation, it was determined by interview and record
review that, while the resident was depressed and had challenging behavior requiring
staff attention, he did not have needs which could not be met in that facility, and there
was evidence that the facility was caring for other residents with similar challenging
behaviors. The resident was discharged to the street and found by a passerby in the
street, rolled up in a tarp, and in a health condition requiring immediate medical
attention.

Examples of Severity Level 3 Noncompliance: Actual Harm that is not Immediate Jeopardy
include, but are not limited to:

The facility failed to allow a resident to remain in the facility after his skilled
rehabilitation ended and while his application for Medical Assistance was pending. The
resident consequently was discharged to another facility that was located further from
the resident’s family, resulting in the resident expressing persistent sadness and
withdrawal from social activities.

A facility initiated a resident’s discharge after the resident attempted to hit a staff
member during morning care over several days. The facility discharged the resident
claiming the resident was a danger to others. Upon investigation of a complaint, it was
determined the facility had been failing to provide the resident with pain medication
prior to morning care in accordance with the care plan. Evidence also showed the
resident had never attempted to hit staff when pain was managed according to the care
plan, therefore the resident was not actually a danger to others. There was also no
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documentation of the facility’s attempts to meet the resident’s needs or what services the
new receiving facility had in order to meet the resident’s needs. During an interview with
the resident, the surveyor found the resident was not happy in the new facility and was no
longer participating in activities or therapy, resulting in a significant decreased ability to
perform ADLs.

An example of Severity Level 2 Noncompliance: No Actual Harm with Potential for More
Than Minimal Harm that is Not Immediate Jeopardy includes, but is not limited to:
o A facility transferred a resident to the hospital emergently due to a change in condition.
The facility failed to provide the hospital with contact information for the practitioner
responsible for the resident’s care leading to a delay in admitting the resident.

An example of Severity Level 1 noncompliance: The failure to permit the resident to remain in
the facility, document the resident’s transfer or discharge, and communicate necessary
information to the receiving provider places the resident at risk for more than minimal harm.
Therefore, Severity Level 1 does not apply for this regulatory requirement.

F623
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.15(c)(3) Notice before transfer.
Before a facility transfers or discharges a resident, the facility must—

(i) Notify the resident and the resident’s representative(s) of the transfer or discharge
and the reasons for the move in writing and in a language and manner they
understand. The facility must send a copy of the notice to a representative of the
Office of the State Long-Term Care Ombudsman.

(ii) Record the reasons for the transfer or discharge in the resident’s medical record in
accordance with paragraph (c)(2) of this section; and

(iii) Include in the notice the items described in paragraph (c)(5) of this section.

§483.15(c)(4) Timing of the notice.
(i) Except as specified in paragraphs (c)(4)(ii) and (c)(8) of this section, the notice of
transfer or discharge required under this section must be made by the facility at
least 30 days before the resident is transferred or discharged.
(ii) Notice must be made as soon as practicable before transfer or discharge when—
(A) The safety of individuals in the facility would be endangered under paragraph
(©)(1)(A)(C) of this section;

(B) The health of individuals in the facility would be endangered, under paragraph
(c)(1)(i)(D) of this section;

(C) The resident’s health improves sufficiently to allow a more immediate transfer
or discharge, under paragraph (c)(1)(i)(B) of this section;

(D) An immediate transfer or discharge is required by the resident’s urgent medical
needs, under paragraph (c)(1)(i)(A) of this section; or

(E) A resident has not resided in the facility for 30 days.



§483.15(¢c)(5) Contents of the notice. The written notice specified in paragraph (c)(3) of this
section must include the following:

(i) The reason for transfer or discharge;

(ii) The effective date of transfer or discharge;

(iii) The location to which the resident is transferred or discharged;

(iv) A statement of the resident’s appeal rights, including the name, address (mailing
and email), and telephone number of the entity which receives such requests; and
information on how to obtain an appeal form and assistance in completing the form
and submitting the appeal hearing request;

(v) The name, address (mailing and email) and telephone number of the Office of the
State Long-Term Care Ombudsman;

(vi) For nursing facility residents with intellectual and developmental disabilities or
related disabilities, the mailing and email address and telephone number of the
agency responsible for the protection and advocacy of individuals with
developmental disabilities established under Part C of the Developmental
Disabilities Assistance and Bill of Rights Act of 2000 (Pub. L. 106-402, codified at 42
U.S.C. 15001 et seq.); and

(vii) For nursing facility residents with a mental disorder or related disabilities, the
mailing and email address and telephone number of the agency responsible for the
protection and advocacy of individuals with a mental disorder established under the
Protection and Advocacy for Mentally Ill Individuals Act.

§483.15(c)(6) Changes to the notice.

If the information in the notice changes prior to effecting the transfer or discharge, the
facility must update the recipients of the notice as soon as practicable once the updated
information becomes available.

§483.15(¢c)(8) Notice in advance of facility closure

In the case of facility closure, the individual who is the administrator of the facility must
provide written notification prior to the impending closure to the State Survey Agency, the
Office of the State Long-Term Care Ombudsman, residents of the facility, and the resident
representatives, as well as the plan for the transfer and adequate relocation of the
residents, as required at § 483.70(1).

DEFINITIONS

“Facility-initiated transfer or discharge”: A transfer or discharge which the resident objects
to, did not originate through a resident’s verbal or written request, and/or is not in alignment with
the resident’s stated goals for care and preferences.

“Resident-initiated transfer or discharge”: Means the resident or, if appropriate, the resident
representative has provided verbal or written notice of intent to leave the facility (leaving the
facility does not include the general expression of a desire to return home or the elopement of
residents with cognitive impairment).

“Transfer and Discharge”: Includes movement of a resident to a bed outside of the certified



facility whether that bed is in the same physical plant or not. Transfer and discharge does not
refer to movement of a resident to a bed within the same certified facility. (See §483.5)
Specifically, transfer refers to the movement of a resident from a bed in one certified facility
to a bed in another certified facility when the resident expects to return to the original facility.
Discharge refers to the movement of a resident from a bed in one certified facility to a bed in
another certified facility or other location in the community, when return to the original
facility is not expected.

GUIDANCE

The requirements at §§483.15(c)(3)-(6) only apply to facility-initiated transfers and
discharges, not resident-initiated transfers and discharges. This guidance will address the
requirement to send a notice in situations where the facility initiates a transfer or discharge,
including discharges that occur while the resident remains in the hospital after emergency
transfer.

Facility-initiated transfers and discharges generally occur when the facility determines it
should not, or cannot provide needed care or services to a resident in accordance with F622,
Transfer and Discharge Requirements. Whether or not a resident agrees with the facility’s
decision, the requirements at §483.15(¢c)(3)-(6) apply whenever a facility initiates the transfer
or discharge.

A resident-initiated transfer or discharge is one in which the resident has provided written or
verbal notice of their intent to leave the facility, which is documented in the resident’s record.
A resident’s expression of a general desire to return home or to the community or elopement
of a resident who is cognitively impaired should not be taken as a notice of intent to leave.
When a resident initiates his or her transfer or discharge, the medical record should contain
documentation or evidence of the resident’s or resident representative’s verbal or written
notice of intent to leave the facility, a discharge care plan, and documented discussions with
the resident or if appropriate his/her representative, containing details of discharge planning,
and arrangements for post- discharge care (See F660, Discharge Planning Process).
Additionally, the comprehensive care plan should contain the resident’s goals for admission
and desired outcomes, which should be in alignment with the discharge if it is resident
initiated.

Therapeutic leave is a type of resident-initiated transfer (See F'625 for additional guidance on
therapeutic leave). However, if the facility makes a determination to not allow the resident to
return, the transfer becomes a facility-initiated discharge.

NOTE: Situations in which residents sign out of the facility or leave Against Medical Advice
(AMA) should be thoroughly investigated to determine if the discharge is facility- or resident-
initiated. If evidence reveals that a resident or resident representative was forced, pressured,
or intimidated into leaving AMA, the discharge would be considered a facility-initiated
discharge, requiring further investigation to determine compliance with the requirements at
483.15(c), including the requirement to provide a notice at F623. See additional guidance on
AMA discharges at F660 and guidance on Abuse, Neglect and Exploitation at F600.



Notice of Transfer or Discharge and Ombudsman Notification

For facility-initiated transfers or discharges of a resident, prior to the transfer or discharge,
the facility must notify the resident and the resident’s representative(s) of the transfer or
discharge and the reasons for the move in writing and in a language and manner they
understand. Additionally, the facility must send a copy of the notice of transfer or discharge to
the representative of the Office of the State Long-Term Care (LTC) Ombudsman. The intent
of sending copies of the notice to a representative of the Office of the State LTC Ombudsman
is to provide added protection to residents from being inappropriately transferred or
discharged, provide residents with access to an advocate who can inform them of their options
and rights, and to ensure that the Office of the State LTC Ombudsman is aware of facility
practices and activities related to transfers and discharges. The facility must maintain
evidence that the notice was sent to the Ombudsman. While Ombudsman Programs vary from
state to state, facilities siould know the process for ombudsman notification in their state.

Facility-Initiated Transfers and Discharges

In situations where the facility has decided to discharge the resident while the resident is still
hospitalized, the facility must send a notice of discharge to the resident and resident
representative before the discharge, and must also send a copy of the discharge notice to a
representative of the Office of the State LTC Ombudsman. Notice to the Office of the State
LTC Ombudsman must occur at the same time the notice of discharge is provided to the
resident and resident representative, even though, at the time of initial emergency transfer,
sending a copy of the transfer notice to the ombudsman only needed to occur as soon as
practicable as described below.

For any other types of facility-initiated discharges, the facility must provide notice of discharge
to the resident and resident representative along with a copy of the notice to the Office of the
State LTC Ombudsman at least 30 days prior to the discharge or as soon as possible. The copy
of the notice to the ombudsman must be sent at the same time notice is provided to the resident
and resident representative.

Emergency Transfers--When a resident is temporarily transferred on an emergency basis to an
acute care facility, this type of transfer is considered to be a facility-initiated transfer and a
notice of transfer must be provided to the resident and resident representative as soon as
practicable before the transfer, according to 42 CFR §483.15(c)(4)(i1)(D). Copies of notices for
emergency transfers must also still be sent to the ombudsman, but they may be sent when
practicable, such as in a list of residents on a monthly basis, as long as the list meets all
requirements for content of such notices at §483.15(c)(35).

Resident-Initiated Transfers and Discharges

A resident-initiated transfer or discharge means the resident or, if appropriate, the resident
representative has provided verbal or written notice of intent to leave the facility. The medical
record must contain documentation or evidence of the resident’s or resident representative’s
verbal or written notice of intent to leave the facility. While a resident’s expression of a general
desire or goal to return home or to the community or the elopement of a resident who is
cognitively impaired should be taken into consideration for the purposes of discharge planning



and community placement, it should not be taken as notice of intent to leave the facility and
does not constitute a resident- initiated transfer or discharge. For resident-initiated transfers or
discharges, sending a copy of the notice to the ombudsman is not required because the notice
requirement does not apply to resident-initiated transfers or discharges.

Surveyors must determine whether a transfer or discharge is resident or facility-initiated. The
medical record should contain documentation or evidence of the resident’s or resident
representative’s verbal or written notice of intent to leave the facility, a discharge care plan, and
documented discussions with the resident or, if appropriate, his/her representative, containing
details of discharge planning and arrangements for post-discharge care (See F660, Discharge
Planning Process, and F661, Discharge Summary). Additionally, the comprehensive care plan
should contain the resident’s goals for admission and desired outcomes, which should be in
alignment with the discharge if it is resident-initiated. If a surveyor has concerns about whether
a resident- initiated transfer or discharge was actually a facility-initiated transfer or discharge,
the surveyor should investigate further through interviews and record review.

Contents of the Notice
The facility’s notice must include a// of the following at the time notice is provided:

e The specific reason for the transfer or discharge, including the basis under
§§483.15(c)(1)(1)(A)-(F);

e The effective date of the transfer ordischarge;

e The specific location (such as the name of the new provider or description and/or address
if the location is a residence) to which the resident is to be transferred or discharged;

e An explanation of the right to appeal the transfer or discharge to the State;

e The name, address (mail and email), and telephone number of the State entity which
receives such appeal hearingrequests;

e Information on how to obtain an appeal form;

e Information on obtaining assistance in completing and submitting the appeal hearing
request; and

e The name, address (mailing and email), and phone number of the representative of the
Office of the State Long-Term Care ombudsman.

For nursing facility residents with intellectual and developmental disabilities (or related
disabilities) or with mental illness (or related disabilities), the notice must include the name,
mailing and e-mail addresses and phone number of the state agency responsible for /e
protection and advocacy for these populations.

Timing of the Notice
Generally, this notice must be provided at least 30 days prior to the transfer or discharge of the
resident. Exceptions to the 30-day requirement apply when the transfer or discharge is affected

because:

o The health and/or safety of individuals in the facility would be endangered due to the
clinical or behavioral status of the resident;



o The resident’s health improves sufficiently to allow a more immediate transfer or
discharge;

o An immediate transfer or discharge is required by the resident’s urgent medical needs,
or

o A resident has not resided in the facility for 30 days.

In these exceptional cases, the notice must be provided to the resident, resident’s
representative if appropriate, and LTC ombudsman as soon as practicable before the transfer
or discharge.

Changes to the Notice

If information in the notice changes, the facility must update the recipients of the notice as
soon as practicable with the new information to ensure that residents and their representatives
are aware of and can respond appropriately. For significant changes, such as a change in the
transfer or discharge destination, a new notice must be given that clearly describes the
change(s) and resets the transfer or discharge date in order to provide 30 day advance
notification and permit adequate time for discharge planning. Surveyors should be aware that
if a change in destination indicates that the original basis for discharge has changed, a new
notice is required and additional appeal rights may exist for the resident. This situation may
require further investigation to determine whether the facility is in compliance with the
Transfer and Discharge requirements at 42 CFR 483.15(c).

Example: A facility determines it cannot meet a resident’s needs and arranges for discharge to
another nursing home which can meet the resident’s needs. Before the discharge occurs, the
receiving facility declines to take the resident and the discharging facility changes the
destination to a setting that does not appear to meet the resident’s ongoing medical needs.

This could indicate that the basis for discharge has changed, and would require further
investigation.

NOTE: Federal regulations at 42 CFR Part 431, Subpart E, Fair Hearings for Applicants and
Beneficiaries, address the requirements for States to implement a fair hearing process.

Notice in Advance of Facility Closure:
Refer to §483.70(1), F845 for guidance related to evaluating Notice in Advance of
Facility Closure.

F624
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.15(c)(7) Orientation for transfer or discharge.

A facility must provide and document sufficient preparation and orientation to residents to
ensure safe and orderly transfer or discharge from the facility. This orientation must be
provided in a form and manner that the resident can understand.

DEFINITIONS



“Transfer and Discharge”: Includes movement of a resident to a bed outside of the certified
facility whether that bed is in the same physical plant or not. Transfer and discharge does not
refer to movement of a resident to a bed within the same certified facility. (See §483.5)
Specifically, transfer refers to the movement of a resident from a bed in one certified facility
to a bed in another certified facility when the resident expects to return to the original facility.
Discharge refers to the movement of a resident from a bed in one certified facility to a bed in
another certified facility or other location in the community, when return to the original
facility is not expected.

GUIDANCE

The guidance at this tag addresses the immediate orientation and preparation necessary for a
facility-initiated transfer, such as to a hospital emergency room or therapeutic leave where
discharge planning is not required because the resident will return, or for an emergent or
immediate facility-initiated discharge where a complete discharge planning process is not
practicable. For concerns related to how the facility planned for a discharge that meets a
resident’s health and safety needs, as well as their preferences and goals in circumstances
which permit a complete discharge planning process, please refer to F660, Discharge
Planning.

Sufficient preparation and orientation means the facility informs the resident where he or she
is going, and takes steps under its control to minimize anxiety. Examples of preparation and
orientation may include explaining to a resident why they are going to the emergency room or
other location or leaving the facility; working with family or resident’s representative to assure
that the resident’s possessions (as needed or requested by the resident) are not left behind or
lost; and ensuring that staff handle transfers and discharges in a manner that minimizes anxiety
or depression and recognizes characteristic resident reactions identified by the resident’s
assessment and care plan.

The facility must orient and prepare the resident regarding his or her transfer or discharge in a
form and manner that the resident can understand. The form and manner of this orientation
and preparation must take into consideration factors that may affect the resident’s ability to
understand, such as educational level, language and/or communication barriers, and physical
and mental impairments. The facility must also document this orientation in the medical
record, including the resident’s understanding of the transfer or discharge.

Other tags for consideration would be:

e F622, Transfer and Discharge Requirements, specifically the clinical information that
must be conveyed to the receiving provider, if the transfer or discharge is to another
healthcare setting; and

o [F843, Transfer Agreement, for concerns related to timely transfer to the acute care
facility.

PROCEDURES
e Review nursing notes and any other relevant documentation to see if appropriate
orientation and preparation of the resident prior to transfer and discharge has occurred.



e Through record review and interviews, determine if the resident received sufficient
preparation prior to transfer or discharge, and if they understood the information
provided to them.

e Were the resident’s needed/requested possessions transferred with the resident to the
new location?

Ask resident or his or her representative if they understand why the transfer or discharge
occurred.

F626
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.15(e)(1) Permitting residents to return to facility.

A facility must establish and follow a written policy on permitting residents to return to the
facility after they are hospitalized or placed on therapeutic leave. The policy must provide
for the following.

(i) A resident, whose hospitalization or therapeutic leave exceeds the bed-hold period
under the State plan, returns to the facility to their previous room if available or
immediately upon the first availability of a bed in a semi-private room if the
resident—

(A) Requires the services provided by the facility; and
(B) Is eligible for Medicare skilled nursing facility services or Medicaid nursing
facility services.
(ii) If the facility that determines that a resident who was transferred with an
expectation of returning to the facility, cannot return to the facility, the facility must
comply with the requirements of paragraph (c) as they apply to discharges.

§483.15(e)(2) Readmission to a composite distinct part. When the facility to which a
resident returns is a composite distinct part (as defined in § 483.5), the resident must be
permitted to return to an available bed in the particular location of the composite distinct
part in which he or she resided previously. If a bed is not available in that location at the
time of return, the resident must be given the option to return to that location upon the
first availability of a bed there.

INTENT

To ensure that facilities develop and implement policies that address permitting residents to
return to the facility after a hospitalization or therapeutic leave. Specifically, residents who
are hospitalized or on therapeutic leave are allowed to return 7o the facility for skilled nursing
or nursing facility care or services. When a facility does not allow the resident to return, the
facility has initiated a discharge, and the facility must comply with Transfer and Discharge
Requirements at §483.15(¢c). The resident must be permitted to return and resume residence in
the facility while an appeal of the discharge is pending.

DEFINITIONS



Bed-hold: Holding or reserving a resident’s bed while the resident is absent from the facility
for therapeutic leave or hospitalization.

“Composite Distinct Part”: A composite distinct part is a distinct part consisting of two or
more noncontiguous components that are not located within the same campus, as that term is
defined in §413.65(a)(2). The definition and additional requirements specific to SNF/NF
composite distinct parts are found at §483.5.

“Campus”: Campus is defined in §413.65(a)(2) and means the physical area immediately
adjacent to the provider’s main buildings, other areas and structures that are not strictly
contiguous to the main buildings but are located within 250 yards of the main buildings, and
any other areas determined on an individual case basis, by the CMS regional office, to be part
of the provider’s campus.

“Distinct Part”: A distinct part SNF or NF is physically distinguishable from the larger
institution or institutional complex that houses it, meets the requirements of paragraph (2) of
this definition at §483.5, and meets the applicable statutory requirements for SNFs or NFs in
sections 1819 or 1919 of the Act, respectively. A distinct part SNF or NF may be comprised of
one or more buildings or designated parts of buildings (that is, wings, wards, or floors) that
are: In the same physical area immediately adjacent to the institution's main buildings; other
areas and structures that are not strictly contiguous to the main buildings but are located within
close proximity of the main buildings; and any other areas that CMS determines on an
individual basis, to be part of the institution's campus. A distinct part must include all of the
beds within the designated area, and cannot consist of a random collection of individual rooms
or beds that are scattered throughout the physical plant. The term “distinct part” also includes a
composite distinct part that meets the additional requirements specified in the definition of
“composite distinct part” of §483.5 described above. Requirements specific to distinct part
SNFs or NFs are found at §483.5.

“Therapeutic Leave”: Resident absences for purposes other than required hospitalization.
GUIDANCE §483.15(e)

Facilities must develop and implement policies for bed-hold and permitting residents to return
following hospitalization or therapeutic leave. These policies apply to all residents,
regardless of their payment source. The facility policies must provide that residents who
seek to return to the facility within the bed-hold period defined in the State plan are allowed
to return to their previous room, if available. Additionally, residents who seek to return to
the facility after the expiration of the bed-hold period or when state law does not provide for
bed-holds are allowed to return to their previous room if available or immediately to the first
available bed in a semi-private room provided that the resident:

o Still requires the services provided by the facility; and
o [s eligible for Medicare skilled nursing facility or Medicaid nursing facility
services.



The policies must also provide that if the facility determines that a resident cannot return, the
facility must comply with the requirements of paragraph at 42 CFR 483.15(c) as they apply to
facility-initiated discharges.

Medicaid-eligible residents must be permitted to return to the first available bed even if the
residents have outstanding Medicaid balances.

Not Permitting Residents to Return

Not permitting a resident to return following hospitalization or therapeutic leave constitutes a
facility-initiated discharge and requires a facility to meet the requirements as outlined in
§483.15(c)(1)(11). A facility must not discharge a resident unless:

1. The discharge or transfer is necessary for the resident’s welfare and the facility cannot
meet the resident’s needs.

2. The resident’s health has improved sufficiently so that the resident no longer needs the
services of the facility.

3. The resident’s clinical or behavioral status endangers the safety of individuals in the
facility.

4. The resident’s clinical or behavioral status endangers the health of individuals in the
facility.

5. The resident has failed, after reasonable and appropriate notice, to pay for (or to have
paid under Medicare or Medicaid) his or her stay at the facility which applies if:
e the resident does not submit the necessary paperwork for third party payment, or
e the third party, including Medicare or Medicaid, denies the claim and the resident

refuses to pay for his or her stay.
6. The facility ceases to operate.

For concerns related to a facility not permitting a resident to return, the surveyor should
investigate to determine if the basis for discharge meets one of the requirements /isted above
which are also found at F622, §483.15(c)(1)(i)(A) through (F)).

As noted at §483.15(c)(2)(1)(B), when the facility transfers or discharges a resident for the
resident’s welfare, or because the resident’s needs cannot be met in the facility, the medical
record must contain documentation of the specific resident needs that cannot be met, facility
attempts to meet those needs, and the service available at the receiving facility to meet the needs.

Resident decisions to refuse care should not be considered a basis for transfer or discharge
unless the refusal poses a risk to the resident’s or other individuals’ health and/or safety. In
situations where a resident’s choice to refuse care or treatment poses a risk to the resident’s or
others’ health or safety, the comprehensive care plan must identify the care or service being
declined, the risk the declination poses to the resident, and efforts by the interdisciplinary team
to educate the resident and the representative, as appropriate (See F656, §483.21(b)(1)(ii1),
Comprehensive Care Plans.)

If unable to resolve situations where a resident’s refusal for care poses a risk to the resident’s or
others’ health or safety, the facility administration, nursing and medical director may wish to



convene an ethics meeting, which includes legal consultation, in order to determine if the facility
can meet the resident’s needs, or if the resident should be transferred or discharged.

If a facility does not permit a resident who went on therapeutic leave to return, the facility
must meet the requirements for a facility-initiated discharge at F622. Because the facility was
able to care for the resident prior to therapeutic leave, documentation related to the basis for
discharge must clearly show why the facility can no longer care for the resident.

Additionally, facilities must not treat situations where a resident goes on therapeutic leave and
returns later than agreed upon, as a resident-initiated discharge. The resident must be permitted
to return and be appropriately assessed for any ill-effects from being away from the facility
longer than expected, and provide any needed medications or treatments which were not
administered because they were out of the building. If a resident has not returned from
therapeutic leave as expected, the medical record should show evidence that the facility
attempted to contact the resident and resident representative. The facility must not initiate a
discharge unless it has ascertained from the resident or resident representative that the resident
does not wish to return.

NOTE: Situations in which residents sign out of the facility or leave Against Medical Advice
(AMA) should be thoroughly investigated to determine if the discharge is facility- or resident-
initiated. If evidence reveals that a resident or resident representative was forced, pressured,
or intimidated into leaving AMA, the discharge would be considered a facility-initiated
discharge, requiring further investigation to determine compliance with the requirements at
483.15(c), including the requirement to provide a notice at F'623. See additional guidance on
AMA discharges at F660 and guidance on Abuse, Neglect and Exploitation at F600.

A facility may have concerns about permitting a resident to return to the facility after a hospital
stay due to the resident’s clinical or behavioral condition at the time of transfer.

The facility must not evaluate the resident based on his or condition when originally transferred
to the hospital. If the facility determines it will not be permitting the resident to return, the
medical record should show evidence that the facility made efforts to:

e Determine if the resident still requires the services of the facility and is eligible for Medicare
skilled nursing facility or Medicaid nursing facility services.

e Ascertain an accurate status of the resident’s condition—this can be accomplished via
communication between hospital and nursing home staff and/or through visits by nursing
home staff to the hospital.

¢ Find out from the hospital the treatments, medications, and services the facility would
need to provide to meet the resident’s needs upon returning to the facility. If the facility
is unable to provide the treatments, medications, and services needed, the facility may not
be able to meet the resident’s needs. For example, a resident now requires ventilator care
or dialysis, and the nursing home is unable to provide this same level of care.

e Work with the hospital to ensure the resident’s condition and needs are within the nursing
home’s scope of care, based on its facility assessment, prior to hospital discharge. For
example, the nursing home could ask the hospital to:

o Attempt reducing a resident’s psychotropic medication prior to discharge and



monitor symptoms so that the nursing home can determine whether it will be able to
meet the resident’s needs uponreturn;

o Convert IV medications to oral medications and ensure that the oral
medications adequately address the resident’sneeds.

If the facility does not permit a resident’s return to the facility (i.e., initiates a discharge) based
on inability to meet the resident’s needs, documentation must be in accordance with
requirements at $483.15(c)(2)(i)(B). The facility must notify the resident, his or her
representative, and the LTC ombudsman in writing of the discharge, including notification of
appeal rights. (§483.15(c)(3) and (5)(iv)) If the resident chooses to appeal the discharge, the
facility must allow the resident to return to his or her room or an available bed in the nursing
home during the appeal process, unless there is documented evidence that the resident’s return
would endanger the health or safety of the resident or other individuals in the facility. (§483.15

(©)(1)(ii))

For concerns regarding notification of discharge, and the resident’s right to appeal the
discharge, refer to the regulation and guidance at §§483.15(c)(3)-(5)(F623).

Composite Distinct Part

If a facility does not have a composite distinct part, §483.15(e)(2) does not apply. When a
resident is returning to a composite distinct part, he/she must be allowed to return to an
available bed in the particular location of the composite distinct part in which he/she resided
previously, or the next available bed in that location.

NOTE: If there are concerns as to whether or not a facility is appropriately certified as a
distinct or composite distinct part, consult with the CMS Regional Office for clarification.

INVESTIGATIVE PROTOCOL

Use the Critical Element (CE) Pathways for Discharge, or Hospitalization, as appropriate,
along with the above interpretive guidelines when determining if the facility meets the
requirements for, or investigating concerns related to the facility requirements to permit
residents to return following hospitalization or therapeutic leave.

Summary of Investigative Procedure

If concerns arise regarding facility failure to permit a resident to return, review the medical
record for evidence of whether a notice of transfer and discharge and notice of bed-hold
were provided. Determine the basis for discharge and how the facility evaluated the resident.
The surveyor may have to obtain hospital records for further investigation. Review any
other documentation necessary to ascertain the extent to which the facility made efforts to
enable the resident to return.

In cases where a facility did not allow a resident to return due to lack of an available bed, the
surveyor should review facility admissions beginning with when the resident was ready to
return to determine whether the facility held the resident’s bed in accordance with its bed-hold
policies, or, if the resident’s stay outside of the facility exceeded the bed-hold period, whether
there was an available bed at the time the resident sought return to the facility. If there was
not an available bed at the time the resident sought return to the facility, the surveyor should



determine whether or not the resident was allowed to return to the first available bed in a
semi-private room.

When a facility alleges they cannot meet the resident’s needs and does not allow a resident to
return, the surveyor should 1) investigate why the resident’s needs cannot be met, and 2) review
facility admissions to determine if residents with similar care needs have been admitted or
permitted to remain, which could indicate the facility has the capability to meet the needs of the
resident who is not being allowed to return and demonstrates noncompliance with this
requirement.

KEY ELEMENTS OF NONCOMPLIANCE to cite deficient practice at F626, the
surveyor's investigation will generally show that the facility failed to:

e Establish and/or implement a policy that is in accordance with the State Medicaid plan,
and addresses returning to the facility following hospitalization or therapeutic leave; or

e Ensure that residents whose hospitalization or therapeutic leave exceeds the State’s bed-
hold period are returned to their previous room and/or the first available bed in a semi-
private room; or

e Permit a resident to return to the same composite distinct part in which they previously
resided.

DEFICIENCY CATEGORIZATION
In addition to actual or potential physical harm, always consider whether psychosocial harm
has occurred when determining severity level (See Psychosocial Outcome Severity Guide).

Examples of Severity Level 4 Non-compliance: Immediate Jeopardy to Resident
Health or Safety include, but are not limited to:

Facility failed to allow a resident to return following therapeutic leave to a family
member’s home, resulting in the resident being found living on the street, without
adequate food and shelter, and susceptible to serious accidents.

Examples of Severity Level 3 Noncompliance: Actual Harm that is not Immediate
Jeopardy include, but are not limited to:

e Facility failed to allow a resident to return to an available bed in the same location of
the composite distinct part iz which they resided previously. The new location was not
on the same campus where the resident previously resided, and was farther from the
resident’s family, resulting in the resident expressing sustained and persistent sadness
and withdrawal.

o After transfer to a behavioral health hospital, a facility failed to allow a resident to
return to the facility where the resident had lived for several months. The facility then
refused to allow the resident to return to the facility when the hospitalization ended,
resulting in the resident being transferred from the hospital to a different nursing home
40 minutes away, where he did not know anyone, and where he developed increased
anxiety and depression.



An example of Severity Level 2 Noncompliance: No Actual Harm with Potential for
More Than Minimal Harm that is Not Immediate Jeopardy includes, but is not limited
to:

e Facility failed to allow a resident to return to his/her previous room (even though it was
available) upon return from the hospital, which resulted in no more than minimal harm as
the resident adjusted to the new room. This noncompliance has the potential to cause
more than minimal psychosocial harm.

An example of Severity Level 1 noncompliance: No actual harm with potential for
minimal harm includes, but is not limited to:
A facility which is a composite distinct part permitted a resident to return following
hospitalization or therapeutic leave, however, the resident returned to a different location in the
composite distinct part even though a bed was available in the same location where the resident
had resided prior to transfer. The resident did not express displeasure with the situation.

Fo641
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.20(g) Accuracy of Assessments.
The assessment must accurately reflect the resident’s status.

INTENT §483.20(g)

To assure that each resident receives an accurate assessment, reflective of the resident’s status
at the time of the assessment, by staff qualified to assess relevant care areas and are
knowledgeable about the resident’s status, needs, strengths, and areas of decline.

GUIDANCE §483.20(g)

“Accuracy of Assessment” means that the appropriate, qualified health professionals correctly
document the resident’s medical, functional, and psychosocial problems and identify resident
strengths to maintain or improve medical status, functional abilities, and psychosocial status
using the appropriate Resident Assessment Instrument (RAI) (i.e. comprehensive, quarterly,
significant change in status).

Facilities are responsible for ensuring that all participants in the assessment process have the
requisite knowledge to complete an accurate assessment.

The determination of appropriate participation of health professionals must be based on the
physical, mental and psychosocial condition of each resident. This includes an appropriate level
of involvement of physicians, nurses, rehabilitation therapists, activities professionals, medical
social workers, dietitians, and other professionals, such as developmental disabilities specialists,
in assessing the resident, and in correcting resident assessments. Involvement of other
disciplines is dependent upon resident status and needs.

The assessment must represent an accurate picture of the resident’s status during the
observation period of the MDS. The Observation Period (also known as the Look-back period)



is the time period over which the resident’s condition or status is captured by the MDS
assessment and ends at 11:59 p.m. on the day of the Assessment Reference Date (ARD). Be
aware that different items on the MDS have different Observation Periods.

When the MDS is completed, only those occurrences during the observation period will be
captured on the assessment. In other words, if it did not occur during the observation period, it
is not coded on the MDS.

Note: CMS is aware of situations where practitioners have potentially misdiagnosed residents
with a condition for which antipsychotics are an approved use (e.g., new diagnosis of
schizophrenia) which would then exclude the resident from the long-stay antipsychotic quality
measure. For these situations, determine if non-compliance exists for the facility’s completion
of an accurate assessment. This practice may also require referrals by the facility and/or the
survey team to State Medical Boards or Boards of Nursing.

The initial comprehensive assessment provides starting point data for ongoing assessment of
resident progress.

PROBES §483.20(g)

e Based on your total review of the resident, observations, interviews and record reviews,
does each portion of the MDS assessment accurately reflect the resident’s status as of the
Assessment Reference Date?

e s there evidence that the health professionals who assessed the resident had the skills and
qualifications to conduct the assessment? For example, has the resident’s nutritional
status been assessed by someone who is knowledgeable in nutrition and capable of
correctly assessing a resident?

F656
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.21(b) Comprehensive Care Plans

§483.21(b)(1) The facility must develop and implement a comprehensive person-centered
care plan for each resident, consistent with the resident rights set forth at §483.10(c)(2) and
§483.10(c)(3), that includes measurable objectives and timeframes to meet a resident's
medical, nursing, and mental and psychosocial needs that are identified in the
comprehensive assessment. The comprehensive care plan must describe the following —

(i) The services that are to be furnished to attain or maintain the resident's highest
practicable physical, mental, and psychosocial well-being as required under §483.24,
§483.25 or §483.40; and

(ii) Any services that would otherwise be required under §483.24, §483.25 or §483.40
but are not provided due to the resident's exercise of rights under §483.10, including
the right to refuse treatment under §483.10(c)(6).

(iii) Any specialized services or specialized rehabilitative services the nursing facility
will provide as a result of PASARR recommendations. If a facility disagrees with the



findings of the PASARR, it must indicate its rationale in the resident’s medical

record.

(iv)In consultation with the resident and the resident’s representative(s)—

(A) The resident’s goals for admission and desired outcomes.

(B) The resident’s preference and potential for future discharge. Facilities must
document whether the resident’s desire to return to the community was assessed
and any referrals to local contact agencies and/or other appropriate entities, for
this purpose.

(C) Discharge plans in the comprehensive care plan, as appropriate, in accordance
with the requirements set forth in paragraph (c) of this section.

§483.21(b)(3) The services provided or arranged by the facility, as outlined by the
comprehensive care plan, must—
(iii) Be culturally-competent and trauma—informed.

INTENT

Each resident will have a person-centered comprehensive care plan developed and implemented
to meet his or her preferences and goals, and address the resident’s medical, physical, mental and
psychosocial needs.

DEFINITIONS

“Culture” is the conceptual system that structures the way people view the world—it is the
particular set of beliefs, norms, and values that influence ideas about the nature of relationships,
the way people live their lives, and the way people organize their world. Adopted from Substance
Abuse and Mental Health Services Administration. Improving Cultural Competence.

Treatment Improvement Protocol (TIP) Series No. 59. HHS Publication No. (SMA) 14-4849.
https.//store.samhsa.gov/system/files/smal4-4849.pdf.

“Cultural Competency” is a developmental process in which individuals or institutions achieve
increasing levels of awareness, knowledge, and skills along a cultural competence continuum.
Cultural competence involves valuing diversity, conducting self-assessments, avoiding
stereotypes, managing the dynamics of difference, acquiring and institutionalizing cultural
knowledge, and adapting to diversity and cultural contexts in communities.

US Department of Health and Human Services publication: A Blueprint for Advancing and
Sustaining CLAS Policy and Practice at: hitps://www.thinkculturalhealth.hhs.gov/clas/blueprint.

“Resident’s Goal” refers to the resident’s desired outcomes and preferences for admission,
which guide decision-making during care planning.

“Interventions” are actions, treatments, procedures, or activities designed to meet an objective.
“Measurable” is the ability to be evaluated or quantified.

“Objective” is a statement describing the results to be achieved to meet the resident’s goals.


https://store.samhsa.gov/system/files/sma14-4849.pdf
https://www.thinkculturalhealth.hhs.gov/assets/pdfs/EnhancedCLASStandardsBlueprint.pdf
https://www.thinkculturalhealth.hhs.gov/assets/pdfs/EnhancedCLASStandardsBlueprint.pdf
https://www.thinkculturalhealth.hhs.gov/clas/blueprint

“Person-centered care” means to focus on the resident as the locus of control and support the
resident in making their own choices and having control over their daily lives.

“Trauma-informed care” is an approach to delivering care that involves understanding,
recognizing and responding to the effects of all types of trauma. A trauma-informed approach to
care delivery recognizes the widespread impact, and signs and symptoms of trauma in residents,
and incorporates knowledge about trauma into care plans, policies, procedures and practices to
avoid re-traumatization. Adapted from: SAMHSA’s Concept of Trauma and Guidance for a
Trauma-Informed Approach, https.//store.samhsa.gov/system/files/smal4-4884.pdf.

GUIDANCE

Through the care planning process, facility staff must work with the resident and his/her
representative, if applicable, to understand and meet the resident’s preferences, choices and goals
during their stay at the facility. The facility must establish, document and implement the care and
services to be provided to each resident to assist in attaining or maintaining his or her highest
practicable quality of life. Care planning drives the type of care and services that a resident
receives. If care planning is not complete, or is inadequate, the consequences may negatively
impact the resident’s quality of life, as well as the quality of care and services received.

Facilities are required to develop care plans that describe the resident's medical, nursing,
physical, mental and psychosocial needs and preferences and how the facility will assist in
meeting these needs and preferences. Care plans must include person-specific, measurable
objectives and timeframes in order to evaluate the resident’s progress toward his/her goal(s).

Care plans must be person-centered and reflect the resident’s goals for admission and desired
outcomes. Person-centered care means the facility focuses on the resident as the center of
control, and supports each resident in making his or her own choices. Person-centered care
includes making an effort to understand what each resident is communicating, verbally and
nonverbally, identifying what is important to each resident with regard to daily routines and
preferred activities, and having an understanding of the resident’s life before coming to reside in
the nursing home.

Residents’ goals set the expectations for the care and services he or she wishes to receive. For
example, a resident admitted for rehabilitation may have the following goal — “Receive the
necessary care and services so that I may return to independent living.” Another resident may
have a goal of receiving the necessary care and services to meet needs they cannot independently
achieve, while maintaining as much independence as possible. And yet another resident or his or
her representative, if applicable, may have a goal of receiving the necessary care and services to
keep the resident comfortable and pain-free at the end of their life. Each of these examples would
be supported by measurable objectives, interventions and timeframes designed to meet each
specific resident goal.

Measurable objectives describe the steps toward achieving the resident’s goals, and can be
measured, quantified, and/or verified. For example, “Mrs. Jones, who underwent hip


https://store.samhsa.gov/system/files/sma14-4884.pdf

replacement, will report adequate pain control (as evidenced by pain at 1-3, on a scale of 1-10)
throughout her SNF stay.” Facility staff will use this objective to monitor the resident’s progress.

The comprehensive care plan must reflect interventions to enable each resident to meet his/her
objectives. Interventions are the specific care and services that will be implemented.
Interventions for the example above, related to pain, may include, but are not limited to:

e Evaluate pain level using pain scale (0-10) 45 minutes after administering pain
medication,;
e Administer pain medication 45-60 minutes prior to physical therapy.

When developing the comprehensive care plan, facility staff must, at a minimum, use the
Minimum Data Set (MDS) to assess the resident’s clinical condition, cognitive and functional
status, and use of services.

If a Care Area Assessment (CAA) is triggered, the facility must further assess the resident to
determine whether the resident is at risk of developing, or currently has a weakness or need
associated with that CAA, and how the risk, weakness or need affects the resident.
Documentation regarding these assessments and the facility’s rationale for deciding whether or
not to proceed with care planning for each area triggered must be recorded in the medical record.

There may be times when a resident risk, weakness or need is identified within the context of the
MDS assessment, but may not cause a CAA to trigger. The facility is responsible for addressing
these areas and must document the assessment of these risks, weaknesses or needs in the medical
record and determine whether or not to develop a care plan and interventions to address the area.
If the decision to proceed to care planning is made, the interdisciplinary team (IDT), in
conjunction with the resident and/or resident’s representative, if applicable (§483.21(b)(2)(ii)),
must develop and implement the comprehensive care plan and describe how the facility will
address the resident’s goals, preferences, strengths, weaknesses, and needs.

NOTE: Although Federal requirements dictate the completion of RAI assessments according to
certain time frames, standards of good clinical practice dictate that the clinical assessment
process is more fluid and should be ongoing. The lack of ongoing clinical assessment and
identification of changes in condition to meet the resident’s needs between required RAI
assessments should be addressed at §483.35 Nursing Services, F726 (competency and skills to
identify and address a change in condition), and the relevant outcome tag, such as §483.12
Abuse, §483.24 Quality of Life, §483.25 Quality of Care, and/or §483.40 Behavioral Health.

In some cases, a resident may wish to refuse certain services or treatments that professional staff
believes may be indicated to assist the resident in reaching his or her highest practicable level of
well-being or to keep the resident safe. In situations where a resident’s choice to decline care or
treatment (e.g., due to preferences, maintain autonomy, etc.) poses a risk to the resident’s health
or safety, the comprehensive care plan must identify the care or service being declined, the risk
the declination poses to the resident, and efforts by the interdisciplinary team to educate the
resident and the representative, as appropriate. The facility’s attempts to find alternative means
to address the identified risk/need should be documented in the care plan. See guidelines at



§483.10(c)(6) (F578) for additional guidance concerning the resident’s decision to refuse
treatment. Additionally, a resident’s decision-making ability may decline over time. The facility
should determine how the resident’s decisions may increase risks to health and safety, evaluate
the resident’s decision making capacity, and involve the interdisciplinary team and the resident’s
representative, if applicable, in the care planning process.

In addition to addressing preferences and needs assessed by the MDS, the comprehensive care
plan must coordinate with and address any specialized services or specialized rehabilitation
services the facility will provide or arrange as a result of PASARR recommendations. If the IDT
disagrees with the findings of the PASARR, it must indicate its rationale in the resident’s
medical record. The rationale should include an explanation of why the resident’s current
assessed needs are inconsistent with the PASARR recommendations and how the resident would
benefit from alternative interventions. The facility should also document a resident’s the
resident’s preference for a different approach to achieve goals or refusal of recommended
services.

Residents’ preferences and goals may change throughout their stay, so facilities should have
ongoing discussions with the resident and resident representative, if applicable, so that changes
can be reflected in the comprehensive care plan.

The comprehensive care plan must address a resident’s preference for future discharge, as early
as upon admission, to ensure that each resident is given every opportunity to attain his/her
highest quality of life. This encourages facilities to operate in a person-centered fashion that
addresses resident choice and preferences.

Culturally Competent Care

Cultural competency, (also known as cultural responsiveness, cultural awareness, and cultural
sensitivity) refers to a person’s ability to interact effectively with persons of cultures different
from his/her own. it means being respectful and responsive to the health beliefs, practices and
cultural and linguistic needs of diverse population groups, such as racial, ethnic, religious or
social groups (https.//www.samhsa.gov/capt/applying-strategic-prevention/cultural-
competence). The interventions in the resident’s care plan must reflect the individual resident’s
needs and preferences and align with the resident’s cultural identity.

Trauma-Informed Care

Given the widespread nature and highly individualized experience of trauma, the utilization of
trauma-informed approaches is an essential part of person-centered care. Facilities must
recognize the effects of past trauma on residents and collaborate with the resident, family and
friends of the resident to identify and implement individualized interventions. Interventions for
trauma survivors should recognize the interrelation between trauma and symptoms of trauma
such as substance abuse, eating disorders, aggression, depression, anxiety, and withdrawal or
isolation from others.



Surveyors should refer to the following when investigating concerns related to culturally-
competent, trauma-informed care:

o [F656: For concerns related to development or implementation of culturally competent
and/or trauma-informed care plan interventions;

e ['699: For concerns related to outcomes or potential outcomes to the resident related to
culturally-competent and/or trauma-informed care;

o [F726: For concerns related to the knowledge, competencies, or skill sets of nursing staff
to provide care or services that are culturally competent and trauma-informed.

o F742: For concerns related to treatment and services for resident with history of trauma
and)/or history of post-traumatic stress disorder (PTSD)

INVESTIGATIVE PROCEDURES

Use the Critical Element (CE) Pathway associated with the issue under investigation, or if there
is no specific CE Pathway, use the General Critical Element Pathway, along with the above
interpretive guidelines when determining if the facility meets the requirements for, or
investigating concerns related to the facility’s requirement to develop and implement a
Comprehensive Care Plan. If systemic concerns are identified with Comprehensive Care Plans,
use the probes below to assist in your investigation

PROBES

e Does the care plan address the goals, preferences, needs and strengths of the resident,
including those identified in the comprehensive resident assessment, to assist the resident
to attain or maintain his or her highest practicable well-being and prevent avoidable
decline?

e Are objectives and interventions person-centered, measurable, and do they include time
frames to achieve the desired outcomes?

e I[s there evidence of resident and, if applicable resident representative participation (or
attempts made by the facility to encourage participation) in developing person-centered,
measurable objectives and interventions?

e Does the care plan describe specialized services and interventions to address PASARR
recommendations, as appropriate?

e Does the care plan describe interventions that reflect the resident’s cultural preferences,
values and practices?

e For residents with a history of trauma, does the care plan describe corresponding
interventions for care that are in accordance with professional standards of practice and
accounting for residents' experiences and preferences in order to eliminate or mitigate
triggers that may cause re-traumatization of the resident? (See §483.25(m))

e s there evidence that care plan interventions were implemented consistently across all
shifts?

e s there a process in place to ensure direct care staff are aware of and educated about the
care plan interventions?



Determine whether the facility has provided adequate information to the resident and, if
applicable resident representative so that he/she was able to make informed choices
regarding treatment and services.

Evaluate whether the care plan reflects the facility’s efforts to find alternative means to
address care of the resident if he or she has refused treatment.

POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION

F658: for concerns regarding the delivery of care within professional standards of
practice.

If the surveyor identifies concerns about the resident’s care plan being individualized and
person-centered, the surveyor should also review requirements at:

Resident Rights, §483.10

Resident assessment, §483.20

Activities, §483.24(c)

Nursing services, §483.35

Food and nutrition services, §483.60

Facility assessment, §483.70(e)

Cultural competence and trauma-informed care, §483.25(m)
Treatment/Services for mental/psychosocial concerns §483.40(b)(1)

KEY ELEMENTS OF NON-COMPLIANCE

To cite deficient practice at F656, the surveyor's investigation will generally show that the
facility failed to do one or more of the following:

Develop and implement a care plan that:

o Is comprehensive and individualized;

o Is consistent with the resident’s goals and right to be informed and participate in
his/her treatment;

o Meets each of the medical, nursing, mental and psychosocial needs identified on the
resident’s comprehensive assessment;

o Includes measurable objectives, interventions and timeframes for how staff will meet
the resident’s needs.

Develop and implement a care plan that describes all of the following:

o Resident goals and desired outcomes;

o The care/services that will be furnished so that the resident can attain or maintain
his/her highest practicable physical, mental and psychosocial well-being;

o The specialized services to be provided as a result of the PASARR evaluation and/or
the comprehensive assessment;

o The resident’s discharge plan and any referrals to the local contact agency;

o Refusals of care and action taken by facility staff to educate the resident and resident
representative, if applicable, regarding alternatives and consequences;



o Care and services which are culturally competent and trauma-informed.

DEFICIENCY CATEGORIZATION
Examples of Level 4, immediate jeopardy to resident health and safety, include, but are not
limited to:

A resident has a known history of inappropriate sexual behaviors and aggression, but the
comprehensive care plan did not address the resident’s inappropriate sexual behaviors or
aggression which placed the resident and other residents in the facility at risk for serious
physical and/or psychosocial injury, harm, impairment, or death.

The facility failed to implement care plan interventions to monitor a resident with a
known history of elopement attempts, which resulted in the resident leaving the building
unsupervised, putting the resident at risk for serious injury or death.

The facility failed to identify a resident’s cultural dietary restrictions related to eating
pork. After eating her dinner, upon realization that she had eaten pork, the resident
began crying inconsolably and screaming that this was explicitly forbidden in her culture
and faith of Islam. The resident remained tearful and inconsolable for several days, and
would not eat the food provided by the facility, which resulted in weight loss and serious
psychosocial harm.

Examples of Level 3, actual harm that is not immediate jeopardy include, but are not
limited to:

The CAA Summary for a resident indicates the need for a care plan to be developed to
address nutritional risks in a resident who had poor nutritional intake. A care plan was not
developed, or the care plan interventions did not address the problems/risks identified.
The lack of interventions caused the resident to experience weight loss.

Lack of care plan interventions to address a resident’s anxiety, depression, and
hallucinations resulted in psychosocial harm to the resident

Examples of Level 2, no actual harm, with potential for than more than minimal harm, that
is not immediate jeopardy, include, but are not limited to:

During the comprehensive assessment, a resident indicated a desire to participate in
particular activities, but the comprehensive care plan did not address the resident’s
preferences for activities, which resulted in the resident complaining of being bored, and
sometimes feeling sad about not participating in activities he/she expressed interest in
attending.

An inaccurate or incomplete care plan resulted in facility staff providing one staff to
assist the resident, when the resident required the assistance of two staff, which had the
potential to cause more than minimal harm.

An example of Level 1, no actual harm with potential for no more than a minor negative
impact on the resident, includes, but is not limited to:

For one or more care plans, the staff did not include a measurable objective, which resulted in no
more than a minor negative impact on the involved residents.



F658
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.21(b)(3) Comprehensive Care Plans
The services provided or arranged by the facility, as outlined by the comprehensive care
plan, must—

(i) Meet professional standards of quality.

INTENT §483.21(b)(3)(i)
The intent of this regulation is to assure that services being provided meet professional standards
of quality.

GUIDANCE §483.21(b)(3)(i)

“Professional standards of quality” means that care and services are provided according to
accepted standards of clinical practice. Standards may apply to care provided by a particular
clinical discipline or in a specific clinical situation or setting. Standards regarding quality care
practices may be published by a professional organization, licensing board, accreditation body or
other regulatory agency. Recommended practices to achieve desired resident outcomes may also
be found in clinical literature. Possible reference sources for standards of practice include:

o Current manuals or textbooks on nursing, social work, physical therapy, etc.

o Standards published by professional organizations such as the American Dietetic
Association, American Medical Association, American Medical Directors Association,
American Nurses Association, National Association of Activity Professionals, National
Association of Social Work, etc.

e Clinical practice guidelines published by the Agency for Healthcare Research and
Quality.

e Current professional journal articles.

NOTE: Although Federal requirements dictate the completion of RAI assessments according to
certain time frames, standards of good clinical practice dictate that the clinical assessment
process is more fluid and should be ongoing. The lack of ongoing clinical assessment and
identification of changes in condition, to meet the resident’s needs between required RAI
assessments should be addressed at §483.35 Nursing Services, F726 (competency and skills to
identify and address a change in condition), and the relevant outcome tag, such as §483.12
Abuse, §483.24 Quality of Life, §483.25 Quality of Care, and/or §483.40 Behavioral Health.

NOTE: CMS is aware of situations where practitioners have potentially misdiagnosed residents
with a condition for which antipsychotics are an approved use (e.g., new diagnosis of
schizophrenia) which would then exclude the resident from the long-stay antipsychotic quality
measure. For these situations, determine if non-compliance exists related to the practitioner not
adhering to professional standards of quality for assessing and diagnosing a resident. This
practice may also require referrals by the facility and/or the survey team to State Medical
Boards or Boards of Nursing.



PROCEDURES AND PROBES §483.21(b)(3)(i)

There is no requirement for the surveyor to cite a reference or source (e.g., current textbooks,
professional organizations or clinical practice guidelines) for the standard of practice that has not
been followed related to care and services provided within professional scopes of practice, such
as failure of nursing staff to assess a change in the resident’s condition. However, in cases
where the facility provides a reference supporting a particular standard of practice for which the
surveyor has concerns, the surveyor must provide evidence that the standard of practice the
facility is using is not up-to-date, widely accepted, or supported by recent clinical literature. Such
evidence should include a citation for the reference or source (e.g., current textbooks,
professional organizations or clinical practice guidelines) for the current standard of practice
from which facility deviated.

If a negative or potentially negative resident outcome is determined to be related to the facility’s
failure to meet professional standards and the team determines a deficiency has occurred, it
should also be cited under the appropriate quality of care or other relevant requirement. For
example, if a resident develops a pressure injury because the facility’s nursing staff failed to
provide care in accordance with professional standards of quality, the team should cite the
deficiency at both F658 and F686 (Skin Integrity).

e Do the services provided or arranged by the facility, as outlined in the comprehensive
care plan, reflect accepted standards of practice?

e Are the references for standards of practice, used by the facility, up to date, and accurate
for the service being delivered?

KEY ELEMENTS OF NONCOMPLIANCE:
To cite deficient practice at F658, the surveyor's investigation will generally show that the
facility did one or more of the following:

e Provided or arranged for services or care that did not adhere to accepted standards of
quality;

e Provided a service or care when the accepted standards of quality dictate that the service
or care should not have been provided;

o Failed to provide or arrange for services or care that accepted standards of quality dictate
should have been provided.

F659
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.21(b)(3) Comprehensive Care Plans
The services provided or arranged by the facility, as outlined by the comprehensive care
plan, must—
(ii) Be provided by qualified persons in accordance with each resident's written plan of
care.

GUIDANCE



The facility must ensure that services provided or arranged in accordance with the resident’s
plan of care are delivered by individuals who have the skills, experience and knowledge to do a
particular task or activity. This includes proper licensure or certification, if required.

INVESTIGATIVE PROCEDURES AND PROBES
NOTE: Provision of services by qualified individuals would be cited here, but implementation
of the care plan would be cited in F656.

e Are the services identified in the comprehensive care plan being provided by qualified
persons?

o Do staff assigned to the resident have the skills, experience and knowledge to provide
care and services that meet the resident’s needs?

DEFICIENCY CATEGORIZATION
An example of Level 4, immediate jeopardy to resident health or safety includes, but is not
limited to:

e The facility had no qualified staff on duty knowledgeable or competent in how to care for
a resident with a tracheostomy, posing a risk for serious injury, harm, impairment or
death for the resident.

An example of Level 3, actual harm that is not immediate jeopardy includes, but is not
limited to:

e The facility utilized a staff member who was not qualified to draw a resident’s blood,
according to the resident’s care plan, resulting in the resident sustaining extensive
bruising, swelling, pain and decreased ability to use the arm after the blood draw

An example of Level 2, no actual harm with potential for than more than minimal harm
that is not immediate jeopardy includes, but is not limited to:

e The facility failed to ensure staff were qualified to perform blood pressure (BP) readings.
During survey, staff were observed taking and reporting resident BPs that were abnormal.
After further investigation, it was determined that staff were using the incorrect size BP
cuff, yielding inaccurate BP readings, resulting in the potential for more than minimal
harm.

Non-compliance with this regulation places the resident at risk for more than minimal
harm. Therefore, Severity Level 1 does not apply for this regulatory requirement.

F675
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§ 483.24 Quality of life



Quality of life is a fundamental principle that applies to all care and services provided to
facility residents. Each resident must receive and the facility must provide the

necessary care and services to attain or maintain the highest practicable physical, mental,
and psychosocial well-being, consistent with the resident’s comprehensive assessment and
plan of care.

INTENT
The intent of this requirement is to specify the facility’s responsibility to create and sustain an
environment that humanizes and individualizes each resident’s quality of life by:

e Ensuring all staff, across all shifts and departments, understand the principles of quality
of life, and honor and support these principles for each resident; and

¢ Ensuring that the care and services provided are person-centered, and honor and support
each resident’s preferences, choices, values and beliefs.

DEFINITIONS §483.24

“Person Centered Care” — For the purposes of this subpart, person-centered care means to
focus on the resident as the locus of control and support the resident in making their own choices
and having control over their daily lives. (Definitions - §483.5)

“Pervasive” For the purposes of this guidance, pervasive means spread through or embedded
within every part of something.

“Quality of Life” refers to an individual’s “sense of well-being, level of satisfaction with life
and feeling of self-worth and self-esteem. For nursing home residents, this includes a basic sense
of satisfaction with oneself, the environment, the care received, the accomplishments of desired
goals, and control over one’s life.” Adapted from the 1986 Institute of Medicine (IOM) published
report “Improving the Quality of Care in Nursing Homes, ” located at:
hitps://www.ncbi.nlm.nih.gov/books/NBK217548/#ddd00037

GUIDANCE §483.24

Noncompliance at F675 identifies outcomes which rise to the level of immediate jeopardy and
reflect an environment of pervasive disregard for the quality of life of the facility’s residents.
This can include the cumulative effect of noncompliance at other regulatory tags on one or more
residents. To cite noncompliance at F675, the survey team must have evidence that outcomes at
other regulatory tags demonstrate a pervasive disregard for the principles of quality of life.

Principles of Quality of Life

According to the 1986 Institute of Medicine (IOM) published report “Improving the Quality of
Care in Nursing Homes,” principles of Quality of Life included:

e A sense of well-being, satisfaction with life, and feeling of self-worth and self-esteem;
and

e A sense of satisfaction with oneself, the environment, the care received, the
accomplishments of desired goals, and control over one’s life.


https://www.ncbi.nlm.nih.gov/books/NBK217548/#ddd00037

The report also identified that a sense of well-being, self-esteem, and self-worth was enhanced
by personal control over choices, such as mealtimes, activities, clothing, and bedtime; privacy
during visits, and treatments; and “opportunities to engage in religious, political, civic,
recreational or other social activities. Based upon the regulatory requirement stating that quality
of life is an overarching principle that applies to all care and services, the principles as identified
in the IOM report above, will be used for determining whether a resident’s quality of life is being
supported and or enhanced. Refer to this link for the entire IOM report:
https://www.ncbi.nlm.nih.gov/books/NBK217548/#ddd00037

Facilities must create and sustain an environment that humanizes and promotes each resident’s
well-being, and feeling of self-worth and self-esteem. This requires nursing home leadership to
establish a culture that treats each resident with respect and dignity as an individual, and
addresses, supports and/or enhances his/her feelings of self-worth including personal control
over choices, such as mealtimes, activities, clothing, and bedtime; privacy during visits, and
treatments; and opportunities to engage in religious, political, civic, recreational or other social
activities.

Facility leadership must be aware of the culture that exists in its facility and may use various
methods to assess the attitudes and values prevalent amongst staff. These methods include,
reviewing complaints or grievances, which could reasonably impact a resident’s quality of life,
or allegations of abuse, neglect or mistreatment. In order to identify whether staff supports each
resident’s quality of life, leadership should observe and evaluate verbal and nonverbal
interactions between staff and residents. Negative observations could include staff actions such
as, but not limited to, the following:

e Verbalizing negative or condescending remarks, or refusing to provide individualized
care to a resident due to his/her age, race, or cognitive or physical impairments, his/her
political or cultural beliefs, or sexual preferences;

e Dechumanizing an individual through verbal and nonverbal actions such as talking to
others over a resident without acknowledging his/her presence, treating the resident as if
he/she were an object rather than a human being, mistreating, or physically, sexually or
mentally abusing a resident.

These types of staff actions and attitudes do not recognize nor value the individual. An
individual’s life experiences, values, needs, choices and relationships must not be diminished, to
the extent possible, due to admission to a nursing home. Treating a nursing home resident in any
manner that does not uphold a resident’s sense of self-worth, dignity and individuality
dehumanizes the resident and creates an environment that perpetuates an unhealthy, unsafe
attitude towards the resident(s).

In order to achieve a culture and environment that supports quality of life, the facility must
ensure that all staff, across all shifts and departments, understand the principles of quality of life,
and honor and support these principles for each resident and that the care and services that are
provided by the facility are person-centered, and honor and support each resident’s preferences,
choices, values and beliefs.



The Link between Noncompliance at other Regulatory Tags and Noncompliance at Quality
of Life

Quality of Life at F675 should not automatically be cited when noncompliance has been
identified in Resident’s Rights/Quality of Care/Abuse-Neglect or other regulatory tags, unless
the cumulative effect of the noncompliance creates an environment that reflects a complete
disregard of one or more residents’ well-being, and rises to the level of Immediate Jeopardy.

See below for an example of noncompliance at F675 demonstrating the cumulative effect of
noncompliance at other tags for multiple residents:

The facility failed to provide an environment which supported and enhanced each
resident’s quality of life, which was the result of the cumulative effect of noncompliance
cited at dignity, abuse, staffing, and continence care. This noncompliance was found to
be pervasive and created an environment reflecting a complete disregard of one or more
residents’ well-being and quality of life, which has caused or is likely to cause serious
harm related to one or more residents’ self-worth, self-esteem, and well-being.

A complaint investigation revealed facility staff members posted unauthorized videos and
photographs on social media of several residents during bathing, going to the bathroom,
and grooming, including nude photos and photos of genitalia. As a result, the residents
suffered public humiliation and dehumanization. Facility staff interviewed were aware of
this abuse, but did not report to administration due to fear of retaliation by the
perpetrators and fear of losing their jobs.

During a resident council meeting, several residents reported that they heard staff
describing the photos, laughing about the postings and had seen staff passing around cell
phones. As a result, the residents stated that they were afraid to take a shower or bath,
and were extremely uncomfortable when requesting assistance to go to the bathroom
because they thought it might happen to them, and that they had shared these concerns
with other resident’s in the facility. (Refer to noncompliance cited at §483.12, F600 —
Abuse)

When discussing going to the bathroom, the residents stated that in addition to being
afraid of asking for help, when they did, there were not enough staff to answer call
lights. They said that staff would ignore their call light, walk by or would answer the
light and leave without assisting the residents. This had resulted in episodes of
incontinence of urine and feces, which they stated was extremely embarrassing,
humiliating and degrading to them. (Refer to noncompliance cited at §483.10(a)(1),
F550 — Dignity; §483.35, F725 — Insufficient Staff, Nursing Services; and §483.25(e)(1),
F690 — Incontinence, Quality of Care.)

Several residents stated that they were afraid to ask for staff assistance for the need to use
the bathroom, based on their fear related to the postings on social media. In addition,
they stated that when they were receiving care, if staff pulled out a cell phone, they didn’t
know if staff were taking and posting pictures of them.



When asked if these concerns had been reported to the administration, the residents stated
that they identified the issue with the call lights and not enough staff multiple times
during council meetings, but that the administration only said, we will look into it, and
nothing was done. They said they were afraid to report the cell phone concerns. One
resident said that an aide told him/her that if they didn’t quit complaining to the
administrator, no one would help them and they would be transferred to another

facility. When the resident began to cry, the aide laughed and walked out of the room,
verbally taunting him/her for crying.

See below for an example of noncompliance at F675 demonstrating the cumulative effect of
noncompliance at other tags for one resident:

The facility failed to provide an environment which supported one resident’s quality of
life, which was the result of the cumulative effect of noncompliance cited at §483.10(a),
Dignity, and §483.10(b)(2), Freedom from discrimination, F550; §483.12(a) Abuse;
§483.10(h), Personal Privacy — F583; §483.10(f), Self-Determination - F561; §483.21(b),
Comprehensive, Person-Centered Care Planning - F656; and §483.60(c)(4), Menus and
Nutritional Adequacy — F803. This complete disregard of the residents’ quality of life,
caused serious harm related to her self-worth, self-esteem, and well-being.

The surveyor identified a resident who was admitted 6 weeks ago, and had religious
beliefs which differed from the resident population in the nursing home, and those of the
staff. During interviews, the resident and her family reported that staff continually made
derogatory remarks about the resident’s culture/religion to each other within earshot of
the resident, or while in the room providing ADL care to the resident. This occurred
during all shifts. Additionally, the resident reported that discriminatory remarks were
made by housekeeping and dietary staff as well. The resident’s family reported this was
particularly worse on weekends when facility leadership were not in the building. The
family members reported they would take turns visiting the resident on weekends, to
support the resident and assist with her care. When asked if this was reported to facility
management, the resident said her family had reported it to the Administrator on several
occasions, but that nothing had changed. Interview with the Administrator revealed that
an in-service was planned for the future. (Refer to noncompliance cited at §483.10(a)(1),
Dignity, and §483.10(b)(2) Freedom from Discrimination - F550, §483.12(a), Abuse —
F600)

The resident described frequent occurrences of disregard of her personal privacy
including not covering her body completely, allowing full view of her arms, legs and
buttocks when transporting her to the shower. The surveyor observed, on one occasion,
staff not pulling the privacy curtain when assisting her to dress, resulting in anyone
walking in the hallway being able to view her as she was dressed. (Refer to
noncompliance cited at §483.10(h), Personal Privacy — F583)

On multiple occasions, the resident reported that she was assigned a male care giver,
which is against her religious belief that a person of the opposite sex cannot provide care.
On these occasions, the resident would tearfully refuse to get dressed, or call her family



to assist her. On at least one occasion, the resident was forced to receive a shower with
the assistance of a male aide, which resulted in the resident crying uncontrollably until
her family arrived. Progress notes in her medical record noted this occasion as the
resident becoming uncontrollable while receiving a shower. Additionally, when dressing
her for the day, staff would not cover her hair, arms and legs, and would say that her scarf
was missing, only to be found when her family arrived. On interview, staff said they
were unaware that this was a violation of her religion. This noncompliance resulted in
the resident frequently refusing to shower, or, according to family, calling her family,
begging for them to come get her dressed. (Refer to noncompliance cited at §483.10(f),
Self-Determination - F561.)

The surveyor observed the meal tray set up and found it did not honor the resident’s
preferences identified on the meal tray card and care plan. The resident reported that this
happened on most days, and even if she requested an alternative, she would be given a
food item that was prohibited according to her religion, and therefore, she would not eat
that meal. The resident’s family stated that they frequently brought food in to the
resident because she could not eat what was brought to her.

On interview, dietary staff stated they did not have the time to prepare a special diet for
this one resident, and stated to the surveyor, “They should have thought of that before
they came to this country.” Additionally, the dietary staff reported that he/she was not
aware of the dietary requirements of this resident’s religion. An interview with the
consulting dietitian revealed that he/she was not aware that this resident had been
admitted to the facility, and she agreed that the menu did not meet this resident’s
religious preferences. (Refer to noncompliance cited at 483.60(c)(4), Menus and
Nutritional Adequacy — F803)

Review of the resident’s care plans revealed that there was no identification of this
resident’s preferences or dietary requirements related to her religion. (Refer to
noncompliance cited at §483.21(b), Comprehensive, Person-Centered Care Plan — F656

As the result of cumulative effect of the noncompliance identified, this resident suffered
loss of religious and cultural identity, had ongoing feelings of extreme sadness and
humiliation, and expressed a wish to die.

Noncompliance which reflects a pervasive disregard for one or more residents’ quality of

life must be carefully considered for the impact to the resident(s) affected. For concerns
which may rise to the level of Immediate Jeopardy, refer to Appendix Q.
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§483.24(c) Activities

§483.24(c)(1) The facility must provide, based on the comprehensive assessment and
care plan and the preferences of each resident, an ongoing program to support



residents in their choice of activities, both facility-sponsored group and individual
activities and independent activities, designed to meet the interests of and support
the physical, mental, and psychosocial well-being of each resident, encouraging both
independence and interaction in the community.

INTENT §483.24(c)

To ensure that facilities implement an ongoing resident centered activities program that
incorporates the resident’s interests, hobbies and cultural preferences which is integral to
maintaining and/or improving a resident’s physical, mental, and psychosocial well-being
and independence. To create opportunities for each resident to have a meaningful life by
supporting his/her domains of wellness (security, autonomy, growth, connectedness,
identity, joy and meaning).

DEFINITIONS §483.24(c)

“Activities” refer to any endeavor, other than routine ADLSs, in which a resident
participates that is intended to enhance her/his sense of well-being and to promote or
enhance physical, cognitive, and emotional health. These include, but are not limited to,
activities that promote self-esteem, pleasure, comfort, education, creativity, success, and
independence.

NOTE: ADL-related activities, such as manicures/pedicures, hair styling, and
makeovers, may be considered part of the activities program.

GUIDANCE §483.24(c)

Opportunities for each resident to have a meaningful life may be created by supporting
his/her domains of well-being (e.g., security, autonomy, growth, connectedness, identity,
joy and meaning) as identified by the Eden Alternative philosophy of care. More
information may be found at: http://www.edenalt.org/about-the-eden-alternative/the-
eden-alternative-domains-of-well-being/ ).

Research findings and the observations of positive resident outcomes confirm that
activities are an integral component of residents’ lives. Residents have indicated that
daily life and involvement should be meaningful. Activities are meaningful when they
reflect a person’s interests and lifestyle, are enjoyable to the person, help the person to
feel useful, and provide a sense of belonging. Maintaining contact and interaction with
the community is an important aspect of a person’s well-being and facilitates feelings of
connectedness and self- esteem. Involvement in community includes interactions such as
assisting the resident to maintain his/her ability to independently shop, attend the
community theater, local concerts, library, and participate in community groups.

Activity Approaches for Residents with Dementia

All residents have a need for engagement in meaningful activities. For residents with
dementia, the lack of engaging activities can cause boredom, loneliness and frustration,
resulting in distress and agitation. Activities must be individualized and customized
based on the resident’s previous lifestyle (occupation, family, hobbies), preferences and
comforts. https://www.caringkindnyc.org/ pdf/CaringKind-PalliativeCareGuidelines.pdf



http://www.edenalt.org/about-the-eden-alternative/the-eden-alternative-domains-of-well-being/
http://www.edenalt.org/about-the-eden-alternative/the-eden-alternative-domains-of-well-being/
https://www.caringkindnyc.org/_pdf/CaringKind-PalliativeCareGuidelines.pdf

NOTE: References to non-CMS/HHS sources or sites on the Internet included above or
later in this document are provided as a service and do not constitute or imply
endorsement of these organizations or their programs by CMS or the U.S. Department of
Health and Human Services. CMS is not responsible for the content of pages found at
these sites. URL addresses were current at the date of this publication.

The facility may have identified a resident’s pattern of behavioral symptoms and may
offer activity interventions, whenever possible, prior to the behavior occurring. Once a
behavior escalates, activities may be less effective or may even cause further stress to the
resident (some behaviors may be appropriate reactions to feelings of discomfort, pain, or
embarrassment, such as aggressive behaviors exhibited by some residents with dementia
during bathing'®).

Examples of activities-related interventions that a facility may provide to try to minimize
distressed behavior may include, but are not limited, to the following:

For the resident who exhibits unusual amounts of energy or walking without purpose:

e Providing a space and environmental cues that encourages physical exercise,
decreases exit-seeking behavior and reduces extraneous stimulation (such as
seating areas spaced along a walking path or garden; a setting in which the
resident may manipulate objects; or a room with a calming atmosphere, for
example, using music, light, and rocking chairs);

e Providing aroma(s)/aromatherapy that is/are pleasing and calming to the resident;
and

e Validating the resident’s feelings and words; engaging the resident in
conversation about who or what they are seeking; and using one-to-one activities,
such as reading to the resident or looking at familiar pictures and photo albums.

For the resident who engages in behaviors not conducive with a therapeutic home like
environment:

e Providing a calm, non-rushed environment, with structured, familiar activities
such as folding, sorting, and matching; using one-to-one activities or small group
activities that comfort the resident, such as their preferred music, walking quietly
with the staff, a family member, or a friend; eating a favorite snack; looking at
familiar pictures;

e Engaging in exercise and movement activities; and

e Exchanging self-stimulatory activity for a more socially-appropriate activity that
uses the hands, if in a public space.

For the resident who exhibits behavior that require a less stimulating environment to
discontinue behaviors not welcomed by others sharing their social space:



Offering activities in which the resident can succeed, that are broken into simple
steps, that involve small groups or are one-to-one activities such as using the
computer, that are short and repetitive, and that are stopped if the resident
becomes overwhelmed (reducing excessive noise such as from the television);
Involving in familiar occupation-related activities. (A resident, if they desire, can
do paid or volunteer work and the type of work would be included in the
resident’s plan of care, such as working outside the facility, sorting supplies,
delivering resident mail, passing juice and snacks (refer to §483.10(f)(9) Right to
Perform Facility Services or Refuse

Involving in physical activities such as walking, exercise or dancing, games or
projects requiring strategy, planning, and concentration, such as model building,
and creative programs such as music, art, dance or physically resistive activities,
such as kneading clay, hammering, scrubbing, sanding, using a punching bag,
using stretch bands, or lifting weights; and

Slow exercises (e.g., slow tapping, clapping or drumming); rocking or swinging
motions (including a rocking chair).

For the resident who goes through others’ belongings:

Using normalizing life activities such as stacking canned food onto shelves,
folding laundry; offering sorting activities (e.g., sorting socks, ties or buttons);
involving in organizing tasks (e.g., putting activity supplies away); providing
rummage areas in plain sight, such as a dresser; and

Using non-entry cues, such as “Do not disturb” signs or removable sashes, at the
doors of other residents’ rooms; providing locks to secure other resident’s
belongings (if requested).

For the resident who has withdrawn from previous activity interests/customary routines
and isolates self in room/bed most of the day:

Providing activities just before or after meal time and where the meal is being
served (out of the room);

Providing in-room volunteer visits, music or videos of choice;

Encouraging volunteer-type work that begins in the room and needs to be
completed outside of the room, or a small group activity in the resident’s room, if
the resident agrees; working on failure-free activities, such as simple structured
crafts or other activity with a friend; having the resident assist another person;
Inviting to special events with a trusted peer or family/friend;

Engaging in activities that give the resident a sense of value (e.g.,
intergenerational activities that emphasize the resident's oral history knowledge);
Inviting resident to participate on facility committees;

Inviting the resident outdoors; and

Involving in gross motor exercises (e.g., aerobics, light weight training) to
increase energy and uplift mood.



For the resident who excessively seeks attention from staff and/or peers: Including in
social programs, small group activities, service projects, with opportunities for
leadership.

For the resident who lacks awareness of personal safety, such as putting foreign objects
in her/his mouth or who is self-destructive and tries to harm self by cutting or hitting self,
head banging, or causing other injuries to self:

e Observing closely during activities, taking precautions with materials (e.g.,
avoiding sharp objects and small items that can be put into the mouth);

e Involving in smaller groups or one-to-one activities that use the hands (e.g.,
folding towels, putting together PVC tubing);

e Focusing attention on activities that are emotionally soothing, such as listening to
music or talking about personal strengths and skills, followed by participation in
related activities; and

e Focusing attention on physical activities, such as exercise.

For the resident who has delusional and hallucinatory behavior that is stressful to
her/him:

e Focusing the resident on activities that decrease stress and increase awareness of
actual surroundings, such as familiar activities and physical activities; offering
verbal reassurance, especially in terms of keeping the resident safe; and
acknowledging that the resident’s experience is real to her/him.

The outcome for the resident, the decrease or elimination of the behavior, either validates
the activity intervention or suggests the need for a new approach.

The facility may use, but need not duplicate, information from other sources, such as the
RAI/MDS assessment, including the CAAs, assessments by other disciplines,
observation, and resident and family interviews. Other sources of relevant information
include the resident’s lifelong interests, spirituality, life roles, goals, strengths, needs and
activity pursuit patterns and preferences. This assessment should be completed by or
under the supervision of a qualified professional.

NOTE: Some residents may be independently capable of pursuing their own
activities without intervention from the facility. This information should be
noted in the assessment and identified in the plan of care.

Surveyors need to be aware that some facilities may take a non-traditional approach to
activities. In nursing homes where culture change philosophy has been adopted, all staff
may be trained as nurse aides or “universal workers,” (workers with primary role but
multiple duties outside of primary role) and may be responsible to provide activities,
which may resemble those of a private home. The provision of activities should not be
confined to a department, but rather may involve all staff interacting with residents.



Residents, staff, and families should interact in ways that reflect daily life, instead of in
formal activities programs. Residents may be more involved in the ongoing activities in
their living area, such as care-planned approaches including chores, preparing foods,
meeting with other residents to choose spontaneous activities, and leading an activity.
Some nursing homes may not have a traditional activities calendar, buf instead focus on
community life to include activities. Instead of an “activities director,” some homes have
a Community Life Coordinator, a Community Developer, or other title for the individual
directing the activities program

For more information on activities in homes changing to a resident-directed culture, the
following websites are available as resources: www.pioneernetwork.net;
www.qualitypartnersri.org; and www.edenalt.org.

INVESTIGATIVE SUMMARY

Use the Activities Critical Element pathway and the guidance above to investigate
concerns related to activities which are based on the resident’s comprehensive assessment
and care plan, and meet the resident’s interests and preferences, and support his or her
physical, mental, and psychosocial well-being.
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§483.25(b) Skin Integrity
§483.25(b)(1) Pressure ulcers.
Based on the comprehensive assessment of a resident, the facility must ensure that—
(i) A resident receives care, consistent with professional standards of practice, to
prevent pressure ulcers and does not develop pressure ulcers unless the
individual’s clinical condition demonstrates that they were unavoidable; and
(ii) A resident with pressure ulcers receives necessary treatment and services,
consistent with professional standards of practice, to promote healing,
prevent infection and prevent new ulcers from developing.

INTENT
The intent of this requirement is that the resident does not develop pressure
ulcers/injuries (PU/PIs) unless clinically unavoidable and that the facility provides care
and services consistent with professional standards of practice to:

e Promote the prevention of pressure ulcer/injury development;

e +Promote the healing of existing pressure ulcers/injuries (including prevention of

infection to the extent possible); and
e Prevent development of additional pressure ulcer/injury.

NOTE: CMS is aware of the array of terms used to describe alterations in skin integrity
due to pressure. Some of these terms include: pressure ulcer, pressure injury, pressure
sore, decubitus ulcer and bed sore. Clinicians may use and the medical record may reflect
any of these terms, as long as the primary cause of the skin alteration is related to


http://www.edenalt.org/

pressure. For example, the medical record could reflect the presence of a Stage 2 pressure
injury, while the same area would be coded as a Stage 2 pressure ulcer on the MDS.

CMS often refers to the National Pressure Ulcer Advisory Panel’s (NPUAP) terms and
definitions, which it has adapted, within its patient and resident assessment instruments
and corresponding assessment manuals, which includes the Minimum Data Set (MDS).
We intend to continue our adaptation of NPUAP terminology for coding the resident
assessment instrument while retaining current holistic assessment instructions definitions
and terminology. The adapted terminology was used in the development of this
guidance.

Additional information can be found on the NPUAP website at
https://www.npuap.org/resources/educational-and-clinical-resources.

NOTE: References to non-CMS/HHS sources or sites on the Internet included above or
later in this document are provided as a service and do not constitute or imply
endorsement of these organizations or their programs by CMS or the U.S. Department of
Health and Human Services. CMS is not responsible for the content of pages found at
these sites. URL addresses were current at the date of this publication.

DEFINITIONS
Definitions are provided to clarify clinical terms related to pressure injuries and their
evaluation and treatment.

“Pressure Ulcer/Injury (PU/PI)” refers to localized damage to the skin and/or
underlying soft tissue usually over a bony prominence or related to a medical or other
device. A pressure injury will present as intact skin and may be painful. A pressure ulcer
will present as an open ulcer, the appearance of which will vary depending on the stage
and may be painful. The injury occurs as a result of intense and/or prolonged pressure or
pressure in combination with shear. Soft tissue damage related to pressure and shear may
also be affected by skin temperature and moisture, nutrition, perfusion, co-morbidities
and condition of the soft tissue.

Avoidable/Unavoidable

e “Avoidable” means that the resident developed a pressure ulcer/injury and that the
facility did not do one or more of the following: evaluate the resident’s clinical
condition and risk factors; define and implement interventions that are consistent
with resident needs, resident goals, and professional standards of practice;
monitor and evaluate the impact of the interventions; or revise the interventions as
appropriate.

e “Unavoidable” means that the resident developed a pressure ulcer/injury even
though the facility had evaluated the resident’s clinical condition and risk factors;
defined and implemented interventions that are consistent with resident needs,
goals, and professional standards of practice; monitored and evaluated the impact
of the interventions; and revised the approaches as appropriate.



Colonized/Infected
e “Colonized” refers to the presence of micro-organisms on the surface or in the
tissue of a wound without the signs and symptoms of an infection.
e “Infected” refers to the presence of micro-organisms in sufficient quantity to

overwhelm the defenses of viable tissues and produce the signs and symptoms of
infection.

Debridement- Debridement is the removal of devitalized/necrotic tissue and foreign
matter from a wound to improve or facilitate the healing process. Debridement methods
may include a range of treatments such as the use of enzymatic dressings to surgical
debridement in order to remove tissue or matter from a wound to promote healing.

Eschar/Slough

e “Eschar” is dead or devitalized tissue that is hard or soft in texture; usually black,
brown, or tan in color, and may appear scab-like. Necrotic tissue and eschar are
usually firmly adherent to the base of the wound and often the sides/ edges of the
wound.

e “Slough” is non-viable yellow, tan, gray, green or brown tissue; usually moist,
can be soft, stringy and mucinous in texture. Slough may be adherent to the base
of the wound or present in clumps throughout the wound bed.

Exudate

e “Exudate” is any fluid that has been forced out of the tissues or its capillaries
because of inflammation or injury. It may contain serum, cellular debris, bacteria
and leukocytes.

e “Purulent exudate/drainage/discharge” is any product of inflammation that
contains pus (e.g., leukocytes, bacteria, and liquefied necrotic debris).

e “Serous drainage or exudate” is watery, clear, or slightly yellow/tan/pink fluid
that has separated from the blood and presents as drainage.

Friction/Shearing
e “Friction” is the mechanical force exerted on skin that is dragged across any
surface.

e “Shearing” occurs when layers of skin rub against each other or when the skin
remains stationary and the underlying tissue moves and stretches and angulates or
tears the underlying capillaries and blood vessels causing tissue damage.

Granulation Tissue - “Granulation tissue” is the pink-red moist tissue that fills an open
wound, when it starts to heal. It contains new blood vessels, collagen, fibroblasts, and
inflammatory cells.

Tunnel/Sinus Tract/Undermining - The terms tunnel and sinus tract are often used
interchangeably.



e A “tunnel” is a passageway of tissue destruction under the skin surface that has an
opening at the skin level from the edge of the wound.

e A “sinus tract” is a cavity or channel underlying a wound that involves an area
larger than the visible surface of the wound.

e “Undermining” is the destruction of tissue or ulceration extending under the skin
edges (margins) so that the pressure ulcer is larger at its base than at the skin
surface. Undermining often develops from shearing forces and is differentiated
from tunneling by the larger extent of the wound edge involved and the absence
of a channel or tract extending from the pressure ulcer under the adjacent intact
skin.

GUIDANCE STAGING

Staging of a PU/PI is performed to indicate the characteristics and extent of tissue injury,
and should be conducted according to professional standards of practice. Determining
whether damage to the skin and underlying tissue is a PI or PU depends on the staging of
the damaged tissue. See stages below.

NOTE: Regardless of the staging system or wound definitions used by the facility, the
facility is responsible for completing the MDS utilizing the staging guidelines found in
the RAI Manual.

Stage 1 Pressure Injury: Non-blanchable erythema of intact skin

Intact skin with a localized area of non-blanchable erythema (redness). In darker skin
tones, the PI may appear with persistent red, blue, or purple hues. The presence of
blanchable erythema or changes in sensation, temperature, or firmness may precede
visual changes. Color changes of intact skin may also indicate a deep tissue PI (see
below).

Stage 2 Pressure Ulcer: Partial-thickness skin loss with exposed dermis
Partial-thickness loss of skin with exposed dermis, presenting as a shallow open ulcer.
The wound bed is viable, pink or red, moist, and may also present as an intact or
open/ruptured blister. Adipose (fat) is not visible and deeper tissues are not visible.
Granulation tissue, slough and eschar are not present. This stage should not be used to
describe moisture associated skin damage including incontinence associated dermatitis,
intertriginous dermatitis (inflammation of skin folds), medical adhesive related skin
injury, or traumatic wounds (skin tears, burns, abrasions).

Stage 3 Pressure Ulcer: Full-thickness skin loss

Full-thickness loss of skin, in which subcutaneous fat may be visible in the ulcer and
granulation tissue and epibole (rolled wound edges) are often present. Slough and/or
eschar may be visible but does not obscure the depth of tissue loss. The depth of tissue
damage varies by anatomical location; areas of significant adiposity can develop deep
wounds. Undermining and tunneling may occur. Fascia, muscle, tendon, ligament,
cartilage and/or bone are not exposed. If slough or eschar obscures the wound bed, it is an
Unstageable PU/PI.



Stage 4 Pressure Ulcer: Full-thickness skin and tissue loss

Full-thickness skin and tissue loss with exposed or directly palpable fascia, muscle,
tendon, ligament, cartilage or bone in the ulcer. Slough and/or eschar may be visible on
some parts of the wound bed. Epibole (rolled edges), undermining and/or tunneling often
occur. Depth varies by anatomical location. If slough or eschar obscures the wound bed,
it is an unstageable PU/PI.

Unstageable Pressure Ulcer: Obscured full-thickness skin and tissue loss
Full-thickness skin and tissue loss in which the extent of tissue damage within the ulcer
cannot be confirmed because the wound bed is obscured by slough or eschar. Stable
eschar (i.e. dry, adherent, intact without erythema or fluctuance) should only be removed
after careful clinical consideration and consultation with the resident’s physician, or nurse
practitioner, physician assistant, or clinical nurse specialist if allowable under state
licensure laws. If the slough or eschar is removed, a Stage 3 or Stage 4 pressure ulcer will
be revealed. If the anatomical depth of the tissue damage involved can be determined,
then the reclassified stage should be assigned. The pressure ulcer does not have to be
completely debrided or free of all slough or eschar for reclassification of stage to occur.

Other staging considerations include:

e Deep Tissue Pressure Injury (DTPI): Persistent non-blanchable deep red,
maroon or purple discoloration

Intact skin with localized area of persistent non-blanchable deep red, maroon,
purple discoloration due to damage of underlying soft tissue. This area may be
preceded by tissue that is painful, firm, mushy, boggy, warmer or cooler as
compared to adjacent tissue. These changes often precede skin color changes and
discoloration may appear differently in darkly pigmented skin. This injury results
from intense and/or prolonged pressure and shear forces at the bone-muscle
interface. The wound may evolve rapidly to reveal the actual extent of tissue
injury, or may resolve without tissue loss. If necrotic tissue, subcutaneous tissue,
granulation tissue, fascia, muscle or other underlying structures are visible, this
indicates a full thickness pressure ulcer. Once a deep tissue injury opens to an
ulcer, reclassify the ulcer into the appropriate stage. Do not use DTPI to describe
vascular, traumatic, neuropathic, or dermatologic conditions.

e Medical Device Related Pressure Ulcer/Injury: Medical device related PU/PIs
result from the use of devices designed and applied for diagnostic or therapeutic
purposes. The resultant pressure injury generally conforms to the pattern or shape
of the device. The injury should be staged using the staging system.

e Mucosal Membrane Pressure Ulcer/Injury: Mucosal membrane PU/PIs are
found on mucous membranes with a history of a medical device in use at the
location of the injury. Due to the anatomy of the tissue, these ulcers cannot be
staged.



PREVENTION OF PRESSURE ULCERS/NJURIES
A pressure ulcer/injury (PU/PI) can occur wherever pressure has impaired circulation to
the tissue. A facility must:

e Identify whether the resident is at risk for developing or has a PU/PI upon
admission and thereafter;

e Evaluate resident specific risk factors and changes in the resident’s condition that
may impact the development and/or healing of a PU/PI;

e Implement, monitor and modify interventions to attempt to stabilize, reduce or
remove underlying risk factors; and

e Ifa PU/PIlis present, provide treatment and services to heal it and 7o prevent
infection and the development of additional PU/PIs.

The first step in the prevention of PU/PIs, is the identification of the resident at risk of
developing PU/PIs. This is followed by implementation of appropriate individualized
interventions and monitoring for the effectiveness of the interventions.

ASSESSMENT

An admission evaluation helps identify residents at risk of developing a PU/PI, and
residents with existing PU/PIs. Because a resident at risk can develop a PU/PI within
hours of the onset of pressure, the at-risk resident needs to be identified and have
interventions implemented promptly to attempt to prevent PU/PI. The admission
evaluation helps define those initial care approaches.

In addition, the admission evaluation may identify pre-existing signs suggesting that
tissue damage has already occurred and additional tissue loss may occur. For example, a
deep tissue pressure injury identified on admission could lead to the appearance of an
unavoidable Stage 3 or 4 pressure ulcer. A Stage 1 PI can progress to an ulcer with
eschar or exudate within days after admission. Some situations, which may have
contributed to this tissue damage prior to admission, include pressure resulting from
immobility during hospitalization or surgical procedures, during prolonged ambulance
transport, or while waiting to be assisted after a debilitating event, such as a fall or a
cerebral vascular accident.

It may be harder to identify erythema in a resident with darkly pigmented skin, putting
those residents more at risk for developing PU/PIs. It may be necessary, in darker skinned
residents to focus more on other evidence of PU/PI development such as changes in
sensation, skin temperature or firmness.

Multiple factors, including pressure intensity, pressure duration, and tissue tolerance,
significantly affect the potential for the development and healing of PUs/PIs. The
comprehensive assessment, which includes the RAI evaluates the resident’s intrinsic
risks, the resident’s skin condition, and other factors (including causal factors) which
place the resident at risk for the development of or hinder the healing of PU/PIs. An



individual may also have various intrinsic risks due to aging, such as decreased
subcutaneous tissue and lean muscle mass, decreased skin elasticity, and impaired
circulation or sensation.

The comprehensive assessment should address those factors that have been identified as
having an impact on the development, treatment and/or healing of PU/PIs, including, at a
minimum: risk factors, pressure points, under-nutrition and hydration deficits, and
moisture and the impact of moisture on skin. The assessment also helps identify the
resident who has multi-system organ failure or an end-of-life condition or who is refusing
care and treatment. If the resident is refusing care, an evaluation of the basis for the
refusal, and the identification and evaluation of potential alternatives is indicated.

Risk Factors

Not all risk factors are fully modifiable or can be completely addressed. Some risk
factors, such as a permanent lack of sensation to an area, may not be modifiable. Some
potentially modifiable risk factors, such as malnutrition or uncontrolled blood sugars,
may take time to correct, despite prompt intervention. Other risk factors, such as
pressure, can be modified promptly. Many studies and professional literature identify
risk factors that increase a resident’s susceptibility to develop or to not heal pressure
PU/PIs.

Examples of these risk factors include, but are not limited to:

e Impaired/decreased mobility and decreased functional ability;

e Co-morbid conditions, such as end stage renal disease, thyroid disease or diabetes
mellitus;

e Drugs such as steroids that may affect healing;

Impaired diffuse or localized blood flow, for example, generalized atherosclerosis

or lower extremity arterial insufficiency;

Resident refusal of some aspects of care and treatment;

Cognitive impairment;

Exposure of skin to urinary and fecal incontinence;

Under nutrition, malnutrition, and hydration deficits; and

The presence of a previously healed PU/PI. The history of any healed PU/P]I, its

origin, treatment, its stages [if known] is important assessment information, since

areas of healed Stage 3 or 4 PU/PIs are more likely to have recurrent breakdown.



Although the requirements do not mandate the use of any specific assessment tool (other
than the RAI), many validated instruments are available to aid in assessing the risk for
developing PU/PIs. It is important to keep in mind that research has shown that in a
skilled nursing facility, 80 percent of PU/PIs develop within two weeks of admission and
96 percent develop within three weeks of admission. (Reference: Lyder CH, Ayello EA.
Pressure Ulcers: A Patient Safety Issue. In: Hughes RG, editor. Patient Safety and
Quality: An Evidence-Based Handbook for Nurses. Rockville (MD): Agency for
Healthcare Research and Quality (US); 2008 Apr. Chapter 12. Available from:
http://www.ncbi.nlm.nih.gov/books/NBK2650/)

Many clinicians utilize a standardized pressure ulcer/injury risk assessment tool to assess
a resident’s PU/PI risks upon admission, weekly for the first four weeks after admission,
then guarterly or whenever there is a change in the resident’s condition.

A resident’s risk may increase due to an acute illness or condition change (e.g., upper
respiratory infection, pneumonia, or exacerbation of underlying congestive heart failure)
and may require additional evaluation. The frequency of assessment should be based
upon each resident’s specific needs.

Regardless of any resident’s total risk score on an assessment tool, clinicians are
responsible for evaluating each existing and potential risk factor for developing a
pressure injury and determining the resident’s overall risk. It is acceptable if the
clinician’s assessment places the resident at a higher risk level than the overall score of
the assessment tool based on assessment factors that are not captured by the tool.
Documentation of the clinician’s decision should be placed in the medical record.

Pressure Points and Tissue Tolerance
Assessment of a resident’s skin condition helps define prevention strategies. The skin
assessment should include an evaluation of the skin integrity.

Tissue closest to the bone may be the first tissue to undergo changes related to pressure.
PU/PIs are usually located over a bony prominence, such as the sacrum, heel, the greater
trochanter, ischial tuberosity, fibular head, scapula, and ankle (malleolus).

An at-risk resident who sits too long in one position may be more prone to developing an
ulcer/injury over the ischial tuberosity. Slouching in a chair may predispose an at-risk
resident to pressure ulcers/injuries of the spine, scapula, or elbow. Elbow pressure injury
is often related to arm rests or lap boards. Friction and shearing are also important
factors in tissue ischemia, necrosis and PU/PI formation.

PU/PIs may develop at other sites where pressure has impaired the circulation to the
tissue, such as pressure from positioning or use of medical devices applied for diagnostic
or therapeutic purposes. The resultant PU/PI generally conforms to the pattern or shape of
the device. Mucosal membrane PU/PIs are found on mucous membranes with a history of
a medical device in use at the location of the injury. Due to the anatomy of mucous
membranes, these ulcers cannot be staged.


http://www.ncbi.nlm.nih.gov/books/NBK2650/

PU/PIs on the sacrum and heels are most common. PU/PIs may also develop from
pressure on an ear lobe related to positioning of the head; on areas (for example, nares,
urinary meatus, extremities) caused by tubes, casts, orthotics, braces, cervical collars, or
other medical devices; pressure on the labia or scrotum related to positioning (for
example, against a pommel type cushion); the foot related to ill-fitting shoes causing
blistering; or on legs, arms and fingers due to contractures or deformity.

Nutrition and Hydration

Adequate nutrition and hydration are essential for overall functioning. Nutrition provides
vital energy and building blocks for all of the body’s structures and processes. Any organ
or body system may require additional energy or structural materials for repair or
function. The skin is the body’s largest organ system. It may affect, and be affected by,
other body processes and organs. Skin condition reflects overall body function therefore,
the presence of skin breakdown may be the most visible evidence of a health issue.

Weight reflects a balance between intake and utilization of energy. Significant
unintended weight loss may indicate under-nutrition or worsening health status. Weight
stability (in the absence of fluid excess or loss) is a useful indicator of overall caloric
balance. Severely impaired organs (heart, lungs, kidneys, liver, etc.) may be unable to
use nutrients effectively. A resident with a PU/PI who continues to lose weight either
needs additional caloric intake or correction (where possible) of conditions that are
creating a hypermetabolic state. Continuing weight loss and failure of a PU/PI to heal
despite reasonable efforts to improve caloric and nutrient intake may indicate the resident
is in multi-system failure or an end-stage or end-of-life condition warranting an
additional assessment of the resident’s overall condition.

Before instituting a nutritional care plan, it helps to summarize resident specific evidence,
including: severity of nutritional compromise, rate of weight loss or appetite decline,
probable causes, the individual’s prognosis and projected clinical course, and the
resident’s wishes and goals. Because there are no wound-specific nutritional measures,
the interdisciplinary team should develop nutritional goals for the whole person and
address nutritional status and needs in the care plan as appropriate.

NOTE: Although some laboratory tests may help clinicians evaluate nutritional issues
in a resident with PU/PIs, no laboratory test is specific or sensitive enough to
warrant serial/repeated testing. A practitioner may order test(s) that provide
useful additional information or help with management of treatable conditions
at their discretion

Water is essential to maintain adequate body functions. As a major component of blood,
water dissolves vitamins, minerals, glucose, amino acids, etc.; transports nutrients into
cells; removes waste from the cells; and helps maintain circulating blood volume as well
as fluid and electrolyte balance. It is critical that each resident at risk for hydration deficit
or imbalance, including the resident who has or is at risk of developing a PU/PI, be
identified and assessed to determine appropriate interventions.



NOTE: The surveyor should refer to the Guidance at 42 CFR 483.25(g), F692, Assisted
Nutrition and Hydration, for investigation of potential non-compliance with the nutrition
and hydration requirements. A low albumin level combined with the facility’s lack of
supplementation, for example, is not by itself sufficient to cite a nutrition related
deficiency.

Moisture

Both urine and feces contain substances that may irritate the epidermis and may make the
skin more susceptible to breakdown and moisture-related skin damage. Fecal
incontinence may pose a greater threat to skin integrity, due to bile acids and enzymes in
the feces. Irritation or maceration resulting from prolonged exposure to urine and feces
may hasten skin breakdown, and moisture may make skin more susceptible to damage
from friction and shear during repositioning.

It may be difficult to differentiate dermatitis related to incontinence from partial thickness
PU/PI. This differentiation should be based on the clinical evidence and review of
presenting risk factors. The dermatitis may occur in the area where the incontinence brief
or underpad has been used.

Prevention and Treatment Strategies

The comprehensive assessment should provide the basis for defining approaches to
address residents at risk of developing or already having a PU/PI. A determination that a
resident is at risk for developing a PU/PI has significant implications for preventive and
treatment strategies, but does not by itself indicate that development of a PU/PI was
unavoidable. Effective prevention and treatment are based upon consistently providing
routine and individualized interventions.

Based upon the assessment and the resident’s clinical condition, choices and identified
needs, basic or routine care could include, but is not limited to, interventions to:

e Redistribute pressure (such as repositioning, protecting and/or offloading heels,
etc.);

e Minimize exposure to moisture and keep skin clean, especially of fecal
contamination;

e Provide appropriate, pressure-redistributing, support surfaces;

¢ Provide non-irritating surfaces; and

e Maintain or improve nutrition and hydration status, where feasible. Adverse drug
reactions related to the resident's drug regimen may worsen risk factors for
development of, or for non-healing PU/PIs (for example, by causing lethargy or
anorexia or creating/increasing confusion) and should be identified and addressed.
These interventions should be incorporated into the plan of care and revised as the
condition of the resident indicates.

Resident Choices



In the context of the resident’s choices, clinical condition, and physician input, the
resident’s care plan should establish relevant goals and approaches to stabilize or improve
co-morbidities, such as attempts to minimize clinically significant blood sugar
fluctuations, and other interventions aimed at limiting the effects of risk factors
associated with PU/PIs. Alternatively, facility staff and practitioners should document
clinically valid reasons why such interventions were not appropriate or feasible.

In order for a resident to exercise his or her right appropriately to make informed choices
about care and treatment or to decline treatment, the facility and the resident (or if
applicable, the resident representative) must discuss the resident’s condition, treatment
options, expected outcomes, and consequences of refusing treatment. The facility is
expected to address the resident’s concerns and offer relevant alternatives, if the resident
has declined specific treatments. (See §483.10(c), F552, Planning and implementing
care.)

Pressure Injuries at End of Life

Residents at the end of life, in terminal stages of an illness or having multiple system
failures may have written directions for his or her treatment goals (or a decision has been
made by the resident’s representative, in accordance with State law). The facility’s care
must reflect the resident’s goals for care and wishes as expressed in a valid Advance
Directive, if one was formulated, in accordance with State law. However, the presence of
an Advance Directive does not absolve the facility from giving supportive and other
pertinent care that is not prohibited by the resident’s Advance Directive. It is important
for surveyors to understand that when a facility has implemented individualized
approaches for end-of-life care in accordance with the resident’s wishes, the
development, continuation, or worsening of a PU/PI may be considered unavoidable. If
the facility has implemented appropriate efforts to stabilize the resident’s condition (or
indicted why the condition cannot or should not be stabilized) and has provided care to
prevent or treat existing PU/PIs (including pertinent, routine, lesser aggressive
approaches, such as, cleaning, turning, repositioning), the PU/PI may be considered
unavoidable and consistent with regulatory requirements.

The Kennedy Terminal Ulcer (KTU) The facility is responsible for accurately
assessing and classifying an ulcer as a KTU or other type of PU/PI and demonstrate that
appropriate preventative measures were in place to prevent non-KTU pressure ulcers.

KTUs have certain characteristics which differentiate them from pressure ulcers such as
the following:

e KTUs appear suddenly and within hours;

e Usually appear on the sacrum and coccyx but can appear on the heels, posterior
calf muscles, arms and elbows;

e Edges are usually irregular and are red, yellow, and black as the ulcer progresses,
often described as pear, butterfly or horseshoe shaped; and



e Often appear as an abrasion, blister, or darkened area and may develop rapidly to
a Stage 2, Stage 3, or Stage 4 injury.

Repositioning

Repositioning or relieving constant pressure is a common, effective intervention for an
individual with a PU/PI or who is at risk of developing one. Assessment of a resident’s
skin integrity after pressure has been reduced or redistributed should guide the
development and implementation of repositioning plans. Such plans should be addressed
in the comprehensive care plan consistent with the resident’s need and goals.
Repositioning is critical for a resident who is immobile or dependent upon staff for
repositioning, as the resident is unable to make small movements on their own that would
help to relieve prolonged pressure to one area. The care plan for a resident at risk of
friction or shearing during repositioning may require the use of lifting devices for
repositioning. Positioning the resident on an existing PU/PI should be avoided since it
puts additional pressure on tissue that is already compromised and may impede healing.

Determine repositioning frequency with consideration to the individual’s:

Level of activity and mobility,
General medical condition,
Overall treatment objectives,
Skin condition, and

Comfort.

The resident’s skin condition and general comfort should be regularly assessed. The
efficacy of repositioning must be monitored and revisions to the care plan considered, if
the individual is not responding as expected to the repositioning interventions.

Facilities should consider the following repositioning issues:

1. The time an individual spends seated in a chair without pressure relief should be
limited. Seated individuals should be repositioned so as to maintain stability and full
range of activities. An acceptable seated posture minimizes the pressure and shear
exerted on the skin and soft tissues, which may involve using pressure relieving
devices/cushions or adjusting the seat tilt, foot rests, elevated leg rests and other
support devices to prevent prolonged pressure to areas of the body that may be at
particular risk for developing a PU/PI.

2. If able, the resident should be taught to shift his or her weight while sitting in a chair.
A resident who can change positions independently may need supportive devices to
facilitate position changes. The resident also may need instruction about why
repositioning is important and how to do it, encouragement to change positions
regularly, and monitoring of frequency of repositioning.

3. Many clinicians recommend a position change “off - loading” hourly for dependent
residents who are sitting or who are in a bed or a reclining chair with the head of the
bed or back of the chair raised 30 degrees or more. The resident may require more



frequent position changes based on an assessment of their skin condition or their
comfort. A “microshift,” meaning a small change in the resident’s position for a short
period of time, may not be adequate since this approach does not allow sufficient
capillary refill and tissue perfusion for a resident at risk of developing PU/PI’s.
Ongoing monitoring of the resident’s skin integrity and tissue tolerance is critical to
prevent development or deterioration of PU/PI’s.

4. Wheelchairs are often used for transporting residents, but they may severely limit
repositioning options and increase the risk of PU/PI development. Therefore,
wheelchairs with sling seats may not be optimal for prolonged sitting during activities
or meals, etc. However, available modifications to the seating can provide a more
stable surface and provide better pressure reduction.

5. The care plan for a resident who is reclining and is dependent on staff for
repositioning should address position changes to maintain the resident’s skin
integrity. This may include repositioning at least every 2 hours or more frequently
depending upon the resident’s condition and specific needs. Depending on the
individualized assessment, more frequent repositioning may be warranted for
individuals who are at higher risk for PU/PI development or who show evidence that
repositioning at 2-hour intervals is inadequate. With rare exception (such as when
both sacral and ischial PU/PI’s are present) the resident should not be placed directly
on the greater trochanter for more than momentary placement. Elevating the head of
the bed or the back of a reclining chair to or above a 30 degree angle creates pressure
comparable to that exerted while sitting, and requires the same considerations
regarding repositioning as those for a dependent resident who is seated.

Support Surfaces and Pressure Redistribution

Pressure redistribution refers to the function or ability to distribute a load over a surface
or contact area. Redistribution results in shifting pressure from one area to another and
requires attention to all affected areas. Pressure redistribution has incorporated the
concepts of both pressure reduction and pressure relief.

Appropriate support surfaces or devices should be chosen by matching a device’s
potential therapeutic benefit with the resident’s specific situation; such as multiple
injuries, limited turning surfaces, ability to maintain position. The effectiveness of
pressure redistribution devices (such as gel mattresses, air fluidized mattresses, and low
loss air mattresses) is based on their potential to address the individual resident’s risk, the
resident’s response to the product, and the characteristics and condition of the product.
For example, an overinflated overlay product, or one that “bottoms out” (when the
overlay is underinflated or loses inflation creating less than one inch between the resident
and support material) is unlikely to effectively reduce the pressure risk. These products
are more likely to reduce pressure effectively if they are used in accord with the
manufacturer’s instructions. The effectiveness of each product used needs to be
evaluated on an ongoing basis. Surveyors should consider the following pressure
redistribution issues:

e Static pressure redistribution devices (such as a gel mattress) may be indicated
when a resident is at risk for PU/PI development or delayed healing. A



specialized pressure redistribution cushion or surface, for example, might be used
to extend the time a resident is sitting in a chair; however, the cushion does not
eliminate the necessity for periodic repositioning and skin assessment.

e Dynamic pressure reduction surfaces may be helpful when:

o The resident cannot assume a variety of positions without bearing weight on a
PU/PI;

o The resident completely compresses a static device that has retained its
original integrity; or

o The PU/PI is not healing as expected, and it is determined that pressure may
be contributing to the delay in healing.

e Because the heels and elbows have relatively little surface area, it is difficult to
redistribute pressure on these two surfaces. Therefore, it is important to pay
particular attention to reducing the pressure on these areas for the resident at risk
in accord with resident’s overall goals and condition. Pillows used to support the
entire lower leg may effectively raise the heel from contact with the bed, but use
of the pillows needs to take into account the resident’s other conditions. The use
of donut-type cushions is not recommended by the clinicians.

e A resident with severe flexion contractures also may require special attention to
effectively reduce pressure on bony prominences or prevent breakdown from
skin-to-skin contact.

Some products serve mainly to provide comfort and reduce friction and shearing forces,
e.g., sheepskin, heel and elbow protectors. Although these products are not effective at
redistributing pressure, they (in addition to pillows, foam wedges, or other measures)
may be employed to prevent bony prominences from rubbing together or on other
surfaces, such as armrests, the bed, or side rails.

Monitoring

Staff should remain alert to potential changes in the skin condition and should evaluate,
report and document changes as soon as identified. For example, a resident’s complaint
about pain or burning at a site where there has been pressure or observation during the
resident’s bath that there is a change in skin condition should be reported so that the
resident may be evaluated further.

After completing a thorough evaluation, the interdisciplinary team should develop a
relevant care plan that includes measurable goals for prevention and management of
PU/PIs with appropriate interventions. Many clinicians recommend evaluating skin
condition (skin color, moisture, temperature, integrity, and turgor) at least weekly, or
more often if indicated, such as when the resident is using a medical device that may
cause pressure. Defined interventions should be implemented and monitored for
effectiveness.

Assessment and Treatment of Pressure Ulcers/Injuries
It is important that each existing PU/PI be identified, whether present on admission or
developed after admission, and that factors that influenced its development, the potential



for development of additional PU/PIs or the deterioration of the PU/PIs be recognized,
assessed and addressed. Any new PU/PI suggests a need to reevaluate the adequacy of
prevention measures in the resident’s care plan.

When assessing the PU/PI itself, it is important that documentation addresses:

e The type of injury (pressure-related versus non-pressure-related) because
interventions may vary depending on the specific type of injury;

e The PU/PI’s stage;

e A description of the PU/PI’s characteristics;

e The progress toward healing and identification of potential complications;

e Ifinfection is present;

e The presence of pain, what was done to address it, and the effectiveness of the
intervention; and

e A description of dressings and treatments.

Types of Injuries

Three of the more common types of skin injuries are pressure, vascular
insufficiency/ischemia (venous stasis and arterial ischemic ulcers) and neuropathic. See
§483.25, F684, Quality of Care, for definition and description of injury types other than
PU/PIs.

At the time of the assessment, clinicians (physicians, advance practice nurses, physician
assistants, and certified wound care specialists, etc.) should document the clinical basis
(for example, type of skin injury, location, shape, edges and wound bed, condition of
surrounding tissues) for any determination that an injury is not pressure-related,
especially if the injury has characteristics consistent with a pressure injury, but is
determined not to be one.

Pressure Ulcer/Injury Characteristics

It is important that the facility have a system in place to assure that the protocols for daily
monitoring and for periodic documentation of measurements, terminology, frequency of
assessment, and documentation are implemented consistently throughout the facility.

When a PU/Plis present, daily monitoring, (with accompanying documentation, when a
complication or change is identified), should include:

e An evaluation of the PU/PI, if no dressing is present;

e An evaluation of the status of the dressing, if present (whether it is intact and
whether drainage, if present, is or is not leaking);

e The status of the area surrounding the PU/PI (that can be observed without
removing the dressing);

e The presence of possible complications, such as signs of increasing area of
ulceration or soft tissue infection (for example: increased redness or swelling
around the wound or increased drainage from the wound); and



e Whether pain, if present, is being adequately controlled.

The amount of observation possible will depend upon the type of dressing that is used,
since some dressings are meant to remain in place for several days, according to
manufacturers’ guidelines.

With each dressing change or at least weekly (and more often when indicated by wound
complications or changes in wound characteristics), an evaluation of the PU/PI should be
documented. At a minimum, documentation should include the date observed and:

e Location and staging;

e Size (perpendicular measurements of the greatest extent of length and width of the
PU/PI), depth; and the presence, location and extent of any undermining or
tunneling/sinus tract;

e Exudate, if present: type (such as purulent/serous), color, odor and approximate
amount;

e Pain, if present: nature and frequency (e.g., whether episodic or continuous);

e Wound bed: Color and type of tissue/character including evidence of healing
(e.g., granulation tissue), or necrosis (slough or eschar); and

e Description of wound edges and surrounding tissue (e.g., rolled edges, redness,
hardness/induration, maceration) as appropriate.

Photographs may be used to support this documentation, if the facility has developed a
protocol consistent with professional standards and issues related to resident privacy and
dignity are considered and maintained.

Healing Pressure Ulcers/Injuries

Ongoing evaluation and research have indicated that PU/PIs do not heal in a reverse
sequence, that is, the body does not replace the types and layers of tissue (muscle, fat and
dermis) that were lost during development. The healing process varies depending on the
stage of the pressure injury.

There are different types of clinical documentation to describe the progression of the
healing PU/PI. Facilities are required to use the RAI Directions on describing PU/Pls
can be found in the RAI manual — these are intended for coding purposes of the MDS.
(NOTE: Information on coding for the MDS is located on the CMS MDS website
(http://www.cms.gov/NursingHomeQualityInits/45 _NHQIMDS30TrainingMaterials.asp#Top

OfPage)

It is important to evaluate and modify interventions for a resident with an existing PU/PI
such as the following:

e Residents with PU/PIs on the sacrum/coccyx or ischia should limit sitting to three
times a day in periods of 60 minutes or less. Consult a seating specialist to
prescribe an appropriate seating surface and/or positioning techniques to avoid or
minimize pressure on the PU/PL. While sitting is important for overall health,
every effort should be made to avoid or minimize pressure on the PU/PIL.


http://www.cms.gov/NursingHomeQualityInits/45_NHQIMDS30TrainingMaterials.asp#TopOfPage
http://www.cms.gov/NursingHomeQualityInits/45_NHQIMDS30TrainingMaterials.asp#TopOfPage

e Residents with an ischial injury should not be seated in a fully erect posture in
chair or in bed. Modify sitting time schedules and re-evaluate the seating surface
and the individual’s posture if the PU/PI worsens or fails to improve.

If a PU/PI fails to show some evidence of progress toward healing within 2-4 weeks, the
area and the resident’s overall clinical condition should be reassessed. Re-evaluation of
the treatment plan includes determining whether to continue or modify the current
interventions. Results may vary depending on the resident’s overall condition and
interventions/treatments used. The complexity of the resident’s condition may limit
responsiveness to treatment or tolerance for certain treatment modalities. The clinicians,
if deciding to retain the current regimen, should document the rationale for continuing the
present treatment to explain why some, or all, of the plan’s interventions remain relevant
despite little or no apparent healing.

Pressure ulcers/injuries may progress or may be associated with complications, such as
infection of the soft tissues around the wound (cellulitis), infection of the bone
(osteomyelitis), infection of a joint (septic arthritis), abscess, spread of bacteria into the
bloodstream (bacteremia/septicemia), chronic infection, or development of a sinus tract.
Sometimes these complications may occur despite apparent improvement in the PU/PI
itself. The physician’s involvement is integral whenever significant changes in the nature
of the wound or overall resident condition are identified.

Infections

A PU/PI infection may be acute or chronic. In acute wounds, the classic signs of
inflammation (redness, edema, pain, increased exudate, and periwound surface warmth)
persist beyond the normal time frame of three to four days. In residents who are
immunosuppressed, the signs of inflammation often are diminished or masked because of
an ineffective immune response. Often the only observable symptom of infection is a
complaint of pain.

All chronic wounds, including PU/PIs, have bacteria. Since bacteria reside in non-viable
tissue, debridement of this tissue and wound cleansing are important to reduce bacteria
and avoid adverse outcomes such as sepsis.

The first sign of infection may be a delay in healing and an increase in exudates. In a
chronic wound, the signs of infection may be more subtle. Signs may include the
following:

e Increase in amount or change in characteristics of exudate,

e Decolorization and friability of granulation tissue,

e Undermining,

e Abnormal odor,

o Epithelial bridging (a bridge of epithelial tissue across a wound bed) at the base of
the wound, or

e Sudden pain.



The physician diagnosis of infections present in a PU/PI are based on resident history and
clinical findings, such as a wound culture. Pus, slough or necrotic tissue should not be
cultured. Findings such as an elevated white blood cell count, bacteremia, sepsis, or
fever may signal an infection related to a PU/PI area or a co-existing infection from a
different source. The treatment of an infection will depend on the type of infection
present.

Pain

The assessment and treatment of a resident’s pain are integral components of PU/PI
prevention and management. Pain that interferes with movement and/or affects mood
may contribute to immobility and contribute to the potential for developing or for delayed
healing or non-healing of an already existing PU/PI. Refer to §483.25(k), F697, for
additional guidance related to Pain Management.

Dressings and Treatments

Determination of the need for treatment for a PU/PI is based upon the individual
practitioner’s clinical judgment, facility protocols, and current professional standards of
practice.

Product selection should be based upon the relevance of the specific product to the
identified PU/PI(s) characteristics, the treatment goals, and the manufacturer's
recommendations for use. Current literature does not indicate significant advantages of
any single specific product over another, but does confirm that not all products are
appropriate for all PU/PIs. Wound characteristics should be assessed throughout the
healing process to assure that the treatments and dressings being used are appropriate to
the nature of the wound.

Evidenced-based practice suggests that PU/PI dressing protocols may use clean technique
rather than sterile, but that appropriate sterile technique may be needed for those wounds
that recently have been surgically debrided or repaired. Clean technique (also known as
non-sterile) involves approved hand hygiene and glove use, maintaining a clean
environment by preparing a clean field, using clean instruments, and preventing direct
contamination of materials and supplies. Clean technique is considered most appropriate
for long-term care; for residents who are not at high risk for infection; and for residents
receiving routine dressings for chronic wounds such as venous ulcers, or wounds healing
by secondary intention with granulation tissue.

A facility should be able to show that its treatment protocols are based upon current
professional standards of practice and are in accord with the facility’s policies and
procedures as developed with the medical director’s review and approval.

INVESTIGATIVE PROTOCOL

Use

Use the Pressure Ulcer Critical Element (CE) Pathway, along with the above interpretive
guidelines when determining if the facility meets requirements to ensure a resident
receives care consistent with professional standards of practice, to prevent pressure



ulcers/injuries development, prevent the development of additional pressure
ulcers/injuries, and to promote the healing of existing pressure ulcers/injuries.

Summary of Skin Integrity Investigative Procedure

Briefly review the comprehensive assessments, care plans, and physician orders to
identify whether the facility has practices in place to identify if a resident is at risk for a
pressure ulcer/injury, evaluate a resident for pressure ulcers/injuries, and intervene to
prevent and/or heal pressure ulcers. During this review, identify the extent to which the
facility has developed and implemented interventions in accordance with ensuring a
resident receives care consistent with professional standards of practice. If the resident
has been in the facility for less than 14 days (before completion of all the Resident
Assessment Instrument (RAI) is required), review the baseline care plan which must be
completed within 48 hours to determine if the facility is providing appropriate care and
services based on information available at the time of admission.

This information will guide observations and interviews to be made to corroborate
concerns identified.

KEY ELEMENTS OF NONCOMPLIANCE
To cite deficient practice at F686, the surveyor's investigation will generally show that
the facility failed to do one or more of the following:
e Provide preventive care, consistent with professional standards of practice, to
residents who may be at risk for development of pressure injuries; or
e Provide treatment, consistent with professional standards of practice, to an
existing pressure injury; or
e Ensure that a resident did not develop an avoidable PU/PL

NOTE: To cite F686, it is not necessary to prove that a PU/PI developed. F686 can be
cited when it has been determined that the provider failed to implement interventions to
prevent the development of a PU/PI for a resident identified at risk.

DEFICIENCY CATEGORIZATION

In addition to actual or potential physical harm, always consider whether psychosocial
harm has occurred when determining severity level (See Appendix P, Section IV, E,
Psychosocial Outcome Severity Guide).

Examples of Severity Level 4 Noncompliance: Immediate Jeopardy to Resident
Health or Safety include, but are not limited to:

e The facility failed to implement interventions to prevent PU/PI development for a
resident who was admitted without PU/PIs, but who had multiple co-morbidities
and was totally dependent on staff, placing her at increased risk for PU/PI
development; and failed to provide ongoing skin assessments for the same
resident. The resident developed a stage /) pressure ulcer on her heel within three
weeks of her admission.

e Development of avoidable Stage IV pressure ulcer(s): As a result of the facility’s
non-compliance, permanent tissue damage (whether or not healing occurs) has



compromised the resident, increasing the potential for serious complications
including osteomyelitits and sepsis.

e Admitted with a Stage IV pressure ulcer(s) that has shown no signs of healing or
shows signs of deterioration: As a result of the facility’s non-compliance, a Stage
IV pressure ulcer has shown signs of deterioration or a failure to progress towards
healing with an increased potential for serious complications including
osteomyelitis and sepsis.

e Stage III or IV pressure ulcers with associated soft tissue or systemic infection:
As a result of the facility’s failure to assess or treat a resident with an infectious
complication of a pressure ulcer, the resident developed Stage III or IV pressure
ulcers with associated soft tissue or systemic infection. (See discussion in
guidelines and definitions that distinguishes colonization from infection.)

e Extensive failure in multiple areas of pressure ulcer care: As a result of the
facility’s extensive noncompliance in multiple areas of pressure ulcer care, the
resident developed recurrent and/or multiple, avoidable Stage III or Stage IV
pressure ulcer(s).

Examples of Severity Level 3 Noncompliance Actual Harm that is not Immediate
Jeopardy include, but are not limited to:

e The facility failed to provide necessary equipment, interventions, monitoring, and
care, for a resident who was identified to be at risk for developing PU/PIs due to
the presence of contractures and had no PU/PIs upon admission. The facility’s
occupational therapist (OT) assessed the resident and provided a pressure
relieving device for use on the resident’s left hand, which was to be in place at all
times except when daily hygiene was being provided. The interventions were not
recorded on the resident’s care plan. During observation and interviews with staff,
the assistive device was unable to be located and was not in use. This resulted in
the resident developing a Stage /// pressure injury.

e The development of recurrent or multiple avoidable Stage II pressure ulcer(s): As
a result of the facility’s non-compliance, the resident developed multiple and/or
recurrent avoidable Stage II ulcers.

e Failure to implement the comprehensive care plan for a resident who has a
pressure ulcer: As a result of a facility’s failure to implement a portion of an
existing plan related to pressure ulcer care, such as failure to provide for pressure
redistribution, or inappropriate treatment/dressing changes, a wound increased in
size or failed to progress towards healing as anticipated, or the resident
experienced untreated pain.

Examples of Severity Level 2 Noncompliance No Actual Harm with Potential for
More Than Minimal Harm that is Not Immediate Jeopardy include, but are not
limited to:

e The facility failed to assure that a resident with a healed Stage / PI in the coccyx
area received care to prevent the development of another PU/PI. The resident’s
care plan identified the use of a pressure-relieving device while up in the chair



and repositioning every 30 minutes. During observations, the pressure relieving
device was not present on the seat of the wheelchair but staff did reposition
resident every 30 minutes. The device was available, but the staff person
interviewed stated that although it was usually on his wheelchair, it had not been
placed that day. The resident’s skin was intact and did not indicate the presence of
a stage / PI based on observation, but the likelihood existed of a PU/PI developing
as a result of not implementing care as identified in the plan of care.

e The facility failed to assess the skin condition of a resident who used continual
oxygen for management of a chronic respiratory disease. The resident’s oxygen
was provided via nasal cannula and the resident voiced discomfort and irritation
with the tubing on his nares. There was a small reddened area where the tubing
contacted the nares. The resident had mentioned this to the staff, but was not
addressed, and the resident continued to experience discomfort and irritation.

e Failure to implement an element of the care plan for a resident who has a pressure
ulcer however, there has been no evidence of decline or failure to heal.

e Failure to recognize or address the potential for developing a pressure ulcer: As a
result of the facility’s non-compliance, staff failed to identify the risks, develop a
plan of care and/or consistently implement a plan that has been developed to
prevent pressure ulcers.

Severity Level 1: No Actual Harm with Potential for Minimal Harm

The failure of the facility to provide appropriate care and services to prevent pressure
ulcers/injuries or heal existing pressure ulcers/injuries is more than minimal harm.
Therefore, Severity Level 1 does not apply for this regulatory requirement.

POTENTIAL TAGS FOR ADDITIONAL INVESTIGATION

During the investigation of F686, the surveyor may have determined that concerns may
also be present with related outcome, process and/or structure requirements. The surveyor
is cautioned to investigate these related requirements before determining whether non-
compliance may be present. Some examples of related requirements that should be
considered include §483.20 Resident Assessment, §483.21 Comprehensive Person-
Centered Care Planning, §483.24 Quality of Life, §483.30 Physician Services, §483.35
Nursing Services, §483.70 Administration, and §483.75 QAPI.

F687
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.25(b)(2) Foot care.
To ensure that residents receive proper treatment and care to maintain mobility and
good foot health, the facility must:

(i) Provide foot care and treatment, in accordance with professional standards of
practice, including to prevent complications from the resident’s medical
condition(s) and

(i) If necessary, assist the resident in making appointments with a qualified
person, and arranging for transportation to and from such appointments.



INTENT

To ensure that the foot care provided is consistent with professional standards of practice
and to clarify that foot care includes treatment to prevent complications from conditions
such as diabetes, peripheral vascular disease, or immobility. Also includes assisting the
resident in making necessary appointments with qualified healthcare providers such as
podiatrists and arranging for transportation to and from suc/h appointments.

GUIDANCE

Facilities are responsible for providing the necessary treatment and foot care to residents.
Treatment also includes preventive care to avoid podiatric complications in residents with
diabetes and circulatory disorders who are prone to developing foot problems. Foot care
that is provided in the facility, such as toe nail clipping for residents without complicating
disease processes, should be provided by staff who have received education and training
to provide this service. Foot care and treatment must be provided within professional
standards of practice and state scope of practice, as applicable. Residents requiring foot
care who have complicating disease processes must be referred to qualified professionals
such as those listed as examples below.

Facilities are also responsible for providing residents access to qualified professionals
who can treat foot disorders, by making necessary appointments and arranging
transportation. Examples include podiatrist, Doctor of Medicine, and Doctor of
Osteopathy. Foot disorders which may require treatment include, but are not limited to:
corns, neuromas, calluses, hallux valgus (bunions), digiti flexus (hammertoe), heel spurs,
and nail disorders. The facility is also responsible for assisting residents in making
appointments and arranging transportation to obtain needed services.

Facility staff must follow proper infection prevention practices for foot care
equipment/devices, including but not limited to nail clippers, scalers, files, and burr
tools. Facility staff must separate used or contaminated foot care equipment from clean
equipment. Reusable medical devices (e.g., scalers, electronic nail file, and surgical
instruments) that are used on one resident must be cleaned and reprocessed (disinfection
or sterilization) for use according to manufacturer’s instructions prior to use on another
resident. If the manufacturer does not provide such instructions, the device may not be
suitable for multi-patient use. Recommendations for the cleaning, disinfection, and
sterilization of medical devices are available in CDC'’s Guideline for Disinfection and
Sterilization in Healthcare Facilities, 2008 (available at:
https://www.cdc.gov/infectioncontrol/guidelines/disinfection/index.html). Please see
guidance at §483.80, Infection Control, for more information.

NOTE: For purposes of this guidance, “staff” includes employees, the medical director,
podiatrists, consultants, contractors, and volunteers. Staff would also include caregivers
who provide care and services to residents on behalf of the facility, students in the
facility’s nurse aide training program, and students from affiliated academic institutions,
including therapy, social, and activity programs.

PROBES: For residents selected for review, determine the following:


https://www.cdc.gov/infectioncontrol/guidelines/disinfection/index.html

e According to the medical record, does the resident have a diagnosis or condition
that poses a risk to foot health (e.g., diabetes, peripheral vascular disease, ingrown
toenails)?

e Does the comprehensive care plan adequately address the resident’s risk with
appropriate interventions?

e Observe residents’ feet for lack of nail care, presence of calluses, and/or other
foot problems.

e Are residents with foot concerns seen either within the facility or community by a
qualified foot care specialist? Do residents with mobility concerns have foot care
concerns, and did the facility address these concerns?

e Are qualified healthcare providers available to see residents either in the facility
or in the community?

e What preventive foot care do staff provide and to what resident population?

o Are staff providing foot care to the resident when needed and ordered?

o Do staff maintain separation of clean and contaminated podiatry equipment? If
no, refer to $§483.80, Infection Control F880.

F689
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§483.25(d) Accidents.

The facility must ensure that —

§483.25(d)(1) The resident environment remains as free of accident hazards as is
possible; and

§483.25(d)(2) Each resident receives adequate supervision and assistance devices to
prevent accidents.

INTENT: 483.25(d)

The intent of this requirement is to ensure the facility provides an environment that is free
from accident hazards over which the facility has control and provides supervision and
assistive devices to each resident to prevent avoidable accidents. This includes:

e Identifying hazard(s) and risk(s);

e Evaluating and analyzing hazard(s) and risk(s);

e Implementing interventions to reduce hazard(s) and risk(s); and

e Monitoring for effectiveness and modifying interventions when necessary.

DEFINITIONS 483.25(d)
Definitions are provided to clarify terms related to providing supervision and other
interventions to prevent accidents.

“Accident” refers to any unexpected or unintentional incident, which results or may
result in injury or illness to a resident. This does not include other types of harm, such as



adverse outcomes that are a direct consequence of treatment or care that is provided in
accordance with current professional standards of practice (e.g., drug side effects or
reaction).

“Avoidable Accident” means that an accident occurred because the facility failed to:

e Identify environmental hazards and/or assess individual resident risk of an
accident, including the need for supervision and/or assistive devices; and/or

e Evaluate and analyze the hazards and risks and eliminate them, if possible, or, if
not possible, identify and implement measures to reduce the hazards/risks as
much as possible; and/or

e Implement interventions, including adequate supervision and assistive devices,
consistent with a resident’s needs, goals, care plan and current professional
standards of practice in order to eliminate the risk, if possible, and, if not, reduce
the risk of an accident; and/or

e Monitor the effectiveness of the interventions and modify the care plan as
necessary, in accordance with current professional standards of practice.

“Unavoidable Accident” means that an accident occurred despite sufficient and
comprehensive facility systems designed and implemented to:

¢ Identify environmental hazards and individual resident risk of an accident,
including the need for supervision; and

e Evaluate and analyze the hazards and risks and eliminate them, if possible and, if
not possible, reduce them as much as possible;

e Implement interventions, including adequate supervision, consistent with the
resident’s needs, goals, plan of care, and current professional standards of practice
in order to eliminate the risk, if possible, and, if not, reduce the risk of an
accident; and

e Monitor the effectiveness of the interventions and modify the interventions as
necessary, in accordance with current professional standards of practice.

“Assistance Device” or “Assistive Device” refers to any item (e.g., fixtures such as
handrails, grab bars, and mechanical devices/equipment such as stand-alone or overhead
transfer lifts, canes, wheelchairs, and walkers, etc.) that is used by, or in the care of a
resident to promote, supplement, or enhance the resident’s function and/or safety.

NOTE: The currently accepted nomenclature refers to “assistive devices.” Although the
term “assistance devices” is used in the regulation, the Guidance provided in this
document will refer to “assistive devices.” These terms mean the same thing, and may be
used interchangeably.

“Environment” refers to any environment or area in the facility that is frequented by or
accessible to residents, including (but not limited to) the residents’ rooms, bathrooms,
hallways, dining areas, lobby, outdoor patios, therapy areas and activity areas.



“Fall” refers to unintentionally coming to rest on the ground, floor, or other lower level,
but not as a result of an overwhelming external force (e.g., resident pushes another
resident). An episode where a resident lost his/her balance and would have fallen, if not
for another person or if he or she had not caught him/herself, is considered a fall. A fall
without injury is still a fall. Unless there is evidence suggesting otherwise, when a
resident is found on the floor, a fall is considered to have occurred (refer to Resident
Assessment Instrument User’s Manual. Version 3.0, Chapter 3, page J-27).

“Hazards” refer to elements of the resident environment that have the potential to cause
injury or illness.

e “Hazards over which the facility has control” are those hazards in the resident
environment where reasonable efforts by the facility could influence the risk for
resulting injury or illness.

e “Free of accident hazards as is possible” refers to being free of accident hazards
over which the facility has control.

“Position change alarms” are alerting devices intended to monitor a resident’s
movement. The devices emit an audible signal when the resident moves in a certain way.
Types of position change alarms include chair and bed sensor pads, bedside alarmed
mats, alarms clipped to a resident’s clothing, seatbelt alarms, and infrared beam motion
detectors.! Position change alarms do not include alarms intended to monitor for unsafe
wandering such as door or elevator alarms.

“Risk” refers to any external factor, facility characteristic (e.g., staffing or physical
environment) or characteristic of an individual resident that influences the likelihood of
an accident.

“Supervision/Adequate Supervision” refers to an intervention and means of mitigating
the risk of an accident. Facilities are obligated to provide adequate supervision to prevent
accidents. Adequate supervision is determined by assessing the appropriate level and
number of staff required, the competency and training of the staff, and the frequency of
supervision needed. This determination is based on the individual resident’s assessed
needs and identified hazards in the resident environment. Adequate supervision may
vary from resident to resident and from time to time for the same resident.

GUIDANCE OVERVIEW §483.25(d)

Numerous and varied accident hazards exist in everyday life. Not all accidents are
avoidable. The frailty of some residents increases their vulnerability to hazards in the
resident environment and can result in life-threatening injuries. It is important that all
facility staff understand the facility’s responsibility, as well as their own, to ensure the
safest environment possible for residents.

The facility is responsible for providing care to residents in a manner that helps promote
quality of life. This includes respecting residents’ rights to privacy, dignity and self-



determination, and their right to make choices about significant aspects of their life in the
facility.

An effective way for the facility to avoid accidents is to develop a culture of safety and
commit to implementing systems that address resident risk and environmental hazards to
minimize the likelihood of accidents. A facility with a commitment to safety:

e Acknowledges the high-risk nature of its population and setting;

e Develops effective communication, including a reporting system that does not
place blame on the staff member for reporting resident risks and environmental
hazards;

e Engages all staff, residents and families in training on safety, and promotes
ongoing discussions about safety with input from staff at all levels of the
organization, as well as residents and families;

e Encourages the use of data to identify potential hazards, risks, and solutions
related to specific safety issues that arise;

e Directs resources to address safety concerns; and

e Demonstrates a commitment to safety at all levels of the organization.

A SYSTEMS APPROACH
Processes in a facility’s interdisciplinary systematic approach may include:

e Identification of hazards, including inadequate supervision, and a resident’s risks
of potentially avoidable accidents in the resident environment;

e Evaluation and analysis of hazards and risks;

e Implementation of individualized, resident-centered interventions, including
adequate supervision and assistive devices, to reduce individual risks related to
hazards in the environment; and

e Monitoring for effectiveness and modification of interventions when necessary.

A key element of a systematic approach is the consistent application of a process to
address identified hazards and/or risks. Risks may pertain to individual residents, groups
of residents, or the entire facility. Hazards may include, but are not limited to, aspects of
the physical plant, equipment, and devices that are defective or are not used properly (per
manufacturer’s specifications), are disabled/removed, or are not individually adapted or
fitted to the resident’s needs. An effective system not only proactively identifies
environmental hazards and the resident’s risk for an avoidable accident, but also
evaluates the resident’s need for supervision.

Identifying and addressing risks, including the potential for accidents, includes
consideration of the environment, the resident’s risk factors, and the need for supervision,
care, and assistive devices. This will allow the facility to communicate information about
observed hazards, identify resident-specific information, develop and implement an
individualized care plan based on the Resident Assessment Instrument (RAI) to address
each resident’s needs and goals, and to monitor the results of the planned interventions.



The care plan should strive to balance the resident’s wishes with the potential impact on
the safety of the resident and other residents.

A systematic approach enables the facility to evaluate safety throughout its environment
and among all staff, and make appropriate adjustments in training and competency testing
as required. Each resident and their family members or representatives should be aware
of the risks and potential hazards related to falls and of various devices used to reduce fall
risk. Furthermore, a systematic approach enables leadership and direct care staff to work
together to revise policies and procedures, based on feedback from workers who are most
familiar with the residents and care processes. Effective facility systems address how to:

e communicate the observations of hazards,
e record resident specific information, and
e monitor data related to care processes that potentially lead to accidents.

Identification of Hazards and Risks

Identification of hazards and risks is the process through which the facility becomes
aware of potential hazards in the resident environment and the risk of a resident having
an avoidable accident. All staff (e.g., professional, administrative, maintenance, etc.) are
to be involved in observing and identifying potential hazards in the environment, while
taking into consideration the unique characteristics and abilities of each resident. The
facility should make a reasonable effort to identify the hazards and risk factors for each
resident. Various sources provide information about hazards and risks in the resident
environment. These sources may include, but are not limited to, Quality Assessment and
Assurance (QAA) activities, environmental rounds, MDS/CAAs data, medical history
and physical exam, facility assessment as required in F838, and individual observation.
This information is to be documented and communicated across all disciplines.

Evaluation and Analysis

Evaluation and analysis is the process of examining data to identify specific hazards and
risks and to develop targeted interventions to reduce the potential for accidents.
Interdisciplinary involvement is a critical component of this process. Analysis may
include, for example, considering the severity of hazards, the immediacy of risk, and
trends such as time of day, location, etc.

Both the facility-centered and resident-directed approaches include evaluating hazards
and accident risk data which includes prior accidents/incidents, analysis to identify the
root causes of each hazard and accident risk, and identifying or developing interventions
based on the severity of the hazards and immediacy of risk. Evaluations also look at
trends such as time of day, location, etc.

Implementation of Interventions

Implementation refers to using specific interventions to try to reduce a resident’s risks
from hazards in the environment. The process includes: Communicating the
interventions to all relevant staff, assigning responsibility, providing training as needed,
documenting interventions (e.g., plans of action developed through the QAA committee or



care plans for the individual resident), and ensuring that the interventions are put into
action.

Interventions are based on the results of the evaluation and analysis of information about
hazards and risks and are consistent with professional standards, including evidence-
based practice. Development of interim safety measures may be necessary if
interventions cannot immediately be implemented fully.

Facility-based interventions may include, but are not limited to, educating staff, repairing
the device/equipment, and developing or revising policies and procedures. Resident-
directed approaches may include implementing specific interventions as part of the plan
of care, supervising staff and residents, etc. Facility records document the
implementation of these interventions.

Monitoring and Modification

Monitoring is the process of evaluating the effectiveness of care plan interventions.
Modification is the process of adjusting interventions as needed to make them more
effective in addressing hazards and risks.

Monitoring and modification processes include:

Ensuring that interventions are implemented correctly and consistently;
Evaluating the effectiveness of interventions;

Modifying or replacing interventions as needed and

Evaluating the effectiveness of new interventions.

An example of facility-specific modification is additional training of staff when
equipment has been upgraded, while a resident-specific modification is revising the care
plan to reflect the resident’s current condition and risk factors that may have changed
since the previous assessment.

For example, a facility implements a position change alarm for a newly admitted resident
with a history of falls. After completing a comprehensive assessment of the resident,
facility staff identify the resident’s routines and patterns, remove the alarm, and
implement more individualized interventions that address the actual cause of why a
resident may be changing position (e.g. has been in one position too long or is trying to
reach for a personal item) which could lead to a fall.

Supervision

Supervision is an intervention and a means of mitigating accident risk. Facilities are
obligated to provide adequate supervision to prevent accidents. Adequacy of supervision
is defined by type and frequency, based on the individual resident’s assessed needs, and
identified hazards in the resident environment. Adequate supervision may vary from
resident to resident and from time to time for the same resident. Devices such as position
change alarms may help to monitor a resident’s movement temporarily, but do not
eliminate the need for adequate supervision.



The resident environment may contain temporary hazards (e.g., construction, painting,
housekeeping activities, etc.) that warrant additional supervision or alternative measures
such as barriers to prevent access to affected areas of the resident environment.

Adequate supervision to prevent accidents is enhanced when the facility:

e Accurately assesses a resident and/or the resident environment to determine
whether supervision to avoid an accident is necessary; and/or

e Determines that supervision of the resident was necessary and provides
supervision based on the individual resident’s assessed needs and the risks
identified in the environment.

Resident Smoking

Some facilities permit residents to smoke tobacco products. In these facilities,
assessment of the resident’s capabilities and deficits determines whether or not
supervision is required. If the facility identifies that the resident needs assistance and
supervision for smoking, the facility includes this information in the resident’s care plan,
and reviews and revises the plan periodically as needed.

The facility may designate certain areas for resident smoking. The facility must ensure
precautions are taken for the resident’s individual safety, as well as the safety of others in
the facility. Such precautions may include smoking only in designated areas, supervising
residents whose assessment and care plans indicate a need for assisted and supervised
smoking, and limiting the accessibility of matches and lighters by residents who need
supervision when smoking for safety reasons. Smoking by residents when oxygen is in
use is prohibited, and any smoking by others near flammable substances is also
problematic. Additional measures may include informing all visitors of smoking policies
and hazards.

Guidance concerning resident smoking regulations can be found in NFPA 101, 20/2
edition, the Life Safety Code at 19.7.4, Smoking, including requirements for signage,
prohibiting smoking by residents classified as not responsible, and disposal of smoking
materials.

Electronic cigarettes — While electronic cigarettes (e-cigs), or vapor pens, are not
considered smoking devices, and their heating element does not pose the same dangers of
ignition as regular cigarettes, they are not without risk. A review of literature by the
Centers for Disease Control and Prevention (CDC), Food and Drug Administration
(FDA), and Federal Emergency Management Agency (FEMA) shows that as electronic
cigarette use has increased, risks associated with their use have also increased. Risks
and concerns include:

e Potential health effects for the smoker, such as respiratory illness or lung injury
which may present with symptoms of breathing difficulty, shortness of breath,
chest pain, mild to moderate gastrointestinal illness, fever or fatigue;



o Second-hand aerosol exposure;
e Nicotine overdose by ingestion or contact with the skin, and
e FExplosion or fire caused by the battery.

Because these devices are not without risk and have accidents associated with them,
facilities have a responsibility to oversee their use and provide supervision to maintain
an accident-free environment.

In August 2016, the World Health Organization recommended that electronic cigarettes
be banned indoors or where smoking is prohibited because of the second-hand exposure
to potentially toxic chemicals, and many local and state jurisdictions have begun
enacting laws that prohibit electronic cigarette use everywhere that smoking is banned.
Facilities that decide, in accordance with State and local laws, to allow e-cigarette use,
should develop and implement policies for safe use of e-cigarettes, along with policies for
traditional cigarettes. Policies should include where e-cigarettes can be used and how to
handle the devices, batteries and refill cartridges. The FDA has published
recommendations for safe handling at the following link:
https://www.fda.gov/tobaccoproducts/labeling/productsingredientscomponents/ucm5393
62.htm#blue.

Residents who wish to use e-cigarettes should be assessed for their ability to safely
handle the device. Concerns related to resident safety with use of e-cigarettes should be
investigated using the guidance at 42 CFR 483.25(d), F689, Accidents and

Supervision. Surveyors should also consider how facilities balance resident safety with a
resident’s right to use these devices while also considering the rights of residents who do
not want to be exposed to second-hand aerosol. For concerns related to resident choice
to use e-cigarettes in facilities where the devices are permitted and for residents who do
not wish to be exposed to second-hand aerosol, surveyors should use guidance at 42 CFR
483.10(c)(3) Right to Participate in Planning Care, F553 and 483.10(f), F561, Self-
Determination. For concerns about a facility’s policies for e-cigarettes, use F926,
483.90(i)(5), Smoking Policies.

Resident-to-Resident Altercations

NOTE: A resident to resident altercation should be reviewed as a potential situation of
abuse which should be investigated under the guidance for 42 CFR §483.12,
(F600). The surveyor should not automatically assume that abuse did not
occur for a resident identified as having a cognitive impairment or mental
disorder, as it does not preclude the resident from deliberate (willful) or non-
accidental actions. “Willful” as defined at §483.5 and as used in the
definition of “abuse,” “means the individual must have acted deliberately, not
that the individual must have intended to inflict injury or harm.” Even though
a resident may have a cognitive impairment, he/she could still commit a
willful act. If during the investigation of an allegation of abuse, it is
determined that the action was not willful, the surveyor must investigate
whether the facility is in compliance with the requirement to maintain an


https://www.fda.gov/tobaccoproducts/labeling/productsingredientscomponents/ucm539362.htm#blue
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environment as free of accident hazards as possible, and that each resident
receives adequate supervision using guidance at this tag, F689, Accidents.

It is important that a facility take reasonable precautions, including providing adequate
supervision, when the risk of resident-to-resident altercation is identified, or should have
been identified. Certain situations or conditions may increase the potential for such
altercations, including, but not limited to:

e A history of aggressive behaviors including striking out, verbal outbursts, or
negative interactions with other resident(s); and/or

e Behavior that may disrupt or annoy others such as constant verbalization (e.g.,
crying, yelling, calling out for help), making negative remarks, restlessness,
repetitive behaviors, taking items that do not belong to them, going into other
residents’ rooms, drawers, or closets, and undressing in inappropriate areas.
Although these behaviors may not be aggressive in nature, they may precipitate a
negative response from others, resulting in verbal, physical, and/or emotional
harm.

The facility is responsible for identifying residents who have a history of disruptive or
intrusive interactions, or who exhibit other behaviors that make them more likely to be
involved in an altercation. The facility should identify the factors (e.g., pain, specific
triggers in the environment, etc.) that increase the risks associated with individual
residents, including those that could trigger an altercation. The interdisciplinary team
reviews the assessment along with the resident and/or his/her representative, in order to
address the underlying reasons for the behavioral manifestations and to identify
interventions to try to prevent altercations.

The interventions listed below include supervision and other actions that could address
potential or actual negative interactions:

e Evaluating staffing levels to ensure adequate supervision (if it is adequate, it is
meeting the resident’s needs) (refer to F725, §483.35(a)(1)(2), to evaluate staffing
levels for any nursing services not related to behavioral health care or dementia
care and F741, §483.40, for any staff caring for residents with dementia, mental
and psychosocial disorder, substance use disorder, or a history of trauma and/or
post-traumatic stress disorder);

e Evaluating staffing assignments to ensure consistent staff who are more familiar
with the resident and who thus may be able to identify changes in a resident’s
condition and behavior;

¢ Providing safe supervised areas for unrestricted movement;

e Eliminating or reducing underlying causes of distressed behavior such as boredom
and pain,;

e Monitoring environmental influences such as temperatures, lighting, and noise
levels; and

e Ongoing staff training, competencies and supervision, including how to approach
a resident who may be agitated, combative, verbally or physically aggressive, or



anxious, and how and when to obtain assistance in managing a resident with
behavior symptoms (refer to F726, §483.35(a)(3)(4)(c), to evaluate staff
competency for any nursing services not related to behavioral health care or
dementia care and F741, §483.40, for any staff caring for residents with dementia,
mental and psychosocial disorder, substance use disorder, or a history of trauma
and/or post-traumatic stress disorder).

RISKS AND ENVIRONMENTAL HAZARDS
This section discusses common, but not all, potential risks and hazards found in the
resident environment.

NOTE: The information included in the following sections is based on current
professional standards of practice or “best practice” models as described in the
literature.

The physical plant, devices, and equipment described in this section may not be hazards
by themselves but can become hazardous when a vulnerable resident interacts with them.
Some temporary hazards in the resident environment can affect most residents who have
access to them (e.g., construction, painting, and housekeeping activities). Other
situations may be hazardous only for certain individuals (e.g., accessible smoking
materials).

In order to be considered hazardous, an element of the resident environment must be
accessible to a vulnerable resident. Resident vulnerability is based on risk factors
including the individual resident’s functional status, medical condition, cognitive
abilities, mood, and health treatments (e.g., medications). Resident vulnerability to
hazards may change over time. Ongoing assessment helps identify when elements in the
environment pose hazards to a particular resident.

Certain sharp items, such as scissors, kitchen utensils, knitting needles, or other items,
may be appropriate for many residents but hazardous for others with cognitive
impairments. Handrails, assistive devices, and any surface that a resident may come in
contact with may cause injury, if the surface is not in good condition, free from sharp
edges or other hazards or not installed properly.

Improper actions or omissions by staff can create hazards in the physical plant (e.g.,
building and grounds), environment, and/or with devices and equipment. Examples of
such hazards might include fire doors that have been propped open, disabled locks or
latches, nonfunctioning alarms, buckled or badly torn carpets, cords on floors, irregular
walking surfaces, improper storage and access to toxic chemicals, exposure to unsafe
heating unit surfaces, and unsafe water temperatures. Other potential hazards may
include furniture that is not appropriate for a resident (e.g., chairs or beds that are not the
proper height or width for the resident to transfer to and from safely or unstable as to
present a fall hazard) and lighting that is either inadequate or so intense as to create glare.
Devices for resident care, such as pumps, ventilators, and assistive devices, may be
hazardous when they are defective, disabled, or improperly used (i.e., used in a manner



that is not per manufacturer’s recommendations or current professional standards of
practice).

Resident Vulnerabilities

The responsibility to respect a resident’s choices is balanced by considering the resident’s
right to direct the care they receive with the potential impact of these choices on their
well-being, other residents, and on the facility’s obligation to protect residents from
harm. The facility has a responsibility to educate a resident, family, and staff regarding
significant risks related to a resident’s choices. When a resident s choice poses some risk,
staff should work with the resident to understand reasons for the choice, and discuss
options for the facility to honor the choice. For example, a resident may express a desire
to use a cane instead of a walker or wheelchair in order to maintain dignity and self-
esteem. This preference should be discussed to review potential positive and negative
consequences of possible courses of action (including potential negative consequences
that may result from preventing the choice) and to find ways to develop a care plan in
which staff honor the choice while mitigating risks. For resources on care planning to
mitigate risk, see A Process for Care Planning Resident Choice at
htips.//www.pioneernetwork.net/wp-content/uploads/2016/10/Process-for-Care-
Planning-for-Resident-Choice-.pdf .

Verbal consent or signed consent/waiver forms do not eliminate a facility’s responsibility
to protect a resident from an avoidable accident, nor does it relieve the provider of its
responsibility to assure the health, safety, and welfare of its residents. While Federal
regulations affirm the resident’s right to participate in care planning and to refuse
treatment, the regulations do not create the right for a resident or representative to
demand the facility use specific medical interventions or treatments that the facility
deems inappropriate. The regulations hold the facility ultimately accountable for the
resident’s care and safety.

Falls and unsafe wandering/elopement are of particular concern. The following section
reviews these issues along with some common potential hazards.

Falls - The MDS defines a fall as unintentionally coming to rest on the ground, floor, or
other lower level but not as a result of an overwhelming external force (e.g., resident
pushes another resident). An episode where a resident lost his/her balance and would
have fallen, if not for another person or if he or she had not caught him/herself, is
considered a fall. A fall without injury is still a fall. Unless there is evidence suggesting
otherwise, when a resident is found on the floor, a fall is considered to have occurred.

NOTE: Challenging a resident’s balance and training him/her to recover from loss of
balance is an intentional therapeutic intervention. The losses of balance that occur during
supervised therapeutic interventions are not considered a fall.

Some factors that may result in resident falls include, but are not limited to:
e Environmental hazards, such as wet floors, poor lighting, incorrect bed height
and/or width, or improperly fitted or maintained wheelchairs;
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e Unsafe or absent footwear and loose or improperly worn clothing;

e Underlying chronic medical conditions, such as arthritis, heart failure, anemia and
neurological disorders;

Acute change in condition such as fever, infection, delirium;

Medication side effects;

Orthostatic hypotension;

Lower extremity weakness;

Balance disorders;

Poor grip strength;

Functional impairments (difficulty rising from a chair, getting on or off toilet,
etc.);

Gait disorders;

Cognitive impairment;

Visual deficits;

Pain; and

Incontinence.

Older persons have both a high incidence of falls and a high susceptibility to injury.’
Serious potential consequences of falls include physical injuries, pain, increased risk of
death, impaired function, fear of falling, and self-imposed limitations on activities leading
to social isolation.? Evaluation of all of the causal factors leading to a resident fall assists
the facility in developing and implementing relevant, consistent, and individualized
interventions to prevent future occurrences. Proper actions following a fall include:

e Ascertaining if there were injuries, and providing treatment as necessary;

e Determining what may have caused or contributed to the fall, including
ascertaining what the resident was trying to do before he or she fell;

e Addressing the risk factors for the fall such as the resident’s medical
conditions(s), facility environment issues, or staffing issues; and

e Revising the resident’s plan of care and/or facility practices, as needed, to reduce
the likelihood of another fall.

NOTE: A fall by a resident does not necessarily indicate a deficient practice because not
every fall can be avoided.

Position Change Alarms:

Facilities often implement position change alarms as a fall prevention strategy or in
response to a resident fall. The alarms are designed to alert staff that the resident has
changed position, increasing the risk for falling. However, the efficacy of alarms to
prevent falls has not been proven and a study of hospitalized patients concluded these
devices may only alert staff that a fall has already occurred. The same study also noted
false alarms are a common problem leading to “alarm fatigue,” where staff no longer
respond to the sound of an alarm.* A study on bed-exit alarms concluded the alarms are
not a substitute for staff assisting residents and bed-exit alarms may not always function
reliably for residents who weigh less than 100 pounds or who are restless.” Individual



facility efforts to reduce use of alarms have shown falls actually decrease when alarms
are eliminated’ and replaced with other interventions such as purposeful checks to
proactively address resident needs, adjusting staff to cover times of day when most falls
occur, assessing resident routines, and making individualized environmental or care
changes that suit each resident. ® For example, brighter lighting might help a resident with
macular degeneration ambulate more easily in his or her room but would cause glare and
make walking more difficult for a resident with cataracts.’

Facilities must implement comprehensive, resident-centered fall prevention plans for
each resident at risk for falls or with a history of falls. While position change alarms are
not prohibited from being included as part of a plan, they should not be the primary or
sole intervention to prevent falls. If facility staff choose to implement alarms, they should
document their use aimed at assisting the staff to assess patterns and routines of the
resident. Use of these devices, like any care planning intervention, must be based on
assessment of the resident and monitored for efficacy on an on-going basis. Position
change alarms have been used to monitor a resident’s movement in chairs or beds, etc.
However, there must be sufficient staff and supervision to meet the resident’s needs and
staff must be vigilant in order to respond to alarms in a timely manner. Alarms do not
replace necessary supervision. Facilities must take steps to identify issues that place the
resident at risk for falls and implement approaches to address those risks in a manner that
enables the resident to achieve or maintain his or her highest practicable physical, mental,
and psychosocial well-being.

Wandering and Elopement - Wandering is random or repetitive locomotion. This
movement may be goal-directed (e.g., the person appears to be searching for something
such as an exit) or may be non-goal-directed or aimless. Non-goal-directed wandering
requires a response in a manner that addresses both safety issues and an evaluation to
identify root causes to the degree possible. Moving about the facility aimlessly may
indicate that the resident is frustrated, anxious, bored, hungry, or depressed. Goal-
directed wandering may fulfill a resident’s need for exercise or provide sensory
stimulation. This goal directed wandering should also require staff supervision and a
facility response to address safety issues.

Wandering may become unsafe when a resident becomes overly tired or enters an area
that is physically hazardous or that contains potential safety hazards (e.g., chemicals,
tools, and equipment, etc.). Entering into another resident’s room may lead to an
altercation or contact with hazardous items. Unsafe wandering can be associated with an
increased risk for falls and injuries.

While wander, door, or building alarms can help to monitor a resident’s activities, staff
must be vigilant in order to respond to them in a timely manner. Alarms do not replace
necessary supervision, and require scheduled maintenance and testing to ensure proper
functioning.

A situation in which a resident leaves the premises or a safe area without the facility’s
knowledge and supervision, if necessary, would be considered an elopement. This



Situation represents a risk to the resident’s health and safety and places the resident at
risk of heat or cold exposure, dehydration and/or other medical complications, drowning,
or being struck by a motor vehicle.

Facility policies that clearly define the mechanisms and procedures for assessing or
identifying, monitoring and managing residents at risk for elopement can help to
minimize the risk of a resident leaving a safe area without /e facility s awareness and/or
appropriate supervision. In addition, the resident at risk should have interventions in
their comprehensive plan of care to address the potential for elopement. Furthermore, a
facility’s disaster and emergency preparedness plan should include a plan to locate a
missing resident.

Safety for Residents with Substance Use Disorder (SUD)

Residents with a history of substance use disorder may be at increased risk for leaving
the facility without notification and/or for illegal or prescription drug overdose if the
resident continues using substances while residing in the nursing home. Residents with a
history of substance use disorder should be assessed for these risks and care plan
interventions should be implemented to ensure the safety of all residents.

For example, residents with substance use disorder may leave the facility to satisfy an
addiction to alcohol, prescription drugs, or illegal substances. Care planning
interventions should address this risk by providing appropriate diversions for residents
and encouraging residents to seek out facility staff to discuss their plan of care, including
discharge planning, rather than leaving to seek out substances which could endanger the
resident’s health and/or safety. The facility should advise residents of the risks of leaving
the facility to seek out substances and/or early, unplanned discharge, and provide
appropriate referrals and discharge instructions whenever possible.

Facilities are responsible for identifying and assessing a resident's risk for leaving the
facility without notification to staff and developing interventions to address this risk. A
situation in which a resident with decision-making capacity leaves the facility
intentionally would generally not be considered an elopement unless the facility is
unaware of the resident’s departure and/or whereabouts. A resident who leaves the
facility prior to his or her planned discharge, but with facility knowledge of the departure
and despite facility efforts to explain the risks of leaving, would be leaving against
medical advice (AMA). Documentation in the medical record should show that facility
staff attempted to provide other options to the resident and informed the resident of
potential risks of leaving AMA. Documentation should also identify the time the facility
became aware of the resident leaving the facility.

NOTE: This guidance is not intended to restrict a resident’s ability to leave and return to
the facility in accordance with the resident’s medical orders, care plan, facility policy

and §§483.10(c)(6), (0(3), and (f)(8).

Additionally, residents with SUD may try to continue using substances during their stay
in the nursing home. Facility staff should assess the resident for the risk for substance



use in the facility and have knowledge of signs and symptoms of possible substance use
such as: frequent leaves of absence with or without facility knowledge, odors, new
needle marks, and changes in resident behavior such as unexplained drowsiness, slurred
speech, lack of coordination, and mood changes, particularly after interaction with
visitors or absences from the facility. Efforts to prevent substance use may include
providing substance use treatment services, such as behavioral health services,
medication-assisted treatment (MAT), alcoholic/narcotics anonymous meetings, working
with the resident and the family, if appropriate, to address goals related to their stay in
the nursing home, and increased monitoring and supervision.

When investigating overdose occurrences, surveyors should evaluate whether the facility
assessed and identified that the resident who experienced an overdose had a history of
substance use and was at risk for using substances which could lead to an overdose while
in the facility. If there is a history of SUD, the resident’s comprehensive care plan should
contain interventions, if appropriate, to prevent substance use in the facility as well as
interventions for when substance use is suspected or identified. Facility staff should
implement care plan interventions which should include increased monitoring and
supervision of the resident, increased supervision of visitors, and notification of the
resident’s physician or non-physician practitioner. For example, a resident displays
changes in behavior or unexplained lethargy after his or her visitors leave or other
residents report observing the use of substances. When substance use is suspected, (in
the facility or upon return from an absence from the facility) which could lead to
overdose, facility staff should implement the care plan interventions.

Facilities and surveyors should be aware that relapses of substance use can be common
in individuals with SUD, and may result in a drug overdose. Facilities that accept
residents with SUD are typically doing so to treat a medical-related issue, and are not
expected to fully cure individuals with SUD of their underlying addictive behaviors while
in the facility. However, facility staff should be prepared to address emergencies related
to substance use by providing increased monitoring, maintaining and having knowledge
of administering opioid reversal agents like naloxone, initiating CPR as appropriate, and
contacting emergency medical services as soon as possible. The United States Surgeon
General has recommended that naloxone be kept on hand where there is a risk for an
opioid overdose. Information on safe naloxone administration may be found on this
document developed by the Substance Abuse and Mental Health Administration
(SAMHSA), https://store.samhsa.gov/system/files/smal8-4742.pdf.

NOTE: Surveyors should be aware that the occurrence of an overdose does not
automatically mean that noncompliance exists. As noted above, drug overdoses can be
expected with individuals with SUD and facilities are not expected to fully cure these
residents of their underlying disease or SUD. For example, a resident with a known
history of SUD and drug seeking behaviors when offsite, returns from an absence from
the facility. Evidence shows the facility took steps to increase its monitoring of the
resident, and despite this effort, the resident overdosed between checks or immediately
upon return before increased monitoring had begun. Additionally, the facility attempted
CPR and administered naloxone. This example demonstrates a negative outcome,


https://store.samhsa.gov/system/files/sma18-4742.pdf

however, noncompliance with this requirement does not exist. Conversely, if the same
resident returns from an absence but the facility did not take steps to increase
monitoring, noncompliance with the requirements at §483.25(d) may exist due to failure
to identify the resident’s risk for overdose and implement interventions.

Physical Plant Hazards
NOTE: Refer to guidance at 483.70(e) (F838) for facility responsibilities regarding the
facility’s physical environment.

Supervision and/or containment of hazards are needed to protect residents from harm
caused by environmental hazards. Examples of such hazards can range from common
chemical cleaning materials to those caused by adverse water temperatures or improper
use of electrical devices.

Chemicals and Toxins - Various materials in the resident environment can pose a
potential hazard to residents. Hazardous materials can be found in the form of solids,
liquids, gases, mists, dusts, fumes, and vapors. The routes of exposure for toxic materials
may include inhalation, absorption, or ingestion.

For a material to pose a safety hazard to a resident, it must be toxic, caustic, or allergenic;
accessible and available in a sufficient amount to cause harm. Toxic materials that may
be present in the resident environment are unlikely to pose a hazard unless residents have
access or are exposed to them. Some materials that would be considered harmless when
used as designed could pose a hazard to a resident who accidentally ingests or makes
contact with them.

Examples of materials that may pose a hazard to a resident include (but are not limited
to):

e Chemicals used by the facility staff in the course of their duties (e.g.,
housekeeping chemicals, cleaning and sanitizing agents) and chemicals or other
materials brought into the resident environment by staff, other residents, or
Visitors;

e Drugs and therapeutic agents;

¢ Plants and other “natural” materials found in the resident environment or in the
outdoor environment (e.g., poison ivy).

One source of information concerning the hazards of a material that a facility may obtain
is the Safety Data Sheet (SDS).® The Occupational Safety and Health Administration
(OSHA) requires employers to have a SDS available for all hazardous materials that staff
use while performing their duties.” SDSs are available on-line for numerous chemicals
and non-toxic materials, and should be reviewed carefully to determine if the material is
toxic and poses a hazard. Poison control centers are another source of information for
potential hazards, including non-chemical hazards such as plants.



NOTE: Toxicological profiles for a limited number of hazardous materials are
accessible on the Agency for Toxic Substances & Disease Registry Web site at
http://www.atsdr.cde.gov/.

Water Temperature - Water may reach hazardous temperatures in hand sinks, showers,
tubs, and any other source or location where hot water is accessible to a resident. Burns
related to hot water/liquids may also be due to spills and/or immersion. Many residents
in long-term care facilities have conditions that may put them at increased risk for burns
caused by scalding. These conditions include: decreased skin thickness, decreased skin
sensitivity, peripheral neuropathy, decreased agility (reduced reaction time), decreased
cognition or dementia, decreased mobility, and decreased ability to communicate.’’

The degree of injury depends on factors including the water temperature, the amount of
skin exposed, and the duration of exposure. Some States have regulations regarding
allowable maximum water temperature. Table 1 illustrates damage to skin in relation to
the temperature of the water and the length of time of exposure.’/

Table 1. Time and Temperature Relationship to Serious Burns

Water Time Required for a 3™ Degree
Temperature Burn to Occur
155°F 68°C 1 sec
148°F 64°C 2 sec
140°F 60°C 5 sec
133°F 56°C 15 sec
127°F 52°C 1 min
124°F 51°C 3 min
120°F 48°C 5 min
100°F 37°C Safe Temperatures
for Bathing (see Note)

NOTE: Burns can occur even at water temperatures below those identified in
the table, depending on an individual’s condition and the length of
exposure.

Based upon the time of the exposure and the temperature of the water, the severity of the
harm to the skin is identified by the degree of burn, as follows.’”

e First-degree burns involve the top layer of skin (e.g., minor sunburn). These may
present as red and painful to touch, and the skin will show mild swelling.

e Second-degree burns involve the first two layers of skin. These may present as
deep reddening of the skin, pain, blisters, glossy appearance from leaking fluid,
and possible loss of some skin.


http://www.atsdr.cdc.gov/

e Third-degree burns penetrate the entire thickness of the skin and permanently
destroy tissue. These present as loss of skin layers, often painless (pain may be
caused by patches of first- and second-degree burns surrounding third-degree
burns), and dry, leathery skin. Skin may appear charred or have patches that
appear white, brown, or black.

Electrical Safety - Any electrical device, whether or not it needs to be plugged into an
electric outlet, can become hazardous to the residents through improper use or improper
maintenance. Electrical equipment such as electrical cords can become tripping hazards.
Halogen lamps or heat lamps can cause burns or fires if not properly installed away from
combustibles in the resident environment. The Life Safety Code prohibits the use of
portable electrical space heaters in resident areas.

Extension cords should not be used to take the place of adequate wiring in a facility. If
extension cords are used, the cords should be properly secured and not be placed
overhead, under carpets or rugs, or anywhere that the cord can cause trips, falls, or
overheat. Extension cords should be connected to only one device to prevent overloading
of the circuit. The cord itself should be of a size and type for the expected electrical load
and made of material that will not fray or cut easily. Electrical cords including extension
cords should have proper grounding if required and should not have any grounding
devices removed, or should not be used without the grounding devices.

Power strips may not be used as a substitute for adequate electrical outlets in a facility.
Power strips may be used for a computer, monitor, and printer. Power strips are not
designed to be used with medical devices in patient care areas. Precautions needed if
power strips are used include: installing internal ground fault and over-current protection
devices; preventing cords from becoming tripping hazards; and using power strips that
are adequate for the number and types of devices used. Overload on any circuit can
potentially cause overheating and fire. The use of ground fault circuit interruption
(GFCIs) may be required in locations near water sources to prevent electrocution of staff
or residents.’?

The proper use of electric blankets and heating pads is essential to avoid thermal injuries.
These items should not be tucked in or squeezed. Constriction can cause the internal
wires to break. A resident should not go to sleep with an electric blanket or heating pad
turned on. Manufacturer’s instructions for use should be followed closely. Injuries and
deaths have been related to burns and fires related to the use of heating pads. Most
deaths are attributable to heating pads that generated fires, but most injuries are burns
from prolonged use or inappropriate temperature setting. Prolonged use on one area of
the body can cause a severe burn, even when the heating pad is at a low temperature
setting.

Lighting - The risk of an accident increases when there is insufficient light or too much
light, which often results in glare. Vision among older persons varies widely; therefore,
no single level of illumination can ensure safety for all residents. The proper amount of
light depends on the resident’s visual needs and the task he/she is performing. An older



person typically needs more light to see. However, a resident with cataracts or glaucoma
may be overly sensitive to bright light, and excessive lighting could make it more
difficult to see clearly and thereby increase his/her fall risk.’ Creating transitional zones
between light and dark spaces helps to improve sight recovery and enable safer mobility.
Providing extra visual cues that clearly define needed items or spaces in areas with
limited or variable light can help to enable safe performance of tasks (e.g., turning on a
light). Providing supplemental light near beds for residents who are mobile may assist in
safe mobility at night.’’

NOTE: Refer to guidance under 42 CFR 483.10(1)(5), F584, Safe Environment
regarding adequate and comfortable lighting.

Assistive Devices/Equipment Hazards

Assistive devices also can help to prevent accidents. Assistive devices and equipment
can help residents move with increased independence, transfer with greater comfort, and
feel physically more secure. However, there are risks associated with the use of such
devices and equipment, particularly if or when they are not properly maintained and these
risks need to be balanced with the benefits gained from their use. Training of staff,
residents, family members and volunteers on the proper use of assistive
devices/equipment is crucial to prevent accidents. It is also important to communicate
clearly the approaches identified in the care plan to all staff, including temporary staff. It
is important to train staff regarding resident assessment, safe transfer techniques, and the
proper use of mechanical lifts including device weight limitations.

NOTE: The Safe Medical Devices Act of 1990 (SMDA) requires hospitals, nursing
homes, and other user facilities to report deaths, serious illnesses, and injuries associated
with the use of medical devices to manufacturers and the Food and Drug Administration.

Assistive Devices for Mobility - Mobility devices include all types of assistive devices,
such as, but not limited to, canes, standard and rolling walkers, manual or non-powered
wheelchairs, and powered wheelchairs. Three primary factors that may be associated
with an increased accident risk related to the use of assistive devices include:

1. Resident Condition. Lower extremity weakness, gait disturbances, decreased
range of motion, and poor balance may affect some residents. These conditions
combined with cognitive impairment can increase the accident risks of using
mobility devices. Unsafe behavior, such as failure to lock wheelchair brakes and
trying to stand or transfer from a wheelchair unsafely, can result in falls and
related injuries;

2. Personal Fit and Device Condition. Devices can pose a hazard if not fitted and/or
maintained properly.’® Personal fit, or how well the assistive device meets the
individual needs of the resident, may influence the likelihood of an avoidable
accident; and



3. Staff Practices. Mobility devices that a resident cannot readily reach may create a
hazardous situation. Unsafe transfer technique used by staff may result in an
accident. Inadequate supervision by staff of a resident during the initial trial
period of assistive device use or after a change in the resident’s functional status
can increase the risk of falls and/or injury. Additionally, staff needs to ensure
assistive devises properly fit the resident and the resident has received proper
training in the use of the assistive device.

Assistive Devices for Transfer - Mechanical assistive devices for transfer include, but are
not limited to, portable and stationary total body lifts, sit-to-stand devices, and transfer or
gait belts. The resident assessment helps to determine the resident’s degree of mobility
and physical impairment and the proper transfer method; for example, whether one or
more caregivers or a mechanical device is needed for a safe transfer. Residents who
become frightened during transfer in a mechanical lift may exhibit resistance movements
that can result in avoidable accidents. Communicating with the resident and addressing
the resident’s fear may reduce the risk.

Factors that may influence a resident’s risk of accident during transfer include staff
availability, resident abilities, staff training and competency. The resident’s ability to
communicate and identify physical limitations or to aid in the transfer will help determine
the need for an assistive device, such as a mechanical lift. The Occupational Safety and
Health Administration (OSHA) provides information and guidelines on identifying
problems and implementing solutions relating to handling residents during transfers.’’

Devices Associated with Entrapment Risks - Devices can be therapeutic and beneficial;
however, devices are not necessarily risk free so it is important to weigh the relative risks
and benefits of using certain devices. For example, while physical restraints may be used
to treat a resident’s medical symptom, the devices may create a risk for entrapment.
Physical restraints are defined as any manual method, physical or mechanical
device/equipment or material that meets all of the following criteria:

e [s attached or adjacent to a resident’s body;
e (Cannot be removed easily by the resident; and
e Restricts the resident’s freedom of movement or normal access to his/her body.

Serious injuries, as well as death, have been reported as a result of using physical
restraints. Some physical restraints carry a risk of severe injury, strangulation, and
asphyxiation. Restrained residents may be injured or die when they try to remove
restraints, to ambulate while restrained, or due to an improperly fitted or used device.
Evidence shows that physical restraints cause more harm than good and seriously
infringe upon a person’s autonomy as explained in this article in the Journal of Medical
Ethics, “Use of physical restraint in nursing homes: clinical-ethical considerations.”!®
The Food and Drug Administration (FDA) also provides guidance on bed rail safety and
reducing entrapment:



o hittps://www.fda.gcov/medical-devices/hospital-beds/guide-bed-safety-bed-rails-
hospitals-nursing-homes-and-home-health-care-facts, A Guide to Bed Safety
Bed Rails in Hospitals, Nursing Homes and Home Health Care: The Facts

o https://www.fda.gov/medical-devices/bed-rail-safety/recommendations-health-
care-providers-about-bed-rails, Recommendations for Health Care Providers
About Bed Rails

o hitps://www.fda.cov/regulatoryv-information/search-fda-guidance-
documents/hospital-bed-system-dimensional-and-assessment-guidance-reduce-
entrapment, Guidance for Industry and FDA Staff: Hospital Bed System
Dimensional and Assessment Guidance to Reduce Entrapment.

Regardless of the purpose for use, bed rails (also referred to as “side rails,” “bed side
rails,” and “‘safety rails”) and other bed accessories (e.g. transfer bar, bed enclosures),
while assisting with transfer and positioning, can increase resident safety risk. Bed rails
include rails of various sizes (e.g., full length rails, half rails, quarter rails) that may be
positioned in various locations on the bed. Residents most at risk for entrapment are those
who are frail or elderly or those who have conditions such as agitation, delirium,
confusion, pain, uncontrolled body movement, hypoxia, fecal impaction, acute urinary
retention, etc. that may cause them to move about the bed or try to exit from the bed. The
failure to provide timely assistance with using the bathroom, inappropriate bed
positioning, and other care-related activities can contribute to the risk of entrapment. The
FDA provides detailed information about bed rails, including recommendations for health
care providers.’’

Entrapment may occur when a resident is caught between the mattress and bed rail or in
the bed rail itself. Technical issues, such as the proper sizing of mattresses, fit and
integrity of bed rails or other design elements (e.g., wide spaces between bars in the bed
rails) can also affect the risk of resident entrapment.”’

NOTE: §483.25(n) (F700) requires that facilities attempt appropriate alternatives before
installing/ using bed rails, and if a bed or side rail is used, the facility must
ensure correct installation, use, and maintenance of bed rails.

The use of a specialty air-filled mattress or a therapeutic air-filled bed may also present
an entrapment risk that is different from rail entrapment with a regular mattress. The
high compressibility of an air-filled mattress compared to a regular conventional mattress
requires appropriate precautions when used for a resident at risk for entrapment. An air-
filled mattress compresses on the side to which a person moves, thus raising the center of
the mattress and lowering the side. This may make it easier for a resident to slide off the
mattress or against the rail. Mattress compression widens the space between the mattress
and rail. When a resident is between the mattress and rail, the mattress can re-expand and
press the chest, neck, or head against the rail. While using air therapy to prevent and treat
pressure ulcer/injuries, facilities should also take precautions to reduce the risk of
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entrapment. Precautions may include following manufacturer equipment alerts and
increasing supervision.”’

NOTE: §483.12 (F604), applies to the use of physical restraints. This guidance at
§483.25(d), (F689) applies to assistive devices that create hazards (e.g., devices
that are defective; not used properly or according to manufacturer’s
specifications; disabled or removed; not provided or do not meet the resident’s
needs (poor fit or not adapted); and/or used without adequate supervision when
required). §483.25(n) (F700) applies to the installation of bed rails.

KEY ELEMENTS OF NONCOMPLIANCE
To cite deficient practice at F689, the surveyor's investigation will generally show that
the facility failed to do one or more of the following:

e Identify and eliminate all known and foreseeable accident hazards in the
resident’s environment, to the extent possible; or

e To the extent possible, reduce the risk of all known or foreseeable accident
hazards that cannot be eliminated; or

e Provide appropriate and sufficient supervision to each resident to prevent an
avoidable accident; or

e Provide assistance devices necessary to prevent an avoidable accident from
occurring.

INVESTIGATIVE SUMMARY

Use

Use the Accidents Critical Element (CE) Pathway along with the above interpretive
guidelines when determining if the facility meets the requirements to ensure that the
resident’s environment remains as free from accident hazards as possible and that each
resident receives adequate supervision and assistance devices to prevent accidents.

Summary of Accident and Supervision Investigative Procedure

Observe the general environment of the facility to determine if the facility provides an
environment that is free from accident hazards over which the facility has control and
provides supervision and assistive devices to each resident to prevent avoidable
accidents. During observation of the facility, the survey team should observe the
environment for the presence of potential/actual hazards. For a resident with an identified
concern, briefly review the assessment and plan of care to determine whether the facility
identified resident risks and implemented interventions as necessary.

If the resident has been in the facility for less than 14 days (before completion of all the
Resident Assessment Instrument (RAI) is required), review the baseline care plan which
must be completed within 48 hours to determine if the facility is providing appropriate
care and services based on information available at the time of admission.

DEFICIENCY CATEGORIZATION



In addition to actual or potential physical harm, always consider whether psychosocial
harm has occurred when determining severity level (See Psychosocial Outcome Severity
Guide).

Examples of Severity Level 4 Noncompliance Immediate Jeopardy to Resident
Health or Safety include, but are not limited to:

The facility failed to keep corrosive cleaning supplies out of the reach of
ambulatory residents with dementia, resulting in one resident ingesting drain
opener and sustaining esophageal damage.

The facility failed to provide supervision to a unit which had ambulatory
cognitively impaired residents. The facility failed to keep these residents from
gaining access to the employee locker room. When the surveyor conducted her
tour of the facility, she found a confused resident who was trapped in the
employee locker room.

The facility failed to keep a resident free from hazards and provide the necessary
monitoring and supervision for a resident with known substance use disorder and
history of using illicit substances when outside of the facility. Through an
interview with a certified nurse aide (CNA), the surveyor discovered the resident
left the facility for approximately five hours with facility knowledge of the
absence. Upon return to the facility, the resident went to his room. Facility staff
did not assess the resident’s condition for several hours and then found the
resident unresponsive. Medical records showed that the resident had sustained
an overdose.

Examples of Severity Level 3 Noncompliance Actual Harm that is Not Immediate
Jeopardy include, but are not limited to:

The facility failed to apply a smoking apron to a resident while smoking, which
was necessary and documented on the care plan. The resident sustained a 2™
degree burn after the cigarette fell onto his/her lap.

The facility failed to use a two-person transfer, as determined necessary by the
comprehensive care plan, during a transfer from the resident’s bed to wheelchair,
resulting in the resident falling to the floor, sustaining a laceration requiring
sutures.

Examples of Severity Level 2 Noncompliance No Actual Harm with Potential for
More Than Minimal Harm that is Not Immediate Jeopardy include, but are not
limited to:

The facility failed to remove clutter and building materials from a construction
area, immediately adjacent to a walkway used by residents and their families,
creating a hazard which poses a risk for more than minimal harm.

A cognitively intact resident with known SUD but no other safety concerns was
observed lingering by doors that were not monitored. After interviewing staff, the
survey team identified that the facility did not have a consistent process for how



residents notify the facility when they leave the facility, or have a process to
identify when residents leave the facility if the resident does not notify facility

staff.

Severity Level 1 Noncompliance No Actual Harm with Potential for Minimal Harm
The failure of the facility to provide a safe environment and adequate supervision places
residents at risk for more than minimal harm. Therefore, Severity Level 1 does not apply
for this regulatory requirement.

NOTE: References to non-CMS/HHS sources or sites on the Internet included above or
later in this document are provided as a service and do not constitute or imply
endorsement of these organizations or their programs by CMS or the U.S. Department of
Health and Human Services. CMS is not responsible for the content of pages found at
these sites. URL addresses were current as of the date of this publication.

Other resources which may be useful:

Falls

National Council on Aging National Falls Prevention Resource Center at
http://www.ncoa.org/center-for-healthy-aging/falls-resource-center
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F690
(Rev. 208; Issued:10-21-22; Effective: 10-21-22; Implementation:10-24-22)

§483.25(e) Incontinence.

§483.25(e)(1) The facility must ensure that a resident who is continent of bladder
and bowel on admission receives services and assistance to maintain continence
unless his or her clinical condition is or becomes such that continence is not possible
to maintain.

§483.25(e)(2) For a resident with urinary incontinence, based on the resident’s
comprehensive assessment, the facility must ensure that—

(i) A resident who enters the facility without an indwelling catheter is not
catheterized unless the resident’s clinical condition demonstrates that
catheterization was necessary;

(ii) A resident who enters the facility with an indwelling catheter or subsequently
receives one is assessed for removal of the catheter as soon as possible unless
the resident’s clinical condition demonstrates that catheterization is
necessary; and

(iii) A resident who is incontinent of bladder receives appropriate treatment and
services to prevent urinary tract infections and to restore continence to the
extent possible.
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§483.25(e)(3) For a resident with fecal incontinence, based on the resident’s
comprehensive assessment, the facility must ensure that a resident who is
incontinent of bowel receives appropriate treatment and services to restore as much
normal bowel function as possible.

INTENT
The intent of this requirement is to ensure that:

e Each resident who is continent of bladder receives the necessary services and
assistance to maintain continence, unless it is clinically not possible.

e FEach resident who is incontinent of urine is identified, assessed and provided
appropriate treatment and services to achieve or maintain as much normal bladder
function as possible;

e An indwelling catheter is not used unless there is valid medical justification for
catheterization and the catheter is discontinued as soon as clinically warranted;

e A resident, with or without an indwelling catheter, receives the appropriate care
and services to prevent urinary tract infections to the extent possible;

e Services are provided to restore or improve normal bladder function to the extent
possible, after the removal of the indwelling catheter; and

e A resident with fecal incontinence is identified, assessed and provided appropriate
treatment and services to restore as much normal bowel function as possible,
unless it is not clinically possible;

NOTE: F690 includes the appropriate treatment and services to restore bowel function
for a resident with fecal incontinence, however, for concerns related to bowel

management (such as constipation, fecal impaction), refer to F684 — Quality of care

DEFINITIONS
“Bacteremia” is the presence of bacteria in the bloodstream.

“Bacteriuria” is defined as the presence of bacteria in the urine.

“Continence” refers to any void that occurs voluntarily, or as the result of prompted,
assisted, or scheduled use of the bathroom.

“Sepsis” is the body’s overwhelming and life-threatening response to an infection which
can lead to tissue damage, organ failure, and death.

“Urinary Incontinence” is the involuntary loss or leakage of urine.

“Urinary Retention” is the inability to completely empty the urinary bladder by
micturition.



“Urinary Tract Infection (UTI)” is a clinically detectable condition associated with
invasion by disease causing microorganisms of some part of the urinary tract, including
the urethra (urethritis), bladder (cystitis), ureters (ureteritis), and/or kidney
(pyelonephritis). An infection of the urethra or bladder is classified as a lower tract UTI
and infection involving the ureter or kidney is classified as an upper tract UTI.

GUIDANCE §483.25(e)

A resident who is continent of bladder on admission must receive care, including
assistance, and services to maintain continence unless his/her clinical condition is or
becomes such that continence is not possible to maintain. If a resident is admitted with
incontinence of bladder, he/she receives appropriate treatment and services to prevent
urinary tract infections and to restore as much normal bladder function as possible.

Urinary incontinence generally involves a number of transitory or progressive factors that
affect the bladder and/or the urethral sphincter. Any condition, medication, or factor that
affects lower urinary tract function, bladder capacity, urination, or the ability to toilet can
predispose residents to urinary incontinence and may contribute to incomplete bladder
emptying.

Assessment

A resident should be assessed at admission regarding continence status and whenever
there is a change in urinary tract function, such as if a resident is admitted who is
continent of urine, and subsequently becomes incontinent. The identification of
reversible and irreversible (e.g., bladder tumors, spinal cord disease) causes of
incontinence, including the type of incontinence, provides direction for the development
of appropriate interventions. It is important that staff, when completing the
comprehensive assessment, consider the following:

e Prior history of bladder functioning, including status of continence, history of
urinary incontinence, including onset, duration and characteristics, precipitants of
urinary incontinence, associated symptoms (e.g., dysuria, polyuria, hesitancy) and
previous treatment and/or management, including the response to the
interventions and the occurrence of persistent or recurrent UTI;

e Voiding patterns (such as frequency, volume, nighttime or daytime, quality of
stream) and, for those already experiencing urinary incontinence, voiding patterns
over several days;

e Medication review, particularly those that might affect continence, such as
medications with anticholinergic properties (may cause urinary retention and
possible overflow incontinence), sedative/hypnotics (may cause sedation leading
to functional incontinence), diuretics (may cause urgency, frequency, overflow
incontinence), narcotics, alpha-adrenergic agonists (may cause urinary retention
in men) or antagonists (may cause stress incontinence in women) calcium channel
blockers (may cause urinary retention);

e Patterns of fluid intake, such as amounts, time of day, alterations and potential
complications, such as decreased or increased urine output;

e Use of urinary tract stimulants or irritants (e.g., frequent caffeine intake);



e Pelvic and rectal examination to identify physical features that may directly affect
urinary continence, such as prolapsed uterus or bladder, prostate enlargement,
significant constipation or fecal impaction, use of a urinary catheter, atrophic
vaginitis, distended bladder, or bladder spasms;

e Functional and cognitive capabilities that could enhance urinary continence and
limitations that could adversely affect continence, such as impaired cognitive
function or dementia, impaired immobility, decreased manual dexterity, the need
for task segmentation, decreased upper and lower extremity muscle strength,
decreased vision, pain with movement;

e Type and frequency of physical assistance necessary to assist the resident to
access the toilet, commode, urinal, etc. and the types of prompting needed to
encourage urination;

e Pertinent diagnoses such as congestive heart failure, stroke, diabetes mellitus,
obesity, and neurological disorders (e.g., Multiple Sclerosis, Parkinson’s Disease
or tumors) that could affect the urinary tract or its function);

¢ Identification of and/or potential of developing complications such as skin
irritation or breakdown;

e Tests or studies indicated to identify the type(s) of urinary incontinence (e.g.,
post-void residual(s) for residents who have, or are at risk of, urinary retention,
results of any urine culture if the resident has clinically significant systemic or
urinary symptoms), or evaluations assessing the resident’s readiness for bladder
rehabilitation programs; and

e Environmental factors and assistive devices that may restrict or facilitate a
resident's ability to access the toilet (e.g., grab bars, raised or low toilet seats,
inadequate lighting, distance to toilet or bedside commodes, and availability of
urinals, use of bed rails or restraints, or fear of falling).

Types of Urinary Incontinence

Identifying the nature of the incontinence is a key aspect of the assessment and helps
identify the appropriate program/interventions to address incontinence. There are several
types of urinary incontinence, and the individual resident may experience more than one
type at a time. Some of the more common types include:

e Urge Incontinence is associated with detrusor muscle over activity (excessive
contraction of the smooth muscle in the wall of the urinary bladder) resulting in a
sudden, strong urge (also known as urgency) to expel moderate to large amounts
of urine before the bladder is full). It is characterized by abrupt urgency,
frequency, and nocturia (part of the overactive bladder diagnosis). It may be age-
related or have neurological causes (e.g., stroke, diabetes mellitus, Parkinson’s
disease, multiple sclerosis) or other causes such as bladder infection, urethral
irritation, etc. The resident can feel the need to void, but is unable to inhibit
voiding long enough to reach and sit on the commode. It is the most common
cause of urinary incontinence in elderly persons.

e Stress Incontinence (outlet incompetence) is associated with impaired urethral
closure (malfunction of the urethral sphincter) which allows small amounts of
urine leakage when intra-abdominal pressure on the bladder is increased by



sneezing, coughing, laughing, lifting, standing from a sitting position, climbing
stairs, etc. Urine leakage results from an increase in intra-abdominal pressure on
a bladder that is not over distended and is not the result of detrusor contractions.
It is the second most common type of urinary incontinence in older women.
Mixed Incontinence is the combination of urge incontinence and stress
incontinence. Many elderly persons (especially women) will experience
symptoms of both urge and stress.
Overflow Incontinence is associated with leakage of small amounts of urine
when the bladder has reached its maximum capacity and has become distended
from urine retention. Symptoms of overflow incontinence may include: weak
stream, hesitancy, or intermittency; dysuria; nocturia; frequency; incomplete
voiding; frequent or constant dribbling. Urine retention may result from outlet
obstruction (e.g., benign prostatic hypertrophy (BPH), prostate cancer, and
urethral stricture), hypotonic bladder (detrusor under activity) or both. Hypotonic
bladder may be caused by outlet obstruction, impaired or absent contractility of
the bladder (neurogenic bladder) or other causes. Neurogenic bladder may also
result from neurological conditions such as diabetes mellitus, spinal cord injury,
or pelvic nerve damage from surgery or radiation therapy. In overflow
incontinence, post void residual (PVR) volume (the amount of urine remaining in
the bladder within 5 to 10 minutes following urination) exceeds 200 milliliters
(ml). Normal PVR is usually 50 ml. or less. A PVR of 150 to 200 may suggest a
need for retesting to determine if this finding is clinically significant. Overflow
incontinence may mimic urge or stress incontinence but is less common than
either of those.
Functional Incontinence refers to loss of urine that occurs in a resident whose
urinary tract function is sufficiently intact that he/she should be able to maintain
continence, but who cannot remain continent because of external factors other
than inherently abnormal urinary tract function. Examples may include the failure
of staff to respond to a request for assistance to the toilet, or the inability to utilize
the toilet facilities in time. It may also be related to:
o Physical weakness or poor mobility/dexterity (e.g., due to poor eyesight,
arthritis, deconditioning, stroke, contracture);
o Cognitive problems (e.g., confusion, dementia, unwillingness to toilet);
Medications (e.g., anti-cholinergics, diuretics); or
o Environmental impediments including excessive distance from the toilet
facilities, poor lighting, low chairs that are difficult to get out of, physical
restraints and toilets that are difficult to access.

(@)

Refer to §483.10(e) (3), F558, Accommodation of Needs for issues regarding
unmet environmental needs (e.g., handicap toilet, lighting, assistive devices.

NOTE: Treating the physiological causes of incontinence, without attending to
functional components that may have an impact on the resident’s continence, may
fail to solve the incontinence problem.



e Transient Incontinence refers to temporary or occasional incontinence that may
be related to a variety of causes, for example: delirium, infection, atrophic
urethritis or vaginitis, some pharmaceuticals (such as sedatives/hypnotics,
diuretics, anticholinergic agents), increased urine production, restricted mobility
or fecal impaction. The incontinence is transient because it is related to a
potentially improvable or reversible cause.

Interventions

A number of factors may contribute to the development of incontinence, or decline or
lack of improvement in urinary continence, such as an underlying medical condition.an
inaccurate assessment of the resident’s type of incontinence, or lack of knowledge about
the resident’s voiding patterns. This may contribute to inappropriate interventions or
unnecessary use of an indwelling catheter. Facility practices that may promote achieving
the highest practicable level of functioning, may prevent the development of
incontinence, or minimize a decline or lack of improvement in degree of continence
include providing treatment and services to address factors that are potentially
modifiable, such as:

e Managing pain and/or providing adaptive equipment to improve function for
residents suffering from arthritis, contractures, neurological impairments, etc.;

e Removing or improving environmental impediments that affect the resident’s
level of continence (e.g., improved lighting, use of a bedside commode or
reducing the distance to the toilet);

e Treating underlying conditions that have a potentially negative impact on the
degree of continence (e.g., delirium causing urinary incontinence related to acute
confusion);

e Possibly adjusting medications affecting continence (e.g., medication cessation,
dose reduction, selection of an alternate medication, change in time of
administration); and

e Implementing a fluid and/or bowel management program to meet the assessed
needs.

Options for managing urinary incontinence in nursing home residents include primarily
behavioral programs and medication therapy. Other measures and supportive devices
used in the management of urinary incontinence and/or urinary retention may include
intermittent catheterization; pelvic organ support devices (pessaries); biofeedback; the
use of incontinence products, garments and an external collection system for men and
women; and environmental accommodation and/or modification.

Behavioral Programs

Interventions involving the use of behavioral programs are among the least invasive
approaches to address urinary incontinence and have no known adverse complications.
Behavior programs involve efforts to modify the resident’s behavior and/or environment.
Critical aspects of a successful behavioral program include education of the caregiver and
the resident, availability of the staff and the consistent implementation of the
interventions.



NOTE: It is important for the comprehensive assessment to identify the essential skills
the resident must possess, such as the resident’s ability to: comprehend and
follow instructions; identify urinary urge; control the urge to void until
reaching a toilet; and/or respond to prompts to void. Voiding records help
detect urinary patterns or intervals between incontinence episodes and
facilitate planning care to avoid or reduce the frequency of episodes.

Programs that require the resident’s cooperation and motivation in order for learning and
practice to occur include the following:

e “Bladder Rehabilitation/Bladder Retraining” is a behavioral technique that
requires the resident to resist or inhibit the sensation of urgency (the strong desire
to urinate), to postpone or delay voiding, and to urinate according to a timetable
rather than to the urge to void. Depending upon the resident’s successful ability
to control the urge to void, the intervals between voiding may be increased
progressively. Bladder training generally consists of education, scheduled
voiding with systematic delay of voiding, and positive reinforcement. This
program is difficult to implement in cognitively impaired residents and may not
be successful in frail, elderly, or dependent residents. The resident who may be
appropriate for a bladder rehabilitation (retraining) program is usually fairly
independent in activities of daily living, has occasional incontinence, is aware of
the need to urinate (void), may wear incontinence products for episodic urine
leakage, and has a goal to maintain his/her highest level of continence and
decrease urine leakage. Successful bladder retraining usually takes at least
several weeks. Residents who are assessed with urge or mixed incontinence and
are cognitively intact may be candidates for bladder retraining. This is not to be
confused with habit training/scheduled voiding (see below); and

e “Pelvic Floor Muscle Rehabilitation,” also called Kegel and pelvic floor muscle
exercise, is performed to strengthen the voluntary periuretheral and perivaginal
muscles that contribute to the closing force of the urethra and the support of the
pelvic organs. These exercises are helpful in dealing with urge and stress
incontinence. Pelvic floor muscle exercises (PFME) strengthen the muscular
components of urethral supports and are the cornerstone of noninvasive treatment
of stress urinary incontinence. PFME requires residents who are able and willing
to participate and the implementation of careful instructions and monitoring
provided by the facility. Poor resident adherence to the exercises may occur even
with close monitoring.

Programs that are dependent on staff involvement and assistance, as opposed to resident
function, include the following:

e “Prompted Voiding” is a behavioral technique appropriate for use with
dependent or more cognitively impaired residents. Prompted voiding has three
components: regular monitoring with encouragement to report continence status;
prompting to toilet on a scheduled basis; and praise and positive feedback when



the resident is continent and attempts to toilet. These methods require training,
motivation and continued effort by the resident and caregivers to ensure continued
success. Prompted voiding focuses on teaching the resident, who is incontinent,
to recognize bladder fullness or the need to void, to ask for help, or to respond
when prompted to toilet.

Residents who are assessed with urge or mixed incontinence and are cognitively
impaired may be candidates for prompted voiding. As the resident’s cognition
changes, the facility should consider other factors, such as mobility, when
deciding to conduct a voiding trial to determine feasibility of an ongoing program
to use the bathroom; and

e “Habit Training/Scheduled Voiding” is a behavioral technique that calls for
scheduled use of the bathroom at regular intervals on a planned basis to match the
resident’s voiding habits. Unlike bladder retraining, there is no systematic effort
to encourage the resident to delay voiding and resist urges. This is not considered
to be a bladder rehabilitation/retraining program. Habit training includes timed
voiding with the interval based on the resident’s usual voiding schedule or
pattern. Scheduled voiding is timed voiding, usually every three to four hours
while awake. Residents who cannot self-toilet may be candidates for habit
training or scheduled voiding programs.

Intermittent Catheterization

Sterile insertion and removal of a catheter through the urethra every 3-6 hours for bladder
drainage may be appropriate for the management of acute or chronic urinary retention.
See additional discussion below in “Catheterization”.

Medication Therapy

Medications are often used to treat specific types of incontinence, including stress
incontinence and those categories associated with an overactive bladder, which may
involve symptoms including urge incontinence, urinary urgency, frequency and nocturia.
The current literature identifies classifications and names of medications used for various
types of incontinence. When using medications, potentially problematic anticholinergic
and other side effects must be recognized. The use of medication therapy to treat urinary
incontinence may not be appropriate for some residents because of potential adverse
interactions with their other medications or other co-morbid conditions. The
resident/representative must be provided with the risks and benefits of using medications
for continence management.

Pessary

A pessary is an intra-vaginal device used to treat pelvic muscle relaxation or prolapse of
pelvic organs. Women whose urine retention or urinary incontinence is exacerbated by
bladder or uterine prolapse may benefit from placement of a pessary. Female residents
may be admitted to the nursing home with a pessary device. The assessment should note
whether the resident has a pessary in place or has had a history of successful pessary use.



If a pessary is used, the plan of care must address the use, care and ongoing management
of the pessary including monitoring for complications.

Absorbent Products, Devices, and External Collection Devices

Absorbent incontinence products include perineal pads or panty liners for slight leakage,
undergarments and protective underwear for moderate to heavy leakage, guards and drip
collection pouches for men, and products (called adult briefs) for moderate or heavy loss.
Absorbent products can be a useful, rational way to manage incontinence; however, every
absorbent product has a saturation point. Factors contributing to the selection of the type
of product to be used should include the severity of incontinence, gender, fit, and ease of
use.

Advantages of using absorbent products to manage urinary incontinence include the
ability to contain urine (some may wick the urine away from the skin), provide protection
for clothing, and preserve the resident’s dignity and comfort.

NOTE: Although many residents have used absorbent products prior to admission to
the nursing home and the use of absorbent products may be appropriate,
absorbent products should not be used as the primary long term approach to
continence management until the resident has been appropriately evaluated
and other alternative approaches have been considered.

It is important that residents using various devices, absorbent products, external
collection devices, etc., be checked (and changed as needed) on a schedule based upon
the resident’s voiding pattern, professional standards of practice, and the manufacturer’s
recommendations.

Skin-Related Complications

Skin problems associated with incontinence and moisture can range from irritation to
increased risk of skin breakdown. Moisture may make the skin more susceptible to
damage from friction and shear during repositioning. For a resident with an external
catheter, compromise to the skin may also occur.

One form of early skin breakdown is maceration or the softening of tissue by soaking.
Macerated skin has a white appearance and a very soft, sometimes “soggy” texture. The
persistent exposure of perineal skin to urine and/or feces can irritate the epidermis and
can cause severe dermatitis, skin erosion and/or ulcerations. Skin erosion is the loss of
some or all of the epidermis (comparable to a deep chemical peel) leaving a slightly
depressed area of skin.

Because frequent washing with soap and water can dry the skin, the use of a perineal
rinse may be indicated.

CATHETERIZATION
Sections 483.25(¢e)(2)(1) and (ii), Incontinence, requires that a resident who enters the
facility without an indwelling catheter is not catheterized unless the resident’s clinical



condition demonstrates that catheterization was necessary; or that a resident who enters
the facility with an indwelling urinary catheter or subsequently receives one is assessed
for removal of the catheter as soon as possible unless the resident’s clinical condition
demonstrates that catheterization is necessary. The facility is responsible for the
assessment of the resident at risk for urinary catheterization and the ongoing assessment
for the resident who currently has a catheter, including the removal of the catheter as
soon as possible when the resident’s clinical condition demonstrates the catheter is no
longer necessary. While the use of a catheter may promote skin integrity and assessment
of output, it is also associated with the increase risk of catheter associated urinary tract
infections (CAUTI), including the development of sepsis.

A catheter that is used for appropriate indications and in a dignified manner may enhance
an individual’s independence and dignity. Conversely, an improperly or indiscreetly used
catheter may negatively impact independence and dignity.

NOTE: For concerns related to the care for a resident with a urostomy or nephrostomy,
refer to §483.25(f) - Colostomy, urostomy, or ileostomy care at tag F691.

In addition, according to the Centers for Disease Control and Prevention (CDC), the
definition of a suprapubic catheter is one that “is surgically inserted into the bladder
through an incision above the pubis. For care of a resident with a suprapubic catheter,
refer to current professional guidelines such as the following;
http://c.ymcdn.com/sites/www.wocn.org/resource/resmgr/publications/Care_ & Mgmt Pt
s w_Urinary Ca.pdf

Assessment

Regardless of the admission status, a comprehensive assessment should address those
factors that predispose the resident to the development of urinary incontinence and the
use of an indwelling urinary catheter. An admission evaluation of the resident’s medical
history and a physical examination helps identify the resident at risk for requiring the use
of an indwelling urinary catheter. This evaluation is to include detection of reversible
causes of incontinence and identification of individuals with incontinence caused by
conditions that may not be reversible, such as bladder tumors and spinal cord diseases.

The assessment of continence/incontinence is based upon a comprehensive,
interdisciplinary review and assessment. The comprehensive assessment should include
identifying the underlying factors which support the clinical indication for the initiation
and continuing need for catheter use, determination of which factors can be modified or
reversed (or rationale for why those factors should not be modified), and the development
of a plan for removal. The clinician’s decision to use an indwelling catheter in the
elderly should be based on valid clinical indicators.

For the resident with an indwelling catheter, the facility’s documented assessment and
staff knowledge of the resident should include information to support the use of an
indwelling catheter. Because of the risk of substantial complications with the use of
indwelling urinary catheters, they should be reserved primarily for short-term



decompression of acute urinary retention. The assessment should include consideration
of the risks and benefits of an indwelling (suprapubic or urethral) catheter; the potential
for removal of the catheter; and consideration of complications resulting from the use of
an indwelling catheter, such as symptoms of blockage of the catheter with associated
bypassing of urine, expulsion of the catheter, pain, discomfort and bleeding.

Intermittent Catheterization

Intermittent catheterization can often manage overflow incontinence effectively.
Residents who have new onset incontinence from a transient, hypotonic/atonic bladder
(usually seen following indwelling catheterization in the hospital) may benefit from
intermittent bladder catheterization until the bladder tone returns (e.g., up to
approximately 7 days). A voiding trial and post void residual can help identify when
bladder tone has returned.

Indwelling Urinary Catheter Use

If the facility provides care for a resident with an indwelling catheter, in collaboration
with the medical director and director of nurses, and based upon current professional
standards of practice, resident care policies and procedures must be developed and
implemented that address catheter care and services, including but not limited to:

e Documentation of the involvement of the resident and/or resident representative
in the discussion of the risks and benefits of the use of a catheter, removal of the
catheter when criteria or indication for use is no longer present, and the right to
decline the use of the catheter;

e Timely and appropriate assessments related to the indication for use of an
indwelling catheter;

e Identification and documentation of clinical indications for the use of a catheter;
as well as criteria for the discontinuance of the catheter when the indication for
use is no longer present;

e Insertion, ongoing care and catheter removal protocols that adhere to professional
standards of practice and infection prevention and control procedures;

e Response of the resident during the use of the catheter; and

¢ Ongoing monitoring for changes in condition related to potential CAUTI’s and
recognizing, reporting and addressing such changes.

(See NOTE below for examples of clinical indications for use.)

The resident’s record must include how and when the resident/representative was
involved and informed of care and treatment including the potential use and indications
for the need for a catheter, how long use is anticipated, and when and why a catheter
must be removed. The resident/representative must be included in the development of
the care plan including the use of the catheter and associated interventions. In addition,
the resident/representative has the right to decline the treatment. Based on current
professional standards of practice, information and education of the
resident/representative on the identification of risks and benefits for the use of a catheter
must be documented.



Anecdotally, it has been reported that residents or their representatives have requested the
use of and/or declined to allow the removal of an indwelling urinary catheter. The record
must contain documentation as to why a resident/representative chooses to have or
chooses to continue to use a catheter in the absence of clinical indications for use. After
determining the reasons, staff and the attending practitioner must document the provision
of counseling to assist the resident in understanding the clinical implications and risks
associated with the use of a catheter without an indication for continued use. The care
plan must be revised to address the education being provided, including interventions to
restore as much urinary function as possible without the use of catheter.

Documentation in the resident’s record must reflect the attending practitioner’s valid
clinical indication to support the use of an indwelling catheter.

NOTE: The following Table from the CDC, includes examples for appropriate
indications for indwelling catheter use and includes both acute and long term care. This
table has been adapted to include only those examples relevant for a long term care
setting. For the full table and for guidance related to indwelling catheter management and
care refer to: http://www.cdc.gov/hicpac/cauti/02_cauti2009_abbrev.html

A. Examples of Appropriate Indications for Indwelling Urethral Catheter Use
Resident has acute urinary retention or bladder outlet obstruction;
Need for accurate measurements of urinary output;
To assist in healing of open sacral or perineal wounds in incontinent residents;
Resident requires prolonged immobilization (e.g., potentially unstable thoracic or
lumbar spine, multiple traumatic injuries such as pelvic fractures); and

e To improve comfort for end of life care, if needed.
B. Examples of Inappropriate Uses of Indwelling Catheters

e As a substitute for nursing care of the resident with incontinence; and

e As ameans of obtaining urine for culture or other diagnostic tests when the

resident can voluntarily void.

NOTE: These above indications are based on expert consensus.

Additional care practices related to catheterization include:

e Recognizing and assessing for complications and their causes, and maintaining a
record of any catheter-related problems;

e Attempts to remove the catheter as soon as possible when no indications exist for
its continuing use;

e Monitoring for excessive post void residual, after removing a catheter that was
inserted for obstruction or overflow incontinence;

e Keeping the catheter anchored to prevent excessive tension on the catheter, which
can lead to urethral tears or dislodging the catheter; and

e Securing the catheter to facilitate flow of urine, preventing kinking of the tubing
and position below the level of the bladder. (Also refer to F880 — Infection


http://www.cdc.gov/hicpac/cauti/02_cauti2009_abbrev.html

Control for policies and procedures related to care of the catheter and equipment,
such as tubing, bags, etc.).

NOTE: Refer to the CDC site for current information on catheter use, management and
care at: http://www.cdc.gov/HAl/ca_uti/uti.html

Catheter-Related Complications

An indwelling catheter may be associated with significant complications, including
bacteremia, febrile episodes, bladder stones, fistula formation, erosion of the urethra,
epididymitis, chronic renal inflammation and pyelonephritis and sepsis related to urinary
tract infections. In addition, indwelling catheters are prone to blockage. Risk factors for
catheter blockage include alkaline urine, poor urine flow, proteinuria, and preexisting
bladder stones.

Some residents with indwelling catheters experience persistent leakage around the
catheter. Examples of factors that may contribute to leakage include irritation by a large
balloon or by catheter materials, excessive catheter diameter, fecal impaction, and
improper catheter positioning. Changing indwelling catheters or drainage bags at routine,
fixed intervals is not recommended.

(Refer to: https://www.cdc.gov/hicpac/pdf/CAUTI/CAUTIguideline2009final.pdf)

Catheterization is an important, potentially modifiable, risk factor for UTI. The potential
for complications can be reduced by:

e Identifying specific clinical indications for the use of an indwelling catheter;

e Assessing whether other treatments and services would appropriately address
those conditions; and

e Assessing whether residents are at risk for other possible complications resulting
from the continuing use of the catheter, such as obstruction resulting from
catheter encrustation, urethral erosion, bladder spasms, hematuria, and leakage
around the catheter.

URINARY TRACT INFECTIONS

Catheter-Related Bacteriuria and UTIs

Bacteriuria (e.g., pyuria) alone in a catheterized individual should not be treated with
antibiotics. Someone with nonspecific symptoms such as a change in function or mental
status, foul smelling or cloudy urine and/or, bacteriuria (e.g. pyuria), does not necessarily
warrant antibiotic treatment. The decision to treat a UTI is based upon the attending
practitioner conducting a thorough evaluation and assessment of the resident and
providing documentation of a rationale for the indication of use of an antibiotic.

NOTE: For a non-catheterized resident with symptoms associated with a UTI, the
attending practitioner should order a urine culture prior to the initiation of antibiotic
therapy to help guide treatment. According to current standard of practice, an accurate
urine culture for a non-catheterized resident should be obtained by a clean catch or mid-
stream specimen for residents who are able to follow instructions. For those unable to
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provide a clean-catch, a specimen may be obtained preferably by a freshly placed
condom catheter for males, or in and out catheterization for females or males unable to
provide a specimen by a condom catheter. If the resident has a long-term indwelling
urethral