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to a COVID-19 World

Sean J. Fahey / Todd J. Selby

killed nursing facilities (SNFs) are facing many

challenges as their residents and staff encoun-

ter COVID-19 diagnosis, care, and testing. During
the COVID-19 pandemic, the Centers for Medicare &
Medicaid Services (CMS) and state departments of health
have issued and revised interim final regulations, waiv-
ers, quality care directives, orders, and multiple guid-
ance memos. This article identifies several key topics
and areas that an SNF compliance officer can address
now to help adapt their compliance programs and make
the road ahead as smooth as possible.

CurrenT STATE oF SNF CompLIANCE AND ETHICS
REGULATIONS

Affordable Care Act and CMS Regulations in 2016
and 2019

SNFs were first required to create and maintain com-
pliance and ethics programs under Section 6102 of the
Affordable Care Act (ACA), which added Subsection
1128I(b) to the Social Security Act. The ACA called for
SNF compliance and ethics programs to be reasonably
designed, implemented, and enforced so that they are
likely to be effective in preventing and detecting crimi-
nal, civil, and administrative violations under the ACA.

In 2016, CMS issued final regulations to Part 483
of Title 42 of the Code of Federal Regulations the
Requirements for States and Long-Term Care Facilities
(RoPs) that included compliance and ethics program
regulations and set those regulations to be survey
items on November 28, 2019, which became known as
Phase 3.

On July 18, 2019, CMS released proposed revisions
(2019 proposed regulations) to the RoPs. CMS stated
that it identified a number of existing SNF require-
ments that could reduce unnecessary burdens on facil-
ities if they were simplified or eliminated. The 2019
proposed regulations would alter over a dozen sections
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of the RoPs, including (1) resident rights,
(2) admissions transfers and discharges,
(3) compliance and ethics programs, and
(4) infection control.

The 2019 proposed regulations also pro-
posed to delay implementation to some
of these Phase 3 provisions until one year
following the effective date of the 2019
proposed regulations.

Under the 2019 proposed regulations,
beginning on November 28, 2020, survey-
ors will use the requirements detailed in
the 2019 proposed regulations to deter-
mine whether an SNF's compliance and
ethics program fulfills the requirements in
the RoPs. At this time, CMS has not issued
specific guidance in its Stat Operations
Manual for Skilled Nursing Facilities.

PoLicies AND PROCEDURES

One area of focus for SNF compliance pro-
fessionals should be revising, creating,
and communicating their compliance pro-
grams’ policies and procedures in the areas
of visitors, reporting COVID-19 data to the
Centers for Disease Control and Prevention
(CDCQC), residents and families, as well as
adding advance directives to their emer-
gency preparedness plans.

Compliance professionals should con-
nect with facility administrators and nurs-
ing directors to listen to their plans for
managing processes and issues that have
developed in SNFs during the pandemic.
This information will help revise current
policies and design future policies for oper-
ations after the state of emergency ends.

Visitors

On March 13, 2020, the Quality, Safety
& Oversight Group at CMS issued a sec-
ond revision of a memorandum enti-
tled “Guidance for Infection Control and
Prevention of Coronavirus Disease 2019
(COVID-19) in nursing homes (REVISED)”
(QSO Memo) that announced recommen-
dations for SNFs regarding restricting visi-
tors, transfers to hospitals, and accepting a
resident diagnosed with COVID-19.

In the QSO Memo, CMS provides exemp-
tions for certain compassionate care situ-
ations, such as end-of-life, and shall limit
access to certain specific rooms for those
visits. SNFs should decide compassionate
care and end-of-life visitations on a case-
by-case situation. Any assessment of visita-
tion should be made after careful screening
of any potential visitor for fever or respira-
tory symptoms. Any potential visitor with
symptoms of a respiratory infection (fever,
cough, shortness of breath, or sore throat)
should not be permitted to enter the SNF
at any time (even in end-of-life situations).
Those visitors that are permitted must: (1)
wear personal protective equipment (PPE),
such as facemasks, while in the building;
(2) perform hand hygiene; and (3) restrict
their visit to the resident’s room or other
location designated by the SNF.

SNFs are expected to communicate to
potential visitors with signs, calls, letters,
and other methods to notify them to defer
visitation until further notice.

On June 24, 2020, CMS released visi-
tor guidance in the form of several pages
of FAQs “Frequently Asked Questions
(FAQs) on Nursing Home Visitation” that
enhance guidance offered in the prior
CMS guidance. In the June FAQs, CMS
called for SNFs to continue to follow CMS
and the Centers for Disease Control and
Prevention guidance for preventing the
transmission of COVID-19 and follow state
and local direction. CMS does not recom-
mend reopening SNFs to visitors (except
for compassionate care situations) until
Phase 3, which CMS detailed as the fol-
lowing in its May 2020 memo on “Nursing
Home Reopening Recommendations for
State and Local Officials.”: (1) there have
been no new, SNF onset COVID-19 cases
in the SNF for 28 days (through Phases
1 and 2); (2) the SNF is not experiencing
staff shortages; (3) the SNF has adequate
supplies of personal protective equip-
ment and essential cleaning and disin-
fection supplies to care for residents; (4)
the SNF has adequate access to testing
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for COVID-19; and (5) referral hospital(s)
have bed capacity on wards and intensive
care unit.

Compliance professionals need to take
steps to revise policies, as well as con-
sider future revisions as CMS and states
look to progressively lift the SNF visitor
ban. Compliance professionals also should
review and plan for the distribution of
revised policies.

COVID-19 Reporting to CDC, Resident,
and Families

In May 2020, CMS published interim final
regulations to add a new provision at 42
CFR Section 483.80(g)(1), to require SNF's
to electronically report to the CDC infor-
mation about COVID-19 in a standardized
format specified by CMS.

The report includes, but is not lim-
ited to, information on (1) suspected and
confirmed COVID-19 infections among
residents and staff, including residents
previously treated for COVID-19; (2) total
deaths and COVID-19 deaths among resi-
dents and staff; (3) personal protective
equipment and hand hygiene supplies
in the facility; (4) ventilator capacity
and supplies available in the facility; (5)
resident beds and census; (6) access to
COVID-19 testing while the resident is in
the facility; (7) staffing shortages; and (8)
other information specified by CMS.

This information will be used to moni-
tor trends in infection rates and inform
public health policies.

At 42 CFR Section 483.80(g)(3), CMS
added a new provision to require SNFs to
inform residents, their representatives, and
families of those residing in SNFs of con-
firmed or suspected COVID-19 cases in the
facility among residents and staff. Facilities
must inform residents, their representa-
tives, and families by 5 p.m. the next calen-
dar day following the occurrence of either:
(a) a single confirmed infection of COVID-
19; or (b) three or more residents or staff
with new onset of respiratory symptoms

that occur within 72 hours of each other.
Also, cumulative updates to residents, their
representatives, and families must be pro-
vided at least weekly by 5 p.m. the next
calendar day following the subsequent
occurrence of either: each time a con-
firmed infection of COVID-19 is identified;
or whenever three or more residents or
staff with new onset of respiratory symp-
toms occur within 72 hours of each other.

In addition to providing information of
those residing in facilities of confirmed
or suspected COVID-19 cases in the SNF
among residents and staff, facilities must
include information on mitigating steps
the SNF is taking to prevent and control
the spread of COVID-19, including if nor-
mal operations in the SNF will be altered
such as restrictions or limitations to visita-
tion or group activities.

Compliance professionals need to estab-
lish and review procedures to gather this
data and timely report it. Accuracy is criti-
cal as surveyors and litigators may use this
information in actions against providers.
Compliance professionals should review
the information submitted and distributed
that describes the mitigating steps the SNF
is taking to prevent and control the spread
of COVID-19, including if normal opera-
tions in the nursing home will be altered
such as restrictions or limitations to visita-
tion or group activities.

Advance Directives and Emergency
Preparedness Plans

As the COVID-19 virus continues to
spread into SNFs, it is important to include
advance directive planning into an SNF’s
emergency preparedness plans to make
sure resident intentions are known.

The Department of Health and Human
Services Department Appeals Board Civil
Remedies Division recently upheld a
$20,965 per-instance civil money penalty
when an SNF was not in substantial com-
pliance with 42 CFR Sections 483.10(c)(6),
(©)(8), (g)(12) and 483.24(a)(3) because it
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failed to ensure that the advance directive
information, including code status, for
certain residents was clear and accurate
for SNF staff to follow.

The surveyors concluded that the SNF
failed to implement its advance directive
policy and failed to maintain accurate code
status information for several residents.
The surveyors also concluded that the
SNF’s failure placed the census residents at
risk of not receiving life-saving measures
or receiving CPR against their wishes. The
surveyors found the residents’ medical
records included inconsistent or inaccurate
coding statuses for the use of CPR, do not
resuscitate, and full code.

WAIVER

On March 13, 2020, the President
declared a national emergency beginning
March 1, 2020, due to the COVID-19 out-
break in the United States. This invoked
Section 1135 of the Social Security Act
(SSA), which provides the Secretary of
Health and Human Services (HHS) the
authority to temporarily waive or mod-
ity regulations associated with Medicare,
Medicaid, the State Children’s Health
Insurance Programs, and the Health
Insurance Portability and Accountability
Act (HIPAA) throughout the time of the
public health emergency.

On March 16, 2020, CMS issued a
fact sheet titled “COVID-19 Emergency
Declaration Health Care Providers Fact
Sheet” that details “blanket” waivers for
certain health care providers. This CMS
fact sheet is the only “blanket” waiver that
exists for skilled nursing, home health
agencies, critical access hospitals, durable
medical equipment, and other providers.

CMS has issued several updates to the fact
sheet to add additional skilled nursing waiv-
ers. It is unknown if CMS will issue further
“blanket” waivers for any provider group.

SNF compliance professionals need to
consider if specific waivers, beyond the
“blanket” waivers, are needed for their
operations. If an SNF believes that the

“blanket” waivers are not enough and they
need waivers from additional legal and
regulatory requirements to carry out their
operations, they need to prepare and sub-
mit their own waiver requests.

SNFs must submit requests to carry
out their operations under Section 1135
authority to their local State Survey
Agency and their specific CMS Regional
Office. The waiver request should include
(1) provider name/type and address,
(2) brief summary of why the waiver
is needed, and (3) type of relief being
sought.

UPDATE FACILITY ASSESSMENT

Regulations require that an SNF must con-
duct and document a facility-wide assess-
ment to determine what resources are
necessary to care for its residents compe-
tently during both day-to-day operations
and emergencies. The SNF must review
and update this assessment whenever
there is, or the SNF plans for, any change
that would require a substantial modi-
fication to any part of this assessment.

The COVID-19 pandemic is an event that

could cause a substantial modification to

the SNF's facility assessment. (See 42 CFR

Section 483.70.)

The facility assessment must include or
address an evaluation of:

m the SNF’s supplies, equipment, or other
services necessary to provide for the
needs of residents;

m the physical environment necessary to
meet the needs of the residents;

m building maintenance capital improve-
ments, or structures, vehicles, or medi-
cal and non-medical equipment and
supplies;

m the SNF’s training program to ensure
any training needs are met for all new
and existing staff, individuals providing
services under a contractual arrange-
ment, and volunteers, consistent with
their expected roles; and

m the SNF’s policies and procedures may
be required in the provision of care and
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that these meet current professional

standards of practice.

The State Operations Manual for SNFs
provides that SNFs should not admit resi-
dents whose needs they cannot meet based
on the SNF's facility assessment and that
SNFs should work with hospitals 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.

Updating the facility assessment is criti-
cal in a COVID-19 world, as the SNF will
make admission determinations for poten-
tial residents with respiratory needs based
upon its facility assessment, the resident
population, diagnosis, staffing, resources,
and staff skills/knowledge. The SNF must
determine whether it has the capability
and capacity to provide the needed respi-
ratory care/services for a resident with
a respiratory diagnosis or syndrome that
requires specialized respiratory care and/
or services. This includes, at a minimum,
sufficient numbers of qualified profes-
sional staff, established resident care poli-
cies, and staff trained and knowledgeable
in respiratory care before admitting a resi-
dent that requires those services.

SNF compliance professionals should
consider the following questions as they
review a facility assessment:

m Does the facility assessment describe the
type and level of staff required to meet
each resident’s needs as required under
42 CFR Section 483.70(e)?

m Does the type and level of the staff onsite
reflect the expectations described in the
facility assessment?

m How does the facility assess the resident
population? Does this reflect the popula-
tion observed?

m How does the facility determine the acu-
ity of the resident population?

m How does the facility determine what
skills and competencies would be
required by those providing care?

m How does the facility determine what
equipment, supplies, and physical

environment would be required to meet
all resident needs?

AupiT AND MONITOR

SNF compliance professionals should
review and reassess the areas the compli-
ance team audits and monitors to adapt
to COVID-19 specific issues, such as PPE.
The RoPs call for an SNF to take reasonable
steps to achieve compliance with the com-
pliance and ethics program’s standards,
policies, and procedures. The actions
required include, but are not limited to,
utilizing monitoring and auditing systems
reasonably designed to detect criminal,
civil, and administrative violations under
the Act by any of the operating organi-
zation'’s staff, individuals providing ser-
vices under a contractual arrangement, or
volunteers.

An SNF COVID-19 risk assessment
should be conducted to identify the SNF’s
key COVID-19 risk areas. Following the
SNF COVID-19 risk assessment, the SNF
should revise the compliance work plan
to address the identified COVID-19 risks.
Then, audits of those risk areas can iden-
tify any potential trouble spots and areas
that the facility needs to address through
new programs, operational changes, or
additional training.

Recently, the HHS Office of Inspector
General (OIG) added auditing of nursing
home infection prevention and control
programs to its 2020 work plan. When it
added infection prevention and control
to its work plan, the OIG noted that, as
of February 2020, State Survey Agencies
had cited more than 6,600 nursing homes
(nearly 43 percent) for infection pre-
vention and control program deficien-
cies, including lack of a correction plan
in place for these deficiencies. The OIG
stated that its objective in its review will
be to determine whether selected nurs-
ing homes have programs for infection
prevention and control and emergency
preparedness in accordance with federal
requirements.
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Specific COVID-19 areas for auditing
and monitoring including:

m Infection control education and competency
assessments. SNFs must ensure staff fol-
low the infection control program’s
standards, policies, and procedures.
Knowledge and skills pertaining to the
infection control program’s standards,
policies, and procedures are needed by
all staff in order to follow proper infec-
tion control practices (e.g., hand hygiene
and appropriate use of personal protec-
tive equipment) while other needs are
specific to particular roles, responsibili-
ties, and situations (e.g., injection safety
and point of care testing). Also, SNF res-
idents and their program as it relates
to them (e.g., hand hygiene, cough eti-
quette) and to the degree possible/
consistent with the resident’s capac-
ity. For example, SNF residents should
be advised of the infection control pro-
gram’s standards, policies, and proce-
dures regarding hand hygiene before
eating and after using the restroom.

m PPE. The use of PPE during resident
care is determined by the nature of staff
interaction and the extent of anticipated
blood, body fluid, or pathogen exposure
to include contamination of environ-
mental surfaces.

ConsISTENTLY ENFORCED DISCIPLINARY
AcTIONS

The 2019 proposed regulations require
SNFs to have consistent disciplinary mea-
sures in place. These measures include
having a process in place for the discipline
of individuals who fail to detect and report
a violation of the SNF’s compliance and
ethics program.

Pursuant to guidance issued by the OIG,
SNFs should develop disciplinary policies
and procedures to address individuals
within the SNF. This would include con-
tractors and other entities that have access
to or do business with the SNF.

The level of discipline handed out
will depend on the seriousness of the

violation but could include termination
for intentional violations. For uninten-
tional violations or those made with reck-
less disregard to the SNF’s policies and
procedures, the discipline levied would
be less severe. The most important thing
for SNFs to realize is that discipline
should be consistent and enforced in a
uniform manner regardless of whether
the employee is a nurse aide, adminis-
trator, or contractor of the SNF. This was
emphasized in the OIG guidance where
it states “...consequences of noncom-
pliance should be consistently applied
and enforced in order for the disciplin-
ary policy to have the required deterrent
effect.” Again, the key point to remember
is consistent enforcement regardless of

title and the enforcement must serve as a

deterrent from the compliance issue hap-

pening again.

Given the vast amount of CMS guid-
ance related to COVID-19, compliance
professionals will need to be keenly aware
of how the guidance is communicated to
individuals within the SNF in addition to
contractors and others who have access
to the SNF. SNFs need to remember that
failure to enforce disciplinary policies and
procedures will serve as the benchmark
for survey citations and possibly litigation
against the SNF. Areas related to COVID-19
where SNFs could easily fall into compli-
ance traps for not consistently enforcing
discipline include:

m Selective enforcement of visitor access
with regard to end-of-life visits as set
forth in the QSO Memo. The SNF can-
not make exceptions with regard to vis-
itation. The SNF will need to ensure it
screens all potential visitors for respira-
tory infection and not selectively screen
some visitors and not others. The same
would hold true for requiring all visi-
tors to wear PPE while visiting the SNF.
If there is not enough PPE for staff,
visitation should be further restricted.
Allowing visitors to enter the facility
without PPE or allowing visitors access
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to PPE and not staff is a lawsuit waiting

to happen.

m Knowing that disciplinary policies and
procedures extend to contractors and
others with access to the SNF, the SNF
must ensure that contractors follow the
same visitation rules as individuals and
family members. SNFs will need to know
how to handle contractors who refuse to
enter the SNF due to COVID-19 as failure
to deliver contracted services that could
put residents in jeopardy. Again, the
SNF must enforce discipline consistently
against contractors who refuse to enter
the SNF as contractors. SNFs could con-
sider amending their agreements with
contractors to address providing services
in a COVID-19 world.

m SNFs must consistently discipline
employees for not following proper
infection control practices. Failure to
follow proper infection control prac-
tices not only puts residents in jeop-
ardy but also other staff and caregivers.
It is acknowledged this will be diffi-
cult to police, but not enforcing infec-
tion control practices consistently will
put the SNF in jeopardy of severe sur-
vey enforcement including civil mone-
tary penalties and possible termination.
CMS has made it abundantly clear in its
guidance that infection control is the
top survey priority as SNFs confront
COVID-19 outbreaks.

m SNFs must be diligent to ensure staff
responsible for reporting COVID-19 data
to the CDC are reporting it accurately
and timely. SNFs should have disciplin-
ary policies in place that are consistently
enforced when staff do not report data
accurately or timely due to the fines that
can be implemented against the SNF.

As CMS issues more guidance on
COVID-19, the critical thing SNFs need to
remember is failure to discipline violations
consistently leads not only to disgruntled
staff but opens the SNF up to adverse sur-
vey citations, possible fines, and exposure
to litigation.

TRAINING, COMMUNICATION, AND
EpucaTion

The 2019 proposed regulations require
SNFs to communicate standards, policies,
and procedures of the compliance and eth-
ics program to staff, contractors, and volun-
teers consistent with their roles. SNFs are
required to conduct mandatory training
and orientation on all aspects of the com-
pliance and ethics program.

The OIG has emphasized that proper
education and training of corporate offi-
cers, managers, and health care profes-
sionals is a critical aspect of a compliance
and ethics program.

Given the vast amount of COVID-19
guidance issued by CMS and the CDC,
SNFs will be faced with the daunting task
of training staff on new developments
while trying to deliver quality resident
care. However daunting this may be, it
is imperative that SNFs train staff and
contractors on the various CMS and CDC
initiatives.

Compliance professionals will need to
continue to train and educate staff on:

m proper infection control practices includ-
ing competency standards;

m data reporting and timelines for report-
ing COVID-19 information to the CDC;

m visitation policies including the use of

PPE by visitors;

m the blanket waivers that have been and
continue to be issued by CMS;

m the updated COVID-19 question and
answer memorandums issued by CMS;

m if SNFs are COVID-19 only facilities,
they will need to train staff on policies
and procedures related to such;

m any payment and claims filing issues
that arise out of COVID-19.

While it may seem impossible to ade-
quately train staff and contractors on the
various initiatives being implemented as a
result of COVID-19, failure to adequately
train staff exposes the SNF to survey lia-
bility and litigation exposure. Given the
monumental task of training staff and con-
tractors on COVID-19 related initiatives,
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the SNF should consider a task force of
individuals whose sole responsibility is to
account for COVID-19 related initiatives
and coordinate the education and training
required of staff and contractors.

KeePING THE BOARD OF DIRECTORS
INFORMED
Keeping the board of directors informed is
a critical element of an effective compli-
ance and ethics program that is elevated
in the midst of COVID-19. If the board is
not informed or a willing participant in the
compliance and ethics program, it is des-
tined for failure.

It is imperative for the board to under-
stand it must also dedicate sufficient
resources and give significant authority to
individuals overseeing the compliance and
ethics program as required by the RoPs.
Failure to do so not only violates the RoPs
but also puts the SNF in jeopardy of more
serious violations if an issue is not investi-
gated and adequately addressed.

COVID-19 only makes keeping the board
informed more critical given the amount
of destruction COVID-19 can wreak on an
SNF. Issues that require immediate notifi-
cation by compliance professionals to the
board regarding COVID-19 include:

m keeping the board apprised of CMS and
CDC developments regarding COVID-19;

m the need to allocate adequate resources
that allow the SNF to attack the chal-
lenges presented by COVID-19;

m keeping abreast of issues regarding the
lack of PPE and how to obtain PPE for
staff and visitors;

® monitoring sources of financial relief
available to SNFs such as the Payroll
Protection Program and Accelerated
Payment Program and the terms of use
for participating in these programs;

m immediate notification of a COVID-19
outbreak within the facility and how to
limit that outbreak;

m changes and challenges to effective
infection control practices posed by
COVID-19;

m staff that refuse to work and how to
attract staff when staff refuse to work
when there is a COVID-19 outbreak.
These are just a few issues requiring

notification to the board and where the

board will be required to allocate resources
for the challenges posed by COVID-19.

Despite the numerous challenges pre-
sented by COVID-19, none will be as chal-
lenging as the potential litigation that
could arise out of COVID-19. Lawsuits,
including a class-action lawsuit, have
already been filed against SNFs where
COVID-19 outbreaks have occurred with
many more to follow. While several states
have introduced orders providing immu-
nity to SNFs from lawsuits, this will not
stop lawsuits from being filed.

It is equally certain that SNF employees
will file lawsuits against SNFs for putting
them in harm’s way due to COVID-19 out-
breaks given the lack of PPE.

The main defense to any lawsuit will
be the SNFs commitment to following
all initiatives implemented by CMS and
the CDC’s guidance. Equally, if not more
important, it will be a demonstrated com-
mitment by the board to provide the SNF
with adequate resources and be directly
involved in the challenges set forth by
COVID-19. SNFs can bolster their defense
of those actions by demonstrating an
engaged, active, and informed manage-
ment team and board.

ConcLusION

As SNFs face the challenge of COVID-19
diagnosis, care, and testing, their compli-
ance and ethics programs need to evolve
consistent with the SNF’s mission and the
changing regulatory directives. The top-
ics identified above are key areas of focus
to invest time and effort into during the
COVID-19 pandemic. Compliance profes-
sionals who focus on adapting their pro-
grams to new approaches and methods as
the COVID-19 pandemic unfolds will be
best situated to strengthen the SNF’s opera-
tions and defend actions.
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