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Sound Quality
If you are listening via your computer speakers, please note that the quality
of your sound will vary depending on the speed and quality of your internet
connection.
If the sound quality is not satisfactory, you may listen via the phone: dial
1-877-447-0294 and enter your Conference ID and PIN when prompted.
Otherwise, please send us a chat or e-mail sound@straffordpub.com immediately
so we can address the problem.
If you dialed in and have any difficulties during the call, press *0 for assistance.
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AGENDA
 Statistics
 Reporting Requirements and other Regulatory
Guidance
 Recent Regulatory and Industry Enforcement
Activity
 Potential Liability, Surveys, Fines
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NURSING HOMES STATISTICS
 United States
 States
 Variance in Reporting
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NURSING HOMES STATISTICS
 Nursing home deaths due to COVID-19
represent a significant percentage of total virus
mortality
 Florida, Indiana, and New Jersey
 U.S.: >40% of country’s total COVID-19 deaths
 Recent CDC Data
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COMPARISON TO AUSTRALIA
 Australia has had approximately 500 deaths in
the Australian government’s subsidized
residential aged care facilities
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GUIDANCE





CMS
CDC
States
Other
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REPORTING
 Changes to 42 CFR 483.80
 Requirements for reporting to CDC
 Requirements for reporting to residents, their
representative, and families

 Q&As
 Revisions to Surveying Standard
 Enforcements
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REPORTING
 Nursing homes are required to report the following types
of information to CDC about COVID-19:
 Suspected and confirmed infections among residents and staff, including
residents previously treated for COVID-19;
 Total deaths and COVID-19 deaths among residents and staff;
 PPE and hand hygiene supplies in the facility;
 Ventilator capacity and supplies in the facility;
 Resident bed and census;
 Testing access while the resident is in the facility;
 Staff shortages; and
 Other information as specified by the Secretary

 Timeframes
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REPORTING
 CMS requirement to report to residents, representatives,
and families.
 This information must be reported in accordance with
existing privacy regulations and statute.
 This measure augments requirements for reporting
infectious disease to State and local health departments.
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INFECTION CONTROL
 Early Guidance
 Changes Over Time
 Recent Guidance
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SURVEYING





Funding
CMS Guidance
Focused Surveys
Findings
 Early Findings
 Recent Findings

 Future Surveys
 Routine Inspections
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RECENT EVENTS: NURSING HOMES HIT WITH
$15 MILLION IN COVID-RELATED FINES





A recent state and federal inspection of nearly all U.S. nursing homes
resulted in $10 million in fines for serious infection control deficiencies (at
180 facilities across 22 states with immediate jeopardy) and approximately
$5.5 million in fines for failure to report COVID-19 data to federal authorities
(at 3,300 facilities).
CMS and state partners have inspected 99% of all nursing homes facilities
since the beginning of the pandemic.
Nursing homes face fines of up to $5,000 for low-level infection control
deficiencies identified on a previous inspection and up to $20,000 for
violations that occurred twice or more in the last two years.
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NURSING HOMES – RECENT EFFORTS
 Recent Federal Efforts
 $5 billion in new funding for nursing homes
 Nursing homes must participate in a new online Nursing Home COVID-19
Training program in order to qualify for funding

 QIOs to provide immediate assistance to nursing homes in
COVID-19 hotspot areas
 Large-scale procurement of rapid point-of-care diagnostic test
instruments and tests
 CMS to report to Governors’ offices
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NEW TESTING REQUIREMENTS





Staff
Residents
Survey
Fines for Non-compliance
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NURSING HOME CDC GUIDANCE
 Guidance
 Resources
 Assessment tool
 Checklist
 Other
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Thank You

Myla Reizen
Partner
K&L Gates
Miami
305.539.3311
Myla.Reizen@klgates.com
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Collateral Consequences
of Stepped Up CMS Enforcement
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Resident/Family Wrongful Death and Negligence Suits
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Nursing Home Compare
•
•

Amendment to 42 CFR §483.80 adding (g) mandating reporting cases to
CDC effective May 8.
Enhanced Penalties
o Under the enhanced penalty scheme, nursing facilities face penalties for deficiencies
amounting to substantial non-compliance (a scope and severity of “D” or above) ranging
from (i) up to $10,000 per deficiency if there was a prior citation in the last year, and (ii)
up to $20,000 per deficiency if there were two or more citations in the prior year.
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Nursing Home Compare (cont’d)
•

August 14, 2020 CMS:
o more than $15 million in civil monetary penalties (CMPs) to more than 3,400
nursing homes during the public health emergency for noncompliance with
infection control requirements and the failure to report coronavirus disease 2019
(COVID-19) data.
o Since March 4, 2020, CMS and the state survey agencies have completed infection
control surveys in over 15,276 (99.2 percent) of nursing homes. These surveys
have resulted in more than 180 immediate jeopardy level findings for infection
control, which is triple the rate of such deficiencies found in 2019.
o CMS has imposed CMPs for these violations totaling nearly $10 million to nursing
homes in 22 states. The average CMP imposed was $55,000.
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Nursing Home CARES Act Funding
Latest $2 billion Nursing Home CARES Act Funding
• Eligibility tied to performance measured by a facility’s reported COVID-19
infections and deaths in comparison with community infection rate.
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OIG

• Within HHS; oversees CMS as well as nursing homes
• Medicaid Nursing Home Life-Safety & Emergency Preparedness Reviews
o OIG is reviewing this area because residents of LTC facilities are particularly
vulnerable to risks such as fires, natural disasters, or disease outbreak (such as
COVID-19 and other coronaviruses). Our objective is to determine whether LTC
facilities that received Medicare or Medicaid funds complied with new Federal
requirements for life safety and emergency and infectious disease control
preparedness.
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OIG (cont’d)

• Audit of Compliance with Nursing Home COVID-19 Data Reporting
o We will assess nursing homes' reporting of CMS-required information related to
the COVID-19 public health emergency. Specifically, we will determine whether
the data reported by nursing homes were complete, accurate, and reliable.
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OIG (cont’d)

• Meeting the Challenges Presented by COVID-19: Nursing Homes
o This nationwide, two-part study on nursing homes will examine how the COVID-19
pandemic has affected nursing homes. The first part will describe the
characteristics of the nursing homes that were hardest hit by the pandemic (i.e.
homes with high numbers of residents who had COVID-19 or had died). The
second part will describe the strategies nursing homes have used to mitigate the
effects of COVID-19 on their residents and staff in the face of these unique
circumstances.
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OIG (cont’d)

• Audit Nursing Home Infection Prevention and Control Program Deficiencies
o Our objective is to determine whether selected nursing homes have programs for
infection prevention and control and emergency preparedness in accordance.
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OIG (cont’d)

• Nursing Home Oversight During the COVID-19 Pandemic
o Using recent complaint and survey data for all nursing homes, this study will
examine the extent to which SSAs [state survey agencies] and CMS are conducting
onsite surveys in nursing homes related to serious complaints and targeted
infection control, in accord with CMS's recent guidance to suspend certain onsite
surveys. We will also identify any barriers that CMS and SSAs face in conducting
onsite surveys, as well as potential solutions.
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DOJ
• March 3, 2020: DOJ Launches National Nursing Home Initiative (centered on
quality of care)
o will coordinate and enhance civil and criminal efforts to pursue nursing homes
that provide grossly substandard care to their residents.
o This initiative is focusing on some of the worst nursing homes around the country
and the Department already has initiated investigations into approximately thirty
individual nursing facilities in nine states as part of this effort.
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DOJ (cont’d)
o The department looks for nursing homes that consistently fail to provide adequate
nursing staff to care for their residents, fail to adhere to basic protocols of hygiene
and infection control, fail to provide their residents with enough food to eat so
that they become emaciated and weak, withhold pain medication, or use physical
or chemical restraints to restrain or otherwise sedate their residents.
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DOJ (cont’d)
• Common FCA Theory v. Nursing Homes
o “Worthless Services”
• “the performance of the service [must be] so deficient that for all practical purposes it is the
equivalent of no performance at all.” Absher v. Momence Meadows Nursing Center, 764 F.3d
699 (7th Cir. 2014); Accord, Mikes v. Straus, 274 F.3d 687 (2d Cir. 2001)

o “Perfect Storm” of CMS/SSA Infection Control or IJ Deficiencies Coupled With
False Claims Act, OIG reviews and DOJ Initiative?
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• Relator Bar
• Local Prosecutors based on infection control deficiencies
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The Importance of COVID-19
Compliance

•

An effective complaince program:
•

shows good faith; negates corporate scienter; and,

•

allows a provider to puts its best face forward

•

Compliance program resources:
•

Justice Manual § 9-28.800

•

U.S.S.C. Guidelines Manual (2018) § 8B2.1

•

U.S. Department of Justice, “Evaluation of Corporate Compliance
Programs” (updated June 1, 2020)

•

HCCA-OIG, “Measuring Compliance Program Effectiveness: A Resource
Guide” (2017)

•

HHS-OIG Corporate Integrity Agreements
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Ten Tips for Effective COVID-19 Compliance
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Appoint a COVID-19 Compliance Monitor

•

The first element of an HHS-OIG prescribed Compliance
Program is a Compliance Officer or Committee.

•

The same model should be used to manage COVID-19
obligations.

•

The COVID-19 Compliance Officer or Committee:

1.
•

•

should be sufficiently senior in the organization;

•

should report directly to the CEO or president; and,

•

should not be subordinate to the General Counsel or CFO.

Responsibilities should include compiling and analyzing
all federal and state COVID-19 guidance, taking immediate
action to ensure compliance with the same, and carefully
documenting all actions.
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Document Resource Shortages and
Efforts to Mitigate Them

•

Adequate equipment is critical
to proper infection prevention
and control.

•

Take robust, proactive steps
to secure necessary testing,
personal protective, and
durable medical equipment.

•

More importantly, document
those steps, and any
difficulties encountered.

•

Documentation will lessen the
chance that a nursing homes
will be blamed for failure to
procure necessary equipment.

2.
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Suspend Routine Deletion of Documents
concerning COVID-19 Response

3.

•

HHS requires retention of most compliance-related
records for at least six years.

•

Even if a provider does not currently anticipate
investigation or litigation concerning its COVID-19
response, preserving records related to that response
is prudent.
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Prepare Written Procedures and
Interpretations of Ambiguous Rules

•

Written procedures are another key element of an
HHS-OIG prescribed Compliance Program.

•

Written COVID-19 procedures are especially important
given the pace and evolving nature of pandemicrelated rules, regulations, and guidance.

•

Some regulatory language can be ambiguous. For
example, CMS has required nursing homes to report
the contemporary onset of “respiratory symptoms”
among three or more employees or residents within 30
days.

•

As CMS does not clearly define “respiratory
symptoms,” providers should document their goodfaith interpretation and assure that staff consistently
apply it.

4.
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5.

6.
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Take COVID-19 Case Reporting
Seriously

•

Failure to report or underreporting of confirmed COVID19 cases may be grounds for deficiency citations and
Civil Monetary Penalties (CMPs).

•

Some states, including New York, have threatened
immediate actions against licenses.

•

To mitigate those risks, providers should be prepared
to show through contemporaneous documentation that
they made reasonable efforts to keep stake holders
informed and contain the spread of infection.

•

It may be helpful to designate an employee who will be
responsible for promptly communicating with public
health authorities, residents, and family members about
confirmed cases.

7.
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Know How You Compare

8.

•

Monitor published data on reported COVID-19
infections and deaths among nursing homes to assess
how your facility compares to others in the state and
local area.

•

Federal and state authorities are publicly reporting
infection-related data for specific nursing facilities.

•

Although this information does not tell the full story of
how a facility has managed the crisis, government
enforcement agencies are likely to monitor this data to
identify outliers for audit and investigation.

•

A good practices is to take steps to know where you
stand among peers and identify and remediate
seemingly disproportionate rates of infections or
deaths.
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Encourage Internal Reporting of COVID19 Concerns and Protect Reporters

•

HHS generally
recommends that as a part
of their complaince
programs, federal health
care providers develop
confidential reporting
systems.

•

Management should
encourage staff and
residents to report any
concerns and assure them
that reporting will not
result in adverse action.

9.
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Don’t Go It Alone

10.
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Thank You
Brian McGovern
Crowell & Moring
bmcgovern@crowell.com
Myla R. Reizen
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