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AGENDA
• Updated DOJ Compliance Guidelines
•

What prosecutors look for in an “effective” compliance
Program

• New State Resident Discharge Requirements
•

Actions Nursing Homes Need to Take

• Federal Requirements for LTC Facilities – Phase 3
•
•

GW

Proposed Changes to the Phase 3 Requirements
Items Facilities must implement by November 28th.
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U.S. Department of Justice
Updated Compliance Guidelines
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Background
• U.S. Attorneys look to specific factors laid out in the
DOJ’s “Principles of Federal Prosecution of Business
Organizations” when deciding to bring criminal
charges and negotiate pleas/settlements.
▪

One factor is the adequacy and effectiveness of the
corporation’s compliance program.

• The U.S. Sentencing Guidelines state that when
calculating an appropriate criminal fine,
consideration must be given to:
▪
GW

Whether a corporation has an effective compliance
program in place.
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Background
• In February 2017, the Department of Justice issued
“Evaluation of Corporate Compliance Programs”
▪

Outlines key questions that prosecutors should ask in
assessing a compliance program.

• In April 2019, DOJ significantly rewrote these
guidelines.
▪

GW

Added additional factors and a framework for
assessment.
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DOJ Guidelines
• Prosecutors must examine three
fundamental questions:
▪

Is the corporation’s compliance
program well designed?

▪

Is the program being applied earnestly and
in good faith?

➢ In other words, is the program
being implemented effectively?
▪

GW

Does the corporation’s compliance
program work in practice?
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Is the Compliance Program Well Designed?
Risk Assessment

Policies and Procedures

– To what degree has the corporation
devoted appropriate scrutiny and
resources to its spectrum of risks?

– What efforts has the corporation
made to monitor and implement
P&Ps that reflect/deal with the
spectrum of risks it faces (including
changes to the legal/regulatory
landscape)?
– Who is responsible for integrating
P&Ps?

• Does the company devote a disproportionate amount of time to
policing low-risk areas instead of
high-risk areas?

– Is risk assessment criteria
periodically updated?

• Have they been rolled out in a way
that ensures employees’
understanding? What specific
ways are P&Ps reinforced through
the corporation’s internal control
systems?

• Have there been any updates to
P&Ps in light of lessons learned? Do
these updates account for risks
discovered through misconduct?

GW
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Is the Compliance Program Well Designed?
Training and Communications

Confidential Reporting Structure/
– Have supervisory employees received Investigations
different or supplementary training?
– Is the training provided online or inperson (or both), and what is the
corporation’s rationale for its choice?
– Has the training addressed lessons
learned from prior compliance
incidents?
– Have employees been tested on what
they have learned?

– How is the reporting mechanism
publicized to the corporation’s
employees?
• Has it been used?

– How does the corporation determine
which complaints or red flags merit
further investigation?
– How does the corporation determine
who should conduct an investigation?
Who makes that determination?
– Are the reporting and investigating
mechanisms sufficiently funded?

• How has the corporation addressed
employees who fail all or a portion of
the testing?
GW
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Is the Corporation’s Compliance Program Being
Implemented Effectively?
• Prosecutors are instructed to examine whether:
▪

▪

▪

GW

the compliance program is a “paper program” or is one
that is “implemented, reviewed, and revised, as
appropriate, in an effective manner;”
the corporation has provided for a staff sufficient to
audit, document, analyze, and utilize the results of the
corporation’s compliance efforts;
the corporation’s employees are adequately informed
about the compliance program and are convinced of the
corporation’s commitment to it.
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Is the Corporation’s Compliance Program Being
Implemented Effectively?
Commitment by Senior and Middle Management
‒ Have managers tolerated greater compliance risks in pursuit of
new business or greater revenues?
‒ Have managers encouraged employees to act unethically to
achieve a business objective, or impeded compliance personnel
from effectively implementing their duties?
‒ What actions have senior leaders and middle-management taken
to demonstrate their commitment to compliance personnel,
including their remediation efforts?
• Have they persisted in that commitment in the face of competing
interests or business objectives?

GW
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Is the Corporation’s Compliance Program Being
Implemented Effectively?
Autonomy and Resources
– Are compliance personnel dedicated to compliance responsibilities,
or do they have other, non-compliance responsibilities within the
corporation?
• Why has the corporation chosen the compliance structure it has in
place?

– How has the corporation responded to specific instances where
compliance raised concerns?
• Have there been transactions or deals that were stopped, modified, or
further scrutinized as a result of compliance concern?

– Who reviews the performance of the compliance function and what
is the review process?
– How does the company ensure the independence of the compliance
and control personnel?
GW
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Is the Corporation’s Compliance Program Being
Implemented Effectively?
Incentives and Disciplinary Measures
– Is the same process followed for each instance of misconduct, and if
not, why?
• Are the actual reasons for discipline communicated to employees? If not,
why not?

– Are there similar instances of misconduct that were treated
disparately, and if so, why not?
– Has the company considered the implications of its incentives and
rewards on compliance?
• How does the company incentivize compliance and ethical behavior? Have
there been specific examples of actions taken (e.g., promotions or awards
denied) as a result of compliance and ethics considerations?

– Who determines the compensation, including bonuses, as well as
discipline and promotion of compliance personnel?
GW
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Does the Corporation’s Compliance Program
Work in Practice?
Continuous Improvement, Periodic Testing, and Review
‒ What is the process for determining where and how frequently
internal audit will undertake an audit, and what is the rationale
behind that process?
‒ Has the corporation undertaken a gap analysis to determine if
particular areas of risk are not sufficiently addressed in its policies,
controls, or training?
‒ How often and how does the corporation measure its culture of
compliance?
• Does the company seek input from all levels of employees to determine
whether they perceive senior and middle management’s commitment to
compliance? What steps has the corporation taken in response to its
measurement of the compliance culture?

GW
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Does the Corporation’s Compliance Program
Work in Practice?
Investigation of Misconduct
‒

Does a well-functioning and appropriately funded mechanism exist for
the timely and thorough investigation of any allegations or suspicions of
misconduct by the corporation, its employees or agents?

Analysis and Remediation of Any Underlying Misconduct
‒

What controls failed?
•
•

‒

GW

If P&Ps should have prohibited the conduct, were they effectively
implemented?
Have functions that had ownership of these P&Ps been held accountable?

Have disciplinary actions for failures in supervision been considered by
the corporation?
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New NYS Resident Discharge
Requirements

GW
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Residents’ Rights
• Effective October 9, 2019, DOH updated the Nursing
Home “Residents’ Rights” regulation (10 N.Y.C.R.R.
§415.3) to include a new section on the Right to
Information on Home and Community Based
Services.
• The goal:
▪

Ensure that all residents are afforded the right to
exercise their right to live in the most integrated setting.
➢ Furthers the State’s compliance with the U.S. Supreme
Court’s decision in Olmstead v. L.C., 527 U.S. 581 (1999).

GW
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Facility Requirements
• Upon admission:
▪

▪

GW

Advise all residents of their right to
live in the most integrated and least
restrictive setting, with
considerations for the resident's
medical, physical, and psychosocial
needs;
Provide all residents with
information on home and
community-based services and
community transition programs;

www.garfunkelwild.com
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Facility Requirements
•

Whenever the resident requests information about
returning to the community, or whenever the resident
requests to talk to someone about returning to the
community during any state or federally mandated
assessment:
▪

The facility must refer such residents to the “Local
Contact Agency” or a community-based provider of the
resident or designated representative's choosing.
➢ LCAs are designated by DOH to provide referred nursing
home residents with information and counseling on
available home/community-based services.
−

GW
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Also assist residents directly or refer to organizations that
can assist with transition services.
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NYAIL
• If it is determined feasible, and the nursing home
resident expressed interest in returning to the
community, the nursing home makes a referral to
the New York Association for Independent Living
(NYAIL) Transition Center.
▪

GW

A local NYAIL Transition Specialist (TS) will meet with the
individual in their nursing home to provide them with
objective information about home and community based
services. If appropriate for the program, the TS will work
with the person to help them transition back to the
community.
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NYAIL Referral Form
• Nursing should use the referral form available at:
https://ilny.us/phocadownload/48%20Open%20Doors%20ref
erral%20form%202-9-19.pdf.
▪ The form can be emailed or faxed to the Regional Lead
Independent Living Center.
▪ Referrals may also be sent to NYAIL via email
to secq@ilny.org or via fax to 518-465-4625.

GW
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Local Contact Agencies

GW
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Facility Requirements
• Other General Requirements
▪

Each facility must:
➢ post contact information for the Local Contact Agency in a
public area, at wheelchair height;
➢ have staff available to discuss options for discharge
planning, with consideration for the resident's medical,
physical, and psychosocial needs; and
➢ ensure that all discharge activities align with established
“transfer and discharge rights” as laid out in 10 N.Y.C.R.R.
415.3(i).

GW
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Additional Discharge Requirements
• State regulations require that each facility must:
▪ Provide sufficient preparation and orientation to residents
to ensure safe and orderly discharge;
▪ Develop a discharge plan which addresses the medical
needs of the resident and how these needs will be met;
▪ Provide a written discharge summary; and
▪ Allow the resident, their legal representative or health care
agent the opportunity to participate in deciding where the
resident will reside after discharge from the facility.

GW
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MDS Confusion
• The purpose of Section Q of the MDS is to ensure
that all individuals:
▪
▪

have the opportunity to learn about home and
community based services and
have an opportunity to receive long term care in the least
restrictive setting possible.

• According to the Federal DHHS Office of Civil
Rights(OCR), Questions Q0400, Q0500 and Q0600
have been “misunderstood” by many facilities.

GW
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Q0400
• OCR has found many
facilities think they do not
have to ask this question if
the resident has a
“discharge plan.”
• “Active discharge plan”
means a plan that is being
currently implemented.

GW
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Q0400 - OCR recommendations:
• Answer MDS Question Q0400 “yes” only for
permitted reasons, such as:
▪
▪

▪

GW

The resident is currently being assessed for transition by
the Local Contact Agency;
The resident has a Transition Plan in place, which has all
of the required elements and has been incorporated
into the resident’s Discharge Plan; or
The resident has an expected discharge date of three (3)
months or less, has a discharge plan in place with all the
required elements, and the discharge plan could not be
improved upon with a referral to the Local Contact
Agency.

www.garfunkelwild.com

29

© 2019 GARFUNKEL WILD, P.C.

Q0400 - OCR recommendations:
• Answer MDS question Q0400 “no” for all residents
of the facility unless a referral to the Local Contact
Agency occurred and the Local Contact Agency has
met with the resident.
• If the answer to Q0400 is “no” (there is not an
active discharge plan), proceed to Q0500.

GW
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Q0500 - OCR recommendations:
• According to OCR, most facilities
never ask this question because
all residents have discharge
plans in place.
• Again, unless the resident has an
active discharge plan in place,
the resident must be asked this
question.
• If the response is “yes,” must
refer the Resident to the LCA.
➢ Convey that this question is intended to provide the opportunity for the
resident to obtain information. Residents should be encouraged to
learn about the possibilities of different settings for receiving care by
talking to the Local Contact Agency.
GW
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Q0600 - OCR recommendations:
• Facilities must recognize that
residents can make a free choice
about where to receive services and
cannot be pressured to remain in
the facility.
▪ Once a resident expresses interest in
learning about living outside the
facility (by answering “yes” to Q0500
or telling direct care staff), a referral to
the LCA must be made in a
“reasonable” amount of time.
▪ The referral should be documented in
the Resident’s discharge plan.
The RAI Manual recommends ten business days as a reasonable amount of
time for this referral.
GW
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Q0600 - OCR recommendations:
• Facilities must not deny residents a referral to the
Local Contact agency for inappropriate reasons.
• Inappropriate reasons include, but are not limited
to:
▪ The facility inserting its judgment and overriding the
resident’s expressed interest based on factors such as a
belief that:
➢ the resident’s disability is too severe to transition;
➢ discharge is not possible because the resident has no
home or support in the community, or a previous
transition was not successful; and/or

GW

▪ The family or caregiver does not want the resident to
move.
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General OCR recommendations:
• Facilities should ensure that:
▪ They know and have a working relationship with their
Local Contact Agency.
➢ Assign a facility representative as a liaison to the LCA and
maintain regular communication.
➢ Incorporate the LCA’s transition plan for the resident into
the resident’s facility discharge plan and active care plan.

▪ Policies and procedures reflect MDS Section Q
information. Update/revise or implement new P&Ps for:
➢ Discharge planning
➢ MDS administration
➢ Local Contact Agency referral process
GW
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General OCR recommendations:
• Facilities should ensure that:
▪ Staff (including direct care staff, care teams, senior
management and other workforce members) are trained
on Section Q and:
➢ the LCAs which serve the facility’s geographic areas;
➢ the services the LCAs provide and the role they play in
assisting individuals interested in living in a community
setting;
➢ when and how to contact the LCA;
➢ how to work collaboratively with the LCA for the benefit
of residents of the facility; and
➢ home and community-based services provided by state
agencies.
GW
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General OCR recommendations:
• OCR also suggests facilities invite the Local Contact
Agency to provide seminars/presentations to
residents and staff on a regular basis (e.g., every six
months) regarding:
▪ the services it provides;
▪ community-based settings in which residents can choose
to receive services; and
▪ the residents’ opportunity to seek a referral regarding
potential transition to the community.

GW
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Federal Requirements for LTCFs –
Phase 3

GW
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July 2019 Proposed Rule
•

CMS proposed revisions to several of the requirements
for long term care facilities and to also delay
implementation of some Phase 3 requirements until one
year after it adopts a final rule.
▪
▪

•

Quality assurance and performance improvement
Compliance and ethics program

Keep in mind that until CMS finalizes these proposed
revisions, the requirements are in effect as currently

written.

GW
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Compliance and Ethics Program
• Phase 3 requires the “operating
organization” of each LTC facility
to have a Compliance and Ethics
Program by November 28, 2019.
▪

“Operating organization” means
the individual(s) or entity that
operates a LTC facility.
➢ Includes the owners.

GW
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New York Requirements
• NY has long mandated that nursing homes – not the
operators – adopt and implement effective
compliance programs pursuant to Social Services
Law 363-d and related regulations (18 N.Y.C.R.R.
Part 521).
▪

GW

Must include 8 specified elements and be applicable
to billings and payments; medical necessity and quality
of care; governance; mandatory reporting; credentialing;
and other risk areas that are or should with due diligence
be identified by the provider.
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Definition of
“Compliance and Ethics Program”
• A program of the LTC facility’s operating organization
that—
▪ has been reasonably designed, implemented, and
enforced so that it is likely to be effective in:
➢ preventing and detecting criminal, civil, and
administrative violations and
➢ In promoting quality of care; and

▪ meets specific regulatory requirements.

GW
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Specific Compliance Program
Requirements

Text in red =
language that
CMS has
proposed to
delete

1. Establish written compliance and ethics standards,
policies, and procedures, including, but not
limited to those which designate:
▪
▪
▪

An appropriate “contact” to which individuals may
report suspected violations;
A method of reporting anonymously without fear of
retribution;
Disciplinary standards/consequences for committing
violations. Applicable to the operating organization's:
−
−

−
GW
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entire staff;
individuals providing services under a contractual
arrangement; and
volunteers, consistent with the volunteers' expected
roles.
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Specific Compliance Program
Requirements

Text in red =
language
that CMS has
proposed to
delete

2. Assign specific individuals within the “high-level
personnel” of the operating organization with –
▪
▪

Overall responsibility to oversee the program's
standards, policies, and procedures.
Such individual may be, but is not limited to:
➢ the chief executive officer (CEO),
➢ members of the board of directors, or
➢ directors of major divisions in the operating
organization; or an individual with substantial
ownership interest in the operating organization.

GW
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Specific Compliance Program
Requirements
3. Provide sufficient resources and authority to the
assigned individuals to reasonably assure
compliance.
▪

▪

CMS: operating organizations should use the facility
assessment to determine the resources they need to
devote to the compliance and ethics program to
reasonably ensure compliance with all requirements.
The resources devoted should include both human
and financial resources.
➢ Recommendation: Have a budget for compliance.

GW
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Specific Compliance Program
Requirements
4. Use due care not to delegate
substantial discretionary
authority to individuals who the
operating organization knew, or
should have known through the
exercise of due diligence, had a
propensity to engage in criminal,
civil, and administrative
violations under the Social
Security Act.
GW
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Specific Compliance Program
Requirements
5. Take steps to effectively communicate the
standards, policies, and procedures to the operating
organization's entire staff; individuals providing
services under a contractual arrangement; and
volunteers, consistent with the volunteers' expected
roles. Includes, but is not limited to:
▪
▪

GW

mandatory participation in training or orientation
programs; or
disseminating information that explains in a practical
manner what is required under the program.
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Specific Compliance Program
Requirements

Text in red =
language that
CMS has
proposed to
delete

6. Take reasonable steps to achieve compliance with
the program's standards, policies, and procedures.
Such steps to include, but are not limited to:
▪
▪

▪

GW

monitoring and auditing systems reasonably designed
to detect criminal, civil, and administrative violations;
having in place and publicizing a reporting system
whereby individuals could report violations
anonymously without fear of retribution; and
having a process for ensuring the integrity of any
reported data.
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Specific Compliance Program
Requirements
7. Consistent enforcement of the operating
organization's standards, policies, and procedures
through appropriate disciplinary mechanisms,
including, as appropriate:
▪

GW

discipline of individuals responsible for the failure to
detect and report a violation to the compliance and
ethics program’s designated contact.
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Specific Compliance Program
Requirements
8. After a violation is detected, the operating
organization must ensure that all reasonable steps
identified in its program are taken to:
▪
▪

respond appropriately to the violation, and
prevent further similar violations,
➢ including any necessary modification to the program to
prevent and detect criminal, civil, and administrative
violations.

GW
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Text in black
= language
that CMS has
proposed to
add

Specific Compliance Program
Requirements

Text in red =
language that
CMS has
proposed to
delete

9. The operating organization for each facility must
review its compliance and ethics program annually
periodically and revise its program to identify
necessary as needed to reflect changes in:
▪
▪
▪

all applicable laws or regulations and
within the operating organization and its facilities
to improve its performance in deterring, reducing, and
detecting violations and in promoting quality of care.

10. The facility has an alternate method of reporting
suspected violations anonymously.
GW
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Additional Requirements
• CMS noted in commentary accompanying the
adoption of the regulations that LTC facilities should
be integrating the information and data they collect
or that arises out of the compliance and ethics
programs into their QAPI programs.

GW
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Text in black
= language
that CMS has
proposed to
add

Additional Requirements

Text in red =
language that
CMS has
proposed to
delete

• Applicable to operating organizations with five or
more facilities and facilities with corporate level
management of multi-unit nursing home chains –
must also:
▪

▪

GW

Have a mandatory annual training program on the
operating organization's compliance and ethics program;
Have a more formal program that includes established
written policies defining the standards and procedures to
be followed by its employees;

www.garfunkelwild.com
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Text in
black =
language
that CMS
has
proposed
to add

▪

Text in red
= language
that CMS
has
proposed
to delete

Additional Requirements (continued)

a designated compliance officer for whom the
operating organization's compliance and ethics
program is a major responsibility;
➢ Reports directly to the governing body; must not be
subordinate to the general counsel, chief financial
officer or chief operating officer.

▪
▪

GW

designated compliance liaisons located at each of the
operating organization's facilities.
Develop a compliance and ethics program that is
appropriate for the complexity of the organization and
its facilities.
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Surveys
• CMS has not yet published any
guidance for surveyors reviewing
facilities for compliance and
ethics program requirements.

GW
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Other Phase 3 Requirements - Administration/Quality
Assurance and Performance Improvement
• Governing body responsibility for QAPI
program (42 C.F.R. §§483.70 & 483.75):
▪

▪

Can be executive leadership (or organized
group or individual who assumes full legal
authority and responsibility for operation of
the facility).
Must be responsible and accountable for
ensuring that—
➢ An ongoing QAPI program is defined,
implemented, and maintained and
addresses identified priorities.

GW
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Governing body responsibility for QAPI program:
(continued)
➢ The QAPI program is sustained during transitions in
leadership and staffing;
➢ The QAPI program is adequately resourced, including
ensuring staff time, equipment, and technical training as
needed;
➢ The QAPI program identifies and prioritizes problems and
opportunities that reflect organizational process,
functions, and services provided to resident based on
performance indicator data, and resident and staff input,
and other information.
➢ Corrective actions address gaps in systems, and are
evaluated for effectiveness; and
➢ Clear expectations are set around safety, quality, rights,
choice, and respect.
GW
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Other Phase 3 Requirements
• Designation of an Infection
Preventionist (IP) responsible
for the facility’s Infection
Prevention and Control Plan;
• The Quality Assessment &
Assurance Committee must
include the IP.
See 42 C.F.R. §§ 483.75(g)(1)(v),
483.80 (b), (c).

GW
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Other Phase III Requirements
• Coordination of residents’ right to freedom from
abuse, neglect, and exploitation with QAPI Plan (See
42 C.F.R. §483.12(B)[4]);
• Comprehensive person-centered care (and
treatment) to include trauma informed care (See 42
C.F.R. §§ 483.21(b)(3)(iii), 483.25(m), 483.40(a)[1]);
• Call system from each resident’s bedside (already a
NY requirement) (see 42 C.F.R. §483.90(F)[1]).

GW
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Other Phase III Requirements - Training
• Facilities must develop, implement and maintain an
effective training program for:
▪
▪
▪

New and existing staff
Individuals providing services under a contractual
agreement
Volunteers, consistent with their expected roles

• Based on the facility assessment – the facility
determines the amount and types of training
necessary.
•
GW

Many required topics were implemented in Phase I.
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Training (continued)
Phase III Required Topics

NY
Requirement?

Effective Communications (mandatory for direct care staff)
Resident Rights and Facility Responsibility to Properly Care
for its Residents
QAPI - elements and goals - NOTE: CMS has proposed
delaying this requirement for one year
Infection Control
Compliance and Ethics

Yes
Yes
Yes
Yes (OMIG
requirement)

In-Service Training for CNAs
• to address areas of weakness as determined in performance reviews and facility
assessment;
• may also address the special needs of residents as determined by the facility staff.

Behavioral Health (must be consistent with § 483.40 and as
determined by the facility assessment).
GW
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Questions
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Garfunkel Wild Contact Information

Lourdes Martinez
Partner/Director
516.393.2221
lmartinez@garfunkelwild.com

Eve Green Koopersmith
Partner/Director
516.393.2282

ekoopersmith@garfunkelwild.com
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THANK YOU!

Office locations
677 Broadway
7th Floor
Albany, NY 12207
(518) 242-7582

111 Great Neck Road
Suite 600
Great Neck, NY 11021
(516) 393-2200

350 Bedford Street
Suite 406A
Stamford, CT 06901
(203) 316-0483

411 Hackensack Ave.
5th Floor
Hackensack, NJ 07601
(201) 883-1030

Although this document may provide information concerning potential legal issues, it is not a substitute for legal advice from qualified counsel. Any opinions or conclusions
provided in this document shall not be ascribed to Garfunkel Wild, P.C. or any clients of the firm.
The document is not created or designed to address the unique facts or circumstances that may arise in any specific instance, and you should not and are not authorized to
rely on this content as a source of legal advice and this seminar material does not create any attorney-client relationship between you and Garfunkel Wild, P.C.
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