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In the 1990s, as part of the Federal Sentencing Guidelines, the U.S. Sentencing
Commission developed for the first time the criteria upon which it will view an organization’s
compliance program to be “effective.” In October 2016, the New York State Office of the
Medicaid Inspector General (“OMIG”) released a guidance document titled “Compliance
Program Review Guidance” (“Guidance”)® describing what considerations the OMIG will
take into account when it assesses Medicaid-enrolled provider compliance programs
established pursuant to New York State Social Services Law 8§ 363-d and 18 NYCRR Part
521. Failure to implement a satisfactory compliance program may result in sanctions or
penalties, including revocation of the Medicaid-enrolled provider’'s agreement to participate
in the Medicaid program.?

The Guidance provides important insight into the OMIG’s eight elements of what it
considers to be an effective compliance program and addresses the seven areas of risk
(“Seven Areas”) that providers must consider when developing their compliance programs.®
While the Guidance is neither law nor rulemaking, and does not touch on all of the statutory
requirements for Medicaid compliance programs, it does provide a glimpse into the OMIG’s
compliance priorities and should be used by providers to assess whether their compliance
programs meet the OMIG’s expectations.

Elements of a Sufficient Compliance Program
Consistent with the Federal Sentencing Guidelines, the Guidance provides direction

regarding how a provider may satisfy each of the elements of an acceptable compliance
program.

! N.Y.S. OFFICE OF THE MEDICAID INSPECTOR GEN., COMPLIANCE PROGRAM REVIEW GUIDANCE (Oct. 26, 2016),
available at https://omig.ny.gov/images/stories/compliance/compliance_program_review guidance.pdf.

> 18 NYCRR § 521.4(c).

% N.Y.S. OFFICE OF THE MEDICAID INSPECTOR GEN., COMPLIANCE PROGRAM REVIEW GUIDANCE, 31 (Oct. 26, 2016)
(The Seven Areas that a compliance program must address are (1) billing, (2) payment, (3) medical necessity
and quality of care, (4) governance, (5) mandatory reporting, (6) credentialing, and (7) other risk areas
identified by the provider’s risk assessment process).

* 18 NYCRR § 521.3.
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Written Policies and Procedures

A compliance program must, at a minimum, put all of its policies and procedures in writing.
This can be demonstrated by the adoption or ratification of the compliance program and
related policies and procedures by the governing body of the organization. In addition, the
Guidance stresses that all “Affected Individuals™ should have awareness of the program.

More specifically, the OMIG Bureau of Compliance (“BOC”) will look for evidence that:
(1) a code of conduct or code of ethics is in writing,
(2) policies and procedures are applicable to all categories of Affected Individuals,

(3) the written policies and procedures identify the appropriate compliance personnel
to whom all communications regarding compliance concerns should be directed, and

(4) how each category of Affected Individuals communicates to appropriate
compliance personnel.®

The provider must also maintain evidence that demonstrates that compliance activities are
carried out in a satisfactory manner. Such evidence may include the following: evidence of a
compliance work plan and resulting logs, reports, and risk analyses; annual self-
assessments of the compliance program and risk analyses; and evidence of the completion
of investigations, including implementation and monitoring of plans of correction for
compliance issues.

Designation of an Employee Vested with Responsibility

As to be expected, the Guidance stresses that the organization must appoint an employee
to serve as the Compliance Officer. To eliminate the potential for conflict of interest, the
Compliance Officer should not be the general counsel, or associated with the financial
department of the organization.® Similarly, if the Compliance Officer serves in another
capacity within the organization, BOC will review the Compliance Officer's compliance
duties and noncompliance-related duties to ensure that potential conflicts of interest are
minimized or eliminated. The Compliance Officer must have direct reporting access to the
governing body, with which the Compliance Officer should meet “periodically” (defined as “a
regular interval which is no less frequently than annually, but the context may require a
more frequent interval”).’

® N.Y.S. OFFICE OF THE MEDICAID INSPECTOR GEN., COMPLIANCE PROGRAM REVIEW GUIDANCE, 3,4 (Oct. 26, 2016)
(The BOC defines “Affected Individuals” as all employees, appointees, executives, and governing body
members who contribute to the provider's entitlement to payment under the Medicaid program in New York
State. “All of the requirements under each of the Eight Elements for mandatory compliance programs must
apply to all Affected Individuals,” and BOC will consider how applicable each requirement is to all the Affected
Individuals of a provider).
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Training and Education

The third element of a sufficient compliance program is training Affected Individuals on
compliance issues, expectations, and compliance program operations. This training may
take place at the same time as other mandatory trainings, such as at new hire orientation,
and should be provided periodically. The training should be customized for different
categories of Affected Individuals to ensure that training is as relevant and beneficial as
possible. Training and education materials must address how to deal with compliance
issues, how to report compliance issues that may arise, and how potential problems are
investigated and resolved.'® Compliance training may also focus on previous issues
experienced b}/ the organization and frequent issues that arise in other health care
organizations.!

Open Lines of Communication to the Responsible Compliance Position

The compliance program must establish at least one method of communication (telephone,
email, website-based correspondence, regular mail, etc.) available to each category of
Affected Individuals to report a compliance issue to a supervisor or manager, and to the
Compliance Officer. At least one method of communication must be anonymous, and at
least one method of communication must be confidential (though one method may
accomplish both purposes).’? The Guidance advises that Affected Individuals may report
directly to supervisors and management as long as such supervisors and management are
required to report those issues, in turn, to the Compliance Officer.

Disciplinary Policies to Encourage Good-Faith Participation

The compliance program must contemplate the utilization of written disciplinary policies and
procedures that set out expectations for reporting compliance issues and assisting in the
resolution of compliance issues, disciplinary action for failing to report compliance issues,
and sanctions for participating in non-compliant behavior. BOC will look for consistency in
these documents, whether there has been enforcement of compliance-related disciplinary
policies, and whether those policies are enforced fairly and firmly.*®

A System for the Routine Identification of Compliance Risk Areas

A compliance program must have a procedure to identify compliance risk areas specific to
the provider. This is demonstrated by a systematic process that allows for the ongoing
identification of compliance risk areas particular to a provider, including the Seven Areas,
followed by a work plan that addresses the identified risk areas.™

A System for Responding to Compliance Issues
An adequate response system is imperative to the success of a compliance program. The

compliance program must provide a sufficient description of the response system and
evidence of the outcome of the system’s operation, such as logs that track activity, work

9d. at 15.
1d. at 16.
21d. at 19.
8¥1d. at 22.
4 1d. at 24.



plans, reports of audits and/or investigations, and plans of correction.’® Organizations
should identify who will investigate a compliance breach, how the investigation will be
conducted, how plans of correction will be implemented, and what steps will be taken to
continually monitor the compliance program’s effectiveness.®

In addition to assessing whether compliance issues are promptly and thoroughly addressed,
BOC will consider whether the provider is properly disclosing compliance breaches to
regulatory authorities.” For example, an expectation must be reflected in the compliance
program regarding the refunding of Medicaid overpayments, as appropriate, and BOC will
look for evidence of this practice.

A Policy of Non-Intimidation and Non-Retaliation

The final element that BOC will look for is the existence of a policy on non-intimidation and
non-retaliation to ensure that Affected Individuals are able to report issues of concern
without fear of negative consequences. These provisions must reference New York State
Labor Law 88 740 and 741, which reflect New York State’s “whistleblower” protections.
BOC will look for evidence of discipline in response to allegations of intimidation or
retaliation and for any complaints of such practices in previous years.*®

Conclusion

New York statutory and regulatory requirements for Medicaid compliance programs for
Medicaid-enrolled providers have been in place for quite some time. The new OMIG
Guidance provides Medicaid-enrolled providers a roadmap for complying with those
requirements. OMIG’s identification of the Seven Areas should help providers satisfy the
compliance program requirements and avoid violations that could result in regulatory
penalties up to and including revocation of the right to participate in the Medicaid program.
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This document has been provided for informational purposes only and is not intended and should not be
construed to constitute legal advice. Please consult your attorneys in connection with any fact-specific situation
under federal law and the applicable state or local laws that may impose additional obligations on you and your
company.
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