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CMS Requirement for Compliance and Ethics Programs

The Affordable Care Act included a mandate that skilled nursing facilities and nursing homes adopt and implement an effective compliance and ethics program as a condition of participation in the Medicare and Medicaid programs. In November 2019, Compliance Programs become incorporated into the Centers for Medicare and Medicaid (CMS) regulations for Nursing Facilities. At that time, state survey agencies will begin assessing nursing facility development and implementation of an effective compliance and ethics program, as a condition for participation in the Medicare and Medicaid programs. It should be noted that the “Ethics” language is in reference to business ethics.  There is not a mandate for a medical ethics committee.  The following chart indicates the requirements of CMS compared to the current AQORD Compliance Collaborative constructs implemented by your organization to meet or exceed the requirements.

	CMS Requirements 
	Current Compliance Program

	483.85 Compliance and ethics program definitions.
High-level personnel means individual(s) who have substantial control over the operating organization or who have a substantial role in the making of policy within the operating organization.
Operating organization means the individual(s) or entity that operates a facility.
	The Compliance Program identifies the AQORD VP of Compliance, Karla Dreisbach, as the Compliance Officer through a contractual relationship. The contract also defines a High Level Official within the organization who has oversight of the compliance program. The Compliance Official is the on- site “face of compliance” and spearheads the compliance committee as well as investigations and compliance related education among other things. 
The board has the responsibility for the oversight of the compliance program as the “operating organization.”

	Beginning on November 28, 2019, the operating organization for each facility must have in operation a compliance and ethics program.
Required components for all facilities:
Compliance and ethics program means, with respect to a facility, a program of the 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 under the Act and in promoting quality of care.
	The AQORD Compliance Collaborative is designed to meet the expectations of the Office of Inspector General, Department of Human Services (OIG), CMS Conditions of Participation for Skilled Nursing Homes and other regulatory, governmental and legal requirements associated with preventing and detecting criminal, civil and administrative violations, including quality of care areas. 
The foundational document of the program is the Code of Conduct – Compliance and Ethics Program. The Code is provided to all stakeholders on hire or initial contract and outlines compliance expectations. It is also reviewed annually with an attestation of their knowledge and understanding of the Code. 

	Established written compliance and ethics standards, policies, and procedures to follow that are reasonably capable of reducing the prospect of criminal, civil, and administrative violations under the Act and promote quality of care, which include, but are not limited to, the designation of an appropriate compliance and ethics program contact to which individuals may report suspected violations, as well as an alternate method of reporting suspected violations anonymously without fear of retribution; and disciplinary standards that set out the consequences for committing violations for the operating organization's entire staff; individuals providing services under a contractual arrangement; and volunteers, consistent with the volunteers' expected roles.
	In conjunction with the Code of Conduct, there is a hotline that allows anonymous reporting of compliance concerns.  There are compliance supporting policies and procedures that address the following:
· Auditing and Monitoring
· Business Courtesies
· Code of Conduct
· Compliance Committee
· Compliance Committee Non-Disclosure
· Compliance Education and Training
· Compliance Issue Resolution
· Compliance Officer
· Compliance Records Management
· Compliance Risk Assessment and Work Plan
· Compliance With False Claims Act and Civil Monetary Penalties Laws
· Compliance With the Anti-Kickback Statute
· Compliance With the Physician Self-Referral Law (Stark Law)
· Conflict of Interest
· Deficit Reduction Act of 2005 Requirements
· Enforcing the Code of Conduct
· Integration of Compliance Quality and Safety
· Non-Retaliation Policy
· Compliance Hotline
· Reporting Suspected Crimes Under the Federal Elder Justice Act
· Resident Gifts
· Rights and Obligations of Personnel if Contacted by a Government Attorney or Agent
· Role and Responsibility of Compliance Official
· Role and Responsibility of High Level Official
· Sanction Screening and Disclosure
· Triple Check Policy
· Vendor Agreements
· Reporting and Repaying Medicare A and Medicare B Overpayments 

	Assignment of specific individuals within the high-level personnel of the operating organization with the overall responsibility to oversee compliance with the operating organization's compliance and ethics program's standards, policies, and procedures, such as, but not limited to, the chief executive officer (CEO), members of the board of directors, or directors of major divisions in the operating organization.
	The Board of Directors has the general oversight of the compliance program. High level staff are part of the Compliance Committee to assist in overseeing the compliance program. The Compliance Committee is comprised of leadership staff from the various lines of business within the organization and meets on a quarterly basis. The Compliance Official, coordinates various compliance activities and is the point person for the organization with the AQORD Compliance Collaborative.

	Sufficient resources and authority to the specific individuals designated by the organization to reasonably assure compliance with such standards, policies, and procedures.
	The utilization of outside resources speaks the board’s commitment to compliance. The designation of internal staff to manage the compliance program also indicates a firm commitment to the program as a whole.

	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.
	Sanction Screening to identify entities or individuals who have violations is completed on a quarterly/monthly basis. All employees, vendors and contractors are screened against the OIG List of Excluded Entities, the System for Award Management (SAM) and the state Medicaid exclusions list. Volunteers with fiduciary responsibilities are also screened. The organization conducts an initial screening prior to hire by the organization. The compliance program completes subsequent screenings. 

	The facility takes steps to effectively communicate the standards, policies, and procedures in the operating organization’s compliance and ethics program to the operating organization's entire staff; individuals providing services under a contractual arrangement; and volunteers, consistent with the volunteers' expected roles. Requirements include, but are not limited to, mandatory participation in training or orientation programs, or disseminating information that explains in a practical manner what is required under the program.
	Initial training on the Code of Conduct and the compliance program is provided to all new employees/team members on hire and annually thereafter. Vendors and contractors are made aware of the expectations to comply with the Code upon contracting with the organization and received an annual letter reminding them of that commitment. Volunteers receive initial training on compliance as it relates to their specific roles.
The Code of Conduct is available on the website. A condensed version is available in a brochure for vendors, contractors and volunteers or others that may have an interest. Policies should be available to employees/team members for further program guidance.

	The facility takes reasonable steps to achieve compliance with the program's standards, policies, and procedures. Such steps 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 organization's staff, individuals providing services under a contractual arrangement, or volunteers, having in place and publicizing a reporting system whereby any of these individuals could report violations by others anonymously within the operating organization without fear of retribution, and having a process for ensuring the integrity of any reported data.
	At the beginning of each year, the Compliance Committee develops a work plan that outlines the compliance activities for the year. This includes auditing and monitoring of a range of risk areas throughout the organization. Areas that are generally audited include, Medicare Parts A and B, human resources, mock surveys for regulated areas. A copy of the work plan should be provided to the Board at least annually and with significant revisions.  Status reports on the Work Plan should be provided to the Board quarterly.
A hotline is in place which allows individuals to call anonymously to report compliance issues or concerns. The hotline is available 24/7 with a live counselor taking the information. The information is provided to the Compliance Officer and subsequently the Compliance Official for investigation. The results of the investigation are logged back into the system for the caller to obtain the results. 

	Consistent enforcement of the operating organization's standards, policies, and procedures through appropriate disciplinary mechanisms, including, as appropriate, discipline of individuals responsible for the failure to detect and report a violation to the compliance and ethics program contact identified in the operating organization's compliance and ethics program.
	Enforcement policies are in place in addition to appropriate human resources policies. Violations of the Code of Conduct, or other compliance standards are communicated to the Compliance Officer. Systems are in place to assure communication channels are established with the CEO and Board.

	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 to prevent further similar violations, including any necessary modification to the operating organization's program to prevent and detect criminal, civil, and administrative violations under the Act.
	Reporting of violations, and the subsequent investigations are addressed based upon the policies and procedures of the organization. Through the compliance committee, actions are taken to mitigate further occurrences. If violations require reporting to state or federal agencies this is completed in timely manner.  Program violations are reported to the Compliance Officer and the Board for monitoring purposes.

	Annual review.
The operating organization for each facility must review its compliance and ethics program annually and revise its program 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 under the Act and in promoting quality of care.

	The compliance program is reviewed on an annual basis, either through a review by the AQORD Compliance team or internally by the compliance committee. Best practice recommendation is for an external AQORD Compliance review at least every other calendar year.  A scored compliance tool is utilized and compliance collaborative members are benchmarked with one another.
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