
42 C.F.R. § 483.85
Compliance and ethics program.

(a) Definitions. For purposes of this section, the following definitions apply:

Compliance and ethics program means, with respect to a facility, a program of the operating organization that—

(1) 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;
and

(2) Includes, at a minimum, the required components specified in paragraph (c) of this section.

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.

(b) General rule. Beginning November 28, 2019, the operating organization for each facility must have in
operation a compliance and ethics program (as defined in paragraph (a) of this section) that meets the
requirements of this section.

(c) Required components for all facilities. The operating organization for each facility must develop, implement,
and maintain an effective compliance and ethics program that contains, at a minimum, the following
components:

(1) 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.
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