§ 483.85

42 CFR Ch. IV (10–1–17 Edition)
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.
(2) 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.
(3) Sufficient resources and authority
to the specific individuals designated
in paragraph (c)(2) of this section to
reasonably assure compliance with
such standards, policies, and procedures.
(4) Due care not to delegate substantial discretionary authority to individuals who the operating organization
knew, or should have known through

resident’s representative receives education regarding the benefits and potential side effects of the immunization;
(ii) Each resident is offered a pneumococcal immunization, unless the immunization
is
medically
contraindicated or the resident has already
been immunized;
(iii) The resident or the resident’s
representative has the opportunity to
refuse immunization; and
(iv) The resident’s medical record includes documentation that indicates,
at a minimum, the following:
(A) That the resident or resident’s
representative was provided education
regarding the benefits and potential
side effects of pneumococcal immunization; and
(B) That the resident either received
the pneumococcal immunization or did
not receive the pneumococcal immunization due to medical contraindication
or refusal.
(e) Linens. Personnel must handle,
store, process, and transport linens so
as to prevent the spread of infection.
(f) Annual review. The facility will
conduct an annual review of its IPCP
and update their program, as necessary.
[81 FR 68868, Oct. 4, 2016]
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§ 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.
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Centers for Medicare & Medicaid Services, HHS
the exercise of due diligence, had a propensity to engage in criminal, civil,
and administrative violations under
the Social Security Act.
(5) 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
as set forth at § 483.95(f) or orientation
programs, or disseminating information that explains in a practical manner what is required under the program.
(6) 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.
(7) 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.
(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 to prevent further similar violations, including any necessary modification to the
operating organization’s program to
prevent and detect criminal, civil, and

§ 483.90

administrative violations under the
Act.
(d) Additional required components for
operating organizations with five or more
facilities. In addition to all of the other
requirements in paragraphs (a), (b), (c),
and (e) of this section, operating organizations that operate five or more facilities must also include, at a minimum, the following components in
their compliance and ethics program:
(1) A mandatory annual training program on the operating organization’s
compliance and ethics program that
meets the requirements set forth in
§ 483.95(f).
(2) A designated compliance officer
for whom the operating organization’s
compliance and ethics program is a
major responsibility. This individual
must report directly to the operating
organization’s governing body and not
be subordinate to the general counsel,
chief financial officer or chief operating officer.
(3) Designated compliance liaisons located at each of the operating organization’s facilities.
(e) 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.
[81 FR 68869, Oct. 4, 2016, as amended at 82 FR
32259, July 13, 2017]

§ 483.90 Physical environment.
The facility must be designed, constructed, equipped, and maintained to
protect the health and safety of residents, personnel and the public.
(a) Life safety from fire. (1) Except as
otherwise provided in this section—
(i) The LTC facility must meet the
applicable provisions and must proceed
in accordance with the Life Safety
Code (NFPA 101 and Tentative Interim
Amendments TIA 12–1, TIA 12–2, TIA
12–3, and TIA 12–4.)
(ii)
Notwithstanding
paragraph
(a)(1)(i) of this section, corridor doors
and doors to rooms containing flammable or combustible materials must
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