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in the healthcare system’s coordinated
emergency preparedness program. If
elected, the unified and integrated
emergency preparedness program must
do all of the following:

(1) Demonstrate that each separately
certified facility within the system ac-
tively participated in the development
of the unified and integrated emer-
gency preparedness program.

(2) Be developed and maintained in a
manner that takes into account each
separately certified facility’s unique
circumstances, patient populations,
and services offered.

(3) Demonstrate that each separately
certified facility is capable of actively
using the unified and integrated emer-
gency preparedness program and is in
compliance with the program.

(4) Include a unified and integrated
emergency plan that meets the require-
ments of paragraphs (a)(2), (3), and (4)
of this section. The unified and inte-
grated emergency plan must also be
based on and include—

(i) A documented community-based
risk assessment, utilizing an all-haz-
ards approach.

(ii) A documented individual facility-
based risk assessment for each sepa-
rately certified facility within the
health system, utilizing an all-hazards
approach.

(5) Include integrated policies and
procedures that meet the requirements
set forth in paragraph (b) of this sec-
tion, a coordinated communication
plan and training and testing programs
that meet the requirements of para-
graphs (¢c) and (d) of this section, re-
spectively.

(g) The standards incorporated by
reference in this section are approved
for incorporation by reference by the
Director of the Office of the Federal
Register in accordance with 5 U.S.C.
562(a) and 1 CFR part 51. You may ob-
tain the material from the sources list-
ed below. You may inspect a copy at
the CMS Information Resource Center,
7500 Security Boulevard, Baltimore,
MD or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: hitp://www.archives.gov/fed-
eral_register/code_of_federal_regulations/
ibr_locations.html. If any changes in this
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edition of the Code are incorporated by
reference, CMS will publish a docu-
ment in the FEDERAL REGISTER to an-
nounce the changes.

(1) National Fire Protection Associa-
tion, 1 Batterymarch Park, Quincy,
MA 02169, www.nfpa.org, 1.617.770.3000.

(i) NFPA 99, Health Care Facilities
Code 2012 edition, issued August 11,
2011.

(ii) Technical interim amendment
(TIA) 12-2 to NFPA 99, issued August
11, 2011.

(iii) TIA 12-3 to NFPA 99, issued Au-
gust 9, 2012.

(iv) TIA 124 to NFPA 99,
March 7, 2013.

(v) TIA 12-5 to NFPA 99, issued Au-
gust 1, 2013.

(vi) TIA 12-6 to NFPA 99,
March 3, 2014.

(vii) NFPA 101, Life Safety Code, 2012
edition, issued August 11, 2011.

(viii) TIA 12-1 to NFPA 101, issued
August 11, 2011.

(ix) TIA 12-2 to NFPA 101, issued Oc-
tober 30, 2012.

(x) TIA 12-3 to NFPA 101, issued Oc-
tober 22, 2013.

(xi) TIA 12-4 to NFPA 101, issued Oc-
tober 22, 2013.

(xii) NFPA 110, Standard for Emer-
gency and Standby Power Systems,
2010 edition, including TIAs to chapter
7, issued August 6, 2009.

(2) [Reserved]

[81 FR 64030, Sept. 16, 2016; 81 FR 80594, Nov.
16, 2016; 84 FR 51824, Sept. 30, 2019]
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§483.75 Quality assurance and per-
formance improvement.

(a) Quality assurance and performance
improvement (QAPI) program. Each LTC
facility, including a facility that is
part of a multiunit chain, must de-
velop, implement, and maintain an ef-
fective, comprehensive, data-driven
QAPI program that focuses on indica-
tors of the outcomes of care and qual-
ity of life. The facility must—

(1) Maintain documentation and dem-
onstrate evidence of its ongoing QAPI
program that meets the requirements
of this section. This may include but is
not limited to systems and reports
demonstrating systematic identifica-
tion, reporting, investigation, analysis,
and prevention of adverse events; and
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documentation demonstrating the de-
velopment, implementation, and eval-
uation of corrective actions or per-
formance improvement activities;

(2) Present its QAPI plan to the State
Survey Agency no later than 1 year
after the promulgation of this regula-
tion;

(3) Present its QAPI plan to a State
Survey Agency or Federal surveyor at
each annual recertification survey and
upon request during any other survey
and to CMS upon request; and

(4) Present documentation and evi-
dence of its ongoing QAPI program’s
implementation and the facility’s com-
pliance with requirements to a State
Survey Agency, Federal surveyor or
CMS upon request.

(b) Program design and scope. A facil-
ity must design its QAPI program to be
ongoing, comprehensive, and to address
the full range of care and services pro-
vided by the facility. It must:

(1) Address all systems of care and
management practices;

(2) Include clinical care, quality of
life, and resident choice;

(3) Utilize the best available evidence
to define and measure indicators of
quality and facility goals that reflect
processes of care and facility oper-
ations that have been shown to be pre-
dictive of desired outcomes for resi-
dents of a SNF or NF.

(4) Reflect the complexities, unique
care, and services that the facility pro-
vides.

(c) Program feedback, data systems and
monitoring. A facility must establish
and implement written policies and
procedures for feedback, data collec-
tions systems, and monitoring, includ-
ing adverse event monitoring. The poli-
cies and procedures must include, at a
minimum, the following:

(1) Facility maintenance of effective
systems to obtain and use of feedback
and input from direct care staff, other
staff, residents, and resident represent-
atives, including how such information
will be used to identify problems that
are high risk, high volume, or problem-
prone, and opportunities for improve-
ment.

(2) Facility maintenance of effective
systems to identify, collect, and use
data and information from all depart-
ments, including but not limited to the

42 CFR Ch. IV (10-1-23 Edition)

facility assessment required at
§483.70(e) and including how such infor-
mation will be used to develop and
monitor performance indicators.

(3) Facility development, monitoring,
and evaluation of performance indica-
tors, including the methodology and
frequency for such development, moni-
toring, and evaluation.

(4) Facility adverse event moni-
toring, including the methods by which
the facility will systematically iden-
tify, report, track, investigate, analyze
and use data and information relating
to adverse events in the facility, in-
cluding how the facility will use the
data to develop activities to prevent
adverse events.

(d) Program systematic analysis and
systemic action. (1) The facility must
take actions aimed at performance im-
provement and, after implementing
those actions, measure its success, and
track performance to ensure that im-
provements are realized and sustained.

(2) The facility will develop and im-
plement policies addressing:

(i) How they will use a systematic ap-
proach to determine underlying causes
of problems impacting larger systems;

(ii) How they will develop corrective
actions that will be designed to effect
change at the systems level to prevent
quality of care, quality of life, or safe-
ty problems ; and

(iii) How the facility will monitor the
effectiveness of its performance im-
provement activities to ensure that im-
provements are sustained.

(e) Program activities. (1) The facility
must set priorities for its performance
improvement activities that focus on
high-risk, high-volume, or problem-
prone areas; consider the incidence,
prevalence, and severity of problems in
those areas; and affect health out-
comes, resident safety, resident auton-
omy, resident choice, and quality of
care.

(2) Performance improvement activi-
ties must track medical errors and ad-
verse resident events, analyze their
causes, and implement preventive ac-
tions and mechanisms that include
feedback and learning throughout the
facility.

(3) As a part of their performance im-
provement activities, the facility must

100



Centers for Medicare & Medicaid Services, HHS

conduct distinct performance improve-
ment projects. The number and fre-
quency of improvement projects con-
ducted by the facility must reflect the
scope and complexity of the facility’s
services and available resources, as re-
flected in the facility assessment re-
quired at §483.70(e). Improvement
projects must include at least annually
a project that focuses on high risk or
problem-prone areas identified through
the data collection and analysis de-
scribed in paragraphs (c¢) and (d) of this
section.

(f) Governance and leadership. The
governing body and/or executive lead-
ership (or organized group or individual
who assumes full legal authority and
responsibility for operation of the fa-
cility) is responsible and accountable
for ensuring that—

(1) An ongoing QAPI program is de-
fined, implemented, and maintained
and addresses identified priorities.

(2) The QAPI program is sustained
during transitions in leadership and

staffing;
(3) The QAPI program is adequately
resourced, including ensuring staff

time, equipment, and technical train-
ing as needed;

(4) The QAPI program identifies and
prioritizes problems and opportunities
that reflect organizational process,
functions, and services provided to
resident based on performance indi-
cator data, and resident and staff
input, and other information.

(5) Corrective actions address gaps in
systems, and are evaluated for effec-
tiveness; and

(6) Clear expectations are set around
safety, quality, rights, choice, and re-
spect.

(g8) Quality assessment and assurance.
(1) A facility must maintain a quality
assessment and assurance committee
consisting at a minimum of:

(i) The director of nursing services;

(ii) The Medical Director or his or
her designee;

(iii) At least three other members of
the facility’s staff, at least one of who
must be the administrator, owner, a
board member or other individual in a
leadership role; and

(iv) The infection preventionist.

(2) The quality assessment and assur-
ance committee reports to the facili-
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ty’s governing body, or designated per-
son(s) functioning as a governing body
regarding its activities, including im-
plementation of the QAPI program re-
quired under paragraphs (a) through (e)
of this section. The committee must:

(i) Meet at least quarterly and as
needed to coordinate and evaluate ac-
tivities under the QAPI program, such
as identifying issues with respect to
which quality assessment and assur-
ance activities, including performance
improvement projects required under
the QAPI program, are necessary; and

(ii) Develop and implement appro-
priate plans of action to correct identi-
fied quality deficiencies; and

(iii) Regularly review and analyze
data, including data collected under
the QAPI program and data resulting
from drug regimen reviews, and act on
available data to make improvements.

(h) Disclosure of information. A State
or the Secretary may not require dis-
closure of the records of such com-
mittee except in so far as such disclo-
sure is related to the compliance of
such committee with the requirements
of this section.

(i) Sanctions. Good faith attempts by
the committee to identify and correct
quality deficiencies will not be used as
a basis for sanctions.

[81 FR 68867, Oct. 4, 2016, as amended at 82 FR
32259, July 13, 2017]

§483.80 Infection control.

The facility must establish and main-
tain an infection prevention and con-
trol program designed to provide a
safe, sanitary, and comfortable envi-
ronment and to help prevent the devel-
opment and transmission of commu-
nicable diseases and infections.

(a) Infection prevention and control
program. The facility must establish an
infection prevention and control pro-
gram (IPCP) that must include, at a
minimum, the following elements:

(1) A system for preventing, identi-
fying, reporting, investigating, and
controlling infections and commu-
nicable diseases for all residents, staff,
volunteers, visitors, and other individ-
uals providing services under a con-
tractual arrangement based upon the
facility assessment conducted accord-
ing to §483.70(e) and following accepted
national standards;
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