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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. 

(g) 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-

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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(2) Written standards, policies, and 
procedures for the program, which 
must include, but are not limited to: 

(i) A system of surveillance designed 
to identify possible communicable dis-
eases or infections before they can 
spread to other persons in the facility; 

(ii) When and to whom possible inci-
dents of communicable disease or in-
fections should be reported; 

(iii) Standard and transmission-based 
precautions to be followed to prevent 
spread of infections; 

(iv) When and how isolation should 
be used for a resident; including but 
not limited to: 

(A) The type and duration of the iso-
lation, depending upon the infectious 
agent or organism involved, and 

(B) A requirement that the isolation 
should be the least restrictive possible 
for the resident under the cir-
cumstances. 

(v) The circumstances under which 
the facility must prohibit employees 
with a communicable disease or in-
fected skin lesions from direct contact 
with residents or their food, if direct 
contact will transmit the disease; and 

(vi) The hand hygiene procedures to 
be followed by staff involved in direct 
resident contact. 

(3) An antibiotic stewardship pro-
gram that includes antibiotic use pro-
tocols and a system to monitor anti-
biotic use. 

(4) A system for recording incidents 
identified under the facility’s IPCP and 
the corrective actions taken by the fa-
cility. 

(b) Infection preventionist. The facility 
must designate one or more indi-
vidual(s) as the infection 
preventionist(s) (IPs) who are respon-
sible for the facility’s IPCP. The IP 
must: 

(1) Have primary professional train-
ing in nursing, medical technology, 
microbiology, epidemiology, or other 
related field; 

(2) Be qualified by education, train-
ing, experience or certification; 

(3) Work at least part-time at the fa-
cility; and 

(4) Have completed specialized train-
ing in infection prevention and control. 

(c) IP participation on quality assess-
ment and assurance committee. The indi-
vidual designated as the IP, or at least 

one of the individuals if there is more 
than one IP, must be a member of the 
facility’s quality assessment and assur-
ance committee and report to the com-
mittee on the IPCP on a regular basis. 

(d) Influenza, pneumococcal, and 
COVID–19 immunizations—(1) Influenza. 
The facility must develop policies and 
procedures to ensure that— 

(i) Before offering the influenza im-
munization, each resident or the resi-
dent’s representative receives edu-
cation regarding the benefits and po-
tential side effects of the immuniza-
tion; 

(ii) Each resident is offered an influ-
enza immunization October 1 through 
March 31 annually, unless the immuni-
zation is medically contraindicated or 
the resident has already been immu-
nized during this time period; 

(iii) The resident or the resident’s 
representative has the opportunity to 
refuse immunization; and 

(iv) The resident’s medical record in-
cludes 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 influenza immunization; 
and 

(B) That the resident either received 
the influenza immunization or did not 
receive the influenza immunization due 
to medical contraindications or re-
fusal. 

(2) Pneumococcal disease. The facility 
must develop policies and procedures 
to ensure that— 

(i) Before offering the pneumococcal 
immunization, each resident or the 
resident’s representative receives edu-
cation regarding the benefits and po-
tential side effects of the immuniza-
tion; 

(ii) Each resident is offered a pneu-
mococcal immunization, unless the im-
munization is medically contra-
indicated 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 in-
cludes documentation that indicates, 
at a minimum, the following: 

(A) That the resident or resident’s 
representative was provided education 
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regarding the benefits and potential 
side effects of pneumococcal immuniza-
tion; and 

(B) That the resident either received 
the pneumococcal immunization or did 
not receive the pneumococcal immuni-
zation due to medical contraindication 
or refusal. 

(3) COVID–19 immunizations. The LTC 
facility must develop and implement 
policies and procedures to ensure all 
the following: 

(i) When COVID–19 vaccine is avail-
able to the facility, each resident and 
staff member is offered the COVID–19 
vaccine unless the immunization is 
medically contraindicated or the resi-
dent or staff member has already been 
immunized; 

(ii) Before offering COVID–19 vaccine, 
all staff members are provided with 
education regarding the benefits and 
risks and potential side effects associ-
ated with the vaccine; 

(iii) Before offering COVID–19 vac-
cine, each resident or the resident rep-
resentative receives education regard-
ing the benefits and risks and potential 
side effects associated with the COVID– 
19 vaccine; 

(iv) In situations where COVID–19 
vaccination requires multiple doses, 
the resident, resident representative, 
or staff member is provided with cur-
rent information regarding those addi-
tional doses, including any changes in 
the benefits or risks and potential side 
effects associated with the COVID–19 
vaccine, before requesting consent for 
administration of any additional doses; 

(v) The resident or resident rep-
resentative, has the opportunity to ac-
cept or refuse a COVID–19 vaccine, and 
change their decision; and 

(vi) The resident’s medical record in-
cludes documentation that indicates, 
at a minimum, the following: 

(A) That the resident or resident rep-
resentative was provided education re-
garding the benefits and potential risks 
associated with COVID–19 vaccine; and 

(B) Each dose of COVID–19 vaccine 
administered to the resident; or 

(C) If the resident did not receive the 
COVID–19 vaccine due to medical con-
traindications or refusal; and 

(vii) The facility maintains docu-
mentation related to staff COVID–19 

vaccination that includes at a min-
imum, the following: 

(A) That staff were provided edu-
cation regarding the benefits and po-
tential risks associated with COVID–19 
vaccine; 

(B) Staff were offered the COVID–19 
vaccine or information on obtaining 
COVID–19 vaccine; and 

(C) The COVID–19 vaccine status of 
staff and related information as indi-
cated by the Centers for Disease Con-
trol and Prevention’s National 
Healthcare Safety Network (NHSN). 

(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 nec-
essary. 

(g) COVID–19 reporting. Until Decem-
ber 31, 2024, with the exception of the 
requirements in paragraph (g)(1)(viii) 
of this section, the facility must do all 
of the following: 

(1) Electronically report information 
about COVID–19 in a standardized for-
mat specified by the Secretary. To the 
extent as required by the Secretary, 
this report must include the following: 

(i) Suspected and confirmed COVID– 
19 infections among residents and staff, 
including residents previously treated 
for COVID–19. 

(ii) Total deaths and COVID–19 
deaths among residents and staff. 

(iii) Personal protective equipment 
and hand hygiene supplies in the facil-
ity. 

(iv) Ventilator capacity and supplies 
in the facility. 

(v) Resident beds and census. 
(vi) Access to COVID–19 testing while 

the resident is in the facility. 
(vii) Staffing shortages. 
(viii) The COVID–19 vaccine status of 

residents and staff, including total 
numbers of residents and staff, num-
bers of residents and staff vaccinated, 
numbers of each dose of COVID–19 vac-
cine received, and COVID–19 vaccina-
tion adverse events. 

(ix) Therapeutics administered to 
residents for treatment of COVID–19. 

(2) Provide the information specified 
in paragraph (g)(1) of this section 
weekly, unless the Secretary specifies 
a lesser frequency, to the Centers for 



104 

42 CFR Ch. IV (10–1–23 Edition) § 483.85 

Disease Control and Prevention’s Na-
tional Healthcare Safety Network. 
This information will be posted pub-
licly by CMS to support protecting the 
health and safety of residents, per-
sonnel, and the general public. 

(3) Inform residents, their representa-
tives, and families of those residing in 
facilities by 5 p.m. the next calendar 
day following the occurrence of either 
a single confirmed infection of COVID– 
19, or three or more residents or staff 
with new-onset of respiratory symp-
toms occurring within 72 hours of each 
other. This information must do all of 
the following: 

(i) Not include personally identifiable 
information. 

(ii) Include information on miti-
gating actions implemented to prevent 
or reduce the risk of transmission, in-
cluding if normal operations of the fa-
cility will be altered. 

(iii) Include any cumulative updates 
for residents, their representatives, and 
families at least weekly or by 5 p.m. 
the next calendar day following the 
subsequent occurrence of either: Each 
time a confirmed infection of COVID–19 
is identified, or whenever three or more 
residents or staff with new onset of res-
piratory symptoms occur within 72 
hours of each other. 

[81 FR 68868, Oct. 4, 2016, as amended at 85 FR 
27627, May 8, 2020; 85 FR 54873, Sept. 2, 2020; 
86 FR 26335, May 13, 2021; 86 FR 61619, Nov. 5, 
2021; 86 FR 62421, Nov. 9, 2021; 88 FR 36510, 
June 5, 2023] 

§ 483.85 Compliance and ethics pro-
gram. 

(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, im-
plemented, and enforced so that it is 
likely to be effective in preventing and 
detecting criminal, civil, and adminis-
trative violations under the Act and in 
promoting quality of care; and 

(2) Includes, at a minimum, the re-
quired components specified in para-
graph (c) of this section. 

High-level personnel means indi-
vidual(s) who have substantial control 
over the operating organization or who 

have a substantial role in the making 

of policy within the operating organi-

zation. 

Operating organization means the in-

dividual(s) or entity that operates a fa-

cility. 

(b) General rule. Beginning November 

28, 2019, the operating organization for 

each facility must have in operation a 

compliance and ethics program (as de-

fined in paragraph (a) of this section) 

that meets the requirements of this 

section. 

(c) Required components for all facili-
ties. 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 pro-

cedures to follow that are reasonably 

capable of reducing the prospect of 

criminal, civil, and administrative vio-

lations under the Act and promote 

quality of care, which include, but are 

not limited to, the designation of an 

appropriate compliance and ethics pro-

gram contact to which individuals may 

report suspected violations, as well as 

an alternate method of reporting sus-

pected violations anonymously without 

fear of retribution; and disciplinary 

standards that set out the con-

sequences for committing violations 

for the operating organization’s entire 

staff; individuals providing services 
under a contractual arrangement; and 
volunteers, consistent with the volun-
teers’ 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 com-
pliance and ethics program’s standards, 
policies, and procedures, such as, but 
not limited to, the chief executive offi-
cer (CEO), members of the board of di-
rectors, 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 proce-
dures. 
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