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§493.2001 Establishment and function
of the Clinical Laboratory Improve-
ment Advisory Committee.

(a) HHS will establish a Clinical Lab-
oratory Improvement Advisory Com-
mittee to advise and make rec-
ommendations on technical and sci-
entific aspects of the provisions of this
part 493.

(b) The Clinical Laboratory Improve-
ment Advisory Committee will be com-
prised of individuals involved in the
provision of laboratory services, utili-
zation of laboratory services, develop-
ment of laboratory testing or method-
ology, and others as approved by HHS.

(c) HHS will designate specialized
subcommittees as necessary.

(d) The Clinical Laboratory Improve-
ment Advisory Committee or any des-
ignated subcommittees will meet as
needed, but not less than once each
year.

(e) The Clinical Laboratory Improve-
ment Advisory Committee or sub-
committee, at the request of HHS, will
review and make recommendations
concerning:

(1) Criteria for categorizing mnon-
waived testing;

(2) Determination of waived tests;

(3) Personnel standards;

(4) Facility administration and qual-
ity systems standards.

(5) Proficiency testing standards;

(6) Applicability to the standards of
new technology; and

(7) Other issues relevant to part 493,
if requested by HHS.

(f) HHS will be responsible for pro-
viding the data and information, as
necessary, to the members of the Clin-
ical Laboratory Improvement Advisory
Committee.

[67 FR 7185, Feb. 28, 1992, as amended at 58
FR 5237, Jan. 19, 1993; 60 FR 20051, Apr. 24,
1995; 68 FR 3714, Jan. 24, 2003]
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Subpart A—General Provisions

§494.1 Basis and scope.

(a) Statutory basis. This part is based
on the following provisions:

(1) Section 2991 of the Social Security
Amendments of 1972 (Pub. L. 92-603),
which extended Medicare coverage to
insured individuals, their spouses, and
their dependent children with ESRD
who require dialysis or transplan-
tation.

(2) Section 1861(e)(9) of the Act,
which requires hospitals to meet such
other requirements as the Secretary
finds necessary in the interest of
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health and safety of individuals who
are furnished services in the institu-
tion.

(3) Section 1861(s)(2)(F) of the Act,
which describes ‘‘medical and other
health services’ covered under Medi-
care to include home dialysis supplies
and equipment, self-care home dialysis
support services, and institutional di-
alysis services and supplies, for items
and services furnished on or after Jan-
uary 1, 2011, renal dialysis services (as
defined in section 1881(b)(14)(B)), in-
cluding such renal dialysis services fur-
nished on or after January 1, 2017, by a
renal dialysis facility or provider of
services paid under section 1881(b)(14)
to an individual with acute kidney in-
jury (as defined in section 1834(r)(2)).

(4) Section 1862(a) of the Act, which
specifies exclusions from coverage.

(b) Section 1881 of the Act, which au-
thorizes Medicare coverage and pay-
ment for the treatment of ESRD in ap-
proved facilities, including institu-
tional dialysis services, transplan-
tation services, self-care home dialysis
services, and the administration of
erythropoiesis-stimulating agent(s).

(6) Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (Pub. L. 104-113), which re-
quires Federal agencies to use tech-
nical standards that are developed or
adopted by voluntary consensus stand-
ards bodies, unless their use would be
inconsistent with applicable law or
otherwise impractical.

(7) Section 1861(s)(2)(F) of the Act,
which authorizes coverage for renal di-
alysis services furnished on or after
January 1, 2017 by a renal dialysis fa-
cility or provider of services currently
paid under section 1881(b)(14) of the Act
to an individual with AKI.

(b) Scope. The provisions of this part
establish the conditions for coverage of
services under Medicare and are the
basis for survey activities for the pur-
pose of determining whether an ESRD
facility’s services may be covered.

[73 FR 20475, Apr. 15, 2008, as amended at 81
FR 77969, Nov. 4, 2016]

§494.10 Definitions.

As used in this part—

Dialysis facility means an entity that
provides outpatient maintenance dialy-
sis services, or home dialysis training

§494.30

and support services, or both. A dialy-
sis facility may be an independent or
hospital-based unit (as described in
§413.174(b) and (c) of this chapter) that
includes a self-care dialysis unit that
furnishes only self-dialysis services.

Discharge means the termination of
patient care services by a dialysis fa-
cility or the patient voluntarily termi-
nating dialysis when he or she no
longer wants to be dialyzed by that fa-
cility.

Furnishes directly means the ESRD fa-
cility provides the service through its
own staff and employees or through in-
dividuals who are under direct contract
to furnish these services personally for
the facility.

Home dialysis means dialysis per-
formed at home by an ESRD patient or
caregiver who has completed an appro-
priate course of training as described
in §494.100(a) of this part.

Self-dialysis means dialysis performed
with little or no professional assistance
by an ESRD patient or caregiver who
has completed an appropriate course of
training as specified in §494.100(a) of
this part.

Transfer means a temporary or per-
manent move of a patient from one di-
alysis facility to another that requires
a transmission of the patient’s medical
record to the facility receiving the pa-
tient.

§494.20 Condition: Compliance with
Federal, State, and local laws and
regulations.

The facility and its staff must oper-
ate and furnish services in compliance
with applicable Federal, State, and
local laws and regulations pertaining
to licensure and any other relevant
health and safety requirements.

Subpart B—Patient Safety

§494.30 Condition: Infection control.

The dialysis facility must provide
and monitor a sanitary environment to
minimize the transmission of infec-
tious agents within and between the
unit and any adjacent hospital or other
public areas.

(a) Standard: Procedures for infection
control. The facility must demonstrate
that it follows standard infection con-
trol precautions by implementing—
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§494.40

(1)(i) The recommendations (with the
exception of screening for hepatitis C),
found in ‘‘Recommendations for Pre-
venting Transmission of Infections
Among Chronic Hemodialysis Pa-
tients,” developed by the Centers for
Disease Control and Prevention, Mor-
bidity and Mortality Weekly Report,
volume 50, number RRO05, April 27, 2001,
pages 18 to 28. The Director of the Fed-
eral Register approves this incorpora-
tion by reference in accordance with 5
U.S.C. 552(a) and 1 CFR part 51. This
publication is available for inspection
at the CMS Information Resource Cen-
ter, 7500 Security Boulevard, Central
Building, Baltimore, MD or at the Na-
tional Archives and Records Adminis-
tration (NARA). Copies may be ob-
tained at the CMS Information Re-
source Center. For information on the
availability of this material at NARA,
call 202-741-6030, or go to: http:/
www.archives.gov/federal_register/
code_of_federal_regulations/
1br_locations.html. The recommendation
found under section header ‘“‘HBV-In-
fected Patients’’, found on pages 27 and
28 of RR05 (‘‘Recommendations for Pre-
venting Transmission of Infections
Among Chronic Hemodialysis Pa-
tients’’), concerning isolation rooms,
must be complied with by February 9,
2009.

(ii) When dialysis isolation rooms as
required by (a)(1)(i) are available lo-
cally that sufficiently serve the needs
of patients in the geographic area, a
new dialysis facility may request a
waiver of such requirement. Isolation
room waivers may be granted at the
discretion of, and subject to, additional
qualifications as may be deemed nec-
essary by the Secretary.

(2) The ‘“‘Guidelines for the Preven-
tion of Intravascular Catheter-Related
Infections” entitled ‘‘Recommenda-
tions for Placement of Intravascular
Catheters in Adults and Children”
parts I-IV; and ‘‘Central Venous Cath-
eters, Including PICCs, Hemodialysis,
and Pulmonary Artery Catheters, in
Adult and Pediatric Patients,”” Mor-
bidity and Mortality Weekly Report,
volume 51 number RR-10, pages 16
through 18, August 9, 2002. The Director
of the Federal Register approves this
incorporation by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
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part 51. This publication is available
for inspection at the CMS Information
Resource Center, 7500 Security Boule-
vard, Central Building, Baltimore, MD
or at the National Archives and
Records Administration (NARA). Cop-
ies may be obtained at the CMS Infor-
mation Resource Center. For informa-
tion on the availability of this mate-
rial at NARA, call 202-741-6030, or go
to: hitp://www.archives.gov/fed-
eral_register/code_of_federal_regulations/
ibr_locations.html.

(3) Patient isolation procedures to
minimize the spread of infectious
agents and communicable diseases; and

(4) Maintaining procedures, in ac-
cordance with applicable State and
local laws and accepted public health
procedures, for the—

(i) Handling, storage, and disposal of
potentially infectious waste; and

(ii) Cleaning and disinfection of con-
taminated surfaces, medical devices,
and equipment.

(b) Standard: Owversight. The facility
must—

(1) Monitor and implement biohazard
and infection control policies and ac-
tivities within the dialysis unit;

(2) Ensure that clinical staff dem-
onstrate compliance with current asep-
tic techniques when dispensing and ad-
ministering intravenous medications
from vials and ampules; and

(3) Require all clinical staff to report
infection control issues to the dialysis
facility’s medical director (see §494.150
of this part) and the quality improve-
ment committee.

(c) Standard: Reporting. The facility
must report incidences of commu-
nicable diseases as required by Federal,
State, and local regulations.

[73 FR 20475, Apr. 15, 2008, as amended at 86
FR 61626, Nov. 5, 2021; 88 FR 36510, June 5,
2023]

§494.40 Condition:
dialysate quality.

The facility must be able to dem-
onstrate the following:

(a) Standard: Water purity. Water and
equipment used for dialysis meets the
water and dialysate quality standards
and equipment requirements found in
the Association for the Advancement
of Medical Instrumentation (AAMI)

Water and
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publication, ‘‘Dialysate for hemo-
dialysis,” ANSI/AAMI RD52: 2004. The
Director of the Federal Register ap-
proves this incorporation by reference
in accordance with 5 U.S.C. 552(a) and 1
CFR part 51. This publication is avail-
able for inspection at the CMS Infor-
mation Resource Center, 7500 Security
Boulevard, Central Building, Balti-
more, 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: Atip:/www.archives.gov/
federal_register/

code_of _federal_regulations/
ibr_locations.html. Copies may be pur-
chased from the Association for the
Advancement of Medical Instrumenta-
tion, 3300 Washington Boulevard, Suite
400, Arlington, VA 22201-4598.

(b) Standard: Chlorine/chloramines. (1)
The water treatment system must in-
clude a component or carbon tank
which removes chlorine/chloramine
along with a backup component or sec-
ond carbon tank in series for chlorine/
chloramine removal;

(2)(1) If the test results from the port
of the initial component or carbon
tank referred to in section 6.2.5 of
AAMI RDb52:2004 are greater than 0.5
mg/L for free chlorine or 0.1 mg/Li for
chloramines, or equal to or greater
than 0.1 mg/L of total chlorine, then
the second component or carbon tank
which removes chlorine/chloramine
must be tested;

(ii) If the test results from the last
component or carbon tank are greater
than the parameters for chlorine or
chloramine specified in paragraph
(b)(2)(1) of this section the facility
must—

(A) Immediately take corrective ac-
tion to bring chlorine or chloramine
levels into compliance with paragraph
(b)(2)(i) of this section and confirm
through testing that the corrective ac-
tion has been effective, or terminate
dialysis treatment to protect patients
from exposure to chlorine/chloramine;

(B) Only allow use of purified water
in a holding tank, if appropriate, and if
testing shows water chlorine or chlor-
amine levels that are in compliance
with paragraph (b)(2)(i) of this section;
and

§494.50

(C) Immediately notify the medical
director; and

(D) Take corrective action to ensure
ongoing compliance with acceptable
chlorine and chloramine levels as de-
scribed in paragraph (b)(2)(i) of this
section.

(c) Standard: Corrective action plan.
Water testing results including, but
not limited to, chemical, microbial,
and endotoxin levels which meet AAMI
action levels or deviate from the AAMI
standards must be addressed with a
corrective action plan that ensures pa-
tient safety.

(d) Standard: Adverse events. A dialy-
sis facility must maintain active sur-
veillance of patient reactions during
and following dialysis. When clinically
indicated (for example, after adverse
patient reactions) the facility must—

(1) Obtain blood and dialysate cul-
tures and endotoxin levels;

(2) Evaluate the water purification
system; and

(3) Take corrective action.

(e) Standard: In-center use of
preconfigured hemodialysis systems.
When using a preconfigured, FDA-ap-
proved hemodialysis system designed,
tested and validated to yield AAMI
quality (which includes standards for
chemical and chlorine/chloramine test-
ing) water and dialysate, the system’s
FDA-approved labeling must be ad-
hered to for machine use and moni-
toring of the water and dialysate qual-
ity. The facility must meet all AAMI
RD52:2004 requirements for water and
dialysate. Moreover, the facility must
perform bacteriological and endotoxin
testing on a quarterly, or more fre-
quent basis, as needed, to ensure that
the water and dialysate are within
AAMI limits.

§494.50 Condition: Reuse of
hemodialyzers and bloodlines.

(a) Standard: General requirements for
the reuse of hemodialyzers and bloodlines.
Certain hemodialyzers and bloodlines—

(1) May be reused for certain patients
with the exception of Hepatitis B posi-
tive patients;

(2) Must be reused only for the same
patient; and

(3) Must be labeled for multiple reuse
in accordance with the premarket noti-
fication provisions of section 510(k) of
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§494.60

the Food, Drug, and Cosmetics Act and
21 CFR 876.5860.

(b) Standard: Reprocessing requirements
for the reuse of hemodialyzers and blood-
lines. A dialysis facility that reuses
hemodialyzers and bloodlines must ad-
here to the following reprocessing
guidelines:

(1) Meet the requirements of AAMI
published in ‘“‘Reuse of Hemodialyzers,”’
third edition, ANSI/JAAMI RD47:2002
and RD47:2002/A1:2003. The Director of
the Federal Register approves this in-
corporation by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
This publication is available for inspec-
tion at the CMS Information Resource
Center, 7500 Security Boulevard, Cen-
tral Building, Baltimore, MD or at the
National Archives and Records Admin-
istration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html. Copies may be pur-
chased from the Association for the
Advancement of Medical Instrumenta-
tion, 3300 Washington Boulevard, Suite
400, Arlington, VA 22201-4598.

(2) Reprocess hemodialyzers
bloodlines—

(i) By following the manufacturer’s
recommendations; or

(ii) Using an alternate method and
maintaining documented evidence that
the method is safe and effective.

(3) Not expose hemodialyzers to more
than one chemical germicide, other
than bleach (used as a cleaner in this
application), during the life of the dia-
lyzer. All hemodialyzers must be dis-
carded before a different chemical ger-
micide is used in the facility.

(c) Standard: Monitoring, evaluation,
and reporting requirements for the reuse
of hemodialyzers and bloodlines. In addi-
tion to the requirements for
hemodialyzer and bloodline reuse spec-
ified in paragraphs (a) and (b) of this
section, the dialysis facility must ad-
here to the following:

(1) Monitor patient reactions during
and following dialysis.

(2) When clinically indicated (for ex-
ample, after adverse patient reactions),
the facility must—

(i) Obtain blood and dialysate cul-
tures and endotoxin levels; and

and

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

(ii) Undertake evaluation of its dia-
lyzer reprocessing and water purifi-
cation system. When this evaluation
suggests a cluster of adverse patient
reactions is associated with
hemodialyzer reuse, the facility must
suspend reuse of hemodialyzers until it
is satisfied the problem has been cor-
rected.

(iii) Report the adverse outcomes to
the FDA and other Federal, State or
local government agencies as required
by law.

§494.60 Condition:
ment.

Physical environ-

The dialysis facility must be de-
signed, constructed, equipped, and
maintained to provide dialysis pa-
tients, staff, and the public a safe,
functional, and comfortable treatment
environment.

(a) Standard: Building. The building
in which dialysis services are furnished
must be constructed and maintained to
ensure the safety of the patients, the
staff, and the public.

(b) Standard: Equipment maintenance.
The dialysis facility must implement
and maintain a program to ensure that
all equipment (including emergency
equipment, dialysis machines and
equipment, and the water treatment
system) are maintained and operated
in accordance with the manufacturer’s
recommendations.

(c) Standard: Patient care environment.
(1) The space for treating each patient
must be sufficient to provide needed
care and services, prevent cross-con-
tamination, and to accommodate med-
ical emergency equipment and staff.

(2) The dialysis facility must:

(i) Maintain a comfortable tempera-
ture within the facility; and

(ii) Make reasonable accommoda-
tions for the patients who are not com-
fortable at this temperature.

(3) The dialysis facility must make
accommodations to provide for patient
privacy when patients are examined or
treated and body exposure is required.

(4) Patients must be in view of staff
during hemodialysis treatment to en-
sure patient safety (video surveillance
will not meet this requirement).
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(d) Standard: Fire safety. (1) Except as
provided in paragraph (d)(2) of this sec-
tion, dialysis facilities that do not pro-
vide one or more exits to the outside at
grade level from the patient treatment
area level must comply with provisions
of the Life Safety Code (NFPA 101 and
its Tentative Interim Amendments TTIA
12-1, TIA 12-2, TIA 12-3, and TIA 12-4)
applicable to Ambulatory Health Care
Occupancies, regardless of the number
of patients served.

(2) Notwithstanding paragraph (d)(1)
of this section, dialysis facilities par-
ticipating in Medicare as of October 14,
2008 that require sprinkler systems are
those housed in multi-story buildings
construction Types II(000), III(200), or
V(000), as defined in the Life Safety
Code, section 21.1.6.1, which were con-
structed after January 1, 2008, and
those housed in high rise buildings over
75 feet in height, which were con-
structed after January 1, 2008.

(3) If CMS finds that a fire and safety
code imposed by the facility’s State
law adequately protects a dialysis fa-
cility’s patients, CMS may allow the
State survey agency to apply the
State’s fire and safety code instead of
the Life Safety Code.

(4) In consideration of a rec-
ommendation by the State survey
agency or at the discretion of the Sec-
retary, the Secretary may waive, for
periods deemed appropriate, specific
provisions of the Life Safety Code,
which would result in unreasonable
hardship upon an ESRD facility, but
only if the waiver will not adversely af-
fect the health and safety of the pa-
tients.

(5) No dialysis facility may operate
in a building that is adjacent to an in-
dustrial high hazard area, as described
in sections 20.1.3.7 and 21.1.3.7 of the
Health Care Facilities Code (NFPA 99
and its Tentative Interim Amendments
TIA 12-2, TIA 12-3, TIA 12-4, TIA 12-5,
and TTA 12-6).

(e) Standard: Building safety. (1) Di-
alysis facilities that do not provide one
or more exits to the outside at grade
level from the patient treatment area
level must meet the applicable provi-
sions of the Health Care Facilities
Code, regardless of the number of pa-
tients served.

§494.60

(2) Chapters 7, 8, 12, and 13 of the
Health Care Facilities Code do not
apply to a dialysis facility.

(3) If application of the Health Care
Facilities Code would result in unrea-
sonable hardship for the dialysis facil-
ity, CMS may waive specific provisions
of the Health Care Facilities Code for
such facility, but only if the waiver
does not adversely affect the health
and safety of patients.

(f) Incorporation by reference. The
standards incorporated by reference in
this section are approved for incorpora-
tion by reference by the Director of the
Office of the Federal Register in ac-
cordance with 5 U.S.C. 552(a) and 1 CFR
part 51. You may obtain the material
from the sources listed below. You may
inspect a copy at the CMS Information
Resource Center, 7500 Security Boule-
vard, Baltimore, MD or at the National
Archives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, email
fedreg.legal@nara.gov, or g0 to:
www.archives.gov/federal_register/cfr/ibr-
locations.html. If any changes in the
editions of the Codes 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) TIA 12-2 to NFPA 99, issued Au-
gust 11, 2011.

(iii) TTIA 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 124 to NFPA 101, issued Oc-
tober 22, 2013.

issued

issued
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(2) [Reserved]

[73 FR 20475, Apr. 15, 2008, as amended at 77
FR 29031, May 16, 2012; 81 FR 64042, Sept. 16,
2016; 84 FR 51832, Sept. 30, 2019]

§494.62 Condition of participation:
Emergency preparedness.

The dialysis facility must comply
with all applicable Federal, State, and
local emergency preparedness require-
ments. These emergencies include, but
are not limited to, fire, equipment or
power failures, care-related emer-
gencies, water supply interruption, and
natural disasters likely to occur in the
facility’s geographic area. The dialysis
facility must establish and maintain
an emergency Dpreparedness program
that meets the requirements of this
section. The emergency preparedness
program must include, but not be lim-
ited to, the following elements:

(a) Emergency plan. The dialysis facil-
ity must develop and maintain an
emergency preparedness plan that
must be evaluated and updated at least
every 2 years. The plan must do all of
the following:

(1) Be based on and include a docu-
mented, facility-based and community-
based risk assessment, utilizing an all-
hazards approach.

(2) Include strategies for addressing
emergency events identified by the
risk assessment.

(3) Address patient population, in-
cluding, but not limited to, the type of
services the dialysis facility has the
ability to provide in an emergency; and
continuity of operations, including del-
egations of authority and succession
plans.

(4) Include a process for cooperation
and collaboration with local, tribal, re-
gional, State, and Federal emergency
preparedness officials’ efforts to main-
tain an integrated response during a
disaster or emergency situation. The
dialysis facility must contact the local
emergency preparedness agency at
least annually to confirm that the
agency is aware of the dialysis facili-
ty’s needs in the event of an emer-
gency.

(b) Policies and procedures. The dialy-
sis facility must develop and imple-
ment emergency preparedness policies
and procedures, based on the emer-
gency plan set forth in paragraph (a) of
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this section, risk assessment at para-
graph (a)(1) of this section, and the
communication plan at paragraph (c)
of this section. The policies and proce-
dures must be reviewed and updated at
least every 2 years. These emergencies
include, but are not limited to, fire,
equipment or power failures, care-re-
lated emergencies, water supply inter-
ruption, and natural disasters likely to
occur in the facility’s geographic area.
At a minimum, the policies and proce-
dures must address the following:

(1) A system to track the location of
on-duty staff and sheltered patients in
the dialysis facility’s care during and
after an emergency. If on-duty staff
and sheltered patients are relocated
during the emergency, the dialysis fa-
cility must document the specific
name and location of the receiving fa-
cility or other location.

(2) Safe evacuation from the dialysis
facility, which includes staff respon-
sibilities, and needs of the patients.

(3) A means to shelter in place for pa-
tients, staff, and volunteers who re-
main in the facility.

(4) A system of medical documenta-
tion that preserves patient informa-
tion, protects confidentiality of patient
information, and secures and main-
tains the availability of records.

(5) The use of volunteers in an emer-
gency or other emergency staffing
strategies, including the process and
role for integration of State or Feder-
ally designated health care profes-
sionals to address surge needs during
an emergency.

(6) The development of arrangements
with other dialysis facilities or other
providers to receive patients in the
event of limitations or cessation of op-
erations to maintain the continuity of
services to dialysis facility patients.

(7) The role of the dialysis facility
under a waiver declared by the Sec-
retary, in accordance with section 1135
of the Act, in the provision of care and
treatment at an alternate care site
identified by emergency management
officials.

(8) How emergency medical system
assistance can be obtained when need-
ed.

(9) A process by which the staff can
confirm that emergency equipment, in-
cluding, but not limited to, oxygen,
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airways, suction, defibrillator or auto-
mated external defibrillator, artificial
resuscitator, and emergency drugs, are
on the premises at all times and imme-
diately available.

(c) Communication plan. The dialysis
facility must develop and maintain an
emergency preparedness communica-
tion plan that complies with Federal,
State, and local laws and must be re-
viewed and updated at least every 2
years. The communication plan must
include all of the following:

(1) Names and contact information
for the following:

(1) Staff.

(ii) Entities providing services under
arrangement.

(iii) Patients’ physicians.

(iv) Other dialysis facilities.

(v) Volunteers.

(2) Contact information for the fol-
lowing:

(i) Federal, State, tribal, regional or
local emergency preparedness staff.

(i1) Other sources of assistance.

(3) Primary and alternate means for
communicating with the following:

(i) Dialysis facility’s staff.

(ii) Federal, State, tribal, regional,
or local emergency management agen-
cies.

(4) A method for sharing information
and medical documentation for pa-
tients under the dialysis facility’s care,
as necessary, with other health care
providers to maintain the continuity of
care.

(5) A means, in the event of an evacu-
ation, to release patient information as
permitted under 45 CFR 164.510(b)(1)(ii).

(6) A means of providing information
about the general condition and loca-
tion of patients under the facility’s
care as permitted under 45 CFR
164.510(b)(4).

(7) A means of providing information
about the dialysis facility’s needs, and
its ability to provide assistance, to the
authority having jurisdiction or the In-
cident Command Center, or designee.

(d) Training, testing, and orientation.
The dialysis facility must develop and
maintain an emergency preparedness
training, testing and patient orienta-
tion program that is based on the
emergency plan set forth in paragraph
(a) of this section, risk assessment at
paragraph (a)(1) of this section, policies
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and procedures at paragraph (b) of this
section, and the communication plan
at paragraph (c) of this section. The
training, testing, and patient orienta-
tion program must be evaluated and
updated at least every 2 years.

(1) Training program. The dialysis fa-
cility must do all of the following:

(i) Provide initial training in emer-
gency preparedness policies and proce-
dures to all new and existing staff, in-
dividuals providing services under ar-
rangement, and volunteers, consistent
with their expected roles.

(ii) Provide emergency preparedness
training at least every 2 years.

(iii) Demonstrate staff knowledge of
emergency procedures, including in-
forming patients of—

(A) What to do;

(B) Where to go, including instruc-
tions for occasions when the geo-
graphic area of the dialysis facility
must be evacuated;

(C) Whom to contact if an emergency
occurs while the patient is not in the
dialysis facility. This contact informa-
tion must include an alternate emer-
gency phone number for the facility for
instances when the dialysis facility is
unable to receive phone calls due to an
emergency situation (unless the facil-
ity has the ability to forward calls to a
working phone number under such
emergency conditions); and

(D) How to disconnect themselves
from the dialysis machine if an emer-
gency occurs.

(iv) Demonstrate that, at a min-
imum, its patient care staff maintains
current CPR certification; and

(v) Properly train its nursing staff in
the use of emergency equipment and
emergency drugs.

(vi) Maintain documentation of the
training.

(vii) If the emergency preparedness
policies and procedures are signifi-
cantly updated, the dialysis facility
must conduct training on the updated
policies and procedures.

(2) Testing. The dialysis facility must
conduct exercises to test the emer-
gency plan at least annually. The di-
alysis facility must do all of the fol-
lowing:

(i) Participate in a full-scale exercise
that is community-based every 2 years;
or
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(A) When a community-based exer-
cise is not accessible, an individual,
and a facility-based functional exercise
every 2 years; or

(B) If the dialysis facility experiences
an actual natural or man-made emer-
gency that requires activation of the
emergency plan, the dialysis facility is
exempt from engaging in its next re-
quired full-scale community-based or
individual, facility-based functional ex-
ercise following the onset of the emer-
gency event.

(ii) Conduct an additional exercise
every 2 years, opposite the year the
full-scale or functional exercise under
paragraph (d)(2)(i) of this section is
conducted, that may include, but is not
limited to the following:

(A) A second full-scale exercise that
is community-based or an individual,
facility-based functional exercise; or

(B) A mock disaster drill; or

(C) A tabletop exercise or workshop
that is led by a facilitator and includes
a group discussion, using a narrated,
clinically-relevant emergency scenario,
and a set of problem statements, di-
rected messages, or prepared questions
designed to challenge an emergency
plan.

(iii) Analyze the dialysis facility’s re-
sponse to and maintain documentation
of all drills, tabletop exercises, and
emergency events, and revise the dialy-
sis facility’s emergency plan, as need-
ed.

(3) Patient orientation: Emergency pre-
paredness patient training. The facility
must provide appropriate orientation
and training to patients, including the
areas specified in paragraph (d)(1) of
this section.

(e) Integrated healthcare systems. If a
dialysis facility is part of a healthcare
system consisting of multiple sepa-
rately certified healthcare facilities
that elects to have a unified and inte-
grated emergency preparedness pro-
gram, the dialysis facility may choose
to participate in the healthcare sys-
tem’s coordinated emergency prepared-
ness 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
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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 all of the fol-
lowing:

(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 (¢) and (d) of this section, re-
spectively.

[81 FR 64042, Sept. 16, 2016, as amended by 84
FR 51833, Sept. 30, 2019]

Subpart C—Patient Care

§494.70 Condition: Patients’ rights.

The dialysis facility must inform pa-
tients (or their representatives) of
their rights (including their privacy
rights) and responsibilities when they
begin their treatment and must protect
and provide for the exercise of those
rights.

(a) Standard: Patients’ rights. The pa-
tient has the right to—

(1) Respect, dignity, and recognition
of his or her individuality and personal
needs, and sensitivity to his or her psy-
chological needs and ability to cope
with ESRD;

(2) Receive all information in a way
that he or she can understand;

(3) Privacy and confidentiality in all
aspects of treatment;
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(4) Privacy and confidentiality in
personal medical records;

(56) Be informed about and partici-
pate, if desired, in all aspects of his or
her care, and be informed of the right
to refuse treatment, to discontinue
treatment, and to refuse to participate
in experimental research;

(6) Be informed about his or her right
to execute advance directives, and the
facility’s policy regarding advance di-
rectives;

(7) Be informed about all treatment
modalities and settings, including but
not limited to, transplantation, home
dialysis modalities (home hemo-
dialysis, intermittent peritoneal dialy-
sis, continuous ambulatory peritoneal
dialysis, continuous cycling peritoneal
dialysis),and in-facility hemodialysis.
The patient has the right to receive re-
source information for dialysis modali-
ties not offered by the facility, includ-
ing information about alternative
scheduling options for working pa-
tients;

(8) Be informed of facility policies re-
garding patient care, including, but not
limited to, isolation of patients;

(9) Be informed of facility policies re-
garding the reuse of dialysis supplies,
including hemodialyzers;

(10) Be informed by the physician,
nurse practitioner, clinical nurse spe-
cialist, or physician’s assistant treat-
ing the patient for ESRD of his or her
own medical status as documented in
the patient’s medical record, unless the
medical record contains a documented
contraindication;

(11) Be informed of services available
in the facility and charges for services
not covered under Medicare;

(12) Receive the necessary services
outlined in the patient plan of care de-
scribed in §494.90;

(13) Be informed of the rules and ex-
pectations of the facility regarding pa-
tient conduct and responsibilities;

(14) Be informed of the facility’s in-
ternal grievance process;

(15) Be informed of external griev-
ance mechanisms and processes, in-
cluding how to contact the ESRD Net-
work and the State survey agency;

(16) Be informed of his or her right to
file internal grievances or external
grievances or both without reprisal or
denial of services; and
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(17) Be informed that he or she may
file internal or external grievances,
personally, anonymously or through a
representative of the patient’s choos-
ing.

(b) Standard: Right to be informed re-
garding the facility’s discharge and trans-
fer policies. The patient has the right
to—

(1) Be informed of the facility’s poli-
cies for transfer, routine or involun-
tary discharge, and discontinuation of
services to patients; and

(2) Receive written notice 30 days in
advance of an involuntary discharge,
after the facility follows the involun-
tary discharge procedures described in
§494.180(f)(4). In the case of immediate
threats to the health and safety of oth-
ers, an abbreviated discharge procedure
may be allowed.

(c) Standard: Right to be informed of
health coverage options. For patients of
dialysis facilities that make payments
of premiums for individual market
health plans (in any amount), whether
directly, through a parent organization
(such as a dialysis corporation), or
through another entity (including by
providing contributions to entities
that make such payments), the patient
has the right to—

(1) Be informed annually, on a timely
basis for each plan year, of all avail-
able health coverage options, including
but not limited to Medicare, Medicaid,
CHIP and individual market plans.
This must include information on:

(i) How plans in the individual mar-
ket will affect the patient’s access to,
and costs for the providers and sup-
pliers, services, and prescription drugs
that are currently within the individ-
ual’s ESRD plan of care as well as
those likely to result from other docu-
mented health care needs. This must
include an overview of the health-re-
lated and financial risks and benefits
of the individual market plans avail-
able to the patient (including plans of-
fered through and outside the Ex-
change).

(ii) Medicare and Medicaid/Children’s
Health Insurance Coverage (CHIP) cov-
erage, including Medicare Savings Pro-
grams, and how enrollment in those
programs will affect the patient’s ac-
cess to and costs for health care pro-
viders, services, and prescription drugs
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that are currently within the individ-
ual’s plan of care.

(iii) Each option’s coverage and an-
ticipated costs associated with trans-
plantation, including patient and liv-
ing donor costs for pre- and post-trans-
plant care.

(2) Receive current information from
the facility about premium assistance
for enrollment in an individual market
health plan that may be available to
the patient from the facility, its parent
organization, or third parties, includ-
ing but not limited to limitations and
any associated risks of such assistance.

(3) Receive current information
about the facility’s, or its parent orga-
nization’s, contributions to patients or
third parties that subsidize the individ-
ual’s enrollment in individual market
health plans for individuals on dialysis,
including the reimbursements for serv-
ices rendered that the facility receives
as a result of subsidizing such enroll-
ment.

(d) Standard: Posting of rights. The di-
alysis facility must prominently dis-
play a copy of the patient’s rights in
the facility, including the current
State agency and ESRD network mail-
ing addresses and telephone complaint
numbers, where it can be easily seen
and read by patients.

[73 FR 20475, Apr. 15, 2008, as amended at 81
FR 90227, Dec. 14, 2016]

§494.80 Condition: Patient assessment.

The facility’s interdisciplinary team
consists of, at a minimum, the patient
or the patient’s designee (if the patient
chooses), a registered nurse, a physi-
cian treating the patient for ESRD, a
social worker, and a dietitian. The
interdisciplinary team is responsible
for providing each patient with an indi-
vidualized and comprehensive assess-
ment of his or her needs. The com-
prehensive assessment must be used to
develop the patient’s treatment plan
and expectations for care.

(a) Standard: Assessment criteria. The

patient’s comprehensive assessment
must include, but is not limited to, the
following:

(1) BEvaluation of current health sta-
tus and medical condition, including
co-morbid conditions.
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(2) Evaluation of the appropriateness
of the dialysis prescription, blood pres-
sure, and fluid management needs.

(3) Laboratory profile, immunization
history, and medication history.

(4) Evaluation of factors associated
with anemia, such as hematocrit, he-
moglobin, iron stores, and potential
treatment plans for anemia, including
administration of erythropoiesis-stim-
ulating agent(s).

(6) Evaluation of factors associated
with renal bone disease.

(6) Evaluation of nutritional status
by a dietitian.

(7 Evaluation of psychosocial needs
by a social worker.

(8) Evaluation of dialysis access type
and maintenance (for example,
arteriovenous fistulas, arteriovenous
grafts, and peritoneal catheters).

(9) Evaluation of the patient’s abili-
ties, interests, preferences, and goals,
including the desired level of participa-
tion in the dialysis care process; the
preferred modality (hemodialysis or
peritoneal dialysis), and setting, (for
example, home dialysis), and the pa-
tient’s expectations for care outcomes.

(10) Evaluation of suitability for a
transplantation referral, based on cri-
teria developed by the prospective
transplantation center and its sur-
geon(s). If the patient is not suitable
for transplantation referral, the basis
for nonreferral must be documented in
the patient’s medical record.

(11) Evaluation of family and other
support systems.

(12) Evaluation of current patient
physical activity level.

(13) Evaluation for referral to voca-
tional and physical rehabilitation serv-
ices.

(b) Standard: Frequency of assessment
for patients admitted to the dialysis facil-
ity. (1) An initial comprehensive assess-
ment must be conducted on all new pa-
tients (that is, all admissions to a di-
alysis facility), within the latter of 30
calendar days or 13 outpatient hemo-
dialysis sessions beginning with the
first outpatient dialysis session.

(2) A follow up comprehensive reas-
sessment must occur within 3 months
after the completion of the initial as-
sessment to provide information to ad-
just the patient’s plan of care specified
in §494.90.
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(c) Standard: Assessment of treatment
prescription. The adequacy of the pa-
tient’s dialysis prescription, as de-
scribed in §494.90(a)(1), must be as-
sessed on an ongoing basis as follows:

(1) Hemodialysis patients. At least
monthly by calculating delivered Kt/V
or an equivalent measure.

(2) Peritoneal dialysis patients. At least
every 4 months by calculating deliv-
ered weekly Kt/V or an equivalent
measure.

(d) Standard: Patient reassessment. In
accordance with the standards speci-
fied in paragraphs (a)(1) through (a)(13)
of this section, a comprehensive reas-
sessment of each patient and a revision
of the plan of care must be conducted—

(1) At least annually for stable pa-
tients; and

(2) At least monthly for unstable pa-
tients including, but not limited to, pa-
tients with the following:

(i) Extended or frequent hospitaliza-
tions;

(ii) Marked deterioration in health
status;

(iii) Significant change in psycho-
social needs; or

(iv) Concurrent poor nutritional sta-
tus, unmanaged anemia, and inad-
equate dialysis.

§494.90 Condition:
care.

Patient plan of

The interdisciplinary team as defined
at §494.80 must develop and implement
a written, individualized comprehen-
sive plan of care that specifies the serv-
ices necessary to address the patient’s
needs, as identified by the comprehen-
sive assessment and changes in the pa-
tient’s condition, and must include
measurable and expected outcomes and
estimated timetables to achieve these
outcomes. The outcomes specified in
the patient plan of care must be con-
sistent with current evidence-based
professionally-accepted clinical prac-
tice standards.

(a) Standard: Development of patient
plan of care. The interdisciplinary team
must develop a plan of care for each pa-
tient. The plan of care must address,
but not be limited to, the following:

(1) Dose of dialysis. The interdiscipli-
nary team must provide the necessary
care and services to manage the pa-
tient’s volume status; and achieve and

§494.90

sustain the prescribed dose of dialysis
to meet a hemodialysis Kt/V of at least
1.2 and a peritoneal dialysis weekly Kt/
V of at least 1.7 or meet an alternative
equivalent professionally-accepted
clinical practice standard for adequacy
of dialysis.

(2) Nutritional status. The inter-
disciplinary team must provide the
necessary care and counseling services
to achieve and sustain an effective nu-
tritional status. A patient’s albumin
level and body weight must be meas-
ured at least monthly. Additional evi-
dence-based professionally-accepted
clinical nutrition indicators may be
monitored, as appropriate.

(3) Mineral metabolism. Provide the
necessary care to manage mineral me-
tabolism and prevent or treat renal
bone disease.

(4) Anemia. The interdisciplinary
team must provide the necessary care
and services to achieve and sustain the
clinically appropriate hemoglobin/hem-
atocrit 1level. The patient’s hemo-
globin/hematocrit must be measured at
least monthly. The dialysis facility
must conduct an evaluation of the pa-
tient’s anemia management needs. For
a home dialysis patient, the facility
must evaluate whether the patient can
safely, aseptically, and effectively ad-
minister erythropoiesis-stimulating
agents and store this medication under
refrigeration if necessary. The pa-
tient’s response to erythropoiesis-stim-
ulating agent(s), including blood pres-
sure levels and utilization of iron
stores, must be monitored on a routine
basis.

(6) Vascular access. The interdiscipli-
nary team must provide vascular ac-
cess monitoring and appropriate, time-
ly referrals to achieve and sustain vas-
cular access. The hemodialysis patient
must be evaluated for the appropriate
vascular access type, taking into con-
sideration co-morbid conditions, other
risk factors, and whether the patient is
a potential candidate for arteriovenous
fistula placement. The patient’s vas-
cular access must be monitored to pre-
vent access failure, including moni-
toring of arteriovenous grafts and
fistulae for symptoms of stenosis.

(6) Psychosocial status. The inter-
disciplinary team must provide the
necessary monitoring and social work
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interventions. These include coun-
seling services and referrals for other
social services, to assist the patient in
achieving and sustaining an appro-
priate psychosocial status as measured
by a standardized mental and physical
assessment tool chosen by the social
worker, at regular intervals, or more
frequently on an as-needed basis.

(7 Modality—({i) Home dialysis. The
interdisciplinary team must identify a
plan for the patient’s home dialysis or
explain why the patient is not a can-
didate for home dialysis.

(ii) Transplantation status. When the
patient is a transplant referral can-
didate, the interdisciplinary team must
develop plans for pursuing transplan-
tation. The patient’s plan of care must
include documentation of the—

(A) Plan for transplantation, if the
patient accepts the transplantation re-
ferral;

(B) Patient’s decision, if the patient
is a transplantation referral candidate
but declines the transplantation refer-
ral; or

(C) Reason(s) for the patient’s non-
referral as a transplantation candidate
as documented in accordance with
§494.80(a)(10).

(8) Rehabilitation status. The inter-
disciplinary team must assist the pa-
tient in achieving and sustaining an
appropriate level of productive activ-
ity, as desired by the patient, including
the educational needs of pediatric pa-
tients (patients under the age of 18
years), and make rehabilitation and vo-
cational rehabilitation referrals as ap-
propriate.

(b) Standard: Implementation of the pa-
tient plan of care. (1) The patient’s plan
of care must—

(i) Be completed by the interdiscipli-
nary team, including the patient if the
patient desires; and

(ii) Be signed by team members, in-
cluding the patient or the patient’s
designee; or, if the patient chooses not
to sign the plan of care, this choice
must be documented on the plan of
care, along with the reason the signa-
ture was not provided.

(2) Implementation of the initial plan
of care must begin within the latter of
30 calendar days after admission to the
dialysis facility or 13 outpatient hemo-
dialysis sessions beginning with the
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first outpatient dialysis session. Imple-
mentation of monthly or annual up-
dates of the plan of care must be per-
formed within 15 days of the comple-
tion of the additional patient assess-
ments specified in §494.80(d).

(3) If the expected outcome is not
achieved, the interdisciplinary team
must adjust the patient’s plan of care
to achieve the specified goals. When a
patient is unable to achieve the desired
outcomes, the team must—

(i) Adjust the plan of care to reflect
the patient’s current condition;

(ii) Document in the record the rea-
sons why the patient was unable to
achieve the goals; and

(iii) Implement plan of care changes
to address the issues identified in para-
graph (b)(3)(ii) of this section.

(4) The dialysis facility must ensure
that all dialysis patients are seen by a
physician, nurse practitioner, clinical
nurse specialist, or physician’s assist-
ant providing ESRD care at least
monthly, as evidenced by a monthly
progress note placed in the medical
record, and periodically while the
hemodialysis patient is receiving in-fa-
cility dialysis.

(c) Standard: Transplantation referral
tracking. The interdisciplinary team
must—

(1) Track the results of each kidney
transplant center referral;

(2) Monitor the status of any facility
patients who are on the transplant
wait list; and

(3) Communicate with the transplant
center regarding patient transplant
status at least annually, and when
there is a change in transplant can-
didate status.

(d) Standard: Patient education and
training. The patient care plan must in-
clude, as applicable, education and
training for patients and family mem-
bers or caregivers or both, in aspects of
the dialysis experience, dialysis man-
agement, infection prevention and per-
sonal care, home dialysis and self-care,
quality of life, rehabilitation, trans-
plantation, and the benefits and risks
of various vascular access types.

§494.100 Condition: Care at home.

A dialysis facility that is certified to
provide services to home patients must
ensure through its interdisciplinary
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team, that home dialysis services are
at least equivalent to those provided to
in-facility patients and meet all appli-
cable conditions of this part.

(a) Standard: Training. The inter-
disciplinary team must oversee train-
ing of the home dialysis patient, the
designated caregiver, or self-dialysis
patient before the initiation of home
dialysis or self-dialysis (as defined in
§494.10) and when the home dialysis
caregiver or home dialysis modality
changes. The training must—

(1) Be provided by a dialysis facility
that is approved to provide home dialy-
sis services;

(2) Be conducted by a registered
nurse who meets the requirements of
§494.140(b)(2); and

(3) Be conducted for each home dialy-
sis patient and address the specific
needs of the patient, in the following
areas:

(i) The nature and management of
ESRD.

(ii) The full range of techniques asso-
ciated with the treatment modality se-
lected, including effective use of dialy-
sis supplies and equipment in achieving
and delivering the physician’s prescrip-
tion of Kt/V or URR, and effective ad-
ministration of erythropoiesis-stimu-
lating agent(s) (if prescribed) to
achieve and maintain a target level he-
moglobin or hematocrit as written in
patient’s plan of care.

(iii) How to detect, report, and man-
age potential dialysis complications,
including water treatment problems.

(iv) Availability of support resources
and how to access and use resources.

(v) How to self-monitor health status
and record and report health status in-
formation.

(vi) How to handle medical and non-
medical emergencies.

(vii) Infection control precautions.

(viii) Proper waste storage and dis-
posal procedures.

(b) Standard: Home dialysis monitoring.
The dialysis facility must—

(1) Document in the medical record
that the patient, the caregiver, or both
received and demonstrated adequate
comprehension of the training;

(2) Retrieve and review complete self-
monitoring data and other information
from self-care patients or their des-
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ignated caregiver(s) at least every 2
months; and

(3) Maintain this information in the
patient’s medical record.

(c) Standard: Support services. (1) A
home dialysis facility must furnish (ei-
ther directly, under agreement, or by
arrangement with another ESRD facil-
ity) home dialysis support services re-
gardless of whether dialysis supplies
are provided by the dialysis facility or
a durable medical equipment company.
Services include, but are not limited
to, the following:

(i) Periodic monitoring of the pa-
tient’s home adaptation, including vis-
its to the patient’s home by facility
personnel in accordance with the pa-
tient’s plan of care.

(ii) Coordination of the home pa-
tient’s care by a member of the dialysis
facility’s interdisciplinary team.

(iii) Development and periodic review
of the patient’s individualized com-
prehensive plan of care that specifies
the services necessary to address the
patient’s needs and meets the measur-
able and expected outcomes as speci-
fied in §494.90 of this part.

(iv) Patient consultation with mem-
bers of the interdisciplinary team, as
needed.

(v) Monitoring of the quality of water
and dialysate used by home hemo-
dialysis patients including conducting
an onsite evaluation and testing of the
water and dialysate system in accord-
ance with—

(A) The recommendations specified
in the manufacturers’ instructions; and

(B) The system’s FDA-approved la-
beling for preconfigured systems de-
signed, tested, and validated to meet
AAMI quality (which includes stand-
ards for chemical and chlorine/chlor-
amine testing) water and dialysate.
The facility must meet testing and
other requirements of AAMI RD52:2004.
In addition, bacteriological and
endotoxin testing must be performed
on a quarterly, or more frequent basis
as needed, to ensure that the water and
dialysate are within the AAMI limits.

(C) The dialysis facility must correct
any water and dialysate quality prob-
lem for the home hemodialysis patient,
and if necessary, arrange for backup di-
alysis until the problem is corrected
if—
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(I) Analysis of the water and
dialysate quality indicates contamina-
tion; or

(2) The home hemodialysis patient
demonstrates clinical symptoms asso-
ciated with water and dialysate con-
tamination.

(vi) Purchasing, leasing, renting, de-
livering, installing, repairing and
maintaining medically necessary home
dialysis supplies and equipment (in-
cluding supportive equipment) pre-
scribed by the attending physician.

(vii) Identifying a plan and arranging
for emergency back-up dialysis serv-
ices when needed.

(2) The dialysis facility must main-
tain a recordkeeping system that en-
sures continuity of care and patient
privacy. This includes items and serv-
ices furnished by durable medical
equipment (DME) suppliers referred to
in §414.330(a)(2) of this chapter.

§494.110 Condition: Quality
ment and performance
ment.

assess-
improve-

The dialysis facility must develop,
implement, maintain, and evaluate an
effective, data-driven, quality assess-
ment and performance improvement
program with participation by the pro-
fessional members of the interdiscipli-
nary team. The program must reflect
the complexity of the dialysis facility’s
organization and services (including
those services provided under arrange-
ment), and must focus on indicators re-
lated to improved health outcomes and
the prevention and reduction of med-
ical errors. The dialysis facility must
maintain and demonstrate evidence of
its quality improvement and perform-
ance improvement program for review
by CMS.

(a) Standard: Program scope. (1) The
program must include, but not be lim-
ited to, an ongoing program that
achieves measurable improvement in
health outcomes and reduction of med-
ical errors by using indicators or per-
formance measures associated with im-
proved health outcomes and with the
identification and reduction of medical
errors.

(2) The dialysis facility must meas-
ure, analyze, and track quality indica-
tors or other aspects of performance
that the facility adopts or develops
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that reflect processes of care and facil-
ity operations. These performance
components must influence or relate to
the desired outcomes or be the out-
comes themselves. The program must
include, but not be limited to, the fol-
lowing:

(i) Adequacy of dialysis.

(ii) Nutritional status.

(iii) Mineral metabolism and renal
bone disease.

(iv) Anemia management.

(v) Vascular access.

(vi) Medical injuries and medical er-
rors identification.

(vii) Hemodialyzer reuse program, if
the facility reuses hemodialyzers.

(viii) Patient satisfaction and griev-
ances.

(ix) Infection control; with respect to
this component the facility must—

(A) Analyze and document the inci-
dence of infection to identify trends
and establish baseline information on
infection incidence;

(B) Develop recommendations and ac-
tion plans to minimize infection trans-
mission, promote immunization; and

(C) Take actions to reduce future in-
cidents.

(b) Standard: Monitoring performance
improvement. The dialysis facility must
continuously monitor its performance,
take actions that result in performance
improvements, and track performance
to ensure that improvements are sus-
tained over time.

(c) Standard: Prioriticing improvement
activities. The dialysis facility must set
priorities for performance improve-
ment, considering prevalence and se-
verity of identified problems and giv-
ing priority to improvement activities
that affect clinical outcomes or patient
safety. The facility must immediately
correct any identified problems that
threaten the health and safety of pa-
tients.

§494.120 Condition: Special purpose
renal dialysis facilities.

A special purpose renal dialysis facil-
ity is approved to furnish dialysis on a
short-term basis at special locations.
Special purpose dialysis facilities are
divided into two categories: vacation
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camps (locations that serve ESRD pa-
tients while the patients are in a tem-
porary residence) and facilities estab-
lished to serve ESRD patients under
emergency circumstances.

(a) Standard: Approval period. The pe-
riod of approval for a special purpose
renal dialysis facility may not exceed 8
months in any 12-month period.

(b) Standard: Service limitation. Spe-
cial purpose renal dialysis facilities are
limited to areas in which there are lim-
ited dialysis resources or access-to-
care problems due to an emergency cir-
cumstance. A special purpose renal di-
alysis facility may provide services
only to those patients who would oth-
erwise be unable to obtain treatments
in the geographic locality served by
the facility.

(c) Standard: Scope of requirements—(1)
Scope of requirements for a vacation
camp. A vacation camp that provides
dialysis services must be operated
under the direction of a certified renal
dialysis facility that assumes full re-
sponsibility for the care provided to pa-
tients. A special purpose renal dialysis
facility established as a vacation camp
must comply with the following condi-
tions for coverage—

(i) Infection control at §494.30;

(ii) Water and dialysate quality at
§494.40 (except as provided in paragraph
(c)(1)(viii) of this section);

(iii) Reuse of hemodialyzers at §494.50
(if reuse is performed);

(iv) Patients’ rights and posting of
patients’ rights at §494.70(a) and
§494.70(c);

(v) Laboratory services at §494.130;

(vi) Medical director responsibilities
for staff education and patient care
policies and procedures at §494.150(c)
and §494.150(d);

(vii) Medical records at §494.170; and

(viii) When portable home water
treatment systems are used in place of
a central water treatment system, the
facility may adhere to §494.100(c)(1)(V)
(home monitoring of water quality), in
place of §494.40 (water quality).

(2) Scope of requirements for an emer-
gency circumstance facility. A special
purpose renal dialysis facility set up
due to emergency circumstances may
provide services only to those patients
who would otherwise be unable to ob-
tain treatments in the geographic

§494.140

areas served by the facility. These
types of special purpose dialysis facili-
ties must comply with paragraph (c¢)(1)
of this section and addition to com-
plying with the following conditions:

(i) Section 494.20 (compliance with
Federal, State, and local laws and reg-
ulations).

(ii) Section 494.60 (physical environ-
ment).

(iii) Section 494.70(a) through section
494.70(c) (patient rights).

(iv) Section 494.140 (personnel quali-
fications).

(v) Section 494.150 (medical director).

(vi) Section 494.180 (governance).

(d) Standard: Physician contact. The
facility must contact the patient’s
physician, if possible, prior to initi-
ating dialysis in the special purpose
renal dialysis facility, to discuss the
patient’s current condition to assure
care provided in the special purpose
renal dialysis facility is consistent
with the patient plan of care (described
in §494.90).

(e) Standard: Documentation. All pa-
tient care provided in the special pur-
pose facility is documented and for-
warded to the patient’s usual dialysis
facility, if possible, within 30 days of
the last scheduled treatment in the
special purpose renal dialysis facility.

§494§.130 Condition: Laboratory serv-
ices.

The dialysis facility must provide, or
make available, laboratory services
(other than tissue pathology and
histocompatibility) to meet the needs
of the ESRD patient. Any laboratory
services, including tissue pathology
and histocompatibility must be fur-
nished by or obtained from, a facility
that meets the requirements for lab-
oratory services specified in part 493 of
this chapter.

Subpart D—Administration

§494.140 Condition: Personnel quali-
fications.

All dialysis facility staff must meet
the applicable scope of practice board
and licensure requirements in effect in
the State in which they are employed.
The dialysis facility’s staff (employee
or contractor) must meet the personnel
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qualifications and demonstrated com-
petencies necessary to serve collec-
tively the comprehensive needs of the
patients. The dialysis facility’s staff
must have the ability to demonstrate
and sustain the skills needed to per-
form the specific duties of their posi-
tions.

(a) Standard: Medical director. (1) The
medical director must be a board-cer-
tified physician in internal medicine or
pediatrics by a professional board who
has completed a board-approved train-
ing program in nephrology and has at
least 12-months of experience providing
care to patients receiving dialysis.

(2) If a physician, as specified in para-
graph (a)(1) of this section, is not avail-
able to direct a certified dialysis facil-
ity another physician may direct the
facility, subject to the approval of the
Secretary.

(b) Standard: Nursing services—(1)
Nurse manager. The facility must have
a nurse manager responsible for nurs-
ing services in the facility who must—

(i) Be a full time employee of the fa-
cility;

(ii) Be a registered nurse; and

(iii) Have at least 12 months of expe-
rience in clinical nursing, and an addi-
tional 6 months of experience in pro-
viding nursing care to patients on
maintenance dialysis.

(2) Self-care and home dialysis training
nurse. The nurse responsible for self-
care and/or home care training must—

(i) Be a registered nurse; and

(ii) Have at least 12 months experi-
ence in providing nursing care and an
additional 3 months of experience in
the specific modality for which the
nurse will provide self-care training.

(38) Charge nurse. The charge nurse re-
sponsible for each shift must—

(i) Be a registered nurse, a licensed
practical nurse, or vocational nurse
who meets the practice requirements
in the State in which he or she is em-
ployed;

(ii) Have at least 12 months experi-
ence in providing nursing care, includ-
ing 3 months of experience in providing
nursing care to patients on mainte-
nance dialysis; and

(iii) If such nurse is a licensed prac-
tical nurse or licensed vocational
nurse, work under the supervision of a

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

registered nurse in accordance with
state nursing practice act provisions.

(4) Staff nurse. Each nurse who pro-
vides care and treatment to patients
must be either a registered nurse or a
practical nurse who meets the practice
requirements in the State in which he
or she is employed.

(c) Standard: Dietitian. The facility
must have a dietitian who must—

(1) Be a registered dietitian with the
Commission on Dietetic Registration;
and

(2) Have a minimum of 1 year profes-
sional work experience in clinical nu-
trition as a registered dietitian.

(d) Standard: Social worker. The facil-
ity must have a social worker who—

(1) Holds a master’s degree in social
work with a specialization in clinical
practice from a school of social work
accredited by the Council on Social
Work Education; or

(2) Has served at least 2 years as a so-
cial worker, 1 year of which was in a
dialysis unit or transplantation pro-
gram prior to September 1, 1976, and
has established a consultative relation-
ship with a social worker who qualifies
under §494.140(d)(1).

(e) Standard: Patient care dialysis tech-
nicians. Patient care dialysis techni-
cians must—

(1) Meet all applicable State require-
ments for education, training,
credentialing, competency, standards
of practice, certification, and licensure
in the State in which he or she is em-
ployed as a dialysis technician; and

(2) Have a high school diploma or
equivalency;

(3) Have completed a training pro-
gram that is approved by the medical
director and governing body, under the
direction of a registered nurse, focused
on the operation of kidney dialysis
equipment and machines, providing di-
rect patient care, and communication
and interpersonal skills, including pa-
tient sensitivity training and care of
difficult patients. The training pro-
gram must include the following sub-
jects:

(i) Principles of dialysis.

(ii) Care of patients with kidney fail-
ure, including interpersonal skills.

(iii) Dialysis procedures and docu-
mentation, including initiation, proper
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cannulation techniques,
and termination of dialysis.

(iv) Possible complications of dialy-
sis.

(v) Water treatment and dialysate
preparation.

(vi) Infection control.

(vii) Safety.

(viii) Dialyzer reprocessing, if appli-
cable.

(4) Be certified under a State certifi-
cation program or a national commer-
cially available certification program,
as follows—

(i) For newly employed patient care
technicians, within 18 months of being
hired as a dialysis patient care techni-
cian; or

(ii) For patient care technicians em-
ployed on October 14, 2008, within 18
months after such date.

(f) Standard: Water treatment system
technicians. Technicians who perform
monitoring and testing of the water
treatment system must complete a
training program that has been ap-
proved by the medical director and the
governing body.

§494.150 Condition: Responsibilities of
the medical director.

monitoring,

The dialysis facility must have a
medical director who meets the quali-
fications of §494.140(a) to be responsible
for the delivery of patient care and
outcomes in the facility. The medical
director is accountable to the gov-
erning body for the quality of medical
care provided to patients. Medical di-
rector responsibilities include, but are
not limited to, the following:

(a) Quality assessment and perform-
ance improvement program.

(b) Staff education, training, and per-
formance.

(c) Policies and procedures. The med-
ical director must—

(1) Participate in the development,
periodic review and approval of a ‘“‘pa-
tient care policies and procedures man-
ual” for the facility; and

(2) Ensure that—

(i) All policies and procedures rel-
ative to patient admissions, patient
care, infection control, and safety are
adhered to by all individuals who treat
patients in the facility, including at-
tending physicians and nonphysician
providers; and

§494.170

(ii) The interdisciplinary team ad-
heres to the discharge and transfer
policies and procedures specified in
§494.180(%).

§494.160 [Reserved]

§494.170 Condition: Medical records.

The dialysis facility must maintain
complete, accurate, and accessible
records on all patients, including home
patients who elect to receive dialysis
supplies and equipment from a supplier
that is not a provider of ESRD services
and all other home dialysis patients
whose care is under the supervision of
the facility.

(a) Standard: Protection of the patient’s
record. The dialysis facility must—

(1) Safeguard patient records against
loss, destruction, or unauthorized use;
and

(2) Keep confidential all information
contained in the patient’s record, ex-
cept when release is authorized pursu-
ant to one of the following:

(i) The transfer of the patient to an-
other facility.

(ii) Certain exceptions provided for in
the law.

(iii) Provisions allowed under third
party payment contracts.

(iv) Approval by the patient.

(v) Inspection by authorized agents of
the Secretary, as required for the ad-
ministration of the dialysis program.

(3) Obtaining written authorization
from the patient or legal representa-
tive before releasing information that
is not authorized by law.

(b) Standard: Completion of patient
records and centralization of clinical in-
formation. (1) Current medical records
and those of discharged patients must
be completed promptly.

(2) All clinical information per-
taining to a patient must be central-
ized in the patient’s record, including
whether the patient has executed an
advance directive. These records must
be maintained in a manner such that
each member of the interdisciplinary
team has access to current information
regarding the patient’s condition and
prescribed treatment.

(3) The dialysis facility must com-
plete, maintain, and monitor home
care patients’ records, including the
records of patients who receive supplies

829



§494.180

and equipment from a durable medical
equipment supplier.

(c) Standard: Record retention and
preservation. In accordance with 45 CFR
§164.530(j)(2), all patient records must
be retained for 6 years from the date of
the patient’s discharge, transfer, or
death.

(d) Standard: Transfer of patient record
information. When a dialysis patient is
transferred, the dialysis facility releas-
ing the patient must send all requested
medical record information to the re-
ceiving facility within 1 working day of
the transfer.

§494.180 Condition: Governance.

The ESRD facility is under the con-
trol of an identifiable governing body,
or designated person(s) with full legal
authority and responsibility for the
governance and operation of the facil-
ity. The governing body adopts and en-
forces rules and regulations relative to
its own governance and to the health
care and safety of patients, to the pro-
tection of the patients’ personal and
property rights, and to the general op-
eration of the facility.

(a) Standard: Designating a chief exec-
utive officer or administrator. The gov-
erning body or designated person re-
sponsible must appoint an individual
who serves as the dialysis facility’s
chief executive officer or administrator
who exercises responsibility for the
management of the facility and the
provision of all dialysis services, in-
cluding, but not limited to—

(1) Staff appointments;

(2) Fiscal operations;

(3) The relationship with the ESRD
networks; and

(4) Allocation of necessary staff and
other resources for the facility’s qual-
ity assessment and performance im-
provement program as described in
§494.110.

(b) Standard: Adequate number of
qualified and trained staff. The gov-
erning body or designated person re-
sponsible must ensure that—

(1) An adequate number of qualified
personnel are present whenever pa-
tients are undergoing dialysis so that
the patient/staff ratio is appropriate to
the level of dialysis care given and
meets the needs of patients; and the
registered nurse, social worker and die-
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titian members of the interdisciplinary
team are available to meet patient
clinical needs;

(2) A registered nurse, who is respon-
sible for the nursing care provided, is
present in the facility at all times that
in-center dialysis patients are being
treated;

(3) All staff, including the medical di-
rector, have appropriate orientation to
the facility and their work responsibil-
ities; and

(4) All employees have an oppor-
tunity for continuing education and re-
lated development activities.

(c) Standard: Medical staff appoint-
ments. The governing body—

(1) Is responsible for all medical staff
appointments and credentialing in ac-
cordance with State law, including at-
tending physicians, physician assist-
ants, nurse practitioners, and clinical
nurse specialists; and

(2) Ensures that all medical staff who
provide care in the facility are in-
formed of all facility policies and pro-
cedures, including the facility’s quality
assessment and performance improve-
ment program specified in §494.110.

(3) Communicates expectations to the
medical staff regarding staff participa-
tion in improving the quality of med-
ical care provided to facility patients.

(d) Standard: Furnishing services. The
governing body is responsible for en-
suring that the dialysis facility fur-
nishes services directly on its main
premises or on other premises that are
contiguous with the main premises and
are under the direction of the same
professional staff and governing body
as the main premises (except for serv-
ices provided under §494.100).

(e) Standard: Internal grievance proc-
ess. The facility’s internal grievance
process must be implemented so that
the patient may file an oral or written
grievance with the facility without re-
prisal or denial of services. The griev-
ance process must include:

(1) A clearly explained procedure for
the submission of grievances.

(2) Timeframes for reviewing the
grievance.

(3) A description of how the patient
or the patient’s designated representa-
tive will be informed of steps taken to
resolve the grievance.
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(f) Standard: Involuntary discharge and
transfer policies and procedures. The gov-
erning body must ensure that all staff
follow the facility’s patient discharge
and transfer policies and procedures.
The medical director ensures that no
patient is discharged or transferred
from the facility unless—

(1) The patient or payer no longer re-
imburses the facility for the ordered
services;

(2) The facility ceases to operate;

(3) The transfer is necessary for the
patient’s welfare because the facility
can no longer meet the patient’s docu-
mented medical needs; or

(4) The facility has reassessed the pa-
tient and determined that the patient’s
behavior is disruptive and abusive to
the extent that the delivery of care to
the patient or the ability of the facility
to operate effectively is seriously im-
paired, in which case the medical direc-
tor ensures that the patient’s inter-
disciplinary team—

(1) Documents the reassessments, on-
going problem(s), and efforts made to
resolve the problem(s), and enters this
documentation into the patient’s med-
ical record;

(ii) Provides the patient and the local
ESRD Network with a 30-day notice of
the planned discharge;

(iii) Obtains a written physician’s
order that must be signed by both the
medical director and the patient’s at-
tending physician concurring with the
patient’s discharge or transfer from the
facility;

(iv) Contacts another facility, at-
tempts to place the patient there, and
documents that effort; and

(v) Notifies the State survey agency
of the involuntary transfer or dis-
charge.

(6) In the case of immediate severe
threats to the health and safety of oth-
ers, the facility may utilize an abbre-
viated involuntary discharge proce-
dure.

(g) Standard: Emergency coverage. (1)
The governing body is responsible for
ensuring that the dialysis facility pro-
vides patients and staff with written
instructions for obtaining emergency
medical care.

(2) The dialysis facility must have
available at the nursing/monitoring
station, a roster with the names of

§494.180

physicians to be called for emer-
gencies, when they can be called, and
how they can be reached.

(3) The dialysis facility must have an
agreement with a hospital that can
provide inpatient care, routine and
emergency dialysis and other hospital
services, and emergency medical care
which is available 24 hours a day, 7
days a week. The agreement must:

(i) Ensure that hospital services are
available promptly to the dialysis fa-
cility’s patients when needed.

(ii) Include reasonable assurances
that patients from the dialysis facility
are accepted and treated in emer-
gencies.

(h) Standard: Furnishing data and in-
formation for ESRD program administra-
tion. Effective February 1, 2009, the di-
alysis facility must furnish data and
information to CMS and at intervals as
specified by the Secretary. This infor-
mation is used in a national ESRD in-
formation system and in compilations
relevant to program administration,
including claims processing and reim-
bursement, quality improvement, and
performance assessment. The data and
information must—

(1) Be submitted at the intervals
specified by the Secretary;

(2) Be submitted electronically in the
format specified by the Secretary;

(3) Include, but not be limited to—

(1) Cost reports;

(ii) ESRD administrative forms;

(iii) Patient survival information;
and

(iv) Existing ESRD clinical perform-
ance measures, and any future clinical
performance standards developed in ac-
cordance with a voluntary consensus
standards process identified by the Sec-
retary.

(1) Standard: Relationship with the
ESRD network. The governing body re-
ceives and acts upon recommendations
from the ESRD network. The dialysis
facility must cooperate with the ESRD
network designated for its geographic
area, in fulfilling the terms of the Net-
work’s current statement of work.
Each facility must participate in ESRD
network activities and pursue network
goals.

(j) Standard: Disclosure of ownership.
In accordance with §420.200 through
§420.206 of this chapter, the governing
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body must report ownership interests
of 5 percent or more to its State survey
agency.

(k) Standard: Disclosure to Insurers of
Payments of Premiums. (1) Facilities
that make payments of premiums for
individual market health plans (in any
amount), whether directly, through a
parent organization (such as a dialysis
corporation), or through another enti-
ty (including by providing contribu-
tions to entities that make such pay-
ments) must—

(i) Disclose to the applicable issuer
each policy for which a third party
payment described in this paragraph
(k) will be made, and

(ii) Obtain assurance from the issuer
that the issuer will accept such pay-
ments for the duration of the plan
year. If such assurances are not pro-
vided, the facility shall not make pay-
ments of premiums and shall take rea-
sonable steps to ensure such payments
are not made by the facility or by third
parties to which the facility contrib-
utes as described in this paragraph (k).

(2) If a facility is aware that a pa-
tient is not eligible for Medicaid and is
not eligible to enroll in Medicare Part
A and/or Part B except during the Gen-
eral Enrollment Period, and the facil-
ity is aware that the patient intends to
enroll in Medicare Part A and/or Part
B during that period, the standards
under this paragraph (k) will not apply
with respect to payments for that pa-
tient until July 1, 2017.

[73 FR 20475, Apr. 15, 2008, as amended at 81
FR 90228, Dec. 14, 2016]

PART 495—STANDARDS FOR THE
ELECTRONIC HEALTH RECORD
TECHNOLOGY INCENTIVE PRO-
GRAM

Subpart A—General Provisions

Sec.

495.2 Basis and purpose.

495.4 Definitions.

495.5 Requirements for EPs seeking to re-
verse a hospital-based determination
under §495.4.

495.20 Meaningful use objectives and meas-
ures for EPs, eligible hospitals, and CAHs
before 2015.

495.22 Meaningful use objectives and meas-
ures for EPs, eligible hospitals, and CAHs
for 2015 through 2018.

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

495.24 Stage 3 meaningful use objectives and
measures for EPs, eligible hospitals and
CAHs for 2019 and subsequent years.

495.40 Demonstration of meaningful use cri-
teria.

495.60 Participation requirements for EPs,
eligible hospitals, and CAHs.

Subpart B—Requirements Specific to the
Medicare Program

495.100 Definitions.

495.102 Incentive payments to EPs.

495.104 Incentive payments to eligible hos-
pitals.

495.106 Incentive payments to CAHs.

495.108 Posting of required information.

495.110 Preclusion on administrative and ju-
dicial review.

Subpart C—Requirements Specific to
Medicare Advantage (MA) Organizations

495.200 Definitions.

495.202 Identification of qualifying MA orga-
nizations, MA-EPs, and MA-affiliated el-
igible hospitals.

495.204 Incentive payments to qualifying
MA organizations for qualifying MA-EPs
and qualifying MA-affiliated eligible hos-
pitals.

495.206 Timeframe for payment to quali-
fying MA organizations.

495.208 Avoiding duplicate payment.

495.210 Meaningful EHR user attestation.

495.211 Payment adjustments effective for
2015 and subsequent MA payment years
with respect to MA EPs and MA-affili-
ated eligible hospitals.

495.212 Limitation on review.

Subpart D—Requirements Specific to the
Medicaid Program

495.300 Basis and purpose.

495.302 Definitions.

495.304 Medicaid provider scope and eligi-
bility.

495.306 Establishing patient volume.

495.308 Net average allowable costs as the
basis for determining the incentive pay-
ment.

495.310 Medicaid provider
ments.

495.312 Process for payments.

495.314 Activities required to receive an in-
centive payment.

495.316 State monitoring and reporting re-
garding activities required to receive an
incentive payment.

495.318 State responsibilities for receiving
FFP.

495.320 FFP for payments to Medicaid pro-
viders.

495.322 FFP for reasonable administrative
expenses.

495.324 Prior approval conditions.

incentive pay-

832



		Superintendent of Documents
	2024-02-28T04:32:34-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




