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(e) Notwithstanding an
intermediary’s discretion to reopen or
not reopen an intermediary determina-
tion or an intermediary hearing deci-
sion under paragraphs (a) and (c) of
this section, CMS may direct an inter-
mediary to reopen, or not to reopen, an
intermediary determination or an
intermediary hearing decision in ac-
cordance with paragraphs (a) and (c) of
this section.

(f) Paragraphs (a) and (b) of this sec-
tion apply to determinations on cost
reporting periods ending on or after
December 31, 1971. (See §405.1801(c).)
However, the 3-year period described
shall also apply to determinations with
respect to cost reporting periods end-
ing prior to December 31, 1971, but only
if the reopening action was undertaken
after May 27, 1972 (the effective date of
regulations which, prior to the publica-
tion of this subpart R, governed the re-
opening of such determinations).

[39 FR 34515, Sept. 26, 1974. Redesignated at
42 FR 52826, Sept. 30, 1977, and amended at
50110, Aug. 1, 2002]

§405.1887 Notice of reopening.

(a) All parties to any reopening de-
scribed above shall be given written no-
tice of the reopening. When such re-
opening results in any revision in the
prior decision notice of said revision or
revisions will be mailed to the parties
with a complete explanation of the
basis for the revision or revisions. No-
tices of reopenings by the Board shall
also be sent to the Secretary.

(b) In any such reopening, the parties
to the prior decision shall be allowed a
reasonable period of time in which to
present any additional evidence or ar-
gument in support of their position.

§405.1889 Effect of a revision.

Where a revision is made in a deter-
mination or decision on the amount of
program reimbursement after such de-
termination or decision has been re-
opened as provided in §405.1885, such re-
vision shall be considered a separate
and distinct determination or decision
to which the provisions of §§405.1811,
405.1835, 405.1875 and 405.1877 are appli-
cable. (See §405.1801(c) for applicable
effective dates.)

Subparts S-T [Reserved]
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Subpart U—Conditions for Cov-
erage of Suppliers of End-
Stage Renal Disease (ESRD)
Services

AUTHORITY: Secs. 1102, 1138, 1861, 1862(a),
1871, 1874, and 1881 of the Social Security Act
(42 U.S.C. 1302, 1320b-8, 1395x%, 1395y(a), 1395hh,
1395kk, and 1395rr), unless otherwise noted.

SOURCE: 41 FR 22511, June 3, 1976, unless
otherwise noted. Redesignated at 42 FR 52826,
Sept. 30, 1977.

§405.2100 Scope of subpart.

(a) The regulations in this subpart
prescribe the role which End-Stage
Renal Disease (ESRD) networks have
in the ESRD program, establish the
mechanism by which minimal utiliza-
tion rates are promulgated and applied,
under section 1881(b)(1) of the Act, and
describe the health and safety require-
ments that facilities furnishing ESRD
care to beneficiaries must meet. These
regulations further prescribe the role
of ESRD networks in meeting the re-
quirements of section 1881(c) of the
Act.

(b) The general objectives of the
ESRD program are contained in
§405.2101, and general definitions are
contained in §405.2102. The provisions
of §§405.2110, 405.2112 and 405.2113 dis-
cuss the establishment and activities
of ESRD networks, network organiza-
tions and membership requirements
and restrictions for members of the
medical review boards. Sections
405.2120 through 405.2124 discuss the es-
tablishment of minimal utilization
rates and the requirements for ap-
proval of facilities with respect to such
rates. Sections 405.2130 through 405.2140
discuss general requirements for, and
description of, all facilities furnishing
ESRD services. Sections  405.2160
through 405.2164 discuss specific re-
quirements for facilities which furnish
ESRD dialysis services. Sections
405.2170 and 405.2171 discuss specific re-
quirements for facilities which furnish
ESRD transplantation services.

[51 FR 30361, Aug. 26, 1986]
§405.2101 Objectives of the end-stage
renal disease (ESRD) program.

The objectives of the end-stage renal
disease program are:
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(a) To assist beneficiaries who have
been diagnosed as having end-stage
renal disease (ESRD) to receive the
care they need;

(b) To encourage proper distribution
and effective utlization of ESRD treat-
ment resources while maintaining or
improving the quality of care;

(c) To provide the flexibility nec-
essary for the efficient delivery of ap-
propriate care by physicians and facili-
ties; and

(d) To encourage self-dialysis or
transplantation for the maximum prac-
tical number of patients who are medi-
cally, socially, and psychologically
suitable candidates for such treatment.

[43 FR 48950, Oct. 19, 1979]

§405.2102 Definitions.

As used in this subpart, the following
definitions apply:

Agreement. A written document exe-
cuted between an ESRD facility and
another facility in which the other fa-
cility agrees to assume responsibility
for furnishing specified services to pa-
tients and for obtaining reimbursement
for those services.

Arrangement. A written document ex-
ecuted between an ESRD facility and
another facility in which the other fa-
cility agrees to furnish specified serv-
ices to patients but the ESRD facility
retains responsibility for those services
and for obtaining reimbursement for
them.

Dialysis. A process by which dissolved
substances are removed from a pa-
tient’s body by diffusion from one fluid
compartment to another across a
semipermeable membrane. The two
types of dialysis that are currently in
common use are hemodialysis and peri-
toneal dialysis.

End-Stage Renal Disease (ESRD). That
stage of renal impairment that appears
irreversible and permanent, and re-
quires a regular course of dialysis or
kidney transplantation to maintain
life.

ESRD facility. A facility which is ap-
proved to furnish at least one specific
ESRD service (see definition of “ESRD
service’). Such facilities are:

(a) Renal Transplantation Center. A
hospital unit which is approved to fur-
nish directly transplantation and other
medical and surgical specialty services

§405.2102

required for the care of the ESRD
transplant patients, including inpa-
tient dialysis furnished directly or
under arrangement. A Renal Trans-
plantation Center may also be a Renal
Dialysis Center.

(b) Renal dialysis center. A hospital
unit which is approved to furnish the
full spectrum of diagnostic, thera-
peutic, and rehabilitative services re-
quired for the care of ESRD dialysis
patients (including inpatient dialysis
furnished directly or under arrange-
ment). A hospital need not provide
renal transplantation to qualify as a
renal dialysis center.

(c) Renal dialysis facility. A unit
which is approved to furnish dialysis
service(s) directly to ESRD patients.

(d) Self-dialysis unit. A unit that is
part of an approved renal transplan-
tation center, renal dialysis center, or
renal dialysis facility, and furnishes
self-dialysis services.

(e) Special purpose renal dialysis facil-
ity. A renal dialysis facility which is
approved under §405.2164 to furnish di-
alysis at special locations on a short-
term basis to a group of dialysis pa-
tients otherwise unable to obtain
treatment in the geographical area.
The special locations must be either
special rehabilitative (including vaca-
tion) locations serving ESRD patients
temporarily residing there, or loca-
tions in need of ESRD facilities under
emergency circumstances.

ESRD service. The type of care or
services furnished to an ESRD patient.
Such types of care are:

(a) Transplantation service. A process
by which (1) a kidney is excised from a
live or cadaveric donor, (2) that kidney
is implanted in an ESRD patient, and
(3) supportive care is furnished to the
living donor and to the recipient fol-
lowing implantation.

(b) Dialysis service—(1) Inpatient dialy-
sis. Dialysis which, because of medical
necessity, is furnished to an ESRD pa-
tient on a temporary inpatient basis in
a hospital;

(2) Outpatient dialysis. Dialysis fur-
nished on an outpatient basis at a
renal dialysis center or facility. Out-
patient dialysis includes:

(i) Staff-assisted dialysis. Dialysis per-
formed by the staff of the center or fa-
cility.
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(i) Self-dialysis. Dialysis performed,
with little or no professional assist-
ance, by an ESRD patient who has
completed an appropriate course of
training.

(3) Home dialysis. Dialysis performed
by an appropriately trained patient at
home.

(c) Self-dialysis and home dialysis
training. A program that trains ESRD
patients to perform self-dialysis or
home dialysis with little or no profes-
sional assistance, and trains other indi-
viduals to assist patients in performing
self-dialysis or home dialysis.

Furnishes directly. The ESRD facility
provides the service through its own
staff and employees, or through indi-
viduals who are under direct contract
to furnish such services personally for
the facility (i.e., not through ‘“‘agree-
ments’’ or “‘arrangements’’).

Furnishes on the premises. The ESRD
facility furnishes services on its main
premises; or on its other premises that
are (a) contiguous with or in imme-
diate proximity to the main premises,
and under the direction of the same
professional staff and governing body
as the main premises, or (b) approved
on a time-limited basis as a special
purpose renal dialysis facility.

Histocompatibility testing. Laboratory
test procedures which determine com-
patibility between a potential organ
donor and a potential organ transplant
recipient.

Medical care criteria. Predetermined
elements against which aspects of the
quality of a medical service may be
compared. They are developed by pro-
fessionals relying on professional ex-
pertise and on the professional lit-
erature.

Medical care norms. Numerical or sta-
tistical measures of usual observed per-
formance. Norms are derived from ag-
gregate information related to the
health care provided to a large number
of patients over a period of time.

Medical care standards. Professionally
developed expressions of the range of
acceptable variation from a norm or
criterion.

Medical care evaluation study (MCE).
Review of health care services, usually
performed retrospectively, in which an
indepth assessment of the quality and/
or utilization of such services is made.

42 CFR Ch. IV (10-1-03 Edition)

Network, ESRD. All Medicare-ap-
proved ESRD facilities in a designated
geographic area specified by CMS.

Network organization. The administra-
tive governing body to the network and
liaison to the Federal government.

Organ procurement. The process of ac-
quiring donor Kidneys. (See definition
of Organ procurement organization in
§485.302 of this chapter.)

Qualified personnel. Personnel that
meet the requirements specified in this
paragraph.

(a) Chief executive officer. A person
who:

(1) Holds at least a baccalaureate de-
gree or its equivalent and has at least
1 year of experience in an ESRD unit;
or

(2) Is a registered nurse or physician
director as defined in this definition; or

(3) As of September 1, 1976, has dem-
onstrated capability by acting for at
least 2 years as a chief executive offi-
cer in a dialysis unit or transplan-
tation program.

(b) Dietitian. A person who:

(1) Is eligible for registration by the
American Dietetic Association under
its requirements in effect on June 3,
1976, and has at least 1 year of experi-
ence in clinical nutrition; or

(2) Has a baccalaureate or advanced
degree with major studies in food and
nutrition or dietetics, and has at least
1 year of experience in clinical nutri-
tion.

(c) Medical record practitioner. A per-
son who:

(1) Has graduated from a program for
Medical Record Administrators accred-
ited by the Council on Medical Edu-
cation of the American Medical Asso-
ciation and the American Medical
Record Association, and is eligible for
certification as a Registered Record
Administrator (RRA) by the American
Medical Record Association under its
requirements in effect on June 3, 1976.

(2) Has graduated from a program for
Medical Record Technicians approved
jointly by the Council on Medical Edu-
cation of the American Medical Asso-
ciation and the American Medical
Record Association, and is eligible for
certification as an Accredited Record
Technician (ART) by the American
Medical Record Association under its
requirements in effect June 3, 1976, or

140



Centers for Medicare & Medicaid Services, HHS

(3) Has successfully completed and
received a satisfactory grade in the
American Medical Record Associa-
tion’s Correspondence Course for Med-
ical Record Personnel approved by the
Accrediting Commission of the Na-
tional Home Study Council, and is eli-
gible for certification as an Accredited
Record Technician by the American
Medical Record Association under its
requirements in effect June 3, 1976.

(d) Nurse responsible for nursing serv-
ice. A person who is licensed as a reg-
istered nurse by the State in which
practicing, and (1) has at least 12
months of experience in clinical nurs-
ing, and an additional 6 months of ex-
perience in nursing care of the patient
with permanent kidney failure or un-
dergoing kidney transplantation, in-
cluding training in and experience with
the dialysis process; or

(2) Has 18 months of experience in
nursing care of the patient on mainte-
nance dialysis, or in nursing care of the
patient with a Kkidney transplant, in-
cluding training in and experience with
the dialysis process;

(3) If the nurse responsible for nurs-
ing service is in charge of self-care di-
alysis training, at least 3 months of the
total required ESRD experience is in
training patients in self-care.

(e) Physician-director. A physician
who:

(1) Is board eligible or board certified
in internal medicine or pediatrics by a
professional board, and has had at least
12 months of experience or training in
the care of patients at ESRD facilities;
or

(2) During the 5-year period prior to
September 1, 1976, served for at least 12
months as director of a dialysis or
transplantation program;

(3) In those areas where a physician
who meets the definition in paragraph
(1) or (2) of this definition is not avail-
able to direct a participating dialysis
facility, another physician may direct
the facility, subject to the approval of
the Secretary.

(f) Social worker. A person who is li-
censed, if applicable, by the State in
which practicing, and

(1) Has completed a course of study
with specialization in clinical practice
at, and holds a masters degree from, a
graduate school of social work accred-

§405.2112

ited by the Council on Social Work
Education; or

(2) Has served for at least 2 years as
a social 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 paragraph (f)(1) of this defini-
tion.

(g) Transplantation surgeon. A person
who:

(1) Is board eligible or board certified
in general surgery or urology by a pro-
fessional board; and

(2) Has at least 12 months training or
experience in the performance of renal
transplantation and the care of pa-
tients with renal transplants.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48950, Oct. 19, 1978; 51 FR 30361, Aug. 26, 1986;
53 FR 6547, Mar. 1, 1988; 55 FR 9575, Mar. 14,
1990]

§405.2110 Designation of ESRD net-
works.

CMS designated ESRD networks in
which the approved ESRD facilities
collectively provide the necessary care
for ESRD patients.

(a) Effect on patient choice of facility.
The designation of networks does not
require an ESRD patient to seek care
only through the facilities in the des-
ignated network where the patient re-
sides, nor does the designation of net-
works limit patient choice of physi-
cians or facilities, or preclude patient
referral by physicians to a facility in
another designated network.

(b) Redesignation of networks. CMS
will redesignate networks, as needed,
to ensure that the designations are
consistent with ESRD program experi-
ence, consistent with ESRD program
objectives specified in §405.2101, and
compatible with efficient program ad-
ministration.

[51 FR 30361, Aug. 26, 1986]
§405.2111 [Reserved]

§405.2112 ESRD

tions.

network organiza-

CMS will designate an administra-
tive governing body (network organiza-
tion) for each network. The functions
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of a network organization include but
are not limited to the following:

(a) Developing network goals for
placing patients in settings for self-
care and transplantation.

(b) Encouraging the use of medically
appropriate treatment settings most
compatible with patient rehabilitation
and the participation of patients, pro-
viders of services, and renal disease fa-
cilities in vocational rehabilitation
programs.

(c) Developing criteria and standards
relating to the quality and appro-
priateness of patient care and, with re-
spect to working with patients, facili-
ties, and providers of services, for en-
couraging participation in vocational
rehabilitation programs.

(d) Evaluating the procedures used by
facilities in the network in assessing
patients for placement in appropriate
treatment modalities.

(e) Making recommendations to
member facilities as needed to achieve
network goals.

(f) On or before July 1 of each year,
submitting to CMS an annual report
that contains the following informa-
tion:

(1) A statement of the network goals.

(2) The comparative performance of
facilities regarding the placement of
patients in appropriate settings for—

(i) Self-care;

(i) Transplants; and

(iii) Vocational rehabilitation pro-
grams.

(3) Identification of those facilities
that consistently fail to cooperate with
the goals specified under paragraph
(f)(1) of this section or to follow the
recommendations of the medical re-
view board.

(4) Identification of facilities and
providers that are not providing appro-
priate medical care.

(5) Recommendations with respect to
the need for additional or alternative
services in the network including self-
dialysis training, transplantation and
organ procurement.

(g) Evaluating and resolving patient
grievances.

(h) Appointing a network council and
a medical review board (each including
at least one patient representative) and
supporting and coordinating the activi-
ties of each.

42 CFR Ch. IV (10-1-03 Edition)

(i) Conducting on-site reviews of fa-
cilities and providers as necessary, as
determined by the medical review
board or CMS, using standards of care
as specified under paragraph (c) of this
section.

(J) Collecting, validating, and ana-
lyzing such data as necessary to pre-
pare the reports required under para-
graph (f) of this section and the Sec-
retary’s report to Congress on the
ESRD program and to assure the main-
tenance of the registry established
under section 1881(c)(7) of the Act.

[53 FR 1620, Jan. 21, 1988]

§405.2113 Medical review board.

(a) General. The medical review board
must be composed of physicians,
nurses, and social workers engaged in
treatment relating to ESRD and quali-
fied to evaluate the quality and appro-
priateness of care delivered to ESRD
patients, and at least one patient rep-
resentative.

(b) Restrictions on medical review board
members. (1) A medical review board
member must not review or provide ad-
vice with respect to any case in which
he or she has, or had, any professional
involvement, received reimbursement
or supplied goods.

(2) A medical review board member
must not review the ESRD services of
a facility in which he or she has a di-
rect or indirect financial interest (as
described in section 1126(a)(1) of the
Act).

[51 FR 30361, Aug. 26, 1986, as amended at 53
FR 1620, Jan. 21, 1988]

§405.2114 [Reserved]

§405.2120 Minimum utilization rates:
general.

Section 1881(b)(1) of the Social Secu-
rity Act (42 U.S.C. 1395rr(b)(1)) author-
izes the Secretary to limit payment for
ESRD care to those facilities that meet
the requirements that the Secretary
may prescribe, including minimum uti-
lization rates for covered
transplantations. The minimum utili-
zation rates, which are explained and
specified in §§405.2121 through 405.2130,
may be changed from time to time in
accordance with program experience.
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Changes will be published as amend-
ments to these regulations.

[55 FR 23440, June 8, 1990]

§405.2121 Basis for determining min-
imum utilization rates.

In developing minimum utilization
rates, the Secretary takes into account
the performance of ESRD facilities, the
availability of care, the quality of care,
and the efficient utilization of equip-
ment and personnel, based on the fol-
lowing evidence:

(a) Information on the geographic
distribution of ESRD patients and fa-
cilities;

(b) Information on quality of care;
and

(c) Information on operational and
management efficiency.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept 30, 1977, as amended at 51 FR
30362, Aug. 26, 1986; 55 FR 23440, June 8, 1990]

§405.2122 Types and duration of clas-
sification according to wutilization
rates.

A renal transplantation center that
meets all the other conditions for cov-
erage of ESRD services will be classi-
fied according to its utilization rate(s)
as follows: Unconditional status, condi-
tional status, exception status, or not
eligible for reimbursement for that
ESRD service. Such classification will
be based on previously reported utiliza-
tion data (see §405.2124, except as speci-
fied in paragraph (a) of this section),
and will be effective until notification
of subsequent classification occurs.
(See §405.2123 for reporting require-
ments; §405.2124 for method of calcu-
lating rates: §405.2130 for specific
standards.)

(a) Initial classification. (1) A renal
transplantation center that has not
previously participated in the ESRD
program will be granted conditional
status if it submits a written plan, de-
tailing how it will achieve the utiliza-
tion rates for conditional status by the
end of the second calendar year of its
operation under the ESRD program,
and the rates required for uncondi-
tional status by the end of its fourth
calendar year of operation.

(2) The renal transplantation center’s
performance will be evaluated at the
end of the first calendar year to ascer-

§405.2123

tain whether it
menting the plan.

(b) Exception status. (1) A renal trans-
plantation center that does not meet
the minimum utilization rate for un-
conditional or conditional status may
be approved by the Secretary for a
time limited exception status if:

(i) 1t meets all other conditions for
coverage under this subpart;

(ii) It is unable to meet the minimum
utilization rate because it lacks a suffi-
cient number of patients and is located
in an area without a sufficient popu-
lation base to support a center or facil-
ity which would meet the rate; and

(iii) Its absence would adversely af-
fect the achievement of ESRD program
objectives.

(2) A hospital that furnishes renal
transplantation services primarily to
pediatric patients and is approved as a
renal dialysis center under this sub-
part, but does not meet the utilization
standards prescribed in §405.2130(a),
may be approved by the Secretary for a
time limited exception status if:

(i) 1t meets all other conditions for
coverage as a renal transplantation
center;

(ii) The surgery is performed under
the direct supervision of a qualified
transplantation surgeon (§405.2102) who
is also performing renal transplan-
tation surgery at an approved renal
transplantation center that is pri-
marily oriented to adult nephrology;

(iii) It has an agreement, with the
other hospital serviced by the surgeon,
for sharing limited resources that are
needed for kidney transplantation; and

(iv) There are pediatric patients who
need the surgery and who cannot ob-
tain it from any other hospital located
within a reasonable distance.

is properly imple-

[43 FR 48951, Oct. 19, 1978, as amended at 45
FR 58124, Sept. 2, 1980; 51 FR 30362, Aug. 26,
1986; 55 FR 23440, June 8, 1990]

§405.2123 Reporting of
rates for classification.

utilization

Each hospital furnishing renal trans-
plantation services must submit an an-
nual report to CMS on its utilization
rates. The report must include both the
number of transplants performed dur-
ing the most recent year of operation
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and the number performed during each
of the preceding 2 calendar years.

[55 FR 23441, June 8, 1990]

§405.2124 Calculation of utilization
rates for comparison with minimal
utilization rate(s) and notification
of status.

For purposes of classification the
Secretary will use either the utiliza-
tion rate for the preceding 12 months
or the average utilization rate of the
preceding 2 calendar years, whichever
is higher. The Secretary will inform
each ESRD facility and the network
coordinating council of the network
area in which the ESRD facility is lo-
cated of the results of this classifica-
tion.

§405.2130 Condition: Minimum utiliza-
tion rates.

Unless a renal transplantation center
is granted an exception under
§405.2122(b), the center must meet the
following minimum utilization rate(s)
for unconditional or conditional status:

(a) Unconditional status: 15 or more
transplants performed annually.

(b) Conditional status: 7 to 14 trans-
plants performed annually.

[55 FR 23441, June 8, 1990]

§405.2131 Condition: Provider status:
Renal transplantation center or
renal dialysis center.

A renal transplantation center or a
renal dialysis center (§405.2102(e) (1) or
(2)) operated by a hospital may qualify
for approval and be reimbursed under
the ESRD program only if the hospital
is otherwise an approved provider in
the Medicare program.

§405.2132 [Reserved]

§405.2133 Condition: Furnishing data
and information for ESRD program
administration.

The ESRD facility, laboratory per-
forming histocompatibility testing,
and organ procurement organization
furnishes data and information in the
manner and at the intervals specified
by the Secretary, pertaining to its
ESRD patient care activities and costs,
for inclusion in a national ESRD med-
ical information system and in com-
pilations relevant to program adminis-
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tration, including claims processing
and reimbursement. Such information
is treated as confidential when it per-
tains to individual patients and is not
disclosed except as authorized by De-
partment regulations on confiden-
tiality and disclosure (see 45 CFR parts
5, 5b, and part 401 of this chapter).

[53 FR 6548, Mar. 1, 1988]

§405.2134 Condition: Participation in
network activities.

Each facility must participate in net-
work activities and pursue network
goals.

[51 FR 30362, Aug. 26, 1986]

§405.2135 Condition: Compliance with
Federal, State and local laws and
regulations.

The ESRD facility is in compliance
with applicable Federal, State and
local laws, and regulations.

(a) Standard: licensure. Where State
or applicable local law provides for the
licensing of ESRD facilities, the facil-
ity is:

(1) Licensed pursuant to such law; or

(2) Approved by the agency of such
State or locality responsible for such
licensing as meeting the standards es-
tablished for such licensing.

(b) Standard: licensure or registration
of personnel. Each staff member is cur-
rently licensed or registered in accord-
ance with applicable law.

(c) Standard: conformity with other
laws. The facility is in conformity with
applicable laws and regulations per-
taining to fire safety, equipment, and
other relevant health and safety re-
quirements.

§405.2136 Condition: Governing body
and management.

The ESRD facility is under the con-
trol of an identifiable governing body,
or designated person(s) so functioning,
with full legal authority and responsi-
bility for the governance and operation
of the facility. The governing body
adopts and enforces rules and regula-
tions relative to its own governance
and to the health care and safety of pa-
tients, to the protection of the pa-
tients’ personal and property rights,
and to the general operation of the fa-
cility. The governing body receives and
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acts upon recommendations from the
network organization. The governing
body appoints a chief executive officer
who is responsible for the overall man-
agement of the facility.

(a) Standard: disclosure of ownership.
The ESRD facility supplies full and
complete information to the State sur-
vey agency (§405.1902(a)) as to the iden-
tity of:

(1) Each person who has any direct or
indirect ownership interest of 10 per
centum or more in the facility, or who
is the owner (in whole or in part) of
any mortgage, deed of trust, note, or
other obligation secured (in whole or in
part) by the facility or any of the prop-
erty or assets of the facility;

(2) Each officer and director of the
corporation, if the facility is organized
as a corporation; and

(3) Each partner, if the facility is or-
ganized as a partnership; and promptly
reports to the State survey agency any
changes which would affect the current
accuracy of the information so re-
quired to be supplied.

(b) Standard: Operational objectives.
The operational objectives of the ESRD
facility, including the services that it
provides, are established by the gov-
erning body and delineated in writing.
The governing body adopts effective
administrative rules and regulations
that are designed to safeguard the
health and safety of patients and to
govern the general operations of the fa-
cility, in accordance with legal re-
quirements. Such rules and regulations
are in writing and dated. The gov-
erning body ensures that they are oper-
ational, and that they are reviewed at
least annually and revised as nec-
essary. If the ESRD facility is engaged
in the practice of hemodialyzer reuse,
the governing body ensures that there
are written policies and procedures
with respect to reuse, to assure that
recommended standards and conditions
are being followed, and requires that
patients be informed of the policies and
procedures.

(1) The objectives of the facility are
formulated in writing and clearly stat-
ed in documents appropriate for dis-
tribution to patients, facility per-
sonnel, and the public.

(2) A description of the services pro-
vided by the facility, together with a
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categorical listing of the types of diag-
nostic and therapeutic procedures that
may be performed, is readily available
upon request to all concerned.

(3) Admission criteria that insure eg-
uitable access to services are adopted
by the facility and are readily avail-
able to the public. Access to the self-di-
alysis unit is available only to patients
for whom the facility maintains pa-
tient care plans (see §405.2137).

(4) The operational objectives and ad-
ministrative rules and regulations of
the facility are reviewed at least annu-
ally and revised as necessary by the ad-
ministrative staff, medical director,
and other appropriate personnel of the
facility, and are adopted when ap-
proved by the governing body.

(c) Standard: chief executive officer.
The governing body appoints a quali-
fied chief executive officer who, as the
ESRD facility’s administrator: Is re-
sponsible for the overall management
of the facility; enforces the rules and
regulations relative to the level of
health care and safety of patients, and
to the protection of their personal and
property rights; and plans, organizes,
and directs those responsibilities dele-
gated to him by the governing body.
Through meetings and periodic reports,
the chief executive officer maintains
on-going liaison among the governing
body, medical and nursing personnel,
and other professional and supervisory
staff of the facility, and acts upon rec-
ommendations made by the medical
staff and the governing body. In the ab-
sence of the chief executive officer, a
qualified person is authorized in writ-
ing to act on the officer’s behalf.

(1) The governing body delineates in
writing the responsibilities of the chief
executive officer, and ensures that he/
she is sufficiently free from other du-
ties to provide effective direction and
management of the operations and fis-
cal affairs of the facility.

(2) The chief executive officer serves
on a full-time or part-time basis, in ac-
cordance with the scope of the facili-
ty’s operations and administrative
needs, and devotes sufficient time to
the conduct of such responsibilities.

(3) The responsibilities of the chief
executive officer include but are not
limited to:
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(i) Implementing the policies of the
facility and coordinating the provision
of services, in accordance with delega-
tions by the governing body.

(ii) Organizing and coordinating the
administrative functions of the facil-
ity, redelegating duties as authorized,
and establishing formal means of ac-
countability for those involved in pa-
tient care.

(iii) Authorizing expenditures in ac-
cordance with established policies and
procedures.

(iv) Familiarizing the staff with the
facility’s policies, rules, and regula-
tions, and with applicable Federal,
State, and local laws and regulations.

(v) Maintaining and submitting such
records and reports, including a chron-
ological record of services provided to
patients, as may be required by the fa-
cility’s internal committees and gov-
erning body, or as required by the Sec-
retary.

(vi) Participating in the develop-
ment, negotiation, and implementation
of agreements or contracts into which
the facility may enter, subject to ap-
proval by the governing body of such
agreements or contracts.

(vii) Participating in the develop-
ment of the organizational plan and en-
suring the development and implemen-
tation of an accounting and reporting
system, including annual development
of a detailed budgetary program, main-
tenance of fiscal records, and quarterly
submission to the governing body of re-
ports of expenses and revenues gen-
erated through the facility’s operation.

(viii) Ensuring that the facility em-
ploys the number of qualified personnel
needed; that all employees have appro-
priate orientation to the facility and
their work responsibilities upon em-
ployment; and that they have an op-
portunity for continuing education and
related development activities.

(d) Standard: personnel policies and
procedures. The governing body,
through the chief executive officer of
the ESRD facility, is responsible for
maintaining and implementing written
personnel policies and procedures that
support sound patient care and pro-
mote good personnel practices. These
policies and procedures ensure that:

(1) All members of the facility’s staff
are qualified to perform the duties and
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responsibilities assigned to them and
meet such Federal, State, and local
professional requirements as may
apply.

(2) A safe and sanitary environment
for patients and personnel exists, and
reports of incidents and accidents to
patients and personnel are reviewed to
identify health and safety hazards.
Health supervision of personnel is pro-
vided, and they are referred for peri-
odic health examinations and treat-
ments as necessary or as required by
Federal, State, and local laws. Proce-
dures are established for routine test-
ing to ensure detection of hepatitis and
other infectious diseases.

(3) If the services of trainees are uti-
lized in providing ESRD services, such
trainees are under the direct super-
vision of qualified professional per-
sonnel.

(4) Complete personnel records are
maintained on all personnel. These in-
clude health status reports, resumes of
training and experience, and current
job descriptions that reflect the em-
ployees’ responsibilities and work as-
signments.

(5) Personnel policies are written and
made available to all personnel in the
facility. The policies provide for an ef-
fective mechanism to handle personnel
grievances.

(6) All personnel of the facility par-
ticipate in educational programs on a
regular basis. These programs cover
initial orientation, and continuing in-
service training, including procedures
for infection control. Records are
maintained showing the content of
training sessions and the attendance at
such sessions.

(7) Personnel manuals are main-
tained, periodically updated, and made
available to all personnel involved in
patient care.

(e) Standard: use of outside resources.
If the ESRD facility makes arrange-
ments for the provision of a specific
service as authorized in this subpart,
the responsibilities, functions, objec-
tives, and the terms of each arrange-
ment, including financial provisions
and charges, are delineated in a docu-
ment signed by an authorized rep-
resentative of the facility and the per-
son or agency providing the service.
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The chief executive officer when uti-
lizing outside resource, as a consult-
ant, assures that he is apprised of rec-
ommendations, plans for implementa-
tion, and continuing assessment
through dated, signed reports, which
are retained by the chief executive offi-
cer for follow-up action and evaluation
of performance.

(f) Standard: patient care policies. The
ESRD facility has written policies, ap-
proved by the governing body, con-
cerning the provision of dialysis and
other ESRD services to patients. The
governing body reviews implementa-
tion of policies periodically to ensure
that the intent of the policies is car-
ried out. These policies are developed
by the physician responsible for super-
vising and directing the provision of
ESRD services, or the facility’s orga-
nized medical staff (if there is one),
with the advice of (and with provision
for review of such policies from time to
time, but at least annually, by) a group
of professional personnel associated
with the facility, including, but not
limited to, one or more physicians and
one or more registered nurses experi-
enced in rendering ESRD care.

(1) The patient care policies cover
the following:

(i) Scope of services provided by the
facility (either directly or under ar-
rangement).

(if) Admission and discharge policies
(in relation to both in-facility care and
home care).

(iii) Medical supervision and physi-
cian services.

(iv) Patient long term programs, pa-
tient care plans and methods of imple-
mentation.

(v) Care of patients in medical and
other emergencies.

(vi) Pharmaceutical services.

(vii) Medical records (including those
maintained in the ESRD facility and in
the patients’ homes, to ensure con-
tinuity of care).

(viii) Administrative records.

(ix) Use and maintenance of the phys-
ical plant and equipment.

(X) Consultant qualifications, func-
tions, and responsibilities.

(xi) The provision of home dialysis
support services, if offered (see
§405.2163(e)).
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(2) The physician-director of the fa-
cility is designated in writing to be re-
sponsible for the execution of patient
care policies. If the responsibility for
day-to-day execution of patient care
policies has been delegated by a
physican director to (or, in the case of
a self-dialysis unit, to another licensed
health practitioner) a registered nurse,
the physican-director provides medical
guidance in such matters.

(3) The facility policy provides that,
whenever feasible, hours for dialysis
are scheduled for patient convenience
and that arrangements are made to ac-
commodate employed patients who
wish to be dialyzed during their non-
working hours.

(4) The governing body adopts poli-
cies to ensure there is evaluation of the
progress each patient is making toward
the goals stated in the patient’s long
term program and patient’s care plan
(see §405.2137(a)). Such evaluations are
carried out through regularly sched-
uled conferences, with participation by
the staff involved in the patient’s care.

(g) Standard: medical supervision and
emergency coverage. The governing body
of the ESRD dialysis and/or transplant
facility ensures that the health care of
every patient is under the continuing
supervision of a physician and that a
physician is available in emergency
situations.

(1) The physician responsible for the
patient’s medical supervision evaluates
the patient’s immediate and long-term
needs and on this basis prescribes a
planned regimen of care which covers
indicated dialysis and other ESRD
treatments, services, medications, diet,
special procedures recommended for
the health and safety of the patient,
and plans for continuing care and dis-
charge. Such plans are made with input
from other professional personnel in-
volved in the care of the patient.

(2) The governing body ensures that
there is always available medical care
for emergencies, 24 hours a day, 7 days
a week. There is posted at the nursing/
monitoring station a roster with the
names of the physicians to be called,
when they are available for emer-
gencies, and how they can be reached.

(h) Standard: medical staff. The gov-
erning body of the ESRD facility des-
ignates a qualified physician (see
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§405.2102) as director of the ESRD serv-
ices; the appointment is made upon the
recommendation of the facility’s orga-
nized medical staff, if there is one. The
governing body establishes written
policies regarding the development, ne-
gotiation, consummation, evaluation,
and termination of appointments to
the medical staff.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, and amended at 43
FR 48952, Oct. 19, 1978; 51 FR 30362, Aug. 26,
1986; 52 FR 36934, Oct. 2, 1987]

§405.2137 Condition: Patient long-
term program and patient care
plan.

Each facility maintains for each pa-
tient a written long-term program and
a written patient care plan to ensure
that each patient receives the appro-
priate modality of care and the appro-
priate care within that modality. The
patient, or where appropriate, parent
or legal guardian is involved with the
health team in the planning of care. A
copy of the current program and plan
accompany the patient on interfacility
transfer.

(a) Standard: patient long-term pro-
gram. There is a written long-term pro-
gram representing the selection of a
suitable treatment modality (i.e., di-
alysis or transplantation) and dialysis
setting (e.g., home, self-care) for each
patient.

(1) The program is developed by a
professional team which includes but is
not limited to the physician director of
the dialysis facility or center where
the patient is currently being treated,
a physician director of a center or fa-
cility which offers self-care dialysis
training (if not available at the loca-
tion where the patient is being treat-
ed), a transplant surgeon, a qualified
nurse responsible for nursing services,
a qualified dietitian and a qualified so-
cial worker.

(2) The program is formally reviewed
and revised in writing as necessary by
a team which includes but is not lim-
ited to the physician director of the di-
alysis facility or center where the pa-
tient is presently being treated, in ad-
dition to the other personnel listed in
paragraph (a)(1) of this section at least
every 12 months or more often as indi-
cated by the patient’s response to
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treatment (see §405.2161(b)(1) and
§405.2170(a)).
(3) The patient, parent, or legal

guardian, as appropriate, is involved in
the development of the patient’s long-
term program, and due consideration is
given to his preferences.

(4) A copy of the patient’s long-term
program accompanies the patient on
interfacility transfer or is sent within 1
working day.

(b) Standard: patient care plan. There
is a written patient care plan for each
patient of an ESRD facility (including
home dialysis patients under the super-
vision of the ESRD facility; see
§405.2163(e)), based upon the nature of
the patient’s illness, the treatment
prescribed, and an assessment of the
patient’s needs.

(1) The patient care plan is personal-
ized for the individual, reflects the psy-
chological, social, and functional needs
of the patient, and indicates the ESRD
and other care required as well as the
individualized modifications in ap-
proach necessary to achieve the long-
term and short-term goals.

(2) The plan is developed by a profes-
sional team consisting of at least the
physician responsible for the patient’s
ESRD care, a qualified nurse respon-
sible for nursing services, a qualified
social worker, and a qualified dietitian.

(3) The patient, parent, or legal
guardian, as appropriate, is involved in
the development of the care plan, and
due consideration is given to his pref-
erences.

(4) The care plan for patients whose
medical condition has not become sta-
bilized is reviewed at least monthly by
the professional patient care team de-
scribed in paragraph (b)(2) of this sec-
tion. For patients whose condition has
become stabilized, the care plan is re-
viewed every 6 months. The care plan
is revised as necessary to insure that it
provides for the patients ongoing
needs.

(5) If the patient is transferred to an-
other facility, the care plan is sent
with the patient or within 1 working
day.

(6) For a home-dialysis patient whose
care is under the supervision of the
ESRD facility, the care plan provides
for periodic monitoring of the patient’s
home adaptation, including provisions
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for visits to the home by qualified fa-
cility personnel to the extent appro-
priate. (See §405.2163(e).)

(7) Beginning July 1, 1991, for a home
dialysis patient, and beginning Janu-
ary 1, 1994, for any dialysis patient,
who uses EPO in the home, the plan
must provide for monitoring home use
of EPO that includes the following:

(i) Review of diet and fluid intake for
indiscretions as indicated by hyper-
kalemia and elevated blood pressure
secondary to volume overload.

(ii) Review of medications to ensure
adequate provision of supplemental
iron.

(iii) Ongoing evaluations of hemato-
crit and iron stores.

(iv) A reevaluation of the dialysis
prescription taking into account the
patient’s increased appetite and red
blood cell volume.

(v) A method for physician followup
on blood tests and a mechanism (such
as a patient log) for keeping the physi-
cian informed of the results.

(vi) Training of the patient to iden-
tify the signs and symptoms of hypo-
tension and hypertension.

(vii) The decrease or discontinuance
of EPO if hypertension is uncontrol-
lable.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48952, Oct. 19, 1978; 59 FR 1284, Jan. 10, 1994;
59 FR 26958, May 25, 1994]

§405.2138 Condition: Patients’ rights
and responsibilities.

The governing body of the ESRD fa-
cility adopts written policies regarding
the rights and responsibilities of pa-
tients and, through the chief executive
officer, is responsible for development
of, and adherence to, procedures imple-
menting such policies. These policies
and procedures are made available to
patients and any guardians, next of
kin, sponsoring agency(ies), represent-
ative payees (selected pursuant to sec-
tion 205(j) of the Social Security Act
and subpart Q of 20 CFR part 404), and
to the public. The staff of the facility
is trained and involved in the execu-
tion of such policies and procedures.
The patients’ rights policies and proce-
dures ensure at least the following:

(a) Standard: informed patients. All pa-
tients in the facility:
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(1) Are fully informed of these rights
and responsibilities, and of all rules
and regulations governing patient con-
duct and responsibilities;

(2) Are fully informed of services
available in the facility and of related
charges including any charges for serv-
ices not covered under title XVIII of
the Social Security Act;

(3) Are fully informed by a physician
of their medical condition unless medi-
cally contraindicated (as documented
in their medical records);

(4) Are fully informed regarding the
facility’s reuse of dialysis supplies, in-
cluding hemodialyzers. If printed mate-
rials such as brochures are utilized to
describe a facility and its services,
they must contain a statement with re-
spect to reuse; and

(5) Are fully informed regarding their
suitability for transplantation and
home dialysis.

(b) Standard: participation in planning.
All patients treated in the facility:

(1) Are afforded the opportunity to
participate in the planning of their
medical treatment and to refuse to par-
ticipate in experimental research;

(2) Are transferred or discharged only
for medical reasons or for the patient’s
welfare or that of other patients, or for
nonpayment of fees (except as prohib-
ited by title XVIII of the Social Secu-
rity Act), and are given advance notice
to ensure orderly transfer or discharge.

(c) Standard: respect and dignity. All
patients are treated with consider-
ation, respect, and full recognition of
their individuality and personal needs,
including the need for privacy in treat-
ment. Provision is made for translators
where a significant number of patients
exhibit language barriers.

(d) Standard: confidentiality. All pa-
tients are ensured confidential treat-
ment of their personal and medical
records, and may approve or refuse re-
lease of such records to any individual
outside the facility, except in case of
their transfer to another health care
institution or as required by Federal,
State, or local law and the Secretary
for proper administration of the pro-
gram.

(e) Standard: grievance mechanism. All
patients are encouraged and assisted to
understand and exercise their rights.
Grievances and recommended changes

149



§405.2139

in policies and services may be ad-
dressed to facility staff, administra-
tion, the network organization, and
agencies or regulatory bodies with ju-
risdiction over the facility, through
any representative of the patient’s
choice, without restraint or inter-
ference, and without fear of discrimi-
nation or reprisal.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 51 FR
30362, Aug. 26, 1986; 52 FR 36934, Oct. 2, 1987]

§405.2139 Condition: Medical records.

The ESRD facility maintains com-
plete medical records on all patients
(including self-dialysis patients within
the self-dialysis unit and home dialysis
patients whose care is under the super-
vision of the facility) in accordance
with accepted professional standards
and practices. A member of the facili-
ty’s staff is designated to serve as su-
pervisor of medical records services,
and ensures that all records are prop-
erly documented, completed, and pre-
served. The medical records are com-
pletely and accurately documented,
readily available, and systematically
organized to facilitate the compilation
and retrieval of information.

(a) Standard: medical record. Each pa-
tient’s medical record contains suffi-
cient information to identify the pa-
tient clearly, to justify the diagnosis
and treatment, and to document the
results accurately. All medical records
contain the following general cat-
egories of information: Documented
evidence of assessment of the needs of
the patient, whether the patient is
treated with a reprocessed
hemodialyzer, of establishment of an
appropriate plan of treatment, and of
the care and services provided (see
§405.2137(a) and (b)); evidence that the
patient was informed of the results of
the assessment described in
§405.2138(a)(5); identification and social
data; signed consent forms referral in-
formation with authentication of diag-
nosis; medical and nursing history of
patient; report(s) of physician exam-
ination(s); diagnostic and therapeutic
orders; observations, and progress
notes; reports of treatments and clin-
ical findings; reports of laboratory and
other diagnostic tests and procedures;
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and discharge summary including final
diagnosis and prognosis.

(b) Standard: protection of medical
record information. The ESRD facility
safeguards medical record information
against loss, destruction, or unauthor-
ized use. The ESRD facility has written
policies and procedures which govern
the use and release of information con-
tained in medical records. Written con-
sent of the patient, or of an authorized
person acting in behalf of the patient,
is required for release of information
not provided by law. Medical records
are made available under stipulation of
confidentiality for inspection by au-
thorized agents of the Secretary, as re-
quired for administration of the ESRD
program under Medicare.

(c) Standard: medical records super-
visor. A member of the ESRD facility’s
staff is designated to serve as super-
visor of the facility’s medical records
service. The functions of the medical
records supervisor include, but are not
limited to, the following: Ensuring
that the records are documented, com-
pleted, and maintained in accordance
with accepted professional standards
and practices; safeguarding the con-
fidentiality of the records in accord-
ance with established policy and legal
requirements; ensuring that the
records contain pertinent medical in-
formation and are filed for easy re-
trieval. When necessary, consultation
is secured from a qualified medical
record practitioner.

(d) Standard: Completion of medical
records and centralization of clinical in-
formation. Current medical records and
those of discharged patients are com-
pleted promptly. All clinical informa-
tion pertaining to a patient is central-
ized in the patient’s medical record.
Provision is made for collecting and in-
cluding in the medical record medical
information generated by self-dialysis
patients. Entries concerning the daily
dialysis process may either be com-
pleted by staff, or be completed by
trained self-dialysis patients, trained
home dialysis patients or trained as-
sistants and countersigned by staff.

(e) Standard: retention and preserva-
tion of records. Medical records are re-
tained for a period of time not less
than that determined by the State
statute governing records retention or
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statute of limitations; or in the ab-
sence of a State statute, 5 years from
the date of discharge; or, in the case of
a minor, 3 years after the patient be-
comes of age under State law, which-
ever is longest.

(f) Standard: location and facilities.
The facility maintains adequate facili-
ties, equipment, and space conven-
iently located, to provide efficient
processing of medical records (e.g., re-
viewing, filing, and prompt retrieval)
and statistical medical information
(e.g., required abstracts, reports, etc.).

(g) Standard: transfer of medical infor-
mation. The facility provides for the
interchange of medical and other infor-
mation necessary or useful in the care
and treatment of patients transferred
between treating facilities, or in deter-
mining whether such patients can be
adequately cared for otherwise than in
either of such facilities.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48952, Oct. 19, 1978; 52 FR 36934, Oct. 2, 1987]

§405.2140 Condition: Physical environ-
ment.

The physical environment in which
ESRD services are furnished affords a
functional, sanitary, safe, and com-
fortable setting for patients, staff, and
the public.

(a) Standard: building and equipment.
The physical structure in which ESRD
services are furnished is constructed,
equipped, and maintained to insure the
safety of patients, staff, and the public.

(1) Fire extinguishers are conven-
iently located on each floor of the fa-
cility and in areas of special hazard.
Fire regulations and fire management
procedures are prominently posted and
properly followed.

(2) All electrical and other equipment
used in the facility is maintained free
of defects which could be a potential
hazard to patients or personnel. There
is established a planned program of
preventive maintenance of equipment
used in dialysis and related procedures
in the facility.

(3) The areas used by patients are
maintained in good repair and kept
free of hazards such as those created by
damaged or defective parts of the
building.

(4) [Reserved]
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(5)(i) The ESRD facility must employ
the water quality requirements listed
in paragraph (a)(5)(ii) of this section
developed by the Association for the
Advancement of Medical Instrumenta-
tion (AAMI) and published in ‘“Hemo-
dialysis Systems,”” second edition,
which is incorporated by reference.

(if) Required water quality require-
ments are those listed in sections 3.2.1,
Water Bacteriology; 3.2.2, Maximum
Level of Chemical Contaminants; and
in Appendix B: Guideline for Moni-
toring Purity of Water Used for Hemo-
dialysis as B1 through B5.

(iii) Incorporation by reference of the
AAMI’s ‘‘Hemodialysis Systems,” sec-
ond edition, 1992, was approved by the
Director of the Federal Register in ac-
cordance with 5 U.S.C. 552(a) and 1 CFR
part 51.1 If any changes in ‘‘Hemo-
dialysis Systems,” second edition, are
also to be incorporated by reference, a
notice to that effect will be published
in the FEDERAL REGISTER.

(b) Standard: favorable environment for
patients. The facility is maintained and
equipped to provide a functional sani-
tary, and comfortable environment
with an adequate amount of well-light-
ed space for the service provided.

(1) There are written policies and
procedures in effect for preventing and
controlling hepatitis and other infec-
tions. These policies include, but are
not limited to, appropriate procedures
for surveillance and reporting of infec-
tions, housekeeping, handling and dis-
posal of waste and contaminants, and
sterilization and disinfection, includ-
ing the sterilization and maintenance
of equipment where dialysis supplies
are reused, there are written policies
and procedures covering the rinsing,
cleaning, disinfection, preparation and
storage of reused items which conform
to requirements for reuse in §405.2150.

1The publication entitled ‘‘Hemodialysis
Systems,”” second edition, 1992, is available
for inspection at the CMS Information Re-
source Center, 7500 Security Boulevard, Bal-
timore, MD 21244-1850 and the Office of the
Federal Register, 800 North Capitol Street,
NW., Suite 700, Washington, DC. Copies may
be purchased from the Association for the
Advancement of Medical Instrumentation,
3300 Washington Boulevard, Suite 400, Ar-
lington, VA 22201-4598.
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(2) Treatment areas are designed and
equipped to provide adequate and safe
dialysis therapy, as well as privacy and
comfort for patients. The space for
treating each patient is sufficient to
accomodate medically needed emer-
gency equipment and staff and to en-
sure that such equipment and staff can
reach the patient in an emergency.
There is sufficient space in units for
safe storage of self-dialysis supplies.

(3) There is a nursing/monitoring sta-
tion from which adequate surveillance
of patients receiving dialysis services
can be made.

(4) Heating and ventilation systems
are capable of maintaining adequate
and comfortable temperatures.

(5) Each ESRD facility utilizing a
central-batch delivery system provides,
either on the premises or through af-
filiation agreement or arrangement
(see §405.2160) sufficient individual de-
livery systems for the treatment of any
patient requiring special dialysis solu-
tions.

(c) Standard contamination prevention.
The facility employs appropriate tech-
niques to prevent cross-contamination
between the unit and adjacent hospital
or public areas including, but not lim-
ited to, food service areas, laundry, dis-
posal of solid waste and blood-contami-
nated equipment, and disposal of con-
taminants into sewage systems. Waste
storage and disposal are carried out in
accordance with applicable local laws
and accepted public health procedures.
The written patient care policies (see
§405.2136(f)(1)) specify the functions
that are carried out by facility per-
sonnel and by the self-dialysis patients
with respect to contamination preven-
tion. Where dialysis supplies are re-
used, records are maintained that can
be used to determine whether estab-
lished procedures covering the rinsing,
cleaning, disinfection, preparation and
storage of reused items, conform to re-
quirements for reuse in §405.2150.

(d) Standard: emergency preparedness.
Written policies and procedures specifi-
cally define the handling of emer-
gencies which may threaten the health
or safety of patients. Such emergencies
would exist during a fire or natural dis-
aster or during functional failures in
equipment. Specific emergency pre-
paredness procedures exist for different
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kinds of emergencies. These are re-
viewed and tested at least annually and
revised as necessary by, or under the
direction of, the chief executive officer.
All personnel are knowledgeable and
trained in their respective roles in
emergency situations.

(1) There is an established written
plan for dealing with fire and other
emergencies which, when necessary, is
developed in cooperation with fire and
other expert personnel.

(2) All personnel are trained, as part
of their employment orientation, in all
aspects of preparedness for any emer-
gency or disaster. The emergency pre-
paredness plan provides for orientation
and regular training and periodic drills
for all personnel in all procedures so
that each person promptly and cor-
rectly carries out a specified role in
case of an emergency.

(3) There is available at all times on
the premises a fully equipped emer-
gency tray, including emergency drugs,
medical supplies, and equipment, and
staff are trained in its use.

(4) The staff is familiar with the use
of all dialysis equipment and proce-
dures to handle medical emergencies.

(5) Patients are trained to handle
medical and nonmedical emergencies.
Patients must be fully informed re-
garding what to do, where to go, and
whom to contact if a medical or non-
medical emergency occurs.

(Secs. 1102, 1871, 1881(b), Social Security Act;
42 U.S.C. 1302, 1395hh, 1395rr(b))

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48952, Oct. 19, 1978; 45 FR 24839, Apr. 10, 1980;
52 FR 36934, Oct. 2, 1987; 60 FR 48043, Sept. 18,
1995]

§405.2150 Condition: Reuse of
hemodialyzers and other dialysis
supplies.

An ESRD facility that reuses
hemodialyzers and other dialysis sup-
plies meets the requirements of this
section. Failure to meet any of para-
graphs (a) through (c) of this section
constitutes grounds for denial of pay-
ment for the dialysis treatment af-
fected and termination from participa-
tion in the Medicare program.

(a) Standard: Hemodialyzers. If the
ESRD facility reuses hemodialyzers, it
conforms to the following:
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(1) Reuse guidelines. Voluntary guide-
lines adopted by the AAMI (‘‘Reuse of
Hemodialyzers,” second edition). Incor-
poration by reference of the AAMI’s
“Reuse of Hemodialyzers,”” second edi-
tion, 1993, was approved by the Direc-
tor of the Federal Register in accord-
ance with 5 U.S.C. 552(a) and 1 CFR
part 51.1 If any changes in ‘“Reuse of
Hemodialyzers,”” second edition, are
also to be incorporated by reference, a
notice to that effect will be published
in the FEDERAL REGISTER.

(2) Procedure for chemical germicides.
To prevent any risk of dialyzer mem-
brane leaks due to the combined action
of different chemical germicides,
dialyzers are exposed to only one chem-
ical germicide during the reprocessing
procedure. If a dialyzer is exposed to a
second germicide, the dialyzer must be
discarded.

(3) Surveillance of patient reactions. In
order to detect bacteremia and to
maintain patient safety when unex-
plained events occur, the facility—

(i) Takes appropriate blood cultures
at the time of a febrile response in a
patient; and

(ii) If pyrogenic reactions,
bacteremia, or unexplained reactions
associated with ineffective reprocess-
ing are identified, terminates reuse of
hemodialyzers in that setting and does
not continue reuse until the entire re-
processing system has been evaluated.

(b) Standard: Transducer filters. To
control the spread of hepatitis, trans-
ducer filters are changed after each di-
alysis treatment and are not reused.

(c) Standard: Bloodlines. If the ESRD
facility reuses bloodlines, it must—

(1) Limit the reuse of bloodlines to
the same patient;

(2) Not reuse bloodlines labeled for
“‘single use only’”’;

(3) Reuse only bloodlines for which
the manufacturer’s protocol for reuse

1The publication entitled ‘“Reuse of
Hemodialyzers,” second edition, 1993, is
available for inspection at the CMS Informa-
tion Resources Center, 7500 Security Boule-
vard, Baltimore, MD 21244-1850 and the Office
of the Federal Register, 800 North Capitol
Street, NW., Suite 700, Washington, DC. Cop-
ies may be purchased from the Association
for the Advancement of Medical Instrumen-
tation, 3300 Washington Boulevard, Suite 400,
Arlington, VA 22201-4598.

§405.2161

has been accepted by the Food and
Drug Administration (FDA) pursuant
to the premarket notification (section
510(k)) provision of the Food, Drug, and
Cosmetic Act; and

(4) Follow the FDA-accepted manu-
facturer’s protocol for reuse of that
bloodline.

[52 FR 36935, Oct. 2, 1987, as amended at 55 FR
18335, May 2, 1990; 60 FR 48044, Sept. 18, 1995]

§405.2160 Condition: Affiliation agree-
ment or arrangement.

(@) A renal dialysis facility and a
renal dialysis center (see
§405.2102(e)(2)) have in effect an affili-
ation agreement or arrangement with
each other, in writing, for the provi-
sion of inpatient care and other hos-
pital services.

(b) The affiliation agreement or ar-
rangement provides the basis for effec-
tive working relationships under which
inpatient hospital care or other hos-
pital services are available promptly to
the dialysis facility’s patients when
needed. The dialysis facility has in its
files documentation from the renal di-
alysis center to the effect that patients
from the dialysis facility will be ac-
cepted and treated in emergencies.
There are reasonable assurances that:

(1) Transfer or referral of patients
will be effected between the renal di-
alysis center and the dialysis facility
whenever such transfer or referral is
determined as medically appropriate
by the attending physician, with time-
ly acceptance and admission;

(2) There will be interchange, within
1 working day, of the patient long-term
program and patient care plan, and of
medical and other information nec-
essary or useful in the care and treat-
ment of patients transferred or referred
between the facilities, or in deter-
mining whether such patients can be
adequately cared for otherwise than in
either of such facilities; and

(3) Security and accountability for
patients’ personal effects are assured.

§405.2161 Condition: Director of a
renal dialysis facility or renal dialy-
sis center.

Treatment is under the general su-
pervision of a Director who is a physi-
cian. The physician-director need not

153



§405.2162

devote full time as Director but is re-
sponsible for planning, organizing, con-
ducting, and directing the professional
ESRD services and must devote suffi-
cient time to carrying out these re-
sponsibilities. The director may also
serve as the Chief Executive Officer of
the facility.

(a) Standard: qualifications. The direc-
tor of a dialysis facility is a qualified
physician-director. (See §405.2102.)

(b) Standard: responsibilities. The re-
sponsibilities of the physician-director
include but are not limited to the fol-

lowing:
(1) Participating in the selection of a
suitable treatment modality, i.e.,

transplantation or dialysis, and dialy-
sis setting, for all patients;

(2) Assuring adequate training of
nurses and technicians in dialysis tech-
niques;

(3) Assuring adequate monitoring of
the patient and the dialysis process, in-
cluding, for self-dialysis patients, as-
suring periodic assessment of patient
performance of dialysis tasks;

(4) Assuring the development and
availability of a patient care policy
and procedures manual and its imple-
mentation. As a minimum, the manual
describes the types of dialysis used in
the facility and the procedures fol-
lowed in performance of such dialysis;
hepatitis prevention and procedures for
handling an individual with hepatitis;
and a disaster preparedness plan (e.g.,
patient emergency, fire, flood); and

(5) When self-dialysis training or
home dialysis training is offered, assur-
ing that patient teaching materials are
available for the use of all trainees dur-
ing training and at times other than
during the dialysis procedure.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48952, Oct. 19, 1978; 51 FR 30362, Aug. 26, 1986]

§405.2162 Condition: Staff of a renal
dialysis facility or renal dialysis
center.

Properly trained personnel are
present in adequate numbers to meet
the needs of the patients, including
those arising from medical and non-
medical emergencies.

(a) Standard: Registered nurse. The di-
alysis facility employs at least one full

42 CFR Ch. IV (10-1-03 Edition)

time qualified nurse responsible for
nursing service. (See §405.2102.)

(b) Standard: On-duty personnel.
Whenever patients are undergoing di-
alysis:

(1) One currently licensed health pro-
fessional (e.g., physician, registered
nurse, or licensed practical nurse) ex-
perienced in rendering ESRD care is on
duty to oversee ESRD patient care;

(2) An adequate number of personnel
are present so that the patient/staff
ratio is appropriate to the level of di-
alysis care being given and meets the
needs of patients; and

(3) An adequate number of personnel
are readily available to meet medical
and nonmedical needs.

(c) Standard: Self-care dialysis training
personnel. If the facility offers self-care
dialysis training, a qualified nurse is in
charge of such training (see §405.2102.)

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 43 FR
48953, Oct. 19, 1978; 51 FR 30362, Aug. 26, 1986]

§405.2163 Condition: Minimal service
requirements for a renal dialysis fa-
cility or renal dialysis center.

The facility must provide dialysis
services, as well as adequate labora-
tory, social, and dietetic services to
meet the needs of the ESRD patient.

(a) Standard: Outpatient dialysis serv-
ices—(1) Staff-assisted dialysis services.
The facility must provide all necessary
institutional dialysis services and staff
required in performing the dialysis.

(2) Self-dialysis services. If the facility
offers self-dialysis services, it must
provide all medically necessary sup-
plies and equipment and any other
service specified in the facility’s pa-
tient care policies.

(b) Standard: Laboratory services. The
dialysis facility makes available lab-
oratory services (other than the spe-
cialty of tissue pathology and
histocompatibility testing), to meet
the needs of the ESRD patient. All lab-
oratory services must be performed by
an appropriately certified laboratory in
accordance with part 493 of this chap-
ter. If the renal dialysis facility fur-
nishes its own laboratory services, it
must meet the applicable requirements
established for certification of labora-
tories found in part 493 of this chapter.
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If the facility does not provide labora-
tory services, it must make arrange-
ments to obtain these services from a
laboratory certified in the appropriate
specialties and subspecialties of service
in accordance with the requirements of
part 493 of this chapter.

(c) Standard: Social services. Social
services are provided to patients and
their families and are directed at sup-
porting and maximizing the social
functioning and adjustment of the pa-
tient. Social services are furnished by a
qualified social worker (§405.2102) who
has an employment or contractual re-
lationship with the facility. The quali-
fied social worker is responsible for
conducting psychosocial evaluations,
participating in team review of patient
progress and recommending changes in
treatment based on the patient’s cur-
rent psychosocial needs, providing
casework and groupwork services to
patients and their families in dealing
with the special problems associated
with ESRD, and identifying commu-
nity social agencies and other re-
sources and assisting patients and fam-
ilies to utilize them.

(d) Standard: Dietetic services. Each
patient is evaluated as to his nutri-
tional needs by the attending physician
and by a qualified dietician (§405.2102)
who has an employment or contractual
relationship with the facility. The di-
etician, in consultation with the at-
tending physician, is responsible for as-
sessing the nutritional and dietetic
needs of each patient, recommending
therapeutic diets, counseling patients
and their families on prescribed diets,
and monitoring adherence and response
to diets.

(e) Standard: Self-dialysis support serv-
ices. The renal dialysis facility or cen-
ter furnishing self-dialysis training
upon completion of the patient’s train-
ing, furnishes (either directly, under
agreement or by arrangement with an-
other ESRD facility) the following
services:

(1) Surveillance of the patient’s home
adaptation, including provisions for
visits to the home or the facility;

(2) Consultation for the patient with
a qualified social worker and a quali-
fied dietitian;

(3) A recordkeeping system which
assures continuity of care;

§405.2163

(4) Installation and maintenance of
equipment;

(5) Testing and appropriate treat-
ment of the water; and

(6) Ordering of supplies on an ongoing
basis.

(f) Standard: Participation in recipient
registry. The dialysis facility or center
participates in a patient registry pro-
gram with an OPO designated or redes-
ignated under part 486, subpart G of
this chapter, for patients who are
awaiting cadaveric donor transplan-
tation.

(g) Use of EPO at home: Patient selec-
tion. The dialysis facility, or the physi-
cian responsible for all dialysis-related
services furnished to the patient, must
make a comprehensive assessment that
includes the following:

(1) Pre-selection monitoring. The pa-
tient’s hematocrit (or hemoglobin),
serum iron, transferrin saturation,
serum ferritin, and blood pressure must
be measured.

(2) Conditions the patient must meet.
The assessment must find that the pa-
tient meets the following conditions:

(i) On or after July 1, 1991, is a home
dialysis patient or, on or after January
1, 1994, is a dialysis patient;

(if) Has a hematocrit (or comparable
hemoglobin level) that is as follows:

(A) For a patient who is initiating
EPO treatment, no higher than 30 per-
cent unless there is medical docu-
mentation showing the need for EPO
despite a hematocrit (or comparable
hemoglobin level) higher than 30 per-
cent. (Patients with severe angina, se-
vere pulmonary distress, or severe hy-
pertension may require EPO to prevent
adverse symptoms even if they have
higher hematocrit or hemoglobin lev-
els.)

(B) For a patient who has been re-
ceiving EPO from the facility or the
physician, between 30 and 33 percent.

(iii) Is under the care of—

(A) A physician who is responsible for
all dialysis-related services and who
prescribes the EPO and follows the
drug labeling instructions when moni-
toring the EPO home therapy; and

(B) A renal dialysis facility that es-
tablishes the plan of care and monitors
the progress of the home EPO therapy.

155



§405.2164

(3) Conditions the patient or the pa-
tient’s caregiver must meet. The assess-
ment must find that the patient or a
caregiver who assists the patient in
performing self-dialysis meets the fol-
lowing conditions:

(i) Is trained by the facility to inject
EPO and is capable of carrying out the
procedure.

(i) Is capable of reading and under-
standing the drug labeling.

(iii) Is trained in, and capable of ob-
serving, aseptic techniques.

(4) Care and storage of drug. The as-
sessment must find that EPO can be
stored in the patient’s residence under
refrigeration and that the patient is
aware of the potential hazard of a
child’s having access to the drug and
syringes.

(h) Use of EPO at home: Responsibilities
of the physician or the dialysis facility.
The patient’s physician or dialysis fa-
cility must—

(1) Develop a protocol that follows
the drug label instructions;

(2) Make the protocol available to
the patient to ensure safe and effective
home use of EPO; and

(3) Through the amounts prescribed,
ensure that the drug ‘““on hand’ at any
time does not exceed a 2-month supply.

[43 FR 48953, Oct. 19, 1978, as amended at 51
FR 30362, Aug. 26, 1986; 57 FR 7134, Feb. 28,
1992; 59 FR 1284, Jan. 10, 1994; 59 FR 26958,
May 25, 1994; 59 FR 46513, Sept. 8, 1994; 61 FR
19743, May 2, 1996]

§405.2164 Conditions for coverage of
special purpose renal dialysis facili-
ties.

(a) A special purpose renal dialysis
facility must comply with all condi-
tions for coverage for renal dialysis fa-
cilities specified in 8§405.2130 through
405.2164, with the exception of
§§405.2134, and 405.2137 that relate to
participation in the network activities
and patient long-term programs.

(b) A special purpose renal dialysis
facility must consult with a patient’s
physician to assure that care provided
in the special purpose dialysis facility
is consistent with the patient’s long-
term program and patient care plan re-
quired under §405.2137.

(c) The period of approval for a spe-
cial purpose renal dialysis facility may

42 CFR Ch. IV (10-1-03 Edition)

not exceed 8 calendar months in any
calendar year.

(d) A special purpose renal dialysis
facility may provide services only to
those patients who would otherwise be
unable to obtain treatments in the geo-
graphical areas served by the facility.

[48 FR 21283, May 11, 1983, as amended at 51
FR 30362, Aug. 26, 1986]

§405.2170 Condition: Director of a
renal transplantation center.

The renal transplantation center is
under the general supervision of a
qualified transplantation surgeon
(8405.2102) or a qualified physician-di-
rector (§405.2102), who need not serve
full time. This physician is responsible
for planning, organizing, conducting,
and directing the renal transplantation
center and devotes sufficient time to
carry out these responsibilities, which
include but are not limited to the fol-
lowing:

(a) Participating in the selection of a
suitable treatment modality for each
patient.

(b) Assuring adequate training, of
nurses in the care of transplant pa-
tients.

(c) Assuring that tissue typing and
organ procurement services are avail-
able either directly or under arrange-
ment.

(d) Assuring that transplantation
surgery is performed under the direct
supervision of a qualified transplan-
tation surgeon.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 51 FR
30362, Aug. 26, 1986; 59 FR 46514, Sept. 8, 1994]

§405.2171 Condition: Minimal service
requirements for a renal transplan-
tation center.

Kidney transplantation is furnished
directly by a hospital that is partici-
pating as a provider of services in the
Medicare program and is approved by
CMS as a renal transplantation center.
The renal transplantation center is
under the overall direction of a hos-
pital administrator and medical staff;
if operated by an organizational sub-
sidiary, it is under the direction of an
administrator and medical staff mem-
ber (or committee) who are directly re-
sponsible to the hospital administrator
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and medical staff, respectively. Pa-
tients are accepted for transplantation
only on the order of a physician and
their care continues under the super-
vision of a physician.

(a) Standard: participation in recipient
registry. The renal transplantation cen-
ter participates in a patient registry
program with an OPO certified or re-
certified under part 485, subpart D of
this chapter for patients who are
awaiting cadaveric donor transplan-
tation.

(b) Standard: social services. Social
services are provided to patients and
their families and are directed at sup-
porting and maximizing the social
functioning and adjustment of the pa-
tient. Social services are furnished by a
qualified social worker (§405.2102) who
has an employment or contractual re-
lationship with the facility. The quali-
fied social worker is responsible for
conducting psychosocial evaluations,
participating in team review of patient
progress and recommending changes in
treatment based on the patient’s cur-
rent psychosocial needs, providing
casework and groupwork services to
patients and their families in dealing
with the special problems associated
with ESRD, and identifying commu-
nity social agencies and other re-
sources and assisting patients and fam-
ilies to utilize them.

(c) Standard: dietetic services. Each pa-
tient is evaluated as to his nutritional
needs by the attending physician and a
qualified dietician (§405.2102) who has
an employment or contractual rela-
tionship with the facility. The dieti-
cian, in consultation with the attend-
ing physician, is responsible for assess-
ing the nutritional and dietetic needs
of each patient, recommending thera-
peutic diets, counseling patients and
their families on prescribed diets, and
monitoring adherence and response to
diets.

(d) Standard: Laboratory services: (1)
The renal transplantation center
makes available, directly or under ar-
rangements, laboratory services to
meet the needs of ESRD patients. Lab-
oratory services are performed in a lab-
oratory facility certified in accordance
with part 493 of this chapter.

2 Laboratory services for
crossmatching of recipient serum and

§405.2181

donor lymphocytes for pre-formed anti-
bodies by an acceptable technique are
available on a 24-hour emergency basis.

(e) Standard: Organ procurement. A
renal transplantation center using the
services of an organ procurement orga-
nization designated or redesignated
under part 485, subpart D of this chap-
ter to obtain donor organs has a writ-
ten agreement covering these services.
The renal transplantation center
agrees to notify CMS in writing within
30 days of the termination of the agree-
ment.

[41 FR 22511, June 3, 1976. Redesignated at 42
FR 52826, Sept. 30, 1977, as amended at 51 FR
30362, Aug. 26, 1986; 53 FR 6548, Mar. 1, 1988; 57
FR 7134, Feb. 28, 1992; 59 FR 46514, Sept. 8,
1994]

§405.2180 Termination
coverage.

(a) Except as provided in §405.2181,
failure of a supplier of ESRD services
to meet one or more of the conditions
for coverage set forth in this subpart U
will result in termination of Medicare
coverage of the services furnished by
that supplier.

(b) If termination of coverage is
based solely on a supplier’s failure to
participate in network activities and
pursue network goals, as required by
§405.2134, coverage may be reinstated
when CMS determines that the supplier
is making reasonable and appropriate
efforts to meet that condition.

(c) If termination of coverage is
based on failure to meet any of the
other conditions specified in this sub-
part, coverage will not be reinstated
until CMS finds that the reason for ter-
mination has been removed and there
is reasonable assurance that it will not
recur.

[53 FR 36277, Sept. 19, 1988]

of Medicare

§405.2181 Alternative sanctions.

(a) Basis for application of alternative
sanctions. CMS may, as an alternative
to termination of Medicare coverage,
impose one of the sanctions specified in
paragraph (b) of this section if CMS
finds that—

(1) The supplier fails to participate in
the activities and pursue the goals of
the ESRD network that is designated
to encompass its geographic area; and
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(2) This failure does not jeopardize
patient health and safety.

(b) Alternative sanctions. The alter-
native sanctions that CMS may apply
in the circumstances specified in para-
graph (a) of this section include the fol-
lowing:

(1) Denial of payment for services
furnished to patients first accepted for
care after the effective date of sanction
as specified in the sanction notice.

(2) Reduction of payments, for all
ESRD services furnished by the sup-
plier, by 20 percent for each 30-day pe-
riod after the effective date of sanc-
tion.

(3) Withholding of all payments,
without interest, for all ESRD services
furnished by the supplier to Medicare
beneficiaries.

(c) Duration of sanction. An alter-
native sanction remains in effect until
CMS finds that the supplier is in sub-
stantial compliance with the require-
ment to cooperate in the network plans
and goals, or terminates coverage of
the supplier’s services for lack of com-
pliance.

[53 FR 36277, Sept. 19, 1988]

§405.2182 Notice of sanction and ap-
peal rights: Termination of cov-
erage.

(a) Notice of sanction. CMS gives the
supplier and the general public notice
of sanction and of the effective date of
the sanction. The effective date of the
sanction is at least 30 days after the
date of the notice.

(b) Appeal rights. Termination of
Medicare coverage of a supplier’s
ESRD services because the supplier no
longer meets the conditions for cov-
erage of its services is an initial deter-
mination appealable under part 498 of
this chapter.

[53 FR 36277, Sept. 19, 1988]

§405.2184 Notice of appeal rights: Al-
ternative sanctions.

If CMS proposes to apply a sanction
specified in §405.2181(b), the following
rules apply:

(a) CMS gives the facility notice of
the proposed sanction and 15 days in
which to request a hearing.

(b) If the facility requests a hearing,
CMS provides an informal hearing by a

42 CFR Ch. IV (10-1-03 Edition)

CMS official who was not involved in
making the appealed decision.

(c) During the informal hearing, the
facility—

(1) May be represented by counsel;

(2) Has access to the information on
which the allegation was based; and

(3) May present, orally or in writing,
evidence and documentation to refute
the finding of failure to participate in
network activities and pursue network
goals.

(d) If the written decision of the in-
formal hearing supports application of
the alternative sanction, CMS provides
the facility and the public, at least 30
days before the effective date of the
sanction, with a written notice that
specifies the effective date and the rea-
sons for the sanction.

[53 FR 36277, Sept. 19, 1988]
Subparts V-W [Reserved]

Subpart X—Rural Health Clinic
and Federally Quallified
Health Center Services

AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395hh).

SOURCE: 43 FR 8261, Mar. 1, 1978, unless oth-
erwise noted.

§405.2400 Basis.

Subpart X is based on the provisions
of the following sections of the Act:
Section 1833 sets forth the amounts of
payment for supplementary medical in-
surance services. Section 1861(aa) sets
forth the rural health clinic services
and Federally qualified health center
services covered by the Medicare pro-
gram.

[60 FR 63176, Dec. 8, 1995]

§405.2401 Scope and definitions.

(a) Scope. This subpart establishes
the requirements for coverage and re-
imbursement of rural health clinic and
Federally qualified health center serv-
ices under Medicare.

(b) Definitions. As used in this sub-
part, unless the context indicates oth-
erwise:

Act means the Social Security Act.

Allowable costs means costs that are
incurred by a clinic or center and are
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