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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 HCFA 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;
(ii) 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.

(i) Conducting on-site reviews of fa-
cilities and providers as necessary, as
determined by the medical review
board or HCFA, 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.
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

VerDate 12<OCT>99 09:28 Oct 22, 1999 Jkt 183166 PO 00000 Frm 00128 Fmt 8010 Sfmt 8010 Y:\SGML\183166T.XXX pfrm03 PsN: 183166T



129

Health Care Financing Administration, HHS § 405.2123

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 utilization
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-
tain whether it is properly imple-
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) It 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) It 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.

[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 utilization
rates for classification.

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

[55 FR 23441, June 8, 1990]
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