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fair market value of tangible assets at 
the time of purchase is includable in 
equity capital to the extent that it is 
reasonable except that the cumulative 
allowable return for such excess may 
not exceed 100 percent of such excess. 
For purposes of this section, the cumu-
lative allowable return means the sum 
of the allowable rate of return on eq-
uity capital for all months starting 
from August 1, 1970. For example, if the 
allowable rates of return on equity cap-
ital for a provider are 9 percent for the 
first year (and such year started Au-
gust 1, 1970), 8.5 percent for the second 
year, and 10.5 percent for the third 
year, the cumulative allowable return 
at the end of the third year would be 28 
percent. After the cumulative allow-
able return equals 100 percent, the in-
clusion in equity capital of the excess 
is no longer allowable. 

(4) Computation of return on equity 
capital. For purposes of computing the 
allowable return, the amount of equity 
capital is the average investment dur-
ing the reporting period. The rate of re-
turn allowed, as derived from time to 
time based upon interest rates in ac-
cordance with this principle, is deter-
mined by CMS and communicated 
through intermediaries. Return on in-
vestment as an element of allowable 
costs is subject to apportionment in 
the same manner as other elements of 
allowable costs. 

Example of calculation of cumulative allow-
able return. X purchased a provider on July 1, 
1969, paying $100,000 in excess f the fair mar-
ket value of the assets acquired. Provider X 
files its cost report on a calendar-year basis. 
The allowable rate of return on equity cap-
ital for August 1, 1970-December 31, 1970 (4.538 
percent), is obtained by multiplying the al-
lowable rate of return for the period ending 
December 31, 1970 (10.891) by 5⁄12 (a fraction of 
which the numerator is the number of 
months from August 1, 1970, to the end of the 
cost-reporting period and the denominator is 
the number of months in the cost-reporting 
period). The cumulative allowable return for 
Provider X for the period August 1, 1970-De-
cember 31, 1973, (32.367 percent) is computed 
as follows: 

Cost reporting year ending 

Rate of 
return on 

equity 
capital 

(percent) 

Dec. 31, 1970 ........................................................ 4.538 
Dec. 31, 1971 ........................................................ 8.969 

Cost reporting year ending 

Rate of 
return on 

equity 
capital 

(percent) 

Dec. 31, 1972 ........................................................ 8.891 
Dec. 31, 1973 ........................................................ 9.969 

Total ................................................. 32.367 

(The $100,000 paid in excess of the fair mar-
ket value of the assets acquired is included 
in equity capital until the sum of the allow-
able rate of return on equity capital equals 
100 percent. Of course, no portion of the 
$100,000 may be amortized as an allowable 
cost or is otherwise allowable for any pro-
gram reimbursement purposes other than for 
determining the provider’s equity capital. 

[51 FR 34793, Sept. 30, 1986, as amended at 52 
FR 21225, June 4, 1987; 52 FR 23398, June 19, 
1987; 52 FR 32921, Sept. 1, 1987; 53 FR 12017, 
Apr. 12, 1988; 57 FR 39830, Sept. 1, 1992; 59 FR 
26960, May 25, 1994] 

Subpart H—Payment for End- 
Stage Renal Disease (ESRD) 
Services and Organ Procure-
ment Costs 

SOURCE: 62 FR 43668, Aug. 15, 1997, unless 
otherwise noted. 

§ 413.170 Scope. 

This subpart implements sections 
1881 (b)(2) and (b)(7) of the Act by— 

(a) Setting forth the principles and 
authorities under which CMS is au-
thorized to establish a prospective pay-
ment system for outpatient mainte-
nance dialysis furnished in or under 
the supervision of a dialysis facility 
under part 494 of this chapter (referred 
to as ‘‘facility’’). For purposes of this 
section and § 413.172 through § 413.198, 
‘‘outpatient maintenance dialysis’’ 
means outpatient dialysis provided by 
a dialysis facility, home dialysis or 
self-dialysis as defined in § 494.10 of this 
chapter and includes all items and 
services specified in §§ 410.50 and 410.52 
of this chapter. 

(b) Providing procedures and criteria 
under which a pediatric ESRD facility 
(an ESRD facility with at least a 50 
percent pediatric patient mix as speci-
fied in § 413.184 of this subpart) may re-
ceive an exception to the prospective 
payment rates; and 
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(c) Establishing procedures that a fa-
cility must follow to appeal its pay-
ment amount under the prospective 
payment system. 

[62 FR 43668, Aug. 15, 1997, as amended at 70 
FR 70330, Nov. 21, 2005; 73 FR 20474, Apr. 15, 
2008] 

EFFECTIVE DATE NOTE: At 75 FR 49198, Aug. 
12, 2010, § 413.170 was amended by revising the 
introductory text and paragraphs (a) and (b), 
effective January 1, 2011. For the conven-
ience of the user, the revised text is set forth 
as follows: 

§ 413.170 Scope. 
This subpart implements sections 

1881(b)(2), (b)(4), (b)(7), and (b)(12) through 
(b)(14) of the Act by— 

(a) Setting forth the principles and au-
thorities under which CMS is authorized to 
establish a prospective payment system for 
outpatient maintenance dialysis services in 
or under the supervision of an ESRD facility 
that meets the conditions of coverage in part 
494 of this chapter and as defined in 
§ 413.171(c). 

(b) Providing procedures and criteria under 
which a pediatric ESRD facility (an ESRD 
facility with at least a 50 percent pediatric 
patient mix as specified in § 413.184 of this 
subpart) may receive an exception to its pro-
spective payment rate prior to January 1, 
2011; and 

* * * * * 

§ 413.171 Definitions. 
For purposes of this subpart, the fol-

lowing definitions apply: 
Base rate. The average payment 

amount per-treatment, standardized to 
remove the effects of case-mix and area 
wage levels and further reduced for 
budget neutrality and the outlier per-
centage. The base rate is the amount 
to which the patient-specific case-mix 
adjustments and any ESRD facility ad-
justments, if applicable, are applied. 

Composite Rate Services. Items and 
services used in the provision of out-
patient maintenance dialysis for the 
treatment of ESRD and included in the 
composite payment system established 
under section 1881(b)(7) and the basic 
case-mix adjusted composite payment 
system established under section 
1881(b)(12) of the Act. 

ESRD facility. An ESRD facility is an 
independent facility or a hospital- 
based provider of services (as described 
in § 413.174(b) and (c) of this chapter), 

including facilities that have a self- 
care dialysis unit that furnish only 
self-dialysis services as defined in 
§ 494.10 of this chapter and meets the 
supervision requirements described in 
part 494 of this chapter, and that fur-
nishes institutional dialysis services 
and supplies under § 410.50 and § 410.52 of 
this chapter. 

New ESRD facility. A new ESRD facil-
ity is an ESRD facility (as defined 
above) that is certified for Medicare 
participation on or after January 1, 
2011. 

Pediatric ESRD Patient. A pediatric 
ESRD patient is defined as an indi-
vidual less than 18 years of age who is 
receiving renal dialysis services. 

Renal dialysis services. Effective Janu-
ary 1, 2011, the following items and 
services are considered ‘‘renal dialysis 
services,’’ and paid under the ESRD 
prospective payment system under sec-
tion 1881(b)(14) of the Act: 

(1) Items and services included in the 
composite rate for renal dialysis serv-
ices as of December 31, 2010; 

(2) Erythropoiesis stimulating agents 
and any oral form of such agents that 
are furnished to individuals for the 
treatment of ESRD; 

(3) Other drugs and biologicals that 
are furnished to individuals for the 
treatment of ESRD and for which pay-
ment was (prior to January 1, 2011) 
made separately under Title XVIII of 
the Act (including drugs and 
biologicals with only an oral form), 

(4) Diagnostic laboratory tests and 
other items and services not described 
in paragraph (1) of this definition that 
are furnished to individuals for the 
treatment of ESRD. 

(5) Renal dialysis services do not in-
clude those services that are not essen-
tial for the delivery of maintenance di-
alysis. 

Separately billable items and services. 
Items and services used in the provi-
sion of outpatient maintenance dialy-
sis for the treatment of individuals 
with ESRD that were or would have 
been, prior to January 1, 2011, sepa-
rately payable under Title XVIII of the 
Act and not included in the payment 
systems established under section 
1881(b)(7) and section 1881(b)(12) of the 
Act. 

[75 FR 49198, Aug. 12, 2010] 
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EFFECTIVE DATE NOTE: At 75 FR 49198, Aug. 
12, 2010, § 413.171 was added, effective January 
1, 2011. 

§ 413.172 Principles of prospective 
payment. 

(a) Payments for outpatient mainte-
nance dialysis are based on rates set 
prospectively by CMS. 

(b) All approved ESRD facilities 
must accept the prospective payment 
rates established by CMS as payment 
in full for covered outpatient mainte-
nance dialysis. Approved ESRD facility 
means— 

(1) Any independent or hospital-based 
facility (as defined in accordance with 
§§ 413.174(b) and 413.174(c) of this part) 
that has been approved by CMS to par-
ticipate in Medicare as an ESRD sup-
plier; or 

(2) Any approved independent facility 
with a written agreement with the Sec-
retary. Under the agreement, the inde-
pendent ESRD facility agrees— 

(i) To maintain compliance with the 
conditions for coverage set forth in 
part 494 of this chapter and to report 
promptly to CMS any failure to do so; 
and 

(ii) Not to charge the beneficiary or 
any other person for items and services 
for which the beneficiary is entitled to 
have payment made under the provi-
sions of this part. 

(c) CMS publishes the methodology 
used to establish payment rates and 
the changes specified in § 413.196(b) in 
the FEDERAL REGISTER. 

[62 FR 43668, Aug. 15, 1997, as amended at 73 
FR 20474, Apr. 15, 2008] 

EFFECTIVE DATE NOTE: At 75 FR 49198, Aug. 
12, 2010, § 413.172 was amended by revising 
paragraph (a), (b) introductory text and 
paragraph (b)(1), effective January 1, 2011. 
For the convenience of the user, the revised 
text is set forth as follows: 

§ 413.172 Principles of prospective payment. 
(a) Payment for renal dialysis services as 

defined in § 413.171 and home dialysis services 
as defined in § 413.217 of this chapter are 
based on payment rates set prospectively by 
CMS. 

(b) All approved ESRD facilities must ac-
cept the prospective payment rates estab-
lished by CMS as payment in full for covered 
renal dialysis services as defined in § 413.171 
or home dialysis services. Approved ESRD 
facility means— 

(1) Any independent ESRD facility or hos-
pital-based provider of services (as defined in 
§ 413.174(b) and § 413.174(c) of this part) that 
has been approved by CMS to participate in 
Medicare as an ESRD supplier; or 

* * * * * 

§ 413.174 Prospective rates for hos-
pital-based and independent ESRD 
facilities. 

(a) Establishment of rates. CMS estab-
lishes prospective payment rates for 
ESRD facilities using the following 
methodology: 

(1) For dialysis services furnished 
prior to January 1, 2009, the method-
ology differentiates between hospital- 
based and independent ESRD facilities; 

(2) For dialysis services furnished on 
or after January 1, 2009— 

(i) The composite rate paid to hos-
pital-based facilities for dialysis serv-
ices shall be the same as the composite 
rate paid for such services furnished by 
independent renal dialysis facilities. 

(ii) When applying the geographic 
index to hospital-based facilities, the 
labor share shall be based on the labor 
share otherwise applied for renal dialy-
sis facilities. 

(3) Effectively encourages efficient 
delivery of dialysis services; and 

(4) Provides incentives for increasing 
the use of home dialysis. 

(b) Determination of independent facil-
ity. For purposes of rate-setting and 
payment under this section, CMS con-
siders any facility that does not meet 
all of the criteria of a hospital-based 
facility to be an independent facility. 
A determination under this paragraph 
(b) is an initial determination under 
§ 498.3 of this chapter. 

(c) Determination of hospital-based fa-
cility. A determination under this para-
graph (c) is an initial determination 
under § 498.3 of this chapter. CMS deter-
mines that a facility is hospital-based 
if the— 

(1) Facility and hospital are subject 
to the bylaws and operating decisions 
of a common governing board. This 
governing board, which has final ad-
ministrative responsibility, approves 
all personnel actions, appoints medical 
staff, and carries out similar manage-
ment functions; 

(2) Facility’s director or adminis-
trator is under the supervision of the 
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hospital’s chief executive officer and 
reports through him or her to the gov-
erning board; 

(3) Facility personnel policies and 
practices conform to those of the hos-
pital; 

(4) Administrative functions of the 
facility (for example, records, billing, 
laundry, housekeeping, and pur-
chasing) are integrated with those of 
the hospital; and 

(5) Facility and hospital are finan-
cially integrated, as evidenced by the 
cost report, which reflects allocation of 
overhead to the facility through the re-
quired step-down methodology. 

(d) Nondetermination of hospital-based 
facility. In determining whether a facil-
ity is hospital-based, CMS does not 
consider— 

(1) An agreement between a facility 
and a hospital concerning patient re-
ferral; 

(2) A shared service arrangement be-
tween a facility and a hospital; or 

(3) The physical location of a facility 
on the premises of a hospital. 

(e) Add-on amounts. If all the physi-
cians furnishing services to patients in 
an ESRD facility elect the initial 
method of payment (as described in 
§ 414.313(c) of this chapter), the prospec-
tive rate (as described in paragraph (a) 
of this section) paid to that facility is 
increased by an add-on amount as de-
scribed in § 414.313. 

(f) Additional payment for separately 
billable drugs. CMS makes an additional 
payment for certain drugs furnished to 
ESRD patients by a Medicare-approved 
ESRD facility. CMS makes this pay-
ment directly to the ESRD facility. 
Payment for these drugs is made— 

(1) Only on an assignment basis, di-
rectly to the facility which must ac-
cept, as payment in full, the amount 
that CMS determines; 

(2) Subject to the Part B deductible 
and coinsurance; 

(3) Effective January 1, 2006, to hos-
pital-based ESRD facilities in accord-
ance with the methodology specified in 
§ 414.904 of this subchapter. 

(4) To independent ESRD facilities in 
accordance with the methodology spec-
ified in § 405.517 of this subchapter. 

[62 FR 43668, Aug. 15, 1997, as amended at 70 
FR 70330, Nov. 21, 2005; 73 FR 69935, Nov. 19, 
2008] 

EFFECTIVE DATE NOTE: At 75 FR 49198, Aug. 
12, 2010, § 413.174 was amended by revising 
paragraphs (a), (f) introductory text and 
(f)(3) and (4) and adding paragraph (f)(5), ef-
fective January 1, 2011, and by adding para-
graph (f)(6), effective January 1, 2014. For the 
convenience of the user, the added and re-
vised text is set forth as follows: 

§ 413.174 Prospective rates for hospital- 
based and independent ESRD facilities. 

(a) Establishment of rates. CMS establishes 
prospective payment rates for ESRD facili-
ties using a methodology that— 

(1) Differentiates between hospital-based 
providers of services and independent ESRD 
facilities for items and services furnished 
prior to January 1, 2009; 

(2) Does not differentiate between hospital- 
based providers of services and independent 
ESRD facilities for items and services fur-
nished on or after January 1, 2009; and 

(3) Requires the labor share be based on the 
labor share otherwise applied to independent 
ESRD facilities when applying the geo-
graphic index to hospital-based ESRD pro-
viders of services, on or after January 1, 2009. 

* * * * * 

(f) Additional payment for separately billable 
drugs and biologicals. Prior to January 1, 2011, 
CMS makes additional payment directly to 
an ESRD facility for certain ESRD-related 
drugs and biologicals furnished to ESRD pa-
tients. 

* * * * * 

(3) For drugs furnished prior to January 1, 
2006, payment is made to hospital-based 
ESRD providers of services on a reasonable 
cost basis. Effective January 1, 2006, and 
prior to January 1, 2011, payment for drugs 
furnished by a hospital-based ESRD provider 
of service is based on the methodology speci-
fied in § 414.904 of this chapter. 

(4) For drugs furnished prior to January 1, 
2006, payment is made to independent ESRD 
facilities based on the methodology specified 
in § 405.517 of this chapter. Effective January 
1, 2006, and prior to January 1, 2011, payment 
for drugs and biological furnished by inde-
pendent ESRD facilities is based on the 
methodology specified in § 414.904 of this 
chapter. 

(5) Effective January 1, 2011, except as pro-
vided below, payment to an ESRD facility 
for renal dialysis service drugs and 
biologicals as defined in § 413.171, furnished 
to ESRD patients on or after January 1, 2011 
is incorporated within the prospective pay-
ment system rates established by CMS in 
§ 413.230 and separate payment will no longer 
be provided. 

(6) Effective January 1, 2014, payment to an 
ESRD facility for renal dialysis service drugs 
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and biologicals with only an oral form fur-
nished to ESRD patients is incorporated 
within the prospective payment system rates 
established by CMS in § 413.230 and separate 
payment will no longer be provided. 

§ 413.176 Amount of payments. 
(a) If the beneficiary has incurred the 

full deductible applicable under Part B 
of Medicare before the dialysis treat-
ment, the intermediary pays the facil-
ity 80 percent of its prospective pay-
ment rate. 

(b) If the beneficiary has not incurred 
the full deductible applicable under 
Part B of Medicare before the dialysis 
treatment, the intermediary subtracts 
the amount applicable to the deduct-
ible from the facility’s prospective rate 
and pays the facility 80 percent of the 
remainder, if any. 

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug. 
12, 2010, § 413.176 was revised, effective Janu-
ary 1, 2011. For the convenience of the user, 
the revise text is set forth as follows: 

§ 413.176 Amount of payments. 
For items and services, for which payment 

is made under section 1881(b)(7), section 
1881(b)(12), and section 1881(b)(14) of the Act: 

(a) If the beneficiary has incurred the full 
deductible applicable under Part B of Medi-
care before the dialysis treatment, Medicare 
pays the ESRD facility 80 percent of its pro-
spective rate. 

(b) If the beneficiary has not incurred the 
full deductible applicable under Part B of 
Medicare before the dialysis treatment, CMS 
subtracts the amount applicable to the de-
ductible from the ESRD facility’s prospec-
tive rate and pays the facility 80 percent of 
the remainder, if any. 

§ 413.178 Bad debts. 
(a) CMS will reimburse each facility 

its allowable Medicare bad debts, as de-
fined in § 413.89(b), up to the facility’s 
costs, as determined under Medicare 
principles, in a single lump sum pay-
ment at the end of the facility’s cost 
reporting period. 

(b) A facility must attempt to collect 
deductible and coinsurance amounts 
owed by beneficiaries before requesting 
reimbursement from CMS for 
uncollectible amounts. Section 413.89 
specifies the collection efforts facili-
ties must make. 

(c) A facility must request payment 
for uncollectible deductible and coin-
surance amounts owed by beneficiaries 

by submitting an itemized list that 
specifically enumerates all uncollect-
able amounts related to covered serv-
ices under the composite rate. 

(d) Bad debts arising from covered 
ESRD services paid under a reasonable 
charge-based methodology or a fee 
schedule are not reimbursable under 
the program. 

[62 FR 43668, Aug. 15, 1997, as amended at 70 
FR 47489, Aug. 12, 2005; 71 FR 69785, Dec. 1, 
2006] 

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug. 
12, 2010, § 413.178 was amended by revising 
paragraph (d), effective January 1, 2011. For 
the convenience of the user, the revised text 
is set forth as follows: 

§ 413.178 Bad debts. 

* * * * * 

(d) Exceptions. (1) Bad debts arising from 
covered ESRD services paid under a reason-
able charge-based methodology or a fee 
schedule are not reimbursable under the pro-
gram. 

(2) For services furnished on or after Janu-
ary 1, 2011, bad debts arising from covered 
ESRD items or services that, prior to Janu-
ary 1, 2011 were paid under a reasonable 
charge-based methodology or a fee schedule, 
including but not limited to drugs, labora-
tory tests, and supplies are not reimbursable 
under the program. 

§ 413.180 Procedures for requesting ex-
ceptions to payment rates. 

(a) Outpatient maintenance dialysis 
payments. All payments for outpatient 
maintenance dialysis furnished at or 
by facilities are made on the basis of 
prospective payment rates. 

(b) Criteria for requesting an exception. 
If a pediatric ESRD facility projects on 
the basis of prior year costs and utili-
zation trends that it has an allowable 
cost per treatment higher than its pro-
spective rate set under § 413.174, and if 
these excess costs are attributable to 
one or more of the factors in § 413.182, 
the facility may request, in accordance 
with paragraph (e) of this section, that 
CMS approve an exception to that rate 
and set a higher prospective payment 
rate. 

(c) Application of deductible and coin-
surance. The higher payment rate is 
subject to the application of deductible 
and coinsurance in accordance with 
§ 413.176. 
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(d) Payment rate exception request. Ef-
fective October 1, 2002, CMS may ap-
prove exceptions to a pediatric ESRD 
facility’s updated prospective payment 
rate, if the pediatric ESRD facility did 
not have an approved exception rate as 
of October 1, 2002. A pediatric ESRD fa-
cility may request an exception to its 
payment rate at any time after it is in 
operation for at least 12 consecutive 
months. 

(e) Documentation for a payment rate 
exception request. If the facility is re-
questing an exception to its payment 
rate, it must submit to CMS its most 
recently completed cost report as re-
quired under § 413.198 and whatever sta-
tistics, data, and budgetary projections 
as determined by CMS to be needed to 
adjudicate each type of exception. CMS 
may audit any cost report or other in-
formation submitted. The materials 
submitted to CMS must— 

(1) Separately identify elements of 
cost contributing to costs per treat-
ment in excess of the facility’s pay-
ment rate; 

(2) Show that the facility’s costs, in-
cluding those costs that are not di-
rectly attributable to the exception 
criteria, are allowable and reasonable 
under the reasonable cost principles set 
forth in this part; 

(3) Show that the elements of exces-
sive cost are specifically attributable 
to one or more conditions specified in 
§ 413.182; 

(4) Specify the amount of additional 
payment per treatment the facility be-
lieves is required for it to recover its 
justifiable excess costs; and 

(5) Specify that the facility has com-
pared its most recently completed cost 
report with cost reports from (at least 
2) prior years. The facility must ex-
plain any material statistical data or 
cost changes, or both, and include an 
explanation with the documentation 
supporting the exception request. 

(f) Completion of requirements and cri-
teria. The facility must demonstrate to 
CMS’s satisfaction that the require-
ments of this section and the criteria 
in § 413.182 are fully met. The burden of 
proof is on the facility to show that 
one or more of the criteria are met and 
that the excessive costs are justifiable 
under the reasonable cost principles set 
forth in this part. 

(g) Approval of an exception request. 
An exception request is deemed ap-
proved unless it is disapproved within 
60 working days after it is filed with its 
intermediary. 

(h) Determination of an exception re-
quest. In determining the facility’s pay-
ment rate under the exception process, 
CMS excludes all costs that are not 
reasonable or allowable under the rea-
sonable cost principles set forth in this 
part. 

(i) Period of approval: Payment excep-
tion request. A prospective exception 
payment rate approved by CMS applies 
for the period from the date the com-
plete exception request was filed with 
its intermediary until 30 days after the 
intermediary’s receipt of the facility’s 
letter notifying the intermediary of 
the facility’s request to give up its ex-
ception rate and be subject to the basic 
case-mix adjusted composite payment 
rate methodology. ESRD facilities 
electing to retain their nonpediatric or 
pediatric exception rates (including 
self-dialysis training) do not need to 
notify their intermediaries. Once a fa-
cility notifies its fiscal intermediary in 
writing that it cannot retain its cur-
rent exception rate, that decision can-
not be subsequently reversed. 

(j) Denial of an exception request. CMS 
denies exception requests submitted 
without the documentation specified in 
§ 413.182 and the applicable regulations 
cited there. 

(k) Criteria for refiling a denied excep-
tion request. A pediatric ESRD facility 
that was denied an exception request 
may immediately file another excep-
tion request. Any subsequent exception 
request must address and document the 
issues cited in CMS’ denial letter. 

[62 FR 43668, Aug. 15, 1997, as amended at 70 
FR 70331, Nov. 21, 2005] 

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug. 
12, 2010, § 413.180 was amended by adding 
paragraph (l), effective January 1, 2011. For 
the convenience of the user, the added text is 
set forth as follows: 

§ 413.180 Procedures for requesting excep-
tions to payment rates. 

* * * * * 

(l) Periods of exceptions. (1) Prior to Decem-
ber 31, 2000, an ESRD facility may receive an 
exception to its composite payment rate for 
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isolated essential facilities, self dialysis 
training costs, atypical service intensity (pa-
tient mix) and pediatric facilities. 

(2) Effective December 31, 2000, an ESRD 
facility not subject to paragraph (l)(3), is no 
longer granted any new exception to the 
composite payment rate as defined in 
§ 413.180(1). 

(3) Effective April 1, 2004 through Sep-
tember 27, 2004, and on an annual basis, an 
ESRD facility with at least 50 percent pedi-
atric patient mix as specified in § 413.184 of 
this part, that did not have an exception rate 
in effect as of October 1, 2002, may apply for 
an exception to its composite payment rate. 

(4) For ESRD facilities that are paid a 
blended rate for renal dialysis services pro-
vided during the transition described in 
§ 413.239 of this part, any existing exceptions 
for isolated essential facilities, self dialysis 
training costs, atypical service intensity (pa-
tient mix) and pediatric facilities are used as 
the payment amount in place of the com-
posite rate, and will be terminated for ESRD 
services furnished on or after January 1, 2014. 

(5) For ESRD facilities that, in accordance 
with § 413.239(b) of this part, elect to be paid 
for renal dialysis services provided during 
the transition based on 100 percent of the 
payment amount determined under § 413.220, 
any existing exceptions for isolated essential 
facilities, self dialysis training costs, atypi-
cal service intensity (patient mix) and pedi-
atric facilities are terminated for ESRD 
services furnished on or after January 1, 2011. 

§ 413.182 Criteria for approval of ex-
ception requests. 

(a) CMS may approve exceptions to a 
pediatric ESRD facility’s prospective 
payment rate if the pediatric ESRD fa-
cility did not have an approved excep-
tion rate as of October 1, 2002. 

(b) The pediatric ESRD facility must 
demonstrate, by convincing objective 
evidence, that its total per treatment 
costs are reasonable and allowable 
under the relevant cost reimbursement 
principles of part 413 and that its per 
treatment costs in excess of its pay-
ment rate are directly attributable to 
any of the following criteria: 

(1) Pediatric patient mix, as specified 
in § 413.184. 

(2) Self-dialysis training costs in pe-
diatric facilities, as specified in 
§ 413.186. 

[70 FR 70331, Nov. 21, 2005] 

§ 413.184 Payment exception: Pediatric 
patient mix. 

(a) Qualifications. To qualify for an 
exception to its prospective payment 

rate based on its pediatric patient mix 
a facility must demonstrate that— 

(1) At least 50 percent of its patients 
are individuals under 18 years of age; 

(2) Its nursing personnel costs are al-
located properly between each mode of 
care; 

(3) The additional nursing hours per 
treatment are not the result of an ex-
cess number of employees; 

(4) Its pediatric patients require a 
significantly higher staff-to-patient 
ratio than typical adult patients; and 

(5) These services, procedures, or sup-
plies and their per treatment costs are 
clearly prudent and reasonable when 
compared to those of pediatric facili-
ties with a similar patient mix. 

(b) Documentation. (1) A pediatric 
ESRD facility must submit a listing of 
all outpatient dialysis patients (includ-
ing all home patients) treated during 
the most recently completed and filed 
cost report (in accordance with cost re-
porting requirements under § 413.198) 
showing— 

(i) Age of patients and percentage of 
patients under the age of 18; 

(ii) Individual patient diagnosis; 
(iii) Home patients and ages; 
(iv) In-facility patients, staff-as-

sisted, or self-dialysis; 
(v) Diabetic patients; and 
(vi) Patients isolated because of con-

tagious disease. 
(2) The facility also must— 
(i) Submit documentation on costs of 

nursing personnel (registered nurses, 
licensed practical nurses, technicians, 
and aides) incurred during the most re-
cently completed fiscal year cost re-
port showing— 

(A) Amount each employee was paid; 
(B) Number of personnel; 
(C) Amount of time spent in the di-

alysis unit; and 
(D) Staff-to-patient ratio based on 

total hours, with an analysis of produc-
tive and nonproductive hours. 

(ii) Submit documentation on supply 
costs incurred during the most re-
cently completed fiscal or calendar 
year cost report showing— 

(A) By modality, a complete list of 
supplies used routinely in a dialysis 
treatment; 

(B) The make and model number of 
each dialyzer and its component cost; 
and 
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(C) That supplies are prudently pur-
chased (for example, that bulk dis-
counts are used when available). 

(iii) Submit documentation on over-
head costs incurred during the most re-
cently completed fiscal or calendar 
year cost reporting year showing— 

(A) The basis of the higher overhead 
costs; 

(B) The impact on the specific cost 
components; and 

(C) The effect on per treatment costs. 

[62 FR 43668, Aug. 15, 1997, as amended at 70 
FR 70331, Nov. 21, 2005] 

§ 413.186 Payment exception: Self-di-
alysis training costs in pediatric fa-
cilities. 

(a) Qualification. To qualify for an ex-
ception to the prospective payment 
rate based on self-dialysis training 
costs, the pediatric ESRD facility must 
establish that it incurs per treatment 
costs for furnishing self-dialysis and 
home dialysis training that exceed the 
facility’s payment rate for the training 
sessions. 

(b) Justification. To justify its excep-
tion request, a facility must— 

(1) Separately identify those ele-
ments contributing to its costs in ex-
cess of the composite training rate; and 

(2) Demonstrate that its per treat-
ment costs are reasonable and allow-
able. 

(c) Criteria for determining proper cost 
reporting. CMS considers the pediatric 
ESRD facility’s total costs, cost find-
ing and apportionment, including its 
allocation of costs, to determine if 
costs are properly reported by treat-
ment modality. 

(d) Limitation of exception requests. Ex-
ception requests for a higher training 
rate are limited to those cost compo-
nents relating to training such as tech-
nical staff, medical supplies, and the 
special costs of education (manuals and 
education materials). These requests 
may include overhead and other indi-
rect costs to the extent that these 
costs are directly attributable to the 
additional training costs. 

(e) Documentation. The pediatric 
ESRD facility must provide the fol-
lowing information to support its ex-
ception request: 

(1) A copy of the facility’s training 
program. 

(2) Computation of the facility’s cost 
per treatment for maintenance sessions 
and training sessions including an ex-
planation of the cost difference be-
tween the two modalities. 

(3) Class size and patients’ training 
schedules. 

(4) Number of training sessions re-
quired, by treatment modality, to train 
patients. 

(5) Number of patients trained for the 
current year and the prior 2 years on a 
monthly basis. 

(6) Projection for the next 12 months 
of future training candidates. 

(7) The number and qualifications of 
staff at training sessions. 

(f) Accelerated training exception. (1) A 
pediatric ESRD facility may bill Medi-
care for a dialysis training session only 
when a patient receives a dialysis 
treatment (normally 3 times a week for 
hemodialysis). Continuous cycling 
peritoneal dialysis (CCPD) and contin-
uous ambulatory peritoneal dialysis 
(CAPD) are daily treatment modali-
ties; ESRD facilities are paid the 
equivalent of three hemodialysis treat-
ments for each week that CCPD and 
CAPD treatments are provided. 

(2) If a pediatric ESRD facility elects 
to train all its patients using a par-
ticular treatment modality more often 
than during each dialysis treatment 
and, as a result, the number of billable 
training dialysis sessions is less than 
the number of actual training sessions, 
the facility may request a composite 
rate exception, limited to the lesser of 
the— 

(i) Facility’s projected training cost 
per treatment; or 

(ii) Cost per treatment the facility 
receives in training a patient if it had 
trained patients only during a dialysis 
treatment, that is, three times per 
week. 

(3) An ESRD facility may bill a max-
imum of 25 training sessions per pa-
tient for hemodialysis training and 15 
sessions for CCPD and CAPD training. 

(4) In computing the payment 
amount under an accelerated training 
exception, CMS uses a minimum num-
ber of training sessions per patient (15 
for hemodialysis and 5 for CAPD and 
CCPD) when the facility actually pro-
vides fewer than the minimum number 
of training sessions. 
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(5) To justify an accelerated training 
exception request, an ESRD facility 
must document that a significant num-
ber of training sessions for a particular 
modality are provided during a shorter 
but more condensed period. 

(6) The facility must submit with the 
exception request a list of patients, by 
modality, trained during the most re-
cent cost report period. The list must 
include each beneficiary’s— 

(i) Name; 
(ii) Age; and 
(iii) Training status (completed, not 

completed, being retrained, or in the 
process of being trained). 

(7) The total treatments from the pa-
tient list must be the same as the total 
treatments reported on the cost report 
filed with the request. 

[70 FR 70331, Nov. 21, 2005] 

§ 413.194 Appeals. 
(a) Appeals under section 1878 of the 

Act. (1) A facility that disputes the 
amount of its allowable Medicare bad 
debts reimbursed by CMS under 
§ 413.178 may request review by the 
intermediary or the Provider Reim-
bursement Review Board (PRRB) in ac-
cordance with subpart R of part 405 of 
this chapter. 

(2) A facility must request and obtain 
a final agency decision prior to seeking 
judicial review of a dispute regarding 
the amount of allowable Medicare bad 
debts. 

(b) Other appeals. (1) A facility that 
has requested higher payment per 
treatment in accordance with § 413.180 
may request review from the inter-
mediary or the PRRB if CMS has de-
nied the request in whole or in part. In 
such a case, the procedure in subpart R 
of part 405 of this chapter is followed to 
the extent that it is applicable. 

(2) The PRRB has the authority to 
review the action taken by CMS on the 
facility’s requests. However, the 
PRRB’s decision is subject to review by 
the Administrator under § 405.1875 of 
this chapter. 

(3) A facility must request and obtain 
a final agency decision, in accordance 
with paragraph (b)(1) of this section, 
prior to seeking judicial review of the 
denial, in whole or in part, of the ex-
ception request. 

(c) Procedure. (1) The facility must re-
quest review within 180 days of the 
date of the decision on which review is 
sought. 

(2) The facility may not submit to 
the reviewing entity, whether it is the 
intermediary or the PRRB, any addi-
tional information or cost data that 
had not been submitted to CMS at the 
time CMS evaluated the exception re-
quest. 

(d) Determining amount in controversy. 
For purposes of determining PRRB ju-
risdiction under subpart R of part 405 
of this chapter for the appeals de-
scribed in paragraph (b) of this sec-
tion— 

(1) The amount in controversy per 
treatment is determined by sub-
tracting the amount of program pay-
ment from the amount the facility re-
quested under § 413.180; and 

(2) The total amount in controversy 
is calculated by multiplying the 
amount in controversy per treatment 
by the projected number of treatments 
for the exception request period. 

§ 413.195 Limitation on Review. 
Administrative or judicial review 

under section 1869 of the Act, section 
1878 of the Act, or otherwise of the fol-
lowing is prohibited: The determina-
tion of payment amounts under section 
1881(b)(14)(A) of the Act, the establish-
ment of an appropriate unit of pay-
ment under section 1881(b)(14)(C) of the 
Act, the identification of renal dialysis 
services included in the bundled pay-
ment, the adjustments under section 
1881(b)(14)(D) of the Act, the applica-
tion of the phase-in under section 
1881(b)(14)(E) of the Act, and the estab-
lishment of the market basket percent-
age increase factors under section 
1881(b)(14)(F) of the Act. 

[75 FR 49199, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug. 
12, 2010, § 413.195 was added, effective January 
1, 2011. 

§ 413.196 Notification of changes in 
rate-setting methodologies and pay-
ment rates. 

(a) CMS or the facility’s inter-
mediary notifies each facility of 
changes in its payment rate. This no-
tice includes changes in individual fa-
cility payment rates resulting from 
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corrections or revisions of particular 
geographic labor cost adjustment fac-
tors. 

(b) Changes in payment rates result-
ing from incorporation of updated cost 
data or general revisions of geographic 
labor cost adjustment factors are an-
nounced by notice published in the 
FEDERAL REGISTER without oppor-
tunity for prior comment. Revisions of 
the rate-setting methodology are pub-
lished in the FEDERAL REGISTER in ac-
cordance with the Department’s estab-
lished rulemaking procedures. 

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug. 
12, 2010, § 413.196 was amended by adding 
paragraphs (c) and (d), effective January 1, 
2011. For the convenience of the user, the 
added text is set forth below: 

§ 413.196 Notification of changes in rate-set-
ting methodologies and payment rates. 

* * * * * 

(c) Effective for items and services fur-
nished on or after January 1, 2011 and before 
January 1, 2012, CMS adjusts the composite 
rate portion of the basic case-mix adjusted 
composite payment system described in 
§ 413.220 by the ESRD bundled market basket 
percentage increase factor. 

(d) Effective for items and services fur-
nished on or after January 1, 2012, CMS up-
dates on an annual basis the following: 

(1) The per-treatment base rate and the 
composite rate portion of the basic case-mix 
adjusted composite payment system de-
scribed in § 413.220 by the ESRD bundled mar-
ket basket percentage increase factor minus 
a productivity adjustment factor. 

(2) The wage index using the most current 
hospital wage data. 

(3) The fixed dollar loss amount as defined 
in § 413.237 of this part to ensure that outlier 
payments continue to be 1.0 percent of total 
payments to ESRD facilities. 

§ 413.198 Recordkeeping and cost re-
porting requirements for outpatient 
maintenance dialysis. 

(a) Purpose and Scope. This section 
implements section 1881(b)(2)(B)(i) of 
the Act by specifying recordkeeping 
and cost reporting requirements for 
ESRD facilities under part 494 of this 
chapter. The records and reports will 
enable CMS to determine the costs in-
curred in furnishing outpatient main-
tenance dialysis as defined in 
§ 413.170(a). 

(b) Recordkeeping and reporting re-
quirements. (1) Each facility must keep 

adequate records and submit the appro-
priate CMS-approved cost report in ac-
cordance with §§ 413.20 and 413.24, which 
provide rules on financial data and re-
ports, and adequate cost data and cost 
finding, respectively. 

(2) The cost reimbursement prin-
ciples set forth in this part (beginning 
with § 413.134, Depreciation, and exclud-
ing the principles listed in paragraph 
(b)(4) of this section), apply in the de-
termination and reporting of the allow-
able cost incurred in furnishing out-
patient maintenance dialysis treat-
ments to patients dialyzing in the fa-
cility, or incurred by the facility in 
furnishing home dialysis service, sup-
plies, and equipment. 

(3) Allowable cost is the reasonable 
cost related to dialysis treatments. 
Reasonable cost includes all necessary 
and proper expenses incurred by the fa-
cility in furnishing the dialysis treat-
ments, such as administrative costs, 
maintenance costs, and premium pay-
ments for employee health and pension 
plans. It includes both direct and indi-
rect costs and normal standby costs. 
Reasonable cost does not include costs 
that— 

(i) Are not related to patient care for 
outpatient maintenance dialysis; 

(ii) Are for services or items specifi-
cally not reimbursable under the pro-
gram; 

(iii) Flow from the provision of lux-
ury items or servicess (items or serv-
ices substantially in excess of or more 
expensive than those generally consid-
ered necessary for the provision of 
needed health services); or 

(iv) Are found to be substantially out 
of line with other institutions in the 
same area that are similar in size, 
scope of services, utilization, and other 
relevant factors. 

(4) The following principles of this 
part do not apply in determining ad-
justments to allowable costs as re-
ported by ESRD facilities: 

(i) Section 413.157, Return on equity 
capital of proprietary providers; 

(ii) Section 413.200, Reimbursement of 
OPAs and histocompatibility labora-
tories; 

(iii) Section 413.9, Cost related to pa-
tient care (except for the principles 
stated in paragraph (b)(3) of this sec-
tion); and 
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(iv) Sections 413.64, Payments to pro-
viders, and §§ 413.13, 413.30, 413.35, 413.40, 
413.74, and §§ 415.55 through 415.70, 
§ 415.162, and § 415.164 of this chapter, 
Principles of reimbursement for serv-
ices by hospital-based physicians. 

[62 FR 43668, Aug. 15, 1997, as amended at 73 
FR 20474, Apr. 15, 2008] 

§ 413.200 Payment of independent 
organ procurement organizations 
and histocompatibility laboratories. 

(a) Principle. Covered services fur-
nished after September 30, 1978 by 
organ procurement organizations 
(OPOs) and histocompatibility labora-
tories in connection with kidney acqui-
sition and transplantation will be re-
imbursed under the principles for de-
termining reasonable cost contained in 
this part. Services furnished by free-
standing OPOs and histocompatibility 
laboratories, that have an agreement 
with the Secretary in accordance with 
paragraph (c) of this section, will be re-
imbursed by making an interim pay-
ment to the transplant hospitals using 
these services and by making a retro-
active adjustment, directly with the 
OPO or laboratory, based upon a cost 
report filed by the OPO or laboratory. 
(The reasonable costs of services fur-
nished by hospital based OPOs or lab-
oratories will be reimbursed in accord-
ance with the principles contained in 
§§ 413.60 and 413.64.) 

(b) Definitions. For purposes of this 
section: 

Freestanding refers to an OPO or a 
histocompatibility laboratory that is 
not— 

(1) Subject to the control of the hos-
pital with respect to the hiring, firing, 
training, and paying of employees; and 

(2) Considered as a department of the 
hospital for insurance purposes (includ-
ing malpractice insurance, general li-
ability insurance, worker’s compensa-
tion insurance, and employee retire-
ment insurance). 

Histocompatibility laboratory means a 
laboratory meeting the standards and 
providing the services for kidneys or 
other organs set forth in § 413.2171(d) of 
this chapter. 

OPO means an organization defined 
in § 486.302 of this chapter. 

(c) Agreements with independent OPOs 
and laboratories. (1) Any freestanding 

OPO or histocompatibility laboratory 
that wishes to have the cost of its 
pretransplant services reimbursed 
under the Medicare program must file 
an agreement with CMS under which 
the OPO or laboratory agrees— 

(i) To file a cost report in accordance 
with § 413.24(f) within three months 
after the end of each fiscal year; 

(ii) To permit CMS to designate an 
intermediary to determine the interim 
reimbursement rate payable to the 
transplant hospitals for services pro-
vided by the OPO or laboratory and to 
make a determination of reasonable 
cost based upon the cost report filed by 
the OPO or laboratory; 

(iii) To provide such budget or cost 
projection information as may be re-
quired to establish an initial interim 
reimbursement rate; 

(iv) To pay to CMS amounts that 
have been paid by CMS to transplant 
hospitals and that are determined to be 
in excess of the reasonable cost of the 
services provided by the OPO or labora-
tory; and 

(v) Not to charge any individual for 
items or services for which that indi-
vidual is entitled to have payment 
made under section 1861 of the Act. 

(2) The initial cost report due from 
an OPO or laboratory is for its first fis-
cal year during any portion of which it 
had an agreement with the Secretary 
under paragraphs (c) (1) and (2) of this 
section. The initial cost report covers 
only the period covered by the agree-
ment. 

(d) Interim reimbursement. (1) Hos-
pitals eligible to receive Medicare re-
imbursement for renal transplantation 
will be paid for the pretransplantation 
services of a freestanding OPO or 
histocompatibility laboratory that has 
an agreement with the Secretary under 
paragraph (c) of this section, on the 
basis of an interim rate established by 
an intermediary for that OPO or lab-
oratory. 

(2) The interim rate will be based on 
the average cost per service incurred 
by an OPO or laboratory, during its 
previous fiscal year, associated with 
procuring a kidney for transplantation. 
This interim rate may be adjusted if 
necessary for anticipated cost changes. 
If there is not adequate cost data to de-
termine the initial interim rate, it will 
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be determined according to the OPO’s 
or laboratory’s estimate of its pro-
jected costs for the fiscal year. 

(3) Payments made on the basis of 
the interim rate will be reconciled di-
rectly with the OPO or laboratory after 
the close of its fiscal year, in accord-
ance with paragraph (e) of this section. 

(4) Information on the interim rate 
for all freestanding OPOs and 
histocompatibility laboratories shall 
be disseminated to all transplant hos-
pitals and intermediaries. 

(e) Retroactive adjustment—(1) Cost re-
ports. Information provided in cost re-
ports by freestanding OPOs and 
histocompatibility laboratories must 
meet the requirements for cost data 
and cost finding specified in paragraphs 
(a) through (e) of § 413.24. These cost re-
ports must provide a complete account-
ing of the cost incurred by the agency 
or laboratory in providing covered 
services, the total number of Medicare 
beneficiaries who received those serv-
ices, and any other data necessary to 
enable the intermediary to make a de-
termination of the reasonable cost of 
covered services provided to Medicare 
beneficiaries. 

(2) Audit and adjustment. A cost re-
port submitted by a freestanding OPO 
or histocompatibility laboratory will 
be reviewed by the intermediary and a 
new interim reimbursement rate for 
the succeeding fiscal year will be es-
tablished based upon this review. A ret-
roactive adjustment in the amount 
paid under the interim rate will be 
made in accordance with § 413.64(f). If 
the determination of reasonable cost 
reveals an overpayment or under-
payment resulting from the interim re-
imbursement rate paid to transplant 
hospitals, a lump sum adjustment will 
be made directly between that inter-
mediary and the OPO or laboratory. 

(f) For services furnished on or after 
April 1, 1988, no payment may be made 
for services furnished by an OPO that 
does not meet the requirements of part 
486, subpart G of this chapter. 

(g) Appeals. Any OPO or 
histocompatibility laboratory that dis-
agrees with an intermediary’s cost de-
termination under this section is enti-
tled to an intermediary hearing, in ac-
cordance with the procedures con-
tained in §§ 405.1811 through 405.1833, if 

the amount in controversy is $1,000 or 
more. 

[62 FR 43668, Aug. 15, 1997, as amended at 71 
FR 31046, May 31, 2006] 

§ 413.202 Organ procurement organiza-
tion (OPO) cost for kidneys sent to 
foreign countries or transplanted in 
patients other than Medicare bene-
ficiaries. 

An OPO’s total costs for all kidneys 
is reduced by the costs associated with 
procuring kidneys sent to foreign 
transplant centers or transplanted in 
patients other than Medicare bene-
ficiaries. OPOs, as defined in § 486.302 of 
this chapter, must separate costs for 
procuring kidneys that are sent to for-
eign transplant centers and kidneys 
transplanted in patients other than 
Medicare beneficiaries from Medicare 
allowable costs prior to final settle-
ment by the Medicare fiscal inter-
mediaries. Medicare costs are based on 
the ratio of the number of usable kid-
neys transplanted into Medicare bene-
ficiaries to the total number of usable 
kidneys applied to reasonable costs. 
Certain long-standing arrangements 
that existed before March 3, 1988 (for 
example, an OPO that procures kidneys 
at a military transplant hospital for 
transplant at that hospital), will be 
deemed to be Medicare kidneys for cost 
reporting statistical purposes. The 
OPO must submit a request to the fis-
cal intermediary for review and ap-
proval of these arrangements. 

[62 FR 43668, Aug. 15, 1997, as amended at 71 
FR 31046, May 31, 2006] 

§ 413.203 Transplant center costs for 
organs sent to foreign countries or 
transplanted in patients other than 
Medicare beneficiaries. 

(a) A transplant center’s total costs 
for all organs is reduced by the costs 
associated with procuring organs sent 
to foreign transplant centers or trans-
planted in patients other than Medi-
care beneficiaries. Organs are defined 
in § 486.302 (only covered organs will be 
paid for on a reasonable cost basis). 

(b) Transplant center hospitals must 
separate costs for procuring organs 
that are sent to foreign transplant cen-
ters and organs transplanted in pa-
tients other than Medicare bene-
ficiaries from Medicare allowable costs 
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prior to final cost settlement by the 
Medicare fiscal intermediaries. 

(c) Medicare costs are based on the 
ratio of the number of usable organs 
transplanted into Medicare bene-
ficiaries to the total number of usable 
organs applied to reasonable costs. 

§ 413.210 Conditions for payment 
under the end-stage renal disease 
(ESRD) prospective payment sys-
tem. 

Except as noted in § 413.174(f), items 
and services furnished on or after Jan-
uary 1, 2011, under section 1881(b)(14)(A) 
of the Act and as identified in § 413.217 
of this part, are paid under the ESRD 
prospective payment system described 
in § 413.215 through § 413.235 of this part. 

(a) Qualifications for payment. To 
qualify for payment, ESRD facilities 
must meet the conditions for coverage 
in part 494 of this chapter. 

(b) Payment for items and services. 
CMS will not pay any entity or sup-
plier other than the ESRD facility for 
covered items and services furnished to 
a Medicare beneficiary. The ESRD fa-
cility must furnish all covered items 
and services defined in § 413.217 of this 
part either directly or under arrange-
ments. 

[75 FR 49199, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49199, Aug. 
12, 2010, § 413.210 was added, effective January 
1, 2011. 

§ 413.215 Basis of payment. 

(a) Except as otherwise provided 
under § 413.235 or § 413.174(f) of this part, 
effective January 1, 2011, ESRD facili-
ties receive a predetermined per treat-
ment payment amount described in 
§ 413.230 of this part, for renal dialysis 
services, specified under section 
1881(b)(14) of the Act and as defined in 
§ 413.217 of this part, furnished to Medi-
care Part B fee-for-service bene-
ficiaries. 

(b) In addition to the per-treatment 
payment amount, as described in 
§ 413.215(a) of this part, the ESRD facil-
ity may receive payment for bad debts 
of Medicare beneficiaries as specified in 
§ 413.178 of this part. 

[75 FR 49200, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49200, Aug. 
12, 2010, § 413.215 was added, effective January 
1, 2011. 

§ 413.217 Items and services included 
in the ESRD prospective payment 
system. 

The following items and services are 
included in the ESRD prospective pay-
ment system effective January 1, 2011: 

(a) Renal dialysis services as defined 
in § 413.171; and 

(b) Home dialysis services, support, 
and equipment as identified in § 410.52 
of this chapter. 

[75 FR 49200, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49200, Aug. 
12, 2010, § 413.217 was added, effective January 
1, 2011. 

§ 413.220 Methodology for calculating 
the per-treatment base rate under 
the ESRD prospective payment sys-
tem effective January 1, 2011. 

(a) Data sources. The methodology for 
determining the per treatment base 
rate under the ESRD prospective pay-
ment system utilized: 

(1) Medicare data available to esti-
mate the average cost and payments 
for renal dialysis services. 

(2) ESRD facility cost report data 
capturing the average cost per treat-
ment. 

(3) The lowest per patient utilization 
calendar year as identified from Medi-
care claims is calendar year 2007. 

(4) Wage index values used to adjust 
for geographic wage levels described in 
§ 413.231 of this part. 

(5) An adjustment factor to account 
for the most recent estimate of in-
creases in the prices of an appropriate 
market basket of goods and services 
provided by ESRD facilities. 

(b) Determining the per treatment base 
rate for calendar year 2011. Except as 
noted in § 413.174(f), the ESRD prospec-
tive payment system combines pay-
ments for the composite rate items and 
services as defined in § 413.171 of this 
part and the items and services that, 
prior to January 1, 2011, were sepa-
rately billable items and services, as 
defined in § 413.171 of this part, into a 
single per treatment base rate devel-
oped from 2007 claims data. The steps 
to calculating the per-treatment base 
rate for 2011 are as follows: 
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(1) Per patient utilization in CY 2007, 
2008, or 2009. CMS removes the effects 
of enrollment and price growth from 
total expenditures for 2007, 2008 or 2009 
to determine the year with the lowest 
per patient utilization. 

(2) Update of per treatment base rate to 
2011. CMS updates the per-treatment 
base rate under the ESRD prospective 
payment system in order to reflect es-
timated per treatment costs in 2011. 

(3) Standardization. CMS applies a re-
duction factor to the per treatment 
base rate to reflect estimated increases 
resulting from the facility-level and 
patient-level adjustments applicable to 
the case as described in § 413.231 
through § 413.235 of this part. 

(4) Outlier percentage. CMS reduces 
the per treatment base rate by 1 per-
cent to account for the proportion of 
the estimated total payments under 
the ESRD prospective payment system 
that are outlier payments as described 
in § 413.237 of this part. 

(5) Budget neutrality. CMS adjusts the 
per treatment base rate so that the ag-
gregate payments in 2011 are estimated 
to be 98 percent of the amount that 
would have been made under title 
XVIII of the Social Security Act if the 
ESRD prospective payment system de-
scribed in section 1881(b)(14) of the Act 
were not implemented. 

(6) First 4 Years of the ESRD prospec-
tive payment system. During the first 4 
years of ESRD prospective payment 
system (January 1, 2011 to December 
31, 2013), CMS adjusts the per-treat-
ment base rate in accordance with 
§ 413.239(d). 

[75 FR 49200, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49200, Aug. 
12, 2010, § 413.220 was added, effective January 
1, 2011. 

§ 413.230 Determining the per treat-
ment payment amount. 

The per-treatment payment amount 
is the sum of: 

(a) The per treatment base rate es-
tablished in § 413.220, adjusted for wages 
as described in § 413.231, and adjusted 
for facility-level and patient-level 
characteristics described in § 413.232 
and § 413.235 of this part; 

(b) Any outlier payment under 
§ 413.237; and 

(c) Any training adjustment add-on 
under § 414.335(b). 

[75 FR 49200, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49200, Aug. 
12, 2010, § 413.230 was added, effective January 
1, 2011. 

§ 413.231 Adjustment for wages. 
(a) CMS adjusts the labor-related 

portion of the base rate to account for 
geographic differences in the area wage 
levels using an appropriate wage index 
(established by CMS) which reflects the 
relative level of hospital wages and 
wage-related costs in the geographic 
area in which the ESRD facility is lo-
cated. 

(b) The application of the wage index 
is made on the basis of the location of 
the ESRD facility in an urban or rural 
area as defined in this paragraph (b). 

(1) Urban area means a Metropolitan 
Statistical Area or a Metropolitan di-
vision (in the case where a Metropoli-
tan Statistical Area is divided into 
Metropolitan Divisions), as defined by 
OMB. 

(2) Rural area means any area outside 
an urban area. 

[75 FR 49200, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49200, Aug. 
12, 2010, § 413.231 was added, effective January 
1, 2011. 

§ 413.232 Low-volume adjustment. 
(a) CMS adjusts the base rate for low- 

volume ESRD facilities, as defined in 
paragraph (b) of this section. 

(b) Definition of low-volume facility. 
A low-volume facility is an ESRD facil-
ity that: 

(1) Furnished less than 4,000 treat-
ments in each of the 3 years preceding 
the payment year; and 

(2) Has not opened, closed, or had a 
change in ownership in the 3 years pre-
ceding the payment year. 

(c) For the purpose of determining 
the number of treatments under para-
graph (b)(1) of this section, the number 
of treatments considered furnished by 
the ESRD facility shall equal the ag-
gregate number of treatments fur-
nished by the ESRD facility and the 
number of treatments furnished by 
other ESRD facilities that are both: 

(1) Under common ownership with, 
and 
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(2) 25 miles or less from the ESRD fa-
cility in question. 

(d) The determination under para-
graph (c) of this section does not apply 
to an ESRD facility that was in exist-
ence and certified for Medicare partici-
pation prior January 1, 2011. 

(e) Common ownership means the 
same individual, individuals, entity, or 
entities, directly, or indirectly, own 5 
percent or more of each ESRD facility. 

(f) To receive the low-volume adjust-
ment, an ESRD facility must provide 
an attestation statement to their 
Medicare administrative contractor 
that the facility has met all the cri-
teria as established in paragraphs (a), 
(b), (c), and (d) of this section. 

(g) The low-volume adjustment ap-
plies only for dialysis treatments pro-
vided to adults (18 years or older). 

[75 FR 49200, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49200, Aug. 
12, 2010, § 413.232 was added, effective Novem-
ber 1, 2010. 

§ 413.235 Patient-level adjustments. 
Adjustments to the per-treatment 

base rate may be made to account for 
variation in case-mix. These adjust-
ments reflect patient characteristics 
that result in higher costs for ESRD fa-
cilities. 

(a) CMS adjusts the per treatment 
base rate for adults to account for pa-
tient age, body surface area, low body 
mass index, onset of dialysis (new pa-
tient), and co-morbidities, as specified 
by CMS. 

(b) CMS adjusts the per treatment 
base rate for pediatric patients in ac-
cordance with section 1881(b)(14) 
(D)(iv)(I) of the Act, to account for pa-
tient age and treatment modality. 

(c) CMS provides a wage-adjusted 
add-on per treatment adjustment for 
home and self-dialysis training. 

[75 FR 49201, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49201, Aug. 
12, 2010, § 413.235 was added, effective January 
1, 2011. 

§ 413.237 Outliers. 
(a) The following definitions apply to 

this section. 
(1) ESRD outlier services are the fol-

lowing items and services that are in-
cluded in the ESRD PPS bundle: (i) 

ESRD-related drugs and biologicals 
that were or would have been, prior to 
January 1, 2011, separately billable 
under Medicare Part B; 

(ii) ESRD-related laboratory tests 
that were or would have been, prior to 
January 1, 2011, separately billable 
under Medicare Part B; 

(iii) Medical/surgical supplies, includ-
ing syringes, used to administer ESRD- 
related drugs that were or would have 
been, prior to January 1, 2011, sepa-
rately billable under Medicare Part B; 
and 

(iv) Renal dialysis service drugs that 
were or would have been, prior to Janu-
ary 1, 2011, covered under Medicare 
Part D, excluding ESRD-related oral- 
only drugs effective January 1, 2014. 

(2) Adult predicted ESRD outlier serv-
ices Medicare allowable payment (MAP) 
amount means the predicted per-treat-
ment case-mix adjusted amount for 
ESRD outlier services furnished to an 
adult beneficiary by an ESRD facility. 

(3) Pediatric predicted ESRD outlier 
services Medicare allowable payment 
(MAP) amount means the predicted per- 
treatment case-mix adjusted amount 
for ESRD outlier services furnished to 
a pediatric beneficiary by an ESRD fa-
cility. 

(4) Adult fixed dollar loss amount is the 
amount by which an ESRD facility’s 
imputed per-treatment MAP amount 
for furnishing ESRD outlier services to 
an adult beneficiary must exceed the 
adult predicted ESRD outlier services 
MAP amount to be eligible for an 
outlier payment. 

(5) Pediatric fixed dollar loss amount is 
the amount by which an ESRD facili-
ty’s imputed per-treatment MAP 
amount for furnishing ESRD outlier 
services to a pediatric beneficiary must 
exceed the pediatric predicted ESRD 
outlier services MAP amount to be eli-
gible for an outlier payment. 

(6) Outlier Percentage: This term has 
the meaning set forth in § 413.220(b)(4). 

(b) Eligibility for outlier payments—(1) 
Adult beneficiaries. An ESRD facility 
will receive an outlier payment for a 
treatment furnished to an adult bene-
ficiary if the ESRD facility’s per-treat-
ment imputed MAP amount for ESRD 
outlier services exceeds the adult pre-
dicted ESRD outlier services MAP 
amount plus the adult fixed dollar loss 
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amount. To calculate the ESRD facili-
ty’s per-treatment imputed MAP 
amount for an adult beneficiary, CMS 
divides the ESRD facility’s monthly 
imputed MAP amount of providing 
ESRD outlier services to the adult ben-
eficiary by the number of dialysis 
treatments furnished to the adult bene-
ficiary in the relevant month. A bene-
ficiary is considered an adult bene-
ficiary if the beneficiary is 18 years old 
or older. 

(2) Pediatric beneficiaries. An ESRD fa-
cility will receive an outlier payment 
for a treatment furnished to a pediatric 
beneficiary if the ESRD facility’s per- 
treatment imputed MAP amount for 
ESRD outlier services exceeds the pedi-
atric predicted ESRD outlier services 
MAP amount plus the pediatric fixed 
dollar loss amount. To calculate the 
ESRD facility’s per-treatment imputed 
MAP amount for a pediatric bene-
ficiary, CMS divides the ESRD facili-
ty’s monthly imputed MAP amount of 
providing ESRD outlier services to the 
pediatric beneficiary by the number of 
dialysis treatments furnished to the 
pediatric beneficiary in the relevant 
month. A beneficiary is considered a 
pediatric beneficiary if the beneficiary 
is under 18 years old. 

(c) Outlier payment amount: CMS pays 
80 percent of the difference between: 

(1) The ESRD facility’s per-treat-
ment imputed MAP amount for the 
ESRD outlier services, and 

(2) The adult or pediatric predicted 
ESRD outlier services MAP amount 
plus the adult or pediatric fixed dollar 
loss amount, as applicable. 

[75 FR 49201, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49201, Aug. 
12, 2010, § 413.237 was added, effective January 
1, 2011. 

§ 413.239 Transition period. 
(a) Duration of transition period and 

composition of the blended transition pay-
ment. ESRD facilities not electing 
under paragraph (b) of this section to 
be paid based on the payment amount 
determined under § 413.230 of this part, 
will be paid a per-treatment payment 
amount for renal dialysis services (as 
defined in § 413.171 of this part) and 
home dialysis, provided during the 
transition as follows— 

(1) For services provided on and after 
January 1, 2011 through December 31, 
2011, a blended rate equal to the sum 
of: 

(i) 75 percent of the payment amount 
determined under the ESRD payment 
methodology in effect prior to January 
1, 2011 in accordance with section 
1881(b)(12) of the Act and items and 
services separately paid under Part B; 
and 

(ii) 25 percent of the payment amount 
determined in accordance with section 
1881(b)(14) of the Act; 

(2) For services provided on and after 
January 1, 2012 through December 31, 
2012, a blended rate equal to the sum 
of: 

(i) 50 percent of the payment amount 
determined under the ESRD payment 
methodology in effect prior to January 
1, 2011 in accordance with section 
1881(b)(12) of the Act and items and 
services separately paid under Part B; 
and 

(ii) 50 percent of the payment rate de-
termined in accordance with section 
1881(b)(14) of the Act; 

(3) For services provided on and after 
January 1, 2013 through December 31, 
2013, a blended rate equal to the sum 
of: 

(i) 25 percent of the payment amount 
determined under the ESRD payment 
methodology in effect prior to January 
1, 2011 in accordance with section 
1881(b) (12) of the Act and items and 
services separately paid under Part B; 
and 

(ii) 75 percent of the payment amount 
determined in accordance with section 
1881(b)(14) of the Act; 

(4) For services provided on and after 
January 1, 2014, 100 percent of the pay-
ment amount determined in accord-
ance with section 1881(b)(14) of the Act. 

(b) One-time election. Except as pro-
vided in paragraph (b)(2) of this sec-
tion, ESRD facilities may make a one- 
time election to be paid for renal dialy-
sis services provided during the transi-
tion based on 100 percent of the pay-
ment amount determined under 
§ 413.215 of this part, rather than based 
on the payment amount determined 
under paragraph (a) of this section. 

(1) Except as provided in paragraph 
(b)(3) of this section, the election must 
be received by each ESRD facility’s 
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Medicare administrative contractor 
(MAC) by November 1, 2010. Requests 
received by the MAC after November 1, 
2010, will not be accepted regardless of 
postmarks, or delivered dates. MACs 
will establish the manner in which an 
ESRD facility will indicate their inten-
tion to be excluded from the transition 
and paid entirely based on payment 
under the ESRD PPS. Once the elec-
tion is made, it may not be rescinded. 

(2) If the ESRD facility fails to sub-
mit an election, or the ESRD facility’s 
election is not received by their MAC 
by November 1, 2010, payments to the 
ESRD facility for items and services 
provided during the transition will be 
based on the payment amounts deter-
mined under paragraph (a) of this sec-
tion. 

(3) ESRD facilities that become cer-
tified for Medicare participation and 
begin to provide renal dialysis services, 
as defined in § 413.171 of this part, be-
tween November 1, 2010 and December 
31, 2010, must notify their designated 
MAC of their election choice at the 
time of enrollment. 

(c) Treatment of new ESRD facilities. 
For renal dialysis services as defined in 
§ 413.171, furnished during the transi-
tion period, new ESRD facilities as de-
fined in § 413.171, are paid based on the 
per-treatment payment amount deter-
mined under § 413.215 of this part. 

(d) Transition budget-neutrality adjust-
ment. During the transition, CMS ad-
justs all payments, including payments 
under this section, under the ESRD 
prospective payment system so that 
the estimated total amount of payment 
equals the estimated total amount of 
payments that would otherwise occur 
without such a transition. 

[75 FR 49201, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49201, Aug. 
12, 2010, § 413.239 was added, effective Novem-
ber 1, 2010. 

§ 413.241 Pharmacy arrangements. 

Effective January 1, 2011, an ESRD 
facility that enters into an arrange-
ment with a pharmacy to furnish renal 
dialysis service drugs and biologicals 
must ensure that the pharmacy has the 
capability to provide all classes of 
renal dialysis service drugs and 

biologicals to patients in a timely 
manner. 

[75 FR 49202, Aug. 12, 2010] 

EFFECTIVE DATE NOTE: At 75 FR 49202, Aug. 
12, 2010, § 413.241 was added, effective January 
1, 2011. 

Subpart I—Prospectively Deter-
mined Payment Rates for 
Low-Volume Skilled Nursing 
Facilities, for Cost Reporting 
Periods Beginning Prior to July 
1, 1998 

SOURCE: 60 FR 37594, July 21, 1995, unless 
otherwise noted. 

§ 413.300 Basis and scope. 
(a) Basis. This subpart implements 

section 1888(d) of the Act, which pro-
vides for optional prospectively deter-
mined payment rates for qualified 
SNFs. 

(b) Scope. This subpart sets forth the 
eligibility criteria an SNF must meet 
to qualify, the process governing elec-
tion of prospectively determined pay-
ment rates, and the basis and method-
ology for determining prospectively de-
termined payment rates. 

§ 413.302 Definitions. 
For purposes of this subpart— 
Area wage level means the average 

wage per hour for all classifications of 
employees as reported by health care 
facilities within a specified area. 

Census region means one of the 9 cen-
sus divisions, comprising the 50 States 
and the District of Columbia, estab-
lished by the Bureau of the Census for 
statistical and reporting purposes. 

Routine capital-related costs means the 
capital-related costs, allowable for 
Medicare purposes (as described in Sub-
part G of this Part), that are allocated 
to the SNF participating inpatient rou-
tine service cost center as reported on 
the Medicare cost report. 

Routine operating costs means the cost 
of regular room, dietary, and nursing 
services, and minor medical and sur-
gical supplies for which a separate 
charge is not customarily made. It does 
not include the costs of ancillary serv-
ices, capital-related costs, or, where 
appropriate, return on equity. 
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