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all applicable fraud and abuse regula-
tions contained in titles 42 and 45 of 
the CFR. 

(4) The State must obtain CMS’s ap-
proval of the State’s reporting forms 
and of provider cost reporting forms or 
other forms that have not been ap-
proved by CMS but that are necessary 
for the collection of required informa-
tion. 

(b) Effective date. An approved State 
system may not be effective earlier 
than the date of the approval agree-
ment, which may not be retroactive. 

§ 403.320 CMS review and monitoring 
of State systems. 

(a) General rule. The State must sub-
mit an assurance and detailed and 
quantitative studies of provider cost 
and financial data and projections to 
support the effectiveness of its system, 
as required by paragraphs (b) and (c) of 
this section. 

(b) Required information. (1) Under 
§ 403.304(c)(3) an assurance is required 
that the system will not result in 
greater payments over a 36-month pe-
riod than would have otherwise been 
made under Medicare not using such 
system. If a State that has an existing 
demonstration project in effect on 
April 20, 1983 elects under § 403.304(c)(3) 
to have the effectiveness of its system 
judged on the basis of a rate of increase 
factor, the State must submit an assur-
ance that its rate of increase or infla-
tion in inpatient hospital payments 
does not exceed, for that portion of the 
36-month period that is subject to this 
test, the national rate of increase or 
inflation in Medicare inpatient hos-
pital payments. The election of the 
rate of increase test applies only to the 
three cost reporting periods beginning 
on or after October 1, 1983. At the end 
of these cost reporting periods, the 
State must assure, beginning with the 
first month after the expiration of the 
third cost reporting period beginning 
after October 1, 1983, that payments 
under its system will not exceed over 
the remainder of the 36-month period 
what Medicare payments would have 
been. 

(2) Estimates and data are required 
to support the State’s assurance, re-
quired under § 403.304(c)(3), that expend-
itures under the State system will not 

exceed what Medicare would have paid 
over a 36-month period. The estimates 
and projections of what Medicare 
would have otherwise paid must take 
into account all the Medicare reim-
bursement principles in effect at the 
time and, for any period in which pay-
ments either exceed or are less than 
Medicare levels, the values of interest 
the Medicare Trust Fund earned, or 
would have earned, on these amounts. 
Upon application for approval, the 
State must submit projections for each 
hospital for the first 12-month period 
covered by the assurance, in both the 
aggregate and on a per discharge basis, 
of Medicare inpatient expenditures 
under Medicare principles of reim-
bursement and parallel projections of 
Medicare inpatient expenditures under 
the State’s system and the resulting 
cost or savings to Medicare. The State 
must also submit separate statewide 
projections for each year of the 36- 
month period, in both the aggregate 
and on a weighted average discharge 
basis, of inpatient expenditures under 
the State system and under the Medi-
care principles of reimbursement. 

(3) The projection submitted under 
paragraph (b)(2) of this section must 
include a detailed description of the 
methodology and assumptions used to 
derive the expenditure amounts under 
both systems. In instances where the 
assumptions are different under the 
projections cited in paragraph (b)(2) of 
this section, the State must provide a 
detailed explanation of the reasons for 
the differences. At a minimum, the fol-
lowing separate data and assumptions 
are to be included in the projections for 
the Medicare principles and for the 
State’s system. 

(i) The State system base year and 
the Medicare allowable and reimburs-
able cost of each hospital that the 
State used to develop the projections, 
including the amount of estimated pass 
through costs. 

(ii) The categories of costs that are 
included in the State system and are 
reimbursed differently under the State 
system than under the Medicare sys-
tem. 

(iii) The number of Medicare and 
total base year discharges and admis-
sions for each hospital. 
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(iv) The rate of change factor (and 
the method of application of this fac-
tor) used to project the base year costs 
over the 36-month period to which the 
assurance would apply. 

(v) Any allowance for anticipated 
growth in the amount of services from 
the base year (if applicable, the allow-
ance must be presented in separate es-
timates for population increases or for 
increases in rates of admissions or 
both). 

(vi) Any adjustment in which the 
State is permitted by CMS to take into 
account previous reductions in the 
Medicare payment amounts that were 
the result of the effectiveness of the 
State’s system even though Medicare 
was not a part of that system. 

(vii) Appropriate recognition and pro-
jection of the time value of trust fund 
expenditures for the period the State 
system expenditures were either less 
than or exceeded the Medicare system 
payments. 

(viii) States applying under a rate of 
increase effectiveness test under 
§ 403.304(c)(3) must also submit data 
projecting the parallel rates of increase 
during the requisite period. 

(4) The projections must include both 
the aggregate payments and the pay-
ments per discharge for the individual 
hospitals and for the State as a whole. 

(5) On a case-by-case basis. CMS may 
require additional data and docu-
mentation as needed to complete its 
review and monitoring. 

(6) For existing Medicare demonstra-
tion projects in effect on April 20, 1983, 
the assurance and data as required by 
paragraphs (a) and (b) of this section, if 
appropriate, may be based on aggregate 
payments or payments per inpatient 
admission or discharge. CMS will judge 
the effectiveness of these systems on 
the basis of the rate of increase or in-
flation in Medicare inpatient hospital 
payments compared to the national 
rate of increase or inflation for such 
payments during the State’s hospitals’ 
three cost reporting periods beginning 
on or after October 1, 1983. The data 
submitted by the State for the period 
subject to the rate of increase test 
must include the rate of increase pro-
jection for that particular period of 
time. For the subsequent period of 
time, the State must assure that pay-

ments under its system will not exceed 
what Medicare payments would have 
been, as described in § 403.304(c)(3). 

(7) If the amount of Medicare pay-
ments under the State system exceeds 
what would have been paid under the 
Medicare reimbursement principles in 
any given year, the State must also 
submit quantitative evidence that the 
system will result in expenditures that 
do not exceed what Medicare expendi-
tures would have been over the 36 
month period beginning with the first 
month that the State system is oper-
ating. For a State that has an existing 
demonstration project in effect on 
April 20, 1983, and that elects under 
§ 403.304(c)(3) to have a rate of increase 
test apply, if the State’s rate of in-
crease or inflation exceeds the national 
rate of increase or inflation in a given 
year, the State must submit quan-
titative evidence that, over 36 months, 
its payments will not exceed the na-
tional rate of increase or inflation. 
Furthermore, if payments under the 
State’s system must be compared to 
actual Medicare expenditures, at the 
end of the third cost reporting period, 
as described in paragraph (b)(1) of this 
section, and payments under the 
State’s system exceed what Medicare 
would have paid in a given year, the 
State must submit quantitative evi-
dence that, over 36 months, payments 
under its system will not exceed what 
Medicare would have paid. 

(c) Review of assurances regarding ex-
penditures. CMS will review the State’s 
assurances and data submitted under 
this section, as a prerequisite to the 
approval of the State’s system. CMS 
will compare the State’s projections of 
payment amounts to CMS data in order 
to determine if the State’s assurance is 
reasonable and fully supportable. If the 
CMS data indicate that the State’s sys-
tem would result in payment amounts 
that would be more then that which 
would have been paid under the Medi-
care principles, the State’s assurances 
would not be acceptable. For States ap-
plying in accordance with § 403.308, if 
CMS data indicate that the State’s sys-
tem would result in a rate of increase 
or inflation that would be more than 
the national rate of increase or infla-
tion, the State’s assurances would not 
be acceptable. 

VerDate Aug<31>2005 10:08 Nov 09, 2005 Jkt 205177 PO 00000 Frm 00059 Fmt 8010 Sfmt 8010 Y:\SGML\205177.XXX 205177



50 

42 CFR Ch. IV (10–1–05 Edition) § 403.321 

(d) Medicaid upper limit. In accordance 
with § 447.253 of this chapter, the State 
system may not result in aggregate 
payments for Medicaid inpatient hos-
pital services that would exceed the 
amount that would have otherwise 
have been paid under the Medicare 
principles as applied through the State 
system. 

(e) Monitoring of Medicare expendi-
tures. CMS will monitor on a quarterly 
basis expenditures under the State’s 
system as compared to what Medicare 
expenditures would have been if the 
system had not been in effect. If CMS 
determines at any time that the pay-
ments made under the State’s system 
exceed the States’ projections, as es-
tablished by the satisfactory assur-
ances required under § 403.304(c) and, if 
appropriate, the predetermined per-
centage relationship of the payments 
as required under § 403.304(d). CMS 
will— 

(1) Conclude that payments under the 
State system over a 36-month period 
will exceed what Medicare would have 
paid: 

(2) Terminate the waiver; and 
(3) Recoup overpayments to the af-

fected hospitals in accordance with the 
procedures described in § 403.310. 

§ 403.321 State systems for hospital 
outpatient services. 

CMS may approve a State’s applica-
tion for approval of an outpatient sys-
tem if the following conditions are 
met: 

(a) The State’s inpatient system is 
approved. 

(b) The State’s outpatient applica-
tion meets the requirements and assur-
ances for an inpatient system described 
in § 403.304 (b) and (c), and § 403.306 (b)(1) 
and (b)(2)(ii). 

(c) The State submits a separate ap-
plication that provides separate assur-
ances and estimates and data in fur-
ther support of its assurance submitted 
under paragraph (b)(1) of § 403.320, as 
follows: 

(1) Upon application for approval, the 
State must submit estimates and data 
that include, but are not limited to, 
projections for the first 12-month pe-
riod covered by the assurance for each 
hospital, in both the aggregate and on 
an average cost per service and pay-

ment basis, of Medicare outpatient ex-
penditures under Medicare principles of 
reimbursement; parallel projections of 
Medicare outpatient expenditures 
under the State system; and the result-
ing cost or savings to Medicare inde-
pendent of the State system for hos-
pital inpatient services. 

(2) The State must submit separate 
statewide projections for each year of 
the 36-month period of the aggregate 
outpatient expenditures for each sys-
tem. The projections submitted under 
this paragraph must— 

(i) Comply with the requirements of 
paragraphs (b) (3) and (5) of § 403.320 re-
garding a detailed description of the 
methodology used to derive the expend-
iture amounts: 

(ii) Include the data and assumptions 
set forth in paragraphs (b)(3) (i), (ii), 
(iii), (iv), and (v) of § 403.320; and 

(iii) Include any assumption the 
State has adopted for establishing the 
number of Medicare and total base year 
outpatient services for each hospital. 

(3) The State must provide a detailed 
explanation of the reasons for any dif-
ference between the data or assump-
tions used for the separate projections. 

§ 403.322 Termination of agreements 
for Medicare recognition of State 
systems. 

(a) Termination of agreements. (1) CMS 
may terminate any approved agree-
ment if it finds, after the procedures 
described in this paragraph are fol-
lowed that the State system does not 
satisfactorily meet the requirements of 
section 1886(c) of the Act or the regula-
tions in this subpart. A termination 
must be effective on the last day of a 
calendar quarter. 

(2) CMS will give the State reason-
able notice of the proposed termination 
of an agreement and of the reasons for 
the termination at least 90 days before 
the effective date of the termination. 

(3) CMS will give the State the oppor-
tunity to present evidence to refute the 
finding. 

(4) CMS will issue a final notice of 
termination upon a final review and de-
termination on the State’s evidence. 

(b) Termination by State. A State may 
voluntarily terminate a State system 
by giving CMS notice of its intent to 
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