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Payment/LongTermCareHospitalPPS/index.html under the list item for Regulation Number CMS-1771-F. For

further details on the contents of the tables referenced in this final rule, we refer readers to section VI. of the
Addendum to this FY 2023 IPPS/LTCH PPS final rule.

Readers who experience any problems accessing any of the tables that are posted on the CMS websites,
as previously identified, should contact Michael Treitel, DAC@cms.hhs.gov.
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I. Executive Summary and Background

A. Executive Summary

1. Purpose and Legal Authority

This FY 2023 IPPS/LTCH PPS final rule makes payment and policy changes under the Medicare
inpatient prospective payment systems (IPPS) for operating and capital-related costs of acute care hospitals as
well as for certain hospitals and hospital units excluded from the IPPS. In addition, it makes payment and
policy changes for inpatient hospital services provided by long-term care hospitals (LTCHs) under the
long-term care hospital prospective payment system (LTCH PPS). This final rule also makes policy changes to
programs associated with Medicare IPPS hospitals, IPPS-excluded hospitals, and LTCHs. In this FY 2023 final
rule, we are implementing a permanent policy to cap wage index decreases as well as continuing policies to
address wage index disparities impacting low wage index hospitals. We also are making changes relating to
Medicare graduate medical education (GME) for teaching hospitals and new technology add-on payments.

We are establishing new requirements and revising existing requirements for eligible hospitals and
CAHs participating in the Medicare Promoting Interoperability Program.

This final rule also acknowledges feedback we received on requests for information on health
impacts due to climate change, on overarching principles in measuring healthcare quality disparities in
hospital quality programs and value-based purchasing programs, the LTCH QRP, and on advancing the
Trusted Exchange Framework and Common Agreement (TEFCA). We thank commenters for their
feedback.

Additionally, due to the impact of the COVID-19 PHE on measure data used in the Hospital
VBP Program and HAC Reduction Program, we are finalizing our proposals to suppress several
measures in both of those programs for purposes of FY 2023 scoring and payment adjustments. For
transparency, we will continue to publicly report measure information for all measures, including
suppressed measures. In addition to these measure suppressions for the Hospital VBP Program, we are
finalizing our proposal to implement a special scoring methodology for FY 2023 that results in each

hospital receiving a value-based incentive payment amount that matches their 2 percent reduction to the



base operating MS-DRG payment amount. Similarly, we are finalizing our proposal to suppress all six
measures in the HAC Reduction Program for the FY 2023 program year. We are not finalizing our
proposal to not calculate measure results or scores for the CMS PSI 90 measure. Although we will not
calculate or report the CMS PSI 90 measure results for use in the HAC Reduction Program scoring
calculations for the program year, we will still calculate and report CMS PSI 90 that is displayed on the
main pages of the Care Compare tool hosted by HHS after confidentially reporting these results to
hospitals via hospital-specific reports and a 30-day preview period. Additionally, we will continue to
calculate and report measure results for the NHSN CDC HAI measures. For the FY 2023 program year,
hospitals participating in the HAC Reduction Program will not be given a Total HAC score, nor will
hospitals receive a payment penalty. We are also providing estimated and newly established
performance standards for the Hospital VBP Program. For the Hospital Readmissions Reduction
Program, we are resuming the use of the one measure (which was previously suppressed for the FY
2023 applicable period) for the FY 2024 applicable period, and incorporating measure updates to the six
condition/procedure measures addressed by the Hospital Readmission Reduction Program to account
for patient history of COVID-19.

Under various statutory authorities, we either discuss continued program implementation or
make changes to the Medicare IPPS, the LTCH PPS, other related payment methodologies and
programs for FY 2023 and subsequent fiscal years, and other policies and provisions included in this
rule. These statutory authorities include, but are not limited to, the following:

e Section 1886(d) of the Social Security Act (the Act), which sets forth a system of payment for the
operating costs of acute care hospital inpatient stays under Medicare Part A (Hospital Insurance) based on
prospectively set rates. Section 1886(g) of the Act requires that, instead of paying for capital-related costs of
inpatient hospital services on a reasonable cost basis, the Secretary use a prospective payment system (PPS).

e Section 1886(d)(1)(B) of the Act, which specifies that certain hospitals and hospital units are excluded
from the IPPS. These hospitals and units are: rehabilitation hospitals and units; LTCHs; psychiatric hospitals

and units; children’s hospitals; cancer hospitals; extended neoplastic disease care hospitals, and hospitals



located outside the 50 States, the District of Columbia, and Puerto Rico (that is, hospitals located in the U.S.
Virgin Islands, Guam, the Northern Mariana Islands, and American Samoa). Religious nonmedical health care
institutions (RNHCIs) are also excluded from the IPPS.

e Sections 123(a) and (c) of the BBRA (Public Law (Pub. L.) 106-113) and section 307(b)(1) of the
BIPA (Pub. L. 106-554) (as codified under section 1886(m)(1) of the Act), which provide for the development
and implementation of a prospective payment system for payment for inpatient hospital services of LTCHs
described in section 1886(d)(1)(B)(iv) of the Act.

e Sections 1814(1), 1820, and 1834(g) of the Act, which specify that payments are made to critical
access hospitals (CAHs) (that is, rural hospitals or facilities that meet certain statutory requirements) for
inpatient and outpatient services and that these payments are generally based on 101 percent of reasonable cost.

e Section 1886(a)(4) of the Act, which specifies that costs of approved educational activities are
excluded from the operating costs of inpatient hospital services. Hospitals with approved graduate medical
education (GME) programs are paid for the direct costs of GME in accordance with section 1886(h) of the Act.

e Section 1886(b)(3)(B)(viii) of the Act, which requires the Secretary to reduce the applicable
percentage increase that would otherwise apply to the standardized amount applicable to a subsection (d)
hospital for discharges occurring in a fiscal year if the hospital does not submit data on measures in a form and
manner, and at a time, specified by the Secretary.

e Section 1866(k) of the Act, which provides for the establishment of a quality reporting program for
hospitals described in section 1886(d)(1)(B)(v) of the Act, referred to as “PPS-exempt cancer hospitals.”

e Section 1886(0) of the Act, which requires the Secretary to establish a Hospital Value-Based
Purchasing (VBP) Program, under which value-based incentive payments are made in a fiscal year to hospitals
meeting performance standards established for a performance period for such fiscal year.

e Section 1886(p) of the Act, which establishes a Hospital-Acquired Condition (HAC) Reduction
Program, under which payments to applicable hospitals are adjusted to provide an incentive to reduce hospital-

acquired conditions.



e Section 1886(q) of the Act, as amended by section 15002 of the 215 Century Cures Act, which
establishes the Hospital Readmissions Reduction Program. Under the program, payments for discharges from
an applicable hospital as defined under section 1886(d) of the Act will be reduced to account for certain excess
readmissions. Section 15002 of the 215 Century Cures Act directs the Secretary to compare hospitals with
respect to the number of their Medicare-Medicaid dual-eligible beneficiaries (dual-eligibles) in determining the
extent of excess readmissions.

e Section 1886(r) of the Act, as added by section 3133 of the Affordable Care Act, which provides for a
reduction to disproportionate share hospital (DSH) payments under section 1886(d)(5)(F) of the Act and for a
new uncompensated care payment to eligible hospitals. Specifically, section 1886(r) of the Act requires that,
for fiscal year 2014 and each subsequent fiscal year, subsection (d) hospitals that would otherwise receive a
DSH payment made under section 1886(d)(5)(F) of the Act will receive two separate payments: (1) 25 percent
of the amount they previously would have received under section 1886(d)(5)(F) of the Act for DSH (“the
empirically justified amount”), and (2) an additional payment for the DSH hospital’s proportion of
uncompensated care, determined as the product of three factors. These three factors are: (1) 75 percent of the
payments that would otherwise be made under section 1886(d)(5)(F) of the Act; (2) 1 minus the percent change
in the percent of individuals who are uninsured; and (3) a hospital’s uncompensated care amount relative to the
uncompensated care amount of all DSH hospitals expressed as a percentage.

e Section 1886(m)(5) of the Act, which requires the Secretary to reduce by two percentage points the
annual update to the standard Federal rate for discharges for a long-term care hospital (LTCH) during the rate
year for LTCHs that do not submit data in the form, manner, and at a time, specified by the Secretary.

e Section 1886(m)(6) of the Act, as added by section 1206(a)(1) of the Pathway for Sustainable Growth
Rate (SGR) Reform Act of 2013 (Pub. L. 113-67) and amended by section 51005(a) of the Bipartisan Budget
Act of 2018 (Pub. L. 115-123), which provided for the establishment of site neutral payment rate criteria under
the LTCH PPS, with implementation beginning in FY 2016. Section 51005(b) of the Bipartisan Budget Act of
2018 amended section 1886(m)(6)(B) by adding new clause (iv), which specifies that the IPPS comparable

amount defined in clause (i1)(I) shall be reduced by 4.6 percent for FY's 2018 through 2026.



e Section 1899B of the Act, as added by section 2(a) of the Improving Medicare Post-Acute Care
Transformation Act of 2014 (IMPACT Act) (Pub. L. 113-185), which provides for the establishment of
standardized data reporting for certain post-acute care providers, including LTCHs.

e Section 1861(e) of the Act provides the specific statutory authority for the hospital CoPs; section
1820(e) of the Act provides similar authority for CAHs. The hospital provision at section 1861(e)(9) of the Act
authorizes the Secretary to issue regulations the Secretary deems necessary to protect the health and safety of
patients receiving services in those facilities; the CAH provision at section 1820(e)(3) of the Act authorizes the
Secretary to issue such other criteria as the Secretary may require.

2. Summary of the Major Provisions

The following is a summary of the major provisions in this final rule. In general, these major provisions
are being finalized as part of the annual update to the payment policies and payment rates, consistent with the
applicable statutory provisions. A general summary of the changes in this final rule is presented in section I.D.
of the preamble of this final rule.

a. MS-DRG Documentation and Coding Adjustment

Section 631 of the American Taxpayer Relief Act of 2012 (ATRA, Pub. L. 112—- 240) amended section
7(b)(1)(B) of Pub. L. 110-90 to require the Secretary to make a recoupment adjustment to the standardized
amount of Medicare payments to acute care hospitals to account for changes in MS—DRG documentation and
coding that do not reflect real changes in case-mix, totaling $11 billion over a 4-year period of FYs 2014, 2015,
2016, and 2017. The FY 2014 through FY 2017 adjustments represented the amount of the increase in
aggregate payments as a result of not completing the prospective adjustment authorized under section
7(b)(1)(A) of Pub. L. 110-90 until FY 2013. Prior to the ATRA, this amount could not have been recovered
under Pub. L. 110-90. Section 414 of the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA)
(Pub. L. 114-10) replaced the single positive adjustment we intended to make in FY 2018 with a 0.5 percent
positive adjustment to the standardized amount of Medicare payments to acute care hospitals for FY's 2018

through 2023. (The FY 2018 adjustment was subsequently adjusted to 0.4588 percent by section 15005 of the



215t Century Cures Act.) Therefore, for FY 2023, we are making an adjustment of + 0.5 percent to the
standardized amount.
b. Use of FY 2021 Data and Methodology Modifications for the FY 2023 IPPS and LTCH PPS Ratesetting

For the IPPS and LTCH PPS ratesetting, our longstanding goal is always to use the best available data
overall. In section L.F. of the preamble of this final rule, we discuss our return to our historical practice of using
the most recent data available for purposes of FY 2023 ratesetting, including the FY 2021 MedPAR claims and
FY 2020 cost report data, with certain modifications to our usual ratesetting methodologies to account for the
anticipated decline in COVID-19 hospitalizations of Medicare beneficiaries at IPPS hospitals and LTCHs as
compared to FY 2021. As discussed in greater detail in section I.F. of the preamble of this final rule, we believe
that it is reasonable to assume that some Medicare beneficiaries will continue to be hospitalized with COVID-
19 at IPPS hospitals and LTCHs in FY 2023. Given this expectation, we believe it is appropriate to use FY
2021 data, as the most recent available data during the period of the COVID-19 PHE, for purposes of the FY
2023 IPPS and LTCH PPS ratesetting. However, as also discussed in greater detail in section L.F. of the
preamble of this final rule, we believe it is reasonable to assume based on the information available at this time
that there will be fewer COVID-19 hospitalizations in FY 2023 than in FY 2021. Therefore, we are finalizing
our proposal to use the FY 2021 data for purposes of the FY 2023 IPPS and LTCH PPS ratesetting but with
modifications to our usual ratesetting methodologies to account for the anticipated decline in COVID-19
hospitalizations of Medicare beneficiaries at IPPS hospitals and LTCHs as compared to FY 2021.
c. Continuation of the Low Wage Index Hospital Policy

To help mitigate wage index disparities between high wage and low wage hospitals, in the FY 2020
IPPS/LTCH PPS rule (84 FR 42326 through 42332), we adopted a policy to increase the wage index values for
certain hospitals with low wage index values (the low wage index hospital policy). This policy was adopted in
a budget neutral manner through an adjustment applied to the standardized amounts for all hospitals. We also
indicated our intention that this policy would be effective for at least 4 years, beginning in FY 2020, in order to
allow employee compensation increases implemented by these hospitals sufficient time to be reflected in the

wage index calculation. We are finalizing our proposals for the low wage index hospital policy to continue for



FY 2023, and to apply this policy in a budget neutral manner by applying an adjustment to the standardized
amounts.
d. Permanent Cap on Wage Index Decreases

Consistent with section 1886(d)(3)(E) of the Act, we adjust the IPPS standardized amounts for area
differences in hospital wage levels by a factor (established by the Secretary) reflecting the relative hospital
wage level in the geographic area of the hospital compared to the national average hospital wage level and
update the wage index annually based on a survey of wages and wage-related costs of short-term, acute care
hospitals. As described in section III.N. of the preamble of this final rule, we have further considered the
comments we received during the FY 2022 rulemaking recommending a permanent 5-percent cap policy to
prevent large year-to-year variations in wage index values as a means to reduce overall volatility for hospitals.
Under the authority at sections 1886(d)(3)(E) and 1886(d)(5)(I)(i) of the Act, for FY 2023 and subsequent
years, we proposed to apply a S5-percent cap on any decrease to a hospital’s wage index from its wage index in
the prior FY, regardless of the circumstances causing the decline. That is, we proposed that a hospital’s wage
index for FY 2023 would not be less than 95 percent of its final wage index for FY 2022, and that for
subsequent years, a hospital’s wage index would not be less than 95 percent of its final wage index for the prior
FY. We also proposed to apply the proposed wage index cap policy in a budget neutral manner through a
national adjustment to the standardized amount under our authority in sections 1886(d)(3)(E) and
1886(d)(5)(I)(1) of the Act. After consideration of the public comments received, we are finalizing these
proposals without modification.
e. Application of the Rural Floor

As discussed in section III.G.1. of the preamble of this final rule, based on the district court’s decision in
Citrus HMA, LLC, d/b/a Seven Rivers Regional Medical Center v. Becerra, No. 1:20-cv-00707 (D.D.C.)
(hereafter referred to as Citrus) and the comments we received, we are not finalizing our rural floor wage index
policy as proposed, which would have excluded § 412.103 hospitals from the calculation of the rural floor and
from the calculation of “the wage index for rural areas in the State in which the county is located” as referred to

in section 1886(d)(8)(C)(iii) of the Act. Rather, we are finalizing a policy that calculates the rural floor as it



was calculated before FY 2020. For FY 2023 and subsequent years, we are finalizing a policy to include the
wage data of hospitals that have reclassified from urban to rural under section 1886(d)(8)(E) of the Act (as
implemented in the regulations at § 412.103) and have no additional form of reclassification (MGCRB or
Lugar) in the calculation of the rural floor, and to include the wage data of such hospitals in the calculation of
“the wage index for rural areas in the State in which the county is located” as referred to in section
1886(d)(8)(C)(iii) of the Act.

f. DSH Payment Adjustment and Additional Payment for Uncompensated Care

Under section 1886(r) of the Act, which was added by section 3133 of the Affordable Care Act, starting
in FY 2014, Medicare disproportionate share hospitals (DSHs) receive 25 percent of the amount they previously
would have received under the statutory formula for Medicare DSH payments in section 1886(d)(5)(F) of the
Act. The remaining amount, equal to 75 percent of the amount that otherwise would have been paid as
Medicare DSH payments, is paid as additional payments after the amount is reduced for changes in the
percentage of individuals that are uninsured. Each Medicare DSH will receive an additional payment based on
its share of the total amount of uncompensated care for all Medicare DSHs for a given time period.

In this final rule, we are updating our estimates of the three factors used to determine uncompensated
care payments for FY 2023. We are also continuing to use uninsured estimates produced by CMS’ Office of the
Actuary (OACT) as part of the development of the National Health Expenditure Accounts (NHEA) in
conjunction with more recently available data in the calculation of Factor 2. For FY 2023, we are using the 2
most recent years of audited data on uncompensated care costs from Worksheet S—10 of the FY 2018 cost
reports and the FY 2019 cost reports to calculate Factor 3 in the uncompensated care payment methodology for
all eligible hospitals. In addition, for FY 2024 and subsequent fiscal years, we are using a 3-year average of the
data on uncompensated care costs from Worksheet S-10 for the 3 most recent fiscal years for which audited data
are available. Beginning in FY 2023, we are discontinuing the use of low-income insured days as a proxy for
uncompensated care to determine Factor 3 for Indian Health Service (IHS) and Tribal hospitals and hospitals
located in Puerto Rico. In addition, we are implementing certain methodological changes for calculating Factor

3 for FY 2023 and subsequent fiscal years.



We recognize that discontinuing the use of the low-income insured days proxy to calculate
uncompensated care payments for Indian Health Service (IHS) and Tribal hospitals and hospitals located in
Puerto Rico could result in a significant financial disruption for these hospitals. Accordingly, we are using our
exceptions and adjustments authority under section 1886(d)(5)(I) of the Act to establish a new supplemental
payment for IHS and Tribal hospitals and hospitals located in Puerto Rico, beginning in FY 2023.

As noted in section IV.F. of this final rule, we are not moving forward with the proposed revisions to the
regulations relating to the treatment of section 1115 demonstration days for purposes of the DSH adjustment in
this final rule. We expect to revisit the issue of section 1115 demonstration days in future rulemaking, and we
encourage interested parties to review any future proposal on this issue and to submit their comments at that
time.

g. Changes to GME Payments Based on Milton S. Hershey Medical Center, et al. v. Becerra Litigation

On May 17, 2021, the U.S. District Court for the District of Columbia ruled against CMS’s method of
calculating direct GME payments to teaching hospitals when those hospitals’ weighted full-time equivalent
(FTE) counts exceed their direct GME FTE cap. In Milton S. Hershey Medical Center, et al. v. Becerra, the
court ordered CMS to recalculate reimbursement owed, holding that CMS’s regulation impermissibly modified
the statutory weighting factors. The plaintiffs in these consolidated cases alleged that as far back as 2005, the
proportional reduction that CMS applied to the weighted FTE count when the weighted FTE count exceeded the
FTE cap conflicted with the Medicare statute, and it was an arbitrary and capricious exercise of agency
discretion under the Administrative Procedure Act. The court held that the proportional reduction methodology
impermissibly modified the weighting factors statutorily assigned to residents and fellows. The court granted
the motion for summary judgment to plaintiffs’ motions, denied defendant’s, and remanded to the Agency so
that it could recalculate plaintiffs’ reimbursement payments consistent with the court’s opinion.

After reviewing the statutory language regarding the direct GME FTE cap and the court’s opinion, we
have decided implement a modified policy to be applied prospectively for all teaching hospitals, as well as
retroactively to the providers and cost years in Hershey and certain other providers as described in greater detail

in section V.F.2. of the preamble of this final rule. The modified policy will address situations for applying the



FTE cap when a hospital’s weighted FTE count is greater than its FTE cap, but would not reduce the weighting
factor of residents that are beyond their initial residency period to an amount less than 0.5. Specifically,
effective for cost reporting periods beginning on or after October 1, 2001, we are specifying that if the hospital’s
unweighted number of FTE residents exceeds the FTE cap, and the number of weighted FTE residents also
exceeds that FTE cap, the respective primary care and obstetrics and gynecology weighted FTE counts and
other weighted FTE counts are adjusted to make the total weighted FTE count equal the FTE cap. If the number
of weighted FTE residents does not exceed that FTE cap, then the allowable weighted FTE count for direct
GME payment is the actual weighted FTE count.
h. Reduction of Hospital Payments for Excess Readmissions

We are making changes to policies for the Hospital Readmissions Reduction Program, which was
established under section 1886(q) of the Act, as amended by section 15002 of the 21st Century Cures Act. The
Hospital Readmissions Reduction Program requires a reduction to a hospital’s base operating MS-DRG
payment to account for excess readmissions of selected applicable conditions. For FY 2023, the reduction is
based on a hospital’s risk-adjusted readmission rate during a multi-year period for acute myocardial infarction
(AMI), heart failure (HF), chronic obstructive pulmonary disease (COPD), elective primary total hip
arthroplasty/total knee arthroplasty (THA/TKA), and coronary artery bypass graft (CABG) surgery.! In this FY
2023 IPPS/LTCH PPS final rule, we are discussing the following policies: (1) resuming use of the Hospital 30-
Day, All-Cause, Risk-Standardized Readmission Rate (RSRR) following Pneumonia Hospitalization measure
(NQF #0506) for the FY 2024 program year; (2) modification of the Hospital 30-Day, All-Cause, Risk-
Standardized Readmission Rate (RSRR) following Pneumonia Hospitalization measure (NQF #0506) to exclude
patients with COVID-19 diagnosis present on admission from the measure numerator (outcome) and
denominator (cohort)?, beginning with the Hospital Specific Reports (HSRs) for the FY 2023 program year; and

(3) modification of all six condition/procedure specific measures to include a covariate adjustment for patient

! We note that in the FY 2023 IPPS/LTCH PPS proposed rule we described the policy for FY 2017 and subsequent years, without
reference to flexibility due to the COVID-19 PHE. We have updated this information to describe the policy for FY 2023.

2 We note that in the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28113) we inadvertently omitted reference to removing
COVID-19 diagnosed patients from the numerator. We have corrected this omission here.



history of COVID-19 within 12 months prior to the index admission beginning with the FY 2023 program year.
In the FY 2023 IPPS/LTCH PPS proposed rule we also sought comment on updating the Hospital Readmissions
Reduction Program to incorporate provider performance for socially at-risk populations.
i. Hospital Value-Based Purchasing (VBP) Program

Section 1886(0) of the Act requires the Secretary to establish a Hospital VBP Program under which
value-based incentive payments are made in a fiscal year to hospitals based on their performance on measures
established for a performance period for such fiscal year. In this final rule, we are finalizing our proposals to:
(1) suppress the Hospital Consumer Assessment of Healthcare Providers and Systems (HCAHPS) and five
Hospital-Acquired Infection (HAI) measures for the FY 2023 program year; and (2) update the baseline periods
for certain measures for the FY 2025 program year. We are also finalizing our proposal to revise the scoring
and payment methodology for the FY 2023 program year such that hospitals will not receive Total Performance
Scores (TPSs). Additionally, we are finalizing our proposal to award each hospital a payment incentive
multiplier that results in a value-based incentive payment that is equal to the amount withheld for the fiscal year
(2 percent). We note that we are also announcing technical updates to the measures in the Clinical Outcomes
Domain.
j. Hospital-Acquired Condition (HAC) Reduction Program

In this FY 2023 IPPS/LTCH PPS final rule we are finalizing several changes to the HAC Reduction
Program, which was established under section 1886(p) of the Act, to provide an incentive to hospitals to reduce
the incidence of hospital-acquired conditions. We refer readers to the FY 2022 IPPS/LTCH PPS final rule for
further details on our measure suppression policy (86 FR 45301 through 45304). In this FY 2023 IPPS/LTCH
PPS final rule, we are not finalizing our proposal to not calculate or report measure results for the CMS PSI 90
measure for the FY 2023 HAC Reduction Program. Although we will not calculate or report CMS PSI 90
measure results for use in the HAC Reduction Program scoring calculations for the program year, we will still
calculate and report CMS PSI 90 that is displayed on the main pages of the Compare tool hosted by HHS after
confidentially reporting these results to hospitals via CMS PSI 90 specific HSRs and a 30-day preview period.

We will continue to calculate and report measure results for the NHSN CDC HAI measures.



In this FY 2023 IPPS/LTCH PPS final rule, we are finalizing our proposals to: (1) suppress the CMS
PSI 90 measure and the five CDC NHSN HAI measures from the calculation of measure scores and the Total
HAC Score, thereby not penalizing any hospital under the HAC Reduction Program FY 2023 program year; (2)
suppress CY 2021 CDC NHSN HAI measures data from the FY 2024 HAC Reduction Program Year; (3)
update the measure specification to the minimum volume threshold for the CMS PSI 90 measure beginning with
the FY 2023 program year; (4) update the measure specifications to risk-adjust for COVID-19 diagnosis in the
CMS PSI 90 measure beginning with the FY 2024 HAC Reduction Program Year; and (5) update the NHSN
CDC HAI data submission requirements for newly opened hospitals beginning in the FY 2024 HAC Reduction
Program.

In this FY 2023 IPPS/LTCH PPS final rule, we acknowledge feedback we received on Requests for
Information from stakeholders on two topics: (1) the potential adoption of two digital National Healthcare
Safety Network (NHSN) measures: the NHSN Healthcare-associated Clostridioides difficile Infection Outcome
measure and NHSN Hospital-Onset Bacteremia & Fungemia Outcome measure; and (2) on overarching
principles for measuring healthcare quality disparities across CMS Quality Programs. In the FY 2023
IPPS/LTCH PPS proposed rule and this final rule, we also clarified the removal of the no mapped location
policy beginning with the FY 2023 program year.

k. Hospital Inpatient Quality Reporting (IQR) Program

Under section 1886(b)(3)(B)(viii) of the Act, subsection (d) hospitals are required to report data on
measures selected by the Secretary for a fiscal year in order to receive the full annual percentage increase.

In this FY 2023 IPPS/LTCH PPS final rule, we are finalizing several changes to the Hospital IQR
Program. We are adopting 10 new measures: (1) Hospital Commitment to Health Equity beginning with the
CY 2023 reporting period/FY 2025 payment determination; (2) Screening for Social Drivers of Health
beginning with voluntary reporting for the CY 2023 reporting period and mandatory reporting beginning with
the CY 2024 reporting period/FY 2026 payment determination; (3) Screen Positive Rate for Social Drivers of
Health beginning with voluntary reporting for the CY 2023 reporting period and mandatory reporting beginning

with the CY 2024 reporting period/FY 2026 payment determination; (4) Cesarean Birth electronic clinical



quality measure (eCQM) with inclusion in the eCQM measure set beginning with the CY 2023 reporting
period/FY 2025 payment determination, and mandatory reporting beginning with the CY 2024 reporting
period/FY 2026 payment determination; (5) Severe Obstetric Complications eCQM with inclusion in the eCQM
measure set beginning with the CY 2023 reporting period/FY 2025 payment determination, and mandatory
reporting beginning with the CY 2024 reporting period/FY 2026 payment determination; (6) Hospital-Harm—
Opioid-Related Adverse Events eCQM (NQF #3501¢) inclusion in the eCQM measure set beginning with the
CY 2024 reporting period/FY 2026 payment determination; (7) Global Malnutrition Composite Score eCQM
(NQF #3592¢) inclusion in the eCQM measure set beginning with the CY 2024 reporting period/FY 2026
payment determination; (8) Hospital-Level, Risk Standardized Patient-Reported Outcomes Performance
Measure Following Elective Primary Total Hip Arthroplasty (THA) and/or Total Knee Arthroplasty (TKA)
(NQF #3559) beginning with two voluntary periods, followed by mandatory reporting for the reporting period
which runs from July 1, 2025 through June 30, 2026, impacting the FY 2028 payment determination; (9)
Medicare Spending Per Beneficiary (MSPB) Hospital measure (NQF #2158) beginning with the FY 2024
payment determination; and (10) Hospital-Level Risk-Standardized Complication Rate (RSCR) Following
Elective Primary THA/TKA (NQF #1550) beginning with the FY 2024 payment determination. We are
refining two current measures beginning with the FY 2024 payment determination: (1) Hospital-Level,
Risk-Standardized Payment Associated with an Episode-of-Care for Primary Elective THA/TKA measure; and
(2) Excess Days in Acute Care (EDAC) After Hospitalization for Acute Myocardial Infarction (AMI) measure
(NQF #2881). In this FY 2023 IPPS/LTCH PPS final rule, we acknowledge feedback we received on the
potential future development and inclusion of two National Healthcare Safety Network (NHSN) measures: (1)
Healthcare-Associated Clostridioides difficile Infection Outcome; and (2) Hospital-Onset Bacteremia &
Fungemia Outcome. We thank commenters for their feedback.

We are finalizing changes to current policies related to eCQMs and hybrid measures: (1) Modification
of the eCQM reporting and submission requirements to increase the number of eCQMs to be reported beginning
with the CY 2024 reporting period/FY 2026 payment determination; (2) removal of the zero denominator

declarations and case threshold exemption policies for hybrid measures beginning with the FY 2026 payment



determination; (3) adoption of data submission and reporting requirements for patient-reported outcome-based
performance measures (PRO-PMs) beginning with the FY 2026 payment determination; and (4) modification of
the eCQM validation policy to increase the requirement from 75 percent to 100 percent of requested medical
records, beginning with the FY 2025 payment determination.

With respect to public reporting, we are establishing a hospital designation related to maternity care to
be publicly-reported on a public-facing website beginning in Fall 2023. In the FY 2023 IPPS/PPS LTCH PPS
proposed rule, we sought comments on other potential associated activities regarding this designation (87 FR
28549 through 28550). Additionally, we sought comments on ongoing ways we can advance digital quality
measurement and use of Fast Healthcare Interoperability Resources (FHIR) (87 FR 28486 through 28489). We
thank commenters for their feedback.

1. PPS-Exempt Cancer Hospital Quality Reporting Program

Section 1866(k)(1) of the Act requires, for purposes of FY 2014 and each subsequent fiscal year, that a
hospital described in section 1886(d)(1)(B)(v) of the Act (a PPS-exempt cancer hospital, or a PCH) submit data
in accordance with section 1866(k)(2) of the Act with respect to such fiscal year. There is no financial impact
to PCH Medicare payment if a PCH does not participate.

In this FY 2023 IPPS/LTCH PPS final rule, we are finalizing our proposal to adopt a patient safety
exception into the measure removal policy. We are also finalizing our proposal to begin public display of the
30-Day Unplanned Readmissions for Cancer Patients measure (NQF #3188) (PCH-36). We are finalizing with
modification our proposal to begin public display of the Proportion of Patients Who Died from Cancer
Receiving Chemotherapy in the Last 14 Days of Life measure (NQF #0210) (PCH-32), the Proportion of
Patients Who Died from Cancer Not Admitted to Hospice measure (NQF #0215) (PCH-34), the Proportion of
Patients Who Died from Cancer Admitted to the ICU in the Last 30 Days of Life measure (NQF #0213) (PCH-
33), and the Proportion of Patients Who Died from Cancer Admitted to Hospice for Less Than Three Days
measure (NQF #0216) (PCH-35). In addition, along with the Hospital IQR and HAC Reduction Programs, we

respond to comments received on our request for comment on the potential adoption of two digital National



Healthcare Safety Network (NHSN) measures: the NHSN Healthcare-associated Clostridioides difficile
Infection Outcome measure and NHSN Hospital-Onset Bacteremia and Fungemia Outcome measure.
m. Medicare Promoting Interoperability Program

For CY 2023, we are finalizing several proposed changes to the Medicare Promoting Interoperability
Program. Specifically, we are: (1) requiring the Electronic Prescribing Objective’s Query of Prescription Drug
Monitoring Program (PDMP) measure while maintaining the associated points at 10 points beginning with the
EHR reporting period in CY 2023; (2) expanding the Query of PDMP measure to not only include Schedule II
opioids but also Schedule III and IV drugs beginning with the CY 2023 EHR reporting period and are adding
exclusions; (3) adding a new Health Information Exchange (HIE) Objective option, the Enabling Exchange
under the Trusted Exchange Framework and Common Agreement (TEFCA) measure (requiring a yes/no
response), as an optional alternative to fulfill the objective, beginning with the CY 2023 EHR reporting period;
(4) modifying the Public Health and Clinical Data Exchange Objective by adding an Antibiotic Use and
Antibiotic Resistance (AUR) measure in addition to the current four required measures (Syndromic
Surveillance Reporting, Immunization Registry Reporting, Electronic Case Reporting, and Electronic
Reportable Laboratory Result Reporting) beginning with the CY 2024 EHR reporting period; (5) consolidating
the current options from three to two levels of active engagement for the Public Health and Clinical Data
Exchange Objective, requiring the reporting of the active engagement option selected for the measures under
the objective beginning with the CY 2023 EHR reporting period, and modifying the amount of time spent at the
option 1 level of active engagement (pre-production and validation) to one EHR reporting period beginning
with the CY 2024 EHR reporting period; (6) modifying the scoring methodology for the Medicare Promoting
Interoperability Program beginning in CY 2023; (7) instituting public reporting of certain Medicare Promoting
Interoperability Program data beginning with the CY 2023 EHR reporting period; (8) removing regulation text
for the objectives and measures in the Medicare Promoting Interoperability Program from paragraph (e) under
42 CFR 495.24 and adding new paragraph (f) beginning in CY 2023; and (9) adopting two new eCQMs in the
Medicare Promoting Interoperability Program’s eCQM measure set beginning with the CY 2023 reporting

period, two new eCQMs in the Medicare Promoting Interoperability Program’s eCQM measure set beginning



with the CY 2024 reporting period, and modifying the eCQM data reporting and submission requirements to
increase the number of eCQMs required to be reported and the total number of eCQMs to be reported beginning
with the CY 2024 reporting period, which is in alignment with the eCQM updates finalized for the Hospital
IQR Program.
n. Condition of Participation (CoP) Requirements for Hospitals and CAHs to Continue Reporting Data for
COVID-19 and Influenza After the PHE ends as Determined by the Secretary

In this final rule, we are revising the hospital and CAH infection prevention and control CoP
requirements to continue COVID-19-related reporting requirements commencing either upon the conclusion of
the current COVID-19 PHE declaration or the effective date of this proposed rule, whichever is later, and
lasting until April 30, 2024 (unless the Secretary determines an earlier end date). We have withdrawn our
proposal to establish additional data reporting requirements to address future PHEs related to epidemics and

infectious diseases.



3. Summary of Costs and Benefits

The following table provides a summary of the costs, savings, and benefits associated with the major provisions described in

section I.A.3. of the preamble of this final rule.

Provision Description

Description of Costs, Transfers, Savings, and Benefits

Adjustment for MS-DRG Documentation and
Coding Changes

Section 414 of the MACRA replaced the single positive adjustment we intended to make in FY 2018 once the
recoupment required by section 631 of the ATRA was complete with a 0.5 percentage point positive adjustment
to the standardized amount of Medicare payments to acute care hospitals for FYs 2018 through 2023. (The FY
2018 adjustment was subsequently adjusted to 0.4588 percentage point by section 15005 of the 215 Century
Cures Act.) For FY 2023, we are making an adjustment of +0.5 percentage point to the standardized amount
consistent with the MACRA.

Medicare DSH Payment Adjustment and
Additional Payment for Uncompensated Care
and Supplemental Payment

For FY 2023, we are updating our estimates of the three factors used to determine uncompensated care payments.
We are continuing to use uninsured estimates produced by OACT as part of the development of the NHEA in
conjunction with more recently available data in the calculation of Factor 2. For FY 2023, we are using the 2
most recent years of audited data on uncompensated care costs from Worksheet S—10 of the FY 2018 cost reports
and the FY 2019 cost reports to calculate Factor 3 in the uncompensated care payment methodology for all
eligible hospitals. In addition, for FY 2024 and subsequent fiscal years, we will calculate Factor 3 for all eligible
hospitals using a 3-year average of the data on uncompensated care costs from Worksheet S-10 for the three most
recent fiscal years for which audited data are available.

Beginning in FY 2023, we are discontinuing the use of low-income insured days as a proxy for uncompensated
care to determine Factor 3 for Indian Health Service (IHS) and Tribal hospitals and hospitals located in Puerto
Rico. In addition, we are implementing certain methodological changes for calculating Factor 3 for FY 2023 and
subsequent fiscal years. We project that the amount available to distribute as payments for uncompensated care
for FY 2023 will decrease by approximately $318 million, as compared to our estimate of the uncompensated
care payments that will be distributed in FY 2022. The uncompensated care payments have redistributive effects,
based on a hospital’s uncompensated care amount relative to the uncompensated care amount for all hospitals that
are projected to be eligible to receive Medicare DSH payments, and the calculated payment amount is not directly
tied to a hospital’s number of discharges.

Because we recognize that discontinuing the use of the low-income insured days proxy to calculate
uncompensated care payments for IHS and Tribal hospitals and hospitals located in Puerto Rico could result in a
significant financial disruption for these hospitals, we are using our exceptions and adjustments authority under
section 1886(d)(5)(I) of the Act to establish a new supplemental payment for IHS and Tribal hospitals and
hospitals located in Puerto Rico, beginning in FY 2023. This provision is not budget neutral and we estimate the
impact of the new payment will increase Medicare spending for FY 2023 by approximately $96 million.

Application of the Rural Floor

Based on the district court’s decision in Citrus HMA, LLC, d/b/a Seven Rivers Regional Medical Center v.
Becerra, and the comments we received, as discussed in section II1.G.1. of the preamble of this final rule, we are
not finalizing our rural floor wage index policy as proposed, which would have excluded § 412.103 hospitals
from the calculation of the rural floor and from the calculation of “the wage index for rural areas in the State in
which the county is located” as referred to in section 1886(d)(8)(C)(iii) of the Act. Rather, we are finalizing a
policy that calculates the rural floor as it was calculated before FY 2020. For FY 2023 and subsequent years, we
are finalizing a policy to include the wage data of hospitals that have reclassified from urban to rural under




Provision Description

Description of Costs, Transfers, Savings, and Benefits

section 1886(d)(8)(E) of the Act (as implemented in the regulations at § 412.103) and have no additional form of
reclassification (MGCRB or Lugar) in the calculation of the rural floor, and to include the wage data of such
hospitals in the calculation of “the wage index for rural areas in the State in which the county is located” as
referred to in section 1886(d)(8)(C)(iii) of the Act. The law requires that a national budget neutrality adjustment
be applied in implementing the rural floor.

Changes to GME Payments Based on Milton S.
Hershey Medical Center, et al. v. Becerra
Litigation

After reviewing the statutory language regarding the direct GME FTE cap and the court’s opinion in Milton S.
Hershey Medical Center, et al. v. Becerra, we are implementing a modified policy to be applied retroactively for
all teaching hospitals, Specifically, effective for cost reporting periods beginning on or after October 1, 2001, we
are specifying that if the hospital’s unweighted number of FTE residents exceeds the FTE cap, and the number of
weighted FTE residents also exceeds that FTE cap, the respective primary care and obstetrics and gynecology
weighted FTE counts and other weighted FTE counts are adjusted to make the total weighted FTE count equal the
FTE cap. If the number of weighted FTE residents does not exceed that FTE cap, then the allowable weighted
FTE count for direct GME payment is the actual weighted FTE count. We estimate the impact of this change for
FY 2023 to be approximately $170 million.

Update to the IPPS Payment Rates and Other
Payment Policies

As discussed in Appendix A of this final rule, acute care hospitals are estimated to experience an increase of
approximately $1.4 billion in FY 2023, primarily driven by: (1) a combined $2.4 billion increase in FY 2023
operating payments, including supplemental payments for eligible IHS/Tribal hospitals and Puerto Rico hospitals,
as well as changes in uncompensated care payments, and (2) a combined decrease of $ 1.0 billion resulting from
estimated changes in new technology add-on payments (including the expiration of payments for technologies
that were provided a one-year extension in FY 2022), the change to the GME weighting methodology, the
expiration of the temporary changes to the low-volume hospital payment adjustment, and capital payment, as
modeled for this final rule.

Update to the LTCH PPS Payment Rates and
Other Payment Policies

As discussed in Appendix A of this final rule, based on the best available data for the 339 LTCHs in our database,
we estimate that the changes to the payment rates and factors that we present in the preamble of and Addendum to
this final rule, which reflect the update to the LTCH PPS standard Federal payment rate for FY 2023, will result
in an estimated increase in payments in FY 2023 of approximately $71 million.

Changes to the Hospital Readmissions Reduction
Program

For the FY 2023 program year, MS-DRG reductions in payments are based on a hospital’s risk-adjusted
readmission rate during a multi-year period for acute myocardial infarction (AMI), heart failure (HF), chronic
obstructive pulmonary disease (COPD), elective primary total hip arthroplasty/total knee arthroplasty
(THA/TKA), and coronary artery bypass graft (CABG) surgery. Overall, in this rule, we estimate that 2,273
hospitals will have their base operating MS-DRG payments reduced by their determined estimated FY 2023
hospital-specific readmission adjustment. As a result, we estimate that the Hospital Readmissions Reduction
Program would save approximately $320 million in FY 2023.

Value-Based Incentive Payments under the
Hospital VBP Program

We estimate that there would be no net financial impact to the Hospital VBP Program for the FY 2023 program
year in the aggregate because, by law, the amount available for value-based incentive payments under the
program in a given year must be equal to the total amount of base operating MS-DRG payment amount
reductions for that year, as estimated by the Secretary. We are finalizing our proposals which will result in
hospitals not receiving a Total Performance Score (TPS) for FY 2023. The estimated amount of base operating
MS-DRG payment amount reductions for the FY 2023 program year and, therefore, the estimated amount
available for value-based incentive payments for FY 2023 discharges is approximately $1.8 billion.

Changes to the HAC Reduction Program

For the FY 2023 program year, we are finalizing our proposal to suppress all six measures in the HAC Reduction
Program. We are not finalizing our proposal to not calculate or report CMS PSI 90 measure results for the FY
2023 HAC Reduction Program. Although we will not use the calculated scores for the CMS PSI 90 measure
results to implement the HAC Reduction Program for the program year we will still calculate and report CMS PSI
90 that is displayed on the main pages of the Care Compare tool hosted by HHS after confidentially reporting




Provision Description

Description of Costs, Transfers, Savings, and Benefits

these results to hospitals via CMS PSI 90 specific HSRs and a 30-day preview period for the NHSN CDC HAI
measures. Accordingly, for the FY 2023 HAC Reduction Program, no hospital would receive a payment
reduction. As a result, for the FY 2023 program year, we anticipate reductions to the Medicare trust fund that is
otherwise estimated at approximately $350 million.

Changes to the Hospital IQR Program

Across 3,150 IPPS hospitals, we estimate that our finalized changes for the Hospital IQR Program in this final
rule would result in a total information collection burden increase of 746,300 hours associated with our finalized
policies, and updated burden estimates and a total cost increase of approximately $23,437,906 across a 4-year
period from the CY 2023 reporting period/FY 2025 payment determination through the CY 2026 reporting
period/FY 2028 payment determination.

Changes to the Medicare Promoting
Interoperability Program

Across 4,500 eligible hospitals and CAHs, we estimate that our finalized changes for the Medicare Promoting
Interoperability Program in this final rule would result in a total information collection burden increase of 5,513
hours associated with our finalized policies, and updated burden estimates and a total cost increase of
approximately $233,730 across a 2-year period from the CY 2023 EHR reporting period through the CY 2024
EHR reporting period.

Condition of Participation (CoP) Requirements for
Hospitals and CAHs to Continue Reporting Data
for COVID-19 and Influenza After the PHE ends
as Determined by the Secretary

As detailed in section XII.B.10. of the preamble of this final rule (Collection of Information requirements), we
estimate that our changes to the CoPs, which would require hospitals and CAHs to comply with continued
COVID-19-related reporting provisions, will result in an estimated burden increase of 483,600 hours based on
weekly reporting (52 weeks per year) of the required information by approximately 6,200 hospitals and CAHs
and at an average response time of 1.5 hours for a registered nurse with an average hourly salary of $79. This
would result in an estimated total of $38,204,400 for weekly reporting (or approximately $6,162 per facility).

For the purpose of modeling the estimated FY 2023 payment adjustment factors that account for the suppression of the pneumonia readmission measure for this final rule, we used
the data from the FY 2022 Hospital Readmissions Reduction Program for the five non-suppressed measures (that is, AMI, HF, COPD, THA/TKA, and CABG).




B. Background Summary

1. Acute Care Hospital Inpatient Prospective Payment System (IPPS)

Section 1886(d) of the Act sets forth a system of payment for the operating costs of acute
care hospital inpatient stays under Medicare Part A (Hospital Insurance) based on prospectively
set rates. Section 1886(g) of the Act requires the Secretary to use a prospective payment system
(PPS) to pay for the capital-related costs of inpatient hospital services for these “subsection (d)
hospitals.” Under these PPSs, Medicare payment for hospital inpatient operating and capital-
related costs is made at predetermined, specific rates for each hospital discharge. Discharges are
classified according to a list of diagnosis-related groups (DRGs).

The base payment rate is comprised of a standardized amount that is divided into a
labor-related share and a nonlabor-related share. The labor-related share is adjusted by the wage
index applicable to the area where the hospital is located. If the hospital is located in Alaska or
Hawaii, the nonlabor-related share is adjusted by a cost-of-living adjustment factor. This base
payment rate is multiplied by the DRG relative weight.

If the hospital treats a high percentage of certain low-income patients, it receives a
percentage add-on payment applied to the DRG-adjusted base payment rate. This add-on
payment, known as the disproportionate share hospital (DSH) adjustment, provides for a
percentage increase in Medicare payments to hospitals that qualify under either of two statutory
formulas designed to identify hospitals that serve a disproportionate share of low-income
patients. For qualifying hospitals, the amount of this adjustment varies based on the outcome of
the statutory calculations. The Affordable Care Act revised the Medicare DSH payment
methodology and provides for a new additional Medicare payment beginning on
October 1, 2013, that considers the amount of uncompensated care furnished by the hospital

relative to all other qualifying hospitals.



If the hospital is training residents in an approved residency program(s), it receives a
percentage add-on payment for each case paid under the IPPS, known as the indirect medical
education (IME) adjustment. This percentage varies, depending on the ratio of residents to beds.

Additional payments may be made for cases that involve new technologies or medical
services that have been approved for special add-on payments. In general, to qualify, a new
technology or medical service must demonstrate that it is a substantial clinical improvement over
technologies or services otherwise available, and that, absent an add-on payment, it would be
inadequately paid under the regular DRG payment. In addition, certain transformative new
devices and certain antimicrobial products may qualify under an alternative inpatient new
technology add-on payment pathway by demonstrating that, absent an add-on payment, they
would be inadequately paid under the regular DRG payment.

The costs incurred by the hospital for a case are evaluated to determine whether the
hospital is eligible for an additional payment as an outlier case. This additional payment is
designed to protect the hospital from large financial losses due to unusually expensive cases.
Any eligible outlier payment is added to the DRG-adjusted base payment rate, plus any DSH,
IME, and new technology or medical service add-on adjustments and, beginning in FY 2023 for
[HS and Tribal hospitals and hospitals located in Puerto Rico, the new supplemental payment.

Although payments to most hospitals under the IPPS are made on the basis of the
standardized amounts, some categories of hospitals are paid in whole or in part based on their
hospital-specific rate, which is determined from their costs in a base year. For example, sole
community hospitals (SCHs) receive the higher of a hospital-specific rate based on their costs in
a base year (the highest of FY 1982, FY 1987, FY 1996, or FY 2006) or the IPPS Federal rate
based on the standardized amount. SCHs are the sole source of care in their areas. Specifically,
section 1886(d)(5)(D)(iii) of the Act defines an SCH as a hospital that is located more than 35
road miles from another hospital or that, by reason of factors such as an isolated location,

weather conditions, travel conditions, or absence of other like hospitals (as determined by the



Secretary), is the sole source of hospital inpatient services reasonably available to Medicare
beneficiaries. In addition, certain rural hospitals previously designated by the Secretary as
essential access community hospitals are considered SCHs.

Under current law, the Medicare-dependent, small rural hospital (MDH) program is
effective through FY 2022. For discharges occurring on or after October 1, 2007, but before
October 1, 2022, an MDH receives the higher of the Federal rate or the Federal rate plus 75
percent of the amount by which the Federal rate is exceeded by the highest of its FY 1982,

FY 1987, or FY 2002 hospital-specific rate. MDHs are a major source of care for Medicare
beneficiaries in their areas. Section 1886(d)(5)(G)(iv) of the Act defines an MDH as a hospital
that is located in a rural area (or, as amended by the Bipartisan Budget Act of 2018, a hospital
located in a State with no rural area that meets certain statutory criteria), has not more than 100
beds, is not an SCH, and has a high percentage of Medicare discharges (not less than 60 percent
of its inpatient days or discharges in its cost reporting year beginning in FY 1987 or in two of its
three most recently settled Medicare cost reporting years). As section 50205 of the Bipartisan
Budget Act extended the MDH program through FY 2022 only, for FY 2023, beginning on
October 1, 2022, the MDH program will no longer be in effect absent a change in law. Because
the MDH program is not authorized by statute beyond September 30, 2022, beginning October 1,
2022, all hospitals that previously qualified for MDH status under section 1886(d)(5)(G) of the
Act will no longer have MDH status and will be paid based on the IPPS Federal rate.

Section 1886(g) of the Act requires the Secretary to pay for the capital-related costs of
inpatient hospital services in accordance with a prospective payment system established by the
Secretary. The basic methodology for determining capital prospective payments is set forth in
our regulations at 42 CFR 412.308 and 412.312. Under the capital IPPS, payments are adjusted
by the same DRG for the case as they are under the operating IPPS. Capital IPPS payments are
also adjusted for IME and DSH, similar to the adjustments made under the operating IPPS. In

addition, hospitals may receive outlier payments for those cases that have unusually high costs.



The existing regulations governing payments to hospitals under the IPPS are located in
42 CFR part 412, subparts A through M.
2. Hospitals and Hospital Units Excluded From the IPPS

Under section 1886(d)(1)(B) of the Act, as amended, certain hospitals and hospital units
are excluded from the IPPS. These hospitals and units are: Inpatient rehabilitation facility (IRF)
hospitals and units; long-term care hospitals (LTCHs); psychiatric hospitals and units; children’s
hospitals; cancer hospitals; extended neoplastic disease care hospitals, and hospitals located
outside the 50 States, the District of Columbia, and Puerto Rico (that is, hospitals located in the
U.S. Virgin Islands, Guam, the Northern Mariana Islands, and American Samoa). Religious
nonmedical health care institutions (RNHCIs) are also excluded from the IPPS. Various sections
of the Balanced Budget Act of 1997 (BBA) (Pub. L. 105-33), the Medicare, Medicaid and
SCHIP [State Children’s Health Insurance Program] Balanced Budget Refinement Act of 1999
(BBRA, Pub. L. 106-113), and the Medicare, Medicaid, and SCHIP Benefits Improvement and
Protection Act of 2000 (BIPA, Pub. L. 106-554) provide for the implementation of PPSs for IRF
hospitals and units, LTCHs, and psychiatric hospitals and units (referred to as inpatient
psychiatric facilities (IPFs)). (We note that the annual updates to the LTCH PPS are included
along with the IPPS annual update in this document. Updates to the IRF PPS and IPF PPS are
issued as separate documents.) Children’s hospitals, cancer hospitals, hospitals located outside
the 50 States, the District of Columbia, and Puerto Rico (that is, hospitals located in the U.S.
Virgin Islands, Guam, the Northern Mariana Islands, and American Samoa), and RNHCIs
continue to be paid solely under a reasonable cost-based system, subject to a rate-of-increase
ceiling on inpatient operating costs. Similarly, extended neoplastic disease care hospitals are
paid on a reasonable cost basis, subject to a rate-of-increase ceiling on inpatient operating costs.

The existing regulations governing payments to excluded hospitals and hospital units are
located in 42 CFR parts 412 and 413.

3. Long-Term Care Hospital Prospective Payment System (LTCH PPS)



The Medicare prospective payment system (PPS) for LTCHs applies to hospitals
described in section 1886(d)(1)(B)(iv) of the Act, effective for cost reporting periods beginning
on or after October 1, 2002. The LTCH PPS was established under the authority of sections 123
of the BBRA and section 307(b) of the BIPA (as codified under section 1886(m)(1) of the Act).
Section 1206(a) of the Pathway for SGR Reform Act of 2013 (Pub. L. 113—67) established the
site neutral payment rate under the LTCH PPS, which made the LTCH PPS a dual rate payment
system beginning in FY 2016. Under this statute, effective for LTCH’s cost reporting periods
beginning in FY 2016 cost reporting period, LTCHs are generally paid for discharges at the site
neutral payment rate unless the discharge meets the patient criteria for payment at the LTCH PPS
standard Federal payment rate. The existing regulations governing payment under the LTCH
PPS are located in 42 CFR part 412, subpart O. Beginning October 1, 2009, we issue the annual
updates to the LTCH PPS in the same documents that update the IPPS.

4. Critical Access Hospitals (CAHs)

Under sections 1814(1), 1820, and 1834(g) of the Act, payments made to critical access
hospitals (CAHs) (that is, rural hospitals or facilities that meet certain statutory requirements) for
inpatient and outpatient services are generally based on 101 percent of reasonable cost.
Reasonable cost is determined under the provisions of section 1861(v) of the Act and existing
regulations under 42 CFR part 413.

5. Payments for Graduate Medical Education (GME)

Under section 1886(a)(4) of the Act, costs of approved educational activities are excluded
from the operating costs of inpatient hospital services. Hospitals with approved graduate
medical education (GME) programs are paid for the direct costs of GME in accordance with
section 1886(h) of the Act. The amount of payment for direct GME costs for a cost reporting
period is based on the hospital’s number of residents in that period and the hospital’s costs per
resident in a base year. The existing regulations governing payments to the various types of

hospitals are located in 42 CFR part 413.



C. Summary of Provisions of Recent Legislation Implemented in This Final Rule

1. The Medicare Access and CHIP Reauthorization Act of 2015 (Pub. L. 114-10)

Section 414 of the Medicare Access and CHIP Reauthorization Act of 2015 (MACRA,
Pub. L. 114-10) specifies a 0.5 percent positive adjustment to the standardized amount of
Medicare payments to acute care hospitals for FY's 2018 through 2023. These adjustments follow
the recoupment adjustment to the standardized amounts under section 1886(d) of the Act based
upon the Secretary’s estimates for discharges occurring from FY's 2014 through 2017 to fully
offset $11 billion, in accordance with section 631 of the ATRA. The FY 2018 adjustment was
subsequently adjusted to 0.4588 percent by section 15005 of the 215 Century Cures Act.

D. Issuance of Proposed Rulemaking

In the FY 2023 IPPS/LTCH PPS proposed rule appearing in the May 10, 2022 Federal
Register (87 FR 28108), we set forth proposed payment and policy changes to the Medicare
IPPS for FY 2023 operating costs and capital-related costs of acute care hospitals and certain
hospitals and hospital units that are excluded from IPPS. In addition, we set forth proposed
changes to the payment rates, factors, and other payment and policy-related changes to programs
associated with payment rate policies under the LTCH PPS for FY 2023.

The following is a general summary of the changes that we proposed to make.

1. Proposed Changes to MS—DRG Classifications and Recalibrations of Relative Weights

In section II. of the preamble of the proposed rule, we include the following:

e Proposed changes to MS—DRG classifications based on our yearly review for
FY 2023.

e Proposed adjustment to the standardized amounts under section 1886(d) of the Act for
FY 2023 in accordance with the amendments made to section 7(b)(1)(B) of Pub. L. 110-90 by
section 414 of the MACRA.

e Proposed recalibration of the MS-DRG relative weights, including a proposed

10-percent cap on decreases in an MS-DRG relative weight from one fiscal year to the next.



e A discussion of the proposed FY 2023 status of new technologies approved for add-on
payments for FY 2022, a presentation of our evaluation and analysis of the FY 2023 applicants
for add-on payments for high-cost new medical services and technologies (including public
input, as directed by Pub. L. 108—173, obtained in a town hall meeting) for applications not
submitted under an alternative pathway, and a discussion of the proposed status of FY 2023 new
technology applicants under the alternative pathways for certain medical devices and certain
antimicrobial products.

e A proposal to use National Drug Codes (NDCs) to identify cases involving use of
therapeutic agents approved for new technology add-on payments.

e A proposal to publicly post online future applications for new technology add-on
payments. Specifically, beginning with the FY 2024 application cycle, we proposed to post
online the completed application forms and certain related materials and updated application
information submitted subsequent to the initial application submission for new technology
add-on payments, with the exception of certain cost and volume information and certain
additional materials (as discussed more fully in section II.F.9. of the proposed rule), no later than
the issuance of the proposed rule.

2. Proposed Changes to the Hospital Wage Index for Acute Care Hospitals

In section III. of the preamble of the proposed rule, we proposed to make revisions to the
wage index for acute care hospitals and the annual update of the wage data. Specific issues
addressed include, but were not limited to, the following:

e The proposed FY 2023 wage index update using wage data from cost reporting periods
beginning in FY 2019.

e (alculation, analysis, and implementation of the proposed occupational mix
adjustment to the wage index for acute care hospitals for FY 2023 based on the 2019

Occupational Mix Survey.



e Proposed application of the rural, imputed and frontier State floors, and continuation
of the low wage index hospital policy.

e Proposed revisions to the wage index for acute care hospitals, based on hospital
redesignations and reclassifications under sections 1886(d)(8)(B), (d)(8)(E), and (d)(10) of the
Act.

e Proposed adjustment to the wage index for acute care hospitals for FY 2023 based on
commuting patterns of hospital employees who reside in a county and work in a different area
with a higher wage index.

e Proposed permanent cap on annual wage index decreases.

e Proposed labor-related share for the proposed FY 2023 wage index.

3. Other Decisions and Proposed Changes to the IPPS for Operating Costs

In section V. of the preamble of the proposed rule, we discuss proposed changes or
clarifications of a number of the provisions of the regulations in 42 CFR parts 412 and 413,
including the following:

e Proposed inpatient hospital update for FY 2023.

e Proposed updated national and regional case-mix values and discharges for purposes
of determining RRC status.

e Proposed payment adjustment for low-volume hospitals for FY 2023 and subsequent
years.

e The statutorily required IME adjustment factor for FY 2023.

e Proposed changes to the methodologies for determining Medicare DSH payments and
the additional payments for uncompensated care.

e Proposed new supplemental payment for IHS/Tribal and Puerto Rico hospitals.

e Proposed revisions to the regulations regarding the counting of days associated with
section 1115 demonstrations in the Medicaid fraction.

e Discussion of statutory expiration of the MDH program at the end of FY 2022.



e Proposed requirements for payment adjustments under the Hospital Readmissions
Reduction Program for FY 2023.

e The provision of estimated and newly established performance standards for the
calculation of value-based incentive payments, as well as a proposal to suppress multiple
measures and provide net-neutral payment adjustments under the Hospital Value-Based
Purchasing Program.

e Proposed requirements for payment adjustments to hospitals under the HAC Reduction
Program for FY 2023.

e Discussion of and proposed changes relating to the implementation of the Rural
Community Hospital Demonstration Program in FY 2023.

e Proposed GME payment change in response to Milton S. Hershey Medical Center et al
v. Becerra litigation.

e Proposed nursing and allied health education program Medicare Advantage (MA)
add-on rates and direct GME MA percent reductions for CYs 2020 and 2021.

e Proposal to allow Medicare GME affiliation agreements within certain rural track
full-time equivalent limitations.

e Proposed payment adjustment for certain clinical trial and expanded access use
immunotherapy cases.

4. Proposed FY 2023 Policy Governing the IPPS for Capital-Related Costs

In section VI. of the preamble to the proposed rule, we discussed the proposed payment
policy requirements for capital-related costs and capital payments to hospitals for FY 2023.

5. Proposed Changes to the Payment Rates for Certain Excluded Hospitals: Rate-of-Increase
Percentages
In section VII. of the preamble of the proposed rule, we discussed the following:

e Proposed changes to payments to certain excluded hospitals for FY 2023.



e Proposed continued implementation of the Frontier Community Health Integration
Project (FCHIP) Demonstration.

6. Proposed Changes to the LTCH PPS

In section VIII. of the preamble of the proposed rule, we set forth proposed changes to
the LTCH PPS Federal payment rates, factors, and other payment rate policies under the LTCH
PPS for FY 2023.

7. Proposed Changes Relating to Quality Data Reporting for Specific Providers and Suppliers

In section IX. of the preamble of the proposed rule, we addressed the following:

e Proposed requirements for the Hospital Inpatient Quality Reporting (IQR) Program.

e Proposed changes to the requirements for the quality reporting program for
PPS-exempt cancer hospitals (PCHQR Program).

e For the Long Term Care Hospital Quality Reporting Program (LTCH QRP), we
requested information on CMS’ overarching principles for measuring healthcare disparities
across CMS Quality Programs, including the LTCH QRP. We also requested information on the
potential adoption of one future National Healthcare Safety Network (NHSN) digital quality
measure (dQM) for the LTCH QRP, as well as quality measure concepts under consideration for
future years.

e Proposed changes to requirements pertaining to eligible hospitals and CAHs
participating in the Medicare Promoting Interoperability Program.

8. Other Proposals and Comment Solicitations Included in the Proposed Rule

Section X. of the preamble to the proposed rule includes the following:

e Proposed codification of policies related to the costs incurred for qualified and non-
qualified deferred compensation plans.

e Proposed changes pertaining to the CoPs at 42 CFR part 482 for hospitals, and at

42 CFR part 485, subpart F, for CAHs.



e Solicitation of comments on the appropriateness of payment adjustments that would
account for the additional resource costs for hospitals for the procurement of wholly
domestically made NIOSH-approved surgical N95 respirators.

9. Other Provisions of the Proposed Rule

Section XI. of the preamble to the proposed rule includes our discussion of the MedPAC
Recommendations.

Section XII. of the preamble to the proposed rule included the following:

e A descriptive listing of the public use files associated with the proposed rule.

e The collection of information requirements for entities based on our proposals.

e Information regarding our responses to public comments.

10. Determining Prospective Payment Operating and Capital Rates and Rate-of-Increase Limits
for Acute Care Hospitals

In sections II. and III. of the Addendum to the proposed rule, we set forth proposed
changes to the amounts and factors for determining the proposed FY 2023 prospective payment
rates for operating costs and capital-related costs for acute care hospitals. We proposed to
establish the threshold amounts for outlier cases. In addition, in section IV. of the Addendum to
the proposed rule, we addressed the proposed update factors for determining the rate-of-increase
limits for cost reporting periods beginning in FY 2023 for certain hospitals excluded from the
IPPS.

11. Determining Prospective Payment Rates for LTCHs

In section V. of the Addendum to the proposed rule, we set forth proposed changes to the
amounts and factors for determining the proposed FY 2023 LTCH PPS standard Federal
payment rate and other factors used to determine LTCH PPS payments under both the LTCH
PPS standard Federal payment rate and the site neutral payment rate in FY 2023. We are

proposed to establish the adjustments for the wage index, labor-related share, the cost-of-living



adjustment, and high-cost outliers, including the applicable fixed-loss amounts and the LTCH
cost-to-charge ratios (CCRs) for both payment rates.
12. Impact Analysis

In Appendix A of the proposed rule, we set forth an analysis of the impact the proposed
changes would have on affected acute care hospitals, CAHs, LTCHs and other entities.

13. Recommendation of Update Factors for Operating Cost Rates of Payment for Hospital
Inpatient Services

In Appendix B of the proposed rule, as required by sections 1886(¢e)(4) and (e)(5) of the
Act, we provided our recommendations of the appropriate percentage changes for FY 2023 for
the following:

e A single average standardized amount for all areas for hospital inpatient services paid
under the IPPS for operating costs of acute care hospitals (and hospital-specific rates applicable
to SCHs and MDHs).

e Target rate-of-increase limits to the allowable operating costs of hospital inpatient
services furnished by certain hospitals excluded from the IPPS.

e The LTCH PPS standard Federal payment rate and the site neutral payment rate for
hospital inpatient services provided for LTCH PPS discharges.

14. Discussion of Medicare Payment Advisory Commission Recommendations

Under section 1805(b) of the Act, MedPAC is required to submit a report to Congress, no
later than March 15 of each year, in which MedPAC reviews and makes recommendations on
Medicare payment policies. MedPAC’s March 2022 recommendations concerning hospital
inpatient payment policies address the update factor for hospital inpatient operating costs and
capital-related costs for hospitals under the IPPS. We addressed these recommendations in
Appendix B of the proposed rule. For further information relating specifically to the MedPAC
March 2022 report or to obtain a copy of the report, contact MedPAC at (202) 220-3700 or visit

MedPAC’s website at https://www.medpac.gov.



E. Advancing Health Information Exchange

The Department of Health and Human Services (HHS) has a number of initiatives
designed to encourage and support the adoption of interoperable health information technology
and to promote nationwide health information exchange to improve health care and patient
access to their digital health information.

To further interoperability in post-acute care settings, CMS and the Office of the National
Coordinator for Health Information Technology (ONC) participate in the Post-Acute Care
Interoperability Workgroup (PACIO) to facilitate collaboration with industry stakeholders to
develop Health Level Seven International ® (HL7) Fast Healthcare Interoperability Resources®
(FHIR) standards. These standards could support the exchange and reuse of patient assessment
data derived from the post-acute care (PAC) setting assessment tools, such as Minimum Data Set
(MDS), Inpatient Rehabilitation Facility-Patient Assessment Instrument (IRF-PAI), Long Term
Care Hospital (LTCH) Continuity Assessment Record and Evaluation (CARE) Data Set (LCDS),
Outcome and Assessment Information Set (OASIS), and other sources.?>* The PACIO Project
has focused on HL7 FHIR implementation guides for functional status, cognitive status and new
use cases on advance directives, re-assessment timepoints, and Speech, Language, Swallowing
Cognitive communications and Hearing (SPLASCH). > We encourage PAC provider and health
information technology (IT) vendor participation as the efforts advance. The CMS Data Element
Library (DEL) continues to be updated and serves as a resource for PAC assessment data
elements and their associated mappings to health IT standards, such as Logical Observation
Identifiers Names and Codes (LOINC) and Systematized Nomenclature of Medicine Clinical
Terms (SNOMED).6 The DEL furthers CMS’ goal of data standardization and interoperability.

Standards in the DEL can be referenced on the CMS website

3 HL7 FHIR Release 4. Available at: https://www.hl7.org/fhir/.

4HL7 FHIR. PACIO Functional Status Implementation Guide. Available at: https://paciowg.github.io/functional-
status-ig/.

3 PACIO Project. Available at: http://pacioproject.org/about/.

SCMS Data Element Library Fact Sheet. Available at: https://www.cms.gov/newsroom/fact-sheets/cms-data-
element-library-fact-sheet.



(https://del.cms.gov/DELWeb/pubHome) and in the ONC Interoperability Standards Advisory
(ISA). The 2022 ISA is available at https://www.healthit.gov/isa/sites/isa/files/inline-files/2022-
ISA-Reference-Edition.pdf.

The 21st Century Cures Act (Cures Act) (Pub. L. 114-255, enacted December 13, 2016)
required HHS and ONC to take steps further interoperability for providers in settings across the
care continuum.” Specifically, section 4003(b) of the Cures Act required ONC to take steps to
advance interoperability through the development of a a Trusted Exchange Framework and
Common Agreement aimed at establishing full network-to-network exchange of health
information nationally. On January 18, 2022, ONC announced a significant milestone by
releasing the Trusted Exchange Framework® and Common Agreement Version 1.° The Trusted
Exchange Framework is a set of non-binding principles for health information exchange, and the
Common Agreement is a contract that advances those principles. The Common Agreement and
the incorporated by reference Qualified Health Information Network Technical Framework
Version 1 establish the technical infrastructure model and governing approach for different
health information networks and their users to securely share clinical information with each
other, all under commonly agreed to terms. The technical and policy architecture of how
exchange occurs under the Common Agreement follows a network-of-networks structure, which
allows for connections at different levels and is inclusive of many different types of entities at
those different levels, such as health information networks, healthcare practices, hospitals, public

health agencies, and Individual Access Services (IAS) Providers.! For more information, we

7 Pub. L. 114-255, sections 4001 through 4008. Available at: https://www.govinfo.gov/content/pkg/PLAW-
114publ255/html/PLAW-114publ255.htm.

8 The Trusted Exchange Framework (TEF): Principles for Trusted Exchange (Jan. 2022). Available at:
https://www.healthit.gov/sites/default/files/page/2022-01/Trusted Exchange Framework 0122.pdf

9 Common Agreement for Nationwide Health Information Interoperability Version 1 (Jan. 2022). Available at:
https://www.healthit.gov/sites/default/files/page/2022-

01/Common_Agreement_for Nationwide Health Information_Interoperability Version_1.pdf.

10 The Common Agreement defines Individual Access Services (IAS) as “with respect to the Exchange Purposes
definition, the services provided utilizing the Connectivity Services, to the extent consistent with Applicable Law, to
an Individual with whom the QHIN, Participant, or Subparticipant has a Direct Relationship to satisfy that
Individual’s ability to access, inspect, or obtain a copy of that Individual’s Required Information that is then
maintained by or for any QHIN, Participant, or Subparticipant.” The Common Agreement defines “IAS Provider”



refer readers to https://www.healthit.gov/topic/interoperability/trusted-exchange-framework-and-
common-agreement.

We invite providers to learn more about these important developments and how they are
likely to affect LTCHs.

Comment: A commenter expressed support for efforts across HHS to advance health information
technology exchange and encouraged use of a standard set of data by providers and health IT vendors,
including efforts through the PACIO project. The commenter also noted a recent National Academies
report describing technology barriers for PAC settings due to not being eligible for previous incentives to
purchase technology certified under the ONC Health IT Certification Program. The commenter supported
recommendations in the report for HHS to pursue financial incentives for post-acute care settings to adopt
certified health information technology in order to enable health information exchange.

Response: We will take this comment into consideration as we coordinate with Federal partners,
including ONC, on interoperability initiatives, and to inform future rulemaking.

F. Use of FY 2021 Data and Methodology Modifications for the FY 2023 IPPS and

LTCH PPS Ratesetting

We primarily use two data sources in the IPPS and LTCH PPS ratesetting: claims data
and cost report data. The claims data source is the MedPAR file, which includes fully coded
diagnostic and procedure data for all Medicare inpatient hospital bills for discharges in a fiscal
year. The cost report data source is the Medicare hospital cost report data files from the most
recent quarterly Healthcare Cost Report Information System (HCRIS) release. Our goal is
always to use the best available data overall for ratesetting. Ordinarily, the best available
MedPAR data is the most recent MedPAR file that contains claims from discharges for the fiscal
year that is 2 years prior to the fiscal year that is the subject of the rulemaking. Ordinarily, the

best available cost report data is based on the cost reports beginning 3 fiscal years prior to the

as: “Each QHIN, Participant, and Subparticipant that offers Individual Access Services.” See Common Agreement
for Nationwide Health Information Interoperability Version 1, at 7 (Jan. 2022),
https://www.healthit.gov/sites/default/files/page/2022-

01/Common_Agreement_for Nationwide Health Information Interoperability Version 1.pdf.



fiscal year that is the subject of the rulemaking. However, in the FY 2022 I[PPS/LTCH PPS final
rule (86 FR 44789 through 44793), as discussed in more detail below, we finalized our proposal
touse FY 2019 data for the FY 2022 ratesetting for circumstances where the FY 2020 data (the
most recently available data at the time of rulemaking) was significantly impacted by the
COVID-19 PHE.

As we discussed in the FY 2022 IPPS/LTCH PPS final rule, the FY 2020 MedPAR
claims file and the FY 2019 HCRIS dataset both contained data that was significantly impacted
by the COVID-19 PHE, primarily in that the utilization of services at IPPS hospitals and LTCHs
was generally markedly different for certain types of services in FY 2020 than would have been
expected in the absence of the PHE. However, the most recent vaccination and hospitalization
data from the CDC at the time of development of that rule supported our belief at the time that
the risk of COVID-19 in FY 2022 would be significantly lower than the risk of COVID-19 in FY
2020 and there would be fewer COVID-19 hospitalizations for Medicare beneficiaries in FY
2022 than there were in FY 2020. Therefore, we finalized our proposal to use FY 2019 data for
the FY 2022 ratesetting for circumstances where the FY 2020 data was significantly impacted by
the COVID-19 PHE, based on the belief that FY 2019 data from before the COVID-19 PHE
would be a better overall approximation of the FY 2022 inpatient experience at both IPPS
hospitals and LTCHs. For example, we used the FY 2019 MedPAR claims data for purposes
where we ordinarily would have used the FY 2020 MedPAR claims data. We also used cost
report data from the FY 2018 HCRIS file for purposes where we ordinarily would have used the
FY 2019 HCRIS file (since the FY 2019 cost report data from HCRIS contained many cost
reports ending in FY 2020 based on each hospital’s cost reporting period).

Similar to our analysis of the FY 2020 MedPAR claims file and the FY 2019 HCRIS
dataset for the FY 2022 IPPS/LTCH PPS rulemaking, in the FY 2023 IPPS/LTCH PPS proposed
rule (87 FR 28123 through 28125) we discussed that the FY 2021 MedPAR claims file and the

FY 2020 HCRIS dataset also both contain data that was significantly impacted by the virus that



causes COVID-19, primarily in that the utilization of services at IPPS hospitals and LTCHs was
again generally markedly different for certain types of services in FY 2021 than would have been
expected in the absence of the virus that causes COVID-19. Specifically, the share of
admissions at IPPS hospitals and LTCHs for MS-DRGs and MS-LTC-DRGs associated with the
treatment of COVID-19 continued to remain significantly higher than levels prior to the
COVID-19 PHE. For example, in FY 2019, the share of IPPS cases and LTCH PPS standard
Federal payment rate cases grouped to MS-DRG and MS-LTC-DRG 177 (Respiratory infections
and inflammations with MCC) was approximately 1 percent and 2 percent, respectively. In
comparison, in FY 2021, the share of IPPS cases and LTCH PPS standard Federal payment rate
cases grouped to MS-DRG 177 was approximately 6 percent and 8 percent, respectively.

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28123 through 28124), we
reviewed the most recent data from the CDC on new inpatient hospital admissions of patients
with confirmed COVID-19. We presented this CDC graph which illustrates new inpatient
hospital admissions of patients with confirmed COVID-19 from August 1, 2020 through
February 15, 2022 (https://www.cdc.gov/coronavirus/2019-ncov/covid-
data/covidview/02182022/images/hospitalizations 02182022.jpg? =35767, accessed February

22,2022).
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We stated that the low point of the graph (late June 2021) approximately coincides with the time
of the development of the FY 2022 IPPS/LTCH PPS final rule and generally supports, in
conjunction with the other factors discussed in that rulemaking (including the most recent
vaccination data from the CDC), our assumption in the final rule that the FY 2022 time period
would be more similar to the time period prior to the PHE. We stated that the graph also shows
that the virus that causes COVID-19 has continued to significantly impact hospitalizations for
the time period subsequent to the development of the FY 2022 IPPS/LTCH PPS final rule.

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28124), we also presented
information from the CDC on the likelihood of future COVID-19 variants. We noted that the
most recent increase in hospitalizations was primarily associated with the Omicron variant of the
virus'! and that the CDC has stated that new variants will continue to emerge. Viruses
constantly change through mutation and sometimes these mutations result in a new variant of the
virus. The CDC and other public health organizations monitor all variants of the virus that
causes COVID-19 in the United States and globally. Scientists monitor all variants but may
classify certain ones as variants being monitored, variants of interest, variants of concern and
variants of high consequence. Some variants spread more easily and quickly than other variants,
which may lead to more cases of COVID-19. Even if a variant causes less severe disease in
general, an increase in the overall number of cases could cause an increase in hospitalizations
(see https://www.cdc.gov/coronavirus/2019-ncov/variants/about-variants.html, accessed
February 25, 2022).

Given the effects of the virus that causes COVID-19 in the Medicare FY 2020 data, the
Medicare FY 2021 data, and the CDC hospitalization data, coupled with the expectation for
future variants, in the proposed rule we stated our belief that it is reasonable to assume that some
Medicare beneficiaries will continue to be hospitalized with COVID-19 at IPPS hospitals and

LTCHs in FY 2023. Accordingly, we stated that we believe it would be appropriate to use FY

' https://www.cdc.gov/coronavirus/2019-ncov/variants/omicron-variant.html



2021 data, specifically the FY 2021 MedPAR claims file and the FY 2020 HCRIS dataset (which
contains data from many cost reports ending in FY 2021 based on each hospital’s cost reporting
period) as the most recent available data during the period of the COVID-19 PHE, for purposes
of the FY 2023 IPPS and LTCH PPS ratesetting. However, we also stated our belief that it
would be reasonable to assume based on the information available at the time that there will be
fewer COVID-19 hospitalizations in FY 2023 than in FY 2021 given the more recent trends in
the CDC hospitalization data since the Omicron variant peak in January, 2022. Accordingly,
because we anticipated Medicare inpatient hospitalizations for COVID-19 would continue in FY
2023 but at a lower level, we proposed to use FY 2021 data for purposes of the FY 2023 IPPS
and LTCH PPS ratesetting but with modifications to our usual ratesetting methodologies to
account for the anticipated decline in COVID-19 hospitalizations of Medicare beneficiaries at
IPPS hospitals and LTCHs as compared to FY 2021.

First, we proposed to modify the calculation of the FY 2023 MS-DRG and
MS-LTC-DRG relative weights. We observed that COVID-19 cases were impacting the relative
weights as calculated using the FY 2021 MedPAR data for a few COVID-19-related MS-DRGs
and MS-LTC-DRGs. As an example, for MS-DRG and MS-LTC-DRG 870 (Septicemia or
Severe Sepsis with MV >96 hours), the MS-DRG and MS-LTC-DRG relative weights calculated
using the FY 2021 MedPAR data are approximately 9 and 3 percent higher, respectively,
compared to their relative weights if calculated excluding COVID-19 cases. Because this
MS-DRG contains a mix of COVID-19 cases and non-COVID-19 cases with different average
costs, the relative weight for this MS-DRG is dependent on that mix of cases. As stated in the
proposed rule, we believed it is reasonable to assume that there would be fewer COVID-19
hospitalizations among Medicare beneficiaries in FY 2023 than there were in FY 2021; however,
we also stated that it is not possible to know precisely how COVID-19 hospitalizations in FY
2023 will compare to FY 2021. We stated our belief that averaging the relative weights as

calculated with and without the COVID-19 cases reflected in the FY 2021 MedPAR data would



reflect a reasonable estimation of the case mix for FY 2023 based on the information available at
the time, and more accurately estimate the relative resource use for the cases treated in FY 2023.
Therefore, we proposed to calculate the relative weights for FY 2023 by first calculating two sets
of weights, one including and one excluding COVID-19 claims, and then averaging the two sets
of relative weights to determine the proposed FY 2023 relative weight values. We believed this
proposed modification to our relative weight setting methodology would appropriately reduce,
but not remove entirely, the effect of COVID-19 cases on the relative weight calculations,
consistent with our expectation that Medicare inpatient hospitalizations for COVID-19 will
continue in FY 2023 at a lower level as compared to FY 2021, and provide a more accurate
estimate of relative resource use for FY 2023 than if we were to calculate the proposed relative
weights using all applicable cases in the FY 2021 data.

We also proposed to modify our methodologies for determining the FY 2023 outlier
fixed-loss amount for IPPS cases and LTCH PPS standard Federal payment rate cases. The
methodologies for determining both of these outlier fixed-loss amounts include calculating and
applying a charge inflation factor to increase charges from the claim year to the rulemaking year,
as well as calculating and applying cost-to-charge ratio (CCR) adjustment factors to adjust CCRs
used to make payments in the current year to the rulemaking year. The charge inflation factors
calculated using the 2 most recently available years of MedPAR claims data (FY 2020 and FY
2021) that would ordinarily be used for the FY 2023 proposed rule to inflate the charges on the
FY 2021 MedPAR claims were abnormally high as compared to recent historical levels prior to
the PHE (for example, for the IPPS, approximately 10 percent based on the FY 2020 and FY
2021 MedPAR claims data as compared to approximately 6 percent based on the FY 2018 and
FY 2019 MedPAR claims data). Furthermore, the IPPS operating and capital CCR adjustment
factors calculated based on the percentage changes in the CCRs from the December 2020 update
of the Provider Specific File (PSF) to the December 2021 update of the PSF that would

ordinarily be used for the FY 2023 proposed rule to adjust the CCRs from the December 2021



update of the PSF were also abnormally high as compared to recent historical levels prior to the
PHE (for example, for the IPPS operating CCR adjustment factor, a factor of approximately 1.03
based on the December 2020 and December 2021 updates to the PSF as compared to a factor of
approximately 0.97 based on the March 2019 and March 2020 updates to the PSF). In the
proposed rule, we stated our belief that these abnormally high charge inflation and CCR
adjustment factors as compared to historical levels were partially due to the high number of
COVID-19 cases with higher charges that were treated in IPPS hospitals and LTCHs in FY 2021.
We also stated our belief that there will be fewer COVID-19 cases in FY 2023 than in FY 2021
and that therefore, we do not believe it is reasonable to assume charges and CCRs will continue
to increase at these abnormally high rates. Consequently, when determining the FY 2023 outlier
fixed-loss amounts for IPPS cases and LTCH PPS standard Federal payment rate cases, we
proposed to inflate the charges on the FY 2021 MedPAR claims using charge inflation factors
computed by comparing the average covered charge per case in the March 2019 MedPAR file of
FY 2018 to the average covered charge per case in the March 2020 MedPAR file of FY 2019,
which is the last 1-year period prior to the COVID-19 PHE. We also proposed to adjust the
CCRs from the December 2021 update of the PSF by comparing the percentage change in the
national average case-weighted CCR from the March 2019 update of the PSF to the national
average case-weighted CCR from the March 2020 update of the PSF, which is the last 1-year
period prior to the COVID-19 PHE. We stated our belief that using the charge inflation factors
and CCR adjustment factors derived from data prior to the COVID-19 PHE would provide a
more reasonable approximation of the increase in costs that will occur from FY 2021 to FY 2023
because we do not believe the charge inflation that has occurred during the PHE will continue as
the number of higher cost COVID-19 cases declines.

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28740 through 28741) we also
requested comments on, as an alternative to our proposed approach, the use of the FY 2021 data

for purposes of FY 2023 ratesetting without these proposed modifications to our usual



methodologies for the calculation of the FY 2023 MS-DRG and MS-LTC-DRG relative weights
or the usual methodologies used to determine the FY 2023 outlier fixed-loss amount for IPPS
cases and LTCH PPS standard Federal payment rate cases. We noted that the FY 2023 outlier
fixed-loss amount would be significantly higher under this alternative approach. In order to
illustrate the effect of our proposed modifications on the relative weights and fixed loss amount,
we made available supplemental information, including the relative weights and fixed-loss
amount calculated without the proposed modifications to our usual methodologies.

The comments we received on our proposal to use FY 2021 data for purposes of the
FY 2023 IPPS and LTCH PPS ratesetting were focused on the specific use of FY 2021 data
when determining the FY 2023 relative weights or outlier fixed-loss amounts. Therefore, we
refer the reader to section II.E. of the preamble of this final rule for our summary and response to
comments received on our proposed use of FY 2021 data and our proposed modifications to our
usual methodology when determining the FY 2023 IPPS MS-DRG relative weights. We refer
the reader to section VIII.B. of the preamble of this final rule for our summary and response to
comments received on our proposed use of FY 2021 data and our proposed modifications to our
usual methodology when determining the FY 2023 LTCH PPS MS-LTC-DRG relative weights.
We refer the reader to section I1.A.4. of the addendum to this final rule for our summary and
response to comments received on our proposed use of FY 2021 data and our proposed
modifications to our usual methodology when determining the FY 2023 outlier fixed-loss
amounts for IPPS cases. We refer the reader to section V.D.3. of the Addendum to this final rule
for our summary and response to comments received on our proposed use of FY 2021 data and
our proposed modifications to our usual methodology when determining the FY 2023 outlier
fixed-loss amounts for LTCH PPS standard Federal payment rate cases.

Since the publication of the proposed rule, we have continued to monitor hospitalization
data reported by the CDC. This CDC graph illustrates new inpatient hospital admissions of

patients with confirmed COVID-19 from August 1, 2020 through July 6, 2022



(https://www.cdc.gov/coronavirus/2019-ncov/covid-

data/covidview/07082022/images/Hospitalizations.png? =90548, accessed July 08, 2022).
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The graph shows that new COVID-19 hospital admissions reached a low point in early April
2022, however have steadily increased since.

After reviewing the latest CDC hospitalization data, coupled with the expectation for
future variants'2, we continue to believe that it is reasonable to assume that some Medicare
beneficiaries will continue to be hospitalized with COVID-19 at IPPS hospitals and LTCHs in
FY 2023. We also continue to believe that it would be reasonable to assume based on the
information available at this time that there will be fewer COVID-19 hospitalizations in FY 2023
than in FY 2021 given that the current levels of hospitalizations are much lower than the
Omicron variant peak in January 2022.

Therefore, after considering the comments received and based on our evaluation of the
information available at this time, we are finalizing our proposal to use FY 2021 data for
purposes of the FY 2023 IPPS and LTCH PPS ratesetting. (That is, the FY 2021 MedPAR claims

file and the FY 2020 HCRIS dataset (which contains data from many cost reports ending in FY

12 https://www.cdc.gov/coronavirus/2019-ncov/variants/about-variants.html



2021 based on each hospital’s cost reporting period).) We are also finalizing, as proposed,
modifications to our usual methodology for determining the FY 2023 IPPS MS-DRG relative
weights and FY 2023 LTCH PPS MS-LTC-DRG relative weights. Specifically, for FY 2023, we
calculated the relative weights by first calculating two sets of weights, one including and one
excluding COVID-19 claims, and then averaging the two sets of relative weights to determine
the final relative weight values. The finalization of our proposal to use FY 2021 data and to
modify our methodology for determining the FY 2023 IPPS MS-DRG relative weights is
discussed in greater detail in section II.E. of the preamble of this final rule. The finalization of
our proposal to use FY 2021 data and to modify our methodology for determining the FY 2023
LTCH PPS MS-LTC-DRG relative weights is discussed in greater detail in section VIII.B. of the
preamble of this final rule.

As discussed in section I1.A.4. and section V.D.3. of the addendum to this final rule, we
received many comments supportive of our proposed modifications to our usual methodologies
for determining the FY 2023 IPPS and LTCH PPS outlier fixed-loss amounts. As discussed in
these sections, after considering comments received, we are finalizing our proposal to inflate the
charges on the FY 2021 MedPAR claims using charge inflation factors computed by comparing
the average covered charge per case in the March 2019 MedPAR file of FY 2018 to the average
covered charge per case in the March 2020 MedPAR file of FY 2019, which is the last 1-year
period prior to the COVID-19 PHE. We are also finalizing our proposal to adjust the CCRs from
the March 2021 update of the PSF by comparing the percentage change in the national average
case-weighted CCR from the March 2019 update of the PSF to the national average case-
weighted CCR from the March 2020 update of the PSF, which is the last 1-year period prior to
the COVID-19 PHE.

We also received many comments that suggested other modifications CMS should make
to our usual methodologies for determining the FY 2023 IPPS and LTCH PPS outlier fixed-loss

amounts. As also discussed in section II.A.4. and section V.D.3. of the addendum to this final



rule, after consideration of the comments received, we are modifying our proposed
methodologies for establishing the FY 2023 IPPS and LTCH PPS outlier fixed-loss amounts by
calculating the FY 2023 IPPS and LTCH PPS outlier fixed-loss amounts as averages of the
fixed-loss amounts as calculated including and excluding COVID-19 claims. We believe this
adjustment to our proposed methodology will better reflect a reasonable estimation of the case
mix for FY 2023 based on the information available at this time and is also consistent with the
approach we are finalizing for determining the FY 2023 IPPS MS-DRG and LTCH PPS
MS-LTC-DRG relative weights.

In addition, as discussed in section II.A.4. of the Addendum to this final rule, after
consideration of comments received, we are also further modifying our proposed methodology
for establishing the FY 2023 IPPS outlier fixed-loss amount by including the increases in
payments for COVID-19 cases provided by the CARES Act in the calculation of the outlier

fixed-loss amount.



II. Changes to Medicare Severity Diagnosis-Related Group (MS-DRG) Classifications and
Relative Weights

A. Background

Section 1886(d) of the Act specifies that the Secretary shall establish a classification
system (referred to as diagnosis-related groups (DRGs)) for inpatient discharges and adjust
payments under the IPPS based on appropriate weighting factors assigned to each DRG.
Therefore, under the IPPS, Medicare pays for inpatient hospital services on a rate per discharge
basis that varies according to the DRG to which a beneficiary’s stay is assigned. The formula
used to calculate payment for a specific case multiplies an individual hospital’s payment rate per
case by the weight of the DRG to which the case is assigned. Each DRG weight represents the
average resources required to care for cases in that particular DRG, relative to the average
resources used to treat cases in all DRGs.

Section 1886(d)(4)(C) of the Act requires that the Secretary adjust the DRG
classifications and relative weights at least annually to account for changes in resource
consumption. These adjustments are made to reflect changes in treatment patterns, technology,
and any other factors that may change the relative use of hospital resources.

B. Adoption of the MS-DRGs and MS-DRG Reclassifications

For information on the adoption of the MS-DRGs in FY 2008, we refer readers to the FY
2008 IPPS final rule with comment period (72 FR 47140 through 47189).

For general information about the MS-DRG system, including yearly reviews and
changes to the MS-DRGs, we refer readers to the previous discussions in the FY 2010
IPPS/RY 2010 LTCH PPS final rule (74 FR 43764 through 43766) and the FY's 2011 through
2022 IPPS/LTCH PPS final rules (75 FR 50053 through 50055; 76 FR 51485 through 51487;
77 FR 53273; 78 FR 50512; 79 FR 49871; 80 FR 49342; 81 FR 56787 through 56872;
82 FR 38010 through 38085, 83 FR 41158 through 41258, 84 FR 42058 through 42165, 85 FR

58445 through 58596, 86 FR 44795 through 44961, respectively).



C. FY 2023 MS-DRG Documentation and Coding Adjustment

1. Background on the Prospective MS-DRG Documentation and Coding Adjustments for
FY 2008 and FY 2009 Authorized by Pub. L. 110-90 and the Recoupment or Repayment
Adjustment Authorized by Section 631 of the American Taxpayer Relief Act of 2012 (ATRA)

In the FY 2008 IPPS final rule with comment period (72 FR 47140 through 47189), we
adopted the MS-DRG patient classification system for the IPPS, effective October 1, 2007, to
better recognize severity of illness in Medicare payment rates for acute care hospitals. The
adoption of the MS-DRG system resulted in the expansion of the number of DRGs from 538 in
FY 2007 to 745 in FY 2008. By increasing the number of MS-DRGs and more fully taking into
account patient severity of illness in Medicare payment rates for acute care hospitals, MS-DRGs
encourage hospitals to improve their documentation and coding of patient diagnoses.

In the FY 2008 IPPS final rule with comment period (72 FR 47175 through 47186), we
indicated that the adoption of the MS-DRGs had the potential to lead to increases in aggregate
payments without a corresponding increase in actual patient severity of illness due to the
incentives for additional documentation and coding. In that final rule with comment period, we
exercised our authority under section 1886(d)(3)(A)(vi) of the Act, which authorizes us to
maintain budget neutrality by adjusting the national standardized amount, to eliminate the
estimated effect of changes in coding or classification that do not reflect real changes in case-
mix. Our actuaries estimated that maintaining budget neutrality required an adjustment of
-4.8 percentage points to the national standardized amount. We provided for phasing in this
-4.8 percentage point adjustment over 3 years. Specifically, we established prospective
documentation and coding adjustments of -1.2 percentage points for FY 2008, -1.8 percentage
points for FY 2009, and -1.8 percentage points for FY 2010.

On September 29, 2007, Congress enacted the TMA [Transitional Medical Assistance],
Abstinence Education, and QI [Qualifying Individuals] Programs Extension Act of 2007

(Pub. L. 110-90). Section 7(a) of Pub. L. 110-90 reduced the documentation and coding



adjustment made as a result of the MS-DRG system that we adopted in the FY 2008 IPPS final
rule with comment period to -0.6 percentage point for FY 2008 and -0.9 percentage point for
FY 2009.

As discussed in prior year rulemakings, and most recently in the FY 2017 IPPS/LTCH
PPS final rule (81 FR 56780 through 56782), we implemented a series of adjustments required
under sections 7(b)(1)(A) and 7(b)(1)(B) of Pub. L. 110-90, based on a retrospective review of
FY 2008 and FY 2009 claims data. We completed these adjustments in FY 2013 but indicated in
the FY 2013 IPPS/LTCH PPS final rule (77 FR 53274 through 53275) that delaying full
implementation of the adjustment required under section 7(b)(1)(A) of Pub. L. 110-90 until
FY 2013 resulted in payments in FY 2010 through FY 2012 being overstated, and that these
overpayments could not be recovered under Pub. L. 110-90.

In addition, as discussed in prior rulemakings and most recently in the FY 2018
IPPS/LTCH PPS final rule (82 FR 38008 through 38009), section 631 of the American Taxpayer
Relief Act of 2012 (ATRA) amended section 7(b)(1)(B) of Pub. L. 110-90 to require the
Secretary to make a recoupment adjustment or adjustments totaling $11 billion by FY 2017.

This adjustment represented the amount of the increase in aggregate payments as a result of not
completing the prospective adjustment authorized under section 7(b)(1)(A) of Pub. L. 110-90
until FY 2013.

2. Adjustments Made for FYs 2018, 2019, 2020, 2021, and 2022 as Required under Section 414
of Pub. L. 114-10 (MACRA) and Section 15005 of Pub. L. 114-255

As stated in the FY 2017 IPPS/LTCH PPS final rule (81 FR 56785), once the recoupment
required under section 631 of the ATRA was complete, we had anticipated making a single
positive adjustment in FY 2018 to offset the reductions required to recoup the $11 billion under
section 631 of the ATRA. However, section 414 of the MACRA (which was enacted on
April 16, 2015) replaced the single positive adjustment we intended to make in FY 2018 with a

0.5 percentage point positive adjustment for each of FY's 2018 through 2023. In the FY 2017



rulemaking, we indicated that we would address the adjustments for FY 2018 and later fiscal
years in future rulemaking. Section 15005 of the 215 Century Cures Act (Pub. L. 114-255),
which was enacted on December 13, 2016, amended section 7(b)(1)(B) of the TMA, as amended
by section 631 of the ATRA and section 414 of the MACRA, to reduce the adjustment for
FY 2018 from a 0.5 percentage point positive adjustment to a 0.4588 percentage point positive
adjustment. As we discussed in the FY 2018 rulemaking, we believe the directive under section
15005 of Pub. L. 114-255 is clear. Therefore, in the FY 2018 IPPS/LTCH PPS final rule (82 FR
38009) for FY 2018, we implemented the required +0.4588 percentage point adjustment to the
standardized amount. In the FY 2019 IPPS/LTCH PPS final rule (83 FR 41157), the FY 2020
IPPS/LTCH PPS final rule (84 FR 42057), the FY 2021 IPPS/LTCH PPS final rule (85 FR
58444 and 58445), and the FY 2022 IPPS/LTCH PPS final rule (86 FR 44794 and 44795),
consistent with the requirements of section 414 of the MACRA, we implemented 0.5 percentage
point positive adjustments to the standardized amount for FY 2019, FY 2020, FY 2021, and FY
2022, respectively. We indicated the FY 2018, FY 2019, FY 2020, FY 2021, and FY 2022
adjustments were permanent adjustments to payment rates. We also stated that we plan to
propose a future adjustment required under section 414 of the MACRA for FY 2023 in future
rulemaking.
3. Adjustment for FY 2023

Consistent with the requirements of section 414 of the MACRA, we proposed to
implement a 0.5 percentage point positive adjustment to the standardized amount for FY 2023.
We stated that this would constitute a permanent adjustment to payment rates. We also stated
that this proposed 0.5 percentage point positive adjustment is the final adjustment prescribed by
section 414 of the MACRA. Along with the 0.4588 percentage point positive adjustment for FY
2018, and the 0.5 percentage point positive adjustments for FY 2019, FY 2020, FY 2021, and FY
2022, this final adjustment will result in combined positive adjustment of 2.9588 percentage

points (or the sum of the adjustments for FY's 2018 through 2023) to the standardized amount.



We received no public comments on the proposed adjustment for FY 2023 and are
finalizing our proposal to implement a 0.5 percentage point positive adjustment to the
standardized amount for FY 2023. As indicated, this finalized 0.5 percentage point positive

adjustment for FY 2023 is the final adjustment prescribed by section 414 of the MACRA.



D. Changes to Specific MS-DRG Classifications

1. Discussion of Changes to Coding System and Basis for FY 2023 MS-DRG Updates
a. Conversion of MS-DRGs to the International Classification of Diseases, 10th Revision
(ICD-10)

As of October 1, 2015, providers use the International Classification of Diseases, 10th
Revision (ICD-10) coding system to report diagnoses and procedures for Medicare hospital
inpatient services under the MS-DRG system instead of the ICD-9-CM coding system, which
was used through September 30, 2015. The ICD-10 coding system includes the International
Classification of Diseases, 10th Revision, Clinical Modification (ICD-10-CM) for diagnosis
coding and the International Classification of Diseases, 10th Revision, Procedure Coding System
(ICD-10-PCS) for inpatient hospital procedure coding, as well as the ICD-10-CM and
ICD-10-PCS Official Guidelines for Coding and Reporting. For a detailed discussion of the
conversion of the MS-DRGs to ICD-10, we refer readers to the FY 2017 IPPS/LTCH PPS final
rule (81 FR 56787 through 56789).

b. Basis for FY 2023 MS-DRG Updates

Given the need for more time to carefully evaluate requests and propose updates, as
discussed in the FY 2018 IPPS/LTCH PPS final rule (82 FR 38010), we changed the deadline to
request updates to the MS-DRGs to November 1 of each year, which provided an additional five
weeks for the data analysis and review process. In the FY 2021 IPPS/LTCH PPS proposed rule
(85 FR 32472), we stated that with the continued increase in the number and complexity of the
requested changes to the MS-DRG classifications since the adoption of ICD-10 MS-DRGs, and
to consider as many requests as possible, more time is needed to carefully evaluate the requested
changes, analyze claims data, and consider any proposed updates. We further stated we were
changing the deadline to request changes to the MS-DRGs to October 20 of each year to allow
for additional time for the review and consideration of any proposed updates. However, in the

FY 2021 IPPS/LTCH PPS final rule (85 FR 58445), due to the unique circumstances for the FY



2021 IPPS/LTCH PPS final rule for which we waived the delayed effective date, we maintained
the deadline of November 1, 2020 for FY 2022 MS-DRG classification change requests. We
also noted that we expected to reconsider a change in the deadline beginning with comments and
suggestions submitted for FY 2023. In the FY 2022 IPPS/LTCH PPS proposed rule, we stated
that while we continue to believe that a change in the deadline from November 1 to October 20
would provide hospitals sufficient time to assess potential impacts and inform future MS-DRG
recommendations, we were maintaining the deadline of November 1 for FY 2023 MS-DRG
classification change requests. As discussed in the FY 2022 IPPS/LTCH PPS final rule (86 FR
44795), we received public comments expressing support for a future change to the deadline for
requesting updates to the MS-DRG classifications from November 1 to October 20, and we
noted in response that we may consider any changes to the deadline or frequency for submissions
of requests for MS-DRG classification changes for future fiscal years. Beginning with FY 2024
MS-DRG classification change requests, we are changing the deadline to request changes to the
MS-DRGs to October 20 of each year to allow for additional time for the review and
consideration of any proposed updates. As previously discussed, we continue to believe such a
change would allow hospitals sufficient time to assess potential impacts and inform future MS-
DRG recommendations, while also providing CMS the additional time needed for evaluation of
the requested changes, analysis of claims data, and consideration of any proposed updates.

As discussed in the FY 2023 IPPS/LTCH PPS proposed rule, we are also changing the
process for submitting requested updates to the MS-DRG classifications, beginning with the FY
2024 MS-DRG classification change requests. CMS is in the process of implementing a new
electronic application intake system, Medicare Electronic Application Request Information
System™ (MEARIS™), for users to submit new technology add-on payment applications,
requests for ICD-10-PCS procedure codes, and other requests. To simplify and streamline the
process for submission of standardized applications and requests that inform payment policy

under the IPPS, we will also be using this new system for submission of MS-DRG classification



change requests. We believe that submission of MS-DRG reclassification requests through
MEARIS™ will not only help CMS to track such requests, but it will also create efficiencies for
requestors when compared to the previous submission process.

Accordingly, beginning with the FY 2024 MS-DRG classification change requests, CMS
will only accept such requests submitted via MEARIS™, and will no longer consider any such
requests that are sent via email. We note that, beginning April 5, 2022, MEARIS™ became
available for users to begin gaining familiarity with this new approach for submitting MS-DRG
classification change requests. MEARIS™, including the mechanism for submitting MS-DRG

classification change requests, can be accessed at: https://mearis.cms.gov. As stated in the

proposed rule, within MEARIS™ we have built in several resources to support users, including a

“Resources” section (available at https://mearis.cms.gov/public/resources) and technical support

available under “Useful Links” at the bottom of the MEARIS™ site. Questions regarding the
MEARIS™ gsystem can be submitted to CMS using the form available under “Contact” at:

https://mearis.cms.gov/public/resources?app=msdrg.

We also note that, as discussed in section I1.D.17. of the preamble of the proposed rule
and this final rule, effective January 5, 2022, MEARIS™ was made available for users to begin
gaining familiarity with a new approach and process to submit ICD-10-PCS procedure code
requests.

As noted previously, interested parties had to submit MS-DRG classification change
requests for FY 2023 by November 1, 2021. As we have discussed in prior rulemaking, we may
not be able to fully consider all of the requests that we receive for the upcoming fiscal year. We
have found that, with the implementation of ICD-10, some types of requested changes to the
MS-DRG classifications require more extensive research to identify and analyze all of the data
that are relevant to evaluating the potential change. We note in the discussion that follows those
topics for which further research and analysis are required, and which we will continue to

consider in connection with future rulemaking. Interested parties should submit any comments



and suggestions for FY 2024 by October 20, 2022 via the new electronic intake system,
Medicare Electronic Application Request Information System™ (MEARIS™) at:

https://mearis.cms.gov/public/home.

We provided a test version of the ICD-10 MS-DRG GROUPER Software, Version 40, in
connection with the FY 2023 IPPS/LTCH PPS proposed rule so that the public can better
analyze and understand the impact of the proposals included in the proposed rule. We noted that
this test software reflected the proposed GROUPER logic for FY 2023. Therefore, it included
the new diagnosis and procedure codes that are effective for FY 2023 as reflected in Table 6A. —
New Diagnosis Codes - FY 2023 and Table 6B. — New Procedure Codes - FY 2023 that were
associated with the proposed rule and did not include the diagnosis codes that are invalid
beginning in FY 2023 as reflected in Table 6C. — Invalid Diagnosis Codes - FY 2023 associated
with the proposed rule. We noted that at the time of the development of the proposed rule there
were no procedure codes designated as invalid for FY 2023, and therefore, there was no Table
6D— Invalid Procedure Codes - FY 2023 associated with the proposed rule. Those tables were
not published in the Addendum to the proposed rule, but are available via the Internet on the

CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS/index.html as described in section VI. of the Addendum to the

proposed rule. Because the diagnosis codes no longer valid for FY 2023 are not reflected in the
test software, we made available a supplemental file in Table 6P.1a that includes the mapped
Version 40 FY 2023 ICD-10-CM codes and the deleted Version 39.1 FY 2022 ICD-10-CM
codes that should be used for testing purposes with users’ available claims data. Therefore, users
had access to the test software allowing them to build case examples that reflect the proposals
that were included in the proposed rule. In addition, users were able to view the draft version of
the ICD-10 MS-DRG Definitions Manual, Version 40.

The test version of the ICD-10 MS-DRG GROUPER Software, Version 40, the draft

version of the ICD-10 MS-DRG Definitions Manual, Version 40, and the supplemental mapping



files in Table 6P.1a of the FY 2022 and FY 2023 ICD-10-CM diagnosis codes are available at

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS/MS-

DRG-Classifications-and-Software.

Following are the changes that we proposed to the MS-DRGs for FY 2023. We invited
public comments on each of the MS-DRG classification proposed changes, as well as our
proposals to maintain certain existing MS-DRG classifications discussed in the proposed rule. In
some cases, we proposed changes to the MS-DRG classifications based on our analysis of claims
data and consultation with our clinical advisors. In other cases, we proposed to maintain the
existing MS-DRG classifications based on our analysis of claims data and consultation with our
clinical advisors. As discussed in section I.F of the preamble of the proposed rule, we proposed
to use the FY 2021 MedPAR data for purposes of this FY 2023 IPPS rulemaking, with certain
proposed modifications to the relative weight and outlier methodologies. For the FY 2023
IPPS/LTCH PPS proposed rule, our MS-DRG analysis was based on ICD-10 claims data from
the September 2021 update of the FY 2021 MedPAR file, which contains hospital bills received
from October 1, 2020 through September 30, 2021, for discharges occurring through September
30, 2021. In our discussion of the proposed MS-DRG reclassification changes, we referred to
these claims data as the “September 2021 update of the FY 2021 MedPAR file.”

In this FY 2023 IPPS/LTCH PPS final rule, we summarize the public comments we
received on our proposals, present our responses, and state our final policies. For this FY 2023
final rule, we generally did not perform any further MS—DRG analysis of claims data. Therefore,
the MS—DRG analysis is based on ICD-10 claims data from the September 2021 update of the
FY 2021 MedPAR file, as set forth in the proposed rule, except as otherwise noted.

As explained in previous rulemaking (76 FR 51487), in deciding whether to propose to
make further modifications to the MS-DRGs for particular circumstances brought to our
attention, we consider whether the resource consumption and clinical characteristics of the

patients with a given set of conditions are significantly different than the remaining patients



represented in the MS-DRG. We evaluate patient care costs using average costs and lengths of
stay and rely on the judgment of our clinical advisors to determine whether patients are clinically
distinct or similar to other patients represented in the MS-DRG. In evaluating resource costs, we
consider both the absolute and percentage differences in average costs between the cases we
select for review and the remainder of cases in the MS-DRG. We also consider variation in costs
within these groups; that is, whether observed average differences are consistent across patients
or attributable to cases that are extreme in terms of costs or length of stay, or both. Further, we
consider the number of patients who will have a given set of characteristics and generally prefer
not to create a new MS-DRG unless it would include a substantial number of cases.

In the FY 2021 IPPS/LTCH PPS final rule (85 FR 58448), we finalized our proposal to
expand our existing criteria to create a new complication or comorbidity (CC) or major
complication or comorbidity (MCC) subgroup within a base MS-DRG. Specifically, we
finalized the expansion of the criteria to include the NonCC subgroup for a three-way severity
level split. We stated our belief that applying these criteria to the NonCC subgroup would better
reflect resource stratification as well as promote stability in the relative weights by avoiding low
volume counts for the NonCC level MS-DRGs. We noted that in our analysis of MS-DRG
classification requests for FY 2021 that were received by November 1, 2019, as well as any
additional analyses that were conducted in connection with those requests, we applied these
criteria to each of the MCC, CC, and NonCC subgroups. We also noted that the application of
the NonCC subgroup criteria going forward may result in modifications to certain MS-DRGs
that are currently split into three severity levels and result in MS-DRGs that are split into two
severity levels. We stated that any proposed modifications to the MS-DRGs would be addressed
in future rulemaking consistent with our annual process and reflected in Table 5 — Proposed List
of Medicare Severity Diagnosis Related Groups (MS-DRGs), Relative Weighting Factors, and

Geometric and Arithmetic Mean Length of Stay for the applicable fiscal year.



In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44798), we finalized a delay in

applying this technical criterion to existing MS-DRGs until FY 2023 or future rulemaking, in

light of the PHE. Commenters recommended that a complete analysis of the MS-DRG changes

to be proposed for future rulemaking in connection with the expanded three-way severity split

criteria be conducted and made available to enable the public an opportunity to review and

consider the redistribution of cases, the impact to the relative weights, payment rates, and

hospital case mix to allow meaningful comment prior to implementation.

In our analysis of the MS-DRG classification requests for FY 2023 that we received by

November 1, 2021, as well as any additional analyses that were conducted in connection with

those requests, we applied these criteria to each of the MCC, CC, and NonCC subgroups, as

described in the following table.

Three-Way Split

Two-Way Split

Two-Way Split

123 123 12 3
Criteria Number (MCC vs CC vs NonCC) MCC vs (CC+NonCC) (MCC+CC) vs NonCC

1. Atleast 500 cases in 500+ cases for MCC group; | 500+ cases for MCC group; | 500+ cases for (MCC+CC)
the MCC/CC/NonCC and and group; and
group 500+ cases for CC group; 500+ cases for 500+ cases for NonCC

and (CC+NonCC) group group

500+ cases for NonCC

group

2. Atleast 5% of the
patients are in the
MCC/CC/NonCC group

5%+ cases for MCC group;
and

5%+ cases for CC group;
and

5%+ cases for NonCC group

5%+ cases for MCC group;
and
5%+ cases for (CC+NonCC)

group

5%+ cases for (MCC+CC)
group; and
5%+ cases for NonCC

group

3. There is at least a 20%

20%+ difference in average

20%+ difference in average

20%+ difference in average

difference in average cost | cost between MCC group cost between MCC group cost between (MCC+ CC)
between subgroups and CC group; and 20%+ and (CC+NonCC) group group and NonCC group

difference in average cost

between CC group and

NonCC group
4. There is at least a $2,000+ difference in $2,000+ difference in $2,000+ difference in
$2,000 difference in average cost between MCC | average cost between MCC | average cost between
average cost between group and CC group; and group and (CC+ NonCC) (MCC+ CC) group and
subgroups $2,000+ difference in group NonCC group

average cost between CC
group and NonCC group

5. The R2 of the split
groups is greater than or
equal to 3

R2 > 3.0 for the three way
split within the base MS-
DRG

R2 > 3.0 for the two way
1_23 split within the base
MS-DRG

R2 > 3.0 for the two way
12_3 split within the base
MS-DRG




In general, once the decision has been made to propose to make further modifications to
the MS-DRGs as described previously, such as creating a new base MS-DRG, or in our
evaluation of a specific MS-DRG classification request to split (or subdivide) an existing base
MS-DRG into severity levels, all five criteria must be met for the base MS-DRG to be split (or
subdivided) by a CC subgroup. We note that in our analysis of requests to create a new MS-
DRG, we typically evaluate the most recent year of MedPAR claims data available. For
example, in the FY 2023 IPPS/LTCH PPS proposed rule we stated our MS-DRG analysis was
based on ICD-10 claims data from the September 2021 update of the FY 2021 MedPAR file.
However, in our evaluation of requests to split an existing base MS-DRG into severity levels, as
noted in prior rulemaking (80 FR 49368), we typically analyze the most recent 2 years of data.
This analysis includes 2 years of MedPAR claims data to compare the data results from 1 year to
the next to avoid making determinations about whether additional severity levels are warranted
based on an isolated year’s data fluctuation and also, to validate that the established severity
levels within a base MS-DRG are supported. The first step in our process of evaluating if the
creation of a new CC subgroup within a base MS-DRG is warranted is to determine if all the
criteria are satisfied for a three-way split. If the criteria fail, the next step is to determine if the
criteria are satisfied for a two-way split. If the criteria for both of the two-way splits fail, then a
split (or CC subgroup) would generally not be warranted for that base MS-DRG. If the three-way
split fails on any one of the five criteria and all five criteria for both two-way splits (1 _23 and
12 3) are met, we would apply the two-way split with the highest R2 value. We note that if the
request to split (or subdivide) an existing base MS-DRG into severity levels specifies the request
is for either one of the two-way splits (1 23 or 12_3), in response to the specific request, we will
evaluate the criteria for both of the two-way splits, however we do not also evaluate the criteria
for a three-way split.

In the FY 2023 IPPS/LTCH PPS proposed rule, we stated that using the September 2021

update of the FY 2021 MedPAR file, we analyzed how applying the NonCC subgroup criteria to



all MS-DRGs currently split into three severity levels would affect the MS-DRG structure
beginning in FY 2023. We noted that findings from our analysis indicated that approximately 41
MS-DRGs would be subject to change based on the three-way severity level split criterion
finalized in FY 2021. Specifically, we found that applying the NonCC subgroup criteria to all
MS-DRGs currently split into three severity levels would result in the deletion of 123 MS-DRGs
(41 MS-DRGs x 3 severity levels = 123) and the creation of 75 new MS-DRGs. We further
noted that these updates would also involve a redistribution of cases, which would impact the
relative weights, and, thus, the payment rates proposed for particular types of cases. We referred
the reader to Table 6P.1b associated with the proposed rule for the list of the 123 MS-DRGs that
would be subject to deletion and the list of the 75 new MS-DRGs that would be proposed for
creation for FY 2023 under this policy if the NonCC subgroup criteria were applied.

We stated in the proposed rule that in light of the ongoing public health emergency
(PHE), we continue to have concerns about the impact of implementing this volume of MS-DRG
changes at this time, and believe it may be appropriate to continue to delay application of the
NonCC subgroup criteria to existing MS-DRGs to maintain more stability in the current MS-
DRG structure and until such time additional analyses can be performed to assess impacts, as
discussed in response to comments in the FY 2022 IPPS/LTCH PPS final rule. Therefore, we
proposed to delay application of the NonCC subgroup criteria to existing MS-DRGs with a three-
way severity level split for FY 2023, and to instead maintain the current structure of the 41 MS-
DRGs that currently have a three-way severity level split (total of 123 MS-DRGs) that would
otherwise be subject to these criteria. We stated that we intend to address the application of the
NonCC subgroup criteria to existing MS-DRGs with a three-way severity level split in future
rulemaking.

Comment: Commenters expressed overwhelming support for our proposal to delay
application of the NonCC subgroup criteria to existing MS-DRGs with a three-way severity level

split for FY 2023 and to maintain the current structure of the MS-DRGs. A few commenters



who agreed with the proposal to delay the application of the NonCC subgroup criteria also
requested that CMS provide interested parties with an opportunity to review and comment on
impacts to the relative weights before a proposal is finalized. The commenters stated it would be
helpful if CMS made claims data available, including volumes by MS-DRG, that support the
proposal to reduce the 123 MS-DRGs.

Response: We thank the commenters for their support. In response to the commenters
who requested the opportunity to review and comment on impacts to the relative weights before
a proposal is finalized, we intend to provide a comprehensive analysis in future rulemaking
based on the comments and feedback we have received. We are providing the claims data from
the September 2021 update of the FY 2021 MedPAR file that was reviewed for FY 2023 in our
analyses of how applying the NonCC subgroup criteria to all MS-DRGs currently split into three
severity levels would have potentially affected the MS—DRG structure beginning in FY 2023.
We refer the reader to Table 6P.1b associated with this final rule and available via the internet on

the CMS website at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS.

Comment: A commenter who strongly agreed with the proposal to delay the application
of the NonCC subgroup criteria stated that in addition to providing a detailed explanation and
impact files in the future, that CMS should consider clarifying and addressing the following
issues: why the list of MS-DRGs that were proposed to be removed in FY 2022 is not the same
list of MS-DRGs proposed to be removed for FY 2023, why the list of MS-DRGs that were
proposed to become a single, base MS-DRG for FY 2022 now appear to meet the criteria for a
three-way severity level split for FY 2023, and why MS-DRGs proposed to maintain a three-way
severity level split for FY 2022 now appear to meet the criteria for a two-way or three-way
severity level split for FY 2023. This commenter also stated that the MS-DRGs displayed in
Table 6P.1b associated with the proposed rule include a list of MS-DRGs that would be subject

to deletion and a list of MS-DRGs that would be proposed for creation with XXX for the



numbers. According to the commenter, many of the listed MS-DRGs have the same narrative
description, however, it appears they would obtain a new MS-DRG number. The commenter
questioned why MS-DRGs with the same description would have new MS-DRG numbers
assigned. This commenter also suggested that CMS consider patient case-mix with regard to
volumes, and stated Medicare would not have the volume for the obstetric related MS-DRGs.
The commenter requested that CMS also examine the impact of maternal health quality
initiatives and maternity hospital designation in connection with the solicitation for comments on
low volume MS-DRGs. Lastly, the commenter recommended that CMS utilize two years of
good data to examine the impact of the proposed redistribution in future analyses and determine
if the proposed MS-DRG changes and associated relative weights appropriately reflect resource
consumption.

Response: We appreciate the commenter’s feedback. We acknowledge that the list of
MS-DRGs identified as potentially subject to removal for FY 2022 differs from the list of MS-
DRGs identified as potentially subject to removal and provided for FY 2023 in connection with
the NonCC subgroup criteria discussion. We also acknowledge that the list of MS-DRGs
identified as potentially subject to creation for FY 2022 differs from the list of MS-DRGs
identified as potentially subject to removal and provided for FY 2023 in connection with the
NonCC subgroup criteria discussion. The lists differ as a result of the claims data that was
analyzed for our MS-DRG analysis and rulemaking each fiscal year. We provided the results of
both the FY 2019 and FY 2020 MedPAR claims data as displayed in Table 6P.11 in association
with the FY 2022 IPPS/LTCH PPS final rule (available via the internet on the CMS website at

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS).

By comparison, for FY 2023, consistent with our finalized policy to use the FY 2021 MedPAR
data for purposes of this FY 2023 rulemaking, we have provided the FY 2021 MedPAR claims
data for the listed MS-DRGs in Table 6P.1b in association with this final rule, as noted earlier in

this section. Because there is variation in the claims data reported from year to year, it is



expected that there may be fluctuations in the data that could affect the list of MS-DRGs
potentially subject to change in connection with the application of the NonCC subgroup criteria
for a particular fiscal year. However, we believe that reliability and stability of the data is an
important consideration with respect to the application of the NonCC subgroup criteria and will
give careful consideration to the number of years of data to analyze in connection with any future
proposed policy changes as well as the impacts on relative weights, as we continue to assess all
the comments and feedback we have received, particularly in light of the ongoing public health
emergency. We also take this opportunity to note that the listed MS-DRGs as displayed in the
tables (for both FY 2022 and FY 2023) are for illustrative purposes as the intent was to show the
MS-DRGs that would potentially be subject to deletion and the MS-DRGs that would potentially
be subject to creation if the NonCC subgroup criteria were to be applied for the applicable fiscal
year. Because we did not propose the application of these criteria to existing MS-DRGs with a
three-way severity level split for either FY 2022 or FY 2023, and we have not yet completed the
comprehensive impact analysis of any such future proposed changes, as previously discussed, we
are clarifying that both the MS-DRG numbers and MS-DRG titles that may eventually be subject
to change in connection with a future proposal to apply the NonCC subgroup criteria may, in the
interim, be subject to further modifications as a result of our annual review of the MS-DRG
classifications. As such, any future proposed MS-DRG changes will be considered in connection
with the analysis that is performed for application of the MCC, CC and NonCC subgroup criteria
to the MS-DRGs that are in effect at that time.

In response to the commenter’s question regarding why new MS-DRG numbers would be
considered, we note that new MS-DRG numbers are preferred because we anticipate that
individuals, payers, and organizations conducting analysis would need to be aware if proposed
changes to base DRG concepts are made to allow them time to adjust their programs, analyses,
or queries that may have hard coded the DRG numbers. Other agencies that utilize MS-DRGs

may perform minimal updates to their relative weights, quality risk adjustment or exclusion



criteria and only focus on new MS-DRGs, thereby potentially creating additional operational or
system challenges if an existing MS-DRG number were to be reused. To minimize confusion for
those who rely on MS-DRG concepts year to year, and avoid unintended consequences from the
reuse of an existing DRG number for a different concept, we believe it is appropriate to consider
revisions to both the MS-DRG number and corresponding description.

Comment: Other commenters requested CMS consider continuing the delay beyond the
period of the public health emergency (PHE). The commenters indicated that hospital claims
and cost report data impacted by the COVID-19 pandemic should not be used as the basis of
MS-DRG consolidation since utilization may be artificially low during the PHE.

Response: We thank the commenters for their feedback. As stated earlier in this section,
we are giving careful consideration to all the recommendations and suggestions we have
received in connection with the NonCC subgroup criteria discussion.

Comment: Another commenter expressed concern with regard to how the NonCC
subgroup criteria are to be applied. The commenter stated they understood the policy to mean
that the NonCC subgroup criteria would only be applied to new requests for MS-DRG splits, not
to existing MS-DRGs. The commenter also stated they were unclear when the proposal was
finalized since, according to the commenter, CMS would have needed to specify the intent to
apply the NonCC subgroup criteria to all existing MS-DRGs versus only for the creation of new
MS-DRGs. Additionally, this commenter urged CMS to conduct a full analysis that
demonstrates the explanatory power of the proposed new MS-DRGs is an improvement over the
current MS-DRGs, similar to the analysis that was performed for the transition from CMS DRGs
to MS-DRGs in FY 2008. The commenter indicated that a comprehensive analysis is critical for
interested parties to provide meaningful comments.

Response: In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44796), we summarized
the discussion pertaining to the NonCC subgroup criteria policy finalized for FY 2021. In that

discussion we noted that the application of the NonCC subgroup criteria going forward may



result in modifications to certain MS—DRGs that are currently split into three severity levels and
result in MS—DRGs that are split into two severity levels. We stated that any proposed
modifications to the MS—DRGs would be addressed in future rulemaking consistent with our
annual process and reflected in Table 5— Proposed List of Medicare Severity Diagnosis Related
Groups (MS-DRGs), Relative Weighting Factors, and Geometric and Arithmetic Mean Length
of Stay for the applicable fiscal year. As discussed in the proposed rule, we applied the nonCC
subgroup criteria to each of the MCC, CC, and NonCC subgroups, in our analysis of the MS-
DRG classification requests for FY 2023 that we received by November 1, 2021, as well as any
additional analyses that were conducted in connection with those requests. We also note that
new requests to subdivide a MS-DRG frequently pertain to existing MS-DRGs which differs
from requests to create a new base MS-DRG for which the criteria to create subgroups is
subsequently applied. In response to the commenter’s recommendation that CMS conduct a full
analysis similar to the analysis that was performed for the transition from CMS DRGs to MS-
DRGs in FY 2008, we appreciate the commenter’s suggestion and will take it under advisement.

Comment: Another commenter who recognized differences between the list of MS-DRGs
shown for FY 2022 and FY 2023 requested additional transparency for the data being presented
for review and for CMS to consider analyzing data from other databases, such as Medicaid or
States, to supplement the MS-DRGs known to have lower volumes among the Medicare
population (for example, Obstetric MS-DRGs). This commenter also expressed concern about
the potential impact to community hospitals if proposed MS-DRG changes in connection with
the NonCC subgroup criteria result in significant MS-DRG redistribution.

Response: We thank the commenter for their feedback. As discussed previously, we
intend to conduct a comprehensive analysis of the application of the NonCC subgroup criteria
that would be made publicly available for review and comment in connection with any proposed

MS-DRG changes for future rulemaking.



After consideration of the public comments we received, we are finalizing our proposal to
delay the application of the NonCC subgroup criteria to existing MS—DRGs with a three-way
severity level split until FY 2024 or later, and are finalizing for FY 2023 to maintain the current
structure of the 41 MS—DRGs that currently have a three-way severity level split.

We are making the FY 2023 ICD-10 MS-DRG GROUPER and Medicare Code Editor
(MCE) Software Version 40, the ICD—10 MS—-DRG Definitions Manual files Version 40 and the
Definitions of Medicare Code Edits Manual Version 40 available to the public on our CMS

website at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software.

2. Pre-MDC: MS-DRG 018 Chimeric Antigen Receptor (CAR) T-cell and Other
Immunotherapies

In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44798 through 44806), we finalized
our proposal to assign procedure codes describing CAR T-cell, non-CAR T-cell, and other
immunotherapies to Pre-MDC MS-DRG 018 and to revise the title for Pre-MDC MS-DRG 018
to “Chimeric Antigen Receptor (CAR) T-cell and Other Immunotherapies” to reflect this
assignment. In that discussion, we noted that a few commenters recommended we continue to
work with interested parties on ways to improve the predictability and stability of hospital
payments for these complex, novel cell therapies and that we should continue to monitor and
assess the appropriateness of therapies assigned to MS-DRG 018, if they continue to be aligned
on resource use, and whether additional refinements or MS-DRGs may be warranted in the
future.

We also noted that the process of code creation and proposed assignment to the most
appropriate MS-DRG exists independently, regardless of whether there is an associated
application for a new technology add-on payment for a product or technology submitted for
consideration in a given fiscal year. Specifically, requests for a new code(s) or updates to

existing codes are addressed through the ICD-10 Coordination and Maintenance Committee



meetings, held annually in the spring and fall, where code proposals are presented and the public
is provided the opportunity to comment. All codes finalized from the fall meeting are
subsequently proposed for assignment under the ICD-10 MS-DRGs through rulemaking. We
refer the reader to section I1.D.17 of the preamble of this final rule for additional information
regarding the ICD-10 Coordination and Maintenance Committee meeting process.

As stated in the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28130), there were no
requests or proposals for new procedure codes to describe the administration of a CAR T-cell or
another type of gene or cellular therapy discussed at the September 14-15, 2021 ICD-10
Coordination and Maintenance Committee meeting. For the March 8-9, 2022 ICD-10
Coordination and Maintenance Committee meeting, there were topics included on the agenda
and in the related meeting materials that included proposals for new procedure codes to describe
the administration of a CAR T-cell or another type of gene or cellular therapy product. The
agenda and related meeting materials for these specific topics are available via the internet on the

CMS website at: https:// www.cms.gov/Medicare/Coding/ICD10/C-and-M-Meeting-Materials.

As stated in the FY 2022 IPPS/LTCH PPS final rule (86 FR 44805) and noted previously,
the process of code creation and proposed assignment to the most appropriate MS-DRG exists
independently, regardless of whether there is an associated application for a new technology add-
on payment for a product or technology submitted for consideration in a given fiscal year. We
also clarified that the assignment of a procedure code to a MS-DRG is not dependent upon a
product’s FDA approval. Similarly, the creation of a code to describe a technology that is
utilized in the performance of a procedure or service does not require FDA approval of the
technology.

Because the diagnosis and procedure code proposals that are presented at the March
meeting for an October 1 implementation (upcoming FY) are not finalized in time to include in
Table 6A. — New Diagnosis Codes and Table 6B. — New Procedure Codes in association with

the proposed rule, as noted in prior rulemaking, we use our established process to examine the



MS-DRG assignment for the predecessor codes to determine the most appropriate MS—-DRG
assignment. Specifically, we review the predecessor code and MS—DRG assignment most
closely associated with the new procedure code, and in the absence of claims data, we consider
other factors that may be relevant to the MS—DRG assignment, including the severity of illness,
treatment difficulty, complexity of service and the resources utilized in the diagnosis or treatment
of the condition. We have noted in prior rulemaking that this process does not automatically
result in the new procedure code being assigned to the same MS—DRG or to have the same
designation (O.R. versus Non-O.R.) as the predecessor code.

As stated in the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28130), in response to
commenters’ recommendation that we continue to assess the appropriateness of the therapies
assigned to Pre-MDC MS-DRG 018, we provided the results of our data analysis using the
September 2021 update of the FY 2021 MedPAR file for cases reporting the administration of a
CAR T-cell or other immunotherapy in Pre-MDC MS-DRG 018 and the number of cases
reporting a secondary diagnosis of Z00.6 (Encounter for examination for normal comparison and
control in clinical research program). We noted that if a procedure code that is assigned to the
logic for Pre-MDC MS-DRG 018 is not listed it is because there were no cases found. We also
noted there were no cases reporting diagnosis code Z00.6 as a principal diagnosis. Our findings

are shown in the following table.

Average Secondary
Number Length of | Average | Diagnosis
MS-DRG ICD-10-PCS Code of Cases Stay Costs 700.6
All cases 558 16.5 $194,717 185
XWO033C7 - Introduction of autologous 50 13.2 $212,265 16
engineered chimeric antigen receptor t-cell
immunotherapy into peripheral vein,
percutanecous approach, new technology group 7
XWO033M7 - Introduction of brexucabtagene 11 14.1 $157,950 4
autoleucel immunotherapy into peripheral vein,
018 percutaneous approach, new technology group 7
XWO033N7 - Introduction of lisocabtagene 4 11.3 $310,561 1
maraleucel immunotherapy into peripheral vein,
percutaneous approach, new technology group 7
XWO043C7 - Introduction of autologous 435 16.7 $186,038 152
engineered chimeric antigen receptor t-cell
immunotherapy into central vein, percutaneous
approach, new technology group 7




Average Secondary
Number Length of | Average | Diagnosis
MS-DRG ICD-10-PCS Code of Cases Stay Costs 700.6

XWO043M7 - Introduction of brexucabtagene 43 203 $264,932 7
autoleucel immunotherapy into central vein,
percutaneous approach, new technology group 7
XWO043N7 -Introduction of lisocabtagene 15 14.2 $182,700 5
maraleucel immunotherapy into central vein,
percutaneous approach, new technology group 7

The data show that there is a wide range in the volume of cases (4 cases versus 435
cases), average length of stay (11.3 days versus 20.3 days), and average costs ($157,950 versus
$310,561) reporting the administration of CAR T-cell therapies in MS-DRG 018. This is to be
expected since these therapies continue to evolve and the ICD-10-PCS coding to identify and
describe these therapies also continues to be refined through the ICD-10 Coordination and
Maintenance Committee meeting process. As additional claims data becomes available for these
therapies, we will continue to evaluate to determine if further modifications to Pre-MDC
MS-DRG 018 are warranted.

We noted in the proposed rule that in response to our statement in the FY 2022
IPPS/LTCH PPS final rule that we plan to continue engaging with interested parties on
additional options for consideration in this field of cellular and gene therapies, we received
additional feedback and suggestions, including recommendations for Town Hall
meetings/listening sessions to discuss the interconnectedness of these issues; exploration of what
was described as a different set and kind of MS-DRGs that would reward providers for
controlling patient care costs, without consideration of product costs outside of their control; and
evaluation of the creation and assignment of multiple MS-DRGs for cell and gene therapy cases:
one to cover patient care costs, the other to cover product costs across therapeutic product
categories.

We stated we appreciated this additional feedback and will continue to consider these

issues and suggestions in connection with future rulemaking. We also stated we intend to




continue engaging with interested parties by sharing updates from our analysis of claims data as
we examine and explore potential refinements for these therapies under the IPPS.

Comment: Several commenters expressed support and appreciation that for FY 2023,
CMS proposed to maintain the current structure of Pre-MDC MS-DRG 018 that includes “Other
Immunotherapies”, and to maintain its current methodology used to determine the relative
weight. Some commenters acknowledged that it is difficult to predict what the associated costs
will be in the future for CAR T-cell and other immunotherapies that remain under development.
These commenters urged CMS to consider factors such as new or different side effects and how
other therapeutic agents that could be administered simultaneously in connection with these
therapies may potentially lead to toxicity, as continued monitoring of resource utilization and
data analysis for Pre-MDC MS-DRG 018 occurs. Other commenters commended CMS for its
commitment to engage with interested parties as the agency continues to analyze claims data and
consider the feedback that has been received to date for these therapies.

Response: We thank the commenters for their support and appreciate the additional
feedback on other factors to consider as we continue to monitor and analyze the data for Pre-
MDC MS-DRG 018. As noted in prior rulemaking, we have received several suggestions,
recommendations, and options pertaining to how CAR T-cell and other immunotherapies may be
classified under the IPPS in the future. We intend to further examine the feedback received and
maintain transparency in our approach moving forward, with the shared goal of enabling
continued access to these and other vital treatments for Medicare beneficiaries.

Comment: Similar to the public comments received in response to the FY 2022
IPPS/LTCH PPS proposed rule, for FY 2023, some commenters again expressed concerns with
the non-CAR T-cell therapies and other immunotherapies that may be assigned to Pre-MDC MS-
DRG 018 and stated that these potential assignments could lead to fluctuations in the relative
weight. A few commenters requested that Pre-MDC MS-DRG 018 be limited to CAR T-cell

therapies. Other commenters encouraged CMS to clarify its methodology and criteria for



assigning new procedure codes to Pre-MDC MS-DRG 018. Some commenters expressed
continued concern with the revision to the title for Pre-MDC MS-DRG 018 that was finalized
effective FY 2022 to include “Other Immunotherapies™.

Response: In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44798 through 44806), we
provided detailed summaries and responses to these same or similar concerns and comments. In
the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28129 through 28131), we provided an
overview of the assignment of new procedure codes to Pre-MDC MS-DRG 018 and reiterated
much of the discussion from FY 2022 rulemaking. As stated in prior rulemaking, the MS—DRG
system is a system of averages and it is expected that within the diagnostic related groups, some
cases may demonstrate higher than average costs, while other cases may demonstrate lower than
average costs. We have not made any changes to our established processes or methodologies for
MS-DRG assignment of new procedure codes, including with regard to case assignment to Pre-
MDC MS-DRG 018, and we refer the reader to the detailed discussion related to Pre-MDC MS-
DRG 018 in the FY 2022 IPPS/LTCH PPS final rule. We note that additional claims data is
needed to fully analyze and consider all the recommendations we have received, and to
potentially develop alternative proposals with respect to payment for these therapies under the
IPPS. There is also uncertainty with regard to the number and types of therapies currently under
development or undergoing studies and how soon they will be available. We recognize the
concerns that have been expressed by commenters and we are also continuing to assess the
reliability and stability of the data in light of the ongoing public health emergency.

Comment: Many commenters expressed appreciation to CMS for providing transparency
with the cases reporting the administration of a CAR T-cell or other immunotherapy in the FY
2021 MedPAR claims data for Pre-MDC MS-DRG 018. However, a commenter indicated there
was confusion about the coded claims data as presented in the proposed rule since the procedure
codes described as new technology group 7 became effective October 1, 2021 (FY 2022), which

is one year later than the FY 2021 data that was shown in the table in the preamble of the



proposed rule. The commenter requested that CMS provide clarification to help eliminate any
additional confusion for readers and interested parties who also analyze the data for these
therapies.

Response: We thank the commenters for their support. The FY 2021 MedPAR claims
data were regrouped using the proposed FY 2023 MS-DRG classifications, therefore, coded
claims data for the procedure codes describing the administration of CAR T-cell and other
immunotherapy agents reported in FY 2021 was mapped from the FY 2021 MedPAR coded
claims data to the procedure codes that are effective for FY 2023. Specifically, the codes that
were effective for FY 2021 and are no longer valid were mapped to the new procedure codes that
are valid for FY 2023. We also note, as generally stated in the preamble of the proposed rule
each year, the diagnosis and procedure codes from the specified FY MedPAR claims data are
grouped through the applicable version of the proposed FY GROUPER. For example, as
discussed in section IL.E.1. of the preamble of the proposed rule (87 FR 28197), the proposed FY
2023 relative weights are based on the ICD-10-CM diagnosis codes and ICD-10-PCS procedure
codes from the FY 2021 MedPAR claims data, grouped through the ICD-10 version of the
proposed FY 2023 GROUPER (Version 40).

Comment: A commenter suggested that CMS consider establishing a timeframe that
would enable the public to comment on procedure codes that may be assigned to Pre-MDC MS-
DRG 018 upon being approved and finalized after the spring ICD-10 Coordination and
Maintenance Committee meeting. The commenter stated that currently, because procedure
codes that are discussed at the spring ICD-10 Coordination & Maintenance (C&M) Committee
meeting do not receive proposed assignments and are not published with the IPPS proposed rule
given the timing, there is no opportunity for interested parties to provide feedback to CMS about
MS-DRG assignments for new codes, including assignment to MS-DRG-018. The commenter
acknowledged the C&M meeting is not the appropriate forum for the public to provide input on

MS-DRG assignment, however, because Pre-MDC MS-DRG 018 currently has a limited number



of procedure codes assigned to it, the commenter stated that interested parties should have the
opportunity to review and comment on potential assignment to Pre-MDC MS-DRG 018. This
commenter also maintained that it has a unique relationship with the therapies currently assigned
to Pre-MDC MS-DRG 018 as its membership is the predominant specialty society associated
with these therapies and has the experience and clinical understanding related to resource
utilization associated with the administration of these therapies.

Response: We appreciate the commenter’s feedback. As discussed elsewhere in this rule
as well as in prior rulemaking, because the procedure code proposals discussed at the Spring
ICD-10 Coordination and Maintenance Committee meeting are not finalized in time to include in
Table 6B.—New Procedure codes associated with the proposed rule, CMS uses an established
process to determine the most appropriate MS-DRG assignment for these new procedure codes
for the upcoming fiscal year. While we understand and acknowledge the uniqueness of CAR T-
cell, gene, and cellular therapies, we believe it is necessary to further examine how and when we
could alter our current methodology and timelines to provide the opportunity for interested
parties to submit comments and feedback in the assignment of new procedure codes that are
finalized after the spring meeting. We also note, as discussed in the proposed rule (87 FR
28130), all codes finalized from the fall meeting are subsequently proposed for assignment under
the ICD-10 MS-DRGs through rulemaking, therefore, interested parties seeking the opportunity
to more fully comment on potential MS-DRG assignment(s) have the opportunity to submit
requests for consideration of proposed new procedure codes in association with these therapies to
be discussed at the fall meeting versus the spring meeting. Alternatively, interested parties may
use current coding information as shown in the ICD-10 Coordination and Maintenance
Committee meeting materials to consider the potential MS—DRG assignments for any procedure
codes that may be finalized after the March meeting and submit public comments for

consideration.



As noted in the proposed rule, for the March 8-9, 2022 ICD-10 Coordination and
Maintenance Committee meeting there were two topics included on the agenda and in the related
meeting materials that included proposals for new procedure codes to describe the administration
of a CAR T-cell or another type of gene or cellular therapy product. The two topics are
Administration of afamitresgene autoleucel (afami-cel), a specific peptide enhanced affinity
receptor (SPEAR) T-cell therapy and Administration of Tabelecleucel (tab-cel®), an allogeneic
Epstein-Barr virus (EBV)-specific T-cell immunotherapy, both of which were approved for new
procedure codes following the March meeting. We refer the reader to the CMS website at

https://www.cms.gov/Medicare/Coding/ICD10/C-and-M-Meeting-Materials for additional

detailed information regarding these code requests.

Because the diagnosis and procedure code proposals that are presented at the March ICD-
10-CM Coordination and Maintenance Committee meeting for an October 1 implementation
(upcoming FY) are not finalized in time to include in Table 6A.—New Diagnosis Codes and
Table 6B.—New Procedure Codes in association with the proposed rule, as we have noted in
prior rulemaking, we use our established process to examine the MS—DRG assignment for the
predecessor codes to determine the most appropriate MS—DRG assignment. Specifically, we
review the predecessor code and MS—DRG assignment most closely associated with the new
procedure code, and in the absence of claims data, we consider other factors that may be relevant
to the MS—-DRG assignment, including the severity of illness, treatment difficulty, complexity of
service and the resources utilized in the diagnosis and/or treatment of the condition. We have
noted in prior rulemaking that this process does not automatically result in the new procedure
code being assigned to the same MS—DRG or to have the same designation (O.R. versus Non-
O.R.) as the predecessor code. As shown in Table 6B.-New Procedure Codes associated with
this final rule and available via the internet on the CMS website at:

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS, new




procedure codes for these two therapies have been finalized for assignment to Pre-MDC MS-
DRG 018 effective with discharges on and after October 1, 2022 (FY 2023).

We appreciate the public comments we received, and, as noted, will continue to evaluate
the recommendations and options provided by commenters related to these therapies as well as to
monitor the available claims data.

3. MDC 01 (Diseases and Disorders of the Nervous System)

a. Laser Interstitial Thermal Therapy (LITT)

In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44812 through 44814), we finalized
the reassignment of 31 ICD-10-PCS procedure codes describing laser interstitial thermal therapy
(LITT) of various body parts to more clinically appropriate MS-DRGs, as shown in Table 6P.2b
associated with the FY 2022 IPPS/LTCH PPS final rule and available via the internet on the

CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS, including the reassignment of procedure codes DOYOKZZ (Laser
interstitial thermal therapy of brain) and DOY 1KZZ (Laser interstitial thermal therapy of brain
stem), which were reassigned from MS-DRG 023 (Craniotomy with Major Device Implant or
Acute Complex CNS Principal Diagnosis with MCC or Chemotherapy Implant or Epilepsy with
Neurostimulator), MS-DRG 024 (Craniotomy with Major Device Implant or Acute Complex
CNS Principal Diagnosis without MCC), and MS-DRGs 025, 026, and 027 (Craniotomy and
Endovascular Intracranial Procedures with MCC, with CC, and without CC/MCC, respectively)
to MS-DRGs 040, 041, and 042 (Peripheral, Cranial Nerve and Other Nervous System
Procedures with MCC, with CC and without CC/MCC, respectively).

We also finalized the redesignation of these two LITT procedures (codes DOYOKZZ and
DO0Y1KZZ) and the reassignment from extensive O.R. procedures in MS-DRGs 981, 982 and
983 (Extensive O.R. Procedure Unrelated to Principal Diagnosis with MCC, with CC, and

without CC/MCC, respectively) to non-extensive O.R procedures in MS-DRGs 987, 989, and



989 (Non-Extensive O.R. Procedure Unrelated to Principal Diagnosis with MCC, with CC, and
without CC/MCC, respectively) (86 FR 44889).

As discussed in the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28131), for FY
2023, we received two requests from the manufacturers of the LITT technology (Medtronic and
Monteris® Medical) to reverse the MS-DRG reassignment for the ICD-10 procedure codes that
identify LITT of the brain and brain stem (codes DOYOKZZ and DOY 1KZZ) from the MS-DRGs
for peripheral, cranial nerve and other nervous system procedures (MS-DRGs 040, 041, and 042)
back to the MS-DRGs for craniotomy and endovascular procedures (MS-DRGs 023, 024, 025,
026, and 027). The first requestor acknowledged that the technique utilized in the performance
of LITT procedures for the brain and brain stem are minimally invasive and do not involve a
craniotomy however, the requestor also stated the procedures assigned to MS-DRGs 025, 026,
and 027 are not exclusive to craniotomies. The requestor further stated that these LITT
procedures involve a twist drill or burr hole and are similar to other non-craniotomy procedures
in MS-DRGs 025, 026, and 027 including radioactive elements and neurostimulator leads that
involve inserting these devices into the brain.

In its review of the other procedures assigned to MS-DRGs 040, 041, and 042, the
requestor stated that there are distinct clinical differences between the invasiveness of LITT that
involves instrumentation being placed deeply within the brain tissue and the non-invasiveness of
stereotactic radiosurgery that does not involve entering the brain with instrumentation. The
requestor also indicated LITT utilizes a different modality via direct thermal ablation compared
to stereotactic radiosurgery that utilizes externally-generated ionizing radiation.

The requestor performed its own data analysis for LITT procedures of the brain and brain
stem using MedPAR data from FY 2019 through FY 2022 impact files. According to the
requestor, its findings demonstrate that the costs of the cases reporting LITT of the brain or brain
stem are better aligned with MS-DRGs 025, 026, and 027 compared to MS-DRGs 040, 041, and

042.



The second requestor similarly discussed the steps and resources involved in the
performance of LITT procedures for the brain and brain stem, provided its detailed analysis on
the indications for LITT (brain tumors and epileptic foci), compared LITT to other procedures in
MS-DRGs 025, 026, and 027 and stated that the majority of the procedures currently assigned to
MS-DRGs 040, 041, 042 are not performed for the treatment of brain cancer or epilepsy. The
requestor stated that the LITT procedure is on the inpatient only list and is only performed on
Medicare beneficiaries in the inpatient hospital setting. The requestor provided the top 10
principal diagnoses associated with LITT of brain cases it found based on its analysis, and

identified the diagnoses for which there were less than 10 cases with an asterisk, as reflected in

the following table.
ICD-10-CM
Code Description Cases
C79.31 Secondary malignant neoplasm of brain 39
G40.219 Localization-related (focal) (partial) symptomatic epilepsy and epileptic 17
syndromes with complex partial seizures, intractable, without status
epilepticus
C71.9 Malignant neoplasm of brain, unspecified 13
C71.1 Malignant neoplasm of frontal lobe *
C71.2 Malignant neoplasm of temporal lobe *
G40.419 Other generalized epilepsy and epileptic syndromes, intractable, without *
status epilepticus
167.89 Other cerebrovascular disease *
G40.919 Epilepsy, unspecified, intractable, without status epilepticus *
G40.804 Other epilepsy, intractable, without status epilepticus *
C71.3 Malignant neoplasm of parietal lobe *

The requestor asserted that the statement in the FY 2022 IPPS/LTCH PPS final rule that
the technique to perform the LITT procedure on brain and brain stem structures is considered
minimally invasive and does not involve a craniotomy, and that therefore, continued assignment
to the craniotomy MS—DRGs is not clinically appropriate, mischaracterizes both the LITT
procedures and universe of services assigned to MS-DRGs 023 through 027. The requestor
acknowledged that the craniotomy procedures listed in the logic for MS-DRGs 023 through 027

include open procedures but stated the logic also lists less invasive procedures including



percutaneous and percutaneous endoscopic procedures. The requestor asserted that open
procedures are a minority of the ICD-10-PCS codes assigned to these MS-DRGs.

In addition, the requestor stated that LITT and craniotomy are in fact very clinically
similar; in that both procedures are intended to remove and destroy the targeted tumor and lesion
with a different surgical tool used (scalpel versus heated ablation probe). According to the
requestor, brain LITT procedures involve insertion of laser probes into the brain which requires
opening both the skull and dura, similar to a craniotomy. The requestor also stated that
craniotomy and LITT share several procedural characteristics and provided the following list.

* Require an operating room;

* Performed under general anesthesia;

* Require creation of burr holes and invasive skull fixation;

* Require a sterile field, incision, opening of the skull and dura;

 Cause tissue to be immediately destroyed or excised;

 Carry a risk of immediate intracranial bleeding;

* Require closure of the scalp wound;

 Risk intracranial infection; and

» Require a hospital stay of one or more nights.

In contrast, the requestor stated that procedures assigned to MS-DRGs 040, 041, and 042
are primarily nerve procedures or excision or detachment procedures performed on parts of the
body other than the head, including the upper and lower extremities. According to the requestor,
none of the procedures in MS-DRGs 040, 041, and 042 require drilling into the patient’s skull, a
step which is integral to LITT. The requestor provided the following top 10 principal diagnoses
associated with cases it found in MS-DRGs 040, 041, and 042 during its analysis and stated that
most of the procedures assigned to MS-DRGs 040, 041, and 042 are not typically performed in

the treatment of brain cancer or epilepsy.



ICD-10-

CM Code Description Cases
163.9 Cerebral infarction, unspecified 1,928
163.40 Cerebral infarction due to embolism of unspecified cerebral artery 610
163.89 Other cerebral infarction 489
G45.9 Transient cerebral ischemic attack, unspecified 456
163.412 Cerebral infarction due to embolism of left middle cerebral artery 378
E11.610 Type 2 diabetes mellitus with diabetic neuropathic arthropathy 371
163.411 Cerebral infarction due to embolism of right middle cerebral artery 341
163.512 Cerebral infarction due to unspecified occlusion or stenosis of left middle cerebral 335

artery
C79.31 Secondary malignant neoplasm of brain 326
163.81 Other cerebral infarction due to occlusion or stenosis of small artery 271

However, the requestor stated an exception is stereotactic radiosurgery (SRS) procedures
performed on the brain and brain stem that are assigned to MS-DRGs 040, 041, and 042 and are
used to treat brain cancer. According to the requestor, craniotomy, LITT and SRS are all image-
guided procedures used to treat a variety of brain disorders including tumors and epilepsy,
although it stated that is where any similarity between LITT and SRS ends and where the
procedural similarities between craniotomy and LITT begin.

The requestor stated SRS is a non-invasive procedure that gradually destroys or
inactivates tissues in or around the brain and is typically performed on an outpatient basis while
inpatient SRS treatment is rare. According to the requestor, SRS does not require an operating
room, is rarely done under general anesthesia (children and highly claustrophobic individuals
being an exception), and does not require (but can use) rigid skull fixation. In addition, the
requestor stated that because it is non-invasive, there is no need for a sterile field, incision,
opening/closing of the skull, opening/closing of the dura, suturing/stapling the wound, and
produces essentially no risk of immediate intracranial bleeding or delayed infection. According
to the requestor, LITT is much more invasive than SRS using a head frame and involves and
requires the same surgical skill and hospital resources as craniotomies.

In the proposed rule we noted that following the submission of the two FY 2023 MS-
DRG classification change requests for LITT, these same two requestors (the manufacturers of

the LITT technology) submitted a joint code proposal requesting an overall change to how LITT




is classified within the ICD-10-PCS classification and for consideration as an agenda topic to be
discussed at the March 8-9, 2022 ICD-10 Coordination and Maintenance Committee meeting.
The proposal was presented and discussed at the March 8-9, 2022 ICD-10 Coordination and
Maintenance Committee meeting. We referred the reader to the CMS website at:

https://www.cms.gov/Medicare/Coding/ICD10/C-and-M-Meeting-Materials for additional

detailed information regarding the request, including a recording of the discussion and the related
meeting materials. Public comments in response to the code proposal were due by April 8, 2022.
Because the diagnosis and procedure code proposals that are presented at the March ICD-
10-CM Coordination and Maintenance Committee meeting for an October 1 implementation
(upcoming FY) are not finalized in time to include in Table 6A. —New Diagnosis Codes and
Table 6B. — New Procedure Codes in association with the proposed rule, as we have noted in
prior rulemaking and discuss further in this section, we use our established process to examine
the MS—DRG assignment for the predecessor codes to determine the most appropriate MS—DRG
assignment. Specifically, we review the predecessor code and MS—DRG assignment most
closely associated with the new procedure code, and in the absence of claims data, we consider
other factors that may be relevant to the MS—DRG assignment, including the severity of illness,
treatment difficulty, complexity of service and the resources utilized in the diagnosis and/or
treatment of the condition. We have noted in prior rulemaking that this process does not
automatically result in the new procedure code being assigned to the same MS—DRG or to have
the same designation (O.R. versus Non-O.R.) as the predecessor code. Under this established
process, the MS-DRG assignment for the upcoming fiscal year for any new diagnosis or
procedure codes finalized after the March meeting would be reflected in Table 6A. —New
Diagnosis Codes and Table 6B. — New Procedure Codes associated with the final rule for that
fiscal year. However, as stated in the proposed rule, in light of the unique circumstances relating
to these procedures, for which there was a pending proposal to reclassify LITT within ICD-10-

PCS and for new procedure codes discussed at the March meeting, as well as an MS-DRG



reclassification request to reassign the existing codes describing these procedures, we addressed
in this section first, the code proposal discussed at the March meeting and the possible MS-DRG
assignments for any new codes that may be approved, and then secondly, the requested
reassignment of the existing codes, in the event the new codes are not approved.

To summarize, as discussed at the March meeting, the code proposal was to reclassify
LITT procedures from the Radiation Therapy section of ICD-10-PCS (Section D) to the Medical
and Surgical section of ICD-10-PCS. Specifically, the proposal was to reclassify LITT
procedures to the root operation Destruction. In ICD-10-PCS, the root operation Destruction is
defined as physical eradication of all or a portion of a body part by the direct use of energy,
force, or a destructive agent. According to the requestors, LITT is misclassified to section D-
Radiation Therapy in ICD-10-PCS possibly because of terminology that was used for predicate
devices, whose indications included the phrase "interstitial irradiation or thermal therapy" in
describing LITT's method of action. The requestors stated LITT is thermal therapy, destroying
soft tissue using heat generated by a laser probe at the target site and that the LITT procedure
does not use ionizing radiation, which is what the term "radiation" commonly refers to in the
general medical sense. The requestors also stated that by itself, radiation is a broad term and
provided an example that the spectrum of electromagnetic radiation technically encompasses low
energy non-ionizing radio waves, microwaves, and infrared to high energy ionizing X-rays and
gamma rays while ionizing radiation creates ions in the cells it passes through by removing
electrons, a process which Kkills or alters the cells over time.

The requestors further stated that only certain medical uses of radiation are classified to
section D-Radiation Therapy. For instance, section D-Radiation Therapy categorizes treatments
using ionizing radiation, including beam radiation, brachytherapy, and stereotactic radiosurgery.
All of these deliver concentrated ionizing radiation to eradicate abnormal cells, most commonly
neoplasms. Other treatments classified to section D-Radiation Therapy, such as hyperthermia,

are used as adjuncts to ionizing radiation. The requestors asserted that while LITT eradicates



abnormal cells, it does so with heat, not ionizing radiation and rather than a radiation therapy
procedure, LITT is a surgical procedure. According to the requestors, LITT would be more
appropriately classified as an ablation procedure with the root operation Destruction.

As stated in the proposed rule, the original request for a new code(s) to describe the LITT
technology was initially discussed at the September 24-25, 2008 ICD-9-CM Coordination and
Maintenance Committee meeting. At that time, the requestor sought an April 1, 2009
implementation date. Public comments opposed an April 1, 2009 implementation date,
therefore, effective October 1, 2009 (FY 2010), ICD-9-CM procedure codes were created to
identify procedures performed utilizing the LITT technology. The following table lists the ICD-
9-CM procedure codes describing LITT and their respective MDC and MS-DRG assignments
under the ICD-9 based MS-DRGs. We refer the reader to the ICD-9 and ICD-10 MS-DRG
Definitions Manual Files V33 (available via the internet on the CMS website at:

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS/Acute-

Inpatient-Files-for-Download-Items/FY2016-Final-Rule-Correction-Notice-Files in the

Downloads section) for complete documentation of the GROUPER logic for ICD-9.

ICD-9-CM
Procedure
Code Description MDC MS-DRG
17.61 Laser interstitial thermal therapy [LITT] of lesion or tissue of | MDC 01 | 023-027
brain under guidance
17.62 Laser interstitial thermal therapy [LITT] of lesion or tissue of | MDC 10 | 625-627
head or neck under guidance MDC 17 | 820-822
MDC 17 | 826-828
17.63 Laser interstitial thermal therapy [LITT] of lesion or tissue of | MDC 06 | 356-358
liver under guidance MDC 07 | 405-407
17.69 Laser interstitial thermal therapy [LITT] of lesion or tissue of | MDC 04 | 163-165
other and unspecified site under guidance MDC 09 | 584-585
MDC 12 | 715-718
MDC 17 | 820-822
MDC 17 | 826-828

The requestors maintain that although LITT was used to treat a variety of anatomic sites

when it was first introduced, its current primary use is intracranial, specifically to treat brain




tumors and epileptic foci. However, the requestors stated it is also used to treat radiation
necrosis, an inflammatory response from prior treatment with ionizing radiation.

We noted in the proposed rule that currently, in the U.S., there are only two LITT
systems in use, Visualase™ MRI-Guided Laser Ablation (Medtronic) and the Neuroblate®
System (Monteris® Medical). The requestors also stated that over the last six years, the
Indications for Use (IFU) for one of the two U.S. approved LITT technologies (Neuroblate®) has
been updated to reflect the system's current use in the brain and to align with the intended
neurosurgical patient population. The requestor indicated applications in the spine are also
anticipated in the future within the central nervous system.

As previously noted, the deadline for receipt of public comments for the proposed
reclassification of LITT procedures that was presented at the March 8-9, 2022 ICD-10
Coordination and Maintenance Committee meeting along with the corresponding proposal for
new procedure codes was April 8, 2022, and the final code decisions on these proposals were not
yet available for inclusion in Table 6B.-New Procedure Codes associated with the FY 2023
IPPS/LTCH PPS proposed rule. However, as discussed in prior rulemaking (86 FR 44805),
codes that are finalized after the March meeting are reviewed and subject to our established
process of initially reviewing the predecessor codes MS—DRG assignment and designation, while
considering other relevant factors (for example, severity of illness, treatment difficulty,
complexity of service and the resources utilized in the diagnosis and/or treatment of the
condition) as previously described. The codes that are finalized after the March meeting are
specifically identified with a footnote in Tables 6A.—New Diagnosis Codes and Table 6B.—
New Procedure Codes that are made publicly available in association with the final rule via the

internet on the CMS website at https://www.cms.gov/medicare/medicare-fee-for-service-

payment/acuteinpatientpps. The public may provide feedback on these finalized assignments,

which is then taken into consideration for the following fiscal year.



We stated in the proposed rule that the MS-DRG assignment for any new procedure
codes describing LITT, if finalized following the March meeting, would be reflected in Table
6B.—New Procedure Codes associated with the final rule for FY 2023. However, in light of the
unique circumstances with respect to these procedures, for which there was both a proposal for
reclassifying LITT from the Radiation Therapy section of the procedure code classification to the
Medical/Surgical section with new ICD-10-PCS procedure code(s) and a separate MS-DRG
reclassification request on the existing procedure codes, we provided the opportunity for public
comment on possible MS-DRG assignments for the requested new procedure codes describing
LITT that may apply based on the application of our established process and analysis, in the
event the new codes were finalized for FY 2023. We also noted that while we discussed the
potential MS-DRG assignments for new procedure codes describing LITT, interested parties may
use current coding information to consider the potential MS-DRG assignments for any other
procedure codes that may be finalized after the March meeting and submit public comments for
consideration. Specifically, in the ICD-10 Coordination and Maintenance Committee meeting
materials (available via the internet on the CMS website at:

https://www.cms.gov/Medicare/Coding/ICD10/C-and-M-Meeting-Materials), for each procedure

code proposal we provide the current coding that is applicable within the classification and that
should be reported in the absence of a more unique code, or until such time a new code is created
and becomes effective. The procedure code(s) listed in current coding are generally, but not
always, the same code(s) that are considered as the predecessor code(s) for purposes of MS-DRG
assignment. As previously noted, our process for determining the MS-DRG assignment for a
new procedure code does not automatically result in the new procedure code being assigned to
the same MS—DRG or having the same designation (O.R. versus Non-O.R.) as the predecessor
code. However, this current coding information can be used in conjunction with the GROUPER
logic, as set forth in the ICD-10 MS-DRG Definitions Manual and publicly available via the

internet on our CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-




Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software to review the MS-DRG

assignment of the current code(s) and examine the potential MS-DRG assignment of the
proposed code(s), to assist in formulating any public comments for submission to CMS for
consideration.

We noted in the proposed rule that, unlike the typical code request for a new or revised
procedure code that involves a new technology or a new approach to performing an existing
procedure, the circumstances for this particular request are distinct in that the code request would
reclassify LITT within the ICD-10-PCS classification from section D — Radiation Therapy to the
root operation Destruction in the Medical and Surgical section of ICD-10-PCS. Therefore, in
light of the unique considerations with respect to the requested reclassification of the LITT
procedures in connection with the pending code proposal, we stated we believe it was
appropriate to utilize the assignments and designations of the procedure codes describing
Destruction of the respective anatomic body site as predecessor codes rather than the current
codes describing LITT from the Radiation Therapy section of ICD-10-PCS in considering
potential MS-DRG assignment for the requested new LITT procedure codes.

As previously discussed, under our established process for determining the MS-DRG
assignment for newly approved procedure codes, we examine the MS—DRG assignment for the
predecessor codes to determine the most appropriate MS—DRG assignment for the new codes.
Specifically, we review the predecessor code and MS—DRG assignment most closely associated
with the new procedure code, and in the absence of claims data, we consider other factors that
may be relevant to the MS—DRG assignment, including the severity of illness, treatment
difficulty, complexity of service and the resources utilized in the diagnosis and/or treatment of
the condition. As we have noted in prior rulemaking, this process does not automatically result in
the new procedure code being assigned to the same MS—DRG or to have the same designation

(O.R. versus Non-O.R.) as the predecessor code.



Applying this established review process to the proposed codes for the LITT procedures,
we stated we believe that, based on the predecessor codes, and as previously noted, the potential
assignments and designations would align with the assignments and designations of the
procedure codes describing Destruction of the respective anatomic body site. For example, as
discussed in the preamble of the proposed rule and earlier in this section of this final rule, the
code request involved reclassifying LITT procedures from section D — Radiation Therapy to the
root operation Destruction in the Medical and Surgical section of ICD-10-PCS. The root
operation Destruction is appropriate to identify and report procedures, such as ablation, that are
performed on various body parts. The code request also involved creating what is referred to as
a qualifier value, to uniquely describe LITT as the modality. The qualifier value is the seventh
character or digit, in a valid ICD-10-PCS procedure code.

We presented the following ICD-10-PCS table in the proposed rule, which illustrates an
example of the proposed procedure codes for LITT of the brain and brain stem, and cervical,
thoracic, and lumbar spinal cord body parts, including the qualifier value that was presented and

discussed at the March 8-9, 2022 ICD-10 Coordination and Maintenance Committee meeting.

Section 0 Medical and Surgical
Body System 0 Central Nervous System and Cranial Nerves
Operation 5 Destruction: Physical eradication of all or a portion of a body part by the
direct use of energy, force, or a destructive agent
Body Part Approach Device Qualifier
0 Brain ADD 3 Laser
0 Open

Interstitial Thermal
Therapy
7. No Qualifier

'W Cervical Spinal Cord
X Thoracic Spinal Cord
Y Lumbar Spinal Cord

3 Percutaneous 7. No Device
4 Percutaneous Endoscopic

We noted in the proposed rule that the code proposal presented only provided the body
part value 0 Brain, for reporting any LITT procedures performed on the brain, as well as, the
brain stem, consistent with the current available body part option in Table 005, Destruction of
Central Nervous System and Cranial Nerves, where the predecessor code is located. We also

noted that the predecessor code(s) and associated MS-DRG assignments for the proposed new



procedure code(s) describing LITT of the brain and spinal cord under MDC 01 are identified as

follows.
ICD-10-PCS
Code Description MS-DRG
00500ZZ Destruction of brain, open approach
005037272 Destruction of brain, percutaneous approach 023-027
005047272 Destruction of brain, percutaneous endoscopic approach
005W0ZZ Destruction of cervical spinal cord, open approach
005W3ZZ Destruction of cervical spinal cord, percutaneous approach
005W477 Destruction of cervical spinal cord, percutaneous endoscopic approach
005X0ZZ Destruction of thoracic spinal cord, open approach
005X3Z7Z Destruction of thoracic spinal cord, percutaneous approach
005X477Z Destruction of thoracic spinal cord, percutaneous endoscopic approach | 028-030
005Y0ZZ Destruction of lumbar spinal cord, open approach
005Y372Z Destruction of lumbar spinal cord, percutaneous approach
005Y47Z Destruction of lumbar spinal cord, percutaneous endoscopic approach

As shown in the table, the procedure codes describing destruction of brain with an open,
percutaneous or percutaneous endoscopic approach are assigned to MS-DRGs 023 through 027
(craniotomy and endovascular procedures) and the procedure codes describing destruction of
cervical, thoracic or lumbar spinal cord with an open, percutaneous or percutaneous endoscopic
approach are assigned to MS-DRG 028 (Spinal Procedures with MCC), MS-DRG 029 (Spinal
Procedures with CC or Spinal Neurostimulators), and MS-DRG 030 (Spinal Procedures without
CC/MCC).

We referred the reader to Table 6P.2a associated with the proposed rule (and available

via the internet at: https://www.cms.gov/medicare/medicare-fee-for-service-

payment/acuteinpatientpps) to review the potential MDCs, MS-DRGs, and O.R. versus Non-

O.R. designations identified based on this analysis of the proposed new procedure codes
describing LITT as presented and discussed at the meeting. We noted that Table 6P.2a also
includes the predecessor codes that we utilized to inform this analysis. We stated that if
finalized, the new procedure codes would be included in the FY 2023 code update files that are
made available in late May/early June via the internet on the CMS website at:

https://www.cms.gov/medicare/coding/icd10. Additionally, we noted that if finalized, the new




procedure codes describing LITT would be displayed in Table 6B. — New Procedure Codes, and
the existing codes describing LITT would be deleted and reflected in Table 6D. — Invalid
Procedure Codes, in association with the FY 2023 IPPS/LTCH PPS final rule. We referred the
reader to section II.D.14. of the preamble of the proposed rule for further information regarding
the files.

We note that the proposal to reclassify LITT procedures of the brain, brain stem and other
anatomic sites in ICD-10-PCS that was discussed at the March 8-9, 2022 ICD-10 Coordination
and Maintenance Committee meeting was approved and new procedure codes describing LITT
of the brain and other anatomic sites were finalized as reflected in the FY 2023 ICD-10-PCS
Code Update files that were made publicly available via the internet on the CMS website at

https://www.cms.gov/Medicare/Coding/ICD10 on May 26, 2022. We also note that the new

procedure codes effective October 1, 2022 describing LITT of the brain and other anatomic sites
are displayed in Table 6B. — New Procedure Codes, and the existing codes describing LITT of
the brain, brain stem, and other anatomic sites that are being deleted effective October 1, 2022
are reflected in Table 6D. — Invalid Procedure Codes, in association with this FY 2023
[PPS/LTCH PPS final rule and available via the internet on the CMS web site at
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS. Below
we summarize the public comments we received and present our responses.

Comment: Commenters expressed appreciation that the proposal to reclassify LITT
procedures in ICD-10-PCS that was discussed at the March 8-9, 2022 ICD-10 Coordination and
Maintenance Committee meeting was approved and new procedure codes have been finalized as
reflected in the FY 2023 ICD-10-PCS Code Update files that were made publicly available via

the internet on the CMS website at https:// www.cms.gov/Medicare/Coding/ICD10 on May 26,

2022. Commenters also indicated it is appropriate to utilize procedure codes with the root
operation Destruction as the predecessor codes for MS-DRG assignment of the new LITT

procedure codes for all the anatomic body sites. Several commenters expressed support for the



assignment of cases reporting new procedure codes for LITT of brain (includes brain stem) from
MS-DRGs 040, 041, and 042 to MS-DRGs 025, 026 and 027 and urged CMS to finalize this
assignment. The commenters commended CMS for recognizing the unique clinical
circumstances related to LITT procedures of the brain as being more appropriately aligned with
MS-DRGs 025, 026 and 027. A commenter acknowledged that the new procedure codes for
LITT of brain had not yet been finalized at the time of the development of the proposed rule and
therefore, were not reflected in the V40 Test GROUPER software, however, the commenter
encouraged CMS to ensure the final V40 GROUPER logic reflects the new procedure codes for
LITT of brain and assignment to MS-DRGs 025, 026 and 027.

Response: We thank the commenters for their support. In addition to the new procedure
codes describing LITT being made publicly available in the FY 2023 ICD-10-PCS Code Update

files via the internet on the CMS website at https://www.cms.gov/Medicare/Coding/ICD10, we

note that, as previously stated, the new procedure codes are also reflected in Table 6B. — New
Procedure Codes, in association with this final rule and available via the internet on the CMS

website at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS with their finalized MS-DRG assignments. As shown in the table,

procedure codes describing LITT of brain (root operation Destruction), are assigned to MS-
DRGs 025, 026 and 027 for FY 2023. This assignment is also reflected in the final V40
GROUPER logic. Existing procedure codes DOYOKZZ (Laser interstitial thermal therapy of
brain) and DOY 1KZZ (Laser interstitial thermal therapy of brain stem) will be deleted effective
October 1, 2022, as reflected in Table 6D. — Invalid Procedure Codes, in association with this
final rule and available via the internet on the CMS website at
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS.

As discussed in the proposed rule and previously discussed in this final rule, we also
received requests to reassign the existing ICD-10 procedure codes that identify LITT of the brain

and brain stem (codes DOYOKZZ and DOY1KZZ). We stated in the proposed rule that in the



event there is not support for the proposed reclassification of LITT procedures and the

corresponding new procedure codes as presented at the March 8-9, 2022 ICD-10 Coordination

and Maintenance Committee meeting, we were also providing the results of our analysis of these

existing codes and our proposed MS-DRG assignments for FY 2023, if those existing codes are

retained.

In the proposed rule we stated that we examined claims data from the September 2021

update of the FY 2021 MedPAR file for MS-DRGs 023, 024, 025, 026, and 027, in addition to

MS-DRGs 040, 041, and 042 for cases reporting LITT of the brain (code DOY0OKZZ) or brain

stem (code DOY 1KZZ). We noted that if a procedure code is not listed it is because there were

no cases found reporting that procedure code. Our findings are shown in the following tables.

ICD-10-PCS Average Length of
MS-DRG Code Number of Cases Stay Average Costs

All Cases 11,599 10.1 $45,134
23 DOYOKZZ 1 15 $60,994
All other cases 11,598 10.1 $45,133

24 All Cases 4,391 5.2 $31,759
All Cases 19,586 9 $35,956

25 DOYOKZZ 77 5.6 $27,148
All other cases 19,509 9 $35,991

All Cases 6,956 5.1 $24,566

26 DOYOKZZ 25 2.6 $24,741
All other cases 6,931 5.1 $24,565

All Cases 7,323 2.4 $20,498
27 DOYOKZZ 20 2.1 $34,874
All other cases 7,303 2.4 $20.459

ICD-10-PCS Average Length of
MS-DRG Code Number of Cases Stay Average Costs

All Cases 3,547 9.9 $30,212

40 DOYOKZZ 14 8.1 $40,458
All other cases 3,533 9.9 $30,171

All Cases 4,958 5 $19,090

41 DOYOKZZ 16 3.4 $23,278
DOY1KZZ 1 1 $10,222

All other cases 4,942 $19,076

47 All Cases 1,667 2.9 $15,451
DOYOKZZ 24 1.7 $22,426




DOY1KZZ 1 2 $32,668

All other cases 1,642 2.9 $15,325

As shown, we found a total of 123 cases reporting LITT of the brain across MS-DRGs
023, 025, 026, and 027. There were no cases found in MS-DRG 024. The cases reporting LITT
of the brain grouped to these MS-DRGs because another O.R. procedure that is assigned to the
respective MS-DRG was also reported. We referred the reader to Table 6P.2b in association
with the proposed rule for the list of the other O.R. procedures we identified that were also
reported with LITT of the brain.

For MS-DRGs 040, 041, and 042, we found a total of 54 cases reporting LITT of the
brain and 2 cases reporting LITT of the brain stem. While the average costs of the cases
reporting LITT of the brain were higher compared to all the cases in their respective MS-DRGs,
the average length of stay was shorter. For example, the data demonstrates a shorter average
length of stay (8.1 days versus 9.9 days) and higher average costs ($40,458 versus $30,212) for
the 14 cases reporting LITT of brain in MS-DRG 040 compared to all the cases in MS-DRG 040.
There were no cases found to report LITT of brain stem in MS-DRG 040. For MS-DRG 041, we
found 16 cases reporting LITT of brain with an average length of stay of 3.4 days and average
costs of $23,278 and 1 case reporting LITT of brain stem with an average length of stay of 1 day
and average costs of $10,222. The average length of stay for all the cases in MS-DRG 041 is 5
days with average costs of $19,090. The data demonstrates a shorter average length of stay (3.4
days and 1 day, respectively, versus 5 days) for the 16 cases reporting LITT of brain and the 1
case reporting LITT of brain stem. The data also demonstrates higher average costs ($23,278
versus $19,090) for the 16 cases reporting LITT of brain, and lower average costs for the 1 case
reporting LITT of brain stem ($10,222 versus $19,090), as compared to the average costs of all
cases in MS-DRG 041. For MS-DRG 042, we found 24 cases reporting LITT of brain with an
average length of stay of 1.7 days and average costs of $22,426 and 1 case reporting LITT of

brain stem with an average length of stay of 2 days and average costs of $32,668. The average



length of stay for all the cases in MS-DRG 042 is 2.9 days with average costs of $15,451. The
data demonstrates a shorter average length of stay (1.7 days and 2 days, respectively, versus 2.9
days) for the 24 cases reporting LITT of brain and the 1 case reporting LITT of brain stem. The
data also demonstrate higher average costs ($22,426 and $32,668, respectively versus $15,451)
for the 24 cases reporting LITT of brain and the 1 case reporting LITT of brain stem, compared
to all the cases in MS-DRG 042.

We noted in the proposed rule that, based on the findings from our analysis, we
considered whether other factors, such as the reporting of secondary MCC and CC diagnoses,
may have contributed to the higher average costs for these cases. Specifically, we conducted
additional analyses of the claims data from the September 2021 update of the FY 2021 MedPAR
file to determine what secondary MCC diagnoses were also reported for the 14 cases reporting
LITT of brain in MS-DRG 040 and what secondary CC diagnoses were reported for the 17 cases

(16 for LITT of brain and 1 for LITT of brain stem) in MS-DRG 041. Our findings are shown in

the following tables.

Secondary MCC Diagnoses Reported with LITT of Brain in MS-DRG 040
ICD-10-CM
Code as Frequency | Average
Secondary of Length | Average
Diagnosis Description Diagnosis | of Stay Costs
D61.810 Antineoplastic chemotherapy induced pancytopenia 1 9 $59,102
G93.5 Compression of brain 6 12.2 $56,313
G93.6 Cerebral edema 11 9.3 $43,788
I61.1 Nontraumatic intracerebral hemorrhage in hemisphere, 1 48 $80,745
cortical
J69.0 Pneumonitis due to inhalation of food and vomit 2 28 $60,889
J96.01 Acute respiratory failure with hypoxia 3 17 $41,486

Secondary CC Diagnoses Reported with LITT of Brain and Brain Stem in MS-DRG 041
ICD-10-
CM

Code as Frequency | Average
Secondary of Length | Average
Diagnosis Description Diagnosis | of Stay Costs
C34.91 Malignant neoplasm of unspecified part of right bronchus 1 1 $9,755

or lung

C79.51 Secondary malignant neoplasm of bone 1 29 $22,347
D61.818 Other pancytopenia 1 1 $29,883




Secondary CC Diagnoses Reported with LITT of Brain and Brain Stem in MS-DRG 041

ICD-10-
CM
Code as Frequency | Average
Secondary of Length | Average
Diagnosis Description Diagnosis | of Stay Costs
D62 Acute posthemorrhagic anemia 1 2 $9,101
E22.2 Syndrome of inappropriate secretion of antidiuretic 1 2 $17,940
hormone
E44.0 Moderate protein-calorie malnutrition 1 1 $29,883
F33.0 Major depressive disorder, recurrent, mild 1 8 $57,999
F33.1 Major depressive disorder, recurrent, moderate 1 1 $20,461
F84.0 Autistic disorder 1 1 $12,450
G40.89 Other seizures 1 1 $12,109
G40.919 Epilepsy, unspecified, intractable, without status 1 1 $34,287
epilepticus
G81.91 Hemiplegia, unspecified affecting right dominant side 1 2 $17,940
G81.94 Hemiplegia, unspecified affecting left nondominant side 1 8 $57,999
G96.01 Cranial cerebrospinal fluid leak, spontaneous 1 1 $25,514
H47.10 Unspecified papilledema 1 29 $22,347
116.1 Hypertensive emergency 1 1 $30,372
142.8 Other cardiomyopathies 1 1 $55,389
148.21 Permanent atrial fibrillation 1 1 $29,883
150.22 Chronic systolic (congestive) heart failure 1 1 $55,389
150.32 Chronic diastolic (congestive) heart failure 1 1 $29,883
169.354 Hemiplegia and hemiparesis following cerebral infarction 1 1 $12,109
affecting left non-dominant side
N39.0 Urinary tract infection, site not specified 2 15.5 $16,866
Q01.9 Encephalocele, unspecified 1 2 $9,101
Q04.8 Other specified congenital malformations of brain 2 1 $13,925
R47.01 Aphasia 3 3.3 $28.,841
768.42 Body mass index [BMI] 45.0-49.9, adult 1 1 $10,222
794.0 Kidney transplant status 1 1 $25,514

We noted that we did not find any other O.R. procedures reported on the claims in

addition to the procedures for LITT of brain or brain stem for MS-DRGs 040, 041 and 042.

The data shows that at least one of the listed secondary MCC diagnoses was reported

with each claim for LITT of brain identified in MS-DRG 040 and the average length of stay for

these cases ranged from 9 days to 48 days and the average costs of these cases ranged from

$41,486 to $80,745. We note that this data reflects the frequency with which each of the listed

diagnoses was reported on a claim with LITT of brain. Therefore, multiple MCCs from this list

of diagnoses may have been reported on a single claim. In addition, while the logic for case

assignment to MS-DRG 040 requires at least one secondary MCC diagnosis, we conducted




additional detailed analyses for MS-DRG 040, as shown in Table 6P.2f, to determine whether
there were also secondary CC diagnoses reported in conjunction with one or more of the listed
MCC diagnoses that may be contributing to the higher average costs for cases reporting LITT of
brain in MS-DRG 040 in comparison to all the cases in MS-DRG 040. We found that 6 of the 14
cases reporting at least one or more secondary MCC diagnosis also reported one or more
secondary CC diagnosis, which would appear to support that the severity of illness for these
patients, as identified by the secondary MCC and CC diagnoses, may be more directly related to
the higher average costs for these patients than the LITT procedure itself.

Similarly, the data for MS-DRG 041 show the frequency with which each of the listed
secondary CC diagnoses was reported with LITT of brain or brain stem. Results from the
analysis for the 17 cases (16 for LITT of brain and 1 for LITT of brain stem) show the average
length of stay for these cases ranged from 1 day to 29 days and the average costs ranged from
$9,101 to $57,999. These data analysis findings for MS-DRG 041 also appear to support our
belief that the severity of illness for these patients, as identified by the listed secondary CC
diagnoses, may be more directly related to the higher average costs for these patients than the
LITT procedure itself.

As stated in the proposed rule and previously in this final rule, we did not find any other
O.R. procedures reported on the claims in addition to the procedures for LITT of brain or brain
stem for MS-DRGs 040, 041 and 042. Since the logic for case assignment to MS-DRG 042 is
not based on the reporting requirement of any CC or MCC diagnoses, we conducted a detailed
analysis of the claims data to determine what other factors may be contributing to the higher
average costs and shorter average length of stay for these cases in comparison to all the cases in
MS-DRG 042. We refer the reader to Table 6P.2g associated with the proposed rule for the
findings from our analysis. As shown in the data, the majority of the cases (15 of 25) had a
principal diagnosis of epilepsy, 8 cases had a principal diagnosis related to malignant neoplasm

of the brain or brain structures, 1 case had a principal diagnosis of hemangioma of intracranial



structures and 1 case had a principal diagnosis of unspecified convulsions. The data also
demonstrate that 16 of the 25 cases reported in MS-DRG 042 include patients who were under
the age of 65, with ages ranging from 32 years old to 64 years old. We note that patients
diagnosed with epilepsy are eligible for coverage since it is a condition that qualifies under
certain criteria. It is not entirely clear if the age of these patients had any impact on the average
length of stay since the average length of stay of the 24 cases reporting LITT of brain was 1.7
days and the 1 case reporting LITT of brain stem was 2 days.

As stated previously, the logic for case assignment to MS-DRG 042 is not dependent on
the reporting of any CC or MCC diagnoses, however, based on the diagnoses reflected in the
claims data for MS-DRG 042, it is possible that conditions such as obesity and chronic
conditions requiring the long-term use of certain therapeutic agents may be contributing factors
to the consumption of resources, separately from the LITT procedure. We found 17 of the 25
cases reporting LITT of brain or brain stem to also report one or both of these conditions.

We also reviewed the number of cases of LITT of the brain or brain stem procedures
reported in the data since the transition to ICD-10. Specifically, we examined the claims data for
cases reporting LITT of brain or brain stem as a standalone procedure or with another procedure
in the FY 2016 through FY 2021 MedPAR data files across all MS-DRGs. The findings from
our analysis are shown in table 6P.2¢ associated with the proposed rule.

The data demonstrates that since the implementation of ICD-10, a shift in the reporting of
LITT of brain and brain stem procedures has occurred. For example, the FY 2016, FY 2017 and
FY 2018 MedPAR data reflect that the number of cases for which LITT of brain or brain stem
procedures were reported as a standalone procedure is higher in comparison to the number of
cases reported with another procedure. Conversely, the FY 2019, FY 2020, and FY 2021
MedPAR data reflect that the number of cases for which LITT of brain or brain stem procedures
were reported as a standalone procedure is lower in comparison to the number of cases reported

with another procedure. The data also reflect that the average length of stay is shorter and the



average costs are lower for cases reporting LITT of brain or brain stem as a standalone procedure
in comparison to the average length of stay and average costs for cases reported with another
procedure across the FY 2016 through FY 2021 MedPAR data files. Lastly, the data
demonstrate that overall, the number of cases for which LITT of brain or brain stem procedures
was performed had remained fairly stable at over 100 cases with increases in the FY 2017, FY
2020 and FY 2021 MedPAR data files of 156, 154 and 185 cases, respectively.

As discussed in the proposed rule, we also analyzed claims data from the September 2021
update of the FY 2021 MedPAR file for cases reporting LITT of other anatomic sites across all
MS-DRGs. Although the requestors indicated that LITT is primarily performed on intracranial
lesions, as shown in Table 6P.2¢ associated with the proposed rule, we identified a small number
of cases reporting LITT of the lung, rectum, liver, breast, and prostate, for a total of 29 cases
where LITT was performed on other body parts/anatomic sites.

For example, we found a total of 5 cases reporting LITT of lung across 5 different MS-
DRGs. Of these 5 cases, 2 cases had a longer average length of stay and higher average costs in
comparison to all the cases in their respective MS-DRG. Specifically, for MS-DRG 163 (Major
Chest Procedures with MCC), we found 1 case reporting LITT of lung with an average length of
stay of 17 days and average costs of $41,467. The average length of stay for all cases in MS-
DRG 163 is 10.7 days with average costs of $38,367. The data demonstrates a difference of 6.3
days (17-10.7=6.3) for the average length of stay and a difference of $3,100 in average costs
($41,467-$38,367=$3,100) for the 1 case reporting LITT of lung in MS-DRG 163 compared to
all the cases in MS-DRG 163. For MS-DRG 167 (Other Respiratory System O.R. Procedures
with CC), we found 1 case reporting LITT of lung with an average length of stay of 7 days and
average costs of $22,975. The average length of stay for all cases in MS-DRG 167 is 4.6 days
with average costs of $15,397. The data demonstrates a difference of 2.4 days (7-4.6=2.4) for
the average length of stay and a difference of $7,578 in average costs ($22,975-$15,397=$7,578)

for the 1 case reporting LITT of lung in MS-DRG 167 compared to all the cases in MS-DRG



167. The data for the remaining 3 cases reporting LITT of lung demonstrated a shorter average
length of stay and lower average costs in comparison to all the cases in their respective MS-
DRGs.

We found 1 case reporting LITT of rectum in MS-DRG 357 (Other Digestive System
O.R. Procedures with CC) with a shorter average length of stay (4 days versus 5.6 days) and
lower average costs ($3,069 versus $18,065) as compared to all the cases in MS-DRG 357. We
also found 1 case reporting LITT of liver in MS-DRG 405 (Pancreas Liver and Shunt Procedures
with MCC) with a longer average length of stay (20 days versus 12.3 days) and higher average
costs ($49,0695 versus $43,771) as compared to all the cases in MS-DRG 405.We also found 1
case reporting LITT of right breast in MS-DRG 580 (Other Skin Subcutaneous Tissue and Breast
Procedures with CC) with a longer average length of stay (19 days versus 5.4 days) and higher
average costs ($32,064 versus $13,767) as compared to all the cases in MS-DRG 580.

Lastly, we found 21 cases reporting LITT of prostate across 14 MS-DRGs. Of those 21
cases, 6 cases had a longer average length of stay or higher average costs, or both, in comparison
to the average length of stay and average costs of all the cases in their respective MS-DRG. For
example, in MS-DRG 650 (Kidney Transplant with Hemodialysis with MCC) we found 1 case
reporting LITT of prostate with an average length of stay of 36 days and average costs of
$67,238. The average length of stay for all cases in MS-DRG 650 is 8.1 days with average costs
of $38,139. The data demonstrates a difference of 27.9 days (36-8.1=27.9) for the average
length of stay and a difference of $29,099 in average costs ($67,238-$38,139=$29,099) for the 1
case reporting LITT of prostate in MS-DRG 650 compared to all the cases in MS-DRG 650. We
also found 1 case reporting LITT of prostate in MS-DRG 659 (Kidney and Ureter Procedures for
Non-Neoplasm with MCC) with an average length of stay of 26 days. The average length of stay
for all cases in MS-DRG 659 is 7.8 days, demonstrating a difference of 18.2 days (26-7.8=18.2).
We found 1 case reporting LITT of prostate in MS-DRG 712 (Testes Procedures without

CC/MCC) with average costs of $15,669. The average costs for all cases in MS-DRG 712 is



$10,482, demonstrating a difference of $5,187 ($15,669-$10,482=$5,187). We found 1 case
reporting LITT of prostate in MS-DRG 987 with an average length of stay of 23 days and
average costs of $35,465. The average length of stay for all cases in MS-DRG 987 is 10.9 days
with average costs of $26,657. The data demonstrates a difference of 12.1 days (23-10.9=12.1)
for the average length of stay and a difference of $8,808 in average costs ($35,465-
$26,657=%$8,808) for the 1 case reporting LITT of prostate in MS-DRG 987 compared to all the
cases in MS-DRG 987. Lastly, we found 2 cases reporting LITT of prostate in MS-DRG 988
(Non-Extensive O.R. Procedures Unrelated to Principal Diagnosis with CC) with average costs
of $17,126. The average costs for all cases in MS-DRG 988 is $13,670, demonstrating a
difference of $3,456 ($17,126-$13,670=$3,456) for the 2 cases reporting LITT of prostate in
MS-DRG 988.

We refer the reader to Table 6P.2¢ associated with the proposed rule for the detailed
findings from our analysis. We note that if the procedure code describing LITT of a specific
anatomic site is not listed it is because there were no cases found.

We noted in the proposed rule that for the 10 cases previously described, for which LITT
of a different anatomic site from the brain or brain stem was reported and had a longer average
length of stay or higher average costs, or both, in comparison to the average length of stay and
average costs of all the cases in their respective MS-DRG, that with the exception of MS-DRG
712, all the other MS-DRGs include a “with MCC” or “with CC” designation, or were reported
in a surgical MS-DRG. We stated we believe that these other factors may have contributed to
the longer average length of stay and higher average costs for these cases, therefore we
conducted additional analyses of the claims data to determine what diagnoses or procedures were
also reported. We refer the reader to Table 6P.2d associated with the proposed rule for the
findings from our detailed analysis of these 10 cases.

As shown in Table 6P.2d associated with the proposed rule, the data demonstrate that a

number of MCC and/or CC secondary diagnoses were reported for each of the 10 cases and that



the surgical procedures that were reported in addition to the LITT procedure seem to have
contributed to the longer average length of stay and higher average costs for those cases when
compared to the average length of stay and average costs for all the cases in their respective
MS-DRG. For example, in case number 1 there are 2 diagnoses that are designated as MCC
conditions and 5 diagnoses that that are designated as CC conditions with procedure codes
describing a kidney transplant, hemodialysis, and insertion of a ureteral stent that were reported
along with LITT of prostate. For case number 3 there are 4 diagnoses that are designated as
MCC conditions and 6 diagnoses that are designated as CC conditions with procedure codes
describing bronchoscopic treatment of a bronchial tumor with and without stents, as well as the
use of mechanical ventilation. Overall, the data appear to indicate that the performance of the
LITT procedure was not the underlying reason for, or main driver of, the increase in resource
utilization for those cases.

As noted in the proposed rule, the requestors indicated that LITT is primarily being
performed on intracranial lesions. However, as previously summarized, we identified a limited
number of cases reporting LITT procedures for other anatomic sites. We stated in the proposed
rule that we are interested in comments regarding the use of and experience with LITT for these
other anatomic sites.

As discussed in the proposed rule, based on our analysis of the FY 2021 MedPAR claims
data for cases reporting LITT of brain or brain stem (codes DOY0OKZZ and DOY 1KZZ) in MS-
DRGs 040, 041, and 042, we agree with the requestors that the average costs of these cases are
higher as compared to the average costs of all cases assigned to MS-DRGs 040, 041, and 042.
For the reasons summarized, in the proposed rule we also stated we believe that other factors,
including the reporting of secondary MCC and CC diagnoses, may be contributing to the higher
average costs for these cases. As discussed in the FY 2022 IPPS/LTCH PPS final rule (86 FR
44813), we examined procedure codes DOYOKZZ and DOY 1KZZ describing LITT of brain and

brain stem, respectively, and stated that the technique to perform the LITT procedure on these



structures is considered minimally invasive and does not involve a craniotomy, therefore,
continued assignment to the craniotomy MS—DRGs is not clinically appropriate. As noted in the
proposed rule, our clinical advisors continue to maintain that LITT is a minimally invasive
procedure, requiring only a tiny incision for purposes of a burr hole and that patients are often
only kept overnight (as reflected in the detailed claims data). However, we stated that we also
recognize that craniotomy and LITT share common procedural characteristics including use of
an operating room, carry risk of immediate intracranial bleeding or infection, and cause tissue to
be immediately destroyed or excised. We noted that while the data do not demonstrate that the
LITT procedure is the underlying reason for the higher average costs and consumption of
resources for the small number of cases reporting LITT of brain (54 cases) or brain stem (2
cases) that we found in MS-DRGs 040, 041, and 042, the data do demonstrate that the patients
receiving this treatment therapy have brain tumors or epilepsy combined with multiple
comorbidities or chronic conditions necessitating long-term use of medications, or both, and we
noted the indications for LITT (brain tumors and epileptic foci) are better aligned with
MS-DRGs 025, 026, and 027 as compared to MS-DRGs 040, 041, and 042.

As discussed in the proposed rule, we intend to more fully evaluate the logic for the
procedures specifically involving a craniotomy, as well as the overall structure of MS-DRGs 023
through 027, and we believe that reassignment of cases reporting LITT of brain or brain stem to
MS-DRGs 025, 026, and 027 would be an appropriate first step in connection with these efforts.
For example, while we recognize the distinctions between open craniotomy procedures and
minimally invasive percutaneous intracranial procedures, we also recognize that the current logic
for MS-DRGs 025 through 027 also includes other endovascular intracranial procedures
performed using percutaneous or percutaneous endoscopic approaches, and we believe that
further review of the clinical coherence of the procedures assigned to these MS-DRGs may be
warranted. Our clinical advisors noted that while the typical patient treated with LITT usually

has a single small scalp incision through which a hole approximately the diameter of a straw is



drilled, with no extensive surgical exposure, that LITT can still be employed for another subset
of more complex patients, including patients with primary brain malignancies and those with
larger metastatic lesions or multiple lesions. For this subset of more complex patients, a longer
post-operative stay with direct medical supervision may be necessary. As such, we stated in the
proposed rule that we believe reassigning these procedures to MS-DRGs 025 through 027 for FY
2023 would be appropriate as we consider restructuring MS-DRGs 023 through 027, including
how to better align the clinical indications with the performance of specific intracranial
procedures. Accordingly, for these reasons, we stated in the proposed rule that in the event there
is not support for the proposed reclassification of LITT procedures and the corresponding new
procedure codes as presented at the March 8-9, 2022 ICD-10 Coordination and Maintenance
Committee meeting, we were proposing to reassign the existing procedure codes describing
LITT of the brain or brain stem from MS-DRGs 040, 041, and 042 to MS-DRGs 025, 026, and
027 for FY 2023. We also proposed to maintain the MS-DRG assignments for the existing
procedure codes describing LITT of other anatomic sites as finalized and displayed in Table
6P.2b in association with the FY 2022 IPPS/LTCH PPS final rule, for FY 2023. Lastly, we
noted in the proposed rule that we did not receive any comments or requests to reconsider those
finalized MS-DRG assignments for FY 2023.

As noted, we stated in the proposed rule that we were proposing to reassign the existing
procedure codes describing LITT of the brain or brain stem from MS-DRGs 040, 041, and 042 to
MS-DRGs 025, 026, and 027 for FY 2023, in the event there was not support for the proposed
reclassification of LITT procedures and the corresponding new procedure codes as presented at
the March 8-9, 2022 ICD-10 Coordination and Maintenance Committee meeting. As the
proposed reclassification of the LITT procedures and the corresponding new procedure codes
were approved following the March meeting, and the existing procedure codes DOY0OKZZ (Laser
interstitial thermal therapy of brain) and DOY 1KZZ (Laser interstitial thermal therapy of brain

stem) will be deleted effective October 1, 2022, we are not finalizing the proposed reassignment



of these existing codes for FY 2023. As previously noted, and as reflected in Table 6B. — New
Procedure Codes associated with this final rule, the new procedure codes describing LITT of
brain (root operation Destruction) are assigned to MS-DRGs 025, 026 and 027 for FY 2023. We
did not receive any public comments on our proposal to maintain the MS-DRG assignments for
the existing procedure codes describing LITT of other anatomic sites as finalized and displayed
in Table 6P.2b in association with the FY 2022 IPPS/LTCH PPS final rule, for FY 2023. As
previously noted, the existing procedure codes describing LITT of other anatomic sites will also
be deleted effective October 1, 2023; therefore, we are not finalizing the proposed reassignment
of these existing codes for FY 2023. The MS-DRG assignments for the newly approved
procedure codes describing LITT of other anatomic sites for FY 2023 are displayed in Table 6B
in association with this final rule.

As noted in the proposed rule, in connection with our analysis of cases reporting LITT
procedures performed on the brain or brain stem in MDC 01, we have started to examine the
logic for case assignment to MS-DRGs 023 through 027 to determine where further refinements
could potentially be made to better account for differences in the technical complexity and
resource utilization among the procedures that are currently assigned to those MS-DRGs.
Specifically, we are in the process of evaluating procedures that are performed using an open
craniotomy (where it is necessary to surgically remove a portion of the skull) versus a
percutaneous burr hole (where a hole approximately the size of a pencil is drilled) to obtain
access to the brain in the performance of a procedure. We are also reviewing the indications for
these procedures, for example, malignant neoplasms versus epilepsy to consider if there may be
merit in considering restructuring the current MS-DRGs to better recognize the clinical
distinctions of these patient populations in the MS-DRGs. We believe it is worthwhile to also
compare the claims data for epilepsy patients who are treated with a neurostimulator implant
versus a LITT procedure, as well as the claims data for patients with a diagnosis of epilepsy or

malignant neoplasms who undergo a LITT procedure. Our analysis also includes reviewing the



claims data with regard to the cases that reflect a procedure that is generally performed with
another O.R. procedure versus a standalone procedure.

As we continue this analysis of the claims data with respect to MS-DRGs 023 through
027, we stated that we are also seeking public comments and feedback on other factors that
should be considered in the potential restructuring of these MS-DRGs.

Comment: In response to CMS’s request for public comment and feedback on the
potential restructuring of the craniotomy MS-DRGs for future consideration, some commenters
disagreed and stated that such a restructuring is not necessary. These commenters stated that
should CMS consider future modifications to the logic for case assignment to MS-DRGs 023
through 027, the agency provide adequate notice for interested parties to assess the impact of any
proposed changes.

Another commenter expressed appreciation that CMS indicated it is continuing to
analyze if additional restructuring for MS-DRGs 023 through 027 may be warranted and agreed
that the logic for these MS-DRGs has become more complex. The commenter stated they will
be performing analyses and plan to submit their findings by the October 20, 2022 deadline.
Another commenter urged CMS to also consider the costs of procedures with respect to whether
a device is inserted or implanted in combination with the approach and clinical indications
because of the various diagnoses and procedures that may group to MS-DRGs 023 through 027.
This commenter expressed support for further collaboration to better align resources and clinical
characteristics among within these MS-DRGs.

Another commenter who also expressed appreciation that CMS has signaled its intent on
analyzing MS-DRGs 023 through 027 recommended that CMS also expand its analysis to
include MS-DRGs 020 through 022 (Intracranial Vascular Procedures with Principal Diagnosis
Hemorrhage with MCC, with CC, and without CC/MCC, respectively). According to the

commenter, the payment rates for a subset of the procedures that group to these MS-DRGs



appear to no longer adequately reflect the utilization of resources. The commenter encouraged
CMS to analyze these MS-DRGs and determine if additional modifications may be warranted.

Response: We thank the commenters for their feedback and will take these
recommendations into consideration as we further examine the logic for case assignment. We
note that we would address any proposed modifications to the existing logic in future
rulemaking.

As previously described in the proposed rule and this final rule, we are examining
procedures by their approach (open versus percutaneous), clinical indications, and procedures
that involve the insertion or implantation of a device. We recognize the logic for MS-DRGs 023
through 027 has grown more complex over the years and believe there is opportunity for further
refinement. We refer the reader to the ICD-10 MS-DRG Definitions Manual, version 40, which

1s available via the internet on the CMS website at: https://www.cms.gov/Medicare/Medicare-

Fee-for-Service-Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software for

complete documentation of the GROUPER logic for MS-DRGs 023 through 027. Feedback and
other suggestions may be submitted by October 20, 2022 and directed to the new electronic
intake system, Medicare Electronic Application Request Information System™ (MEARIS™),
discussed in section I1.D.1.b of the preamble of this final rule at:

https://mearis.cms.gov/public/home.

b. Vagus Nerve Stimulation

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28141 through 28151), we
discussed a request we received to review the MS-DRG assignment for cases that identify
patients who receive an implantable vagus nerve stimulation system for heart failure. The vagus
nerve, also called the X cranial nerve or the 10™ cranial nerve, is the longest and most complex
of the cranial nerves. There is one vagus nerve on each side of the body that runs from the brain
through the face and thorax to the abdomen. According to the requestor, cranial nerve

stimulation (CNS), which includes vagus nerve stimulation, is a well-established therapy for



various indications including epilepsy, treatment resistant depression (TRD) and obstructive
sleep apnea (OSA), and is now being investigated and studied for use in patients with heart
failure.

According to the requestor, heart failure, or the heart’s inability to pump an adequate
supply of blood and oxygen to support the other organs of the body, is an autonomic nervous
system dysfunction. The brain controls the function of the heart through the sympathetic branch
and the parasympathetic branches of the autonomic nervous system. In heart failure, there is an
imbalance in the autonomic nervous system. The vagus nerve stimulation system for heart
failure is comprised of an implantable pulse generator, an electrical lead, and a programming
computer system. The pulse generator, which is usually implanted just under the skin of the
pectoral region, sends the energy to the vagus nerve through the lead. The lead is a flexible
insulated wire that is guided under the skin from the chest up to the neck and is implanted onto
the vagus nerve and transmits tiny electrical impulses from the generator to the nerve. These
electrical impulses to the vagus nerve are intended to activate the parasympathetic branch of the
autonomic nervous system to restore balance.

The requestor stated that cases reporting a procedure code describing the insertion of a
neurostimulator lead onto the vagus nerve and a procedure code describing the insertion of a
stimulator generator with a principal diagnosis code describing epilepsy, TRD or OSA are
assigned to surgical MS-DRGs 040, 041 and 042 (Peripheral Cranial Nerve and Other Nervous
System Procedures with MCC, with CC or Peripheral Neurostimulator, and without CC/MCC,
respectively) in MDC 01 (Diseases and Disorders of the Nervous System). However, when the
same codes describing the insertion of a neurostimulator lead onto the vagus nerve and the
insertion of a stimulator generator are reported with a principal diagnosis of heart failure, the
cases instead are assigned to surgical MS-DRGs 252, 253 and 254 (Other Vascular Procedures
with MCC, with CC, without MCC respectively) in MDC 05 (Diseases and Disorders of the

Circulatory System).



The requestor stated that the treatment of autonomic nervous system dysfunction is the
underlying therapeutic objective of cranial nerve stimulation for heart failure, and therefore the
diagnosis of heart failure is more clinically coherent with other diagnoses in MDC 01. As a
result, the requestor, who is developing the VITARIA® System, an active implantable
neuromodulation system that uses vagus nerve stimulation to deliver autonomic regulation
therapy (ART) for an indicated use that includes patients who have moderate to severe heart
failure, submitted a request to reassign cases reporting a procedure code describing the insertion
of a neurostimulator lead onto the vagus nerve and a procedure code describing the insertion of a
stimulator generator with a principal diagnosis code describing heart failure, from MS-DRGs
252,253 and 254 in MDC 05 to MS-DRGs 040, 041 and 042 in MDC 01. This requestor also
submitted an application for new technology add-on payment for FY 2023. As discussed in
section II.F.7. of the preamble of this final rule, the new technology add-on payment application
for the VITARIA® System for FY 2023 was withdrawn prior to the issuance of this final rule.

According to the requestor, the following ICD-10-PCS procedure code pair identifies the

insertion of a vagus nerve stimulation system for heart failure:

ICD-10-PCS
Code Description
OOI_\EV]?&MZ Insertion of neurostimulator lead into cranial nerve, open approach
0JH60BZ Insertion of single array stimulator generator into chest subcutaneous tissue and fascia, open approach

We stated in the FY 2023 IPPS/LTCH PPS proposed rule that the requestor performed its
own analysis of Medicare claims from 2020 and stated that it found that patients enrolled in their
pivotal clinical trials had an average length of stay of 6.38 days. According to the requestor this
finding indicated a resource coherence more similar to cases assigned to MS-DRGs 040, 041 and
042, whose average lengths of stay ranges from 2 to 8 days, when compared to the average
lengths of stay of 1 to 3 days for cases assigned to MS-DRGs 252 and 253. The requestor stated
their own analysis of 2019 and 2020 Medicare claims data also showed that fewer than 11 cases

with procedure codes describing the implantation of a vagus nerve stimulation system map to




MS-DRGs 252, 253 and 254 annually but it is expected that Medicare patients will receive vagus

nerve stimulation system for heart failure on an inpatient basis. Because of the shared clinical

and resource similarity of the procedure to implant the VITARIA® system to other CNS

procedures, regardless of indication, the requestor stated that CNS procedures for the treatment

of heart failure should also be assigned to MS-DRGs 040, 041 and 042. The requestor also noted

that the title of MS-DRGs 252, 253 and 254 is “Other Vascular Procedures with MCC, with CC,

without MCC respectively”. Since no vascular access is involved in the procedure to implant

vagus nerve stimulation systems, the requestor stated MS-DRGs 252, 253 and 254 were not

appropriate mappings for these procedures.

We stated in the proposed rule that the ICD-10-CM diagnosis codes that describe heart

failure are found in the following table. These diagnosis codes are all currently assigned to MDC

05.
ICD-10-CM

Code Description
109.81 Rheumatic heart failure
111.0 Hypertensive heart disease with heart failure

Hypertensive heart and chronic kidney disease with heart failure and stage 1 through stage 4
113.0 chronic kidney disease, or unspecified chronic kidney disease
Hypertensive heart and chronic kidney disease with heart failure and with stage 5 chronic

113.2 kidney disease, or end stage renal disease
150.1 Left ventricular failure, unspecified
150.20 Unspecified systolic (congestive) heart failure
150.21 Acute systolic (congestive) heart failure
150.22 Chronic systolic (congestive) heart failure
150.23 Acute on chronic systolic (congestive) heart failure
150.30 Unspecified diastolic (congestive) heart failure
150.31 Acute diastolic (congestive) heart failure
150.32 Chronic diastolic (congestive) heart failure
150.33 Acute on chronic diastolic (congestive) heart failure
150.40 Unspecified combined systolic (congestive) and diastolic (congestive) heart failure
150.41 Acute combined systolic (congestive) and diastolic (congestive) heart failure
150.42 Chronic combined systolic (congestive) and diastolic (congestive) heart failure
150.43 Acute on chronic combined systolic (congestive) and diastolic (congestive) heart failure
150.810 Right heart failure, unspecified
150.811 Acute right heart failure
150.812 Chronic right heart failure
150.813 Acute on chronic right heart failure
150.814 Right heart failure due to left heart failure

150.82

Biventricular heart failure




ICD-10-CM

Code Description
150.83 High output heart failure
150.84 End stage heart failure
150.89 Other heart failure
150.9 Heart failure, unspecified
197.130 Postprocedural heart failure following cardiac surgery
197.131 Postprocedural heart failure following other surgery

The ICD-10-PCS codes that identify the insertion of a neurostimulator lead onto the

vagus nerve are listed in the following table.

ICD-10-PCS
Code Description
00HEOMZ Insertion of neurostimulator lead into cranial nerve, open approach
00HE3MZ Insertion of neurostimulator lead into cranial nerve, percutaneous approach
00HE4MZ Insertion of neurostimulator lead into cranial nerve, percutaneous endoscopic approach

The ICD-10-PCS codes that identify the insertion of a stimulator generator are listed in

the following table.

ICD-10-PCS
Code

Description

Insertion of single array stimulator generator into chest subcutaneous tissue and fascia,

0JH60BZ open approach

Insertion of single array rechargeable stimulator generator into chest subcutaneous tissue
0JH60CZ and fascia, open approach

Insertion of multiple array stimulator generator into chest subcutaneous tissue and fascia,
0JH60DZ open approach

Insertion of multiple array rechargeable stimulator generator into chest subcutaneous
0JH60EZ tissue and fascia, open approach
0JH60MZ Insertion of stimulator generator into chest subcutaneous tissue and fascia, open approach

Insertion of single array stimulator generator into chest subcutaneous tissue and fascia,
0JH63BZ percutaneous approach

Insertion of single array rechargeable stimulator generator into chest subcutaneous tissue
0JH63CZ and fascia, percutaneous approach

Insertion of multiple array stimulator generator into chest subcutaneous tissue and fascia,
0JH63DZ percutaneous approach

Insertion of multiple array rechargeable stimulator generator into chest subcutaneous
0JH63EZ tissue and fascia, percutaneous approach

Insertion of stimulator generator into chest subcutaneous tissue and fascia, percutaneous
0JH63MZ approach

Insertion of single array stimulator generator into back subcutaneous tissue and fascia,
0JH70BZ open approach

Insertion of single array rechargeable stimulator generator into back subcutaneous tissue
0JH70CZ and fascia, open approach




ICD-10-PCS

Code Description

Insertion of multiple array stimulator generator into back subcutaneous tissue and fascia,
0JH70DZ open approach

Insertion of multiple array rechargeable stimulator generator into back subcutaneous
0JH70EZ tissue and fascia, open approach
0JH70MZ Insertion of stimulator generator into back subcutaneous tissue and fascia, open approach

Insertion of single array stimulator generator into back subcutaneous tissue and fascia,
0JH73BZ percutaneous approach

Insertion of single array rechargeable stimulator generator into back subcutaneous tissue
0JH73CZ and fascia, percutaneous approach

Insertion of multiple array stimulator generator into back subcutaneous tissue and fascia,
0JH73DZ percutaneous approach

Insertion of multiple array rechargeable stimulator generator into back subcutaneous
0JH73EZ tissue and fascia, percutaneous approach

Insertion of stimulator generator into back subcutaneous tissue and fascia, percutaneous
0JH73MZ approach

Insertion of single array stimulator generator into abdomen subcutaneous tissue and
0JH80BZ fascia, open approach

Insertion of single array rechargeable stimulator generator into abdomen subcutaneous
0JH80CZ tissue and fascia, open approach

Insertion of multiple array stimulator generator into abdomen subcutaneous tissue and
0JH80DZ fascia, open approach

Insertion of multiple array rechargeable stimulator generator into abdomen subcutaneous
0JHS8OEZ tissue and fascia, open approach

Insertion of stimulator generator into abdomen subcutaneous tissue and fascia, open
0JHS8OMZ approach

Insertion of single array stimulator generator into abdomen subcutaneous tissue and
0JH83BZ fascia, percutaneous approach

Insertion of single array rechargeable stimulator generator into abdomen subcutaneous
0JH83CZ tissue and fascia, percutaneous approach

Insertion of multiple array stimulator generator into abdomen subcutaneous tissue and
0JH83DZ fascia, percutaneous approach

Insertion of multiple array rechargeable stimulator generator into abdomen subcutaneous
0JH83EZ tissue and fascia, percutaneous approach

Insertion of stimulator generator into abdomen subcutaneous tissue and fascia,
0JH83MZ percutaneous approach

Insertion of single array stimulator generator into chest subcutaneous tissue and fascia,
0JH60BZ open approach

Insertion of single array rechargeable stimulator generator into chest subcutaneous tissue
0JH60CZ and fascia, open approach

Insertion of multiple array stimulator generator into chest subcutaneous tissue and fascia,
0JH60DZ open approach

Insertion of multiple array rechargeable stimulator generator into chest subcutaneous
0JH60EZ tissue and fascia, open approach
0JH60MZ Insertion of stimulator generator into chest subcutaneous tissue and fascia, open approach

Insertion of single array stimulator generator into chest subcutaneous tissue and fascia,
0JH63BZ percutaneous approach

Insertion of single array rechargeable stimulator generator into chest subcutaneous tissue
0JH63CZ and fascia, percutaneous approach




ICD-10-PCS

Code Description

Insertion of multiple array stimulator generator into chest subcutaneous tissue and fascia,
0JH63DZ percutaneous approach

Insertion of multiple array rechargeable stimulator generator into chest subcutaneous
0JH63EZ tissue and fascia, percutaneous approach

Insertion of stimulator generator into chest subcutaneous tissue and fascia, percutaneous
0JH63MZ approach

Insertion of single array stimulator generator into back subcutaneous tissue and fascia,
0JH70BZ open approach

Insertion of single array rechargeable stimulator generator into back subcutaneous tissue
0JH70CZ and fascia, open approach

Insertion of multiple array stimulator generator into back subcutaneous tissue and fascia,
0JH70DZ open approach

Insertion of multiple array rechargeable stimulator generator into back subcutaneous
0JH70EZ tissue and fascia, open approach
0JH70MZ Insertion of stimulator generator into back subcutaneous tissue and fascia, open approach

Insertion of single array stimulator generator into back subcutaneous tissue and fascia,
0JH73BZ percutaneous approach

Insertion of single array rechargeable stimulator generator into back subcutaneous tissue
0JH73CZ and fascia, percutaneous approach

Insertion of multiple array stimulator generator into back subcutaneous tissue and fascia,
0JH73DZ percutaneous approach

Insertion of multiple array rechargeable stimulator generator into back subcutaneous
0JH73EZ tissue and fascia, percutaneous approach

Insertion of stimulator generator into back subcutaneous tissue and fascia, percutaneous
0JH73MZ approach

Insertion of single array stimulator generator into abdomen subcutaneous tissue and
0JH80BZ fascia, open approach

Insertion of single array rechargeable stimulator generator into abdomen subcutaneous
0JH80CZ tissue and fascia, open approach

Insertion of multiple array stimulator generator into abdomen subcutaneous tissue and
0JH80DZ fascia, open approach

Insertion of multiple array rechargeable stimulator generator into abdomen subcutaneous
0JHS0EZ tissue and fascia, open approach

Insertion of stimulator generator into abdomen subcutaneous tissue and fascia, open
0JH8OMZ approach

Insertion of single array stimulator generator into abdomen subcutaneous tissue and
0JH83BZ fascia, percutaneous approach

Insertion of single array rechargeable stimulator generator into abdomen subcutaneous
0JH83CZ tissue and fascia, percutaneous approach

Insertion of multiple array stimulator generator into abdomen subcutaneous tissue and
0JH83DZ fascia, percutaneous approach

Insertion of multiple array rechargeable stimulator generator into abdomen subcutaneous
0JHS3EZ tissue and fascia, percutaneous approach

Insertion of stimulator generator into abdomen subcutaneous tissue and fascia,
0JH83MZ percutaneous approach




We stated our analysis of this grouping issue confirmed that, when a procedure code
describing the insertion of a neurostimulator lead onto the vagus nerve and a procedure code
describing the insertion of a stimulator generator are reported with a principal diagnosis code
describing heart failure, these cases group to surgical MS-DRGs 252, 253 and 254 (Other
Vascular Procedures with MCC, with CC, without MCC respectively).

We noted that cases involving the use of a peripheral neurostimulator and a diagnosis
from MDC 01 are assigned to MS-DRG 041 only. The GROUPER logic for MS-DRGs 040, 041,

and 042 is reflected in the logic table:

Peripheral
Neurostimulator|
MCC CC Combinations MS-DRG
Yes n/a n/a 040 (Peripheral Cranial Nerve and Other Nervous System Procedures with MCC)
No Yes n/a 041 (Peripheral Cranial Nerve and Other Nervous System Procedures with CC or Peripheral Neurostimulator)
No No Yes 041 (Peripheral Cranial Nerve and Other Nervous System Procedures with CC or Peripheral Neurostimulator)
No No No 042 (Peripheral Cranial Nerve and Other Nervous System Procedures without CC/MCC)

We refer the reader to the ICD-10 MS-DRG Version 39.1 Definitions Manual (which is

available via the internet on the CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-

for-Service-Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software) for complete

documentation of the GROUPER logic for the listed MS-DRGs.

In the proposed rule, we stated that we examined claims data from the September 2021
update of the FY 2021 MedPAR file for MS-DRGs 252, 253 and 254 to identify the subset of
cases within MS-DRGs 252, 253 and 254 reporting a procedure code describing the insertion of
a neurostimulator lead onto the vagus nerve and a procedure code describing the insertion of a
stimulator generator with a principal diagnosis of heart failure. We stated we found zero cases in
MS-DRGs 252, 253 and 254 reporting a procedure code describing the insertion of a
neurostimulator lead onto the vagus nerve and a procedure code describing the insertion of a
stimulator generator with a principal diagnosis of heart failure. In an attempt to further examine
this issue, we then examined claims data from the September 2021 update of the FY 2021

MedPAR file for MS-DRGs 252, 253 and 254 to identify the subset of cases within MS-DRGs



252, 253 and 254 reporting a procedure code describing the insertion of a neurostimulator lead
onto the vagus nerve and a procedure code describing the insertion of a stimulator generator with
a secondary diagnosis of heart failure and similarly found zero cases.

We indicated in the proposed rule that the results of the claims analysis demonstrated that
there was not sufficient claims data in the MedPAR file on which to assess the resource use of
cases reporting a procedure code describing the insertion of a neurostimulator lead onto the
vagus nerve and a procedure code describing the insertion of a stimulator generator with a
principal or secondary diagnosis of heart failure as compared to other cases assigned to MS-
DRGs 252, 253, and 254.

As discussed in the proposed rule, in reviewing the requestor’s concerns regarding
clinical coherence, our clinical advisors acknowledged that heart failure is a complex syndrome
involving autonomic nervous system dysfunction, however our clinical advisors disagreed with
assigning the diagnosis codes describing heart failure to MDC 01 (Diseases and Disorders of the
Nervous System). Our clinical advisors noted the concept of clinical coherence requires that the
patient characteristics included in the definition of each MS-DRG relate to a common organ
system or etiology. As the listed diagnosis codes describe heart failure, we stated these diagnosis
codes are appropriately assigned to MDC 05 (Diseases and Disorders of the Circulatory System).
Our clinical advisors also stated it would not be appropriate to move these diagnoses into MDC
01 because it could inadvertently cause cases reporting these same MDC 05 diagnoses with a
circulatory system procedure to be assigned to an unrelated MS-DRG because whenever there is
a surgical procedure reported on the claim that is unrelated to the MDC to which the case was
assigned based on the principal diagnosis, it results in a MS-DRG assignment to a surgical class
referred to as “unrelated operating room procedures”.

To further examine the impact of moving the diagnoses describing heart failure into

MDC 01, we stated we analyzed claims data for cases reporting a circulatory system O.R.



procedure and a principal diagnosis of heart failure. Our findings are reflected in the following

table.
Cases Reporting Circulatory System O.R. Procedures with
a Principal Diagnosis of Heart Failure
Average
Number Length | Average
MS-DRG Description of Cases of Stay Costs

215 Other Heart Assist System Implant 375 129 | $89,802
Cardiac Valve and Other Major Cardiothoracic Procedures

216 with Cardiac Catheterization with MCC 554 17.7 $90,282
Cardiac Valve and Other Major Cardiothoracic Procedures

217 with Cardiac Catheterization with CC 9 9.2 $59,655
Cardiac Valve and Other Major Cardiothoracic Procedures

218 with Cardiac Catheterization without CC/MCC 2 6 $36,309
Cardiac Valve and Other Major Cardiothoracic Procedures

219 without Cardiac Catheterization with MCC 147 16.8 $85,238
Cardiac Valve and Other Major Cardiothoracic Procedures

220 without Cardiac Catheterization with CC 7 8.4 $62,843
Cardiac Defibrillator Implant with Cardiac Catheterization

222 with AMI HF or Shock with MCC 923 11.6 | $61,254
Cardiac Defibrillator Implant with Cardiac Catheterization

223 with AMI HF or Shock without MCC 80 6.3 | $40,806
Cardiac Defibrillator Implant with Cardiac Catheterization

224 without AMI HF or Shock with MCC 1 6| $41,102
Cardiac Defibrillator Implant without Cardiac Catheterization

226 with MCC 1,602 8.1 | $51,116
Cardiac Defibrillator Implant without Cardiac Catheterization

227 without MCC 219 3.5 | $40,176

228 Other Cardiothoracic Procedures with MCC 345 114 $43,864

229 Other Cardiothoracic Procedures without MCC 9 5.6 $28,662

231 Coronary Bypass with PTCA with MCC 13 17.2 | $91,948
Coronary Bypass with Cardiac Catheterization or Open

233 Ablation with MCC 482 17.3 | $75,283
Coronary Bypass with Cardiac Catheterization or Open

234 Ablation without MCC 4 19.8 | $77,000

235 Coronary Bypass without Cardiac Catheterization with MCC 70 15 | $61,655
Coronary Bypass without Cardiac Catheterization without

236 MCC 6 51 $41,809
Amputation for Circulatory System Disorders Except Upper

239 Limb and Toe with MCC 196 17.6 $43,110
Amputation for Circulatory System Disorders Except Upper

240 Limb and Toe with CC 2 5] $10,803

242 Permanent Cardiac Pacemaker Implant with MCC 1,993 8.7 | $33,121

243 Permanent Cardiac Pacemaker Implant with CC 105 52| $23,927

244 Permanent Cardiac Pacemaker Implant without CC/MCC 5 34| $21,763

245 AICD Generator Procedures 196 7.6 $42,062
Percutaneous Cardiovascular Procedures with Drug-Eluting

246 Stent with MCC or 4+ Arteries or Stents 4,529 7.4 $27,962
Percutaneous Cardiovascular Procedures with Drug-Eluting

247 Stent without MCC 174 4.7 | $19,268
Percutaneous Cardiovascular Procedures with Non-Drug-

248 Eluting Stent with MCC or 4+ Arteries or Stents 92 7.3 | $26,922
Percutaneous Cardiovascular Procedures with Non-Drug-

249 Eluting Stent without MCC 7 5.1 $19,763
Percutaneous Cardiovascular Procedures without Coronary

250 Artery Stent with MCC 288 71 $25,284
Percutaneous Cardiovascular Procedures without Coronary

251 Artery Stent without MCC 8 34| $14,789




Cases Reporting Circulatory System O.R. Procedures with
a Principal Diagnosis of Heart Failure
Average
Number Length | Average
MS-DRG Description of Cases of Stay Costs
252 Other Vascular Procedures with MCC 1,603 10.4 $32,014
253 Other Vascular Procedures with CC 29 4.6 $21,692
254 Other Vascular Procedures without CC/MCC 2 1 $10,169
Upper Limb and Toe Amputation for Circulatory System
255 Disorders with MCC 105 10.7 | $24,075
Upper Limb and Toe Amputation for Circulatory System
256 Disorders with CC 2 8| $14,155
258 Cardiac Pacemaker Device Replacement with MCC 267 6.8 | $22,749
259 Cardiac Pacemaker Device Replacement without MCC 28 43 | $21,145
Cardiac Pacemaker Revision Except Device Replacement
260 with MCC 279 8.4 | $28,176
Cardiac Pacemaker Revision Except Device Replacement
261 with CC 20 43| $17,726
Cardiac Pacemaker Revision Except Device Replacement
262 without CC/MCC 3 2.7 | $18,186
263 Vein Ligation and Stripping 9 357 $50,529
264 Other Circulatory System O.R. Procedures 2,422 10.7 | $28,866
265 AICD Lead Procedures 83 10 | $38,286
Endovascular Cardiac Valve Replacement and Supplement
266 Procedures with MCC 666 13.9 $76,663
Endovascular Cardiac Valve Replacement and Supplement
267 Procedures without MCC 36 3.8 $44,643
Aortic and Heart Assist Procedures Except Pulsation Balloon
268 with MCC 46 16.7 | $62,285
Aortic and Heart Assist Procedures Except Pulsation Balloon
269 without MCC 1 1| $14,357
270 Other Major Cardiovascular Procedures with MCC 1,026 13.8 $48,958
271 Other Major Cardiovascular Procedures with CC 22 8.7 | $26,730
272 Other Major Cardiovascular Procedures without CC/MCC 2 1.5 $8,289
273 Percutaneous and Other Intracardiac Procedures with MCC 1,064 8.8 $33,132
Percutaneous and Other Intracardiac Procedures without
274 MCC 41 6.2 | $26,180
Total Cases 20,199 9.9 | $40,428

As shown in the table, if we were to move diagnosis codes describing heart failure to
MDC 01, 20,199 cases would be assigned to the surgical class referred to as “unrelated
operating room procedures” as an unintended consequence because the surgical procedure
reported on the claim would be considered unrelated to the MDC to which the case was
assigned based on the principal diagnosis.

In response to the requestor’s concerns regarding the title of MS-DRGs 252, 253 and
254, we noted that, as stated in the ICD-10 MS-DRG Definitions Manual, “In each MDC there is
usually a medical and a surgical class referred to as “other medical diseases” and “other surgical

procedures,” respectively. The “other” medical and surgical classes are not as precisely defined



from a clinical perspective. The other classes would include diagnoses or procedures which were
infrequently encountered or not well defined clinically. For example, the “other” medical class
for the Respiratory System MDC would contain the diagnoses “other somatoform disorders” and
“congenital malformation of the respiratory system,” while the “other” surgical class for the
female reproductive MDC would contain the surgical procedures “excision of liver” (liver biopsy
in ICD-9-CM) and “inspection of peritoneal cavity" (exploratory laparotomy in ICD-9-CM).

The “other” surgical category contains surgical procedures which, while infrequent, could still
reasonably be expected to be performed for a patient in the particular MDC. There are, however,
also patients who receive surgical procedures which are completely unrelated to the MDC to
which the patient was assigned. An example of such a patient would be a patient with a principal
diagnosis of pneumonia whose only surgical procedure is a destruction of prostate (transurethral
prostatectomy in ICD-9-CM). Such patients are assigned to a surgical class referred to as
“unrelated operating room procedures.”” We further noted that MS-DRGs 252, 253, and 254
(Other Vascular Procedures with MCC, with CC, and without CC/MCC, respectively) are
examples of the “other” surgical class, therefore it is expected that there will be procedures not
as precisely clinically aligned within the definition (logic) of these MS-DRGs.

We stated in the proposed rule that considering that there was no data in the FY 2021
MedPAR file to support a reassignment of these cases based on resource consumption, the
analysis of clinical coherence as discussed previously, and the impact that moving the diagnoses
describing heart failure into MDC 01 from MDC 05 would have on heart failure cases, we did
not believe a reassignment of these cases was appropriate at this time. We stated we could
continue to evaluate the clinical coherence and resource consumption costs that impact this
subset of cases and their current MS—DRG assignment as data become available for future
rulemaking.

In summary for the reasons stated previously, we did not propose to reassign cases

reporting a procedure code describing the insertion of a neurostimulator lead onto the vagus



nerve and a procedure code describing the insertion of a stimulator generator with a principal
diagnosis of heart failure from MS-DRGs 252, 253 and 254 to MS-DRGs 040, 041 and 042.

Comment: Commenters expressed support for CMS’ decision to not propose to reassign
cases reporting a procedure code describing the insertion of a neurostimulator lead onto the
vagus nerve and a procedure code describing the insertion of a stimulator generator with a
principal diagnosis of heart failure from MS-DRGs 252, 253 and 254 to MS-DRGs 040, 041 and
042.

Response: We appreciate the commenters’ support.

After consideration of the public comments we received, we are finalizing our proposal to
maintain the current assignment of cases reporting a procedure code describing the insertion of a
neurostimulator lead onto the vagus nerve and a procedure code describing the insertion of a
stimulator generator with a principal diagnosis of heart failure to MS-DRGs 252, 253 and 254,
without modification, for FY 2023.

We further stated in the proposed rule that as we examined the GROUPER logic that
would determine an assignment of a case to MS-DRGs 252, 253 and 254, we noted the logic for
MS-DRGs 252, 253 and 254 includes ICD-10-PCS procedure codes that describe the insertion of
the stimulator generator. We refer the reader to the ICD-10 MS-DRG Version 39.1 Definitions
Manual (which is available via the internet on the CMS website at:

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS/MS-

DRG-Classifications-and-Software) for complete documentation of the GROUPER logic for the

listed MS-DRGs. We stated that during our review of the stimulator generator insertion
procedures assigned to these MS-DRGs, we identified the following 24 procedure codes that
describe the insertion of a stimulator generator, differentiated by device type (for example single

array or multiple array), that did not exist in the logic for MS-DRGs 252, 253 and 254.

ICD-10-PCS

Code Description

0JH60BZ Insertion of single array stimulator generator into chest subcutaneous tissue and fascia, open approach




ICD-10-PCS

Code Description

Insertion of single array rechargeable stimulator generator into chest subcutaneous tissue and fascia, open
0JH60CZ approach
0JH60DZ Insertion of multiple array stimulator generator into chest subcutaneous tissue and fascia, open approach

Insertion of multiple array rechargeable stimulator generator into chest subcutaneous tissue and fascia,
0JH60EZ open approach

Insertion of single array stimulator generator into chest subcutaneous tissue and fascia, percutaneous
0JH63BZ approach

Insertion of single array rechargeable stimulator generator into chest subcutaneous tissue and fascia,
0JH63CZ percutaneous approach

Insertion of multiple array stimulator generator into chest subcutaneous tissue and fascia, percutaneous
0JH63DZ approach

Insertion of multiple array rechargeable stimulator generator into chest subcutaneous tissue and fascia,
0JH63EZ percutaneous approach
0JH70BZ Insertion of single array stimulator generator into back subcutaneous tissue and fascia, open approach

Insertion of single array rechargeable stimulator generator into back subcutaneous tissue and fascia,
0JH70CZ open approach
0JH70DZ Insertion of multiple array stimulator generator into back subcutaneous tissue and fascia, open approach

Insertion of multiple array rechargeable stimulator generator into back subcutaneous tissue and fascia,
0JH70EZ open approach

Insertion of single array stimulator generator into back subcutaneous tissue and fascia, percutaneous
0JH73BZ approach

Insertion of single array rechargeable stimulator generator into back subcutaneous tissue and fascia,
0JH73CZ percutaneous approach

Insertion of multiple array stimulator generator into back subcutaneous tissue and fascia, percutaneous
0JH73DZ approach

Insertion of multiple array rechargeable stimulator generator into back subcutaneous tissue and fascia,
0JH73EZ percutaneous approach

Insertion of single array stimulator generator into abdomen subcutaneous tissue and fascia, open
0JHS80BZ approach

Insertion of single array rechargeable stimulator generator into abdomen subcutaneous tissue and fascia,
0JH80CZ open approach

Insertion of multiple array stimulator generator into abdomen subcutaneous tissue and fascia, open
0JH80DZ approach

Insertion of multiple array rechargeable stimulator generator into abdomen subcutaneous tissue and
0JHSOEZ fascia, open approach

Insertion of single array stimulator generator into abdomen subcutaneous tissue and fascia,
0JH83BZ percutaneous approach

Insertion of single array rechargeable stimulator generator into abdomen subcutaneous tissue and fascia,
0JH83CZ percutaneous approach

Insertion of multiple array stimulator generator into abdomen subcutaneous tissue and fascia,
0JH83DZ percutaneous approach

Insertion of multiple array rechargeable stimulator generator into abdomen subcutaneous tissue and
0JHS3EZ fascia, percutaneous approach

For clinical consistency with the other procedure codes describing the insertion of the

stimulator generator currently assigned to these MS-DRGs, we proposed to add the 24 ICD-10-

PCS codes listed previously to MS-DRGs 252, 253 and 254, (Other Vascular Procedures with

MCC, with CC, and without CC/MCC, respectively) in MDC 05 (Diseases and Disorders of the

Circulatory System) effective October 1, 2022 for FY 2023.




Comment: Commenters supported the proposal to add the 24 ICD-10-PCS codes to MS-
DRGs 252, 253 and 254, (Other Vascular Procedures with MCC, with CC, and without
CC/MCQC, respectively) in MDC 05 (Diseases and Disorders of the Circulatory System).

Response: We appreciate the commenters’ support.

After consideration of the public comments we received, we are finalizing our proposal to
add the 24 ICD-10-PCS codes listed previously to MS-DRGs 252, 253 and 254, (Other Vascular
Procedures with MCC, with CC, and without CC/MCC, respectively) in MDC 05 (Diseases and
Disorders of the Circulatory System) without modification, effective October 1, 2022 for FY
2023.

Also, in the proposed rule we stated that as we examined the GROUPER logic that would
determine an assignment of a case to MS-DRG 041, we noted that the logic for case assignment
to MS-DRG 041 as displayed in the ICD-10 MS-DRG Version 39.1 Definitions Manual,

available via the Internet on the CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-

for-Service-Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software.html contains

code combinations or “clusters” representing the insertion of a neurostimulator lead and the
insertion of a stimulator generator that are captured under a list referred to as “Peripheral
Neurostimulators.” During our review of the procedure code clusters in this list, we noted that
ICD-10-PCS procedure code clusters describing the insertion of a neurostimulator lead and the
insertion of the stimulator generator differentiated by device type (for example single array or
multiple array), approach and anatomical site placement are captured. However, procedure code
clusters describing the insertion of stimulator generator, that is not differentiated by device type,
and a neurostimulator lead were inadvertently excluded. We refer the reader to Table 6P.3a
associated with the proposed rule (which is available via the internet on the CMS website at:

http://www.cms.hhs.egov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS/index.html) for the list of the 108 ICD-10-PCS code clusters that

were inadvertently excluded and do not exist in the logic for MS-DRG 041.



For clinical consistency, our clinical advisors supported the addition of the 108 procedure
code clusters to the GROUPER logic list referred to as “Peripheral Neurostimulators” for MS-
DRG 041 that describe the insertion of stimulator generator, not differentiated by device type,
and a neurostimulator lead. Therefore, we proposed to add the 108 ICD-10-PCS code clusters
listed in Table 6P.3a in association with the proposed rule that describe the insertion of a
stimulator generator, that is not differentiated by device type, and a neurostimulator lead to MS-
DRG 041, effective October 1, 2022 for FY 2023.

Comment: Commenters expressed support for CMS’ proposal to add the 108 ICD-10-
PCS code clusters listed in Table 6P.3a in association with the proposed rule that describe the
insertion of a stimulator generator, that is not differentiated by device type, and a neurostimulator
lead to MS-DRG 041. A commenter stated that this proposal will clinically align these
procedures with other procedures in their respective MS-DRGs.

Response: We appreciate the commenters’ support.

After consideration of the public comments we received, we are finalizing our proposal to
add the 108 procedure code clusters listed in Table 6P.3a in association with the proposed rule
that describe the insertion of stimulator generator, not differentiated by device type, and a
neurostimulator lead to the GROUPER logic list referred to as “Peripheral Neurostimulators™ for
MS-DRG 041 (Peripheral, Cranial Nerve and Other Nervous System Procedures with CC or
Peripheral Neurostimulator) without modification, effective October 1, 2022 for FY 2023.

4. MDC 02 (Diseases and Disorders of the Eye): Retinal Artery Occlusion

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28151 through 28155), we
discussed a request we received to reassign cases reporting diagnosis codes describing central
retinal artery occlusion, and the closely allied condition branch retinal artery occlusion, from
MS-DRG 123 (Neurological Eye Disorders) in MDC 02 (Diseases and Disorders of the Eye) to

MS-DRGs 061, 062, and 063 (Ischemic Stroke Precerebral Occlusion or Transient Ischemia with



Thrombolytic Agent with MCC, with CC, and without CC/MCC, respectively) in MDC 01
(Diseases and Disorders of the Nervous System).

Retinal artery occlusion refers to blockage of the retinal artery that carries oxygen to the
nerve cells in the retina at the back of the eye, often by an embolus or thrombus. A blockage in
the main artery in the retina is called central retinal artery occlusion (CRAO). A blockage in a
smaller artery is called branch retinal artery occlusion (BRAO). According to the requestor, in
the current mapping to MS-DRG 123, diagnoses of CRAO and BRAO are being captured
inappropriately as eye disorders in MDC 02. Instead, the requestor stated that CRAO and BRAO
are forms of acute ischemic stroke which occur when a vessel supplying blood to the brain is
obstructed.

The requestor stated the retina is a core component of the central nervous system and
there is growing recognition that damage to it is a vascular neurological problem and not an
ophthalmological one. Patients with CRAO or BRAO are typically very sick, have an underlying
condition, and are at imminent risk for further events including heart attack or brain stroke. A
diagnosis of CRAO or BRAO requires an urgent, structured and multidisciplinary team-based
examination to evaluate and treat other diagnoses that may be present such as high blood
pressure, dyslipidemia, diabetes mellitus, obesity, obstructive sleep apnea and smoking to
ameliorate the risks of a subsequent, potentially lethal, cardiovascular event.

The requestor further stated new evidence outlines treatment of patients with CRAO with
acute stroke protocols, specifically with intravenous thrombolysis (IV tPA) or hyperbaric oxygen
therapy (HBOT), to improve outcomes. According to the requestor, BRAO is less commonly
treated with IV tPA than CRAO but also requires an urgent and thorough diagnostic workup as
with any other form of stroke. The requestor stated the current assignment of these conditions to
MS-DRG 123 does not properly recognize disease complexity and allocation of resources for
care for these cases. The requestor stated that patients with CRAO or BRAO more closely

resemble patients currently mapped to MS-DRGs 061, 062, and 063 in terms of in resource



intensity and criticality and that in instances where HBOT is the chosen treatment modality, any
revised MS-DRG mapping should include the ICD-10-PCS codes for HBOT.

As noted in the proposed rule, the ICD-10-CM codes that describe CRAO and BRAO are

found in the following table.

ICD-10-CM
Code Description

H34.10 Central retinal artery occlusion, unspecified eye
H34.11 Central retinal artery occlusion, right eye
H34.12 Central retinal artery occlusion, left eye

H34.13 Central retinal artery occlusion, bilateral
H34.231 Retinal artery branch occlusion, right eye
H34.232 Retinal artery branch occlusion, left eye
H34.233 Retinal artery branch occlusion, bilateral
H34.239 Retinal artery branch occlusion, unspecified eye

Thrombolytic therapy is identified with the following ICD-10-PCS procedure codes.

ICD-10-PCS
Code Description

3E03017 Introduction of other thrombolytic into peripheral vein, open approach
3E03317 Introduction of other thrombolytic into peripheral vein, percutaneous approach
3E04017 Introduction of other thrombolytic into central vein, open approach
3E04317 Introduction of other thrombolytic into central vein, percutaneous approach
3E05017 Introduction of other thrombolytic into peripheral artery, open approach
3E05317 Introduction of other thrombolytic into peripheral artery, percutaneous approach
3E06017 Introduction of other thrombolytic into central artery, open approach
3E06317 Introduction of other thrombolytic into central artery, percutaneous approach

The requestor identified three ICD-10-PCS codes that they stated describe HBOT.

ICD-10-PCS
Code Description
5A05121 Extracorporeal hyperbaric oxygenation, intermittent
6A150Z7Z Decompression, circulatory, single
6A15177 Decompression, circulatory, multiple

We stated in the proposed rule that during our review of this issue, we included the three

procedure codes as identified by the requestor as describing HBOT, as well as the similar

procedure code 5SA05221 (Extracorporeal hyperbaric oxygenation, continuous) that also

describes HBOT, differing only in duration.




We stated that our analysis of this grouping issue confirmed that, when a procedure code
describing the administration of a thrombolytic agent or a procedure code describing HBOT is
reported with principal diagnosis code describing CRAO or BRAO, these cases group to medical
MS-DRG 123. We began our analysis by examining claims data from the September 2021
update of the FY 2021 MedPAR file for MS-DRG 123 to 1) identify cases reporting a principal
diagnosis code describing CRAO or BRAO without a procedure code describing the
administration of a thrombolytic agent or a procedure code describing HBOT; 2) identify cases
reporting diagnosis codes describing CRAO or BRAO with a procedure code describing HBOT;
and 3) identify cases reporting diagnosis codes describing CRAO or BRAO with a procedure

code describing the administration of a thrombolytic agent. Our findings are shown in the

following table:
Average
Number | Length | Average
MS-DRG of Cases of Stay Costs
All cases 2,642 2.5 $6,457
Cases reporting a principal diagnosis of CRAO
or BRAO without a procedure code describing
the administration of a thrombolytic agent or a
procedure code describing HBOT 774 2.2 $5,482
123 Cases reporting a procedure code describing

HBOT with a principal diagnosis of CRAO or
BRAO 9 2 $6,491
Cases reporting a procedure code describing the
administration of a thrombolytic agent with a
principal diagnosis of CRAO or BRAO 47 2.3 $14,335
All other cases 1,812 2.6 $6,669

As shown in the table, we identified a total of 2,642 cases within MS-DRG 123 with an
average length of stay of 2.5 days and average costs of $6,457. Of these 2,642 cases, there are
774 cases that reported a principal diagnosis code describing CRAO or BRAO without a
procedure code describing the administration of a thrombolytic agent or a procedure code
describing HBOT with an average length of stay of 2.2 days and average costs of $5,482. There
are nine cases that reported a principal diagnosis code describing CRAO or BRAO with a

procedure code describing HBOT with an average length of stay of 2 days and average costs of



$6,491. There are 47 cases that reported a principal diagnosis code describing CRAO or BRAO
with a procedure code describing the administration of a thrombolytic agent with an average
length of stay of 2.3 days and average costs of $14,335.

The data analysis shows that the 774 cases in MS-DRG 123 reporting a principal
diagnosis code describing CRAO or BRAO without a procedure code describing the
administration of a thrombolytic agent or a procedure code describing HBOT have average costs
lower than the average costs in the FY 2021 MedPAR file for MS-DRG 123 ($5,482 compared
to $6,457), and the average length of stay is shorter (2.2 days compared to 2.5 days). For the
nine cases in MS-DRG 123 reporting a principal diagnosis code describing CRAO or BRAO
with a procedure code describing HBOT, the average length of stay is shorter (2 days compared
to 2.5 days) and the average costs ($6,491 compared to $6,457) are slightly higher than the
average length of stay and average costs compared to all cases in that MS-DRG. For the 47 cases
in MS-DRG 123 reporting a principal diagnosis code describing CRAO or BRAO with a
procedure code describing the administration of a thrombolytic agent, the average length of
stay is slightly shorter (2.3 days compared to 2.5 days) and the average costs are higher ($14,335
compared to $6,457) than the average length of stay and average costs compared to all cases in
that MS-DRG.

We also examined claims data from the September 2021 update of the FY 2021

MedPAR file for MS-DRGs 061, 062, and 063. Our findings are shown in the following table.

Average
Number | Length Average
MS-DRG of Cases of Stay Costs
061 4,531 6.6 $23,720
062 7,955 3.7 $15,733
063 1,548 2.5 $13,023

We stated in the proposed rule that because MS-DRG 123 is a base DRG and there is a
three-way split within MS-DRGs 061, 062, and 063, we also analyzed the 47 cases reporting a

principal diagnosis code describing CRAO or BRAO with a procedure code describing the



administration of a thrombolytic agent and the nine cases reporting a principal diagnosis code
describing CRAO or BRAO with a procedure code describing HBOT for the presence or absence
of a secondary diagnosis designated as a complication or comorbidity (CC) or a major

complication or comorbidity (MCC).

Average

Number | Length | Average
MS-DRG of Cases | of Stay Costs

Cases reporting procedures describing the administration of a thrombolytic agent

with a principal diagnosis of CRAO or BRAO with MCC 9 3.2 | $20,220

Cases reporting a procedure code describing HBOT with a principal diagnosis of

CRAO or BRAO with MCC 1 3| $10,768

Cases reporting procedures describing the administration of a thrombolytic agent

123

with a principal diagnosis of CRAO or BRAO with CC 19 2.3 | $13,145

Cases reporting a procedure code describing HBOT with a principal diagnosis of

CRAO or BRAO with CC 3 2 $6,107

Cases reporting procedures describing the administration of a thrombolytic agent

with a principal diagnosis of CRAO or BRAO without CC/MCC 19 1.8 | $12,737

Cases reporting a procedure code describing HBOT with a principal diagnosis of

CRAO or BRAO without CC/MCC 5 1.8 $5,867

We stated that this data analysis showed that the cases in MS-DRG 123 reporting a
principal diagnosis code describing CRAO or BRAO with a procedure code describing the
administration of a thrombolytic agent or with a procedure code describing HBOT when
distributed based on the presence or absence of a secondary diagnosis designated as a CC or an
MCC have average costs lower than the average costs in the FY 2021 MedPAR file for MS-
DRGs 061, 062, and 063 respectively, and the average lengths of stay are shorter. Accordingly,
we stated that we did not believe the data adequately supported a potential reassignment of these
cases to MS-DRGs 061, 062, and 063 respectively.

Our clinical advisors reviewed this issue and the related data analysis and did not believe
that the small subset of patients with a diagnosis of CRAO or BRAO receiving a thrombolytic
agent or hyperbaric oxygen therapy warranted a separate MS—DRG or reassignment at this time.
We stated our clinical advisors noted the average costs for cases of patients with a diagnosis of
CRAO or BRAO receiving HBOT are only slightly higher than the average costs for all cases in
MS-DRG 123 ($6,491 compared to $6,457). The average costs for cases of patients with a

diagnosis of CRAO or BRAO receiving a thrombolytic agent are higher than the average costs



for all cases in MS-DRG 123 however when distributed based on the presence or absence of a
secondary diagnosis designated as a complication or comorbidity (CC) or a major complication
or comorbidity (MCC), we stated that it was unclear to what degree the higher average costs for
these cases are attributable to the severity of illness of the patient and other circumstances of the
admission as opposed to the administration of a thrombolytic agent, as the claims data reflects a
wide variance with regard to average costs for these cases.

Our clinical advisors further noted that ischemia is defined as a condition in which the
blood vessels become blocked, and blood flow is stopped or reduced. The condition has many
potential causes, including a blockage caused by a blood clot, or due to buildup of deposits, such
as cholesterol. Ischemia can occur anywhere in the body, and the different names for the
condition depend on the organ or body part affected such as the brain (cerebral ischemia), heart
(ischemic heart disease, myocardial ischemia, or cardiac ischemia), and intestines (mesenteric
ischemia or bowel ischemia), legs (critical limb ischemia - a form of peripheral artery disease),
and skin (cutaneous ischemia), while they are similar in that they all involve a blocked blood
vessel.

In ICD-10 the body or organ system is the axis of the classification and diagnosis codes
describing ischemia affecting other body parts are classified by the body or organ system
affected. For example, codes describing myocardial ischemia are assigned to MDC 05 (Diseases
and Disorders of the Circulatory System) and codes describing mesenteric ischemia are assigned
to MDC 06 (Diseases and Disorders of the Digestive System). Our clinical advisors disagreed
with assigning the diagnosis codes describing CRAO and BRAO to MDC 01. Our clinical
advisors noted the concept of clinical coherence generally requires that the patient characteristics
included in the definition of each MS-DRG relate to a common organ system or etiology and that
a specific medical specialty should typically provide care to the patients in the DRG. While
closely related, the eyes and the brain are different organs. Our clinical advisors stated that

because the diagnosis codes used to report CRAO and BRAO describe ischemia affecting the



retina, these diagnosis codes are appropriately assigned to MDC 02 (Diseases and Disorders of
the Eye). The retina is a collection of cells at the back of the eye where the processing of visual
information begins. Due to the retina’s vital role in vision, damage to it can cause permanent
blindness. The presence of CRAO or BRAO requires input from an ophthalmologist and
treatment for these diagnoses would be expected to utilize different resources than a diagnosis of
cerebral ischemia which may or may not involve visual impairment. Other possible interventions
for CRAO or BRAO include attempting to lower the intraocular pressure with medication or by
using a small-gauge needle to remove fluid to try to dislodge the embolus or ocular massage to
dislodge the clot, which are not interventions generally performed for a diagnosis of acute
ischemic stroke.

We stated in the FY 2023 IPPS/LTCH PPS proposed rule that to explore other
mechanisms to address this request, we also reviewed claims data to consider the option of
adding another severity level to the current structure of MS-DRG 123 (Neurological Eye
Disorders) and assigning the cases with a principal diagnosis of CRAO or BRAO with a
procedure code describing the administration of a thrombolytic agent to the highest level. This
option would have involved modifying the current base MS-DRG to a two-way severity level
split or to a three-way severity level split of “with MCC or thrombolytic agent, with CC, and
without CC/MCC.” Therefore, it would have included proposing new MS-DRGs if the data and
our clinical advisors supported creation of new MS-DRGs. However, as displayed in the data
findings in the table that follows, we found that the data did not support this option. We applied
the five criteria as described in section II1.D.1.b. of the preamble of the proposed rule and this
final rule to determine if it would be appropriate to subdivide cases currently assigned to MS-
DRG 123 into severity levels. This analysis generally includes two years of MedPAR claims
data to compare the data results from one year to the next to avoid making determinations about
whether additional severity levels are warranted based on an isolated year’s data fluctuation and

also, to validate that the established severity levels within a base MS-DRG are supported.



However, as discussed in the FY 2022 IPPS/LTCH PPS proposed rule (86 FR 25092), our MS-
DRG analysis last year was based on ICD-10 claims data from the March 2020 update of the FY
2019 MedPAR file, which contains hospital claims received from October 1, 2018 through
March 31, 2020, for discharges occurring through September 30, 2019 and the ICD-10 claims
data from the September 2020 update of the FY 2020 MedPAR file, which contains hospital
claims received from October 1, 2019 through September 30, 2020, for discharges occurring
through September 30, 2020 given the potential impact of the PHE for COVID-19. Therefore,
for the FY 2023 IPPS/LTCH PPS proposed rule, we reviewed the claims data for base MS-DRG
123 using the March 2020 update of the FY 2019 MedPAR file and the September 2020 update
of the FY 2020 MedPAR file, which were used in our analysis of claims data for MS-DRG
reclassification requests for FY 2022. We also reviewed the claims data for base MS-DRG 123
using the September 2021 update of the FY 2021 MedPAR file, which were used in our analysis

of claims data for MS-DRG reclassification requests for FY 2023. Our findings are shown in the

table:
Number | Number | Number Average Average
Number of of of Average Average Average Average Costs Costs

FY of Cases Cases Cases Costs Costs Costs Costs MCcC/CC CC/NonCC

Data Cases MCC CC NonCC No Split MCC CC NonCC Combo Combo
2021 2,642 374 1,220 1,048 $6,457 $8,605 $6,738 $5,364 $7,176 $6,103
2020 2,664 345 1,163 1,156 $5,943 $7,710 $6,235 $5,122 $6,573 $5,681
2019 3,100 376 1,393 1,331 $5,659 $8,276 $5,743 $4,832 $6,282 $5,298

We stated that we applied the criteria to create subgroups for the three-way severity level
split. We referred the reader to section II.D.1.b. of the preamble of the FY 2023 IPPS/LTCH PPS
proposed rule, for related discussion regarding our finalization of the expansion of the criteria to
include the NonCC subgroup and our proposal to continue to delay application of the NonCC
subgroup criteria to existing MS-DRGs with a three-way severity level split to maintain more
stability in the current MS-DRG structure. We found that the criterion that there be at least 500
cases for each subgroup was not met, as shown in the table based on the data in the FY 2019, FY

2020, and FY 2021 MedPAR files. Specifically, for the “with MCC”, “with CC”, and “without




CC/MCC” split, there were only 376 cases in the “with MCC” subgroup based on the data in the
FY 2019 MedPAR file, only 345 cases in the “with MCC” subgroup based on the data in the FY
2020 MedPAR file and only 374 cases in the “with MCC” subgroup based on the data in the FY
2021 MedPAR file.

We then applied the criteria to create subgroups for the two-way severity level splits. For
the “with MCC” and “without MCC” (CC+NonCC) split, the criterion that there be at least 500
cases for each subgroup failed due to low volume each year, specifically, for the “with MCC”
subgroup as previously described. For the “with CC/MCC” and “without CC/MCC” (NonCC)
split, we found that the criterion that there be at least a $2,000 difference in average costs
between the “with CC/MCC” and “without CC/MCC” subgroups also failed. In the FY 2019
MedPAR file, our data analysis shows average costs in the hypothetical “with CC/MCC”
subgroup of $6,282 and average costs in the hypothetical “without CC/MCC” subgroup of
$4,832, for a difference of only $1,450 ($6,282 minus $4,832 = $1,450). In the FY 2020
MedPAR file, our data analysis shows average costs in the hypothetical “with CC/MCC”
subgroup of $6,573 and average costs in the hypothetical “without CC/MCC” subgroup of
$5,122, for a difference of only $1,451 ($6,573 minus $5,122 = $1,451). In the FY 2021
MedPAR file, our data analysis shows average costs in the hypothetical “with CC/MCC”
subgroup of $7,176 and average costs in the hypothetical “without CC/MCC” subgroup of
$5,364, for a difference of only $1,812 ($7,176 minus $5,364 = $1,812). We stated that our data
analysis indicated that the current base MS-DRG 123 maintains the overall accuracy of the IPPS,
and that the claims data did not support a three-way or a two-way severity level split for MS-
DRG 123.

Lastly, we stated we explored reassigning cases with a principal diagnosis of CRAO or
BRAO that receive the administration of a thrombolytic agent to other MS-DRGs within MDC

02. However, our review did not support reassignment of these cases to any other medical MS-



DRGs as these cases would not be clinically coherent with the cases assigned to those other MS-
DRGs.

Therefore, based on the various data analyses we performed to explore the possible
reassignment of cases with a principal diagnosis of CRAO or BRAO with a procedure code
describing the administration of a thrombolytic agent or a procedure code describing
hyperbaric oxygen therapy, and the clinical analysis as previously discussed, for FY 2023 we did
not propose any MS-DRG changes for cases with a principal diagnosis of CRAO or BRAO with
a procedure code describing the administration of a thrombolytic agent or a procedure code
describing hyperbaric oxygen therapy.

Comment: Some commenters expressed support for CMS’ decision to not propose any
MS-DRG changes for cases with a principal diagnosis of CRAO or BRAO with a procedure
code describing the administration of a thrombolytic agent or a procedure code describing
hyperbaric oxygen therapy.

Response: We appreciate the commenters’ support.

Comment: Other commenters opposed or expressed concerns with CMS’ decision to not
propose any MS-DRG changes for cases with a principal diagnosis of CRAO or BRAO with a
procedure code describing the administration of a thrombolytic agent or a procedure code
describing hyperbaric oxygen therapy. These commenters stated from a pathophysiologic
perspective, CRAO is the same process as a stroke of the brain and that the retina, although
located within the eye, is a core component of the central nervous system and consists of brain
cells (neurons) that also extend through the entire course of the brain. These commenters also
stated that the relationship of any particular tissue to its organ is related to its structure and
function, and not its location. According to the commenters, acute CRAO is a medical
emergency, equivalent to acute cerebral ischemic stroke, that needs to be treated in the same way
with urgent inpatient evaluation, cerebrovascular and cardiac workup, and intervention. The

commenters urged CMS to assign cases reporting diagnosis codes describing central retinal



artery occlusion with a procedure code describing the administration of a thrombolytic agent or
a procedure code describing hyperbaric oxygen therapy to MS-DRGs 061, 062, and 063 to
ensure appropriate payment for these cases.

Response: We thank the commenters for their feedback. Our clinical advisors reviewed
the commenters’ concerns and note that although commenters’ state the relationship of any
particular tissue to its organ is related to its structure and function, and not its location, in ICD-
10, however, the body or organ system is the axis of the classification. By design, the patient
characteristics included in the definition of each MS-DRG relate to a common organ system or
etiology. Our clinical advisors agree with commenters that the retina is similar to the brain in
terms of cellular and functional elements, but they note the retina is a part of the eye. Our clinical
advisors state that the presence of CRAO or BRAO, which typically presents sudden, painless
monocular loss of visual acuity and peripheral vision, requires input from an ophthalmologist
which would not always be expected in a diagnosis of cerebral ischemia, which may or may not
involve visual impairment. Our clinical advisors continue to believe CRAO and BRAO are
appropriately classified with other eye conditions currently assigned to MDC 02.

Therefore, after consideration of the public comments we received, and for the reasons
discussed, we are finalizing our proposal, without modification, to maintain the current
assignment of cases with a principal diagnosis of CRAO or BRAO with a procedure code
describing the administration of a thrombolytic agent or a procedure code describing
hyperbaric oxygen therapy.

5. MDC 04 (Diseases and Disorders of the Respiratory System): Acute Respiratory Distress
Syndrome (ARDS)

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28155 through 28156), we
discussed a request we received to reassign cases reporting diagnosis code J80 (Acute respiratory
distress syndrome) as the principal diagnosis from MS-DRG 204 (Respiratory Signs and

Symptoms) to MS-DRG 189 (Pulmonary Edema and Respiratory Failure).



According to the requestor, when a patient presents with the condition of acute
respiratory failure that progresses to acute respiratory distress syndrome (ARDS) during the
hospital stay, official coding guidance instructs to only report the diagnosis code for ARDS
(code J80). The requestor stated that in the American Hospital Association’s (AHA) Coding
Clinic for ICD-10-CM and ICD-10-PCS, Fourth Quarter 2020 publication, for a patient who is
admitted in acute hypoxic respiratory failure that progresses to ARDS, the advice is to assign
code J80, Acute respiratory distress syndrome. Additionally, in the ICD-10-CM Tabular List of
Diseases, per the Excludes 1 note under category J96 (Respiratory failure, not elsewhere
classified) only code J80 should be assigned when respiratory failure and ARDS are both
documented. The same publication also maintained that ARDS is a life-threatening form of
respiratory failure and is not an unrelated condition. Therefore, when acute respiratory failure is
documented along with ARDS, only one code is reported to capture the highest level of severity.

The requestor also conveyed the Fourth Quarter 2020 publication’s reference to
previously published advice from the Fourth Quarter 2017 publication that stated, “Acute
respiratory distress syndrome (ARDS) is a life-threatening condition. ARDS is a rapidly
progressive disorder that has symptoms of dyspnea, tachypnea, and hypoxemia. Fluid builds up
in the alveoli and lowers the amount of oxygen that is circulated through the bloodstream. Low
levels of oxygen in the blood threatens organ function. ARDS is often associated with sepsis,
pneumonia, trauma and aspiration. The majority of people who develop ARDS are already in the
hospital in critical condition from some other health complication. The focus of treatment is
getting oxygen to the organs.”

We examined claims data from the September 2021 update of the FY 2021 MedPAR file
for all cases in MS-DRG 204 and the cases reporting ARDS (code J80) as a principal diagnosis.

Our findings are shown in the following table.

Average
Number | Length Average
MS-DRG of Cases | of Stay Costs




All Cases 5,241 2.8 $6,780

Cases with principal diagnosis code J80 96 7.6 $15,077
204 . .

(Acute respiratory distress syndrome)

All other cases 5,145 2.7 $6,625

As shown in the table, the data demonstrate a longer average length of stay (7.6 days
versus 2.8 days) and higher average costs ($15,077 versus $6,780) for the 96 cases reporting
ARDS (code J80) as a principal diagnosis when compared to all 5,241 cases in MS-DRG 204.

We also examined claims data from the September 2021 update of the FY 2021 MedPAR

file for all cases in MS-DRG 189. Our findings are shown in the following table.

Average Length of Average
MS-DRG Number of Cases Stay Costs
189 77,626 4.6 $9,780

We stated in the proposed rule that the data analysis supports that cases reporting ARDS
(code J80) are more appropriately aligned with the average length of stay and average costs of
the cases in MS-DRG 189 in comparison to MS-DRG 204 when ARDS is reported as a principal
diagnosis. We also stated in the proposed rule that we agree, consistent with the coding clinic
advice, ARDS is a life-threatening form of respiratory failure and the conventions of the ICD-10-
CM classification as displayed in the Tabular List of Diseases Excludes note, support the concept
that cases reporting ARDS as a principal diagnosis are more clinically coherent with the other
conditions currently assigned to MS-DRG 189.

For these reasons, we proposed to reassign cases reporting ARDS (code J80) as a
principal diagnosis from MS-DRG 204 to MS-DRG 189 eftfective FY 2023.

Comment: Commenters supported the proposal to reassign cases reporting diagnosis
code J80 as a principal diagnosis from MS-DRG 204 to MS-DRG 189.

Response: We thank the commenters for their support.

After consideration of the public comments we received, we are finalizing our proposal to
reassign cases reporting ARDS (code J80) as a principal diagnosis from MS-DRG 204 to MS-

DRG 189 effective FY 2023.



6. MDC 05 (Diseases and Disorders of the Circulatory System)
a. Percutaneous Transluminal Coronary Angioplasty (PTCA) Logic

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28156 through 28157), we stated
that we identified a replication issue from the ICD-9 based MS-DRGs to the ICD-10 based MS-
DRGs for procedure code 02UG3JE (Supplement mitral valve created from left atrioventricular
valve with synthetic substitute, percutaneous approach) that was created effective October 1,
2016 (FY 2017), to identify and describe further interventions that may occur for a patient who
had previously undergone cardiac valve surgery to correct a congenital anomaly, such as repair
of a complete common atrioventricular canal defect.

As stated in the proposed rule, we used our established process in the assignment of new
procedure code 02UG3IJE to the most appropriate MS-DRG(s) for FY 2017. Procedure code
02UG3JE was proposed for assignment to the same MS-DRGs as its predecessor code. The
predecessor code for procedure code 02UG3JE as shown in the 2017 ICD-10-PCS conversion
table (available via the internet on the CMS webpage at:

https://www.cms.gov/Medicare/Coding/ICD10/2017-ICD-10-PCS-and-GEMs) is 02UG3JZ

(Supplement mitral valve with synthetic substitute, percutaneous approach). The ICD-9-CM
comparable translation for this code (02UG3JZ) is procedure code 35.97 (Percutaneous mitral
valve repair with implant), which identifies the use of the MitraClip® technology that has been
discussed extensively in prior rulemaking.

In the FY 2017 rulemaking, using our established process, new procedure code 02UG3JE
was proposed and finalized for assignment to the following MS-DRGs for FY 2017, as also
shown in Table 6B. - New Procedure Codes in association with the FY 2017 IPPS/LTCH PPS
proposed and final rules (available via the internet on the CMS webpage at:

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS/Acute-

Inpatient-Files-for-Download). We noted that the listed MS-DRGs also reflect the MS-DRGs

that the predecessor code (02UG3JZ) was assigned to at the time of the proposed rule.



MS-DRG Description
231 Coronary Bypass with PTCA with MCC
232 Coronary Bypass with PTCA without MCC
233 Coronary Bypass with Cardiac Catheterization with MCC
234 Coronary Bypass with Cardiac Catheterization without MCC
235 Coronary Bypass without Cardiac Catheterization with MCC
236 Coronary Bypass without Cardiac Catheterization without MCC
273 Percutaneous Intracardiac Procedures with MCC
274 Percutaneous Intracardiac Procedures without MCC
981 Extensive O.R. Procedures Unrelated to Principal Diagnosis with MCC
982 Extensive O.R. Procedures Unrelated to Principal Diagnosis with CC
983 Extensive O.R. Procedures Unrelated to Principal Diagnosis without CC/MCC

However, as also discussed in the FY 2017 IPPS/LTCH PPS final rule (81 FR 56809
through 56813), in connection with replication efforts between the ICD-9 and ICD-10 based MS-
DRGs and the surgical hierarchy, the predecessor procedure code (02UG3JZ) was reassigned
from MS-DRGs 273 and 274 to MS-DRG 228 (Other Cardiothoracic Procedures with MCC) and
revised MS-DRG 229 (Other Cardiothoracic Procedures without MCC), and was removed from
the PTCA logic for MS-DRGs 231 and 232. However, these proposed and finalized MS-DRG
changes for procedure code 02UG3JZ were not considered for purposes of the MS-DRG
assignments for new procedure code 02UG3JE, which were instead finalized as proposed based
on the existing MS-DRG assignments for the predecessor code, and code 02UG3JE continued to
remain on the PTCA list in the GROUPER logic for MS-DRGs 231 and 232.

As noted in the proposed rule, our clinical advisors stated that procedure code 02UG3JE
does not describe a PTCA procedure. As also noted in the proposed rule, we analyzed claims
data from the September 2021 update of the FY 2021 MedPAR file for cases in MS-DRGs 231
and 232 to determine if there were any cases reported with procedure code 02UG3JE, and there
were no such cases found.

Accordingly, because the procedure described by procedure code 02UG3JE is not
clinically consistent with a PTCA procedure and it was initially assigned to the list for PTCA
procedures in the GROUPER logic as a result of replication in the transition from ICD-9 to ICD-

10 based MS-DRGs, we proposed to remove procedure code 02UG3JE from the list for PTCA



procedures in the GROUPER logic for MS-DRGs 231 and 232 effective FY 2023. We also
proposed to maintain the MS-DRG assignment for procedure code 02UG3JE in MS-DRGs 266
and 267 (Endovascular Cardiac Valve Replacement and Supplement Procedures with and
without MCC, respectively) for FY 2023.

Comment: Commenters agreed with the proposal to remove procedure code 02UG3JE
from the GROUPER logic for MS-DRGs 231 and 232 and to maintain the assignment in MS-
DRGs 266 and 267.

Response: We appreciate the commenters’ support.

After consideration of the public comments we received, we are finalizing our proposal to
remove procedure code 02UG3JE from the list for PTCA procedures in MS-DRGs 231 and 232
and to maintain the assignment for code 02UG3JE in MS-DRGs 266 and 267 in the GROUPER
logic for FY 2023.

b. Neuromodulation Device Implant for Heart Failure (Barostim™ Baroreflex Activation
Therapy)

As discussed in the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28157 through
28162), the BAROSTIM NEO™ System is the first neuromodulation device system designed to
trigger the body’s main cardiovascular reflex to target symptoms of heart failure. The system
consists of an implantable pulse generator (IPG) that is implanted subcutaneously in the upper
chest below the clavicle, a stimulation lead that is sutured to either the right or left carotid sinus
to activate the baroreceptors in the wall of the carotid artery and a wireless programmer system
that is used to non-invasively program and adjust BAROSTIM NEO™ therapy via telemetry.
The BAROSTIM NEO™ System is indicated for the improvement of symptoms of heart failure
in a subset of patients with symptomatic New York Heart Association (NYHA) class I and III
heart failure with low cardiac ejection fractions who do not benefit from guideline directed

pharmacologic therapy or qualify for Cardiac Resynchronization Therapy (CRT).



The BAROSTIM NEO™ System was approved for new technology add-on payments for
FY 2021 (85 FR 58716 through 58717) and FY 2022 (86 FR 44974). We refer readers to section
I.F.5.a of the preamble of the proposed rule and this final rule for a discussion regarding the FY
2023 status of technologies approved for FY 2022 new technology add-on payments, including
the BAROSTIM NEO™ System.

For the FY 2023 IPPS/LTCH PPS proposed rule, we received a request to (1) reassign the
ICD-10-PCS procedure codes that describe the implantation of the BAROSTIM NEO™ System
from MS-DRGs 252, 253 and 254 (Other Vascular Procedures with MCC, with CC, without
MCC respectively) to MS-DRGs 222, 223, 224, 225, 226, and 227 (Cardiac Defibrillator Implant
with and without Cardiac Catheterization with and without AMI/HF/Shock with and without
MCC, respectively) and (2) reassign the procedure code that describes the placement of a
BAROSTIM NEO™ [PG alone from MS-DRGs 252, 253 and 254 to MS-DRG 245 (AICD
Generator Procedures).

We stated in the FY 2023 IPPS/LTCH PPS proposed rule that the following ICD-10-PCS
procedure codes uniquely identify the implantation of the BAROSTIM NEO™ System:
0JH60MZ (Insertion of stimulator generator into chest subcutaneous tissue and fascia, open
approach) in combination with 03HK3MZ (Insertion of stimulator lead into right internal carotid
artery, percutaneous approach) or 03HL3MZ (Insertion of stimulator lead into left internal
carotid artery, percutaneous approach). The requestor noted that ICD-10-PCS codes 0JH60MZ,
03HK3MZ and 03HL3MZ are individually assigned to MDC 05 in MS-DRGs 252, 253, and 254
but not mapped to the logic of these MS-DRGs in a code combination or code cluster. According
to the requestor this means that cases with a principal diagnosis from MDC 05 with procedure
codes describing the implantation of a BAROSTIM NEO™ gystem (0JH60MZ with 03HL3MZ
or 03HK3MZ); with procedure codes describing placement of the stimulator generator alone
(0JH60MZ); or with procedure codes describing the placement of a carotid sinus lead only

(O3HL3MZ or 03HK3M?Z) are all assigned to MS-DRGs 252, 253, and 254, despite the



significant differences in the clinical coherence and resources required to perform these distinct
procedures.

The requestor stated that cases reporting procedure codes describing the implantation of a
BAROSTIM NEO™ gystem are more clinically similar to, and have costs that are more closely
aligned to, cases within MS-DRGs 222, 223, 224, 225, 226, and 227. The requestor stated that
according to its own analysis, the population of Medicare patients surgically treated with
procedures assigned to MS-DRGs 222, 223, 224, 225, 226, and 227 is essentially identical to the
population treated with the BAROSTIM NEO™ System. According to the requestor, this
congruent patient population accounts for essentially all cases assigned to MS-DRGs 222, 223,
224,225,226, and 227. The requestor stated their analysis demonstrated that over 80% of the
cases in MS-DRGs 222, 223, 224, 225, 226, and 227 had a diagnosis of heart failure, compared
to only 30% of cases with a diagnosis of heart failure assigned to MS-DRGs 252, 253, and 254.
The requestor stated that the subset of patients that have an indication for the implantation of a
BAROSTIM NEO™ gystem also have indications for the implantation of Implantable
Cardioverter Defibrillators (ICD), Cardiac Resynchronization Therapy Defibrillators (CRT-D)
and/or Cardiac Contractility Modulation (CCM) devices, all of which also require the permanent
implantation of a programmable, electrical pulse generator and at least one electrical lead. The
requestor specifically highlighted that the procedure code combinations describing the
implantation of a cardiac contractility modulation (CCM) device system, which consists of a
programmable implantable pulse generator (IPG) and three leads, one of which is implanted into
the right atrium and the other two leads which are inserted into the right ventricle is assigned to
MS-DRGs 222, 223, 224, 225, 226, and 227, and the codes describing the insertion of
contractility modulation device generator alone are assigned to MS-DRG 245. The requestor
stated that the average resource utilization required to implant the BAROSTIM NEO™ System
demonstrates a significant disparity compared to all procedures within MS-DRGs 252, 253, and

254 and noted that the cost of the BAROSTIM NEO™ implantable device is $35,000, which is



in range with the cost of the other cardiac implantable devices (for example ICD, CRT-D, and
CCM) assigned to MS-DRGs 222, 223, 224, 225, 226, and 227.

The requestor stated that the majority of the procedures assigned to MS-DRGs 252, 253,
and 254 are primarily designed to identify, diagnose, clear and restructure veins and arteries,
excluding those that require implantable devices. Furthermore, the requestor stated the surgical
procedures within MS-DRGs 252, 253, and 254 are not intended to treat or improve the function
of the heart, nor treat the symptoms of heart failure.

The requestor acknowledged that there are very few cases within the publicly available
Medicare inpatient claims data that potentially includes procedure codes describing the
implantation of a BAROSTIM NEO™ gystem. The requestors’ own analysis revealed fewer than
11 cases with procedure codes describing the implantation of a BAROSTIM NEO™ gsystem in
the combined FY 2019 and FY 2020 MedPAR data and noted that during much of this time
period, the BAROSTIM NEO™ System was only implanted as part of a controlled clinical trial.
The requestor stated that this incomplete data should not be used to determine initial MS-DRG
assignments, especially for new FDA designated ‘breakthrough’ medical technologies like the
BAROSTIM NEO™ gystem. Rather, the requestor stated that CMS should use available
information and expert knowledge to make initial MS-DRG assignments, while waiting for a
substantial number of Medicare covered, post-approved claims from a disperse set of hospitals to
reconsider MS-DRG assignments as necessary. The requestor cautioned that upon new
technology add-on payments expiration, and if the inadequate MS-DRG assignment for these
procedures continues, inpatient admissions to implant the BAROSTIM NEO™ system will be
paid less than outpatient admissions to perform the same procedures.

The ICD-10-CM diagnosis codes that describe heart failure are found in the following

table. These diagnosis codes are all currently assigned to MDC 05.

ICD-10-CM

Code Description
109.81 Rheumatic heart failure
111.0 Hypertensive heart disease with heart failure




ICD-10-CM

Code Description
Hypertensive heart and chronic kidney disease with heart failure and stage 1
113.0 through stage 4 chronic kidney disease, or unspecified chronic kidney disease
Hypertensive heart and chronic kidney disease with heart failure and with
113.2 stage 5 chronic kidney disease, or end stage renal disease
150.1 Left ventricular failure, unspecified
150.20 Unspecified systolic (congestive) heart failure
150.21 Acute systolic (congestive) heart failure
150.22 Chronic systolic (congestive) heart failure
150.23 Acute on chronic systolic (congestive) heart failure
150.30 Unspecified diastolic (congestive) heart failure
150.31 Acute diastolic (congestive) heart failure
150.32 Chronic diastolic (congestive) heart failure
150.33 Acute on chronic diastolic (congestive) heart failure
Unspecified combined systolic (congestive) and diastolic (congestive) heart
150.40 failure
150.41 Acute combined systolic (congestive) and diastolic (congestive) heart failure
Chronic combined systolic (congestive) and diastolic (congestive) heart
150.42 failure
Acute on chronic combined systolic (congestive) and diastolic (congestive)
150.43 heart failure
150.810 Right heart failure, unspecified
150.811 Acute right heart failure
150.812 Chronic right heart failure
150.813 Acute on chronic right heart failure
150.814 Right heart failure due to left heart failure
150.82 Biventricular heart failure
150.83 High output heart failure
150.84 End stage heart failure
150.89 Other heart failure
150.9 Heart failure, unspecified
197.130 Postprocedural heart failure following cardiac surgery
197.131 Postprocedural heart failure following other surgery

We stated in the proposed rule that first, we examined claims data from the September

2021 update of the FY 2021 MedPAR file for MS-DRGs 252, 253 and 254 to identify cases

reporting a diagnosis of heart failure and procedure codes describing the implantation of the

BAROSTIM NEO™ gystem with or without a procedure code describing the performance of a

cardiac catheterization as MS-DRGs 222, 223, 224, 225, 226, and 227 are defined by the

performance of cardiac catheterization. Our findings are shown in the following table.

Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs




All cases 24,839 7.6 | $27,488

Cases with diagnosis of heart failure with
0JH60MZ and 03HL3MZ or 03HK3MZ
252 | with cardiac catheterization 0

Cases with diagnosis of heart failure with
0JH60MZ and 03HL3MZ or 03HK3MZ
without cardiac catheterization 2 45| $67,588

All cases 18,373 52| $21,978

Cases with diagnosis of heart failure with
0JH60MZ and 03HL3MZ or 03HK3MZ
253 | with cardiac catheterization 0

Cases with diagnosis of heart failure with
0JH60MZ and 03HL3MZ or 03HK3MZ
without cardiac catheterization 1 1| $19,237

As shown in the table, the data analysis performed indicates that the two cases in MS-
DRG 252 reporting procedure codes describing the implantation of a BAROSTIM NEO™
system have an average length of stay that is shorter than the average length of stay for all the
cases in MS-DRG 252 (4.5 days versus 7.6 days) and higher average costs when compared to all
the cases in MS-DRG 252 ($67,588 versus $27,488). These two cases did not also report a
procedure code describing the performance of a cardiac catherization. The one case in MS-DRG
253 reporting procedure codes describing the implantation of a BAROSTIM NEO™ system had
a length of stay that is shorter than the average length of stay for all the cases in MS-DRG 253 (1
day versus 5.2 days) and lower costs when compared to all the cases in MS-DRG 253 ($19,237
versus $21,978). This case did not also report a procedure code describing the performance of a
cardiac catherization. We found zero cases in MS-DRG 254 reporting procedure codes
describing the implantation of a BAROSTIM NEO™ gystem.

We stated that our clinical advisors reviewed this data and noted that was it is difficult to
detect patterns of complexity and resource intensity based on the three cases that reported
procedure codes describing the implantation of a BAROSTIM NEO™ system. The claims data
also reflect a wide variance with regard to the length of stay and average costs for the three cases
that did report the implantation of a BAROSTIM NEO™ system. We stated that the results of

the claims analysis demonstrated we did not have sufficient claims data on which to base and



evaluate any proposed changes to the current MS-DRG assignment. We also stated that our
clinical advisors also expressed concern in equating the implantation of a BAROSTIM NEO™
system to the placement of ICD, CRT-D, and CCM devices as these devices all differ in terms of
technical complexity and anatomical placement of the electrical lead(s). Our clinical advisors
noted there is no intravascular component or vascular puncture involved when implanting a
BAROSTIM NEO™ gystem. Our clinical advisors also noted the placement of ICD, CRT-D, and
CCM devices generally involve a lead being affixed to the myocardium, being threaded through
the coronary sinus or crossing a heart valve and are procedures that involve a greater level of
complexity than affixing the stimulator lead to either the right or left carotid sinus when
implanting a BAROSTIM NEO™ system.

Next, to evaluate the request to reassign the procedure code that describes the placement
of a BAROSTIM NEO™ [PG alone from MS-DRGs 252, 253 and 254 to MS-DRG 245 (AICD
Generator Procedures), we stated in the proposed rule that we examined claims data from the
September 2021 update of the FY 2021 MedPAR file for all cases in MS-DRGs 252, 253 and
254 and compared the results to cases with a procedure code describing placement of the

stimulator generator alone. Our findings are shown in the following table.

MS-DRGs 252-254: Cases Reporting Procedures Describing Placement of a BAROSTIM NEO™
Stimulator Generator
Average
MS-DRG ICD-10-PCS codes Number Lengthgof Average
of Cases Costs
Stay
259 All cases 24,839 7.6 $27,488
Cases with procedure code 0JH60MZ alone 12 8.8 $56,622
753 All Cases 18,373 5.2 $21,978
Cases with procedure code0JH60MZ alone 4 2.5 $30,451

As shown in the table, the data analysis performed indicates that the 12 cases in MS-DRG
252 reporting a procedure code describing placement of the stimulator generator alone have an
average length of stay that is longer than the average length of stay for all the cases in MS-DRG
252 (8.8 days versus 7.6 days) and higher average costs when compared to all the cases in MS-

DRG 252 ($56,622 versus $27,488). The four cases in MS-DRG 253 reporting a procedure code



describing placement of the stimulator generator alone have an average length of stay that is
shorter than the average length of stay for all the cases in MS-DRG 253 (2.5 days versus 5.2
days) and higher average costs when compared to all the cases in MS-DRG 253 ($30,451 versus
$21,978). We found zero cases in MS-DRG 254 reporting a procedure code describing
placement of the stimulator generator alone.

We stated that our clinical advisors reviewed this data, and found, similar to the analysis
of the data from the three cases that reported procedure codes describing the implantation of a
BAROSTIM NEO™ gystem, that it was difficult to detect patterns of complexity and resource
intensity based on the few cases that reported procedure codes describing placement of the
stimulator generator alone. The claims data similarly reflects a wide variance with regard to the
length of stay and average costs for these cases that did report the placement of the stimulator
generator alone, indicating there may have been other factors contributing to the higher costs.
When reviewing the consumption of hospital resources for this small subset of cases, the claims
data also suggest that the increased costs may be attributable to the severity of illness of the
patient and other circumstances of the admission as the patients tended to have a major
complication or co-morbid (MCC) condition reported based on the MS-DRG assigned.

We stated in the proposed rule that we recognized the average costs of the small numbers
of cases reporting a procedure code describing placement of the stimulator generator alone are
greater when compared to the average costs of all cases in their respective MS-DRG. We noted
that the MS-DRG system is a system of averages and it is expected that within the diagnostic
related groups, some cases may demonstrate higher than average costs, while other cases may
demonstrate lower than average costs. We further noted that section 1886(d)(5)(A) of the Act
provides for Medicare payments to Medicare-participating hospitals in addition to the basic
prospective payments for cases incurring extraordinarily high costs.

In response to the requestor’s concerns regarding procedures currently assigned to MS-

DRGs 252, 253 and 254, as discussed in section I1.D.3.b. of the preamble of the proposed rule



and this final rule, we note that MS-DRGs 252, 253, and 254 (Other Vascular Procedures with
MCC, with CC, and without CC/MCC, respectively) are examples of the “other” surgical class,
and therefore it is expected that there will be procedures not as precisely clinically aligned within
the definition (logic) of these MS-DRGs. In regard to the concern about the implications for
reimbursement when these procedures are performed in the outpatient setting as opposed to the
inpatient setting, we noted that the goals of reviewing the MS-DRG assignments of particular
procedures are to better clinically represent the resources involved in caring for these patients
and to enhance the overall accuracy of the system.

In the proposed rule, in response to the requestor’s statement that CMS should use
available information and expert knowledge to make initial MS-DRG assignments, while waiting
for a substantial number of Medicare covered, post-approved claims from a disperse set of
hospitals to reconsider MS-DRG assignments as necessary, we noted that we use our established
process for GROUPER assignments for new diagnosis and procedure codes. Specifically,
consistent with our established process for assigning new diagnosis and procedure codes, we
stated that we review the predecessor code and MS-DRG assignment most closely associated
with the new diagnosis or procedure code, and in the absence of claims data, we consider other
factors that may be relevant to the MS-DRG assignment, including the severity of illness,
treatment difficulty, complexity of service and the resources utilized in the diagnosis or treatment
of the condition. We noted that this process will not automatically result in the new diagnosis or
procedure code being assigned to the same MS—DRG or having the same designation as the
predecessor code. Members of the public have the opportunity to provide feedback on the
assignment and designation of the codes if they disagree. We referred the reader to section
II.D.17 of the proposed rule for a more detailed discussion of this process. We noted that when
BAROSTIM NEO™ applied for new technology add-on payment, it was noted that the

technology could be uniquely identified using a combination of existing ICD-10-PCS codes that



were already assigned to MS-DRGs, and this circumstance generally would not provide a basis
for MS-DRG reassignment.

Lastly, as discussed in the proposed rule, our clinical advisors expressed concern
regarding making proposed MS-DRG changes based on a specific, single technology
(BAROSTIM NEO™ system), identified by only one unique procedure code combination versus
considering proposed changes based on a group of related procedure codes that can be reported
to describe that same type or class of technology, which is more consistent with the intent of the
MS-DRGs.

We stated that we believed that as the number of cases reporting procedure codes
describing the implantation of neuromodulation devices for heart failure increases, a better view
of the associated costs and lengths of stay on average will be reflected in the data for purposes of
assessing any reassignment of these cases. We indicated that our clinical advisors stated that it
would not be appropriate to reassign cases for patients from MS-DRGs 252, 253 and 254 to MS-
DRGs 222,223, 224, 225, 226, and 227 in the absence of additional data to better determine the
resource utilization for this subset of patients to help inform whether a reassignment would be
clinically warranted. Therefore, for the reasons stated previously, we proposed to maintain the
assignment of cases reporting procedure codes that describe the implantation of a
neuromodulation device in MS-DRGs 252, 253 and 254 for FY 2023. We also proposed to
maintain the assignment of cases reporting a procedure code describing placement of a
stimulator generator alone in MS-DRGs 252, 253 and 254 for FY 2023.

Comment: Commenters expressed support for CMS’ proposal to maintain the assignment
of cases reporting procedure codes that describe the implantation of a neuromodulation device
for heart failure in MS-DRGs 252, 253 and 254 and to maintain the assignment of cases
reporting a procedure code describing placement of a stimulator generator alone in MS-DRGs
252,253 and 254 for FY 2023.

Response: We appreciate the commenters’ support.



Comment: A commenter opposed CMS’ proposal. The commenter stated that in their
own analysis of the MedPAR data, and from their real-world experience, patients with an
indication for implantation of a neuromodulation device were not always admitted with a heart
failure diagnosis. Many patients presented with multiple comorbidities, and various
cardiovascular diagnosis (for example, syncope, tachycardia, atrial fibrillation etc.) which lead to
heart failure or are concomitant with heart failure.

This commenter further stated that in their review of the data that CMS presented, the
cost of cases with a diagnosis of heart failure with procedure codes describing the implantation
of a neuromodulation device without cardiac catheterization and the cost of cases with a
procedure code describing placement of the stimulator generator alone are both more than twice
that of all cases in MS-DRG 252. The commenter stated even given these disparities, they did
not believe that the full costs of the implantation of a neuromodulation device system have been
appreciated in the MedPAR data files. According to the commenter, the manufacturer did not
charge a cost for the device during clinical trials for the BAROSTIM NEO™ s0 such claims do
not reflect the full device cost. The commenter also stated that the COVID-19 pandemic has had
a negative impact on inpatient hospital uptake of this new technology, which in turn has also
limited the data available to support an accurate and appropriate MS-DRG assignment. The
commenter stated they believe the fact that there are few cases in the MedPAR data files to date
is not a reason to allow an overly mispriced MS-DRG assignment. The commenter stated that
while BAROSTIM NEO™ procedures are typically performed in the outpatient setting, it is
important to preserve inpatient access for those patients with comorbidities or other risk factors
that necessitate an inpatient level of care. According to this commenter, the current MS-DRG
assignments for procedure codes that describe the implantation of a neuromodulation device for
heart failure would result in a lower payment than procedures performed in the outpatient setting
and could result in barriers to treatment for patients who are not suitable candidates for the

outpatient setting.



This commenter urged CMS to reassign the ICD-10-PCS procedure codes that describe
the implantation of a neuromodulation device for heart failure from MS-DRGs 252, 253 and 254
to MS-DRGs 222, 223, 224, 225, 226 and 227 as requested. As alternatives, the commenter
recommended to CMS, to instead, consider reassigning the ICD-10-PCS procedure codes that
describe the implantation of the BAROSTIM NEO™ System from MS-DRGs 252, 253 and 254
to MS-DRGs 270, 271 and 272 (Other Major Cardiovascular Procedures with MCC, with CC,
and without CC/MCC, respectively) or even create a new MS-DRG that appropriately describes
these procedures.

Response: We appreciate the commenter’s feedback and concern. With regard to the
commenter’s concern that patients with an indication for the implantation of neuromodulation
devices are not always admitted with heart failure diagnoses, we wish to confirm that the
examination of claims data from the September 2021 update of the FY 2021 MedPAR file for
MS-DRGs 252, 253 and 254 to identify cases reporting a diagnosis of heart failure and procedure
codes describing the implantation of neuromodulation devices for heart failure with or without a
procedure code describing the performance of a cardiac catheterization, as discussed in the
proposed rule, included cases reporting a diagnosis of heart failure as either a principal or
secondary diagnosis.

Our clinical advisors reviewed commenter’s concerns and continue to note we do not
have sufficient claims data on which to base and evaluate any proposed changes to the current
MS-DRG assignment, given the difficulties of assessing patterns of complexity and resource
intensity based on the limited number of cases identified. Our clinical advisors also continue to
express concern in equating the implantation of neuromodulation devices for heart failure to the
placement of ICD, CRT-D, and CCM devices as these devices all differ in terms of technical
complexity and anatomical placement of the electrical lead(s), as discussed in the proposed rule.
In regard to the concern about the implications for payment when these procedures are

performed in the outpatient setting as opposed to the inpatient setting, as noted in the proposed



rule, and in prior rulemaking, the goals of reviewing the MS-DRG assignments of particular
procedures are to better clinically represent the resources involved in caring for these patients
and to enhance the overall accuracy of the system.

With regard to the commenter’s concern that there may have been other contributing
factors that limited the data available to support an accurate and appropriate MS-DRG
assignment of these cases, our clinical advisors believe that as the number of cases reporting
procedure codes describing the implantation of neuromodulation devices for heart failure
increases, the associated resource utilization can be better assessed for purposes of evaluating
any reassignment of these cases. As additional claims data becomes available, we will continue
to analyze the clinical nature of procedure codes describing the implantation of neuromodulation
devices for heart failure and their MS—DRG assignments, including potential alternative MS-
DRG assignments, to further improve the overall accuracy of the IPPS payments in future
rulemaking.

Therefore, after consideration of the public comments we received, and for the reasons
stated earlier, we are finalizing our proposal to maintain the assignment of cases reporting
procedure codes that describe the implantation of a neuromodulation device in MS-DRGs 252,
253 and 254, without modification, for FY 2023. We are also finalizing our proposal to maintain
the assignment of cases reporting a procedure code describing placement of a stimulator
generator alone in MS-DRGs 252, 253 and 254, without modification, effective October 1, 2022
for FY 2023.

In the proposed rule, we also noted that during our review of this issue, as we examined
the GROUPER logic that would determine an assignment of a case to MS-DRGs 222, 223, 224,
225,226, and 227, we found two diagnosis codes describing heart failure that are not currently in
the listed principal diagnoses in the GROUPER logic for MS-DRGs 222 and 223 (Cardiac
Defibrillator Implant with Cardiac Catheterization with AMI, HF or Shock with and without

MCC, respectively). These diagnosis codes are listed in the following table.



ICD-10-CM
Code Description
197.130 Postprocedural heart failure following cardiac surgery
197.131 Postprocedural heart failure following other surgery

We stated that as a result, when either of these codes are coded as a principal diagnosis,
MS-DRGs 224 and 225 (Cardiac Defibrillator Implant with Cardiac Catheterization without
AMI, HF, or Shock with and without MCC, respectively) are instead assigned when reported
with a procedure code combination describing the implantation of a cardiac defibrillator and a
procedure describing the performance of a cardiac catherization procedure. We referred the
reader to the ICD-10 MS-DRG Definitions Manual Version 39.1, which is available via the

internet on the CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software for complete

documentation of the GROUPER logic for MS-DRGs 222, 223, 224, and 225.

In the proposed rule, we stated that our clinical advisors reviewed this issue and believed
that cases reporting diagnosis code 197.130 or 197.131 as a principal diagnosis are associated
with a severity of illness on par with cases reporting a principal diagnosis of a type of heart
failure. We noted that in order to code postprocedural heart failure in ICD-10-CM, instructional
notes at category 150 direct to “code first heart failure following surgery” (that is, 197.130 and
197.131) with a second code from subcategory of 150 listed after the postprocedural heart failure
code to specify the type of heart failure. We stated that our clinical advisors recommended
adding diagnosis codes 197.130 and 197.131 to the logic list of principal diagnoses that describe
heart failure for clinical consistency, recognizing that coding guidelines instruct to code 197.130
and 197.131 before the codes from subcategory of 150 that specify the type of heart failure, as the
codes from subcategory of 150 are currently in the listed principal diagnoses in the GROUPER
logic for MS-DRGs 222 and 223. Therefore, we proposed to modify the GROUPER logic to
allow cases reporting diagnosis code 197.130 or [97.131 as a principal diagnosis to group to MS-

DRGs 222 and 223 when reported with qualifying procedures.



Comment: Commenters expressed support for CMS’ proposal to modify the GROUPER
logic to allow cases reporting diagnosis code 197.130 or 197.131 as a principal diagnosis to group
to MS-DRGs 222 and 223 when reported with qualifying procedures.

Response: We appreciate the commenters’ support.

After consideration of the public comments we received, we are finalizing our proposal to
modify the GROUPER logic to allow cases reporting diagnosis code 197.130 or [97.131 as a
principal diagnosis to group to MS-DRGs 222 and 223 when reported with qualifying
procedures, without modification, effective October 1, 2022 for FY 2023.

c. Cardiac Mapping

As discussed in the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28162 through
28163), we identified a replication issue from the ICD-9 based MS-DRGs to the ICD-10 based
MS-DRGs for procedure code 02K80ZZ (Map conduction mechanism, open approach). Cardiac
mapping describes the creation of detailed maps to detect how the electrical signals that control
the timing of the heart rhythm move between each heartbeat to identify the location of rhythm
disorders. Cardiac mapping is generally performed during open-heart surgery or performed via
cardiac catherization.

In the FY 2016 IPPS/LTCH PPS final rule (80 FR 49363 through 49369), we discussed a
request to remove the cardiac ablation and other specified cardiovascular procedures from the
following MS—DRGs, and to create new MS—DRGs to classify these procedures:

* MS-DRG 246 (Percutaneous Cardiovascular Procedure with Drug- Eluting Stent with
MCC or 4+ Vessels/Stents);

* MS-DRG 247 (Percutaneous Cardiovascular Procedure with Drug-Eluting Stent
without MCC);

* MS-DRG 248 (Percutaneous Cardiovascular Procedure with Non-Drug-Eluting Stent

with MCC or 4+ Vessels/Stents);



* MS-DRG 249 (Percutaneous Cardiovascular Procedure with Non- Drug-Eluting Stent
without MCC);

* MS-DRG 250 (Percutaneous Cardiovascular Procedure without Coronary Artery Stent
with MCC); and

* MS-DRG 251 (Percutaneous Cardiovascular Procedure without Coronary Artery Stent
without MCC).

The requestor recommended that CMS assign the following ICD—9—CM procedure codes
that identify and describe cardiac ablation procedures and the other percutaneous intracardiac
procedures to the newly created MS—DRGs:

* 35.52 (Repair of atrial septal defect with prosthesis, closed technique);

35.96 (Percutaneous balloon valvuloplasty);

35.97 (Percutaneous mitral valve repair with implant);

37.26 (Catheter based invasive electrophysiologic testing);

37.27 (Cardiac mapping);

37.34 (Excision or destruction of other lesion or tissue of heart, endovascular
approach);

» 37.36 (Excision, destruction, or exclusion of left atrial appendage (LAA)); and

* 37.90 (Insertion of left atrial appendage device).

We stated we agreed that creating these new MS—DRGs would better reflect utilization of
resources and clinical cohesiveness for intracardiac procedures in comparison to intracoronary
procedures. Therefore, after consideration of the public comments we received, we finalized our
proposal to create MS—DRGs 273 (Percutaneous Intracardiac Procedures with MCC) and MS—
DRG 274 (Percutaneous Intracardiac Procedures without MCC) for the FY 2016 ICD-10 MS—
DRGs Version 33 and finalized the assignment of the procedures performed within the heart

chambers using intracardiac techniques to the two new MS—DRGs.



In the FY 2016 rulemaking, we stated that the comparable ICD—10-PCS code
translations for ICD-9—CM procedure code 37.27 (Cardiac mapping) were ICD-10-PCS codes
02K83ZZ (Map conduction mechanism, percutaneous approach) and 02K84ZZ (Map conduction
mechanism, percutaneous endoscopic approach). However, code 02K80ZZ (Map Conduction
Mechanism, Open Approach), which is also a comparable ICD—10—PCS code translation for
ICD-9—CM procedure code 37.27, was inadvertently excluded. Consequently, procedure code
02K80ZZ continued to remain in the GROUPER logic for MS-DRGs 246, 247, 248, 249, 250
and 251.

In the FY 2021 IPPS/LTCH PPS final rule (85 FR 58477), we finalized a revision to the
titles for MS—DRGs 273 and 274 to “Percutaneous and Other Intracardiac Procedures with and
without MCC, respectively” to better reflect the procedures assigned to them.

As discussed in the FY 2023 IPPS/LTCH PPS proposed rule, in the ICD-10 MS-DRGs
Definitions Manual Version 39.1, procedure code 02K80ZZ is currently recognized as a non-
O.R. procedure that affects the MS-DRG to which it is assigned. We stated that our clinical
advisors reviewed this grouping issue and stated that procedure code 02K80ZZ does not describe
a percutaneous cardiovascular procedure. We stated that our clinical advisors supported the
reassignment of code 02K80ZZ for clinical coherence, noting the procedure should be
appropriately grouped along with other procedure codes that describe cardiac mapping currently
assigned to MS-DRGs 273 and 274. Accordingly, because the procedure described by procedure
code 02K80ZZ is not clinically consistent with percutaneous cardiovascular procedures and it
was initially assigned MS-DRGs 246, 247, 248, 249, 250 and 251 as a result of replication in the
transition from ICD-9 to ICD-10 based MS-DRGs, we proposed the reassignment of procedure
code 02K80ZZ from MS-DRGs 246, 247, 248, 249, 250 and 251 to MS-DRGs 273 and 274
(Percutaneous and Other Intracardiac Procedures with and without MCC, respectively) in MDC

05 effective FY 2023.



As discussed in section I1.D.1.b of the preamble of the proposed rule, we noted that we
were providing a test version of the ICD-10 MS-DRG GROUPER Software, Version 40, so that
the public could better analyze and understand the impact of the proposals included in the
proposed rule. We noted that at the time of the development of the test software this issue was
unable to be addressed and therefore, it did not reflect the proposed reassignment of procedure
code 02K80ZZ from MS-DRGs 246, 247, 248, 249, 250 and 251 to MS-DRGs 273 and 274
(Percutaneous and Other Intracardiac Procedures with and without MCC, respectively) in MDC
05 for Version 40.

Comment: Commenters agreed with our proposal to reassign procedure code 02K80ZZ
from MS-DRGs 246, 247, 248, 249, 250 and 251 to MS-DRGs 273 and 274 (Percutaneous and
Other Intracardiac Procedures with and without MCC, respectively). A few commenters stated
that they appreciate CMS identifying a replication issue from the ICD-9 based MS-DRGs to the
ICD-10 based MS-DRGs and supported the reassignment of procedure code 02K80ZZ. A
commenter agreed that cardiac mapping is generally performed during open-heart surgery or
performed via cardiac catheterization to create detailed maps of electrical signals to identify the
location of rhythm disorders.

Response: We thank the commenters for their support.

Comment: Other commenters opposed the proposal. Several commenters noted that
CMS stated that code 02K80ZZ affects the MS-DRG to which it is assigned, however, based on
their review of the MS-DRG logic, code 02K80ZZ is designated as a non-O.R procedure and
does not affect MS-DRG assignment. Other commenters expressed concern that data was not
analyzed to see if code 02K80ZZ had been found in MS-DRGs 246, 247, 248, 249, 250 and 251.
A commenter stated that should it be determined that code 02K80ZZ had not been found in MS-
DRGs 246, 247, 248, 249, 250 and 251, then they agreed with removal of code 02K80ZZ from
these MS-DRGs and reassignment to MS-DRGs 273-274. However, should the analysis show

code 02K80ZZ assigned to MS-DRGs 246, 247, 248, 249, 250 and 251, this commenter



suggested CMS consider if the assignment of code 02K80ZZ to these MS-DRGs should be
maintained, and if not, what ramifications the reassignment would have.

A few commenters recommended that CMS consider assigning code 02K80ZZ to MS-
DRGs 228 and 229 (Other Cardiothoracic Procedures with and without MCC, respectively)
instead. Some commenters stated that they believe that procedures to map conduction
mechanism share similar clinical and resource consumption as the surgical ablation procedures
performed via an open approach that are currently assigned to MS-DRGs 228 and 229. These
commenters further stated that given that 02K80ZZ (Map conduction mechanism, open
approach) does not describe a percutaneous cardiovascular procedure, they did not recommend
the assignment of the code to MS-DRGs 273 and 274. A commenter stated that based on their
own analysis, 02K80ZZ is more often assigned to MS-DRGs 228 and 229 than to MS-DRGs 273
and 274, and furthermore, the ICD-10-PCS codes included in MS-DRGs 273 and 274 are
ablation procedures via percutaneous approach. Another commenter asserted that the procedures
in MS-DRGs 273 and 274 are all percutaneous approach procedures.

Response: We thank the commenters for their feedback.

We note that in the ICD-10 MS-DRGs Definitions Manual Version 39.1, procedure code
02K80ZZ is in fact recognized as a non-O.R. procedure affecting MS—DRGs 246, 247, 248, 249,
250 and 251, specifically. Under the IPPS MS-DRGs, each ICD-10-PCS procedure code has
designations that determine whether and in what way the presence of that procedure on a claim
impacts the MS-DRG assignment. First, each ICD-10-PCS procedure code is either designated
as an O.R. procedure for purposes of MS-DRG assignment (“O.R. procedures™) or is not
designated as an O.R. procedure for purposes of MS-DRG assignment (“non-O.R. procedures™).
For each procedure that is designated as a non-O.R. procedure, that non-O.R. procedure is
further classified as either affecting the MS-DRG assignment or not affecting the MS-DRG
assignment. We refer to these designations that do affect MS-DRG assignment as “non O.R.

affecting the MS-DRG” because these procedure codes describe procedures that would generally



require a greater intensity of resources for facilities to manage the cases included in the
definition (logic) of these MS—DRGs. We refer readers to the ICD-10 MS-DRG Version 39.1

Definitions Manual at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software.html for detailed

information regarding the designation of procedures as O.R. or non-O.R. (affecting the MS-
DRG) in Appendix E--Operating Room Procedures and Procedure Code/MS-DRG Index.
Procedures designated as “non O.R. affecting the MS-DRG” are listed in Appendix E with an
asterisk.

In response to the comments expressing concern that data was not analyzed to determine
if there were any cases reported with procedure code 02K80ZZ in MS-DRGs 246, 247, 248, 249,
250 and 251, we refer the reader to Table 6P.1e associated with this final rule and available via

the internet at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS. This table displays the findings from our analysis of the claims data

from the September 2021 update of the FY 2021 MedPAR file to determine if there were any
cases reported with procedure code 02K80ZZ assigned to MS-DRGs 246, 247, 248, 249, 250 and
251 and reflects that there were no such cases found.

With regard to the commenters’ concerns that procedures to map conduction mechanism
share similar clinical and resource consumption as surgical ablation procedures performed via an
open approach, our clinical advisors note that while cardiac mapping can be used to identify and
localize areas responsible for rhythm disturbances to serve as a target for surgical ablation, each
of these procedures are defined by clinically distinct definitions and objectives, which is why
there are separate and unique ICD-10-PCS procedure codes within the classification for reporting
purposes. Our clinical advisors note that cardiac mapping describes the creation of detailed
maps, generally involving the use of electrodes and a mapping system (consisting of amplifiers
and a recording and analysis system), to detect how the electrical signals that control the timing

of the heart rhythm move between each heartbeat to identify the location of rhythm disorders.



Surgical ablation, however, describes the burning or freezing of tissue on the inside of the heart
to disrupt faulty electrical signals causing the arrhythmia.

We also note in response to the comments received that percutaneous ablation procedures
are not the only procedures assigned to MS-DRGs 273 and 274. Of note, left atrial appendage
closure (LAAC) procedures, with and without an implant, are also assigned to MS-DRGs 273
and 274. In response to the commenters who did not agree with the proposal to reassign
procedure code 02K80ZZ from MS—-DRGs 246, 247, 248, 249, 250 and 251 to MS-DRGs 273
and 274 based on the open approach of the procedure, as noted in the proposed rule, in the FY
2021 IPPS/LTCH PPS final rule (85 FR 58477), we finalized a revision to the titles for MS—
DRGs 273 and 274 to “Percutaneous and Other Intracardiac Procedures with and without MCC,
respectively” to better reflect the procedures assigned, as not only percutaneous procedures are
assigned to these MS—DRGs. We refer the reader to the ICD-10 MS-DRG Definitions Manual,
version 39.1, which is available via the internet on the CMS website at:

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS/MS-

DRG-Classifications-and-Software for complete documentation of the GROUPER logic for MS-

DRGs 273 and 274.

Our clinical advisors continue to note that code 02K80ZZ (Map Conduction Mechanism,
Open Approach), which is a comparable ICD—10-PCS code translation for [CD-9-CM
procedure code 37.27 (Cardiac mapping), was inadvertently excluded in FY 2016 rulemaking
when we finalized our proposal to create MS—DRGs 273 and MS—DRG 274 to better reflect
utilization of resources and clinical cohesiveness for intracardiac procedures in comparison to
intracoronary procedures. Our clinical advisors continue to support the reassignment of code
02K80ZZ for clinical coherence, noting the procedure should be appropriately grouped along
with other procedure codes that describe cardiac mapping that are currently assigned to MS-

DRGs 273 and 274.



Therefore, after consideration of the public comments we received, and for the reasons
discussed, we are finalizing our proposal to reassign procedure code 02K80ZZ from MS-DRGs
246, 247, 248, 249, 250 and 251 to MS-DRGs 273 and 274 (Percutaneous and Other Intracardiac
Procedures with and without MCC, respectively) in MDC 05 for Version 40, without
modification.

d. Surgical Ablation

In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44836 through 44848), we discussed a
two-part request we received to review the MS-DRG assignments for cases involving the
surgical ablation procedure for atrial fibrillation. The first part of the request was to create a new
classification of surgical ablation MS-DRGs to better accommodate the costs of open
concomitant surgical ablations. The requestor identified the following potential procedure
combinations that would comprise an “open concomitant surgical ablation” procedure.

* Open CABG + open surgical ablation

* Open MVR + open surgical ablation

* Open AVR + open surgical ablation

* Open MVR + open AVR + open surgical ablation

* Open MVR + open CABG + open surgical ablation

* Open MVR + open AVR + open CABG + open surgical ablation

* Open AVR + open CABG + open surgical ablation

As discussed in the FY 2022 IPPS/LTCH PPS final rule, we examined claims data from
the March 2020 update of the FY 2019 MedPAR file and the September 2020 update of the FY
2020 MedPAR file for cases reporting procedure code combinations describing open
concomitant surgical ablations. We refer the reader to Table 6P.10 associated with the FY 2022
final rule (which is available via the internet on the CMS website at:
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS) for data

analysis findings of cases reporting procedure code combinations describing open concomitant



surgical ablations. We stated our analysis showed while the average lengths of stay and average
costs of cases reporting procedure code combinations describing open concomitant surgical
ablations are higher than all cases in their respective MS-DRG, we found variation in the
volume, length of stay, and average costs of the cases. We also stated findings from our analysis
indicated that MS-DRGs 216, 217, and 218 (Cardiac Valve and Other Major Cardiothoracic
Procedures with Cardiac Catheterization with MCC, with CC, and without CC/MCC,
respectively) as well as approximately 31 other MS-DRGs would be subject to change based on
the three-way severity level split criterion finalized in FY 2021. We refer the reader to section
II.D.1.b. of the FY 2022 IPPS/LTCH PPS final rule (86 FR 44796 through 44798), for related
discussion regarding our finalization of the proposal to delay application of the NonCC subgroup
criteria to existing MS-DRGs with three-way severity level split to maintain more stability in the
current MS-DRG structure.

In the FY 2022 final rule, we finalized our proposal to revise the surgical hierarchy for
the MS-DRGs in MDC 05 (Diseases and Disorders of the Circulatory System) to sequence MS-
DRGs 231-236 (Coronary Bypass) above MS-DRGs 228 and 229 (Other Cardiothoracic
Procedures with and without MCC, respectively), effective October 1, 2021. In addition, we also
finalized the assignment of cases with a procedure code describing coronary bypass and a
procedure code describing open ablation to MS-DRGs 233 and 234 and changed the titles of
these MS-DRGs to “Coronary Bypass with Cardiac Catheterization or Open Ablation with and
without MCC, respectively” to reflect this reassignment for FY 2022.

In response to this final policy, as discussed in the FY 2023 IPPS/LTCH PPS proposed
rule (87 FR 28163), we received a request to again review the MS-DRG assignment of cases
involving open concomitant surgical ablation procedures. The requestor stated they continue to
believe that the average hospital costs for surgical ablation for atrial fibrillation demonstrates a
cost disparity compared to all procedures within their respective MS-DRGs. The requestor

suggested that when open surgical ablation is performed with MVR, or AVR or MVR/AVR +



CABG that these procedures are either (1) assigned to a different family of MS-DRGs or (2)
assigned to MS-DRGs 216 and 217 (Cardiac Valve and Other Major Cardiothoracic Procedures
with Cardiac Catheterization with MCC and with CC, respectively) similar to what CMS did
with CABG and open ablation procedures in the FY 2022 rulemaking to better accommodate the
added cost of open concomitant surgical ablation.

In the proposed rule we stated the change to the surgical hierarchy in MDC 05 and the
assignment of cases with a procedure code describing coronary bypass and a procedure code
describing open ablation to MS-DRGs 233 and 234 is recent, only becoming effective October 1,
2021. We stated that we believed more time was needed before considering to again review the
MS-DRG assignment of cases reporting procedure code combinations describing open
concomitant surgical ablations as the data from the September 2021 update of the FY 2021
MedPAR file does not reflect our FY 2022 finalization. In addition, our clinical advisors
continued to state that in open concomitant surgical ablation procedures, the CABG, MVR, and
AVR components of the procedure are more technically complex than the open surgical ablation
procedure. They also stated that the finalized revision to the surgical hierarchy leads to a
grouping that is more coherent and better accounts for the resources expended to address the
more complex procedures from other cases redistributed during the hierarchy change. As noted,
we stated that we believed that additional time was needed to allow for further analysis of the
claims data to reflect our FY 2022 finalization, and also to determine to what extent the patient’s
co-morbid conditions are also contributing to costs and to identify other contributing factors that
might exist with respect to the increased length of stay and costs of this subset of cases in these
MS-DRGs, as discussed in the FY 2022 IPPS/LTCH PPS final rule.

Comment: Commenters expressed support of CMS’ decision to allow additional time for
the claims data to reflect our FY 2022 finalization before further analysis. Commenters stated
that the finalized changes to surgical hierarchy for cardiac procedures were positive and will

improve patient access. Other commenters stated that the finalized changes to the MS-DRG



assignment of cases with a procedure code describing coronary bypass and a procedure code
describing open ablation were timely.

Response: We thank the commenters for their support.

Comment: Some commenters opposed CMS’ decision and suggested that Medicare cover
both aortic valve replacement surgery and surgical treatment for atrial fibrillation.

Response: We note that the Definitions Manual display of the GROUPER logic
assignment for each procedure code is not an indication of whether or not a particular procedure
is covered for payment purposes. The MS-DRG logic must specifically require a condition to
group based on whether it is reported as a principal diagnosis or a secondary diagnosis, and
consider any procedures that are reported, in addition to consideration of the patient’s age, sex
and discharge status in order to affect the MS-DRG assignment. In other words, cases will group
according to the GROUPER logic, regardless of any coding guidelines or coverage policies. It is
the Medicare Code Editor (MCE) and other payer-specific edits that identify inconsistencies in
the coding guidelines or coverage policies. These data integrity edits address issues such as data
validity, coding rules, and coverage policies. Since the inception of the IPPS, the data editing
function has been a separate and independent step in the process of determining a DRG
assignment. The separation of the MS-DRG grouping and data editing functions allows the MS-
DRG GROUPER to remain stable even though coding rules and coverage policies may change
during the fiscal year.

Comment: Other commenters opposed CMS’ decision and stated CMS needs to finish the
work that was started and improve hospital payment for valvular procedures with surgical
ablation for atrial fibrillation. These commenters stated that the finalization of the revision to the
surgical hierarchy for the MS-DRGs in MDC 05 and the finalization of the assignment of cases
with a procedure code describing coronary bypass and a procedure code describing open ablation
to MS-DRGs 233 and 234 in FY 2022 rulemaking does not address the increased costs of cases

describing open concomitant surgical ablation performed with open valve procedures that are



assigned to MS-DRGs 216 through 221. A few commenters asserted that hospitals are forced to
lose money on these lifesaving treatments because CMS has not addressed this underpayment.
Other commenters stated that CMS did not provide transparent data analysis of cases describing
open surgical ablation for atrial fibrillation performed during open valve procedures so the
provider community could appropriately evaluate.

Commenters stated that treating atrial fibrillation during the same surgical session as an
open valve procedure requires significant device costs, additional operating room time, and
specialized staff. A commenter stated that even if the surgical ablation procedure is less
technically complex than CABG, MVR, and/or AVR, hospitals still bear significant costs for
furnishing the ablation procedure when the additional costs of the innovative device technologies
(such as radiofrequency ablation clamps, cryoablation probes, and left atrial appendage
management devices) that are used during the procedure are considered. Commenters expressed
concern that given the added costs of performing as many as three procedures at the same time,
hospitals may more likely schedule the patient for separate procedures even though guidelines of
the Society for Thoracic Surgeons and the Heart Rhythm Society recommend performing
surgical ablation for atrial fibrillation at the time of open-heart procedures when indicated. These
commenters further stated they believed it did not seem financially prudent to compel patients to
undergo multiple procedures, potentially costing more in the long run, when their atrial
fibrillation could be treated during the same open-heart operation. Many commenters urged CMS
to either (1) assign the cases to a different family of MS-DRGs or (2) assign these cases to MS-
DRGs 216 and 217 (Cardiac Valve and Other Major Cardiothoracic Procedures with Cardiac
Catheterization with MCC and with CC, respectively) as originally requested.

Another commenter stated they respected the position of CMS’ clinical advisors given
the complexity of the involved procedures and noted that the issue of multiple procedures or
interventions performed during a single hospital stay is also a problem in other areas of

cardiology and warrants a meaningful solution. This commenter stated they believed that since



performing procedures concomitantly is more efficient, more convenient, provides a better
prognosis for the patient and could be more cost effective than the procedures being performed
in different hospital stays, there should be a mechanism for differentiated payment when
procedures are performed concomitantly, when it is best for the patient. This commenter
recommended that CMS create a supplemental payment mechanism that could be modeled based
on the respective costs of the individual procedures determined by claims data and then adjusted
for efficiencies of a single operative session to facilitate incremental payment when two major
procedures are performed during the same hospital admission and urged CMS to solicit further
comment on possible methodological solutions to accommodate costs when two procedures are
performed concomitantly.

Response: We appreciate the commenters’ feedback.

We refer readers to Tables 6P.1c and 6P1.d associated with this final rule (which are
available via the internet on the CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/AcutelnpatientPPS) for the data analysis of cases reporting procedure code
combinations describing open concomitant surgical ablations in the September 2021 update of
the FY 2021 MedPAR file. Table 6P.1c associated with this final rule sets forth the list of ICD-
10-PCS procedure codes reflecting mitral valve repair or replacement (MVR), aortic valve repair
or replacement (AVR), and coronary artery bypass grafting (CABG) procedures that we
examined in this analysis. Table 6P.1d associated with this final rule shows the data analysis
findings of cases reporting procedure code combinations describing open concomitant surgical
ablations assigned to MS-DRGs 216, 217, 218, 219, 220 and 221 from the September 2021
update of the FY 2021 MedPAR file.

As shown in Table 6P.1d associated with this final rule, while the average lengths of stay
and average costs of cases reporting procedure code combinations describing open concomitant
surgical ablations are higher than all cases in their respective MS-DRG, we found there is

variation in the volume, length of stay, and average costs of the cases. For MS-DRG 216, we



found 870 cases reporting procedure code combinations describing open concomitant surgical
ablations with the average length of stay ranging from 16.8 days to 20.5 days and average costs
ranging from $90,122 to $156,617 for these cases. For MS-DRG 217, we found 168 cases
reporting procedure code combinations describing open concomitant surgical ablations with the
average length of stay ranging from 7.5 days to 12 days and average costs ranging from $48,644
to $74,594 for these cases. For MS-DRG 218, we found zero cases reporting procedure code
combinations describing open concomitant surgical ablations. For MS-DRG 219, we found 1,940
cases reporting procedure code combinations describing open concomitant surgical ablations
with the average length of stay ranging from 11.2 days to 13.4 days and average costs ranging
from $70,816 to $86,805 for these cases. For MS-DRG 220, we found 1,338 cases reporting
procedure code combinations describing open concomitant surgical ablations with the average
length of stay ranging from 7.1 days to 8.8 days and average costs ranging from $49,326 to
$65,611 for these cases. For MS-DRG 221, we found 60 cases reporting procedure code
combinations describing open concomitant surgical ablations with the average length of stay
ranging from 5.6 days to 6.3 days and average costs ranging from $44,247 to $47,418 for these
cases.

As noted, and similar to our analysis of the data for the FY 2022 IPPS/LTCH PPS
rulemaking, the data analysis shows that while the average lengths of stay and average costs of
cases reporting procedure code combinations describing open concomitant surgical ablations are
higher than all cases in their respective MS-DRG, there is variation in the volume, length of stay,
and average costs of the cases. As we discuss later in this section, the analysis also shows that
the cases reporting an open concomitant surgical ablation code combination are predominately
found in the higher (CC or MCC) severity level MS-DRGs of their current base MS-DRG
assignment. Moreover, as also previously noted, the data from the September 2021 update of the
FY 2021 MedPAR file does not reflect our FY 2022 finalization. We continue to believe that

additional time is needed to allow for further analysis of the claims data to reflect our FY 2022



finalization, and also to determine to what extent the patient’s co-morbid conditions or other
factors may be contributing to the increased length of stay and costs of this subset of cases, as
discussed previously.

In response to comments that urged CMS to assign cases reporting procedure code
combinations describing open concomitant surgical ablations currently assigned to MS-DRGs
216,217,218, 219, 220 and 221 to MS-DRGs 216 and 217 only, MS-DRGs 216, 217 and 218
are defined by the performance of cardiac catheterization. The performance of a cardiac
catherization procedure could be also contributing to the increased average costs of cases
reporting procedure code combinations describing open concomitant surgical ablations currently
assigned to MS-DRGs 216, 217 and 218. Our clinical advisors have expressed concern about the
effect on clinical coherence of assigning cases reporting procedure code combinations describing
open concomitant surgical ablations that do not also have a cardiac catherization procedure
reported to MS-DRGs that are defined by the performance of that procedure.

We also note, as discussed in Section D.1.b of the proposed rule and this final rule, using
the September 2021 update of the FY 2021 MedPAR file, we analyzed how applying the NonCC
subgroup criteria to all MS-DRGs currently split into three severity levels would affect the MS-
DRG structure beginning in FY 2022. Similar to our findings discussed in the FY 2022
IPPS/LTCH final rule, findings from our analysis using the September 2021 update of the FY
2021 MedPAR file indicated that MS-DRGs 216, 217, 218 as well as approximately 40 other
MS-DRGs would be subject to change based on the three-way severity level split criterion
finalized in FY 2021. While we are finalizing the delay of the application of the NonCC
subgroup criteria to existing MS-DRGs with a three-way severity level split until FY 2024 or
later, and to maintain the current structure of the 41 MS-DRGs that currently have a three-way
severity level split (total of 123 MS-DRGs) that would otherwise be subject to these criteria, we
note that the total number of cases in MS-DRG 218 is again below 500, and that we may

consider consolidating these MS-DRGs into two severity levels based on the application of the



NonCC subgroup criteria in future rule-making. We refer the reader to Table 6P.1b associated
with the proposed rule and this final rule (which is available via the internet on the CMS website

at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/AcutelnpatientPPS) for

the list of the 123 MS-DRGs that would be subject to deletion and the list of the 75 new MS-
DRGs that would have been proposed for creation under this policy if the NonCC subgroup
criteria were applied.

In response to comments that the finalized revision to the surgical hierarchy did not
adequately address the increased costs of cases associated with open concomitant surgical
ablation and that urged CMS to create new MS-DRGs for these open concomitant procedures as
originally requested, our clinical advisors continue to believe additional time is needed to review
the clinical nature of cases reporting an open concomitant surgical ablation code combination
before exploring a proposal to create new MS-DRGs for this subset of cases currently assigned
to MS-DRGs 216 through 221 given the complexity of these code combinations and the
corresponding data. Our analysis using the September 2021 update of the FY 2021 MedPAR file
reflects that the cases reporting an open concomitant surgical ablation code combination are
predominately found in the higher (CC or MCC) severity level MS-DRGs of their current base
MS-DRG assignment, suggesting that the patient’s co-morbid conditions may also be
contributing to higher costs of these cases. Secondly, for the numerous procedure combinations
that would comprise an “open concomitant surgical ablation” procedure, the increase in average
costs appears to directly correlate with the number of procedures performed. For example, cases
that describe “Open MVR + open surgical ablation” generally demonstrate costs that are lower
than cases that describe “Open MVR + open AVR + open CABG + open surgical ablation.”
Therefore, our clinical advisors continue to believe that additional time is needed to allow for
further analysis of the claims data to determine to what extent the patient’s co-morbid conditions
are also contributing to higher costs and to identify other contributing factors that might exist

with respect to the increased length of stay and costs of these cases in these MS-DRGs. Our



clinical advisors continue to believe that future data findings may demonstrate additional
variance in resource utilization for this patient population.

With respect to commenters’ concerns regarding a mechanism for differentiated payment
when procedures are performed concomitantly, we agree that the performance of concomitant
procedures is an area that warrants more analysis across the MS-DRG classification, as the
performance of “concomitant procedures” may affect the consumption of resources in other
clinical scenarios as well, especially when the use of devices is involved. As discussed in prior
rulemaking, the MS-DRGs are a classification system intended to group together diagnoses and
procedures with similar clinical characteristics and utilization of resources. It has been difficult
to identify other MS—DRGs that would be more appropriate MS—DRG assignments for these
concomitant procedures based on the variance in the clinical characteristics and utilization of
resources for concomitant procedures, which can depend on the number of procedures being
performed concomitantly and the nature of these procedures. We are interested in receiving
feedback on possible mechanisms through which we can address concomitant procedures. We
are also interested in receiving feedback on how CMS can mitigate any unintended negative
payment impacts to providers providing concomitant procedures. Commenters can continue to
submit their recommendations via the new electronic intake system, Medicare Electronic
Application Request Information System™ (MEARIS™) at:

https://mearis.cms.gov/public/home. We will consider these public comments for possible

proposals in future rulemaking as part of our annual review process.

Comment: Some commenters noted that cases describing standalone hybrid percutaneous
endoscopic surgical ablation are assigned MS-DRGs 228 and 229 (Other Cardiothoracic
Procedures with and without MCC, respectively) and noted that payment for MS-DRGs 228 and
229 has been trending downward over the last six years. These commenters stated that the
downward payment trend for MS-DRGs 228 and 229 has resulted in hospitals being

undercompensated for the costs of furnishing standalone hybrid percutaneous endoscopic



surgical ablation procedures for atrial fibrillation. Other commenters stated that CMS did not
provide transparency to the details of its analysis to support why standalone hybrid surgical
ablation procedures should not be moved from MS-DRGs 228 and 229.

Some commenters stated that the decline in payment for standalone hybrid percutaneous
endoscopic surgical ablation procedures makes it impossible for their facilities to continue to
provide these needed procedures to patients suffering from atrial fibrillation. A commenter stated
the proposed relative weight does not accurately reflect the costs of these device intensive
procedures and that there has been no transparency into the cause for these significant declines.
Another commenter stated that their facility has been especially impacted by COVID-19 and
stated that for CMS to expect facilities to be able to continue to provide patients with needed
medical services such as hybrid percutaneous endoscopic surgical ablation at such a steep
decrease in payment is intolerable for hospitals. Other commenters asserted that hospitals will be
forced to postpone or “trim back” on providing patients access to more complex, resource
intensive procedures such as these, to better align their costs with what they asserted were
Medicare’s inadequate payment levels. These commenters proposed two possible remedies to
this underpayment, that CMS either 1) use its statutory authority to not reduce the relative weight
and payment for MS-DRGs 228 and 229, or 2) assign cases reporting procedure codes describing
standalone percutaneous endoscopic surgical ablation from MS-DRGs 228 and 229 to the higher
(MCC) severity level MS-DRG of its current base MS-DRG assignment, which is MS-DRG 228
(Other Cardiothoracic Procedures with MCC), to prevent underpayment for these procedures and
avoid disruptions in beneficiary access.

Response: We appreciate the commenters’ feedback. We note that we did not receive a
specific request to change the MS-DRG assignment for standalone percutaneous endoscopic
surgical ablation procedures for consideration for the FY 2023 IPPS/LTCH PPS proposed rule.
We note a request to reassign cases describing standalone percutaneous endoscopic surgical

ablation from MS-DRGs 228 and 229 (Other Cardiothoracic Procedures with and without MCC,



respectively) to higher weighted MS-DRGs 219 and 220 (Cardiac Valve and Other Major
Cardiothoracic Procedures without Cardiac Catheterization with MCC and with CC,
respectively) was discussed in the FY 2022 IPPS/LTCH PPS proposed rule. In the FY 2022
IPPS/LTCH final rule, in response to comments received on the proposed rule, we also discussed
the assignment of cases reporting procedure codes describing standalone percutaneous
endoscopic surgical ablation from MS-DRGs 228 and 229 to the higher (MCC) severity level
MS-DRG of its current base MS-DRG assignment in the FY 2022 IPPS/LTCH PPS final rule.
We refer readers to the FY 2022 IPPS/LTCH PPS final rule (86 FR 44844 through 44848) for a
complete discussion.

In the request to again review the MS-DRG assignment of surgical ablation procedures in
FY 2023 rulemaking, however, the requestor stated in their submission that while surgical
ablation represents losses across all procedure types, they recommended focusing on addressing
open concomitant surgical ablation in FY 2023 rulemaking and did not request a change to the
MS-DRG assignment for standalone percutaneous endoscopic surgical ablation. Therefore, cases
describing standalone percutaneous endoscopic surgical ablation were not considered in the FY
2023 IPPS/LTCH PPS proposed rule.

In response to the comment that hospitals may postpone or “trim back™ on providing
patients access to these procedures in order to better align their costs with Medicare payment
levels, as we have stated in prior rulemaking, it is not appropriate for facilities to deny treatment
to beneficiaries needing a specific type of therapy or treatment that potentially involves increased
costs.

We acknowledge the reduction in the proposed FY 2023 relative weights for MS-DRGs
228 and 229 (approximately 7% and 4%, respectively from the FY 2022 relative weight),
however, we note we did not propose a change to the GROUPER logic of MS-DRGs 228 and
229 for FY 2023. However, there have been previous changes to the structure of MS-DRGs 228

and 229 over the past six years. It is to be expected that when MS-DRGs are restructured, such



as when procedure codes are reassigned or the hierarchy within an MDC is revised, resulting in a
different case-mix within the MS-DRGs, the relative weights of the MS-DRGs will change as a
result. We believe the trending reduction in relative weights for MS-DRGs 228 and 229 over
time to be appropriately driven by the underlying data in the six years since CMS began using
the ICD-10 data in calculating the relative weights and is reflective of the change in case-mix
within these MS-DRGs. Specifically, in the FY 2017 IPPS/LTCH PPS final rule (81 FR 56809
through 56813), we finalized our proposal to collapse MS-DRGs 228, 229, and 230 from three
severity levels to two severity levels by deleting MS-DRG 230 and revised the structure of MS-
DRG 229. We also finalized our proposal to reassign ICD-9-CM procedure code 35.97 and the
cases reporting ICD-10-PCS procedure code 02UG3JZ (Supplement mitral valve with synthetic
substitute, percutaneous approach) from MS-DRGs 273 and 274 to MS-DRG 228 and revised the
titles of MS-DRG 228 and 229. In the FY 2020 IPPS/LTCH PPS final rule (84 FR 42080
through 56813) we finalized our proposal to modify the structure of MS-DRGs 266 and 267 by
reassigning ICD-10-PCS procedure code 02UG3JZ describing a transcatheter mitral valve repair
with implant procedure from MS-DRGs 228 and 229 to MS-DRGs 266 and 267 and revised the
titles of MS-DRGs 266 and 267. Finally, as discussed in the FY 2022 IPPS/LTCH PPS final rule,
and earlier in this section, we finalized a revision to the surgical hierarchy for the MS-DRGs in
MDC 05 to sequence MS-DRGs 231-236 (Coronary Bypass) above MS-DRGs 228 and 229 for
FY 2022. Therefore, the data appear to reflect that the difference in the relative weights shown in
Table 5-List of Medicare Severity Diagnosis Related Groups (MS-DRGs), Relative Weighting
Factors, and Geometric and Arithmetic Mean Length of Stay associated with final rule for the
applicable fiscal year can be attributed to the fact that these previously finalized policies resulted
in a different case-mix within the MS-DRGs, which is then being reflected in the relative
weights. We refer the reader to section II.E. of the preamble of this FY 2023 IPPS/LTCH PPS
final rule for a complete discussion of the relative weight calculations for FY 2023, including our

finalized policies to use 50 percent of the relative weights calculated using all cases in the FY



2021 MedPAR data and 50 percent of the relative weights calculated without COVID-19 cases in
the FY 2021 MedPAR data to calculate the relative weights for FY 2023, and to apply a
permanent 10-percent cap on the reduction in a MS-DRG’s relative weight in a given fiscal year,
beginning in FY 2023.

We appreciate the commenters’ support and feedback, and intend to continue to consider
these issues. For the reasons summarized earlier, and after consideration of the public
comments we received, we are not making any MS-DRG changes for cases involving the open
concomitant surgical ablation procedures or for cases describing standalone percutaneous
endoscopic surgical ablation for FY 2023.

7. MDC 06 (Diseases and Disorders of the Digestive System): Appendicitis

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28163 through 28165), we
discussed a request we received to reconsider the MS-DRG assignment for diagnosis code
K35.20 (Acute appendicitis with generalized peritonitis, without abscess). According to the
requestor, when this code is reported in combination with any one of the corresponding
procedure codes that describe an appendectomy, the case is grouping to MS-DRGs 341, 342, and
343 (Appendectomy without Complicated Principal Diagnosis with MCC, with CC, and without
CC/MCC, respectively). Alternatively, the requestor stated that when diagnosis code K35.32
(Acute appendicitis with perforation and localized peritonitis, without abscess) is reported in
combination with any one of the corresponding procedure codes that describe an appendectomy,
the case is grouping to MS-DRGs 338, 339, and 340 (Appendectomy with Complicated Principal
Diagnosis with MCC, with CC, and without CC/MCC, respectively).

The requestor asserted that the difference in MS-DRG assignment suggests that localized
peritonitis is more severe or requires an additional level of care over and above that for
generalized peritonitis. The requestor stated that clinically, both localized and generalized
peritonitis, when treated with an appendectomy require the same level of patient care, including

extensive intraoperative irrigation at the surgical site, direct inspection or imaging of the



abdomen to look for possible abscess, use of intravenous antibiotics, and prolonged inpatient
monitoring. The requestor added that generalized peritonitis can be thought of as a progression
of the localized peritonitis condition and that patients progress from localized to generalized
peritonitis and not vice versa.

In the proposed rule we noted that this topic has been discussed previously in our FY
2019 (83 FR 41230) and FY 2021 rulemakings (85 FR 32500 through 32503) and (85 FR 58484
through 58488). Effective FY 2019 (October 1, 2018) diagnosis code K35.2 (Acute appendicitis
with generalized peritonitis) was expanded to K35.20 (Acute appendicitis with generalized
peritonitis, without abscess); and K35.21 (Acute appendicitis with generalized peritonitis, with
abscess). In addition, code K35.3 (Acute appendicitis with localized peritonitis) was expanded to
K35.30 (Acute appendicitis with localized peritonitis, without perforation or gangrene); K35.31
(Acute appendicitis with localized peritonitis and gangrene, without perforation); K35.32 (Acute
appendicitis with perforation and localized peritonitis, without abscess); and K35.33 (Acute
appendicitis with perforation and localized peritonitis, with abscess).

We finalized the severity level designations for these new diagnosis codes in the FY 2019
IPPS/LTCH PPS final rule and stated our clinical advisors believed that the new diagnosis codes
for acute appendicitis described as ‘“with abscess’” or ‘“with perforation’” were clinically
qualified for the MCC severity level designation, while acute appendicitis ‘without abscess’’ or
“‘without perforation’” were clinically qualified for the CC severity level designation because
cases with abscess or perforation would be expected to require more clinical resources and time
to treat while those cases ‘‘without abscess’’ or ‘“without perforation’’ are not as severe clinical
conditions.

As discussed in our FY 2021 rulemaking, we received the request to add K35.20 (Acute
appendicitis with generalized peritonitis, without abscess) to the list of complicated principal
diagnoses so that all ruptured/perforated appendicitis codes in MDC 06 group to MS—-DRGs 338,

339, and 340 (Appendectomy with Complicated Principal Diagnosis with MCC, with CC, and



without CC/MCC, respectively) as K35.20 is the only ruptured appendicitis code not included in
the list of complicated principal diagnosis codes. At that time, we noted that the inclusion term at
subcategory K35.2 (Acute appendicitis with generalized peritonitis) is: "Appendicitis (acute)
with generalized (diffuse) peritonitis following rupture or perforation of the appendix". The
requestor stated that code K35.20 (Acute appendicitis with generalized peritonitis, without
abscess) describes a generalized, more extensive form of peritonitis than code K35.32 (Acute
appendicitis with perforation and localized peritonitis, without abscess). We noted that our
clinical advisors agreed that the presence of an abscess would clinically determine whether a
diagnosis of acute appendicitis would be considered a complicated principal diagnosis. As
diagnosis code K35.20 is described as ‘‘without’’ an abscess, our clinical advisors recommended
that K35.20 not be added to the list of complicated principal diagnoses for MS—DRGS 338, 339,
and 340. We also proposed to remove diagnosis code K35.32 (Acute appendicitis with
perforation and localized peritonitis, without abscess) from the complicated principal diagnosis
list.

In response to that proposal, some commenters disagreed. A commenter stated that when
ruptured appendicitis results in generalized peritonitis, resources are greater because the infection
is not walled off, not localized, and has spread to two or more compartments within the
abdominal cavity. According to the commenter, clinical literature supports the statement that
generalized peritonitis is a more morbid (severe) presentation than just perforation or localized
abscess. After consideration of the comments received and for the reasons discussed in the FY
2021 final rule, we did not finalize our proposals in that final rule. We concurred that the
expansion of diagnosis codes K35.2 and K35.3 to introduce additional clinical concepts effective
October 1, 2018 significantly changed the scope and complexity of the diagnosis codes for this
subset of patients. We also stated NCHS’ staff acknowledged the clinical concerns based on the

manner in which diagnosis codes K35.2 and K35.3 were expanded and confirmed that they



would consider further review of these newly expanded codes with respect to the clinical
concepts.

We communicated with the CDC/NCHS staff regarding this repeat request submitted for
FY 2023 consideration. The CDC/NCHS staff included these codes describing appendicitis on
the agenda and a proposal for further revisions was presented for discussion at the March 8-9,
2022 ICD-10 Coordination and Maintenance Committee meeting. Specifically, the CDC/NCHS
staff proposed to expand current diagnosis codes K35.20 and K35.21, making them sub-
subcategories and creating new diagnosis codes to identify and describe acute appendicitis with
generalized peritonitis, with perforation and without perforation, and unspecified as to

perforation, as shown in the following table.

Proposed
ICD-10-CM
Code Description
K35.200 Acute appendicitis with generalized peritonitis, without perforation or abscess
K35.201 Acute appendicitis with generalized peritonitis, with perforation, without abscess
K35.209 Acute appendicitis with generalized peritonitis, without abscess, unspecified as to perforation
K35.210 Acute appendicitis with generalized peritonitis, without perforation, with abscess
K35.211 Acute appendicitis with generalized peritonitis, with perforation and abscess
K35.219 Acute appendicitis with generalized peritonitis, with abscess, unspecified as to perforation

We refer the reader to the CDC website at:

https://www.cdc.gov/nchs/icd/icd10cm maintenance.htm for additional detailed information

regarding the proposal, includin