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A. Executive Summary

1. Purpose and Legal Authority

This FY 2024 IPPS/LTCH PPS final rule makes payment and policy changes under the
Medicare inpatient prospective payment system (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 2024 final rule, we are
finalizing our proposal to continue policies to address wage index disparities impacting low
wage index hospitals. We are also finalizing our proposed changes relating to Medicare graduate
medical education (GME) for teaching hospitals and new technology add-on payments.

In this FY 2024 final rule, we are finalizing our changes to the regulation governing the
counting of days associated with individuals eligible for certain benefits provided by section
1115 demonstrations in the Medicaid fraction of a hospital’s DPP that were proposed in CMS

1788-P, Medicare Program,; Medicare Disproportionate Share Hospital (DSH) Payments:



Counting Certain Days Associated With Section 1115 Demonstrations in the Medicaid Fraction
(88 FR 12623).

We are finalizing our proposals to establish new requirements and revise existing
requirements for eligible hospitals and CAHs participating in the Medicare Promoting
Interoperability Program.

In the Hospital VBP Program, we are finalizing our proposals to add one new measure,
substantively modify two existing measures, add technical changes to the administration of the
Hospital Consumer Assessment of Healthcare Providers and Systems (HCAHPS) Survey,
change the scoring policy to include a health equity scoring adjustment, and modify the Total
Performance Score (TPS) maximum to be 110, resulting in a numeric score range of 0 to 110.
We are also providing estimated and newly established performance standards for the FY 2026
through FY 2029 program years for the Hospital VBP Program.

In the HAC Reduction Program, we are finalizing our proposals to establish a validation
reconsideration process for data validation and to add an additional targeting criterion for
validation. We did not propose any changes and are not finalizing any changes for the Hospital
Readmissions Reduction Program.

In the Hospital IQR Program, we are finalizing our proposals to add three new
measures, to modify three existing measures, and to remove three measures. We are also
finalizing our proposed changes to add technical changes to the administration of the
HCAHPS Survey and to add an additional targeting criterion for validation.

In the PPS-Exempt Cancer Hospital Quality Reporting Program (PCHQR), we
are finalizing our proposals to add four new measures and to modify an existing measure.

We are also finalizing our proposed changes to add technical changes to the
administration of the HCAHPS Survey and to begin public reporting of one measure.

In the LTCH QRP, we are finalizing our proposals to add two new measures,

modify an existing measure, remove two measures, and increase the LTCH QRP data



completion thresholds for LTCH Continuity Assessment Record and Evaluation (CARE)
Data Set (LCDS) items. Additionally, we provide a summary of the comments received
to our request for information on principles for selecting and prioritizing LTCH QRP
quality measures and concepts under consideration for future years and our update on
CMS’ continued efforts to close the health equity gap.

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 2024 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
(RNHCISs) are also excluded from the IPPS.

e Sections 123(a) and (c) of the Balanced Budget Refinement Act of 1999 (BBRA)
(Public Law (Pub. L.) 106-113) and section 307(b)(1) of the Benefits Improvement and
Protection Act of 2000 (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 Section 1814(1)(4) of the Act requires downward adjustments to the applicable
percentage increase, beginning with FY 2015, for CAHs that do not successfully demonstrate
meaningful use of certified electronic health record technology (CEHRT) for an EHR reporting
payment for a payment adjustment year.

e Section 1814(1)(4) of the Act, which requires downward adjustments to the applicable
percentage increase, beginning with FY 2015, for CAHs that do not successfully demonstrate
meaningful use of certified electronic health record technology (CEHRT) for an electronic health
record (EHR) reporting payment for a payment adjustment year.

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. Hospitals paid under the IPPS with approved GME
programs are paid for the indirect costs of training residents in accordance with section
1886(d)(5)(B) of the Act.

e Section 1886(d)(5)(F) of the Act provides for additional Medicare IPPS payments to
subsection (d) hospitals that serve a significantly disproportionate number of low-income
patients. These payments are known as the Medicare disproportionate share hospital (DSH)
adjustment. Section 1886(d)(5)(F) of the Act specifies the methods under which a hospital may
qualify for the DSH payment adjustment.

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 1886(b)(3)(B)(ix) of the Act, which requires downward adjustments to the
applicable percentage increase, beginning with FY 2015 (and beginning with FY 2022 for
subsection (d) Puerto Rico hospitals), for eligible hospitals that do not successfully demonstrate
meaningful use of CEHRT for an EHR reporting period for a payment adjustment year.

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(n) of the Act, which establishes the requirements for an eligible hospital
to be treated as a meaningful EHR user of CEHRT for an EHR reporting period for a payment
year or, for purposes of subsection (b)(3)(B)(ix) of the Act, for a fiscal year.

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 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 an additional 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 the statutory formula for Medicare DSH
payments in section 1886(d)(5)(F) of the Act (“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, in the absence of section 1886(r) of
the Act; (2) 1 minus the percent change in the percent of individuals who are uninsured; and (3)
the 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 (ii)(I) shall be reduced by 4.6 percent for FYs 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(kkk) of the Act requires the Secretary to establish the conditions REHs
must meet in order to participate in the Medicare program and which are considered necessary to
ensure the health and safety of patients receiving services at these entities.

e Section 1877(i) of the Act, as added by section 6001(a)(3) of the Patient Protection
and Affordable Care Act of 2010 (Affordable Care Act) (Pub. L. 111-148) and amended by
section 1106 of the Health Care and Education Reconciliation Act of 2010 (HCERA) (Pub. L.
111-152), which requires the Secretary to establish and implement a process under which a
hospital that is an “applicable hospital” or a “high Medicaid facility” may apply for an exception
from the prohibition on expansion of facility capacity.

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 [.D. of the preamble of this final rule.

a. Modification to the Rural Wage Index Calculation Methodology

As discussed in section III.G.1. of this final rule, CMS has taken the opportunity to revisit
the case law, prior public comments, and the relevant statutory language with regard to its
policies involving the treatment of hospitals that have reclassified as rural under section
1886(d)(8)(E) of the Act, as implemented in the regulations under 42 CFR 412.103. After doing
so, CMS now agrees that the best reading of section 1886(d)(8)(E) is that it instructs CMS to
treat § 412.103 hospitals the same as geographically rural hospitals. Therefore, we believe it is
proper to include these hospitals in all iterations of the rural wage index calculation methodology
included in section 1886(d) of the Act, including all hold harmless calculations in that provision.
Beginning with FY 2024, we will include hospitals with § 412.103 reclassification along with
geographically rural hospitals in all rural wage index calculations and only exclude “dual

reclass” hospitals (hospitals with simultaneous § 412.103 and Medicare Geographic



Classification Review Board (MGCRB) reclassifications) in accordance with the hold harmless
provision at section 1886(d)(8)(C)(ii) of the Act.
b. Continuation of the Low Wage Index Hospital Policy

To help mitigate growing 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. As discussed in section III1.G.4. of the preamble of this final rule,
as we only have 1 year of relevant data at this time that we could use to evaluate any potential
impacts of this policy, we believe it is necessary to wait until we have useable data from
additional fiscal years before making any decision to modify or discontinue the policy.
Therefore, for FY 2024, we are finalizing our proposal to continue the low wage index hospital
policy and the related budget neutrality adjustment.
c. 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 finalizing our proposal to update our estimates of the three
factors used to determine uncompensated care payments for FY 2024. We are also finalizing our
proposal to continue 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. Consistent with the
regulation at § 412.106(g)(1)(1i1)(C)(/1), which was adopted in the FY 2023 IPPS/LTCH PPS
final rule, for FY 2024, we will use the 3 most recent years of audited data on uncompensated
care costs from Worksheet S—10 of the FY 2018, FY 2019, and FY 2020 cost reports to calculate
Factor 3 in the uncompensated care payment methodology for all eligible hospitals.

Beginning with FY 2023, we established a supplemental payment for IHS and Tribal
hospitals and hospitals located in Puerto Rico, to help prevent undue long-term financial
disruption to these hospitals due to the decision to discontinue use of the low-income insured
days proxy in the uncompensated care payment methodology for these providers.

In this final rule we are also finalizing our proposal (88 FR 12623) on counting of days
associated with individuals eligible for certain benefits provided by section 1115 demonstrations
in the Medicaid fraction of a hospital’s disproportionate patient percentage for the purposes of
determining Medicare DSH payments to subsection (d) hospitals under section 1886(d)(5)(F) of
the Act. Specifically, under our finalized policy, for purposes of the Medicare DSH calculation
in section 1886(d)(5)(F)(vi) of the Act we will “regard as” “eligible for medical assistance under
a State plan approved under title XIX” patients who (1) receive health insurance authorized by a
section 1115 demonstration or (2) buy health insurance with premium assistance provided to
them under a section 1115 demonstration, where State expenditures to provide the health
insurance or premium assistance is matched with funds from title XIX. Furthermore, of these

expansion groups we regard as eligible for Medicaid, we include in the disproportionate patient



percentage (DPP) Medicaid fraction numerator only the days of those patients who receive from
the demonstration (1) health insurance that covers inpatient hospital services or (2) premium
assistance that covers 100 percent of the premium cost to the patient, which the patient uses to
buy health insurance that covers inpatient hospital services, provided in either case that the
patient is not also entitled to Medicare Part A. Finally, patients whose inpatient hospital costs
are paid for with funds from an uncompensated/undercompensated care pool authorized by a
section 1115 demonstration will not be patients “regarded as” eligible for Medicaid, and the days
of such patients may not be included in the DPP Medicaid fraction numerator.
d. Hospital Readmissions Reduction Program

We did not propose any changes to the Hospital Readmissions Reduction Program. We
note that all previously finalized policies under this program will continue to apply and refer
readers to the FY 2023 IPPS/LTCH PPS final rule (87 FR 49081 through 49094) for information
on these policies.
e. 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 proposal to adopt modified versions of: (1) the Medicare Spending Per
Beneficiary (MSPB) Hospital measure beginning with the FY 2028 program year; and (2) the
Hospital-level Risk-Standardized Complication Rate (RSCR) Following Elective Primary Total
Hip Arthroplasty (THA) and/or Total Knee Arthroplasty (TKA) measure beginning with the FY
2030 program year. In addition, we are finalizing our proposal to adopt the Severe Sepsis and
Septic Shock: Management Bundle measure in the Safety Domain beginning with the FY 2026
program year.

We are finalizing our proposal to make technical changes to the form and manner of the

administration of the HCAHPS Survey measure under the Hospital VBP Program beginning with



the FY 2027 program year in alignment with the Hospital IQR Program. Additionally, we are
finalizing our proposal to adopt a health equity scoring change for rewarding excellent care in
underserved populations beginning with the FY 2026 program year, as well as the proposal to
modify the Total Performance Score (TPS) maximum to be 110, such that the TPS numeric score
range would be 0 to 110 in order to afford even top-performing hospitals the opportunity to
receive the additional health equity bonus points under the health equity scoring change.
f. Hospital-Acquired Condition Reduction Program

Section 1886(p) of the Act establishes the HAC Reduction Program under which
payments to applicable hospitals are adjusted to provide an incentive to reduce hospital-acquired
conditions. In this final rule, we are finalizing our proposal to establish a validation
reconsideration process for hospitals who fail data validation beginning with the FY 2025
program year, affecting calendar year 2022 discharges. We are also finalizing modification of
the validation targeting criteria to include hospitals granted an extraordinary circumstances
exceptions (ECEs) beginning with the FY 2027 program year, affecting calendar year 2024
discharges.
g. Modification of the COVID-19 Vaccination Coverage Among Healthcare Personnel (HCP)
Measure in the Hospital IQR Program, PCHQR Program, and LTCH QRP

In the FY 2024 IPPS/LTCH PPS final rule, we are finalizing our proposal to modify the
COVID-19 Vaccination Coverage among HCP measure to replace the term “complete
vaccination course” with the term “up to date” with regard to recommended COVID-19 vaccines

beginning with the Quarter 4 (Q4) calendar year (CY) 2023 reporting period/FY 2025 payment



determination for the Hospital IQR Program, and the FY 2025 program year for the LTCH QRP
and the PCHQR Program.
h. 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 the FY 2024 IPPS/LTCH PPS final rule, we are finalizing several changes to the
Hospital IQR Program. We are finalizing the adoption of three new measures: (1) Hospital
Harm — Pressure Injury electronic clinical quality measure (eCQM) beginning with the CY 2025
reporting period/FY 2027 payment determination; (2) Hospital Harm — Acute Kidney Injury
eCQM beginning with the CY 2025 reporting period/FY 2027 payment determination; and (3)
Excessive Radiation eCQM beginning with the CY 2025 reporting period/FY 2027 payment
determination. We are also finalizing the modification of three current measures: (1) Hybrid
Hospital-Wide All-Cause Risk Standardized Mortality (HWM) measure beginning with the FY
2027 payment determination; (2) Hybrid Hospital-Wide All-Cause Readmission (HWR) measure
beginning with the FY 2027 payment determination; and (3) COVID-19 Vaccination Coverage
among HCP measure beginning with the Q4 CY 2023 reporting period/FY 2025 payment
determination. We are also finalizing the removal of three current measures: (1) Hospital-level
Risk-standardized Complication Rate (RSCR) Following Elective Primary Total Hip
Arthroplasty (THA) and/or Total Knee Arthroplasty (TKA) measure beginning with the April 1,
2025-March 31, 2028 reporting period/FY 2030 payment determination pursuant to Removal
Factor 8; (2) Medicare Spending Per Beneficiary (MSPB) Hospital measure beginning with the
CY 2026 reporting period/FY 2028 payment determination pursuant to Removal Factor §; and
(3) Elective Delivery (PC-01) measure beginning with the CY 2024 reporting period/FY 2026
payment determination pursuant to Removal Factor 1. We are finalizing the codification of our

Measure Removal Factors.



We are also finalizing two changes to current policies related to data submission,
reporting, and validation: (1) Technical changes to the form and manner of the administration of
the HCAHPS Survey Measure beginning with the CY 2025 reporting period/FY 2027 payment
determination; and (2) Modification of the targeting criteria for hospital validation for
extraordinary circumstances exceptions (ECEs) beginning with the FY 2027 payment
determination.

i. 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 the FY 2024 IPPS/LTCH PPS final rule, we are finalizing our proposals to adopt four
new measures for the PCHQR Program: (i) three health equity-focused measures: the Facility
Commitment to Health Equity measure, the Screening for Social Drivers of Health measure, and
the Screen Positive Rate for Social Drivers of Health measure; and (ii) a patient preference-
focused measure, the Documentation of Goals of Care Discussions Among Cancer Patients
measure. We are also finalizing our proposal to adopt a modified version of the COVID-19
Vaccination Coverage among HCP measure beginning with the FY 2025 program year. We are
also finalizing our proposals to publicly report the Surgical Treatment Complications for
Localized Prostate Cancer (PCH-37) measure beginning with data from the FY 2025 program
year, and technical changes to the form and manner of the administration of the HCAHPS survey
measure beginning with the FY 2027 program year.

j. Long-Term Care Hospital Quality Reporting Program (LTCH QRP)
We are finalizing several changes to the LTCH QRP. Specifically, we are: (1) adopting a

modified version of the COVID-19 Vaccination Coverage among HCP measure beginning with



the FY 2025 LTCH QRP; (2) adopting the Discharge Function Score measure beginning with the
FY 2025 LTCH QRP; (3) removing the Percent of LTCH Patients with an Admission and
Discharge Functional Assessment and a Care Plan That Addresses Function measure beginning
with the FY 2025 LTCH QRP; (4) removing the Application of Percent of LTCH Patients with
an Admission and Discharge Functional Assessment and a Care Plan That Addresses Function
measure beginning with the FY 2025 LTCH QRP; (5) adopting the COVID-19 Vaccine: Percent
of Patients/Residents Who Are Up to Date measure beginning with the FY 2026 LTCH QRP; (6)
increasing the LTCH QRP data completion thresholds for the LCDS beginning with the FY 2026
LTCH QRP; and (7) beginning public reporting of the Transfer of Health (TOH) Information to
the Patient-Post-Acute Care (PAC) and TOH Information to the Provider-PAC measures.
k. Medicare Promoting Interoperability Program

In this final rule, we are finalizing several changes to the Medicare Promoting
Interoperability Program. Specifically, we are finalizing our proposals to: (1) amend the
definition of “EHR reporting period for a payment adjustment year” at 42 CFR 495.4 for eligible
hospitals and CAHs participating in the Medicare Promoting Interoperability Program, to define
the electronic health record (EHR) reporting period in CY 2025 as a minimum of any continuous
180-day period within CY 2025; (2) update the definition of “EHR reporting period for a
payment adjustment year” at § 495.4 for eligible hospitals such that, beginning in CY 2025,
those hospitals that have not successfully demonstrated meaningful use in a prior year will not be
required to attest to meaningful use by October 1% of the year prior to the payment adjustment
year; (3) modify our requirements for the Safety Assurance Factors for EHR Resilience
(SAFER) Guides measure beginning with the EHR reporting period in CY 2024, to require
eligible hospitals and CAHs to attest “yes” to having conducted an annual self-assessment of all
nine SAFER Guides at any point during the calendar year in which the EHR reporting period
occurs; (4) modify the way we refer to the calculation considerations related to unique patients or

actions for Medicare Promoting Interoperability Program objectives and measures for which



there is no numerator and denominator; and (5) adopt three new eCQMs beginning with the CY
2025 reporting period for eligible hospitals and CAHs to select as one of their three self-selected
eCQMs: the Hospital Harm — Pressure Injury eCQM, the Hospital Harm — Acute Kidney Injury
eCQM, and the Excessive Radiation Dose or Inadequate Image Quality for Diagnostic Computed
Tomography (CT) in Adults (Hospital Level — Inpatient) eCQM.

1. Changes to the Severity Level Designation for Z Codes Describing Homelessness

As discussed in section II.C. of the preamble of this final rule, we are finalizing the
proposed change the severity level designation for social determinants of health (SDOH)
diagnosis codes describing homelessness from non-complication or comorbidity (NonCC) to
complication or comorbidity (CC) for FY 2024. Consistent with our annual updates to account
for changes in resource consumption, treatment patterns, and the clinical characteristics of
patients, CMS is recognizing homelessness as an indicator of increased resource utilization in the
acute inpatient hospital setting.

Consistent with the Administration’s goal of advancing health equity for all, including
members of historically underserved and under-resourced communities, as described in the
President’s January 20, 2021 Executive Order 13985 on “Advancing Racial Equity and Support
for Underserved Communities Through the Federal Government,”! we also continue to be
interested in receiving feedback on how we might otherwise foster the documentation and
reporting of the diagnosis codes describing social and economic circumstances to more
accurately reflect each health care encounter and improve the reliability and validity of the coded

data including in support of efforts to advance health equity.

' Available at 86 FR 7009 (January 25, 2021) (https://www.federalregister.gov/documents/2021/01/25/2021-
01753/advancing-racial-equity-and-support-for-underserved-communities-through-the-federal-government).



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 [.A.2. of the preamble of this final rule.

Provision Description

Description of Costs, Transfers, Savings, and Benefits

Modification to the Rural Wage Index Calculation
Methodology

Beginning with FY 2024, we are including hospitals with § 412.103 reclassification along with geographically
rural hospitals in all rural wage index calculations and only excluding “dual reclass” hospitals (hospitals with
simultaneous § 412.103 and MGCRB reclassifications) in accordance with the hold-harmless provision at section
1886(d)(8)(C)(ii) of the Act. Changes to the rural wage index, which affect the rural floor, are generally
implemented in a budget neutral manner.

Continuation of the Low Wage Index Hospital
Policy

For FY 2024, we are continuing the low wage index hospital policy and the related budget neutrality adjustment.

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

For FY 2024, 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. As provided in the regulation at §
412.106(g)(1)(iii)(C)(1 1), for FY 2024, we are using the 3 most recent years of audited data on uncompensated
care costs from Worksheet S—10 of the FY 2018, FY 2019, and FY 2020 cost reports to calculate Factor 3 in the
uncompensated care payment methodology for all eligible hospitals.

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 $2.2 billion in FY 2024, primarily driven by: (1) a combined $2.6 billion increase in FY 2024
operating payments and capital payments, as well as changes in DSH and uncompensated care payments, and (2)
a decrease of $364 million resulting from estimated changes in new technology add-on payments, as projected 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 333 LTCHs in our database,
we estimate that the changes to the payment rates and factors that we present in the preamble of and Addendum
of the final rule, which reflect the update to the LTCH PPS standard Federal payment rate for FY 2024, will result
in an estimated increase in payments in FY 2024 of approximately $6 million.

Changes to the 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 2024 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. The estimated amount of base operating MS-DRG
payment amount reductions for the FY 2024 program year and, therefore, the estimated amount available for
value-based incentive payments for FY 2024 discharges is approximately $1.7 billion.

Modification of the COVID-19 Vaccination
Coverage among Healthcare Personnel Measure in
the Hospital IQR Program, PCHQR Program, and
LTCH QRP

We estimate that the modified version of this measure will have no financial impact on the LTCH QRP, PCHQR
Program, or Hospital IQR Program

Changes to the Hospital-Acquired Condition
(HAC) Reduction Program

Across the 400 subsection (d) hospitals selected for validation each year from the HAC Reduction Program, we
estimate that our changes in this final rule will not result in a change in information collection burden for the FY
2025 program year and subsequent years.

Changes to the Hospital IQR Program

Across 3,150 IPPS hospitals, we estimate that our changes for the Hospital IQR Program in this final rule will
result in a total information collection burden decrease of 144,836 hours associated with our finalized policies,
and updated burden estimates and a total cost decrease of approximately $6,834,886 across a 4-year period from




Provision Description

Description of Costs, Transfers, Savings, and Benefits

the CY 2024 reporting period/FY 2026 payment determination through the CY 2027 reporting period/FY 2029
payment determination.

Changes to the PCHQR Program

Across 11 PCHs, we estimate that our changes for the PCHQR Program in this final rule will result in a total
information collection burden increase of 187.2 hours at a cost increase of $6,232. We estimate additional costs
of $416,815 annually associated with our adoption of the Documentation of Goals of Care Discussions Among
Cancer Patients measure beginning with the FY 2026 program year.

Changes to the LTCH QRP

Across 330 LTCHs, we estimate that our changes for the LTCH QRP in this final rule will result in a total
information collection burden decrease of 1,292 hours associated with our policies and updated burden estimates
and a total cost decrease of approximately $127,421 across the FY 2025 and FY 2026 LTCH QRP program years.

Changes to the Medicare Promoting
Interoperability Program

Across 4,500 eligible hospitals and CAHs, we estimate that our changes for the Medicare Promoting
Interoperability Program in this final rule would not result in a change to the information collection burden for the
CY 2024 EHR Reporting Period and subsequent years. We estimate additional annual costs associated with our
finalized modification to the SAFER Guides measure to range from a minimum of $8,916,278 to a maximum of
$108,976,725 beginning with the CY 2024 EHR Reporting Period.




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 an 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 2024. For discharges occurring on or after October 1, 2007, but before
October 1, 2024, 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).

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 (RNHCISs) 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 (DGME) 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. Section 1886(d)(5)(B) of the Act provides that
prospective payment hospitals that have residents in an approved GME program receive an
additional payment for each Medicare discharge to reflect the higher patient care costs of
teaching hospitals relative to non-teaching hospitals. The additional payment is based on the
indirect medical education (IME) adjustment factor, which is calculated using a hospital's ratio

of residents to beds and a multiplier, which is set by Congress. Section 1886(d)(5)(B)(i1)(XII) of



the Act provides that, for discharges occurring during FY 2008 and fiscal years thereafter, the
IME formula multiplier is 1.35. The regulations regarding the indirect medical education (IME)
adjustment are located at 42 CFR 412.105.

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

1. The Consolidated Appropriations Act, 2023 (CAA 2023; Pub. L. 117-328)

Section 4101 of the CAA 2023 extended through FY 2024 the modified definition of a
low-volume hospital and the methodology for calculating the payment adjustment for
low-volume hospitals in effect for FY's 2019 through 2022. Specifically, under section
1886(d)(12)(C)(i) of the Act, as amended, for FY's 2019 through 2024, a subsection (d) hospital
qualifies as a low-volume hospital if it is more than 15 road miles from another subsection (d)
hospital and has less than 3,800 total discharges during the fiscal year. Under section
1886(d)(12)(D) of the Act, as amended, for discharges occurring in FYs 2019 through 2024, the
Secretary determines the applicable percentage increase using a continuous, linear sliding scale
ranging from an additional 25 percent payment adjustment for low-volume hospitals with 500 or
fewer discharges to a zero percent additional payment for low-volume hospitals with more than
3,800 discharges in the fiscal year.

Section 4102 of the CAA 2023 amended sections 1886(d)(5)(G)(i) and
1886(d)(5)(G)(11)(II) of the Act to provide for an extension of the MDH program through
FY 2024.

Section 4143 of the CAA 2023 amended section 1886(1)(2)(B) of the Act to specify that
for portions of cost reporting periods occurring in each of calendar years (CYs) 2010 through
2019, the $60 million payment limit specified in that subparagraph is not to apply to the total
amount of additional payments for nursing and allied health education to be distributed to
hospitals that, as of December 29, 2022, were operating a school of nursing, a school of allied
health, or a school of nursing and allied health. In addition, section 4143 of the CAA 2023

provides that in addition to not applying the $60 million limit for each of years 2010 through



2019, the Secretary shall not reduce direct GME payments by such additional payment amounts
for such nursing and allied health education for portions of cost reporting periods occurring in
the year.

D. Issuance of the Notices of Proposed Rulemaking and Summary of the Proposed Provisions

1. FY 2024 IPPS/LTCH PPS Proposed Rule

In the proposed rule that appeared in the Federal Register on May 1, 2023
(88 FR 26658), we set forth proposed payment and policy changes to the Medicare IPPS for FY
2024 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 2024.

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

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

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

e Proposed changes to MS—DRG classifications based on our yearly review for
FY 2024.

e Proposed recalibration of the MS-DRG relative weights.

e A discussion of the proposed FY 2024 status of new technologies approved for add-on
payments for FY 2023, a presentation of our evaluation and analysis of the FY 2024 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 2024 new
technology applicants under the alternative pathways for certain medical devices and certain
antimicrobial products.

e Proposed modifications to the new technology add-on payment application eligibility

requirements for technologies that are not already Food and Drug Administration (FDA) market



authorized to require such applicants to have a complete and active FDA market authorization
request at the time of new technology add-on payment application submission, to provide
documentation of FDA acceptance or filing, and to move the deadline for FDA marketing
authorization from July 1 to May 1 of the year before the fiscal year for which the applicant
applied for new technology add-on payments, beginning with applications for FY 2025 (as
discussed in section I1.E.9. of the preamble of the proposed rule).

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

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

e The proposed FY 2024 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 2024 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 2024 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 labor-related share for the proposed FY 2024 wage index.

c. Payment Adjustment for Medicare Disproportionate Share Hospitals (DSHs) for FY 2024

In section IV. of the preamble of the proposed rule, we discuss the following:



e Proposed calculation of Factor 1 and Factor 2 of the uncompensated care payment
methodology.

e Proposed methodological approach for determining the additional payments for
uncompensated care for FY 2024, which is the same overall approach as was for FY 2023.

d. 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 2024.

e Proposed change related to the effective date of sole community hospital (SCH)
classification in cases that involve a merger.

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 2024.

e Discussion of statutory extension of the MDH program through FY 2024.

e Proposed to establish a validation reconsideration process and update the data
validation targeting criteria under the HAC Reduction Program for FY 2024.

e Proposed to update the MSPB Hospital and THA/TKA Complications measures, to
adopt the new Severe Sepsis and Septic Shock: Management Bundle measure, to update the
changes to the data collection and submission requirements for the HCAHPS Survey measure, to
revise the scoring methodology to include a health equity scoring adjustment, to modify the
Total Performance Score numeric score range to be 0-110, and to codify the measure removal
factors, the revised scoring methodology and TPS numeric score range, and the minimum
numbers of cases.

e Proposed changes to the regulations for GME payments when training occurs in

REHSs.



e Discussion of and proposed changes relating to the implementation of the Rural
Community Hospital Demonstration Program in FY 2024.

e Proposed nursing and allied health education program Medicare Advantage (MA)
add-on rates and direct GME MA percent reductions for CY 2022.

e Proposal to implement section 4143 of the CAA 2023 which waives the $60 million
limit on annual nursing and allied health education program MA payments.

e Proposed update to the payment adjustment for certain clinical trial and expanded
access use immunotherapy cases.
e. Proposed FY 2024 Policy Governing the IPPS for Capital-Related Costs

In section VI. of the preamble of the proposed rule, we discuss the proposed payment
policy requirements for capital-related costs and capital payments to hospitals for FY 2024. In
addition, we discuss a proposed change to how hospitals with a rural reclassification are treated
for capital DSH payments.
f. 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 discuss the following:

e Proposed changes to payments to certain excluded hospitals for FY 2024.

e Proposed continued implementation of the Frontier Community Health Integration
Project (FCHIP) Demonstration.
g. 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 2024.
h. 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 adoption of a modified version of the COVID-19 Vaccination Coverage
among Healthcare Personnel Measure in the Hospital IQR Program, PCHQR Program, and
LTCH QRP.

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

e Proposed changes to the requirements for the PPS-Exempt Cancer Hospital Quality
Reporting Program (PCHQR Program).

e Proposed changes to the requirements for the Long-Term Care Hospital Quality
Reporting Program (LTCH QRP), and a request for information on principles for selecting and
prioritizing LTCH QRP quality measures and concepts under consideration for future years. We
also provide an update on health equity.

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

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

Section X. of the preamble of the proposed rule included the following:

e Proposals to establish requirements for additional information that an eligible facility
would be required to submit when applying for enrollment as an REH.

e Proposed changes pertaining to the process for hospitals requesting an exception from
the prohibition against facility expansion and program integrity restrictions on approved facility
expansion.

e Solicitation of comments on potential approaches to address the challenges faced by
safety-net hospitals, including an appropriate mechanism for identifying safety-net hospitals for
Medicare policy purposes.

e Proposals to apply certain definitions included in the Disclosures of Ownership and
Additional Disclosable Parties Information for Skilled Nursing Facilities proposed rule published
in the February 15, 2023 Federal Register (88 FR 9820) to all provider types that complete the

Form CMS-855-A enrollment application.



j. Other Provisions of the Proposed Rule

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

Section XI.B. of the preamble of the proposed rule includes a descriptive listing of the
public use files associated with the proposed rule.

Section XII. of the preamble of the proposed rule includes the collection of information
requirements for entities based on our proposals.

Section XIII. of the preamble of the proposed rule includes information regarding our
responses to public comments.
k. Determining Prospective Payment Operating and Capital Rates and Rate-of-Increase Limits
for Acute Care Hospitals

In sections II. and III. of the Addendum of the proposed rule, we set forth proposed
changes to the amounts and factors for determining the proposed FY 2024 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 of
the proposed rule, we address the proposed update factors for determining the rate-of-increase
limits for cost reporting periods beginning in FY 2024 for certain hospitals excluded from the
IPPS.
l. Determining Prospective Payment Rates for LTCHs

In section V. of the Addendum of the proposed rule, we set forth proposed changes to the
amounts and factors for determining the proposed FY 2024 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 2024. We are
proposing 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.



m. 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.

n. 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 provide our recommendations of the appropriate percentage changes for FY 2024 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.

o. 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 2023 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 address these recommendations in
appendix B of the proposed rule. For further information relating specifically to the MedPAC
March 2023 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.

2. Section 1115 Demonstration Disproportionate Share Hospital Proposed Rule



In addition, in the proposed rule that appeared in the Federal Register on
February 28, 2023 (88 FR 12623), we set forth proposed revisions to the regulations on the
counting of days associated with individuals eligible for certain benefits provided by section
1115 demonstrations in the Medicaid fraction of a hospital’s disproportionate patient percentage
for the purposes of determining Medicare DSH payments to subsection (d) hospitals under
section 1886(d)(5)(F) of the Act. Specifically, we proposed for purposes of the Medicare DSH
calculation in section 1886(d)(5)(F)(vi) of the Act to “regard as” “eligible for medical assistance
under a State plan approved under title XIX” patients who (1) receive health insurance
authorized by a section 1115 demonstration or (2) buy health insurance with premium assistance
provided to them under a section 1115 demonstration, where State expenditures to provide the
health insurance or premium assistance is matched with funds from title XIX. Furthermore, of
these expansion groups we proposed to regard as eligible for Medicaid, we proposed to include
in the disproportionate patient percentage (DPP) Medicaid fraction numerator only the days of
those patients who receive from the demonstration (1) health insurance that covers inpatient
hospital services or (2) premium assistance that covers 100 percent of the premium cost to the
patient, which the patient uses to buy health insurance that covers inpatient hospital services,
provided in either case that the patient is not also entitled to Medicare Part A. Finally, we
proposed specifically that patients whose inpatient hospital costs are paid for with funds from an
uncompensated/undercompensated care pool authorized by a section 1115 demonstration would
not be patients “regarded as” eligible for Medicaid, and the days of such patients may not be
included in the DPP Medicaid fraction numerator.

E. Use of the Best Available Data for the FY 2024 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 Medicare Provider Analysis and Review
(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 fiscal year that is the subject of the rulemaking. However, due to the
impact of the COVID-19 public health emergency (PHE) on our ordinary ratesetting data, we
finalized modifications to our usual ratesetting procedures in the FY 2022 and FY 2023
IPPS/LTCH PPS final rules.

In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44789 through 44793), we discussed
that the FY 2020 MedPAR claims file and the FY 2019 HCRIS dataset (the most recently
available data at the time of rulemaking) 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. We stated that the most recent vaccination and
hospitalization data from the Centers for Disease Control and Prevention (CDC) available 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.

As discussed in the FY 2023 IPPS/LTCH PPS final rule (87 FR 48795 through 48798),
we discussed that the FY 2021 MedPAR claims file and the FY 2020 HCRIS dataset (the most

recently available data at the time of rulemaking) both contain data that was significantly



impacted by the COVID-19 PHE, 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. Based on review
of the most recent hospitalization data and information available from the CDC at the time of
development of that rule, we stated our belief that it was reasonable to assume that some
Medicare beneficiaries would continue to be hospitalized with COVID-19 at IPPS hospitals and
LTCHs in FY 2023. However, we also stated our belief that it would be reasonable to assume
based on the information available at the time that there would be fewer COVID-19
hospitalizations in FY 2023 than in FY 2021. Accordingly, because we anticipated Medicare
inpatient hospitalizations for COVID-19 would continue in FY 2023 but at a lower level, we
finalized our proposal to use FY 2021 data for purposes of the FY 2023 IPPS and LTCH PPS
ratesetting but with several 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.

In the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26671), we analyzed the FY 2022
MedPAR claims file and the FY 2021 HCRIS dataset, which are the most recently available data
for FY 2024 ratesetting. We observed that certain shifts in inpatient utilization and costs that
occurred in FY 2020 continued to persist in FY 2022. Specifically, the share of admissions at
IPPS hospitals and LTCHs for MS—DRGs and MS-LTC-DRGs that are associated with the
treatment of COVID-19 continued to remain at levels higher than those observed in the pre-
pandemic data.

For example, in FY 2019, the share of IPPS cases grouped to MS-DRG 177 (Respiratory
Infections and Inflammations with major complication or comorbidity (MCC)) was
approximately 1 percent, while in FY 2022 the share of IPPS cases grouped to MS-DRG 177
was approximately 4 percent. Similarly, in FY 2019, the share of LTCH PPS standard Federal

payment rate cases grouped to MS-LTC-DRG 207 (Respiratory System Diagnosis with



Ventilator Support >96 Hours) was approximately 18 percent, while in FY 2022 the share of
LTCH PPS standard Federal payment rate cases grouped to MS-LTC-DRG 207 was
approximately 22 percent.

In the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26671), we also reviewed the
most recent COVID-19 related data and information released by the CDC. We presented this
CDC graph which illustrates new inpatient hospital admissions of patients with confirmed
COVID-19 from August 1, 2020 through January 20, 2023.
(https://www.cdc.gov/coronavirus/2019-ncov/covid-

data/covidview/01202023/images/hospitalizations. PNG? =24630, accessed January 20, 2023)
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We stated that the graph shows that in the United States, patients continue to be
hospitalized with the virus that causes COVID-19. We also noted 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. 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.? In the proposed rule, we concluded that based on the information

available at the time, we believe there will continue to be COVID-19 cases treated at IPPS

2 https://www.cdc.gov/coronavirus/2019-ncov/variants/index.html, accessed January 20, 2023.



hospitals and LTCHs in FY 2024, such that it is appropriate to use the FY 2022 data, as the most
recent available data, for purposes of the FY 2024 IPPS and LTCH PPS ratesetting. We also
stated that based on the information available at the time, we do not believe there is a reasonable
basis for us to assume that there will be a meaningful difference in the number of COVID-19
cases treated at IPPS hospitals and LTCHs in FY 2024 relative to FY 2022 to the extent that
modifications to our usual ratesetting methodologies would be warranted.

As such, we stated our belief that FY 2022 data, as the most recent available data, is the
best available data for approximating the inpatient experience at IPPS hospitals and LTCHs in
FY 2024. Therefore, we proposed to use the FY 2022 MedPAR claims file and the FY 2021
HCRIS dataset (which contains data from many cost reports ending in FY 2022 based on each
hospital’s cost reporting period) for purposes of the FY 2024 IPPS and LTCH PPS ratesetting.
For the reasons discussed, we did not propose any modifications to our usual ratesetting
methodologies to account for the impact of COVID-19 on the ratesetting data.

The comments we received on our proposal to use FY 2022 data for purposes of the FY
2024 TPPS and LTCH PPS ratesetting were focused on the specific use of FY 2022 data when
determining the FY 2024 outlier fixed-loss amounts. Therefore, 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 proposal to use FY 2022 data and our usual methodology when determining the FY 2024
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
proposal to use FY 2022 data and our usual methodology when determining the FY 2024 outlier
fixed-loss amounts for LTCH PPS standard Federal payment rate cases.

For the reasons discussed in those sections, we are finalizing our proposal to use FY
2022 data for purposes of the FY 2024 IPPS and LTCH PPS ratesetting. (That is, the FY 2022
MedPAR claims file and the FY 2021 HCRIS dataset (which contains data from many cost

reports ending in FY 2022 based on each hospital’s cost reporting period).) We also are



finalizing, with modification, our proposal to use our usual ratesetting methodologies for
purposes of the FY 2024 IPPS and LTCH PPS ratesetting. As discussed in section V.D.3. of the
addendum to this final rule, after consideration of the comments received, we are modifying our
proposed methodology for establishing the FY 2024 outlier fixed-loss amount for LTCH PPS
standard Federal payment rate cases.

F. Potential Payment under the IPPS for Establishing and Maintaining Access to Essential

Medicines

In the CY 2024 Medicare Hospital Outpatient Prospective Payment System and
Ambulatory Surgical Center Payment System Proposed Rule (CMS 1786-P) issued on July 13,
2023, we included a request for public comments on potential payment under the IPPS for
establishing and maintaining access to essential medicines. As discussed in that rule, we are
seeking comment on, and may consider finalizing based on the review of comments received, as
early as for cost reporting periods beginning on or after January 1, 2024, separate payment under
IPPS, for establishing and maintaining access to a buffer stock of essential medicines to foster a
more reliable, resilient supply of these medicines. Public comments are being accepted through

September 11, 2023.



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/rate
year (RY) 2010 LTCH PPS final rule (74 FR 43764 through 43766) and the FYs 2011 through
2023 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; and 87 FR 48800 through 48891,
respectively).

For discussion regarding our previously finalized policies (including our historical
adjustments to the payment rates) relating to the effect of changes in documentation and coding
that do not reflect real changes in case mix, we refer readers to the FY 2023 IPPS/LTCH PPS
final rule (87 FR 48799 through 48800).

Comment: Several commenters requested that CMS make a positive adjustment to
restore the full amount of the documentation and coding recoupment adjustments in the FY 2024
IPPS final rule which they asserted is required under section (7)(B)(2) and (4) of the TMA
[Transitional Medical Assistance], Abstinence Education, and QI [Qualifying Individuals]
Programs Extension Act of 2007 (Pub. L. 110-90). Commenters stated that the statute is explicit
that CMS may not carry forward any documentation and coding adjustments applied in fiscal
years 2010 through 2017 into IPPS rates after FY 2023. Commenters contended that CMS, by
its own admission, has restored only 2.9588 percentage points of a total 3.9 percentage point
reduction. By not fully restoring the total reductions, commenters believe that CMS is
improperly extending payment adjustments beyond the FY 2023 statutory limit. A commenter
stated that, even if CMS disputes it is required to make such an adjustment, CMS should use its
special exceptions and adjustments authority to address the shortfall.

Response: As of FY 2023, CMS completed the statutory requirements of section
7(b)(1)(B) of Pub. L. 110-90 as amended by section 631 of the American Taxpayer Relief Act of
2012 (ATRA, Pub. L. 112- 240), section 404 of the Medicare Access and CHIP Reauthorization
Act of 2015 (MACRA), and section 15005 of the 21st Century Cures Act (Pub. L. 114-255). As
we discussed in the FY 2022 IPPS/LTCH PPS final rule (86 FR 44794 through 44795), the FY
2021 IPPS/LTCH PPS final rule (85 FR 58444 through 58445) and in prior rules, we believe
section 414 of the MACRA and section 15005 of the 21st Century Cures Act set forth the levels

of positive adjustments for FY's 2018 through 2023. We are not convinced that the adjustments



prescribed by MACRA were predicated on a specific adjustment level estimated or implemented
by CMS in previous rulemaking. We see no evidence that Congress enacted these adjustments
with the intent that CMS would make an additional +0.7 percentage point adjustment in FY 2018
to compensate for the higher than expected final ATRA adjustment made in FY 2017, nor are we
persuaded that it would be appropriate to use the Secretary’s exceptions and adjustments
authority under section 1886(d)(5)(I) of the Act to adjust payments in FY 2024 restore any
additional amount of the original 3.9 percentage point reduction, given Congress’ directive
regarding prescriptive adjustment levels under section 414 of the MACRA and section 15005 of
the 21st Century Cures Act. Accordingly, in the FY 2018 IPPS/LTCH PPS final rule (82 FR
38009), we implemented the required +0.4588 percentage point adjustment to the standardized
amount for FY 2018. In the FY 2019 IPPS/LTCH PPS final rule (FY 2019 final rule) (83 FR
41157), the FY 2020 IPPS/ LTCH PPS final rule (FY 2020 final rule) (84 FR 42057), the FY
2021 IPPS/LTCH PPS final rule (FY 2021 final rule) (85 FR 58444 and 58445), the FY 2022
IPPS/LTCH PPS final rule (FY 2022 final rule) (86 FR 44794 and 44795), and the FY 2023
I[PPS/LTCH PPS final rule (FY 2023 final rule) (87 FR 48800), 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, FY 2022 and FY 2023, respectively. As
discussed in the FY 2023 final rule, the finalized 0.5 percentage point positive adjustment for FY

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



C. Changes to Specific MS-DRG Classifications

1. Discussion of Changes to Coding System and Basis for FY 2024 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 2024 MS-DRG Updates

As discussed in the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28127) and final rule
(87 FR 48800 through 48801), beginning with FY 2024 MS-DRG classification change requests,
we changed 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. We also described
the new process for submitting requested changes to the MS-DRGs via a new electronic
application intake system, Medicare Electronic Application Request Information System™

(MEARIS™), accessed at https://mearis.cms.gov. We stated that beginning with FY 2024 MS-

DRG classification change requests, CMS will only accept requests submitted via MEARIS™
and will no longer consider requests sent via email. Additionally, we noted that within
MEARIS™, we have built in several resources to support users, including a “Resources” section

available at https://mearis.cms.gov/public/resources with technical support available under




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

We note that the burden associated with this information collection requirement is the
time and effort required to collect and submit the data in the request for MS-DRG classification
changes to CMS. The aforementioned burden is subject to the Paperwork Reduction Act (PRA)
of 1995 and approved under Office of Management and Budget (OMB) control number 0938-
1431 and has an expiration date of 09/30/2025.

As noted previously, interested parties had to submit MS-DRG classification change
requests for FY 2024 by October 20, 2022. 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 2025 by October 20, 2023 via MEARIS™ at:

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

As we did for the FY 2023 IPPS/LTCH PPS proposed rule, for the FY 2024 IPPS/LTCH
PPS proposed rule we provided a test version of the ICD-10 MS-DRG GROUPER Software,
Version 41, 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 2024. Therefore, it included the new diagnosis and procedure codes that are
effective for FY 2024 as reflected in Table 6A. — New Diagnosis Codes - FY 2024 and Table 6B.
— New Procedure Codes - FY 2024 that were associated with the proposed rule and does not

include the diagnosis codes that are invalid beginning in FY 2024 as reflected in Table 6C. —



Invalid Diagnosis Codes - FY 2024 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 2024, and therefore, there was no Table 6D— Invalid Procedure Codes - FY 2024 associated
with the proposed rule. Those tables were not published in the Addendum to the proposed rule,

but are available 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 2024 are not reflected in
the test software, we made available a supplemental file in Table 6P.1a that includes the mapped
Version 41 FY 2024 ICD-10-CM codes and the deleted Version 40.1 FY 2023 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 41.

The test version of the ICD-10 MS-DRG GROUPER Software, Version 41, the draft
version of the ICD-10 MS-DRG Definitions Manual, Version 41, and the supplemental mapping
files in Table 6P.1a of the FY 2023 and FY 2024 ICD-10-CM diagnosis codes are available at

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

DRG-Classifications-and-Software.

Following are the changes that we proposed to the MS-DRGs for FY 2024. 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 clinical appropriateness. In other cases, we proposed to maintain the existing MS-DRG
classifications based on our analysis of claims data and clinical appropriateness. As discussed in
the FY 2024 IPPS/LTCH PPS proposed rule, our initial MS-DRG analysis was based on ICD-10

claims data from the September 2022 update of the FY 2022 MedPAR file, which contains



hospital bills received from October 1, 2021, through September 30, 2022. In our discussion of
the proposed MS-DRG reclassification changes, we referred to those claims data as the
“September 2022 update of the FY 2022 MedPAR file.” Separately, where otherwise indicated,
additional analysis was based on ICD-10 claims data from the December 2022 update of the FY
2022 MedPAR file, which contains hospital bills received by CMS through December 31, 2022,
for discharges occurring from October 1, 2021, through September 30, 2022. In our discussion
of the proposed MS-DRG reclassification changes, we referred to those claims data as the
“December 2022 update of the FY 2022 MedPAR file.” Specifically, as discussed further in the
proposed rule and in this section, we used the additional claims data available in the December
2022 update of the FY 2022 MedPAR file to assess the application of the NonCC subgroup
criteria to existing MS-DRGs with a three-way severity level split, as well as to simulate
restructuring of any proposed MS-DRGs, to assess the case counts and other criteria for
determining whether a proposed new base MS-DRG would satisfy the criteria to create
subgroups.

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 clinical factors 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 we believed 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.—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. Interested parties 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 the FY 2023 IPPS/LTCH PPS final rule (87 FR 48803), we also finalized a delay in

application of the NonCC subgroup criteria to existing MS-DRGs with a three-way severity level

split in light of the ongoing PHE and until such time additional analyses can be performed to

assess impacts, as discussed in response to public comments in the FY 2022 and FY 2023

IPPS/LTCH PPS final rules.

In our analysis of the MS-DRG classification requests for FY 2024 that we received by

October 20, 2022, 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

Criteria Number and 123 123
Description (MCC vs CC vs NonCC) MCC vs (CC+NonCQC)

1. At least 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 R2 > 3.0 for the three way R2 > 3.0 for the two way R2 > 3.0 for the two way
groups is greater than or split within the base MS- 1 23 split within the base 12_3 split within the base
equal to 3 DRG MS-DRG 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, we stated earlier that for the FY 2024 IPPS/LTCH PPS proposed rule, our initial MS-
DRG analysis was generally based on ICD-10 claims data from the September 2022 update of
the FY 2022 MedPAR file, with the additional claims data available in the December 2022
update of the FY 2022 MedPAR file used to assess the case counts and other criteria for
determining whether a proposed new base MS-DRG would satisfy the criteria to create
subgroups. 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
two 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 is satisfied for a three-way split. In applying the criteria for a three-
way split, a base MS-DRG is initially subdivided into the three subgroups: MCC, CC, and
NonCC. Each subgroup is then analyzed in relation to the other two subgroups using the volume
(Criteria 1 and 2), average cost (Criteria 3 and 4), and reduction in variance (Criteria 5). If the
criteria fail, the next step is to determine if the criteria are satisfied for a two-way split. In
applying the criteria for a two-way split, a base MS-DRG is initially subdivided into two
subgroups: “with MCC” and “without MCC” (1_23) or “with CC/MCC” and “without
CC/MCC” (12_3). Each subgroup is then analyzed in relation to the other using the volume
(Criteria 1 and 2), average cost (Criteria 3 and 4), and reduction in variance (Criteria 5). 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.

As previously noted, to validate whether the established severity levels within a base MS-
DRG are supported, we typically analyze the most recent two years of MedPAR claims data. For
the FY 2024 TPPS/LTCH PPS proposed rule, using the December 2022 update of the FY 2022
MedPAR file and the March 2022 update of the FY 2021 MedPAR file, we also analyzed how
applying the NonCC subgroup criteria to all MS-DRGs currently split into three severity levels
would potentially affect the MS-DRG structure in connection with the proposed FY 2024 MS-
DRG classification changes. While, as previously noted, our MS-DRG analysis for the FY 2024
IPPS/LTCH PPS proposed rule was otherwise based on ICD-10 claims data from the September
2022 update of the FY 2022 MedPAR file, we utilized the additional claims data available from
the December 2022 update of the FY 2022 MedPAR file for purposes of assessing the
application of the NonCC subgroup criteria to these existing MS-DRGs as well as to determine
whether a proposed new base MS-DRG satisfies the criteria to create subgroups. In the FY 2024
IPPS/LTCH PPS proposed rule, we noted that findings from our analysis indicated that
approximately 45 base 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
potential deletion of 135 MS-DRGs (45 MS-DRGs x 3 severity levels =135) and the potential
creation of 86 new MS-DRGs. We referred the reader to Table 6P.10 - Potential MS-DRG
Changes with Application of the NonCC Subgroup Criteria and Detailed Data Analysis- FY
2024 associated with the proposed rule and available on the CMS website at:

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




detailed information, including the criteria to create subgroups in Table 6P.10a (as also set forth
in the preceding table) and the list of the 135 MS-DRGs that would potentially be subject to
deletion and the list of the 86 MS-DRGs that would potentially be created in Table 6P.10b. We
noted that we also identified an additional 12 obstetric MS-DRGs (4 base MS-DRGs x 3 severity
levels=12) that would be subject to change based on the application of the three-way severity
level split criterion, as reflected in our data analysis in Table 6P.10c associated with the proposed
rule. However, in response to prior public comments expressing concern about the historical low
volume of the obstetric related MS-DRGs being subject to application of the NonCC subgroup
criteria and consistent with our discussion in prior rulemaking regarding this population in our
Medicare claims data and the development of these MS-DRGs (83 FR 41210), we stated we
believed it may be appropriate to exclude these MS-DRGs from application of the NonCC

subgroup criteria. The list of 12 obstetric MS-DRGs is shown in the following table.

List of 12 Obstetric MS-DRGs to Potentially Exclude from Application of the NonCC Subgroup Criteria
MS-DRG Description
783 Cesarean Section with Sterilization with MCC
784 Cesarean Section with Sterilization with CC
785 Cesarean Section with Sterilization without CC/MCC
796 Vaginal Delivery with Sterilization and/or D&C with MCC
797 Vaginal Delivery with Sterilization and/or D&C with CC
798 Vaginal Delivery with Sterilization and/or D&C without CC/MCC
817 Other Antepartum Diagnoses with O.R. Procedures with MCC
818 Other Antepartum Diagnoses with O.R. Procedures with CC
819 Other Antepartum Diagnoses with O.R. Procedures without CC/MCC
831 Other Antepartum Diagnoses without O.R. Procedures with MCC
832 Other Antepartum Diagnoses without O.R. Procedures with CC
833 Other Antepartum Diagnoses without O.R. Procedures without CC/MCC

We also referred the reader to Table 6P.10d for the data analysis of all 49 base MS-DRGs
that would be subject to change based on the application of the three-way severity level split
criterion and to Table 6P.10e for the corresponding data dictionary that describes the meaning of
the data elements and assists with interpretation of the data related to our analysis with
application of the NonCC subgroup criteria. We noted, in our analysis of the claims data and as
reflected in Table 6P.10d, we identified four base MS-DRGs currently subdivided with a three-

way severity level split (4 base MS-DRGs x 3 severity levels=12 MS-DRGs) that result in the



potential creation of a single, base MS-DRG when grouped under the proposed V41 GROUPER
software with application of the NonCC subgroup criteria. As shown in Table 6P.10d, the four
current base MS-DRGs (excluding the 4 obstetric related base DRGs) are base MS-DRGs 283,
296, 411, and 799. In addition to not satisfying the criterion that there be at least 500 cases in the
NonCC subgroup for a three-way severity level split, these four base MS-DRGs also failed one
or more of the other criteria to create subgroups. For example, our review of base MS-DRGs
283 and 296 showed they failed the criterion that there be at least 5% or more of the patient cases
in the NonCC subgroup. For base MS-DRG 411, we found the criterion that there be at least 500
cases in each subgroup for a three-way severity level split, as well as in each subgroup for both
of the two-way severity level splits, was not met. Lastly, for base MS-DRG 799, we found less
than 500 cases in at least two of three subgroups for a three-way severity level split, as well as
for at least one of the two subgroups for a two-way severity level split, and the R2 value was less
than 3.0 for the two-way severity level split.

We also referred the reader to Table 6P.10f for the alternate cost weight analysis with
application of the NonCC subgroup criteria that includes transfer-adjusted cases from the
December 2022 update of the FY 2022 MedPAR file under the proposed V41 ICD-10 MS-DRG
GROUPER Software, the MS-DRG relative weights calculated under the proposed V41 ICD-10
MS-DRG GROUPER Software, the alternate MS-DRG relative weights calculated with
application of the NonCC subgroup criteria using an alternate version of the ICD-10 MS-DRG
GROUPER Software, Version 41.A (discussed in more detail in this section of the proposed
rule), and the change in MS-DRG relative weights between those calculated under the proposed
V41 GROUPER Software and those calculated under the alternate V41.A GROUPER Software.
We noted that to facilitate the structural comparison between the proposed V41 GROUPER and
the alternate V41.A GROUPER, the relative weights calculated using the proposed V41
GROUPER Software (column F) did not reflect application of the 10-percent cap. We further

noted that changes in the status for transfer adjusted cases were reflected for the relative weights



calculated using the proposed V41 GROUPER Software only and were not reflected for the
alternate MS-DRG weights with application of the NonCC subgroup criteria. We noted, as
shown in Table 6P.10f, that we found five MS-DRGs for which there appears to be a greater than
negative 10% change between the relative weight calculated under the proposed V41 GROUPER
Software and the calculated alternate relative weight under the V41.A GROUPER Software with
application of the NonCC subgroup criteria. As shown in Table 6P.10f, the five MS-DRGs are
existing MS-DRG 021 (potential new MS-DRG 105), existing MS-DRG 411 (potential new MS-
DRG 426), existing MS-DRG 573 (potential new MS-DRG 529), existing MS-DRG 574
(potential new MS-DRG 530), and existing MS-DRG 799 (potential new MS-DRG 649). Of the
five existing MS-DRGs, two of the MS-DRGs are those for which a new single, base MS-DRG
would potentially be created from the current three-way split, as previously described: MS-DRG
411 (potential new MS-DRG 426) and MS-DRG 799 (potential new MS-DRG 649). In the
proposed rule, we stated that the findings were consistent with what we would expect given the
low volume of cases in the NonCC subgroups compared to the volume of cases in the CC
subgroups for these MS-DRGs.

As noted in prior rulemaking, any potential MS-DRG updates to be considered for a
future proposal in connection with application of the NonCC subgroup criteria would also
involve a redistribution of cases, which would impact the relative weights, and, thus, the
payment rates proposed for particular types of cases. As such, and in response to prior public
comments requesting that further analysis of the application of the NonCC subgroup criteria be
made available, in addition to Table 6P.10f, we made available additional files reflecting
application of the NonCC subgroup criteria in connection with the proposed FY 2024 MS-DRG
changes, using the December 2022 update of the FY 2022 MedPAR file. These additional files
included an alternate Table 5 — Alternate List of Medicare Severity Diagnosis Related Groups
(MS-DRGs), Relative Weighting Factors, and Geometric and Arithmetic Mean Length of Stay,

an alternate Length of Stay (LOS) Statistics file, an alternate Case Mix Index (CMI) file, and an



alternate After Outliers Removed and Before Outliers Removed (AOR_BOR) file. The files are
available in association with the proposed rule on the CMS website at:

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

For the FY 2024 IPPS/LTCH PPS proposed rule we also provided an alternate test
version of the ICD-10 MS-DRG GROUPER Software, Version 41.A, so that the public can
better analyze and understand the impact on the proposals included in the proposed rule if the
NonCC subgroup criteria were to be applied to existing MS-DRGs with a three-way severity
level split. We noted that this alternate test software reflected the proposed GROUPER logic for
FY 2024 as modified by the application of the NonCC subgroup criteria. Therefore, it included
the new diagnosis and procedure codes that are effective for FY 2024 as reflected in Table 6A. —
New Diagnosis Codes - FY 2024 and Table 6B. — New Procedure Codes - FY 2024 associated
with the proposed rule and did not include the diagnosis codes that are invalid beginning in FY
2024 as reflected in Table 6C. — Invalid Diagnosis Codes - FY 2024 associated with the
proposed rule. As previously noted, at the time of the development of the proposed rule there
were no procedure codes designated as invalid for FY 2024, and therefore, there was no Table
6D— Invalid Procedure Codes - FY 2024 associated with the proposed rule. These tables were not
published in the Addendum to the proposed rule, but are available 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 2024 are not reflected in the
alternate test software, we made available a supplemental file in Table 6P.1a that includes the
mapped Version 41 FY 2024 ICD-10-CM codes and the deleted Version 40.1 FY 2023 ICD-10-
CM codes that should be used for testing purposes with users’ available claims data. Therefore,
users had access to the alternate test software allowing them to build case examples that reflect
the proposals included in the proposed rule with application of the NonCC subgroup criteria.

Because the potential MS-DRG changes with application of the NonCC subgroup criteria are



available in Table 6P.10b associated with the proposed rule, an alternate version of the ICD-10
MS-DRG Definitions Manual was not developed.

The alternate test version of the ICD-10 MS-DRG GROUPER Software, Version 41.A,
and the supplemental mapping files in Table 6P.1a of the FY 2023 and FY 2024 ICD-10-CM

diagnosis codes are available at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

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

After delaying the application of the NonCC subgroup criteria for two years, and in
response to prior public comments, we made available these additional analyses reflecting
application of the criteria in connection with the proposed FY 2024 MS-DRG changes for public
review and comment, to inform application of the NonCC subgroup criteria for FY 2025
rulemaking.

We proposed to continue to delay application of the NonCC subgroup criteria to existing
MS-DRGs with a three-way severity level split for FY 2024. We stated that we were interested
in hearing feedback regarding the experience of large urban hospitals, rural hospitals, and other
hospital types and will take commenters’ feedback into consideration for our development of the
FY 2025 proposed rule.

Comment: Commenters expressed appreciation that CMS provided additional files for
review and consideration that reflect application of the NonCC subgroup criteria in connection
with the FY 2024 proposed MS-DRG changes.

Response: We thank the commenters for their feedback.

Comment: Commenters supported the proposal to delay application of the NonCC
subgroup criteria to existing MS-DRGs with a three-way severity level split for FY 2024 and to
maintain the current structure of the 45 MS-DRGs that currently have a three-way split (total of
135 MS-DRGs). The commenters also expressed support for the proposal to exclude the 12
obstetric related MS-DRGs from application of the NonCC subgroup criteria in the future. Some

commenters stated they agreed with the methodology for creating subgroups and viewed the



consolidation as a positive change, however, the commenters also recommended that CMS
continue to collect data and identify any unintended impacts to the MS-DRG relative weights
because of the redistribution of cases from application of the NonCC subgroup criteria. Other
commenters stated that although the COVID-19 PHE has ended, several hospitals are still
recovering and further assessment of the impacts for low volume procedures in connection with
the potential MS-DRG changes with application of the NonCC subgroup criteria is needed.

A couple commenters specifically requested that CMS provide data analysis by hospital
type for FY 2025 rulemaking to afford organizations additional time to review and forecast
impacts, as well as to facilitate more informed comments in response to the CMS request for
comments related to experiences of large urban hospitals, rural hospitals, and other hospital
types.

Response: We appreciate the commenters’ support. We will continue to review and
consider the feedback we have received for our development of the FY 2025 proposed rule.

Comment: A couple commenters who expressed support for the proposed delay in
application of the NonCC subgroup criteria for FY 2024 and appreciation for the additional
analysis files that were made available stated that deleting and adding a large volume of MS-
DRGs may create additional administrative burden. The commenters stated providers will need
more time than is typically provided for implementation of finalized policies under the IPPS.
The commenters urged CMS to work with interested parties in developing an appropriate
implementation timeline. A commenter suggested that CMS consider implementing application
of the NonCC subgroup criteria using a phased approach, over several years, to assist in the
transition. This commenter encouraged CMS to continue to provide additional analysis files as
was done with the proposed rule and to include the potential effects of a multi-year

implementation plan.



Response: We thank the commenters for their support and feedback. We will continue to
review and consider the feedback we have received for our development of the FY 2025
proposed rule.

Comment: A commenter who agreed it is appropriate to defer implementation of MS-
DRG consolidation based on the three-way severity criteria specifically expressed concern that
the policy may result in additional reductions to relative weights for important procedures,
including intracranial vascular procedures. According to the commenter, intracranial vascular
procedures have already experienced significant cuts in recent years. The commenter stated that
based on the data that was made available in connection with the proposed rule, the estimates
show that consolidation for five MS-DRGs, including potential new MS-DRG 105 (Intracranial
Vascular Procedures with Principal Diagnosis Hemorrhage without MCC) would result in a more
than 10 percent relative weight reduction (prior to the application of the current 10-percent cap).
To the extent that CMS does adopt such MS-DRG consolidation in the future, the commenter
recommended that CMS limit the single-year relative weight reductions resulting from
cumulative policy changes to 5 percent.

The commenter also suggested that CMS consider building more flexibility into its
assessment of severity level subdivisions for both new and existing MS-DRGs. According to the
commenter, the requirement to meet multiple, rigid cost and volume cut-offs may detract from
the assessment of important clinical and resource distinctions in patient populations within the
MS-DRGs.

A few commenters expressed concern that the criterion of a 500-case volume may be too
high, particularly for low volume services and MS-DRGs. The commenters stated that there has
been tremendous growth in Medicare Advantage claims with a decrease in fee-for-service (FFS)
claims flowing into rate-setting. The commenters stated additional analysis of this criterion is

warranted and requested that CMS provide further information about the benefits.



Response: We appreciate the commenters’ feedback. We acknowledge the growth in
Medicare Advantage claims and will continue to review and consider the feedback we have
received for our development of the FY 2025 proposed rule.

In response to the commenter’s recommendation that CMS limit the single-year relative
weight reductions to 5 percent, we note that there was extensive discussion in the FY 2023
IPPS/LTCH PPS final rule (87 FR 48897 through 48900) regarding the cap for relative weight
reductions and refer the reader to that discussion for detailed information. We also refer the
reader to the additional discussion in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26774
through 26775) and in section II.D.2.c. of the preamble of this final rule.

With regard to the commenter’s suggestion that more flexibility should be built into
CMS’ assessment of severity level subdivisions for both new and existing MS-DRGs, we note
that currently, the minimum case volume requirements were established to avoid overly
fragmenting the MS-DRG classification system. With smaller volumes they will be subject to
stochastic (unpredictable) effects that may indicate a cost difference within the data sample.
Reevaluation in subsequent years may result in those cost differences being insufficient to
support the split.

We do not believe it is in the interest of the Medicare program or providers to establish
and then remove MS-DRG splits. We believe that stability of MS-DRG payment is an important
objective and therefore, that a volume requirement is a necessary adjunct to cost differentiation.
We established a 500-case limit to meet this stability requirement. With this case limit, an MS-
DRG split not meeting this minimum volume threshold will have fewer than 0.007% cases from
which the MS-DRG RW is constructed. Under application of the NonCC subgroup criteria,
hospitals would receive a payment weight that averages the two comorbidity split levels (CC and
NonCC) and will thus only experience any potential negative impact to the extent that their case
mix is comprised of cases with the (potentially) higher weight. We note, as discussed in prior

rulemaking (86 FR 44878), 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 also provide outlier payments
to mitigate extreme loss on individual cases.

Comment: A couple commenters requested clarification on how the policy to cap the
reductions for MS-DRG relative weights to 10-percent would apply as CMS considers
implementation of the NonCC subgroup criteria.

Response: As stated in the FY 2023 IPPS/LTCH PPS final rule (87 FR 48900), the 10-
percent cap on reductions to an MS—DRG’s relative weight applies to new or modified MS—
DRGs after the first fiscal year that the new or modified MS-DRGs take effect. Therefore, the
10-percent cap would not apply to the relative weight for any new or renumbered MS—-DRGs for
the first fiscal year. However, we recognize that application of the NonCC subgroup criteria
may warrant special consideration with respect to the 10-percent cap on reductions to an MS—
DRG’s relative weight and will continue to consider this issue in connection with our efforts to
promote predictability and mitigate financial impacts resulting from significant fluctuations in
the relative weights.

Comment: A couple commenters expressed concern that the additional files made
available in connection with the proposed rule did not demonstrate how the explanatory power of
the potential new MS-DRGs with application of the NonCC subgroup criteria is an improvement
over the current MS-DRGs. The commenters expressed concern that the impact of the presence
of a CC for MS-DRG assignment appears to be declining because the application of the NonCC
subgroup criteria is resulting in fewer MS-DRGs split by the presence of a CC. Specifically, the
commenters stated that when the NonCC subgroup criteria were applied to existing MS-DRGs
currently split into three severity levels, as well as when the criteria were applied to proposed
new MS-DRG classification requests, none of the proposed new MS-DRGs with a two-way

severity level split involved a “with CC/MCC” and “without CC/MCC” split.



Response: As discussed in the FY 2024 IPPS/LTCH proposed rule, we provided both a
test version of the ICD-10 MS-DRG GROUPER Software, Version 41 and an alternate version
of the ICD-10 MS-DRG GROUPER Software, Version 41.A so that the public could better
analyze and understand the impact on the proposals included in the proposed rule if the NonCC
subgroup criteria were to be applied to existing MS—DRGs with a three-way severity level split.
We noted that this alternate test software reflected the proposed GROUPER logic for FY 2024 as
modified by the application of the NonCC subgroup criteria. Overall, we believe the explanatory
power (R2) for the V41.A alternate GROUPER yields similar results to the proposed V41
GROUPER. Based on our review, the explanatory power (R2) goes down by 0.04 percent with
the V41.A alternate GROUPER, explaining less variation when compared to the V41 notice of
proposed rulemaking (NPRM) GROUPER, however this result is as we would expect since the
MS-DRGs subject to the NonCC subgroup criteria considered for potential adjustment are low

volume to begin with.

GROUPER Version Number of Cases in Relative Weights Calculation R2
V41 NPRM 6,916,080 | 33.1463
V41.A 6,916,081 | 33.1316

In response to the concerns expressed that application of the NonCC subgroup criteria to
existing MS—DRGs with a three-way severity level split appears to result in fewer MS-DRGs
split by the presence of a CC, we note that the criteria for the two-way split of “with CC/MCC”
and “without CC/MCC” requires that there be at least 500 cases in the NonCC group, and as
discussed in the proposed rule, in applying the criteria for proposed new MS-DRGs, that volume
requirement was not met. Alternatively, the criteria for the two-way split of “with MCC” and
“without MCC” was met for specific proposals, and therefore, proposed.

We recognize and acknowledge the concerns raised by the commenters regarding the
impact the application of the NonCC subgroup criteria to existing MS-DRGs with a three-way

split appears to have on the presence of a CC for MS-DRG assignment. We will continue to



examine this issue with respect to the criteria and how it also relates to the comprehensive
CC/MCC analysis. We refer the reader to section II1.C.12.b. of the preamble of this final rule for
additional discussion related to the comprehensive CC/MCC analysis.

Comment: Some commenters requested additional insight and rationale as to why CMS
applied the NonCC subgroup criteria to the proposed MS-DRG changes for FY 2024 if the intent
is to delay application of the NonCC subgroup criteria until future rulemaking.

Response: As discussed in prior rulemaking, in general, once the decision has been made
to propose to make further modifications to the MS-DRGs, such as creating a new base MS-
DRG, all five criteria must be met for the base MS-DRG to be split (or subdivided) by a CC
subgroup. We note that we have applied the criteria to create subgroups, including application of
the NonCC subgroup criteria, in our annual analysis of the MS-DRG classification requests
effective FY 2021 (85 FR 58446 through 58448). For example, we applied the criteria to create
subgroups, including application of the NonCC subgroup criteria, for a proposed new base MS-
DRG as discussed in our finalization of new base MS-DRG 018 (Chimeric Antigen Receptor
(CAR) T-cell Immunotherapy), new base MS-DRG 019 (Simultaneous Pancreas and Kidney
Transplant with Hemodialysis), new base MS-DRG 140 (Major Head and Neck Procedures),
new base MS-DRG 143 (Other Ear, Nose, Mouth and Throat O.R. Procedures), new base MS-
DRG 521 (Hip Replacement with Principal Diagnosis of Hip Fracture) and new base MS-DRG
650 (Kidney Transplant with Hemodialysis) for FY 2021. 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 CC
or 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.

Similarly, we applied the criteria to create subgroups including application of the NonCC
subgroup criteria for MS-DRG classification requests for FY 2022 that we received by
November 1, 2020 (86 FR 44796 through 44798), for MS-DRG classification requests for FY

2023 that we received by November 1, 2021 (87 FR 48801 through 48804), and for MS-DRG



classification requests for FY 2024 that we received by October 20, 2022 (88 FR 26673 through
26676), as well as any additional analyses that were conducted in connection with those requests.

In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44798) and FY 2023 IPPS/LTCH PPS
final rule (87 FR 48803), we finalized a delay in applying this technical criterion to existing MS-
DRGs in light of the PHE. We take this opportunity to clarify that the delay referenced was in
applying this technical criterion to existing MS-DRGs with a three-way severity level split.
Therefore, while we have made analyses for potential MS-DRG changes with application of the
NonCC subgroup criteria publicly available, we have not yet proposed application of the NonCC
subgroup criteria to existing MS-DRGs with a three-way severity level split. We note that we
will continue to apply the criteria to create subgroups, including application of the NonCC
subgroup criteria, in our annual analysis of MS-DRG classification requests, consistent with our
approach since FY 2021 when we finalized the expansion of the criteria to include the NonCC
subgroup for a three-way severity level split.

Comment: A few commenters expressed concerns about the fluctuations in potential MS-
DRG restructuring with application of the NonCC subgroup criteria from FY 2021 through FY
2024 based on different sets of claims data.

Response: We note that we addressed similar comments in detail in the FY 2023
IPPS/LTCH PPS final rule (87 FR 48803 through 48804) and refer the reader to that discussion.

After consideration of the public comments we received, and for the reasons discussed,
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 2025 or later, and are finalizing for FY
2024 our proposal to maintain the current structure of the 45 MS—DRGs that currently have a
three-way severity level split.

We are making the FY 2024 ICD-10 MS-DRG GROUPER and Medicare Code Editor
(MCE) Software Version 41, the ICD-10 MS-DRG Definitions Manual files Version 41 and the

Definitions of Medicare Code Edits Manual Version 41 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. Major Diagnostic Category (MDC) 01: (Diseases and Disorders of the Nervous System):
Epilepsy with Neurostimulator

The Responsive Neurostimulator (RNS®) System is a cranially implanted neurostimulator
and is a treatment option for persons diagnosed with medically intractable epilepsy, a brain
disorder characterized by persistent seizure activity which despite maximal medical treatment,
remains sufficiently debilitating. In the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26676
through 26681), we stated that cases involving the use of the RNS® System are identified by the
reporting of an ICD-10-PCS code combination capturing a neurostimulator generator inserted
into the skull with the insertion of a neurostimulator lead into the brain and the cases are
assigned to MS-DRG 023 (Craniotomy with Major Device Implant or Acute Complex CNS
Principal Diagnosis with MCC or Chemotherapy Implant or Epilepsy with Neurostimulator)
when reported with a principal diagnosis of epilepsy. We referred the reader to the ICD-10 MS-
DRG Definitions Manual Version 40.1, which is available on the CMS website at:

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

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

DRG 023.

As discussed in the FY 2018 IPPS/LTCH PPS final rule (82 FR 38015 through 38019),
we finalized our proposal to reassign all cases with a principal diagnosis of epilepsy and one of
the following ICD-10-PCS code combinations capturing cases with a neurostimulator generator
inserted into the skull with the insertion of a neurostimulator lead into the brain (including cases
involving the use of the RNS® neurostimulator) to MS-DRG 023 even if there is no MCC
reported:

e ONHOONZ (Insertion of neurostimulator generator into skull, open approach), in

combination with 00HOOMZ (Insertion of neurostimulator lead into brain, open approach);



e ONHOONZ (Insertion of neurostimulator generator into skull, open approach), in
combination with 00HO3MZ (Insertion of neurostimulator lead into brain, percutaneous
approach); and

e ONHOONZ (Insertion of neurostimulator generator into skull, open approach), in
combination with 00H04MZ (Insertion of neurostimulator lead into brain, percutaneous
endoscopic approach).

We also finalized our proposed change to the title of MS-DRG 023 from “Craniotomy
with Major Device Implant or Acute Complex Central Nervous System (CNS) Principal
Diagnosis (PDX) with MCC or Chemo Implant” to “Craniotomy with Major Device Implant or
Acute Complex Central Nervous System (CNS) Principal Diagnosis (PDX) with MCC or
Chemotherapy Implant or Epilepsy with Neurostimulator” to reflect the modifications to the MS-
DRG structure.

In the FY 2021 IPPS/LTCH PPS final rule (85 FR 58459 through 58462), we discussed a
request to reassign cases describing the insertion of a neurostimulator generator into the skull in
combination with the insertion of a neurostimulator lead into the brain from MS-DRG 023 to
MS-DRG 021 (Intracranial Vascular Procedures with Principal Diagnosis Hemorrhage with CC)
or to reassign these cases to another MS-DRG for more appropriate payment. We stated that
while the results of our claims analysis indicated that the average costs of cases reporting a
neurostimulator generator inserted into the skull with the insertion of a neurostimulator lead into
the brain (including cases involving the use of the RNS® neurostimulator), and a principal
diagnosis of epilepsy are higher compared to the average costs for all cases in their assigned MS-
DRG, we could not ascertain from the claims data the resource use specifically attributable to the
procedure during a hospital stay. We stated that we believed that further analysis of cases
reporting a neurostimulator generator inserted into the skull with the insertion of a
neurostimulator lead into the brain (including cases involving the use of the RNS®

neurostimulator), and a principal diagnosis of epilepsy was needed prior to proposing any further



reassignment of these cases to ensure clinical coherence between these cases and the other cases
with which they may potentially be grouped and therefore did not propose to reassign cases
describing a neurostimulator generator inserted into the skull with the insertion of a
neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator) from MS-DRG 023 to MS-DRG 021. We also did not propose to reassign
Responsive Neurostimulator (RNS®) System cases to another MS-DRG. We stated we expected
that, in future years, we would have additional data that could be used to evaluate the potential
reassignment of cases reporting a neurostimulator generator inserted into the skull with the
insertion of a neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator), and a principal diagnosis of epilepsy.

In the FY 2024 IPPS/LTCH PPS proposed rule, we stated we received a similar request
to reassign cases describing the insertion of a neurostimulator generator into the skull in
combination with the insertion of a neurostimulator lead into the brain from MS-DRG 023 to
MS-DRG 021 or reassign all cases currently assigned to MS-DRG 023 that involve a
craniectomy or a craniotomy with the insertion of device implant and create a new MS-DRG for
these cases. The requestor acknowledged both the refinements made to MS-DRG 023 effective
for FY 2018 and the discussion in FY 2021 rulemaking, but stated that cases describing the
insertion of a neurostimulator generator into the skull in combination with the insertion of a
neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator) are negatively impacted from a payment perspective in their current MS-DRG
assignment due to the large number of cases, with a wide range of principal diagnoses,
procedures, and procedure approaches, also assigned to MS-DRG 023 and MS-DRG 024
(Craniotomy with Major Device Implant or Acute Complex CNS Principal Diagnosis without
MCC) and therefore continue to be underpaid. We stated in the FY 2024 IPPS/LTCH PPS
proposed rule that the requestor performed its own analysis of Medicare claims data and stated

that it found that the average costs of cases describing the insertion of the RNS® neurostimulator



were significantly higher than the average costs of all cases in their current assignment to MS-
DRG 023, and as a result, cases describing the insertion of the RNS® neurostimulator are not
being adequately reimbursed.

The requestor suggested the following two options for MS-DRG assignment updates: (1)
reassign cases describing the insertion of a neurostimulator generator into the skull in
combination with the insertion of a neurostimulator lead into the brain (including cases involving
the use of the RNS® neurostimulator) from MS-DRG 023 to MS-DRG 021 with a change in title
to “Intracranial Vascular Procedures with PDX Hemorrhage with CC or Craniectomy with
Neurostimulator;” or (2) extract all cases from MS-DRG 023 involving a
craniectomy/craniotomy with device implant and create a new MS-DRG for these cases.

The requestor acknowledged that the relatively low volume of cases that only involve the
insertion of a neurostimulator generator into the skull in combination with the insertion of a
neurostimulator lead into the brain in the claims data is likely not sufficient to warrant the
creation of a new MS-DRG. The requestor further stated given the limited options within the
existing MS-DRG structure that fit from both a cost and clinical cohesiveness perspective, they
believe that MS-DRG 021 is the most logical fit in terms of average costs and clinical coherence
for reassignment of RNS® System cases even though, according to the requestor, the insertion of
a neurostimulator generator into the skull in combination with the insertion of a neurostimulator
lead into the brain is technically more complex and involves a higher level of training, extreme
precision and sophisticated technology than performing a craniectomy for hemorrhage.

As another option, the requestor identified procedures involving a craniectomy or
craniotomy by searching for ICD-10-PCS codes that describe the root operations “Destruction”,
“Division”, “Drainage”, “Excision”, Extirpation”, or “Insertion” performed related to the brain
or specific brain anatomy (for example, cerebral ventricle, cerebellum) with an “Open
Approach” in the claims data. The requestor also said they identified claims involving a device

implant by searching for ICD-10-PCS codes that describe the root operation “Insertion” and



stated that they found that the claims they identified had average costs comparable to the average
costs of RNS® cases and therefore creating a new MS-DRG for all cases involving a
craniectomy/craniotomy with device implant was a reasonable alternative option.

We stated in the proposed rule that to begin our analysis, we identified the ICD-10-CM
diagnosis codes that describe a diagnosis of epilepsy. We referred the reader to Table 6P.2a

associated with the proposed rule (and available at: https://www.cms.gov/medicare/medicare-

fee-for-service-payment/acuteinpatientpps) for the list of the ICD-10-CM codes that we

identified.

We stated in the proposed rule that we then examined the claims data from the September
2022 update of the FY 2022 MedPAR file for all cases in MS-DRG 023 and compared the
results to cases reporting a neurostimulator generator inserted into the skull with the insertion of
a neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator) that had a principal diagnosis of epilepsy in MS-DRG 023. The following table

shows our findings:

Number of Average Average
MS-DRG 023 Cases Length of Stay Costs
All cases 11,602 10.4 | $47,321
Cases with principal diagnosis of epilepsy with 57 3.1 $58,676
neurostimulator generator inserted into the skull
and insertion of a neurostimulator lead into brain

As shown in the table, for MS-DRG 023, we identified a total of 11,602 cases, with an
average length of stay of 10.4 days and average costs of $47,321. Of those 11,602 cases in
MS-DRG 023, there were 57 cases describing a neurostimulator generator inserted into the skull
with the insertion of a neurostimulator lead into the brain (including cases involving the use of
the RNS® neurostimulator) that had a principal diagnosis of epilepsy. We noted that the 57 cases
describing a neurostimulator generator inserted into the skull with the insertion of a
neurostimulator lead into the brain (including cases involving the use of the RNS®

neurostimulator) and a principal diagnosis of epilepsy had an average length of stay of 3.1 days



and average costs of $58,676, as compared to the average length of stay of 10.4 days and average
costs of $47,321 for all cases in MS-DRG 023. We stated that while these neurostimulator cases
had average costs that were $11,355 higher than the average costs of all cases in MS-DRG 023,
there were only a total of 57 cases. We stated we reviewed these data, and agreed with the
requestor that the number of cases continued to be too small to warrant the creation of a new
MS-DRG for these cases, for the reasons discussed in the FY 2018 IPPS/LTCH PPS final rule
(82 FR 38015 through 38019) and the FY 2021 IPPS/LTCH PPS final rule (85 FR 58459
through 58462).

As stated in the proposed rule, we examined the reassignment of cases describing a
neurostimulator generator inserted into the skull with the insertion of a neurostimulator lead into
the brain (including cases involving the use of the RNS® neurostimulator) to MS-DRGs 020,
021, and 022 (Intracranial Vascular Procedures with PDX Hemorrhage with MCC, with CC, and
without CC/MCC, respectively). While the request was to reassign these cases to MS-DRG 021,
we noted that MS-DRG 021 is specifically differentiated according to the presence of a
secondary diagnosis with a severity level designation of a complication or comorbidity (CC).
Cases with a neurostimulator generator inserted into the skull with the insertion of a
neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator) do not always involve the presence of a secondary diagnosis with a severity
level designation of a complication or comorbidity (CC), and therefore we reviewed data for all

three MS-DRGs. The following table shows our findings:

Number of Average Average
MS-DRG Cases Length of Stay Costs
020 2,016 13.9 $72,776
021 548 9.1 $53,973
022 270 3.9 $31,248

As shown in the table, for MS-DRG 020, there were a total of 2,016 cases with an

average length of stay of 13.9 days and average costs of $72,776. For MS-DRG 021, there were



a total of 548 cases with an average length of stay of 9.1 days and average costs of $53,973. For
MS-DRG 022, there were a total of 270 cases with an average length of stay of 3.9 days and
average costs of $31,248.

Because all cases describing a neurostimulator generator inserted into the skull with the
insertion of a neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator) with a principal diagnosis of epilepsy are assigned MS-DRG 023 even if there
is no MCC reported and there is a three-way split within MS-DRGs 020, 021, and 022, in the
proposed rule we stated we also analyzed the cases reporting a neurostimulator generator
inserted into the skull with the insertion of a neurostimulator lead into the brain (including cases
involving the use of the RNS® neurostimulator) with a principal diagnosis of epilepsy for the
presence or absence of a secondary diagnosis designated as a complication or comorbidity (CC)

or a major complication or comorbidity (MCC). The following table shows our findings:

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

023 | Cases with principal diagnosis of epilepsy with
neurostimulator generator inserted into the skull
and insertion of a neurostimulator lead into brain
with MCC 8 8.4 | $68,486

Cases with principal diagnosis of epilepsy with
neurostimulator generator inserted into the skull
and insertion of a neurostimulator lead into brain
with CC 14 24| $60,799

Cases with principal diagnosis of epilepsy with
neurostimulator generator inserted into the skull
and insertion of a neurostimulator lead into brain
without CC/MCC 35 2.1 ] $55,585

As noted in the proposed rule, this data analysis shows that, similar to our findings as
summarized in the FY 2018 and FY 2021 IPPS/LTCH PPS final rules, on average, the cases in
MS-DRG 023 describing a neurostimulator generator inserted into the skull with the insertion of
a neurostimulator lead into the brain (including cases involving the use of the RNS®

neurostimulator) and a principal diagnosis of epilepsy have average costs that are relatively more



similar to the average costs of cases in MS-DRG 021 ($58,676 compared to $53,973), while the
average length of stay is shorter (3.1 days compared to 9.1 days). However, when distributed
based on the presence or absence of a secondary diagnosis designated as a CC or an MCC, the 57
cases in MS-DRG 023 reporting a principal diagnosis of epilepsy with a neurostimulator
generator inserted into the skull and insertion of a neurostimulator lead into brain have higher
average costs and shorter lengths of stay than the cases in the FY 2022 MedPAR file for MS-
DRGs 021 and 022 while having lower average costs and shorter lengths of stay than the cases in
MS-DRG 020. We stated we reviewed the clinical issues and the claims data and continued to
not support reassigning the cases describing a neurostimulator generator inserted into the skull
with the insertion of a neurostimulator lead into the brain (including cases involving the use of
the RNS® neurostimulator) and a principal diagnosis of epilepsy from MS-DRG 023 to MS-
DRGs 020, 021, or 022. We noted in the proposed rule that as also discussed in the FY 2018
and FY 2021 IPPS/LTCH PPS final rules, the cases in MS-DRGs 020, 021, and 022 have a
principal diagnosis of a hemorrhage. The RNS® neurostimulator generators are not used to treat
patients with diagnosis of a hemorrhage. We stated we continued to believe that it is
inappropriate to reassign cases representing a principal diagnosis of epilepsy to a MS-DRG that
contains cases that represent the treatment of intracranial hemorrhage, as discussed in the
FY 2018 IPPS/LTCH PPS final rule (82 FR 38015 through 38019) and the FY 2021 IPPS/LTCH
PPS final rule (85 FR 58459 through 58462). We noted that the differences in average length of
stay and average costs based on the more recent data continued to support this recommendation.
We noted, as discussed in section II.C.1.b of the proposed rule, using the December 2022
update of the FY 2022 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 2024. As stated in the proposed rule, findings from our analysis indicated that
MS-DRGs 020, 021, and 022 as well as approximately 44 other base MS-DRGs would

potentially be subject to change based on the three-way severity level split criterion finalized in



FY 2021. We referred the reader to Table 6P.10b associated with the proposed rule (which is

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

Payment/AcutelnpatientPPS) for the list of the 135 MS-DRGs that would be subject to deletion

and the list of the 86 new MS-DRGs that would potentially be created if the NonCC subgroup
criteria were applied.

We stated that we then explored alternative options, as was requested. As stated in the
proposed rule, we did not agree that searching for ICD-10-PCS codes that describe the root
operations “Destruction”, “Division”, “Drainage”, “Excision”, Extirpation”, or “Insertion”
performed related to the brain or specific brain anatomy as suggested by the requestor was a
reasonable approach to find cases comparable to cases involving the use of the RNS® System as
these root operations all describe procedures performed for distinct and differing objectives.
Instead, to review for similar utilization of resources, we stated we further analyzed the data to
identify those cases currently reporting a procedure code combination representing
neurostimulator generator and lead code combinations that are captured under the list referred to
as “Major Device Implant” in the GROUPER logic for MS-DRGs 023 and 024 since the ICD-
10-PCS code combinations that capture the use of the RNS® neurostimulator generator and leads
that would determine an assignment of a case to MS-DRGs 023 are also found on the “Major
Device Implant” list. The neurostimulator generators on this list are inserted into the skull, as
well as into the subcutaneous areas of the chest, back, or abdomen. The leads are all inserted into

the brain. The following table shows our findings:

Average
Number of Length of
MS-DRG Cases Stay Average Costs
All cases 11,602 10.4 $47,321
Cases with neurostimulators (Major Device 90 7.3 $59,733
Implant list cases)
Cases with neurostimulators (Major Device 33 14.6 $61,559

023 Implant list cases) excluding cases with

principal diagnosis of epilepsy with
neurostimulator generator inserted into the
skull and insertion of a neurostimulator lead
into brain




Cases with principal diagnosis of epilepsy with 57 3.1 $58,676
neurostimulator generator inserted into the
skull and insertion of a neurostimulator lead

into brain
All cases 4,378 5.2 $32,613
Cases with neurostimulators (Major Device 395 1.6 $36,147

Implant list cases)

Cases with neurostimulators (Major Device 395 1.6 $36,147
Implant list cases) excluding cases with
principal diagnosis of epilepsy with
neurostimulator generator inserted into the
skull and insertion of a neurostimulator lead
into brain

Cases with principal diagnosis of epilepsy with 0 0 SO
neurostimulator generator inserted into the
skull and insertion of a neurostimulator lead
into brain

We noted that the 90 Major Device Implant list cases involving a neurostimulator

024

generator (including cases involving the use of the RNS® neurostimulator and a principal
diagnosis of epilepsy) have an average length of stay of 7.3 days and average costs of $59,733 as
compared to all 11,602 cases in MS-DRG 023, which have an average length of stay of 10.4 days
and average costs of $47,321. In MS-DRG 024, we noted that the 395 Major Device Implant list
cases involving a neurostimulator generator have an average length of stay of 1.6 days and
average costs of $36,147 as compared to all 4,378 cases in MS-DRG 024, which have an average
length of stay of 5.2 days and average costs of $32,613. In the proposed rule, we stated that while
these neurostimulator cases have average costs that are higher than the average costs of all cases
in their respective MS-DRGs, it was difficult to detect patterns of complexity and resource
intensity. Moreover, we stated we were unable to identify another MS-DRG in MDC 01 that
would be a more appropriate MS-DRG assignment for these cases based on the indication for
and complexity of the procedure.

We noted that while our data findings demonstrated the average costs are higher for the
57 cases with a principal diagnosis of epilepsy with neurostimulator generator inserted into the
skull and insertion of a neurostimulator lead into brain when compared to all cases in MS-DRG
023, these cases represent a small percentage of the total number of cases reported in this MS-

DRG. We stated that while we appreciated the requestor’s concerns regarding the differential in



average costs for cases describing the insertion of a neurostimulator generator into the skull in
combination with the insertion of a neurostimulator lead into the brain when compared to all
cases in their assigned MS-DRG, we believe additional time is needed to evaluate these cases as
part of our ongoing examination of the case logic for MS-DRGs 023 through 027. As discussed
in the FY 2023 IPPS/LTCH PPS final rule (87 FR 48808 through 48820), 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. In the proposed rule, we stated that 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.

As part of this evaluation, as discussed in the proposed rule, we have begun to analyze
the ICD-10 coded claims data from the September 2022 update of the FY 2022 MedPAR file
to determine if the patients’ diagnoses, the objective of the procedure performed, the specific
anatomical site where the procedure is performed or the surgical approach used (for example,
open, percutaneous, percutaneous endoscopic, among others) demonstrates a greater severity of
illness and/or increased treatment difficulty as we consider restructuring MS-DRGs 023 through
027, including how to better align the clinical indications with the performance of specific
intracranial procedures. We refer the reader to Tables 6P.2b through 6P.2f associated with the

proposed rule (which is available on the CMS website at:



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

analysis findings of cases assigned to MS-DRGs 023 through 027 as we continue to look for
patterns of complexity and resource intensity.

In summary, in the proposed rule, we stated we believe that further analysis of cases
reporting a neurostimulator generator inserted into the skull with the insertion of a
neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator) and a principal diagnosis of epilepsy is needed in connection with our analysis
of the claims data for MS-DRGs 023 through 027 prior to proposing any further reassignment of
these cases, to ensure clinical coherence between these cases and the other cases with which they
may potentially be grouped. Therefore, we did not propose to reassign cases describing a
neurostimulator generator inserted into the skull with the insertion of a neurostimulator lead into
the brain (including cases involving the use of the RNS® neurostimulator) from MS-DRG 023 to
MS-DRG 021. We also did not propose to create a new MS-DRG for cases involving a
craniectomy/craniotomy with device implant at this time.

Comment: Some commenters expressed support for CMS’ proposal to maintain the
assignment of cases reporting procedure codes that describe a neurostimulator generator inserted
into the skull with the insertion of a neurostimulator lead into the brain (including cases
involving the use of the RNS® neurostimulator) in MS-DRG 023 and to not propose to create a
new MS-DRG for cases involving a craniectomy/craniotomy with device implant. A commenter
stated they agreed that it was inappropriate to reassign cases that involve craniectomy or
craniotomy with the insertion of neurostimulator into the skull in combination with the insertion
of a neurostimulator lead into the brain from MS-DRG 023 (Craniotomy with Major Device
Implant or Acute Complex CNS Principal Diagnosis with MCC or Chemotherapy Implant or
Epilepsy with Neurostimulator) to MS-DRG 021 (Intracranial Vascular Procedures with
Principal Diagnosis Hemorrhage with CC). This commenter also stated that due to the low

volume of total cases, they agreed that creation of a new MS-DRG was not warranted.



Response: We appreciate the commenters’ support.

Comment: Another commenter opposed CMS’ proposal. The commenter stated CMS’
data analysis demonstrated that the average costs of RNS® System cases continue to be
substantially higher than the average costs of all cases in their assigned MS-DRG 023. This
commenter further stated that they believed the data analysis supports extracting cases reporting
procedure codes that describe a neurostimulator generator inserted into the skull with the
insertion of a neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator) (e.g. Major Device Implant list cases) from MS-DRGs 023 and 024 and
creating two new MS-DRGs with logic maintained for cases with a principal diagnosis of
epilepsy with neurostimulator generator inserted into the skull and insertion of a neurostimulator
lead into brain. The commenter stated this refinement would result in a much better alignment of
the average costs of these cases compared to their current MS-DRG assignment.

Response: We thank the commenter for their feedback. We continue to be receptive to
concerns about payment for cases reporting procedure codes that describe a neurostimulator
generator inserted into the skull with the insertion of a neurostimulator lead into the brain
(including cases involving the use of the RNS® neurostimulator). While we agree these
neurostimulator cases can have average costs that are higher than the average costs of all cases in
their respective MS-DRGs, in our analysis of this issue, it was difficult to detect patterns of
complexity and resource intensity. As discussed in the proposed rule and earlier in this section,
to review for similar utilization of resources, we analyzed the data to identify those cases
currently reporting a procedure code combination representing neurostimulator generator and
lead code combinations that are captured under the list referred to as “Major Device Implant” in
the GROUPER logic for MS-DRGs 023 and 024 since the ICD-10-PCS code combinations that
capture the use of the RNS® neurostimulator generator and leads that would determine an
assignment of a case to MS-DRGs 023 are also found on the “Major Device Implant” list. In our

analysis in MS-DRG 023, we found 90 cases reporting a procedure code combination



representing neurostimulator generator and lead code combination captured under the list
referred to as “Major Device Implant” with the average length of stay ranging from 1 day to 249
days and average costs ranging from $22,717 to $250,272 for these cases. In MS-DRG 024, we
found 395 cases reporting a procedure code combination representing neurostimulator generator
and lead code combination captured under the list referred to as “Major Device Implant” with the
average length of stay ranging from 1 day to 12 days and average costs ranging from $16,359 to
$70,949 for these cases. We continue to believe that additional time is needed to evaluate these
cases as part of our ongoing examination of the case logic for MS-DRGs 023 through 027. As
part of our ongoing, comprehensive analysis of the MS-DRGs under ICD-10, we will continue to
explore mechanisms to ensure clinical coherence between these cases and the other cases with
which they may potentially be grouped.

Therefore, after consideration of the public comments we received, and for the reasons
stated earlier, we are finalizing our proposal to maintain the current assignment of cases
describing a neurostimulator generator inserted into the skull with the insertion of a
neurostimulator lead into the brain (including cases involving the use of the RNS®
neurostimulator), without modification, for FY 2024.

As noted in the proposed rule, as we continue this analysis of the claims data with respect
to MS-DRGs 023 through 027, we continue to seek public comments and feedback on other
factors that should be considered in the potential restructuring of these MS-DRGs. As previously
described, 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 40.1, which is available 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, 2023
and directed to the new electronic intake system, Medicare Electronic Application Request
Information System™ (MEARIS™), discussed in section II.C.1.b. of the preamble of the

proposed rule and this final rule at: https://mearis.cms.gov/public/home.

Comment: In response to CMS’ request for public comment and feedback on the
potential restructuring of the craniotomy MS-DRGs for future consideration, a commenter stated
they do not believe there is a need for CMS to re-evaluate the assignment of neurosurgical
procedures within the craniotomy MS-DRGs 023 through 027. This commenter stated that the
procedures in these MS-DRGs have been well established from a clinical homogeneity
perspective, as well as a resource utilization perspective, and the procedures costs have been
stable. Another commenter stated they appreciate CMS’ willingness to review the
craniotomy/craniectomy MS-DRGs to ensure proper alignment of procedures, indications,
technical complexity, and resource utilization. This commenter further noted there are a wide
array of diagnoses and procedures that fall within this range of MS-DRG and stated they believe
there are a variety of ways these MS-DRGs can be classified.

A commenter mentioned that CMS referred the reader to Tables 6P.2b through 6P.2f
associated with the proposed rule (which is available on the CMS website at:

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

data analysis findings of cases assigned to MS-DRGs 023 through 027 and expressed concern
that there was no discussion of these findings or their significance in the proposed rule. This
commenter suggested that CMS comment on the following:

e How is CMS defining technical complexity and what factors are being considered in
the analysis?

e Are there other data not included in Tables 6P.2b through 6P.2f that CMS is
analyzing?

o What is the timing for completion of the full analysis of MS-DRGs 023-027?



Response: We thank the commenters for their feedback and will take these
recommendations into consideration as we further examine the logic for case assignment. The
data analysis as displayed in Tables 6P.2b through 6P.2f associated with the proposed rule was
displayed to provide the public an opportunity to review our examination of the procedures by
their approach (open versus percutaneous), clinical indications, and procedures that involve the
insertion or implantation of a device and to reflect on what factors should be considered in the
potential restructuring of these MS-DRGs. We welcome further feedback on how CMS should
define technical complexity, what factors should be considered in the analysis, and whether there
are other data not included in Tables 6P.2b through 6P.2f that CMS should analyze.

As discussed in the proposed rule, and earlier in this section, as we continue the analysis
of the claims data with respect to MS-DRGs 023 through 027, we are interested in receiving
feedback on 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 these MS-DRGs. Feedback and other suggestions may be submitted by
October 20, 2023 and directed to the new electronic intake system, Medicare Electronic

Application Request Information System™ (MEARIS™) at https://mearis.cms.gov/public/home.

We note that we would address any proposed modifications to the existing logic in future
rulemaking.
3. MDC 02 (Diseases and Disorders of the Eye): Retinal Artery Occlusion

In the FY 2023 IPPS/LTCH PPS final rule (87 FR 48830 through 48835), 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).

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 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.

In response to this final policy, as discussed in the FY 2024 IPPS/LTCH PPS proposed
rule (88 FR 26681 through 26684), we received a request to again review the MS-DRG
assignment of cases involving CRAO. According to the requestor, CRAO is a form of acute
ischemic stroke which occurs when a vessel supplying blood to the brain is obstructed and there
is growing recognition of this diagnosis as a vascular neurological problem. The requestor 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. We stated in the proposed rule that the requestor stated they performed an internal
analysis of their claims data and found that the average costs of cases reporting a procedure code
describing the administration of a thrombolytic agent with a principal diagnosis of CRAO were
2.5 times higher than the average costs of cases with a principal diagnosis of CRAO that did
not report the administration of a thrombolytic agent. The requestor further stated the
increased utilization of resources of these cases was isolated to be almost entirely due to the
cost of the tPA itself based on this review of their internal cost level data. Consequently, the

requestor stated the continued assignment of these conditions to MS-DRG 123 does not properly



recognize disease complexity and understates the resource utilization associated with
administering critical (potentially vision-saving) treatments for these cases.

The requestor suggested that the following three MS-DRGs be created to reflect current
standard of care for these patients:

e Suggested New MS-DRG XXX — Neurological Eye Disorders with Thrombolytic
Agent with MCC.

e Suggested New MS-DRG XXX — Neurological Eye Disorders with Thrombolytic
Agent with CC.

e Suggested New MS-DRG XXX — Neurological Eye Disorders with Thrombolytic
Agent without CC/MCC.

We stated in the proposed rule that in reviewing this issue, it was unclear why the
requestor did not include branch retinal artery occlusion (BRAO) in their request for FY 2024
rulemaking. As discussed in the FY 2023 IPPS/LTCH PPS final rule, BRAO is a closely allied

condition. Therefore, we identified the ICD-10-CM codes found in the following table that

describe CRAO and BRAO.

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

We stated in the proposed rule that 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

In this final rule, we would like to correct the statement in the proposed rule and add that

thrombolytic therapy is also identified with the following two ICD-10-PCS procedure codes.

3E08017
3E08317

Introduction of other thrombolytic into heart, open approach
Introduction of other thrombolytic into heart, percutaneous approach

We stated in the proposed rule that our analysis of this grouping issue again confirmed
that, when a procedure code describing the administration of a thrombolytic agent is reported
with principal diagnosis code describing CRAO or BRAO, these cases group to medical MS-
DRG 123. We refer the reader to the ICD-10 MS-DRG Definitions Manual Version 40.1, which

is available 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-DRG 123.

To begin our analysis, as discussed in the proposed rule, we examined claims data from
the September 2022 update of the FY 2022 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 and (2) 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:

123

Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs
All cases 2,771 2.5 $6,720
Cases reporting a principal diagnosis of 839 2.2 $5,842

CRAO or BRAO without a procedure code
describing the administration of a
thrombolytic agent




Cases reporting a principal diagnosis of 38 3.3 | $13,302
CRAO or BRAO with a procedure code
describing the administration of a
thrombolytic agent

All other cases 1,894 2.6 $6,977

As shown in the table, we identified a total of 2,771 cases within MS-DRG 123 with an
average length of stay of 2.5 days and average costs of $6,720. Of these 2,771 cases, there are
839 cases that reported a principal diagnosis code describing CRAO or BRAO without a
procedure code describing the administration of a thrombolytic agent with an average length
of stay of 2.2 days and average costs of $5,842. There are 38 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 3.3 days and average costs of $13,302.

We stated in the proposed rule that the data analysis showed that the 839 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 have lower average costs as compared
to all cases in MS-DRG 123 ($5,842 compared to $6,720), and a shorter average length of stay
(2.2 days compared to 2.5 days). For the 38 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, however, the average length of stay is longer (3.3 days compared to 2.5
days) and the average costs are higher ($13,302 compared to $6,720) than the average length of
stay and average costs compared to all cases in that MS-DRG.

We stated in the proposed rule that we reviewed these data and did not believe that the
small subset of cases reporting a principal diagnosis code describing CRAO or BRAO with a
procedure code describing the administration of a thrombolytic agent warranted the creation of
new MS-DRGs at this time. As stated 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. We generally seek to identify sufficiently large sets of claims data

with a resource/cost similarity and clinical similarity in developing diagnostic-related groups



rather than smaller subsets. Moreover, in response to the specific request to create new MS-
DRGs subdivided into severity levels for the cases reporting a principal diagnosis code
describing CRAO with a procedure code describing the administration of a thrombolytic agent,
we only identified a total of 38 cases, so the criterion that there are at least 500 or more cases in
each subgroup cannot be met. Therefore, for FY 2024, we did not propose to create new
MS-DRGs subdivided into severity levels for cases reporting a principal diagnosis code
describing CRAO with a procedure code describing the administration of a thrombolytic agent.
We noted in the proposed rule that we recognized however, that the average costs of the
small number of cases reporting a principal diagnosis code describing CRAO or BRAO with a
procedure code describing the administration of a thrombolytic agent are greater when
compared to the average costs of all cases in MS-DRG 123. To explore other mechanisms to
address this request, we then reexamined the MS-DRGs within MDC 02 to consider the
possibility of reassigning the cases with a principal diagnosis of CRAO or BRAO that receive
the administration of a thrombolytic agent to other MS-DRGs within MDC 02. As discussed
in the proposed rule, after further consideration, in reviewing the claims data from the September
2022 update of the FY 2022 MedPAR file and examining the clinical considerations, we stated
that we believe that the cases reporting a principal diagnosis code describing CRAO or BRAO
could more suitably group to MS-DRGs 124 and 125 (Other Disorders of the Eye with MCC,
and without MCC, respectively), which contain diagnoses other than neurological conditions that
affect the eye, noting the vascular involvement inherent to a diagnosis of CRAO or BRAO. We
refer the reader to the ICD-10 MS-DRG Definitions Manual Version 40.1, which is available on

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

Payment/AcutelnpatientPPS/MS-DR G-Classifications-and-Software for complete

documentation of the GROUPER logic for MS-DRGs 124 and 125.



To determine how the resources for this subset of cases compared to cases in MS-DRGs
124 and 125 as a whole, we stated we examined the average costs and length of stay for cases in

MS-DRGs 124 and 125. Our findings are shown in this table.

Average
Number of | Length of | Average
MS-DRG Cases Stay Costs
MS-DRG 124--All cases 889 541 $11,922
MS-DRG 125--All cases 2,424 33| $7.425

For this subset of cases, the average costs of the 38 cases reporting a principal
diagnosis code describing CRAO or BRAO with a procedure code describing the administration
of a thrombolytic agent are slightly higher ($13,302 compared to $11,922) and the average
length of stay is shorter (3.3 days compared to 5.4 days) than for all cases in MS-DRGs 124.
The 839 cases reporting a principal diagnosis code describing CRAO or BRAO without a
procedure code describing the administration of a thrombolytic agent have lower average
costs ($5,842 compared to $7,425) and a shorter average length of stay (2.2 compared to 3.3
days) than for cases in MS-DRG 125.

We stated in the proposed rule that our analysis demonstrated that while the volume of
cases is small, the average costs for the cases reporting a principal diagnosis code describing
CRAO or BRAO with a procedure code describing the administration of a thrombolytic agent
currently grouping to MS-DRG 123 are more aligned with the average costs of the cases
currently grouping to MS-DRG 124. We stated we reviewed these data and supported the
addition of the ten diagnosis codes listed previously to the GROUPER logic list for MS-DRGs
124 and 125. While the cases reporting a principal diagnosis code describing CRAO or BRAO
without a procedure code describing the administration of a thrombolytic agent have lower
costs and a shorter average length of stay than for cases in MS-DRG 125, we stated we
believed reassigning these diagnosis codes to MS-DRGs 124 and 125 would better account

for the subset of patients who are treated with a thrombolytic agent, and would more



appropriately reflect the resources involved in evaluating and treating these patients. We
also stated we supported the assignment of the cases reporting procedure codes describing the
administration of a thrombolytic agent to the higher (MCC) severity level MS-DRG 124 as an
enhancement to better reflect the clinical severity and resource use involved in these cases.

Therefore, we proposed to reassign ICD-10-CM diagnosis codes H34.10, H34.11,
H34.12, H34.13, H34.231, H34.232, H34.233, and H34.239 from MDC 02 MS-DRG 123 to MS-
DRGs 124 and 125, effective October 1, 2023, for FY 2024. We also proposed to add the
procedure codes describing the administration of a thrombolytic agent listed previously to MS-
DRG 124. In the proposed rule, we noted that the procedure codes describing the administration
of a thrombolytic agent are not designated as operating room procedures for purposes of MS-
DRG assignment (“non-O.R. procedures”), therefore, as part of the logic for MS-DRG 124, we
also proposed to designate these codes as non-O.R. procedures affecting the MS-DRG. Lastly,
for consistency, we also proposed to change the titles of MS-DRGs 124 and 125 from “Other
Disorders of the Eye, with and without MCC, respectively” to “Other Disorders of the Eye with
MCC or Thrombolytic Agent, and without MCC, respectively” to better reflect the assigned
procedures.

Comment: Commenters agreed with our proposal to reassign ICD-10-CM diagnosis
codes H34.10, H34.11, H34.12, H34.13, H34.231, H34.232, H34.233, and H34.239 from MDC
02 MS-DRG 123 to MS-DRGs 124 and 125. A commenter stated that this proposal better aligns
with the resource consumption of these cases. Another commenter stated that the proposed MS-
DRG assignment of cases reporting a principal diagnosis code describing CRAO or BRAO with
a procedure code describing the administration of a thrombolytic agent would more accurately
capture the complexity of the condition and the necessary resources associated with
administering critical treatments.

Response: We thank the commenters for their support.



After consideration of the public comments we received, we are finalizing our proposal to
reassign ICD-10-CM diagnosis codes H34.10, H34.11, H34.12, H34.13, H34.231, H34.232,
H34.233, and H34.239 from MDC 02 MS-DRG 123 to MS-DRGs 124 and 125, without
modification, effective October 1, 2023, for FY 2024. In addition, we are finalizing our proposal
to add the procedure codes describing the administration of a thrombolytic agent listed
previously to MS-DRG 124. As part of the logic for MS-DRG 124, we are also finalizing our
proposal to designate the 10 ICD-10-PCS procedure codes describing the administration of a
thrombolytic agent listed previously as non-O.R. procedures affecting the MS-DRG. Lastly, we
are finalizing our proposal to change the titles of MS-DRGs 124 and 125 from “Other Disorders
of the Eye, with and without MCC, respectively” to “Other Disorders of the Eye with MCC or
Thrombolytic Agent, and without MCC, respectively” to better reflect the assigned procedures
for FY 2024.

4. MDC 04 (Diseases and Disorders of the Respiratory System)
a. Ultrasound Accelerated Thrombolysis for Pulmonary Embolism

As discussed in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26684 through
26691), we received a request to reassign cases reporting ultrasound accelerated thrombolysis
(USAT) with the administration of thrombolytic(s) for the treatment of pulmonary embolism
(PE) from MS-DRGs 166, 167, and 168 (Other Respiratory System O.R. Procedures with MCC,
with CC, and without CC/MCC, respectively) to MS-DRGs 163, 164, and 165 (Major Chest
Procedures with MCC, with CC, and without CC/MCC, respectively).

A pulmonary embolism is an obstruction of pulmonary vasculature most commonly
caused by a venous thrombus, and less commonly by fat or tumor tissue or air bubbles or both.
Risk factors for a pulmonary embolism include prolonged immobilization from any cause,
obesity, cancer, fractured hip or leg, use of certain medications such as oral contraceptives,
presence of certain medical conditions such as heart failure, sickle cell anemia, or certain

congenital heart defects. Common symptoms of pulmonary embolism include shortness of breath



with or without chest pain, tachycardia, hemoptysis, low grade fever, pleural effusion, and
depending on the etiology of the embolus, might include lower extremity pain or swelling,
syncope, jugular venous distention. Alternatively, a pulmonary embolus could be asymptomatic.

Thrombolysis is a type of treatment where the infusion of thrombolytics (fibrinolytic or
“clot-busting” drugs) is used to dissolve blood clots that form in the arteries or veins with the
goal of improving blood flow and preventing long-term damage to tissues and organs. When a
clot forms in the arteries of the lungs it is known as a pulmonary embolism. In addition, clots in
the veins of the legs causing deep venous thrombosis (DVT) may also result in pulmonary
embolism if a piece of the clot breaks off and travels to an artery in the lungs. Conventional
catheter-directed thrombolysis (CDT) procedures generally rely on a multi-sidehole catheter
placed adjacent to the thrombus through which thrombolytics are delivered directly to the
thrombus, however, the EKOS™ EkoSonic® Endovascular System (EKOS™ System) employs
ultrasound to assist in thrombolysis. The ultrasound does not itself dissolve the thrombus, but
pulses of ultrasonic energy temporarily make the fibrin in the thrombus more porous and
increase fluid flow within the thrombus. High frequency, low-intensity ultrasonic waves create a
pressure gradient that drives the thrombolytic into the thrombus and keeps it in close proximity
to the binding sites. USAT is also referred to as ultrasound-assisted thrombolysis or ultrasound-
enhanced thrombolysis.

As discussed in the proposed rule, according to the requestor (the manufacturer of the
EKOS™ device), USAT with the administration of thrombolytic(s) for the treatment of PE
performed using the EKOS™ device utilizes more resources in comparison to other procedures
that are currently assigned to MS-DRGs 166, 167, and 168 and is not clinically coherent with the
other procedures assigned to those MS-DRGs. The requestor stated that the cases reporting
USAT with the administration of thrombolytic(s) for PE are more comparable with and more

clinically aligned with the procedures assigned to MS-DRGs 163, 164, and 165. The requestor



stated they performed an analysis of cases reporting USAT for PE with the following ICD-10-

PCS procedure codes.
ICD-10-PCS Code Description
02FP3Z0 Fragmentation of pulmonary trunk, percutaneous approach, ultrasonic
02FQ3Z0 Fragmentation of right pulmonary artery, percutaneous approach, ultrasonic
02FR3Z0 Fragmentation of left pulmonary artery, percutaneous approach, ultrasonic
02FS3Z0 Fragmentation of right pulmonary vein, percutaneous approach, ultrasonic
02FT3Z0 Fragmentation of left pulmonary vein, percutaneous approach, ultrasonic
03F2370 Fragmentation of innominate artery, percutaneous approach, ultrasonic
03F33Z0 Fragmentation of right subclavian artery, percutaneous approach, ultrasonic
03F4370 Fragmentation of left subclavian artery, percutaneous approach, ultrasonic
03F5370 Fragmentation of right axillary artery, percutaneous approach, ultrasonic
03F63Z0 Fragmentation of left axillary artery, percutaneous approach, ultrasonic
03F73Z0 Fragmentation of right brachial artery, percutaneous approach, ultrasonic
03F83Z0 Fragmentation of left brachial artery, percutaneous approach, ultrasonic
03F93Z0 Fragmentation of right ulnar artery, percutaneous approach, ultrasonic
03FA3Z0 Fragmentation of left ulnar artery, percutaneous approach, ultrasonic
03FB3Z0 Fragmentation of right radial artery, percutaneous approach, ultrasonic
03FC3Z0 Fragmentation of left radial artery, percutaneous approach, ultrasonic
03FY3Z0 Fragmentation of upper artery, percutaneous approach, ultrasonic

We noted in the proposed rule that the requestor did not include a list of diagnosis codes
describing PE or a list of procedure codes describing the administration of thrombolytic(s) in

connection with its analysis.

In the FY 2021 IPPS/LTCH PPS final rule (85 FR 58561 through 85 FR 58579), we
summarized and responded to public comments expressing concern with the proposed MS-DRG
assignments for the newly created procedure codes describing USAT of several anatomic sites
that were effective with discharges on and after October 1, 2020 (FY 2021). We noted in the
proposed rule that similar to the current request for FY 2024, for FY 2021, the commenters
recommended that USAT procedures performed with the EKOS™ device for the treatment of
pulmonary embolism be assigned to MS-DRGs 163, 164, and 165 instead of MS-DRGs 166,
167, and 168. We refer the reader to the FY 2021 IPPS/LTCH PPS final rule (85 FR 58561
through 85 FR 58579), available on the CMS website at:

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

detailed discussion.



As discussed in the proposed rule, we analyzed claims data from the September 2022
update of the FY 2022 MedPAR file for MS-DRGs 166, 167, and 168 for all cases reporting a
principal diagnosis of PE and USAT procedure with and without the administration of
thrombolytic(s). We identified claims reporting an USAT procedure, the administration of

thrombolytic(s), and a diagnosis of PE with the listed codes shown in the following tables.

List of ICD-10-PCS Procedure Codes Describing Ultrasound Accelerated Thrombolysis (USAT)

ICD-10-PCS Code Description

02FP3Z0 Fragmentation of pulmonary trunk, percutaneous approach, ultrasonic
02FQ3Z0 Fragmentation of right pulmonary artery, percutaneous approach, ultrasonic
02FR3Z0 Fragmentation of left pulmonary artery, percutaneous approach, ultrasonic
02FS3Z70 Fragmentation of right pulmonary vein, percutaneous approach, ultrasonic
02FT3Z0 Fragmentation of left pulmonary vein, percutaneous approach, ultrasonic

List of ICD-10-PCS Procedure Codes Describing Administration of Thrombolytic(s)

ICD-10-PCS Code Description
3E03317 Introduction of other thrombolytic into peripheral vein, percutaneous approach
3E04317 Introduction of other thrombolytic into central vein, percutaneous approach
3E05317 Introduction of other thrombolytic into peripheral artery, percutaneous approach
3E06317 Introduction of other thrombolytic into central artery, percutaneous approach

List of ICD-10-CM Diagnosis Codes Describing Pulmonary Embolism

ICD-10-CM
Code Description

126.01 Septic pulmonary embolism with acute cor pulmonale
126.02 Saddle embolus of pulmonary artery with acute cor pulmonale
126.09 Other pulmonary embolism with acute cor pulmonale
126.90 Septic pulmonary embolism without acute cor pulmonale
126.92 Saddle embolus of pulmonary artery without acute cor pulmonale
126.93 Single subsegmental pulmonary embolism without acute cor pulmonale
126.94 Multiple subsegmental pulmonary emboli without acute cor pulmonale
126.99 Other pulmonary embolism without acute cor pulmonale
127.82 Chronic pulmonary embolism

We noted that the listed procedure codes describing USAT identified for our claims
analysis differ from the procedure codes identified by the requestor for its analysis. Clinically,
we did not agree that thrombolysis of non-pulmonary anatomic sites (for example, subclavian
artery, axillary artery, etc.) would be performed for the treatment of a PE. We also noted that the
procedure codes describing thrombolysis of non-pulmonary anatomic sites provided by the

requestor are assigned to MDC 05 (Diseases and Disorders of the Circulatory System) and not to



MDC 04 (Diseases and Disorders of the Respiratory System) where MS-DRGs 163, 164, 165,

166, 167, and 168 are assigned. The findings from our analysis are shown in the following table.

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

166 — All cases 8,318 11| $31,910
166 — Cases reporting a principal diagnosis of PE and USAT with thrombolytic(s) 826 54| $28912
166 — Cases reporting principal diagnosis of PE and USAT without thrombolytic(s) 161 54| $27,897
167 — All cases 4,306 47 $16,290
167 — Cases reporting a principal diagnosis of PE and USAT with thrombolytic(s) 316 39| $23,240
167 — Cases reporting principal diagnosis of PE and USAT without thrombolytic(s) 52 3.7 $23,608
168 — All cases 1,441 2.3 $12,379
168 — Cases reporting a principal diagnosis of PE and USAT with thrombolytic(s) 65 2.8 | $20,156
168 — Cases reporting principal diagnosis of PE and USAT without thrombolytic(s) 15 2.7 $20,112

As shown in the table, we identified a total of 8,318 cases in MS-DRG 166 with an
average length of stay of 11 days and average costs of $31,910. Of the 8,318 cases, we found
826 cases reporting a principal diagnosis of PE and USAT with thrombolytic(s) with an average
length of stay of 5.4 days and average costs of $28,912 and 161 cases reporting a principal
diagnosis of PE and USAT without thrombolytic(s) with an average length of stay of 5.4 days
and average costs of $27,897. The data demonstrate that the cases reporting a principal
diagnosis of PE and USAT with or without thrombolytic(s) have a shorter average length of stay
compared to the average length of stay of all the cases in MS-DRG 166 (5.4 days and 5.4 days,
respectively versus 11 days). Similarly, the average costs for the cases reporting a principal
diagnosis of PE and USAT with or without thrombolytic(s) are lower than the average costs of
all the cases in MS-DRG 166 ($28,912 and $27,897, respectively versus $31,910). The data
indicate that the cases reporting a principal diagnosis of PE and USAT with or without
thrombolytic(s) appear to be grouped and paid appropriately, despite the fact the logic for case
assignment to MS-DRG 166 requires the reporting of at least one or more secondary MCC
diagnoses, and it would not be unreasonable to expect these cases to be more expensive in
comparison to all the cases in MS-DRG 166. As the average costs for these cases are lower than

the average costs of all the cases in MS-DRG 166, the data appear to reflect that the reporting of




at least one or more secondary MCC diagnoses and use of the EKOS™ device technology did
not impact consumption of resources for these cases in MS-DRG 166.

For MS-DRG 167, we identified a total of 4,306 cases with an average length of stay of
4.7 days and average costs of $16,290. Of the 4,306 cases, we found 316 cases reporting a
principal diagnosis of PE and USAT with thrombolytic(s) with an average length of stay of 3.9
days and average costs of $23,240 and 52 cases reporting a principal diagnosis of PE and USAT
without thrombolytic(s) with an average length of stay of 3.7 days and average costs of $23,608.
The data demonstrate that the cases reporting a principal diagnosis of PE and USAT with or
without thrombolytic(s) have a shorter average length of stay compared to the average length of
stay of all the cases in MS-DRG 167 (3.9 days and 3.7 days, respectively versus 4.7 days).
Conversely, the average costs for the cases reporting a principal diagnosis of PE and USAT with
or without thrombolytic(s) are higher than the average costs of all the cases in MS-DRG 167
($23,240 and $23,608, respectively versus $16,290) with a corresponding difference in average
costs of $6,950 and $7,318, respectively. The data indicate the cases reporting a principal
diagnosis of PE and USAT with or without thrombolytic(s) appear to consume more resources in
comparison to the other cases in MS-DRG 167, although it is unclear if the higher resource
consumption is a direct result of the EKOS™ device technology utilized in the performance of
the thrombolysis procedure, or the fact that these cases also include the reporting of at least one
or more secondary CC diagnoses, or a combination of both factors.

For MS-DRG 168, we identified a total of 1,441 cases with an average length of stay of
2.3 days and average costs of $12,379. Of the 1,441 cases, we found 65 cases reporting a
principal diagnosis of PE and USAT with thrombolytic(s) with an average length of stay of 2.8
days and average costs of $20,156 and 15 cases reporting a principal diagnosis of PE and USAT
without thrombolytic(s) with an average length of stay of 2.7 days and average costs of $20,112.
The data demonstrate that the cases reporting a principal diagnosis of PE and USAT with or

without thrombolytic(s) have a longer average length of stay compared to the average length of



stay of all the cases in MS-DRG 168 (2.8 days and 2.7 days, respectively versus 2.3 days).
Additionally, the average costs for the cases reporting a principal diagnosis of PE and USAT
with or without thrombolytic(s) are higher than the average costs of all the cases in MS-DRG
168 (820,156 and $20,112, respectively versus $12,379) with a corresponding difference in
average costs of $7,777 and $7,733, respectively. Similar to our findings for MS-DRG 167, the
data for MS-DRG 168 indicate the cases reporting a principal diagnosis of PE and USAT with or
without thrombolytic(s) appear to consume more resources in comparison to the other cases in
MS-DRG 168. However, it is unclear if the higher resource consumption is a direct result of the
EKOS™ device technology utilized in the performance of the thrombolysis procedure alone, or
if there are other contributing factors, since cases grouping to MS-DRG 168 do not include the
reporting of at least one or more secondary CC or MCC diagnoses.

We stated in the proposed rule that based on our review of the data for MS-DRGs 166,
167, and 168 and our initial analysis for cases reporting a principal diagnosis of PE and USAT
procedure with and without the administration of thrombolytic(s), the findings also suggest that
the administration of thrombolytic(s) is not a significant factor in the consumption of resources
for these cases in MS-DRGs 166, 167, and 168 where USAT is performed in the treatment of a
PE. For example, in MS-DRG 166, there are 826 cases reporting a principal diagnosis of PE and
USAT procedure with the administration of thrombolytic(s) and 161 cases reporting a principal
diagnosis of PE and USAT procedure without the administration of thrombolytic(s), however,
both subsets of cases have an equivalent average length of stay of 5.4 days and a difference in
average costs of $1,015 ($28,912-$27,897=%$1,015). For MS-DRG 167, there are 316 cases
reporting a principal diagnosis of PE and USAT procedure with the administration of
thrombolytic(s) and 52 cases reporting a principal diagnosis of PE and USAT procedure without
the administration of thrombolytic(s), however, both subsets of cases have a similar average
length of stay (3.9 days and 3.7 days, respectively) with a difference in average costs of $368

($23,608 - $23,240=3$368). For MS-DRG 168, there are 65 cases reporting a principal diagnosis



of PE and USAT procedure with the administration of thrombolytic(s) and 15 cases reporting a

principal diagnosis of PE and USAT procedure without the administration of thrombolytic(s),

however, both subsets of cases have a similar average length of stay (2.8 days and 2.7 days,

respectively) with a difference in average costs of $44 ($20,156 - $20,112=%$44). Because the

administration of thrombolytic(s) would be expected to increase resource consumption, the small

difference in average costs between these two sets of cases could also suggest that the

administration of thrombolytic(s) was not consistently reported.

We noted in the proposed rule that while the request we received was to reassign cases

reporting ultrasound accelerated thrombolysis (USAT) with the administration of thrombolytic(s)

for the treatment of pulmonary embolism (PE) from MS-DRGs 166, 167, and 168 to MS-DRGs

163, 164, and 165, based on our findings that suggest the administration of thrombolytic(s) is not

a significant factor in the consumption of resources for those cases or that a code describing the

administration of thrombolytic(s) may not have been consistently reported on a subset of claims

that also reported a code identifying USAT was performed, we then analyzed claims data from

the September 2022 update of the FY 2022 MedPAR file for all cases in MS-DRGs 163, 164,

and 165 and compared it to the cases reporting a principal diagnosis of PE and USAT procedure

with or without thrombolytic(s) in MS-DRGs 166, 167, and 168. The findings from our analysis

are shown in the following tables.

Number of Average Length of Average
MS-DRG Cases Stay Costs
163 — All cases 10,697 10.3 $39,126
164 — All cases 13,384 4.7 $22.040
165 — All cases 6,301 2.7 $16,404
Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs
166 — All cases 8,318 11| $31,910
166 — Cases with principal diagnosis of PE and USAT with or without thrombolytic(s) 987 54 | $28,746
167— All cases 4,306 4.7 | $16,290
167 — Cases with principal diagnosis of PE and USAT with or without thrombolytic(s) 368 3.9 | $23,292
168 — All cases 1,441 2.3 $12,379
168— Cases with principal diagnosis of PE and USAT with or without thrombolytic(s) 80 2.8 | $20,148




The average costs of the 987 cases reporting a principal diagnosis of PE and USAT with
or without thrombolytic(s) in MS-DRG 166 are $10,380 less than the average costs of all cases
in MS-DRG 163 ($39,126-$28,746=$10,380) and have an average length of stay that is
approximately half the average length of stay of all cases in MS-DRG 163 (5.4 days versus 10.3
days). As stated previously, our analysis of these cases demonstrate they appear to be grouped
and paid appropriately in MS-DRG 166. The 368 cases reporting a principal diagnosis of PE and
USAT with or without thrombolytic(s) in MS-DRG 167 have a shorter average length of stay
(3.9 days versus 4.7 days) in comparison to all the cases in MS-DRG 164, however, the average
costs of the 368 cases reporting a principal diagnosis of PE and USAT with or without
thrombolytic(s) in MS-DRG 167 are more comparable to the average costs of all the cases in
MS-DRG 164 ($23,292 versus $22,040). Finally, the 80 cases reporting a principal diagnosis of
PE and USAT with or without thrombolytic(s) in MS-DRG 168 have an average length of stay
that is more comparable to all the cases in the MS-DRG 165 (2.8 days versus 2.7 days), however,
the average costs for the 80 cases continue to be higher in comparison to all the cases in MS-
DRG 165 ($20,148 versus $16,404).

We stated in the proposed rule that upon analysis of the claims data and our review of the
request, we do not agree with reassigning cases reporting an USAT procedure with the
administration of thrombolytic(s) and a principal diagnosis of PE from MS-DRGs 166, 167, and
168 to MS-DRGs 163, 164, and 165. As previously noted, the data do not support that cases
reporting USAT (with or without thrombolytic(s)) for PE utilize similar resources when
compared to other procedures currently assigned to MS-DRGs 163 and 165. Costs were only
comparable with procedures currently assigned to MS-DRG 164. Further, we stated we do not
agree that cases reporting USAT (with or without thrombolytic(s)) are more comparable with
and more clinically aligned with the procedures assigned to MS-DRGs 163, 164, and 165. The
vast majority of procedures in these MS-DRGs describe procedures performed on the trachea,

bronchus or lungs with either an open approach or a percutaneous endoscopic approach in



contrast to the USAT endovascular (percutaneous) procedure performed on the pulmonary trunk,
arteries or veins. In addition, the majority of procedures in MS-DRGs 163, 164, and 165 are
performed on patients who are not clinically similar to patients who undergo USAT for PE since
they describe procedures such as destruction (ablation) or excision performed for patients with
conditions other than a PE, such as malignant neoplasm, pneumonia, or pulmonary fibrosis.
Lastly, a number of procedures in these MS-DRGs also involve the use of a permanently
implanted device while the procedures utilizing USAT do not. Therefore, we stated in the
proposed rule that we do not consider USAT procedures to be major chest procedures, nor do we
believe the cases reporting USAT with (or without thrombolytic(s)) for PE utilize similar
resources when compared to other procedures currently assigned to MS-DRGs 163, 164, and
165.

As stated in the proposed rule, the findings from our analysis suggest that the
administration of thrombolytic(s) is not a significant factor in the consumption of resources for
cases in MS-DRGs 166, 167, and 168 reporting an USAT procedure performed for the treatment
of a PE or that a code describing the administration of thrombolytic(s) may not have been
consistently reported on a subset of claims that also reported a code identifying USAT was
performed, or a combination of both factors. Based on these findings related to the
administration of thrombolytic(s), we stated we believed it would also be beneficial to examine
cases reporting standard CDT procedures with or without thrombolytic(s) for the treatment of PE
in MS-DRGs 166, 167, and 168, and compare the findings to the cases reporting USAT with or
without thrombolytic(s) for the treatment of PE.

Therefore, as discussed in the proposed rule, we conducted additional analyses to
determine if there were significant differences in resource utilization for cases reporting standard
CDT with or without thrombolytic(s) versus USAT procedures with or without thrombolytic(s)

in the treatment of PE, since claims data to compare the two modalities is now available and



studies have reported similar clinical outcomes in reducing PE regardless of which thrombolysis
modality is utilized.>*

In the proposed rule, we stated that we analyzed claims data from the September 2022
update of the FY 2022 MedPAR file for all cases in MS-DRGs 166, 167, and 168 and cases
reporting a standard CDT procedure with or without the administration of thrombolytic(s) and a
principal diagnosis of PE. We utilized the previously listed procedure codes for the
administration of thrombolytic(s) and the previously listed diagnosis codes for a principal
diagnosis of PE. We identified cases describing standard CDT procedures performed in the

treatment of PE with the following procedure codes.

List of ICD-10-PCS Procedure Codes Describing Standard Catheter-Directed Thrombolysis (CDT)
ICD-10-PCS Code Description
02FP3ZZ Fragmentation of pulmonary trunk, percutaneous approach
02FQ3ZZ Fragmentation of right pulmonary artery, percutaneous approach
02FR3ZZ Fragmentation of left pulmonary artery, percutaneous approach
02FS37Z7Z Fragmentation of right pulmonary vein, percutaneous approach
02FT3ZZ Fragmentation of left pulmonary vein, percutaneous approach

The findings from our analysis are shown in the following table. We noted that there
were no cases found to report a principal diagnosis of PE and standard CDT with or without

thrombolytic(s) in MS-DRGs 168.

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

166 — All cases 8,318 11 $31,910
166 — Cases with principal diagnosis of PE and CDT with or without thrombolytic(s) 7 33| $18472
167— All cases 4,306 4.7 $16,290
167 — Cases with principal diagnosis of PE and CDT with or without thrombolytic(s) 6 3.5 | $30,928
168 — All cases 1,441 2.3 $12,379

The data shows that the 7 cases reporting a principal diagnosis of PE and standard CDT

with or without thrombolytic(s) in MS-DRG 166 have a shorter average length of stay compared

to all cases in MS-DRG 166 (3.3 days versus 11 days) and lower average costs ($18,472 versus

3 Rothschild DP, Goldstein JA, Ciacci J, Bowers TR. Ultrasound-accelerated thrombolysis (USAT) versus standard
catheter-directed thrombolysis (CDT) for treatment of pulmonary embolism: A retrospective analysis. Vasc Med.
2019 Jun;24(3):234-240.

4 Sista A, et al. Is it Time to Sunset Ultrasound-Assisted Catheter-Directed Thrombolysis for Submassive PE?*. J
Am Coll Cardiol Intv. 2021 Jun, 14 (12) 1374—-1375.



$31,910). For MS-DRG 167, the data shows that the 6 cases reporting a principal diagnosis of
PE and CDT with or without thrombolytic(s) have a shorter average length of stay compared to
all cases in MS-DRG 167 (3.5 days versus 4.7 days), however the average costs are higher
($30,928 versus $16,290).

As discussed in the proposed rule, based on our review and the claims data analysis for
cases in MS-DRGs 163, 164, and 165, and for MS-DRGs 166, 167, and 168 and cases reporting
standard CDT or USAT with or without thrombolytic(s) and a principal diagnosis of PE, we
believe that while this subset of cases for patients undergoing a thrombolysis (CDT or USAT)
procedure for PE does not clinically align with patients undergoing surgery for malignancy or
treatment for infection and does not involve the same level of complexity, monitoring or support
as cases grouping to MS-DRGs 163, 164, and 165, the differences in resource consumption
warrant proposed reassignment of these cases. Specifically, we believe the clinical and data
analyses support creating a new base MS-DRG to distinguish cases reporting a principal
diagnosis of PE and USAT or standard CDT procedure with or without thrombolytic(s) from
other cases currently grouping to MS-DRGs 166, 167, and 168. We believe a new MS-DRG
would reflect more appropriate payment for USAT and standard CDT procedures in the
treatment of PE.

We stated in the proposed rule that to compare and analyze the impact of our suggested
modifications, we ran a simulation using the most recent claims data from the December 2022
update of the FY 2022 MedPAR file. The following table illustrates our findings for all 1,534

cases reporting procedure codes describing an USAT or CDT procedure with a principal

diagnosis of PE.
Average
Number Length of | Average
Proposed new MS-DRG of Cases Stay Costs
Proposed new MS-DRG XXX 1,534 4.8 $26,802




Consistent with our established process as discussed in section I1.C.1.b. of the preamble
of the proposed rule and this final rule, once the decision has been made to propose to make
further modifications to the MS-DRGs, such as creating a new base MS-DRG, all five criteria to
create subgroups must be met for the base MS-DRG to be split (or subdivided) by a CC
subgroup. Therefore, we applied the criteria to create subgroups in a base MS—DRG. We noted
that, as shown in the table that follows, a three-way split of this base MS—DRG failed to meet the
criterion that there be at least 500 cases in both the CC and the NonCC (without CC/MCC)
subgroup and it also failed to meet the criterion that there be a 20% difference in average costs

between the CC and NonCC subgroup.

Number of Average Length of Average
MS-DRG Cases Stay Costs
With MCC 1,058 5.31 $28,618
With CC 393 3.85 $23,164
Without CC/MCC 83 2.88 $20,886

As also discussed in section II.C.1.b. of the preamble of the proposed rule and this final
rule, if the criteria for a three-way split fail, the next step is to determine if the criteria are
satisfied for a two-way split. We therefore applied the criteria for a two-way split for the ‘‘with
MCC and without MCC”’ subgroups. We noted that, as shown in the table that follows, a two-
way split of this base MS—DRG failed to meet the criterion that there be at least 500 cases in the

without MCC (CC+NonCC) subgroup. The following table illustrates our findings.

Number of Average Length of Average
MS-DRG Cases Stay Costs
With MCC 1,058 5.31 $28,618
Without MCC 476 3.7 $22,767

We then applied the criteria for a two-way split for the “with CC/MCC and without
CC/MCC” subgroups. As with the analysis of the three-way severity split as described
previously, and as shown in the table that follows, a two-way split of this base MS-DRG failed to

meet the criterion that there be at least 500 cases in the without CC/MCC (NonCC) subgroup.



Number of Average Length of Average
MS-DRG Cases Stay Costs
With CC/MCC 1,451 4.9 $27,141
Without CC/MCC 83 2.88 $20,886

We noted that because the criteria for both of the two-way splits failed, a split (or CC
subgroup) is not warranted for the proposed new base MS—-DRG. As a result, for FY 2024, we
proposed to create new base MS-DRG 173 (Ultrasound Accelerated and Other Thrombolysis
with Principal Diagnosis Pulmonary Embolism). The following table reflects a simulation of the

proposed new base MS-DRG.

Number of | Average Length of
MS-DRG Cases Stay Average Costs
Proposed MS-DRG 173 1,534 4.8 $26,802

We stated we believed the resulting proposed MS-DRG better recognizes the
consumption of resources and maintains clinical coherence for both USAT and CDT procedures
performed for the treatment of PE.

We proposed to define the logic for the proposed new MS-DRG using the previously
listed diagnosis codes for PE and the previously listed procedure codes for USAT and CDT, as
identified and discussed in our analysis of the claims data in the proposed rule and in this final
rule.

Comment: Commenters supported the proposal to create new MS-DRG 173 (Ultrasound
Accelerated and Other Thrombolysis with Principal Diagnosis Pulmonary Embolism) given the
data and information provided. A commenter expressed appreciation that CMS has acted to
correct payment disparities for these procedures and recommended that CMS also utilize this
approach to address other, similar MS-DRG reassignment requests that may involve a
component with a lower volume of cases. Another commenter stated the proposal aligns more
closely with the resources used, as opposed to the current MS-DRGs 166, 167, and 168. The

commenter requested that CMS continue to analyze the data for these cases and consider creating



an additional MS-DRG to reflect major complications and comorbidities, if warranted by further
analysis. Other commenters who supported the proposal to reassign the cases from their current
MS-DRG assignment expressed concern about the proposed single base MS-DRG. Specifically,
the commenters stated the proposal does not acknowledge the secondary diagnosis impact that
the CMS analysis recognized may or may not be a contributing factor for the higher average
costs of the cases reporting USAT procedures. The commenters also stated that the proposal
demonstrates that application of the NonCC Subgroup may not be appropriate for some MS-
DRGs since the result in this instance is for a base MS-DRG with a lower relative weight
because severity of illness is unable to be recognized.

Response: We thank the commenters for their support. In response to the concerns
raised by the commenters regarding the impact application of the NonCC subgroup criteria has
on proposed new MS-DRG 173, we note that, as discussed in the proposed rule and in this final
rule, we apply the NonCC subgroup criteria once the decision is made to propose to make further
modifications to the MS-DRGs. While application of the criteria did not support a severity level
split for proposed MS-DRG 173 for FY 2024, we intend to reevaluate for future rulemaking
whether the criteria for a potential “with MCC” and “without MCC” two-way split would be
met.

Comment: A couple commenters suggested that the proposal to create new MS-DRG
173 should be delayed until more data can be collected. The commenters stated their belief that
it is premature to create this new MS-DRG at this time and that in developing this proposed MS-
DRG, CMS relied on recently implemented ICD-10-PCS data. According to the commenters,
due to the lengthy processes for hospitals to adopt and accurately implement new coding, and
conflicting coding advice for utilization of the ICD-10-PCS procedure codes for CDT and
USAT, the number of cases is currently insufficient to support development of a new MS-DRG.

The commenters stated that the low volume of cases and related data selected by CMS for



analysis, CDT for the treatment of PE, cannot adequately compare to the costs, complexity, and
utilization of USAT with a high confidence interval.

Response: We appreciate the commenters’ feedback. We disagree with the commenters
that it is premature to propose the creation of new MS-DRG 173 based on our review and claims
data analysis as discussed in the proposed rule. In response to the commenters’ statement that
CMS relied on recently implemented ICD-10-PCS data, it is not clear to us what specific ICD-
10-PCS data the commenters are referring to since a specific list was not provided, however, we
believe the commenters may be suggesting the codes for USAT that were finalized October 1,
2020 (FY 2021), and listed previously in connection with the analysis discussed in the proposed
rule. As discussed in the proposed rule and prior rulemaking, our goal is always to use the best
available data. We noted in the proposed rule that our initial MS—DRG analysis was based on
ICD-10 claims data from the September 2022 update of the FY 2022 MedPAR file, which
contains hospital bills received from October 1, 2021, through September 30, 2022, and where
otherwise indicated, additional analysis was based on ICD-10 claims data from the December
2022 update of the FY 2022 MedPAR file, which contains hospital bills received by CMS
through December 31, 2022, for discharges occurring from October 1, 2021, through September
30, 2022. Therefore, we believe our analysis of claims data in consideration of the MS-DRG
request to reassign cases reporting USAT procedures for PE is consistent with our standard
process, regardless of the effective date of the coded claims data. We also do not agree with the
commenters’ assertion that it is a lengthy process for hospitals to adopt and accurately implement
new coding. We note that procedure code proposals discussed at the September ICD-10
Coordination and Maintenance Committee meeting and subsequently finalized are typically
included in Table 6B. — New Procedure Codes in association with the proposed rule that is made

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

Service-Payment/AcutelnpatientPPS. This table (Table 6B) lists the new procedure codes that

have been approved to date that will be effective with discharges on and after October 1 of the



upcoming fiscal year. Therefore, information regarding the finalized codes from the September
meeting is made publicly available approximately 4-5 months in advance of the implementation
date, affording the ability for users of the code set to gain familiarity with the updates. In
addition, there are extensive industry-sponsored educational opportunities through various
professional associations that introduce and discuss the annual code updates. For example, the
American Hospital Association (AHA), American Health Information Management Association
(AHIMA), and the American Academy of Professional Coders (AAPC) generally take lead roles
in developing detailed technical training materials for coders and other users of the ICD-10 code
set. The AHA also includes updates to ICD-10 in its Coding Clinic® for ICD-10-CM/ICD-10-
PCS publication. Because the codes describing USAT were finalized for implementation
October 1, 2020 (FY 2021), we believe sufficient time has elapsed and that providers are
successfully coding and reporting the procedure as demonstrated in our claims analysis.

It is also not clear what conflicting coding advice for utilization of the ICD-10-PCS
procedure codes for CDT and USAT the commenters are referring to since the commenters did
not provide examples or supplemental information for what they believed to be conflicting
advice to enable further evaluation.

Comment: A few commenters expressed concern that the inclusion of both conventional
CDT, also known as “standard infusion catheters,” and USAT in the proposed new MS-DRG
disregards fundamental clinical differences between the procedures. According to the
commenters, CDT generally relies on a multi-sidehole infusion catheter placed adjacent to the
thrombus through which thrombolytics are delivered, typically over the course of 24 hours with
the catheter in-dwelling, whereas USAT employs ultrasound to assist in thrombolysis, and the
pulses of ultrasonic energy temporarily make the fibrin in the thrombus more porous and
increase fluid flow within the thrombus. The commenters stated standard CDT is the simple
infusion of liquids into the vessel and should not map to the same root operation fragmentation

codes as does USAT. The commenters also stated CDT procedures are generally less complex



clinically and consume significantly lower level of hospital resources as a result. The
commenters recommended CMS should delay implementation, not finalize the proposed MS-
DRG at this time and reconsider at a later date when utilization volumes reach a threshold of
significance.

A commenter also indicated that an analysis of cost data was being submitted to CMS to
demonstrate that USAT PE cases have total costs that are more than three times the cost of CDT
procedures for the sickest patients.

Response: We disagree with the commenters that inclusion of both conventional CDT
and USAT in the proposed new MS-DRG disregards fundamental clinical differences between
the procedures. We note that while USAT procedures performed utilizing the EKOS™ device
employ ultrasound, the objective of both CDT and USAT procedures is to effectuate
thrombolysis and reduce clot burden. In response to the commenters’ statement that standard
CDT is the simple infusion of liquids into the vessel and should not map to the same root
operation fragmentation codes as does USAT, we note that under ICD-10-PCS, both USAT and
CDT are reported with the root operation fragmentation, defined as breaking solid matter in a
body part into pieces. The procedure may be accomplished by physical force (e.g., manual,
ultrasonic) applied directly or indirectly that is used to break the solid matter into pieces. The
solid matter may be an abnormal byproduct of a biological function or a foreign body. The
pieces of solid matter are not taken out. With respect to the commenters’ statement that CDT
procedures are generally less complex clinically and consume significantly lower level of
hospital resources, we note that any procedure that places a catheter inside a blood vessel carries
certain risks, including damage to the blood vessel, bruising or bleeding at the puncture site, and
infection. In the treatment of a significant pulmonary embolism, both procedures (USAT and
CDT) require a right heart catheterization by either an interventional cardiologist or an
interventional radiologist, utilizing the same level of facility resources. In response to the

commenters’ recommendation that CMS should delay finalization for the proposed MS-DRG



and reconsider in the future when utilization volumes reach a threshold of significance, as
discussed in the proposed rule, once the decision was made to propose a new base MS-DRG, we
applied the criteria to create subgroups and the criteria for both a three-way split and for a two-
way split failed, however, we believe the simulated volume of 1,534 cases is sufficient for
creation of the proposed new MS-DRG for these procedures.

Finally, in response to the cost data that was submitted by a commenter, we note that it
was the same data analysis as reflected and discussed in the proposed rule, and therefore we refer
readers to that prior discussion.

Comment: A commenter stated they agreed that fragmentation procedures with or
without USAT do not belong in the requested MS-DRGs 163, 164, and 165, and suggested they
remain in their current MS-DRGs 166, 167, and 168 based on clinical coherence and resource
utilization.

Response: We appreciate the commenter’s feedback and agree that fragmentation
procedures with or without USAT do not belong in the requested MS-DRGs 163, 164, and 165.
However, for reasons discussed in the proposed rule, we believe our review of these procedures
and data analysis findings support the proposal to create new MS-DRG 173 for grouping cases
reporting the performance of USAT or CDT with a principal diagnosis of pulmonary embolism.

Comment: A couple commenters disagreed with the proposal to create new MS-DRG
173. A commenter stated USAT procedures have been receiving appropriate payment since FY
2021 and the proposed new MS-DRG would create unnecessary administrative burden for
established procedure codes that already have appropriate payment. Another commenter stated
that fragmentation procedures, with or without ultrasonic assistance to break up blood clots,
should stay assigned to the current MS-DRGs 166, 167, and 168 respectively. The commenter
stated that the costs and resources for these procedures are consistent with current payment levels

when compared to the rest of the procedures assigned to the current MS-DRGs, that the change



is not needed or necessary, and that over time may result in overall reduced payment, given that
such a low number of procedures would be assigned to their own MS-DRGs.

Response: We appreciate the commenters’ feedback, however, based on our review of
the procedures and claims data analysis as discussed in the proposed rule, we believe that USAT
and CDT procedures performed for PE are clinically distinct and utilize a different pattern of
resources than the other procedures in MS-DRGs 166, 167, and 168. We stated in the proposed
rule that while we did not agree with the request to reassign cases reporting USAT or CDT for
PE from MS-DRGs 166, 167, and 168 to MS-DRGs 163, 164, and 165, we believed the findings
from our analysis warranted proposed reassignment of these cases. While we described the
findings from our review of the procedures currently assigned to MS-DRGs 163, 164, and 165 to
specifically address the MS-DRG request (88 FR 26689), we note that in our review of cases
assigned to MS-DRGs 166, 167, and 168, we identified similar findings; the majority of
procedures reported are for malignant neoplasms of the trachea, bronchus, and lung, as well as
for pneumonia and respiratory failure with either an open or percutaneous endoscopic approach
in contrast to the USAT endovascular (percutaneous) procedure performed on the pulmonary
trunk, arteries or veins. In addition, the majority of procedures in MS—DRGs 166, 167, and 168
are performed on patients who are not clinically similar to patients who undergo USAT or CDT
for PE since they describe procedures such as destruction (ablation) or excision performed for
patients with conditions other than a PE, such as malignant neoplasm, pneumonia, or pulmonary
fibrosis. Lastly, a number of procedures in these MS—DRGs also involve the use of a
permanently implanted device while the procedures utilizing USAT or CDT do not.

As we have also stated in prior rulemaking (86 FR 44808), 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. We note that because MS-DRGs 166, 167, and
168 are classified as an “other” surgical category, they are not as precisely defined from a

clinical perspective and contain surgical procedures that are not based on any particular



organizing principle (e.g. anatomy, surgical approach, diagnostic approach, pathology, etiology,
or treatment process). However, we also note that the classification of patient cases into the MS-
DRGs is a constantly evolving process, therefore, as coding, medical technologies or treatments
change and more comprehensive data is collected, the MS-DRG definitions are reviewed, and
revisions are proposed. As discussed in the FY 2022 IPPS/LTCH PPS final rule (86 FR 44820),
we stated we believed further analysis of the procedures assigned to MS—DRGs 163, 164, 165,
166, 167, and 168 was warranted based on the creation of new procedure codes that have been
assigned to these MS—DRGs in recent years for which claims data were not yet available and the
need for additional time to examine the procedures currently assigned to those MS—DRGs by
clinical intensity, complexity of service and resource utilization. We stated we would continue to
evaluate the procedures assigned to these MS—DRGs as additional claims data became available.

We also do not agree that the proposed new MS-DRG would create an unnecessary
administrative burden for the established procedure codes since providers are accustomed to
proposed and finalized changes to the MS—DRG classifications each fiscal year and software
vendors incorporate the finalized changes into their products. With respect to the commenter’s
assertion that a low volume of procedures would be assigned to their own MS-DRG based on the
proposal, as previously discussed, once the decision was made to propose a new base MS-DRG,
we applied the criteria to create subgroups and the criteria for both a three-way split and for a
two-way split failed, however, we believe the simulated volume of 1,534 cases is sufficient for
creation of the proposed new MS-DRG.

Comment:. A commenter stated they could not fully understand or evaluate CMS’
proposal for proposed new MS-DRG 173 or determine how the data presented in the preamble of
the proposed rule related to the proposed reassignment of cases because of inconsistencies in the
materials supporting the proposed rule. According to the commenter, CMS referred to one set of
ICD-10-PCS codes in the proposed rule and cited a different set of ICD-10-PCS codes mapping

to proposed MS-DRG 173 in the proposed ICD-10 MS-DRG V41 Definitions Manual. The



commenter stated interested parties are unable to evaluate and comment on proposals
complicated by such an important inconsistency.

Response: We appreciate the commenter’s feedback, however, it is not clear what
inconsistencies in the materials the commenter is specifically referring to since the commenter
did not provide a list of codes for evaluation. Upon review of the proposed rule and the proposed
ICD-10 MS-DRG V41 Definitions Manual, we did not find discrepancies.

After consideration of the public comments we received, we are finalizing our proposal to
create new MS-DRG 173 (Ultrasound Accelerated and Other Thrombolysis with Principal
Diagnosis Pulmonary Embolism), without modification, for FY 2024. We are also finalizing our
proposal to define the logic for the new MS-DRG using the previously listed diagnosis codes for
PE and the previously listed procedure codes for USAT and CDT, as identified and discussed in
our analysis of the claims data in association with the proposed rule. We will continue to
monitor the claims data for this new MS-DRG after implementation to determine if additional
refinements are warranted.

b. Respiratory Infections and Inflammations Logic

In the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26691), we stated that the logic
for case assignment to MS-DRGs 177, 178, and 179 (Respiratory Infections and Inflammations
with MCC, with CC, and without CC/MCC, respectively) as displayed in the ICD-10 MS-DRG
V40.1 Definitions Manual (which is available on the CMS website at:

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

DRG-Classifications-and-Software) is comprised of two logic lists. The first logic list is entitled

“Principal Diagnosis with Secondary Diagnosis” and is defined by a list of five ICD-10-CM
diagnosis codes describing influenza due to other or unidentified influenza virus with pneumonia
in combination with a separate list of ten diagnosis codes describing the specific pneumonia
infection. When any one of the five listed diagnosis codes from the “Principal Diagnosis” logic

list is reported as a principal diagnosis in combination with any one of the ten listed diagnosis



code from the “with Secondary Diagnosis” logic list as a secondary diagnosis, the case results in
assignment to MS-DRG 177, 178, or 179 depending on the presence of any additional MCC or
CC secondary diagnoses. All 15 of the diagnosis codes included on the first logic list “Principal
Diagnosis with Secondary Diagnosis” are designated as MCCs.

The second logic list is entitled “or Principal Diagnosis” and is defined by a list of 57
diagnosis codes describing various pulmonary infections. When any one of the 57 diagnosis
codes from this list is reported as a principal diagnosis, the case results in assignment to MS-
DRG 177, 178, or 179 depending on the presence of any additional MCC or CC secondary
diagnoses.

We noted in the proposed rule that currently, when a diagnosis code from the second
logic list “or Principal Diagnosis” is reported as the principal diagnosis and a diagnosis code
from the first logic list “Principal Diagnosis with Secondary Diagnosis” is reported as a
secondary diagnosis, the case is grouping to MS-DRG 177 (Respiratory Infections and
Inflammations with MCC). Consistent with how other similar logic lists function in the ICD-10
Grouper software for case assignment to the “with MCC” MS-DRG, the logic for case
assignment to MS-DRG 177 is intended to require any other diagnosis designated as an MCC
and reported as a secondary diagnosis for appropriate assignment, and not the diagnoses
currently listed in the logic for the definition of the MS-DRG.

Therefore, for FY 2024, we proposed to correct the logic for case assignment to MS-
DRG 177 by excluding the 15 diagnosis codes from the first logic list “Principal Diagnosis with
Secondary Diagnosis” from acting as an MCC when any one of the listed codes is reported as a
secondary diagnosis with a diagnosis code from the second logic list “or Principal Diagnosis”
reported as the principal diagnosis.

Comment: Several commenters expressed support for the proposal to correct the logic
for case assignment to MS-DRG 177. However, some commenters stated it was not specifically

clear what was changing and requested that CMS provide more transparency with examples.



A couple commenters recommended that when any one of the five influenza codes
(J10.00, J10.01, J10.08, J11.00, or J11.08) from the first logic list entitled “Principal Diagnosis”
in MS-DRGs 177, 178, and 179 is reported as a secondary diagnosis with a principal diagnosis
from the second logic list (“or Principal Diagnosis™), that the influenza diagnosis code continue
to be allowed to act as an MCC for assignment to MS-DRG 177. According to the commenters,
influenza is not inherently related to the principal diagnoses on the second logic list, and, in
combination, they have the potential to be more complicated and resource intensive to treat than
any of the diagnoses occurring alone. The commenters supported excluding the 10 secondary
diagnoses from the first logic list entitled “with Secondary Diagnosis” from acting as an MCC
when any one of the codes is reported as a secondary diagnosis with a principal diagnosis code
from the second logic list.

Response: We thank the commenters for their support. In response to the commenters
who requested additional clarification for the proposed changes, we are providing the following
case example to demonstrate the intent of the proposed logic changes with application of the V41
ICD-10 MS-DRG test GROUPER that was made publicly available in association with the

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

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

Case Example: A patient who is admitted with COVID-19 develops influenza due to an
unidentified flu virus along with an unspecified type of pneumonia. The principal diagnosis in
this case is reported as the COVID-19 (diagnosis code U07.1) and the secondary diagnosis in this
case is reported as influenza due to an unidentified flu virus with unspecified type of pneumonia
(diagnosis code J11.00). The diagnosis code for COVID-19 (U07.1) is listed as one of the 58
diagnoses in the second logic list entitled “or Principal Diagnosis” and the diagnosis code for
influenza due to an unidentified flu virus with unspecified type of pneumonia (J11.00) is listed as

one of the five diagnoses in the first logic list entitled “Principal Diagnosis”. When these



diagnoses are entered in the V41 ICD-10 MS-DRG test GROUPER, the resulting MS-DRG is
177 (Respiratory infections and inflammations with MCC).

Principal Diagnosis: U07.1 COVID-19 (DRG)

Secondary Diagnoses: J11.00 Flu due to unidentified flu virus w unsp type of pneumonia (MCC)

Additionally, when any one of the other four influenza diagnosis codes (J10.00, J10.01,
J10.08, or J11.08) in that first logic list is reported as a secondary diagnosis with a principal
diagnosis of U07.1, the resulting MS-DRG is also MS-DRG 177. Therefore, we agree with the
commenters that the five influenza codes (J10.00, J10.01, J10.08, J11.00, or J11.08) should
continue to be allowed to act as a MCC with a principal diagnosis from the second logic list in
specific clinical scenarios.

The following tables illustrate additional examples when the reporting of any one of the
five influenza codes (J10.00, J10.01, J10.08, J11.00, or J11.08) from the first logic list entitled
“Principal Diagnosis” in MS-DRGs 177, 178, and 179 continues to act as an MCC when
reported as a secondary diagnosis with certain principal diagnoses from the second logic list (“or
Principal Diagnosis”) and to illustrate when any one of the five influenza diagnosis codes is
excluded from acting as an MCC when reported as a secondary diagnosis with certain principal

diagnoses from the second logic list.

Influenza Codes (J10.00, J10.01, J10.08, J11.00, or J11.08) Acting as an MCC with Certain
Principal Diagnoses from Second Logic List in ICD-10 MS-DRG GROUPER Version 41
Principal Diagnosis Secondary Diagnosis Influenza Code MCC | MS-DRG
A06.5 Amebic lung disease J10.00 Influenza due to other identified influenza Yes 177
virus with unspecified type of pneumonia
A15.7 Primary respiratory J10.01 Influenza due to other identified influenza Yes 177
tuberculosis virus with the same other identified influenza virus
pneumonia
B01.2 Varicella pneumonia J10.08 Influenza due to other identified influenza Yes 177
virus with other specified pneumonia
J85.0 Gangrene and necrosis of | J11.00 Influenza due to unidentified influenza virus | Yes 177
lung with unspecified type of pneumonia
J86.0 Pyothorax with fistula J11.08 Influenza due to unidentified influenza virus | Yes 177
with specified pneumonia

Influenza Codes (J10.00, J10.01, J10.08, J11.00 or J11.08) Excluded from Acting as an MCC with
Certain Principal Diagnoses from Second Logic List in ICD-10 MS-DRG GROUPER Version 41
Principal Diagnosis | Secondary Diagnosis Influenza Code | MCC | MS-DRG




A15.0 Tuberculosis of lung J10.00 Influenza due to other identified influenza No 179
virus with unspecified type of pneumonia
A15.8 Other respiratory J10.01 Influenza due to other identified influenza No 179
tuberculosis virus with the same other identified influenza virus
pneumonia
B25.0 Cytomegaloviral J10.08 Influenza due to other identified influenza No 179
pneumonitis virus with other specified pneumonia
B39.0 Acute pulmonary J11.00 Influenza due to unidentified influenza virus No 179
histoplasmosis capsulati with unspecified type of pneumonia
B39.1 Chronic pulmonary J11.08 Influenza due to unidentified influenza virus No 179
histoplasmosis capsulati with specified pneumonia

We note that in the preamble of the proposed rule we stated that we were proposing to
exclude the 15 diagnosis codes from the first logic list “Principal Diagnosis with Secondary
Diagnosis” from acting as an MCC when any one of the listed codes is reported as a secondary
diagnosis with a diagnosis code from the second logic list “or Principal Diagnosis” reported as
the principal diagnosis, however, the proposal was intended to exclude the 11 secondary
diagnoses from the first logic list entitled “with Secondary Diagnosis” when one of the codes is
reported as a secondary diagnosis with a principal diagnosis code from the second logic list, (as
reflected in the case example when a diagnosis from each logic list is entered in the V41 ICD-10
MS-DRG test GROUPER).

After consideration of the public comments we received, we are finalizing our proposal to
correct the logic for case assignment to MS-DRG 177, with modification, for FY 2024. We are
finalizing the exclusion of the following 11 diagnosis codes listed in the first logic list entitled
“with Secondary Diagnosis” from acting as an MCC when any one of the listed codes is reported
as a secondary diagnosis with a diagnosis code from the second logic list entitled “or Principal

Diagnosis” when reported as the principal diagnosis.

Diagnoses Excluded from Acting as an MCC for MS-DRG 177

ICD-10-CM Code Description

A48.1 Legionnaires’ disease

J15.0 Pneumonia due to Klebsiella pneumoniae

J15.1 Pneumonia due to Pseudomonas

J15.20 Pneumonia due to staphylococcus, unspecified

J15.211 Pneumonia due to Methicillin susceptible Staphylococcus aureus
J15.212 Pneumonia due to Methicillin resistant Staphylococcus aureus
J15.29 Pneumonia due to other staphylococcus

J15.5 Pneumonia due to Escherichia coli

J15.61 Pneumonia due to Acinetobacter baumannii

J15.69 Pneumonia due to other Gram-negative bacteria




[ 115.8 | Pneumonia due to other specified bacteria

5. MDC 05 (Diseases and Disorders of the Circulatory System)
a. 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 second part of the request was to reassign cases describing
standalone percutaneous endoscopic surgical ablation. In the part of the request relating to 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 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.

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, with or without PTCA, with or without Cardiac
Catheterization or Open Ablation, with and without MCC, respectively) 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 the FY 2023 IPPS/LTCH PPS final rule (87 FR 48845 through 48849), we discussed a
request we received 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.

We stated our analysis using the September 2021 update of the FY 2021 MedPAR file
reflected 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 the 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 appeared to directly correlate with the number of procedures
performed. For example, cases that describe “Open MVR + Open surgical ablation” generally
demonstrated costs that were lower than cases that describe “Open MVR + Open AVR + Open
CABG + Open surgical ablation.” We also noted 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.

Therefore, we stated we believe that additional time was 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. For the
reasons summarized, and after consideration of the public comments we received, we did not
make any MS-DRG changes for cases involving the open concomitant surgical ablation

procedures for FY 2023.



As discussed in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26691 through
26695), we again received a request to review the MS-DRG assignment of cases involving open
concomitant surgical ablation procedures. The requestor recommended that CMS reassign open
concomitant surgical ablation procedures for atrial fibrillation (AF) from MS-DRGs 219, 220,
and 221 (Cardiac Valve and Other Major Cardiothoracic Procedures without Cardiac
Catheterization with MCC, with CC, and without CC/MCC, respectively) to MS-DRGs 216,
217, and 218. The requestor further recommended that if CMS does not reassign cases involving
open concomitant surgical ablation procedures to MS-DRGs 216, 217, and 218, in the
alternative, CMS should create new MS-DRGs for all open mitral or aortic valve repair or
replacement procedures with concomitant surgical ablation for AF to improve clinical coherence
when three to four open heart procedures are performed in one setting.

The requestor suggested that the following three MS-DRGs be created to reflect current
standard of care for these patients:

e Suggested New MS-DRG XXX — 2 procedures;

e Suggested New MS-DRG XXX — 3 procedures; and

e Suggested New MS-DRG XXX — 4+ procedures.

The requestor stated that cases reporting open surgical ablation procedures for AF
performed during open valve repair/replacement procedures are typically assigned to MS-DRGs
216,217,218, 219, 220, and 221, with the majority of the cases being assigned to MS-DRGs
219, 220 and 221 because of the surgical hierarchy in MDC 05 and because there is less of a
need for cardiac catheterization in these cases. We stated in the proposed rule that the requestor
performed its own data analysis, and stated their analysis showed that the data continues to
demonstrate that claims with open surgical ablation procedures for AF are not clinically similar
to the remaining cases in MS-DRGs 219, 220, and 221, and there are significant differences in

resource utilization that reflect those clinical differences.



To explore mechanisms to address this request, we stated in the proposed rule we began
our analysis by examining claims data from the September 2022 update of the FY 2022
MedPAR file for cases reporting procedure code combinations describing open concomitant
surgical ablations assigned to MS-DRGs 216, 217, 218, 219, 220, and 221. We referred readers
to Tables 6P.3a and 6P.3b associated with the proposed rule (which are available 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 2022 update of
the FY 2022 MedPAR file. Table 6P.3a associated with the proposed rule sets forth the list of
ICD-10-PCS procedure codes reflecting mitral valve repair or replacement (MVR), aortic valve
repair or replacement (AVR), coronary artery bypass grafting (CABG) and surgical ablation
procedures that we examined in this analysis. Table 6P.3b associated with the proposed 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 2022 update of the FY 2022 MedPAR file.

As shown in Table 6P.3b associated with the proposed 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 439 cases reporting procedure code combinations describing open concomitant
surgical ablations with the average length of stay ranging from 16.7 days to 20.3 days and
average costs ranging from $78,586 to $111,439 for these cases. For MS-DRG 217, we found 92
cases reporting procedure code combinations describing open concomitant surgical ablations
with the average length of stay ranging from 8.5 days to 14 days and average costs ranging from
$43,221 to $98,001 for these cases. For MS-DRG 218, we found 2 cases reporting procedure

code combinations describing open concomitant surgical ablations with the average length of



stay of 6.5 days and average cost of $38,519 for these cases. For MS-DRG 219, we found 1,136
cases reporting procedure code combinations describing open concomitant surgical ablations
with the average length of stay ranging from 9.5 days to 13.6 days and average costs ranging
from $60,495 to $94,572 for these cases. For MS-DRG 220, we found 770 cases reporting
procedure code combinations describing open concomitant surgical ablations with the average
length of stay ranging from 6.7 days to 9.6 days and average costs ranging from $49,900 to
$84,293 for these cases. For MS-DRG 221, we found 38 cases reporting procedure code
combinations describing open concomitant surgical ablations with the average length of stay
ranging from 4.5 days to 5.8 days and average costs ranging from $30,725 to $59,024 for these
cases.

We stated in the proposed rule that similar to our analysis of the data as discussed in the
FY 2023 IPPS/LTCH PPS final rule, this data analysis also shows 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.
We stated the data analysis reflects that cases that describe “Open MVR + Open AVR” in
addition to other concomitant procedures generally demonstrate higher average costs in their
respective MS-DRGs. In MS-DRG 216, we identified a total of 439 cases reporting procedure
code combinations describing open concomitant surgical ablations with an average length of stay
of 17.7 days and average costs of $89,877. Of those 439 cases, there were 40 cases reporting an
aortic valve repair/replacement procedure, a mitral valve repair/replacement procedure, and
another concomitant procedure with average costs of $106,301 and an average length of stay of
17.9 days. In MS-DRG 217, we identified a total of 92 cases reporting procedure code
combinations describing open concomitant surgical ablations with an average length of stay of
10 days and average costs of $60,975. Of those 92 cases, there were 9 cases reporting an aortic
valve repair/replacement procedure, a mitral valve repair/replacement procedure, and another

concomitant procedure with average costs of $82,514 and an average length of stay of 12.5 days.



In MS-DRG 219, we identified a total of 1,136 cases reporting procedure code combinations
describing open concomitant surgical ablations with an average length of stay of 11.2 days and
average costs of $70,693. Of those 1,136 cases, there were 102 cases reporting an aortic valve
repair/replacement procedure, a mitral valve repair/replacement procedure, and another
concomitant procedure with average costs of $85,537 and an average length of stay of 12.8 days.
In MS-DRG 220, we identified a total of 770 cases reporting procedure code combinations
describing open concomitant surgical ablations with an average length of stay of 7.3 days and
average costs of $52,456. Of those 770 cases, there were 48 cases reporting an aortic valve
repair/replacement procedure, a mitral valve repair/replacement procedure, and another
concomitant procedure with average costs of $67,344 and an average length of stay of 8.4 days.
For MS-DRG 218 and MS-DRG 221, we did not identify any cases reporting procedure code
combinations describing open concomitant surgical ablations with an aortic valve
repair/replacement procedure, a mitral valve repair/replacement procedure, and another
concomitant procedure.

In examining this request, we noted in the proposed rule that the requestor suggested that
CMS reassign open concomitant surgical ablation procedures for atrial fibrillation (AF) from
MS-DRGs 219, 220, and 221 (Cardiac Valve and Other Major Cardiothoracic Procedures
without Cardiac Catheterization with MCC, with CC, and without CC/MCC, respectively) to
MS-DRGs 216, 217 and 218 for FY 2024, however, as discussed in the FY 2023 IPPS/LTCH
PPS final rule, MS-DRGs 216, 217 and 218 are defined by the performance of cardiac
catheterization. We stated we continue to be concerned 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 catheterization procedure reported to MS-DRGs that are
defined by the performance of that procedure. We also noted, as discussed in section II.C.1.b of
the proposed rule, using the December 2022 update of the FY 2022 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 2024. Similar to our findings
discussed in the FY 2022 and FY 2023 IPPS/LTCH PPS final rules, findings from our analysis
indicate that MS-DRGs 216, 217, 218 as well as approximately 44 other base MS-DRGs would
be subject to change based on the three-way severity level split criterion finalized in FY 2021.
Specifically, we noted that the total number of cases in MS-DRG 218 is again below 500. We
refer the reader to Table 6P.10b associated with the proposed rule (which is available on the

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

Payment/AcutelnpatientPPS) for the list of the 135 MS-DRGs that would potentially be subject

to deletion and the list of the 86 new MS-DRGs that would potentially be created under this
policy if the NonCC subgroup criteria was applied.

As discussed in the proposed rule, to further analyze the claims data to determine to what
extent the performance of multiple procedures is 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, we analyzed the cases reporting a concomitant procedure code
combination without reporting a procedure code describing open surgical ablation assigned to
MS-DRGs 216, 217, 218, 219, 220, and 221. We refer readers to Tables 6P.3c associated with
the proposed rule (which are available on the CMS website at:

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

data analysis of cases reporting a concomitant procedure code combination without reporting a
procedure code describing open surgical ablation assigned to MS-DRGs 216, 217, 218, 219, 220,
and 221 from the September 2022 update of the FY 2022 MedPAR file.

We stated that the data analysis as shown in Table 6P.3c associated with the proposed
rule, similarly, reflects that cases that report “Open MVR + Open AVR” in addition to other
concomitant procedures generally demonstrate higher average costs in their respective MS-
DRGs, even in instances where an open surgical ablation was not reported. In MS-DRG 216, we

identified a total of 2,759 cases reporting a concomitant procedure code combination without



reporting a procedure code describing open surgical ablation with an average length of stay of
17.5 days and average costs of $89,334. Of those 2,759 cases, there were 240 cases reporting an
aortic valve repair/replacement procedure, a mitral valve repair/replacement procedure, and
another concomitant procedure with average costs of $116,611 and an average length of stay of
22.7 days. In MS-DRG 217, we identified a total of 852 cases reporting a concomitant procedure
code combination without reporting a procedure code describing open surgical ablation with an
average length of stay of 10.7 days and average costs of $56,208. Of those 852 cases, there were
31 cases reporting an aortic valve repair/replacement procedure, a mitral valve
repair/replacement procedure, and another concomitant procedure with average costs of $70,831
and an average length of stay of 12.6 days. In MS-DRG 218, we identified a total of 64 cases
reporting a concomitant procedure code combination without reporting a procedure code
describing open surgical ablation with an average length of stay of 6.5 days and average costs of
$39,924, none of which reported an aortic valve repair/replacement procedure, a mitral valve
repair/replacement procedure, and another concomitant procedure. In MS-DRG 219, we
identified a total of 7,604 cases reporting a concomitant procedure code combination without
reporting a procedure code describing open surgical ablation with an average length of stay of
11.1 days and average costs of $66,412. Of those 7,604 cases, there were 579 cases reporting an
aortic valve repair/replacement procedure, a mitral valve repair/replacement procedure, and
another concomitant procedure with average costs of $85,890 and an average length of stay of
13.7 days. In MS-DRG 220, we identified a total of 6,430 cases reporting a concomitant
procedure code combination without reporting a procedure code describing open surgical
ablation with an average length of stay of 6.5 days and average costs of $45,472. Of those 6,430
cases, there were 260 cases reporting an aortic valve repair/replacement procedure, a mitral valve
repair/replacement procedure, and another concomitant procedure with average costs of $63,761
and an average length of stay of 7.8 days. In MS-DRG 221, we identified a total of 666 cases

reporting a concomitant procedure code combination without reporting a procedure code



describing open surgical ablation with an average length of stay of 5.0 days and average costs of
$39,777. Of those 666 cases, there were 9 cases reporting an aortic valve repair/replacement
procedure, a mitral valve repair/replacement procedure, and another concomitant procedure with
average costs of $38,156 and an average length of stay of 5.6 days.

We noted in the proposed rule that analysis of the claims data suggested that it is the
performance of an aortic valve repair or replacement procedure, a mitral valve repair or
replacement procedure plus another concomitant procedure that is associated with increased
hospital resource utilization, not solely the performance of open surgical ablation as suggested by
the requestor, when compared to other cases in their respective MS-DRGs. We stated we
reviewed these data and noted, clinically, the management of mixed valve disease is challenging
because patients with mixed valve disease are often frail, elderly, and present with multiple
comorbidities. The combination of conditions in mixed valve disease, such as aortic stenosis and
mitral stenosis, can result in a greater reduction of cardiac output than in isolated valvular
stenosis. Patients requiring an aortic valve procedure and a mitral valve procedure in the same
operative session are more complex cases and can be at significant risk for adverse events if
there is moderate or severe disease of one or more cardiac valves. In the proposed rule, we stated
that the data analysis clearly showed that cases reporting aortic valve repair or replacement
procedure, a mitral valve repair or replacement procedure and another concomitant procedure
have higher average costs and generally longer lengths of stay compared to all the cases in their
assigned MS-DRG. For these reasons, we proposed to create a new MS-DRG for cases reporting
an aortic valve repair or replacement procedure, a mitral valve repair or replacement procedure,
and another concomitant procedure.

As discussed in the proposed rule, to compare and analyze the impact of our suggested
modifications, we ran a simulation using the most recent claims data from the December 2022
update of the FY 2022 MedPAR file. The following table illustrates our findings for all 892

cases reporting procedure codes describing an aortic valve repair or replacement procedure, a



mitral valve repair or replacement procedure, and another concomitant procedure. We stated we

believed that the resulting proposed MS-DRG assignment is more clinically homogeneous,

coherent and better reflects hospital resource use.

Proposed new MS-DRG

Av

erage

Number | Length | Average
of Cases | of Stay Costs

Proposed new MS-DRG XXX Concomitant Aortic and Mitral Valve Procedures

892

15.7 | $93,764

We applied the criteria to create subgroups in a base MS-DRG as discussed in section

II.C.1.b. of the FY 2024 IPPS/LTCH PPS proposed rule. As shown in the table that follows, a

three-way split of the proposed new MS-DRG failed to meet the criterion that there be at least

500 or more cases in each subgroup.

Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs
With MCC 679 17.7 | $102,194
With CC 207 9.4 $67,682
Without CC/MCC 6 5 $39,567

We then applied the criteria for a two-way split for the “with CC/MCC” and “without

CC/MCC” subgroups and again found that the criterion that there be at least 500 or more cases in

each subgroup could also not be met. The following table illustrates our findings.

Average
MS-DRG Number | | hgthof | Average
of Cases Costs
Stay
With CC/MCC 886 15.7 $94,131
Without CC/MCC 6 5 $39,567

We also applied the criteria for a two-way split for the “with MCC” and “without MCC”

subgroups and found that the criterion that there be at least 500 or more cases in each subgroup

similarly could not be met. The following table illustrates our findings.

Average
MS-DRG Number Length of Average
of Cases Costs
Stay
With MCC 679 17.7 $102,194
Without MCC 213 9.2 $66,890




Therefore, for FY 2024, we did not propose to subdivide the proposed new MS-DRG for
cases reporting procedure codes describing an aortic valve repair or replacement procedure, a
mitral valve repair or replacement procedure, and another concomitant procedure into severity
levels.

In summary, for FY 2024, taking into consideration that it clinically requires greater
resources to perform an aortic valve repair or replacement procedure, a mitral valve repair or
replacement procedure, and another concomitant procedure, we proposed to create a new base
MS-DRG for cases reporting an aortic valve repair or replacement procedure, a mitral valve
repair or replacement procedure, and another concomitant procedure in MDC 05. The proposed
new MS-DRG is proposed new MS-DRG 212 (Concomitant Aortic and Mitral Valve
Procedures). We referred the reader to Table 6P.4a associated with the proposed rule (which is

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

Payment/AcutelnpatientPPS/index for the list of procedure codes we proposed to define in the

logic for the proposed new MS-DRG. We refer the reader to section I1.C.15. of the preamble of
this final rule for the discussion of the surgical hierarchy and the complete list of our proposed
modifications to the surgical hierarchy as well as our finalization of those proposals.

Comment: Commenters expressed support for the proposal to create new base MS-DRG
212 (Concomitant Aortic and Mitral Valve Procedures) for cases reporting an aortic valve repair
or replacement procedure, a mitral valve repair or replacement procedure, and another
concomitant procedure in MDC 05. Many commenters stated finalization of this proposal would
provide the resources necessary to continue offering these concomitant procedures to Medicare
patients with extremely serious, complicated heart conditions, which avoids a future additional
surgery down the line. Other commenters stated they agreed with CMS that this proposal would
result in more clinically homogenous assignments that better reflect hospital resources. A
commenter stated they thank CMS for recognizing the importance of adequate payment for

multiple concomitant open valvular procedures. Another commenter stated that without an MS-



DRG reflecting the additional costs of performing concomitant procedures, hospitals will
continue to be incentivized for multiple admissions for separate cardiac procedures in order to
cover the cost of care.

Response: We appreciate the commenters’ support.

Comment: Many commenters stated that the proposal to create MS-DRG 212 is a good
first step, but urged CMS go a step further and also assign cases reporting a single AVR or MVR
procedure and another concomitant procedure in MDC 05 to the proposed new MS-DRG.
Commenters stated that this modification to the proposal would better align with the clinical
literature and the clinical needs of Medicare beneficiaries by allowing patients to receive
lifesaving therapies in one visit, while not incentivizing hospitals to send patients with AF home
to return for future procedures. Some commenters stated, based on their analysis, more patients
require an open concomitant single AVR or MVR procedure than multiple open valvular
procedures with open surgical ablation. These commenters stated that new MS-DRG 212 would
only apply to roughly 10 percent of Medicare beneficiaries, while excluding the majority of
Medicare beneficiaries who require open heart valve procedures in combination with open
surgical ablation treatment for AF. A commenter stated that AF is a complex arrythmia that is
present in more than 40 percent of patients undergoing open single or multiple valve procedures
and stated that these patients have a two to three times greater risk for hospitalizations and
multiple admissions if their AF goes untreated. Commenters stated that treating atrial fibrillation
during the same surgical session as a single open valve procedure requires significant device
costs, additional operating room time, and specialized staff. Some commenters expressed
concern that given the added costs of performing multiple 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 a delay in addressing the biggest patient segment with single open



valve replacement (MVR or AVR) and other concomitant procedures risks limiting lifesaving
access to therapies for CMS beneficiaries. Many commenters stated the proposal would be even
more impactful for patients if cases reporting single open valve procedures were included.

Some commenters urged CMS to either (1) assign all cases reporting a single AVR or
MVR procedure and another concomitant procedure for the treatment of atrial fibrillation to new
proposed MS-DRG 212, (2) create a new MS-DRG for cases reporting a single AVR or MVR
procedure for the treatment of atrial fibrillation, or (3) assign cases reporting a single AVR or
MVR procedure and a concomitant surgical ablation procedure for the treatment of atrial
fibrillation to 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) and change the title of the MS-DRGs, while maintaining the relative weight, and
then monitor the claims data for two years.

However, other commenters were not supportive of assigning cases reporting a single
AVR or MVR procedure and another concomitant procedure to the proposed new MS-DRG 212.
These commenters noted that the focus and clinical rationale for CMS’ proposal was based on
the complex, multiple valve procedures. Commenters stated that assigning cases reporting a
single AVR or MVR procedure and another concomitant procedure to new MS-DRG 212 would
have a significant negative impact on the remaining MS-DRGs, notably MS-DRG 216. The
commenters recommended that CMS continue to carefully review the impacts on the relative
weights in these MS-DRGs if CMS finalizes the proposal to move approximately 900 cases out
of MS-DRGs 216, 217, 218, 219, 220, and 221. Another commenter requested that CMS delay
implementation of proposed new MS-DRG 212 for a year to allow interested parties to fully
assess the impact of the proposed changes to MS-DRGs 216, 217, 218, 219, 220, and 221 and to
analyze other options to address payment adequacy more broadly across concomitant procedures,
particularly given that findings from CMS’ analysis indicate that MS-DRGs 216, 217, and 218 as

well as approximately 44 other base MS-DRGs would be subject to change based on the NonCC



subgroup criteria finalized in FY 2021. This commenter further stated given the relatively small

number of cases impacted by the newly proposed MS-DRG 212, additional time would give

CMS an opportunity to work with interested parties to consider other concomitant procedures

that have similar clinical and cost coherence as the procedures currently proposed for MS-DRG

212, such as concomitant procedures involving the tricuspid and pulmonary valves.

Response: We appreciate the commenters sharing their concerns and feedback on this

proposal. To examine the recommendation that CMS expand MS-DRG 212 to allow cases

reporting a single aortic valve repair or replacement procedure or a mitral valve repair or

replacement procedure with an open concomitant surgical ablation to be grouped into the

proposed new MS-DRG, we further analyzed the September 2022 update of the FY 2022

MedPAR file for cases reporting procedure code combinations describing a single AVR or MVR

procedure and a concomitant procedure assigned to MS-DRGs 216, 217, 218, 219, 220 and 221.

We also analyzed the September 2022 update of the FY 2022 MedPAR file for cases reporting

procedure code combinations describing a single AVR or MVR procedure and a concomitant

procedure and a diagnosis of AF. We identified cases reporting AF as a principal or secondary

diagnosis with the following ICD-10-CM codes.

ICD-10-CM Code Description

148.0 Paroxysmal atrial fibrillation

148.11 Longstanding persistent atrial fibrillation
148.19 Other persistent atrial fibrillation

148.20 Chronic atrial fibrillation, unspecified
148.21 Permanent atrial fibrillation

148.91 Unspecified atrial fibrillation

MS-DRGs 216 — 221: Cases Reporting Procedures Describing Concomitant Single Open Valve

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

Cardiac Valve and Other Major Cardiothoracic Procedures
with Cardiac Catheterization with MCC - ALL CASES 5,311 14.9 | $84,327
216 -Cases reportipg a single AVR or MVR procedure 2,590 17.1 $87,374

and a concomitant procedure

--Cases reporting a single AVR or MVR procedure 1511 17| $85.840

and a concomitant procedure with diagnosis of AF




Cardiac Valve and Other Major Cardiothoracic Procedures

. . . . 1,736 73| $56,143
with Cardiac Catheterization with CC - ALL CASES
217 -Cases reportipg a single AVR or MVR procedure 308 94| $55.593
and a concomitant procedure
--Cases reporting a single AVR or MVR procedure
and a concomitant procedure with diagnosis of AF 462 9.8 $56,104
Cardiac Valve and Other Major Cardiothoracic Procedures
with Cardiac Catheterization without CC/MCC — ALL 309 3.1 | $50,208
CASES
218 -Cases reporting a single AVR or MVR procedure 62 6.6 $38.013
and a concomitant procedure ] ’
--Cases reporting a single AVR or MVR procedure
and a concomitant procedure with diagnosis of AF 18 6.2 $37,053
Cgrdiac Valv.e and Other .Maj.'or Cgrdiothoracic Procedures 12,149 108 | $65911
without Cardiac Catheterization with MCC - ALL CASES
219 -Cases reportipg a single AVR or MVR procedure 7.400 109 | $65,489
and a concomitant procedure
--Cases reporting a single AVR or MVR procedure
and a concomitant procedure with diagnosis of AF 4,485 LT} $66,912
Cgrdiac Valvg and Other .Maj.'or Ca}rdiothoracic Procedures 9,888 6.4 | $45839
without Cardiac Catheterization with CC - ALL CASES
220 -Cases reportipg a single AVR or MVR procedure 6,496 65| $45.455
and a concomitant procedure
--Cases reporting a single AVR or MVR procedure
and a concomitant procedure with diagnosis of AF 3,645 7| $47,560
Cardiac Valve and Other Major Cardiothoracic Procedures
without Cardiac Catheterization without CC/MCC - ALL 1,402 4 $40,694
CASES
221 -Cases reporting a single AVR or MVR procedure 650 5| $39688
and a concomitant procedure ’
--Cases reporting a single AVR or MVR procedure 239 56| $41,903

and a concomitant procedure with diagnosis of AF

As shown in the table, in MS-DRG 216, we identified a total of 2,590 cases reporting

procedure code combinations describing a single AVR or MVR procedure and a concomitant

procedure with an average length of stay of 17.1 days and average costs of $87,374. Of those

2,590 cases, there were 1,511 cases reporting procedure code combinations describing a single

AVR or MVR procedure and a concomitant procedure, with a diagnosis of AF with average

costs of $85,840 and an average length of stay of 17 days. The data analysis performed indicates

that the 1,511 cases in MS-DRG 216 reporting procedure code combinations describing a single

AVR or MVR procedure and a concomitant procedure with a diagnosis of AF have an average

length of stay that is longer than the average length of stay for all the cases in MS-DRG 216




(17.1 days versus 14.9 days) and slightly higher average costs when compared to all the cases in
MS-DRG 216 ($85,840 versus $84,327).

In MS-DRG 217, we identified a total of 808 cases reporting procedure code
combinations describing a single AVR or MVR procedure and a concomitant procedure with an
average length of stay of 9.4 days and average costs of $55,593. Of those 808 cases, there were
462 cases reporting procedure code combinations describing a single AVR or MVR procedure
and a concomitant procedure, with a diagnosis of AF with average costs of $56,104 and an
average length of stay of 9.8 days. The data analysis performed indicates that the 462 cases in
MS-DRG 217 reporting procedure code combinations describing a single AVR or MVR
procedure and a concomitant procedure with a diagnosis of AF have an average length of stay
that is longer than the average length of stay for all the cases in MS-DRG 217 (9.8 days versus
7.3 days) and similar average costs when compared to all the cases in MS-DRG 217 ($56,104
versus $56,143).

In MS-DRG 218, we identified a total of 62 cases reporting procedure code combinations
describing a single AVR or MVR procedure and a concomitant procedure with an average length
of stay of 6.6 days and average costs of $38,013. Of those 62 cases, there were 18 cases
reporting procedure code combinations describing a single AVR or MVR procedure and a
concomitant procedure, with a diagnosis of AF with average costs of $37,053 and an average
length of stay of 6.2 days. The data analysis performed indicates that the 18 cases in MS-DRG
218 reporting procedure code combinations describing a single AVR or MVR procedure and a
concomitant procedure with a diagnosis of AF have an average length of stay that is longer than
the average length of stay for all the cases in MS-DRG 218 (6.2 days versus 3.1 days) and lower
average costs when compared to all the cases in MS-DRG 218 ($37,053 versus $50,208).

In MS-DRG 219, we identified a total of 7,400 cases reporting procedure code
combinations describing a single AVR or MVR procedure and a concomitant procedure with an

average length of stay of 10.9 days and average costs of $65,489. Of those 7,400 cases, there



were 4,485 cases reporting procedure code combinations describing a single AVR or MVR
procedure and a concomitant procedure, with a diagnosis of AF with average costs of $66,912
and an average length of stay of 11.1 days. The data analysis performed indicates that the 4,485
cases in MS-DRG 219 reporting procedure code combinations describing a single AVR or MVR
procedure and a concomitant procedure with a diagnosis of AF have an average length of stay
that is slightly longer than the average length of stay for all the cases in MS-DRG 219 (11.1 days
versus 10.8 days) and slightly higher average costs when compared to all the cases in MS-DRG
219 (366,912 versus $65,911).

In MS-DRG 220, we identified a total of 6,496 cases reporting procedure code
combinations describing a single AVR or MVR procedure and a concomitant procedure with an
average length of stay of 6.5 days and average costs of $45,455. Of those 6,496 cases, there
were 3,645 cases reporting procedure code combinations describing a single AVR or MVR
procedure and a concomitant procedure, with a diagnosis of AF with average costs of $47,560
and an average length of stay of 7 days. The data analysis performed indicates that the 3,645
cases in MS-DRG 220 reporting procedure code combinations describing a single AVR or MVR
procedure and a concomitant procedure with a diagnosis of AF have an average length of stay
that is slightly longer than the average length of stay for all the cases in MS-DRG 220 (7 days
versus 6.4 days) and slightly higher average costs when compared to all the cases in MS-DRG
220 ($47,560 versus $45,839).

In MS-DRG 221, we identified a total of 650 cases reporting procedure code
combinations describing a single AVR or MVR procedure and a concomitant procedure with an
average length of stay of 5 days and average costs of $39,688. Of those 650 cases, there were
239 cases reporting procedure code combinations describing a single AVR or MVR procedure
and a concomitant procedure, with a diagnosis of AF with average costs of $41,903 and an
average length of stay of 5.6 days. The data analysis performed indicates that the 239 cases in

MS-DRG 221 reporting procedure code combinations describing a single AVR or MVR



procedure and a concomitant procedure with a diagnosis of AF have an average length of stay
that is longer than the average length of stay for all the cases in MS-DRG 221 (5.6 days versus 4
days) and slightly higher average costs when compared to all the cases in MS-DRG 221 ($41,903
versus $40,694).

The data analysis performed also indicates that the cases in MS-DRGs 219, 220, and 221
reporting procedure code combinations describing a single AVR or MVR procedure and a
concomitant procedure have a similar average length of stay and generally lower average costs
when compared to all cases in MS-DRGs 216, 217, and 218. As discussed in the proposed rule,
to compare and analyze the impact of our suggested modifications, we ran a simulation using the
most recent claims data from the December 2022 update of the FY 2022 MedPAR file. We
stated we found 892 cases reporting procedure codes describing an aortic valve repair or
replacement procedure, a mitral valve repair or replacement procedure, and another concomitant
procedure with an average length of stay of 15.7 days and average costs of $93,764. Our
additional analysis performed in response to public comments also indicates that the cases
reporting procedure code combinations describing a single AVR or MVR procedure and a
concomitant procedure have a much shorter average length of stay and much lower average costs
when compared to these 892 cases.

Upon analysis of the claims data using our current analytical framework, review of the
original request, and review of the public comments, while we agree that there are more cases
reporting a single AVR or MVR procedure and another concomitant procedure than cases
reporting concomitant aortic and mitral valve procedures, we do not agree with assigning cases
reporting a single AVR or MVR procedure and another concomitant procedure for the treatment
of atrial fibrillation to new proposed MS-DRG 212. As previously noted, the data do not indicate
cases reporting a single AVR or MVR procedure and another concomitant procedure (with or
without a diagnosis of AF) utilize similar resources when compared to the cases proposed to be

assigned to new MS-DRG 212. The cases are not clinically coherent with regard to resource



utilization as reflected in the differences in average costs. Further, the data do not support
creating a new MS-DRG for cases reporting a single AVR or MVR procedure for the treatment
of atrial fibrillation and instead suggest that cases reporting a single AVR or MVR procedure for
the treatment of atrial fibrillation are suitably grouped to MS-DRGs 216, 217, 218, 219, 220, and
221 where they are currently assigned based on the similarities in resource utilization compared
to all the cases in their respective MS-DRG.

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, 217, and 218, as noted in prior rulemaking,
MS-DRGs 216, 217, and 218 are defined by the performance of cardiac catheterization. We
continue to express 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 catheterization procedure reported to MS-DRGs that are defined by the
performance of that procedure.

In response to the suggestion that CMS delay implementation of proposed new MS-DRG
212 for a year to allow interested parties to fully assess the impact of the proposed changes to
MS-DRGs 216, 217, 218, 219, 220, and 221 and to analyze other options to address payment
adequacy more broadly across concomitant procedures, we reviewed the commenters’ concern
and do not agree that a delay would be prudent. We believe that the data we currently have
available is sufficient to create a new MS-DRG for cases reporting an aortic valve repair or
replacement procedure, a mitral valve repair or replacement procedure, and another concomitant
procedure. As discussed in the proposed rule, and earlier in this section, the data demonstrate
that cases reporting aortic valve repair or replacement procedure, a mitral valve repair or
replacement procedure and another concomitant procedure have higher average costs and

generally longer lengths of stay compared to all the cases in their assigned MS-DRG.



We appreciate the public comments we received and will continue to monitor for impacts
in MDC 05 and across the MS-DRGs to avoid unintended consequences or missed opportunities
in most appropriately capturing the resource utilization and clinical coherence for this subset of
procedures.

Comment: Some commenters stated the title of proposed new MS-DRG 212
(Concomitant Aortic and Mitral Valve Procedures) is not clear. These commenters stated it was
not clear if the logic intent is for cases reporting both a mitral and aortic valve procedure with a
concomitant procedure to be assigned to new MS-DRG 212 or if the logic intent is to have cases
reporting a mitral valve or an aortic valve procedure with a concomitant procedure to be assigned
to new MS-DRG 212. A few commenters suggested that consideration be given to revising the
title of the proposed new MS-DRG as it is not intuitive that the list of concomitant procedures in
the GROUPER logic list for MS-DRG 212 includes both surgical ablation and CABG
procedures. Another commenter stated that the display in the draft Definition Manual, Version
41, for MS-DRG 212 is unclear and observed there are no instructional notes included in the
draft Definition Manual to explain the intent of the various lists of procedures.

Response: We appreciate the commenters’ feedback. As discussed in the FY 2024
IPPS/LTCH PPS proposed rule (88 FR 26691 through 26695), analysis of the claims data
suggests that it is the performance of an aortic valve repair or replacement procedure, a mitral
valve repair or replacement procedure plus another concomitant procedure that is associated with
increased hospital resource utilization (88 FR 26694). For these reasons, we proposed to create a
new MS-DRG for cases reporting an aortic valve repair or replacement procedure, a mitral valve
repair or replacement procedure, and another concomitant procedure.

In response to commenters who stated that it was not clear if the logic intent is for cases
reporting both a mitral and aortic valve procedure with a concomitant procedure to be assigned
to new MS-DRG 212 or if the logic intent is to have cases reporting a mitral valve or an aortic

valve procedure with a concomitant procedure to be assigned to new MS-DRG 212, we wish to



clarify cases reporting: (1) an aortic valve repair or replacement procedure; (2) a mitral valve
repair or replacement procedure; and (3) at least one other concomitant procedure, as defined in
the GROUPER logic, would be assigned to proposed new MS-DRG 212 (Concomitant Aortic
and Mitral Valve Procedures).

In response to the suggestion that the title of MS-DRG 212 be revised, we reviewed the
commenters’ concerns and do not believe a modification is warranted. As our analysis of the
claims data suggests that it is the performance of an aortic valve repair or replacement procedure,
a mitral valve repair or replacement procedure plus another concomitant procedure that is
associated with increased hospital resource utilization, we believe the proposed title of the new
MS-DRG appropriately characterizes these findings.

In reviewing the comment regarding the draft version of the ICD-10 MS-DRG

Definitions Manual, Version 41, (available at https://www.cms.gov/Medicare/Medicare-Fee-for-

Service-Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software), that was provided

so the public can better analyze and understand the impact of the proposals included in the FY
2024 TPPS/LTCH PPS proposed rule, we agree refinements to the display would be helpful to
clarify the GROUPER logic for MS-DRG 212. In the final ICD-10 MS-DRG Definitions

Manual, Version 41, we will refine the display by adding headers above each of the respective

logic lists as follows:

. Select ONE procedure from aortic valve procedures
. Select ONE procedure from mitral valve procedures
. Select at least ONE procedure from concomitant procedures

Comment: Some commenters noted that the list of procedure codes we proposed to define
aortic valve procedures and mitral valve procedures in the logic for the proposed new MS-DRG
is limited to the root operations “Repair” and “Replacement,” however there are other valve
procedures listed under the “Concomitant Procedure” logic list. These commenters suggested

that CMS consider moving the aortic and mitral valve procedure codes with the root operations



of “Creation”, “Release”, “Restriction”, and “Supplement,” that are currently listed under the
Concomitant Procedures list in Table 6P.4a and in the draft version of the ICD-10 MS-DRG
Definitions Manual to the appropriate logic list of aortic valve or mitral valve procedures. The
commenters stated that procedure codes with these other root operations also represent types of
valvular repairs and should be included on the aortic valve procedures and mitral valve
procedures logic lists rather than the “Concomitant Procedure” logic list. A commenter stated
that this change would ensure that all of the aortic valve and mitral valve procedures codes are
captured as valve procedures instead of concomitant procedures when performed.

Response: We appreciate the feedback and will take these suggestions under
consideration. We note that the requestor originally requested that CMS review the MS-DRG
assignments for cases involving open surgical ablation performed during another open heart
surgical procedure such as mitral valve repair or replacement (MVR), aortic valve repair or
replacement (AVR), or coronary artery bypass grafting (CABG). Table 6P.3a associated with the
proposed rule sets forth the list of ICD-10-PCS procedure codes reflecting MVR, AVR, CABG,
and surgical ablation procedures that we examined in our analysis. We agree with the
commenters that there are other valve procedures listed under the “Concomitant Procedure” logic
list in Table 6P.3a, however, 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. Additional claims analysis is needed to
determine if the technical complexity and resource utilization of all, or a subset, of the aortic and
mitral valve procedure codes with the root operations of “Creation”, “Release”, “Restriction”,
and “Supplement” in the “Concomitant Procedures” logic list warrant any modifications to the
GROUPER logic of proposed new MS-DRGs 212. We believe there may be an opportunity to
further refine this MS-DRG as we continue to monitor the claims data and perform additional
analysis. We note that we would address any proposed modifications to the logic in future

rulemaking.



Comment: Commenters stated they appreciated CMS’ willingness to examine how the
performance of multiple procedures during the same operative session contributes to higher
hospital costs and patient length of stay. Commenters encouraged CMS to continue to consider
options in the MS-DRGs for concomitant procedures with higher hospital resource utilization,
given the important patient care benefits and efficiencies associated with performing certain
procedures concomitantly in a single encounter rather than staging separate procedures. A
commenter stated they recognize that clinical services across many medical specialties may be
performed concomitantly to optimize patient outcomes and noted, for example, studies indicate
when left atrial appendage closure (LAAC) is performed concomitantly with ablation, the
outcomes are at least as comparable as for patients who have undergone these procedures
separately. This commenter suggested that CMS conduct comprehensive analysis of all
concomitant procedures, similar to the analysis of concomitant aortic and mitral valve
procedures, to inform whether CMS should establish a more holistic policy to provide adequate
payment for clinical practices that lead to better efficiency and patient outcomes. Another
commenter recommended that CMS devise a broader, more inclusive, supplemental mechanism
to facilitate incremental payment when two major procedures are performed during the same
hospital admission and urged CMS to ensure that the incurred costs are adequately addressed so
as to not disincentivize concomitant procedures which can be more cost efficient, more
convenient, and provide a better prognosis for the patient than the procedures being performed
during different hospital stays.

Response: We appreciate the commenters’ support. We also thank the commenters for
their recommendations to conduct comprehensive analysis of all concomitant procedures as we
agree that the performance of “concomitant procedures” may affect the consumption of resources
in other clinical scenarios, especially when the use of devices is involved. We continue to be
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 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: While supporting the proposal, a commenter suggested that proposed new
MS-DRG 212 be split into two severity levels (with and without MCC). The commenter stated
they believe it is mathematically impossible for the proposed new MS-DRG to ever be more than
a base MS-DRG, however in their opinion, a base MS-DRG does not take into account the
variation in the average costs between cases reporting a secondary diagnosis designated as a
MCC compared to cases reporting a secondary diagnosis designated as a CC.

Response: We thank the commenter for their feedback. In response to the suggestion that
proposed new MS-DRG 212 for cases describing concomitant aortic and mitral valve procedures
be subdivided with a two-way severity level split, we note as discussed in the proposed rule and
earlier in this section, in the analysis of the cases describing concomitant aortic and mitral valve
procedures, we applied the criteria for a two-way split for the “with MCC” and “without MCC”
subgroups and found that the criterion that there be at least 500 or more cases in each subgroup
could not be met and therefore did not propose to subdivide the proposed new MS-DRG for
concomitant aortic and mitral valve procedures into severity levels for FY 2024. In response to
the concern about variation of costs between cases reporting a secondary diagnosis designated as
a MCC compared to cases reporting a secondary diagnosis designated as a CC in a base MS-
DRG, we note 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.

Therefore, after consideration of the public comments we received, and for the reasons

discussed, we are finalizing our proposal to create a new MS-DRG 212 (Concomitant Aortic and



Mitral Valve Procedures) in MDC 05, without modification, effective October 1, 2023, for FY
2024. We are also finalizing the list of procedure codes to define the logic for the new MS-DRGs
as displayed in Table 6P.4a associated with the proposed rule (which is available on the CMS

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

Payment/AcutelnpatientPPS/index).

b. External Heart Assist Device

Impella® Ventricular Support Systems are temporary heart assist devices intended to
support blood pressure and provide increased blood flow to critical organs in patients with
cardiogenic shock, by drawing blood out of the heart and pumping it into the aorta, partially or
fully bypassing the left ventricle to provide adequate circulation of blood (replace or supplement
left ventricle pumping) while also allowing damaged heart muscle the opportunity to rest and
recover in patients who need short-term support.

In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44820 through 44831), we discussed a
request to reassign certain cases reporting procedure codes describing the insertion of a
percutaneous short-term external heart assist device from MS-DRG 215 (Other Heart Assist
System Implant) to 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). We stated that our clinical advisors reviewed the clinical issues and the
claims data and agreed that cases reporting a procedure code that describes the intraoperative
insertion of a short-term external heart assist device are generally less resource intensive and are
clinically distinct from other cases reporting procedure codes describing the insertion of other
types of heart assist devices currently assigned to MS-DRG 215. We also stated that critically ill
patients who are experiencing or at risk for cardiogenic shock from an emergent event such as
heart attack or virus that impacts the functioning of the heart and requires longer heart pump
support are different from those patients who require intraoperative support only. Patients

receiving a short-term external heart assist device intraoperatively during coronary interventions



often have an underlying disease pathology such as heart failure related to occluded coronary
vessels that is broadly similar in kind to other patients also receiving these interventions without
the need for an insertion of a short-term external heart assist device. In the post-operative period,
these patients can recover and can be sufficiently rehabilitated prior to discharge. For these
reasons, we finalized our proposal to assign ICD-10-PCS codes 02HAORJ, 02HA3RJ, or
02HAA4R]J that describe the intraoperative insertion of a short-term external heart assist device to
MS-DRGs 216, 217, 218, 219, 220, and 221.

As discussed in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26695 through
26700), we received a request to reassign certain cases reporting procedure codes describing the
insertion of a short-term external heart assist device using an axillary artery conduit from MS-
DRG 215 to MS-DRGs 001 and 002 (Heart Transplant or Implant of Heart Assist System with
MCC and without MCC, respectively) and MS-DRG 003 (ECMO or Tracheostomy with MV
>96 Hours or Principal Diagnosis Except Face, Mouth and Neck with Major O.R. Procedures).

We noted in the proposed rule that the Impella 5.5® with SmartAssist® System is designed
for longer-duration support (up to 14 days) than other femoral access percutaneous ventricular
assist devices (pVADs) that treat cardiogenic shock (up to 4 days) providing full cardiac and
hemodynamic support with 5.5 liters of blood flow per minute. The Impella 5.5® with
SmartAssist® System is considered a hybrid procedure of an open vascular exposure and an
endovascular procedure. The Impella 5.5® with SmartAssist® System surgical pump can be
inserted through an open chest for direct aortic access or a surgical incision that exposes the
axillary artery. In the axillary artery approach, a surgical graft conduit is anastomosed to the
axillary artery by a surgeon in the operating room. The device is positioned across the aortic
valve, with the inlet located in the left ventricle and the outlet in the ascending aorta to allow the
device to directly unload via the native pathway and to support coronary perfusion. According to
the requestor, the Impella 5.5® with SmartAssist® System is indicated for more complex patients

than other femoral artery access pVADs, however the insertion of a short-term external heart



assist device using an axillary artery conduit (such as the Impella 5.5® with SmartAssist®
System) is reported with the same ICD-10-PCS code that describes insertion of a percutaneous
short-term external heart assist device and are therefore also assigned to MS-DRG 215.
According to the requestor, Impella 5.5® with SmartAssist® System is more clinically
comparable to implantable heart assist systems, such as left ventricular assist devices (LVADs),
and like LVADs, the insertion of a short-term external heart assist device using an axillary artery
conduit must be performed by a surgeon in the operating room. We stated in the proposed rule
that the requestor performed its own data analysis, and stated their analysis showed a significant
variation in the resource utilization for patients treated with the Impella 5.5® with SmartAssist®
System compared to patients treated with other femoral access pVADs assigned to MS-DRG
215.

In the proposed rule, we also noted that following the submission of the FY 2024 MS-
DRG classification change request for certain cases reporting procedure codes describing the
insertion of a short-term external heart assist device using an axillary artery conduit, this same
requestor (the manufacturer of the Impella® Ventricular Support Systems) submitted a code
proposal requesting a new ICD-10-PCS procedure code to describe the Impella 5.5® with
SmartAssist® System for consideration as an agenda topic to be discussed at the March 7-8, 2023
ICD-10 Coordination and Maintenance Committee meeting. The proposal was presented and
discussed at the March 7-8, 2023 ICD-10 Coordination and Maintenance Committee 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 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 7, 2023.

In reviewing this MS-DRG reclassification request, in the proposed rule we noted that we
agreed with the requestor that the insertion of a short-term external heart assist device using an

axillary artery conduit (such as the Impella 5.5® with SmartAssist® System) is not separately



identifiable in the claims data. Therefore, in this section, we address the assignment of the
existing procedure codes describing the insertion of short-term external heart assist devices,
including our proposed reassignment of a subset of these cases for FY 2024.

The following ICD-10-PCS procedure codes describe the insertion of a short-term

external heart assist device.

ICD-10-PCS Code Description
02HAORZ Insertion of short-term external heart assist system into heart, open approach
02HA3RZ Insertion of short-term external heart assist system into heart, percutaneous approach

Insertion of short-term external heart assist system into heart, percutaneous endoscopic
02HA4RZ approach

In the ICD-10 MS-DRG Definitions Manual Version 40.1, procedure codes 02HAORZ,
02HA3RZ, and 02HA4RZ are currently recognized as extensive O.R. procedures assigned to
MS-DRG 215 (Other Respiratory System O.R. Procedures with MCC, with CC, and without CC/
MCC, respectively) in MDC 05.

As stated previously and discussed in the proposed rule, the request for FY 2024
rulemaking was to reassign certain cases reporting procedure codes describing the insertion of a
short-term external heart assist device using an axillary artery conduit from MS-DRG 215 to
MS-DRGs 001 and 002 (Heart Transplant or Implant of Heart Assist System with MCC and
without MCC, respectively) and MS-DRG 003 (ECMO or Tracheostomy with MV >96 Hours or
Principal Diagnosis Except Face, Mouth and Neck with Major O.R. Procedures). During our
review of this request, we noted in the proposed rule that the current GROUPER logic for MS-
DRGs 001 and 002 is comprised of two lists. The first list includes procedure codes identifying a
heart transplant procedure, and the second list includes procedure codes identifying the
implantation of a heart assist system (including short-term external heart assist systems) and
includes code combinations or procedure code “clusters” that, when reported together, satisfy the
logic for assignment to MS-DRGs 001 and 002. The code combinations are represented by two

procedure codes and include either one code for the insertion of the device with one code for




removal of the device or one code for the revision of the device with one code for the removal of

the device.

We also noted in the proposed rule that the GROUPER logic for MS-DRG 003 is defined

by (1) a procedure code for extracorporeal oxygenation (ECMO), (2) a procedure code for

tracheostomy, mechanical ventilation and a procedure code further classified as extensive, or (3)

a procedure code for tracheostomy with a procedure code further classified as extensive and a

principal diagnosis not assigned to MS-DRGs 011, 012 or 013 as reflected in the logic table:

PDx

Except

ECMO Tracheostomy Y Face,

Yes

No

No

Yes

Yes

Yes

Yes

Yes

Yes

Neck

n/a

Yes

Yes

Major
O.R.
Mouth, Procedure

n/a

Yes

Yes

No

MS-DRG

003 (ECMO or Tracheostomy with MV >96 Hours or
Principal Diagnosis Except Face, Mouth and Neck with
Major O.R. Procedures)

003 (ECMO or Tracheostomy with MV >96 Hours or
Principal Diagnosis Except Face, Mouth and Neck with
Major O.R. Procedures)

003 (ECMO or Tracheostomy with MV >96 Hours or
Principal Diagnosis Except Face, Mouth and Neck with
Major O.R. Procedures)

004 (Tracheostomy with MV >96 Hours or Principal
Diagnosis Except Face, Mouth and Neck without Major
O.R. Procedures)

004 (Tracheostomy with MV >96 Hours or Principal

Diagnosis Except Face, Mouth and Neck without Major
O.R. Procedures)

As procedure codes describing the insertion of a short-term external heart assist device

are classified as extensive procedures in Version 40.1, specific assignment of these procedure

codes to MS-DRG 003 is not required. When the other parameters of the GROUPER logic are

met and procedure codes describing the insertion of a short-term external heart assist device are

also reported, MS-DRG 003 will be assigned, therefore in the proposed rule we stated we did not

include MS-DRG 003 in our analysis. We refer the reader to the ICD-10 MS-DRG Version 40.1

Definitions Manual (which is available 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 and for Appendix E--Operating Room Procedures and Procedure Code/MS-

DRG Index.

In the proposed rule, we stated that to begin our analysis, we examined claims data from
the September 2022 update of the FY 2022 MedPAR file for MS-DRG 215 to identify cases
reporting ICD-10-PCS codes 02HAORZ, 02HA3RZ, and 02HA4RZ. Our findings are shown in

the following table:

Average
Number | Length of | Average
MS-DRG of Cases Stay Costs
All cases 3,587 9 $86,774
215 02HAORZ 60 9.2 | $130,153
02HA3RZ 3,424 8.9 $86,640
02HA4RZ 6 6.7 $63,923

As shown in the table, we identified a total of 3,587 cases within MS-DRG 215 with an
average length of stay of 9 days and average costs of $86,774. Of these 3,587 cases, there are 60
cases reporting a procedure code describing the open insertion of a short-term external heart
assist device with an average length of stay of 9.2 days and average costs of $130,153. There are
3,424 cases reporting a procedure code describing a percutaneous insertion of a short-term
external heart assist device with an average length of stay of 8.9 days and average costs of
$86,640. There are 6 cases reporting a procedure code describing a percutaneous endoscopic
insertion of a short-term external heart assist device with an average length of stay of 6.7 days
and average costs of $63,923. The data analysis shows that the average length of stay is longer
and the average costs are higher for the cases reporting a procedure code describing the open
insertion of a short-term external heart assist device compared to all cases in MS-DRG 215,

while the average length of stay is shorter and the average costs are lower for the cases reporting



a procedure code describing the percutaneous or percutaneous endoscopic insertion of a short-
term external heart assist device compared to all cases in that MS-DRG.
We stated in the proposed rule that we then examined claims data from the September

2022 update of the FY 2022 MedPAR for MS-DRGs 001 and 002. Our findings are shown in the

following table.
Average
Number Length Average
MS-DRG of Cases of Stay Costs
001 1,553 40.4 $235,135
002 28 18.3 $108,476

We stated that while the average costs for all cases in MS-DRG 001 are higher than
the average costs of the cases reporting a procedure code describing the open insertion of a
short-term external heart assist device, the data suggested that overall, cases reporting a
procedure code describing the open insertion of a short-term external heart assist device may be
more appropriately aligned with the average costs of the cases in MS-DRGs 001 and 002 in
comparison to MS-DRG 215, even though the average length of stay is shorter.

In the proposed rule, we stated that we then reviewed the clinical considerations along
with this data analysis and agreed that cases reporting a procedure code that describes the open
insertion of a short-term external heart assist device are generally more resource intensive and
are clinically distinct from other cases reporting procedure codes describing the insertion of
short-term external heart devices by other approaches currently assigned to MS-DRG 215. The
availability of mechanical circulatory support devices to provide acute hemodynamic support for
cardiogenic shock or to support percutaneous coronary intervention (PCI) has expanded over the
past decade. We noted that there is now a portfolio of short-term external heart assist devices
available that each have different indications for use and techniques for implantation.

We also noted that the percutaneous or percutaneous endoscopic insertion of a short-term
external heart assist device involves standard catheterization techniques except for the

requirement of a large-bore 13 or 14 Fr sheath. Short-term external heart assist devices inserted



in this manner generally provide blood flow up to 2.5 L/min for systemic perfusion and are
intended for temporary (< 4 days) use to maintain stable heart function. In contrast, the open
insertion of a short-term external heart assist device or the insertion of short-term external heart
assist devices using an axillary artery conduit requires a surgical cutdown of the axillary artery to
place the larger 23 Fr sheaths of these devices. Short-term external heart assist devices that are
inserted via an open approach or using an axillary artery conduit can provide blood flow up to
5.5 L/min for systemic perfusion and are intended for longer use (< 14 days). They are indicated
for the treatment of ongoing cardiogenic shock that occurs less than 48 hours following acute
myocardial infarction or open-heart surgery or in the setting of cardiomyopathy, including
peripartum cardiomyopathy, or myocarditis as a result of isolated left ventricular failure that is
not responsive to medical management and conventional treatment measures. We noted in the
proposed rule that the indications for the open insertion of a short-term external heart assist
device or the insertion of short-term external heart assist devices using an axillary artery conduit
are more closely aligned with MS-DRGs 001 and 002 as compared to MS-DRG 215. For these
reasons, we stated we believed reassigning ICD-10-PCS code 02HAORZ that describes the open
insertion of a short-term external heart assist device to Pre-MDC MS-DRGs 001 and 002 would
improve clinical coherence in these MS-DRGs.

As discussed in the proposed rule, to compare and analyze the impact of these potential
modifications, we ran a simulation using the claims data from the September 2022 update of the
FY 2022 MedPAR file. The following table reflects our simulation for ICD-10-PCS procedure
code 02HAORZ that describes the open insertion of a short-term external heart assist device if it

was moved to MS-DRGs 001 and 002.

Average
Number | Length | Average
MS-DRG of Cases | of Stay Cost
All Cases 3,587 9| $86,774
215 | without 02HAORZ 3,534 9] $83,613
All Cases 1,553 40.4 | $235,135
001 | with 02HAORZ 1,606 39.4 | $231,677




All Cases 28 18.3 | $108,476

002 | with 02ZHAORZ 35 15.3 | $112,533

We stated in the proposed rule that we believed that this simulation supports that the
resulting MS-DRG assignments would be more clinically homogeneous, coherent and better
reflect hospital resource use. A review of this simulation shows that this distribution of ICD-10-
PCS code 02HAORZ that describes the open insertion of a short-term external heart assist device
if moved to MS-DRGs 001 and 002, slightly decreases the average costs of the cases remaining
in MS-DRG 215 by about $3,000, while similarly having a limited effect on the average costs of
MS-DRGS 001 and 002. Therefore, for FY 2024, we proposed to reassign ICD-10-PCS code
02HAORZ when reported as a standalone procedure from MDC 05 in MS-DRG 215 to Pre-MDC
MS-DRGs 001 and 002. We noted that under this proposal, procedure code 02HAORZ would no
longer need to be reported as part of a procedure code combination or procedure code “cluster”
to satisfy the logic for assignment to MS-DRGs 001 and 002.

As discussed in the proposed rule, we will continue to monitor the clinical cohesiveness
of the procedures assigned to MS-DRGs 001 and 002 to assess whether they continue to be
aligned on resource use, as well as current shifts in treatment practices, to determine if additional
refinements may be warranted in the future. The increased availability of short-term external
heart assist devices and their development into low profile, high output pumps has shifted the
management of cardiogenic shock that is unresponsive to other interventions in the years since
these MS-DRGs were created. These short-term devices can now be used as a bridge to provide
the time needed for clinical decision making, native heart recovery, or until another procedure
can be performed, such as the insertion of a left ventricular assist device (LVAD) or cardiac
transplantation.

As noted previously, this same requestor (the manufacturer of the Impella® Ventricular
Support Systems) submitted a code proposal to be discussed at the March 7-8, 2023 ICD-10

Coordination and Maintenance Committee meeting to request a change to how the Impella 5.5®



with SmartAssist® System is coded within the ICD-10-PCS classification as there are no unique
ICD-10-PCS codes to describe the insertion of a short-term external heart assist system using an
axillary artery conduit. In the proposed rule, we noted that because the decisions on the diagnosis
and procedure code proposals that were presented at the March 7-8, 2023 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 FY 2024 IPPS/LTCH PPS proposed rule, as we
have noted in prior rulemaking (86 FR 44805), 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.

We noted in the proposed rule that under this established process, the MS-DRG
assignment for any new procedure codes describing the Impella 5.5® with SmartAssist® System,
if finalized following the March meeting, would be reflected in Table 6B. — New Procedure
Codes associated with the final rule for FY 2024. In the event there is not support for the new
procedure code as presented at the March 7-8, 2023 ICD-10 Coordination and Maintenance
Committee meeting to describe the insertion of a short-term external heart assist system using an
axillary artery conduit, the procedure will be reported with current coding that is applicable
within the classification as displayed in the ICD-10 Coordination and Maintenance Committee
meeting materials (available on the CMS website at:

https://www.cms.gov/Medicare/Coding/ICD10/C-and-M-Meeting-Materials). We refer the




reader to section II.C.13. of the preamble of the proposed rule and this final rule for further
information regarding Table 6B.

As discussed in prior rulemaking, interested parties may use current coding information
to consider the potential MS-DRG assignments for 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 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 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.

In summary, we proposed to reassign ICD-10-PCS code 02HAORZ (Insertion of short-
term external heart assist system into heart, open approach) from MDC 05 in MS-DRG 215 to
Pre-MDC MS-DRGs 001 and 002 for FY 2024. Separately, and as previously discussed, a code
proposal was discussed at the March 7-8, 2023 ICD-10 Coordination and Maintenance

Committee meeting to request a change to how the Impella 5.5® with SmartAssist® System is



coded within the ICD-10-PCS classification. In the proposed rule, we noted that if finalized, the
new procedure code would be included in the FY 2024 code update files that are made available

in late May/early June on the CMS website at: https://www.cms.gov/medicare/coding/icd10. In

addition, using our established process, if finalized, the MS-DRG assignment for any new
procedure codes describing the Impella 5.5® with SmartAssist® System will be displayed in
Table 6B. — New Procedure Codes in association with this FY 2024 IPPS/LTCH PPS final rule
that will be made publicly available on the CMS website at

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

Comment: Many commenters expressed support for CMS’ proposal to reassign ICD-10-
PCS code 02HAORZ from MDC 05 in MS-DRG 215 to Pre-MDC MS-DRGs 001 and 002 when
reported as a standalone procedure. These commenters stated they agreed with the proposal and
believed reassigning this procedure to MS-DRGs 001 and 002 aligns more accurately with, and
reflects resources used for, these more complex patients and more complex procedures.
Commenters stated that they appreciate CMS’ continued efforts to ensure appropriate code
assignments of surgical approaches for short-term heart assist devices and to improve clinical
consistency and predictability for providers as short-term heart assist devices have evolved with
different access procedures to treat hemodynamically compromised patients. Some commenters
also stated that streamlining the GROUPER logic so that ICD-10-PCS code 02HAORZ will no
longer need to be reported as part of a procedure code combination or procedure code “cluster”
to satisfy the logic for assignment to MS-DRGs 001 and 002 will ensure that the cases in these
MS-DRGs are more clinically homogeneous and better reflect hospital resource use.

Response: We thank the commenters for their support.

After consideration of the public comments we received, we are finalizing our proposal to
reassign ICD-10-PCS code 02HAORZ (Insertion of short-term external heart assist system into
heart, open approach) from MDC 05 in MS-DRG 215 to Pre-MDC MS-DRGs 001 and 002 when

reported as a standalone procedure, without modification, effective October 1, 2023, for FY



2024. Under this finalization, procedure code 02HAORZ will no longer need to be reported as
part of a procedure code combination or procedure code “cluster” to satisfy the logic for
assignment to MS-DRGs 001 and 002.

Comment: Many commenters stated that if new ICD-10-PCS procedure codes describing
the Impella 5.5%® with SmartAssist® System were finalized following the March 7-8, 2023 ICD-
10 Coordination and Maintenance Committee meeting, they recommend CMS assign the new
codes to MS-DRGs 001 and 002. Some commenters stated that patients treated with the Impella
5.5® with SmartAssist® System have a very similar clinical presentation as patients treated with
short-term external heart assist systems inserted via the open approach and utilize approximately
the same resources. These commenters stated that they believed that both procedures are
clinically coherent with cases currently assigned to MS-DRGs 001 and 002, so it is reasonable
that cases reporting the insertion of the Impella 5.5® with SmartAssist® System group to the same
MS-DRG as ICD-10-PCS code 02HAORZ. A commenter further stated that this adjustment
would help ensure adequate payment for the resources invested, allowing institutions to maintain
high-quality care, and would incentivize the advancement of innovative interventions in the field
of cardiovascular medicine.

Response: We thank the commenters for their feedback.

We note that the proposal to change how the Impella® 5.5 with SmartAssist® System is
coded within the ICD-10-PCS classification that was discussed at the March 7-8 2023 ICD-10
Coordination and Maintenance Committee meeting was approved and new procedure codes to
identify the insertion of a short-term external heart assist system using a conduit attached to the
right axillary artery or to the ascending aorta were finalized as reflected in the FY 2024 ICD-10-
PCS Code Update files that were made publicly available on the CMS website at

https://www.cms.gov/Medicare/Coding/ICD10 on June 6, 2023. In addition to the new procedure

codes describing the Impella 5.5® with SmartAssist® System being made publicly available in the

FY 2024 ICD-10-PCS Code Update files on the CMS website, we note that the new procedure



codes are also reflected in Table 6B. — New Procedure Codes, in association with this final rule

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

Payment/AcutelnpatientPPS, including the MS-DRG assignments for these new codes for FY

2024. We refer the reader to section I1.C.13. of the preamble of this final rule for further
information regarding the table.

Specifically, using our established process, we examined the MS-DRG assignment for
the predecessor code to determine the most appropriate MS-DRG assignment. We reviewed the
predecessor code and MS-DRG assignment most closely associated with the new procedure
codes, and in the absence of claims data, we considered 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. ICD-10-PCS
procedure code 03HYOYZ (Insertion of other device into upper artery, open approach) is the
predecessor code that we utilized to inform this analysis.

The MS-DRG assignment for the predecessor code 03HY0YZ and the new procedure
codes describing the insertion of a short-term external heart assist system using a conduit

attached to the right axillary artery or to the ascending aorta under MDC 05 are identified as

follows.
ICD-10-PCS
Code Description MS-DRG
X2HLOF9 Insertion of conduit to short-term external heart assist system into
right axillary artery, open approach, new technology group 9 252-254
X2HMOF9 Insertion of conduit to short-term external heart assist system into | (Other Vascular Procedures
left axillary artery, open approach, new technology group 9 with MCC, with CC,
X2HXO0F9 Insertion of conduit to short-term external heart assist system into | without MCC respectively)
thoracic aorta, ascending, open approach, new technology group 9

While the new procedure codes are being assigned to the same MS-DRG as the

predecessor code in this instance, as we have noted in prior rulemaking, and earlier in this

section, 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.

We also note that the finalized procedure codes describing the Impella 5.5® with

SmartAssist® System identify the insertion of short-term external heart assist system using a

conduit attached to the right axillary artery or to the ascending aorta. To fully describe the

procedure, a separate code will continue to be reported for the insertion of the external heart

assist system. In addition to the MDC and MS-DRG assignments as reflected in the previous

table and in Table 6B. — New Procedure Codes, in association with this final rule, we note the

procedure code combinations reflected in the table that follows are assigned to MS-DRGs 001

and 002, for FY 2024. This assignment is also reflected in the final Version 41 ICD-10 MS-DRG

GROUPER logic.
ICD-10-PCS Code Pairs Added to Version 41 ICD-10 MS-DRGs 001 and 002: New Short-Term
External Heart Assist ICD-10-PCS Combinations
ICD-10-PCS ICD-10-PCS
Code Description Code Description
02HAORZ Insertion of short-term and | X2HXO0F9 Insertion of conduit to short-term
external heart assist system external heart assist system into
into heart, open approach thoracic aorta, ascending, open
approach, new technology group 9
02HA3RZ Insertion of short-term and | X2HLOF9 Insertion of conduit to short-term
external heart assist system external heart assist system into
into heart, percutaneous right axillary artery, open
approach approach, new technology group 9
02HA3RZ Insertion of short-term and | X2HMOF9 Insertion of conduit to short-term
external heart assist system external heart assist system into left
into heart, percutaneous axillary artery, open approach, new
approach technology group 9
02HAORZ Insertion of short-term and | X2HXO0F9 Insertion of conduit to short-term
external heart assist system external heart assist system into
into heart, open approach thoracic aorta, ascending, open
approach, new technology group 9
02HA3RZ Insertion of short-term and | X2HLOF9 Insertion of conduit to short-term
external heart assist system external heart assist system into
into heart, percutaneous right axillary artery, open
approach approach, new technology group 9
02HA3RZ Insertion of short-term and | X2HMOF9 Insertion of conduit to short-term
external heart assist system external heart assist system into left
into heart, percutaneous axillary artery, open approach, new
approach technology group 9

The public may provide feedback on these MS-DRG assignments for FY 2024, which

will then be taken into consideration for the following fiscal year.




c. Ultrasound Accelerated Thrombolysis for Deep Venous Thrombosis

As discussed in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 27000 through
26706), we received a request to reassign cases reporting ultrasound accelerated thrombolysis
(USAT) of peripheral vascular structures procedures with the administration of thrombolytic(s)
for deep venous thrombosis from MS-DRGs 252, 253, and 254 (Other Vascular Procedures with
MCC, with CC, and without CC/MCC, respectively) to MS-DRGs 270, 271, and 272 (Other
Major Cardiovascular Procedures with MCC, with CC, and without CC/MCC, respectively).

Deep venous thrombosis (DVT) is caused when a blood clot (or thrombus) forms in a
vein, primarily in large veins of the lower leg and thigh, but may also occur in the deep veins of
the pelvis and less commonly, in the upper extremities. Risk factors for DVT are similar to those
of pulmonary embolism as discussed in section I1.C.4.a. of the proposed rule and this final rule,
and include prolonged immobilization from any cause, obesity, cancer, fractured hip or leg, use
of certain medications such as oral contraceptives, and the presence of certain medical conditions
such as heart failure. Common symptoms of DVT include leg (or arm) swelling, pain, cramping,
or heaviness, skin discoloration, the feeling of warmth in the affected area, or there may not be
any noticeable symptoms.

Thrombolysis is a type of treatment where the infusion of thrombolytics (fibrinolytic or
“clot-busting” drugs) is used to dissolve blood clots that form in the arteries or veins with the
goal of improving blood flow and preventing long-term damage to tissues and organs.
Conventional catheter-directed thrombolysis (CDT) procedures generally rely on a multi-
sidehole catheter placed adjacent to the thrombus through which thrombolytics are delivered
directly to the thrombus, however, the EKOS™ EkoSonic® Endovascular System (EKOS™
System) employs ultrasound to assist in thrombolysis. The ultrasound does not itself dissolve the
thrombus, but pulses of ultrasonic energy temporarily make the fibrin in the thrombus more
porous and increase fluid flow within the thrombus. High frequency, low-intensity ultrasonic

waves create a pressure gradient that drives the thrombolytic into the thrombus and keeps it in



close proximity to the binding sites. USAT is also referred to as ultrasound-assisted
thrombolysis or ultrasound-enhanced thrombolysis.

We stated in the proposed rule that, according to the requestor (the manufacturer of the
EKOS™ device), USAT of peripheral vascular structures with the administration of
thrombolytic(s) for the treatment of DVT performed using the EKOS™ device utilizes more
resources in comparison to other procedures that are currently assigned to MS-DRGs 252, 253,
and 254 and is not clinically coherent with the other procedures assigned to those MS-DRGs.
The requestor stated that the cases reporting USAT of peripheral vascular structures with the
administration of thrombolytic(s) for DVT are more comparable with and more clinically aligned
with the procedures assigned to MS-DRGs 270, 271, and 272. The requestor stated they
performed an analysis of cases reporting USAT of peripheral vascular structures for DVT with

the following ICD-10-PCS procedure codes.

ICD-10-PCS Code Description

04FC3Z0 Fragmentation of right common iliac artery, percutaneous approach, ultrasonic
04FD370 Fragmentation of left common iliac artery, percutaneous approach, ultrasonic
04FE3Z70 Fragmentation of right internal iliac artery, percutaneous approach, ultrasonic
04FF3Z0 Fragmentation of left internal iliac artery, percutaneous approach, ultrasonic
04FH3Z0 Fragmentation of right external iliac artery, percutaneous approach, ultrasonic
04FJ370 Fragmentation of left external iliac artery, percutaneous approach, ultrasonic
04FK3Z70 Fragmentation of right femoral artery, percutaneous approach, ultrasonic
04FL3Z70 Fragmentation of left femoral artery, percutaneous approach, ultrasonic
04FM3Z0 Fragmentation of right popliteal artery, percutaneous approach, ultrasonic
04FN3Z0 Fragmentation of left popliteal artery, percutaneous approach, ultrasonic
04FP370 Fragmentation of right anterior tibial artery, percutaneous approach, ultrasonic
04FQ3Z70 Fragmentation of left anterior tibial artery, percutaneous approach, ultrasonic
04FR3Z0 Fragmentation of right posterior tibial artery, percutaneous approach, ultrasonic
04FS3Z0 Fragmentation of left posterior tibial artery, percutaneous approach, ultrasonic
04FT3Z70 Fragmentation of right peroneal artery, percutaneous approach, ultrasonic
04FU3Z70 Fragmentation of left peroneal artery, percutaneous approach, ultrasonic
04FY3Z70 Fragmentation of lower artery, percutaneous approach, ultrasonic

05F3370 Fragmentation of right innominate vein, percutaneous approach, ultrasonic
05F43Z70 Fragmentation of left innominate vein, percutaneous approach, ultrasonic
05F5370 Fragmentation of right subclavian vein, percutaneous approach, ultrasonic
05F63Z0 Fragmentation of left subclavian vein, percutaneous approach, ultrasonic
05F7370 Fragmentation of right axillary vein, percutaneous approach, ultrasonic
05F83Z0 Fragmentation of left axillary vein, percutaneous approach, ultrasonic
05F93Z0 Fragmentation of right brachial vein, percutaneous approach, ultrasonic
05FA370 Fragmentation of left brachial vein, percutaneous approach, ultrasonic
05FB3Z0 Fragmentation of right basilic vein, percutaneous approach, ultrasonic
05FC3Z0 Fragmentation of left basilic vein, percutaneous approach, ultrasonic




05FD3Z0 Fragmentation of right cephalic vein, percutaneous approach, ultrasonic
05FF370 Fragmentation of left cephalic vein, percutaneous approach, ultrasonic
06FC3Z0 Fragmentation of right common iliac vein, percutaneous approach, ultrasonic
06FD3Z0 Fragmentation of left common iliac vein, percutaneous approach, ultrasonic
06FF3Z0 Fragmentation of right external iliac vein, percutaneous approach, ultrasonic
06FG3Z0 Fragmentation of left external iliac vein, percutaneous approach, ultrasonic
06FH3Z70 Fragmentation of right hypogastric vein, percutaneous approach, ultrasonic
06FJ3Z0 Fragmentation of left hypogastric vein, percutaneous approach, ultrasonic
06FM370 Fragmentation of right femoral vein, percutaneous approach, ultrasonic
06FN3Z0 Fragmentation of left femoral vein, percutaneous approach, ultrasonic
06FP370 Fragmentation of right saphenous vein, percutaneous approach, ultrasonic
06FQ3Z70 Fragmentation of left saphenous vein, percutaneous approach, ultrasonic
06FY3Z0 Fragmentation of lower vein, percutaneous approach, ultrasonic

We noted in the proposed rule that the requestor did not include a list of diagnosis codes
describing DVT or a list of procedure codes describing the administration of thrombolytic(s) in

connection with its analysis.

In the FY 2021 IPPS/LTCH PPS final rule (85 FR 58561 through 85 FR 58579), we
summarized and responded to public comments expressing concern with the proposed MS-DRG
assignments for the newly created procedure codes describing USAT of several anatomic sites
that were effective with discharges on and after October 1, 2020 (FY 2021). Similar to the
current request for FY 2024, for FY 2021, the commenters recommended that USAT procedures
performed with the EKOS™ device for the treatment of DVT be assigned to MS-DRGs 270,
271, and 272 instead of MS-DRGs 252, 253, and 254. We refer the reader to the FY 2021
IPPS/LTCH PPS final rule (85 FR 58561 through 85 FR 58579), available on the CMS website

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

the detailed discussion.

In the proposed rule, we stated that we analyzed claims data from the September 2022
update of the FY 2022 MedPAR file for MS-DRGs 252, 253, and 254 and cases reporting a
principal diagnosis of DVT and USAT of peripheral vascular structures procedure with and
without the administration of thrombolytic(s). We noted that we identified claims reporting an
USAT of peripheral vascular structures procedure, the administration of thrombolytic(s), and a

diagnosis of DVT with the listed codes as shown in Table 6P.5a associated with the proposed



rule (and available on the CMS website at: https://www.cms.gov/Medicare/Medicare-Fee-for-

Service-Payment/AcutelnpatientPPS). The findings from our analysis are shown in the

following table.
Average
Number Length Average
MS-DRG of Cases of Stay Costs

252 — All cases 20,939 8 $29,307
252 — Cases reporting a principal diagnosis of DVT and USAT with thrombolytic(s) 51 6.4 $36,660
252 — Cases reporting principal diagnosis of DVT and USAT without thrombolytic(s) 10 6.7 $21,538
253 — All cases 16,650 5.2 $22,685
253 — Cases reporting a principal diagnosis of DVT and USAT with thrombolytic(s) 80 5.2 $26,471
253 — Cases reporting principal diagnosis of DVT and USAT without thrombolytic(s) 11 3.8 $20,126
254 — All cases 6,707 2.4 $15,438
254 — Cases reporting a principal diagnosis of DVT and USAT with thrombolytic(s) 22 3 $21,867
254 — Cases reporting principal diagnosis of DVT and USAT without thrombolytic(s) 9 2 $17,750

As shown in the table, we identified a total of 20,939 cases in MS-DRG 252 with an
average length of stay of 8 days and average costs of $29,307. Of the 20,939 cases, we found 51
cases reporting a principal diagnosis of DVT and USAT with thrombolytic(s) with an average
length of stay of 6.4 days and average costs of $36,660 and 10 cases reporting a principal
diagnosis of DVT and USAT without thrombolytic(s) with an average length of stay of 6.7 days
and average costs of $21,538. The data demonstrate that the cases reporting a principal
diagnosis of DVT and USAT with or without thrombolytic(s) have a shorter average length of
stay compared to the average length of stay of all the cases in MS-DRG 252 (6.4 days and 6.7
days, respectively versus 8 days). However, the average costs for the cases reporting a principal
diagnosis of DVT and USAT with thrombolytic(s) are higher than the average costs of all the
cases in MS-DRG 252 ($36,660 versus $29,307) and the average costs for the cases reporting a
principal diagnosis of DVT and USAT without thrombolytic(s) are lower than the average costs
of all the cases in MS-DRG 252 ($21,538 versus $29,307). The data indicate that the cases
reporting a principal diagnosis of DVT and USAT with thrombolytic(s) appear to consume more
resources in comparison to the other cases in MS-DRG 252, although it is unclear if the higher
resource consumption is a direct result of the EKOS™ device technology utilized in the

performance of the thrombolysis procedure, or the fact that these cases also include the reporting




of at least one or more secondary MCC diagnoses, or a combination of both factors. Conversely,
the data indicate that the cases reporting a principal diagnosis of DVT and USAT without
thrombolytic(s) appear to be less resource intensive with a difference in average costs of $7,769
($29,307-$21,538=$7,769). Accordingly, the data appear to reflect that the cases reporting use
of the EKOS™ device technology with thrombolytic(s) may have an impact on the consumption
of resources when compared to all the cases in MS-DRG 252.

For MS-DRG 253, we identified a total of 16,650 cases with an average length of stay of
5.2 days and average costs of $22,685. Of the 16,650 cases, we found 80 cases reporting a
principal diagnosis of DVT and USAT with thrombolytic(s) with an average length of stay of 5.2
days and average costs of $26,471 and 11 cases reporting a principal diagnosis of DVT and
USAT without thrombolytic(s) with an average length of stay of 3.8 days and average costs of
$20,126. The data demonstrate that the average length of stay for cases reporting a principal
diagnosis of DVT and USAT with thrombolytic(s) is the same as the average length of stay for
all the cases in MS-DRG 253 (5.2 days). Conversely, the average length of stay for the cases
reporting a principal diagnosis of DVT and USAT without thrombolytic(s) is shorter than the
average length of stay of all the cases in MS-DRG 253 (3.8 days versus 5.2 days). Similar to
MS-DRG 252, the average costs for the cases reporting a principal diagnosis of DVT and USAT
with thrombolytic(s) are higher than the average costs of all the cases in MS-DRG 253 ($26,471
versus $22,685) and the average costs for the cases reporting a principal diagnosis of DVT and
USAT without thrombolytic(s) are lower than the average costs of all the cases in MS-DRG 253
($20,126 versus $22,685). The data indicate that the cases reporting a principal diagnosis of
DVT and USAT with thrombolytic(s) appear to consume more resources in comparison to the
other cases in MS-DRG 253, although it is unclear if the higher resource consumption is a direct
result of the EKOS™ device technology utilized in the performance of the thrombolysis
procedure, or the fact that these cases also include the reporting of at least one or more secondary

CC diagnoses, or a combination of both factors.



For MS-DRG 254, we identified a total of 6,707 cases with an average length of stay of
2.4 days and average costs of $15,438. Of the 6,707 cases, we found 22 cases reporting a
principal diagnosis of DVT and USAT with thrombolytic(s) with an average length of stay of 3
days and average costs of $21,867 and 9 cases reporting a principal diagnosis of DVT and USAT
without thrombolytic(s) with an average length of stay of 2 days and average costs of $17,750.
The data demonstrate that the cases reporting a principal diagnosis of DVT and USAT with
thrombolytic(s) have a longer average length of stay compared to the average length of stay of all
the cases in MS-DRG 254 (3 days versus 2.4 days), however, the cases reporting a principal
diagnosis of DVT and USAT without thrombolytic(s) have a shorter but comparable average
length of stay compared to the average length of stay of all the cases in MS-DRG 254 (2 days
versus 2.4 days). Additionally, the average costs for the cases reporting a principal diagnosis of
DVT and USAT with or without thrombolytic(s) are higher than the average costs of all the cases
in MS-DRG 254 ($21,867 and $17,750 respectively versus $15,438) with a corresponding
difference in average costs of $6,429 and $2,312 respectively. Similar to our findings for MS-
DRGs 252 and 253, the data for MS-DRG 254 indicate the cases reporting a principal diagnosis
of DVT and USAT with thrombolytic(s) appear to consume more resources in comparison to the
other cases in their respective MS-DRG. In addition, as noted, for MS-DRG 254, the average
costs of cases reporting a principal diagnosis of DVT and USAT without thrombolytic(s) are also
higher than the average costs of all the cases in MS-DRG 254. However, it is unclear if the
higher resource consumption is a direct result of the EKOS™ device technology utilized in the
performance of the thrombolysis procedure alone, or if there are other contributing factors, since
cases grouping to MS-DRG 254 do not include the reporting of at least one or more secondary
CC or MCC diagnoses.

We stated in the proposed rule that our review of the data for MS-DRGs 252, 253, and
254 and our initial analysis for cases reporting a principal diagnosis of DVT and USAT

procedure with and without the administration of thrombolytic(s) suggests that the administration



of thrombolytic(s) may be considered a factor in the consumption of resources for these cases in
MS-DRGs 252, 253, and 254 where USAT is performed in the treatment of a DVT. For
example, in MS-DRG 252, there are 51 cases reporting a principal diagnosis of DVT and USAT
procedure with the administration of thrombolytic(s) and 10 cases reporting a principal diagnosis
of DVT and USAT procedure without the administration of thrombolytic(s), with both subsets of
cases showing a comparable average length of stay of 6.4 and 6.7 days, respectively, however,
the difference in average costs for cases with and without thrombolytic(s) is $15,122 ($36,660-
$21,538=5%15,122). For MS-DRG 253, there are 80 cases reporting a principal diagnosis of DVT
and USAT procedure with the administration of thrombolytic(s) and 11 cases reporting a
principal diagnosis of DVT and USAT procedure without the administration of thrombolytic(s),
with both subsets of cases showing a difference in the average length of stay (5.2 days and 3.8
days, respectively) and a difference in average costs of $6,345 ($26,471 - $20,126=$6,345). For
MS-DRG 254, there are 22 cases reporting a principal diagnosis of DVT and USAT procedure
with the administration of thrombolytic(s) and 9 cases reporting a principal diagnosis of DVT
and USAT procedure without the administration of thrombolytic(s), however, both subsets of
cases have a similar average length of stay (3 days and 2 days, respectively) with a difference in
average costs of $4,117 (821,867 - $17,750=%$4,117).

In the proposed rule, we noted that since the request we received was to reassign cases
reporting ultrasound accelerated thrombolysis (USAT) with the administration of thrombolytic(s)
for the treatment of deep venous thrombosis (DVT) from MS-DRGs 252, 253, and 254 to MS-
DRGs 270, 271, and 272, based on our approach utilized in our initial analysis of claims
reporting USAT with a principal diagnosis for DVT in MS-DRGs 252, 253, and 254, we then
analyzed claims data from the September 2022 update of the FY 2022 MedPAR file for all cases
in MS-DRGs 270, 271, and 272 and compared it to the cases reporting a principal diagnosis of
DVT and USAT procedure with or without thrombolytic(s) in MS-DRGs 252, 253, and 254.

The findings from our analysis are shown in the following tables.



Number of Average Length of Average
MS-DRG Cases Stay Costs
270 — All cases 15,879 9.5 $42,517
271 — All cases 11,449 5.4 $30,030
272 — All cases 3,832 2.4 $21,556
Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs
252 — All cases 20,939 8 | $29,307
252 — Cases with principal diagnosis of DVT and USAT with or without thrombolytic(s) 61 6.4 | $34,181
253— All cases 16,650 52 | $22,685
253 — Cases with principal diagnosis of DVT and USAT with or without thrombolytic(s) 91 5] $25,704
254 — All cases 6,707 2.4 | $15,438
254— Cases with principal diagnosis of DVT and USAT with or without thrombolytic(s) 31 2.7 $20,672

The claims data show that the 61 cases reporting a principal diagnosis of DVT and USAT
with or without thrombolytic(s) in MS-DRG 252 have average costs that are lower than the
average costs of all cases in MS-DRG 270 ($34,181 versus $42,517) and have a shorter average
length of stay compared to all the cases in MS-DRG 270 (6.4 days versus 9.5 days). The 91
cases reporting a principal diagnosis of DVT and USAT with or without thrombolytic(s) in MS-
DRG 253 have a comparable average length of stay (5 days versus 5.4 days) in comparison to all
the cases in MS-DRG 271 and lower average costs in comparison to all the cases in MS-DRG
271 ($25,704 versus $30,030) with a difference of $4,326. Finally, the 31 cases reporting a
principal diagnosis of DVT and USAT with or without thrombolytic(s) in MS-DRG 254 have an
average length of stay that is comparable to all the cases in the MS-DRG 272 (2.7 days versus
2.4 days) and comparable average costs ($20,672 versus $21,556) with a difference of $884.

We stated in the proposed rule that upon analysis of the claims data and our review of the
request, we do not agree with reassigning cases reporting an USAT procedure with the
administration of thrombolytic(s) and a principal diagnosis of DVT from MS-DRGs 252, 253,
and 254 to MS-DRGs 270, 271, and 272. As stated in the proposed rule, the data do not support
that cases reporting USAT (with or without thrombolytic(s)) for DVT utilize similar resources
when compared to other procedures currently assigned to MS-DRGs 270, 271, and 272. We do

not agree that cases reporting USAT (with or without thrombolytic(s)) are more comparable with




and more clinically aligned with the procedures assigned to MS-DRGs 270, 271, and 272
because the majority of procedures in these MS-DRGs describe procedures performed on the
heart and great vessels with either an open or an endoscopic approach in contrast to the USAT
endovascular (percutaneous) procedure performed on the peripheral vascular structures. In
addition, the majority of procedures in MS-DRGs 270, 271, and 272 are performed on patients
who are not clinically similar to patients who undergo USAT for DVT since they describe
procedures such as bypass, occlusion, and restriction that are typically performed for patients
with conditions other than a DVT, such as atherosclerosis, aneurysm, and acute myocardial
infarction (AMI). Lastly, a number of procedures in these MS-DRGs also involve the use of a
permanently implanted device while the procedures utilizing USAT do not. Therefore, we do
not consider USAT procedures to be major cardiovascular procedures, nor do we believe the
cases reporting USAT with (or without thrombolytic(s)) for DVT demonstrate a similar level of
technical complexity when compared to other procedures currently assigned to MS-DRGs 270,
271, and 272.

As noted in the proposed rule, while the average costs are higher for cases reporting the
administration of a thrombolytic, we questioned whether the higher average costs may also
reflect other factors, such as the use of the EKOS™ device or the performance of other O.R.
procedures that also group to MS-DRGs 252, 253, and 254. Consistent with the analysis
discussed in section I1.C.4.a. of the proposed rule and this final rule for a similar, but separate
request related to thrombolysis procedures, we believed it would also be beneficial to examine
cases reporting standard CDT procedures with or without thrombolytic(s) for the treatment of
DVT in MS-DRGs 252, 253, and 254, and compare the findings to the cases reporting USAT
with or without thrombolytic(s) for the treatment of DVT.

Therefore, as discussed in the proposed rule, we conducted additional analyses to
determine if there were significant differences in resource utilization for cases reporting standard

CDT with or without thrombolytic(s) versus USAT procedures with or without thrombolytic(s)



in the treatment of DVT, since claims data to compare the two modalities is now available and
studies have reported similar clinical outcomes in reducing DVT regardless of which
thrombolysis modality is utilized.>

We analyzed claims data from the September 2022 update of the FY 2022 MedPAR file
for all cases in MS-DRGs 252, 253, and 254 and cases reporting a standard CDT procedure with
or without the administration of thrombolytic(s) and a principal diagnosis of DVT. We utilized
the previously listed procedure codes for the administration of thrombolytic(s) and the previously
listed diagnosis codes for a principal diagnosis of DVT. We identified cases describing standard
CDT procedures performed in the treatment of DVT with the procedure codes listed in Table
6P.5a. associated with the proposed rule and available on the CMS website at:

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

findings from our analysis are shown in the following table. We note there were no cases found
to report a standard CDT procedure with or without thrombolytic(s) and a principal diagnosis of

DVT in MS-DRGs 253 or 254.

Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs
252 — All cases 20,939 8 $29.307
252 — Cases with principal diagnosis of DVT and CDT with or without thrombolytic(s) 3 23| $10,603
253— All cases 16,650 52| $22,685
254 — All cases 6,707 2.4 $15,438

The data shows that the 3 cases reporting a principal diagnosis of DVT and standard CDT

with or without thrombolytic(s) in MS-DRG 252 have a shorter average length of stay compared

to all cases in MS-DRG 252 (2.3 days versus 8 days) and lower average costs ($10,603 versus

$29,307).

5> Engelberger, Rolf & Stuck, Anna K. & Spirk, David & Willenberg, Torsten & Haine, Axel & Périard, Daniel &
Baumgartner, Iris & Kucher, Nils. (2017). Ultrasound-assisted versus conventional catheter-directed thrombolysis
for acute ilio-femoral deep vein thrombosis: one-year follow-up data of a randomized-controlled trial. Journal of

Thrombosis and Haemostasis. 15. 10.1111/jth.13709.




We noted in the proposed rule that, overall, our analysis of the claims data for cases
reporting a principal diagnosis of DVT and USAT or standard CDT, with or without
thrombolytic(s), demonstrate a low volume of cases, however, the average costs of the cases
reporting USAT with thrombolytic(s) reflect a significantly higher consumption of resources
than all cases in MS-DRGs 252, 253, and 254. We further noted that because it is also possible
that a patient may be admitted to a hospital and receive thrombolysis (USAT or CDT) with a
principal diagnosis other than a DVT or the DVT condition may be reported as a secondary
diagnosis, we believed additional analysis for cases reporting either USAT or CDT, regardless of
the principal diagnosis, would provide us with more beneficial information in our review of these
cases.

Therefore, using the September 2022 update of the FY 2022 MedPAR file, we conducted
an analysis of MS-DRGs 252, 253, and 254 for cases reporting either USAT or CDT with and

without thrombolytic(s) with any principal diagnosis from MDC 5. Our findings are shown in the

following table.
Average
Number | Length Average
MS-DRG of Cases of Stay Costs

252 — All cases 20,939 8 $29,307
252 — Cases with any MDC 05 principal diagnosis and USAT or CDT with or without thrombolytic(s) 468 8.6 $39,181
253— All cases 16,650 52 $22,685
253 — Cases with any MDC 05 principal diagnosis and USAT or CDT with or without thrombolytic(s) 722 4.9 $29,663
254 — All cases 6,707 2.4 $15,438
254 — Cases with any MDC 05 principal diagnosis and DVT or CDT with or without thrombolytic(s) 195 2.6 $22.,487

The findings from our analysis show a larger volume of cases for each respective MS-

DRG (252, 253, and 254) for cases reporting USAT or CDT procedures with any MDC 05

principal diagnosis versus the findings from our earlier analysis involving cases specifically

reporting a principal diagnosis of DVT. The claims data also show that the 468 cases reporting

any principal diagnosis from MDC 05 and USAT or CDT with or without thrombolytic(s) in

MS-DRG 252 have average costs that are higher than the average costs of all cases in MS-DRG

252 ($39,181 versus $29,307) and have a comparable average length of stay (8.6 days versus 8.0




days). The 722 cases reporting any principal diagnosis from MDC 05 and USAT or CDT with or
without thrombolytic(s) in MS-DRG 253 have a shorter average length of stay (4.9 days versus
5.2 days) in comparison to all the cases in MS-DRG 253 and higher average costs ($29,663
versus $22,685) with a difference of $6,978. Finally, the 195 cases reporting any principal
diagnosis from MDC 05 and USAT or CDT with or without thrombolytic(s) in MS-DRG 254
have an average length of stay that is comparable to all the cases in the MS-DRG 272 (2.6 days

versus 2.4 days) and higher average costs ($22,487 versus $15,438) with a difference of $7,049.

As discussed in the proposed rule, based on our review and the claims data analysis for
cases in MS-DRGs 252, 253, and 254 and MS-DRGs 270, 271, and 272, and for cases reporting
standard CDT or USAT with or without thrombolytic(s) regardless of the principal diagnosis
reported from MDC 05, we believe that while the subset of cases for patients undergoing a
thrombolysis (CDT or USAT) procedure for DVT does not clinically align with patients
undergoing surgery for acute myocardial infarction (AMI) and does not involve the same level of
complexity as cases grouping to MS-DRGs 270, 271, and 272, the differences in resource
consumption warrant reassignment of these cases. Specifically, we believed the clinical and data
analyses support creating a new base MS-DRG to distinguish cases reporting USAT or standard
CDT procedure of peripheral vascular structures with or without thrombolytic(s) from other
cases currently grouping to MS-DRGs 252, 253, and 254. We stated we believe a new MS-DRG
would reflect more appropriate payment for USAT and standard CDT procedures of peripheral
vascular structures.

In the proposed rule, we also noted that to compare and analyze the impact of our
suggested modifications, we ran a simulation using the most recent claims data from the
December 2022 update of the FY 2022 MedPAR file. The following table illustrates our findings
for all 1,487 cases reporting procedure codes describing an USAT or CDT procedure with any

principal diagnosis from MDC 05.



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

Proposed new MS-DRG XXX 1,487 5.8 $31,794

Consistent with our established process as discussed in section II.C.1.b. of the preamble
of the proposed rule and this final rule, once the decision has been made to propose to make
further modifications to the MS-DRGs, such as creating a new base MS-DRG, all five criteria to
create subgroups must be met for the base MS-DRG to be split (or subdivided) by a CC
subgroup. Therefore, we applied the criteria to create subgroups in a base MS—-DRG. We noted
in the proposed rule that, as shown in the table that follows, a three-way split of this base MS—

DRG failed to meet the criterion that there be at least 500 cases in the NonCC (without

CC/MCC) subgroup.
Number of Average Length of Average
MS-DRG Cases Stay Costs
With MCC 516 8.5 $38,904
With CC 768 4.8 $29,555
Without CC/MCC 203 2.5 $22,188

As discussed in section II.C.1.b. of the preamble of the proposed rule and this final rule,
if the criteria for a three-way split fail, the next step is to determine if the criteria are satisfied for
a two-way split. We applied the criteria for a two-way split for the ‘‘with MCC and without
MCC’’ subgroups. We noted that, as shown in the table that follows, a two-way split of this base
MS-DRG met all five criteria. For the proposed MS—DRGs, there is at least (1) 500 or more
cases in the MCC group and in the without MCC subgroup; (2) 5 percent or more of the cases in
the MCC group and in the without MCC subgroup; (3) a 20 percent difference in average costs
between the MCC group and the without MCC group; (4) a $2,000 difference in average costs
between the MCC group and the without MCC group; and (5) a 3-percent reduction in cost
variance, indicating that the proposed severity level splits increase the explanatory power of the

base MS—-DRG in capturing differences in expected cost between the proposed MS—-DRG



severity level splits by at least 3 percent and thus improve the overall accuracy of the IPPS
payment system. The following table illustrates our findings for the suggested MS-DRGs with a

two-way severity level split.

Number of Average Length of Average
MS-DRG Cases Stay Costs
With MCC 516 8.5 $38,904
Without MCC 971 4.3 $28,015

Accordingly, because the criteria for the two-way split were met, we stated we believed a
split (or CC subgroup) is warranted for the proposed new base MS—-DRG. As a result, for FY
2024, we proposed to create new MS-DRG 278 (Ultrasound Accelerated and Other
Thrombolysis of Peripheral Vascular Structures with MCC) and new MS-DRG 279 (Ultrasound
Accelerated and Other Thrombolysis of Peripheral Vascular Structures without MCC).

We proposed to define the logic for the proposed new MS-DRGs using the previously
listed procedure codes for USAT and CDT, as identified and discussed in our analysis of the
claims data in Table 6P.5a associated with the proposed rule.

Comment: Commenters supported the proposal to create new MS-DRGs 278 and 279
(Ultrasound Accelerated and Other Thrombolysis of Peripheral Vascular Structures with and
without MCC, respectively) given the data and information provided. A commenter stated the
new MS-DRGs will generate more appropriate payment for cases reporting these procedures.

Response: We thank the commenters for their support.

Comment: A couple commenters suggested that the proposal to create the two new MS-
DRGs should be delayed until more data can be collected. The commenters stated their belief
that it is premature to create these new MS-DRGs at this time and that in developing these
proposed MS-DRGs, CMS relied on recently implemented ICD-10-PCS data. According to the
commenters, due to the lengthy processes for hospitals to adopt and accurately implement new
coding, and conflicting coding advice for utilization of the ICD-10-PCS procedure codes for

CDT and USAT, the number of cases is currently insufficient to support development of new



MS-DRGs. The commenter stated that the low volume of cases and related data selected by CMS
for analysis, CDT for the treatment of DVT, cannot adequately compare to the costs, complexity,
and utilization of USAT with a high confidence interval.

Response: We appreciate the commenters’ feedback. We disagree with the commenters
that it is premature to propose the creation of new MS-DRGs 278 and 279 based on our review
and claims data analysis as discussed in the proposed rule. In response to the commenters’
statement that CMS relied on recently implemented ICD-10-PCS data, it is not clear to us what
specific ICD-10-PCS data the commenters are referring to since a specific list was not provided,
however, we believe the commenters may be suggesting the codes for USAT that were finalized
October 1, 2020 (FY 2021), and listed previously in connection with the analysis discussed in the
proposed rule. As discussed in the proposed rule and prior rulemaking, our goal is always to use
the best available data. We noted in the proposed rule that our initial MS—DRG analysis was
based on ICD-10 claims data from the September 2022 update of the FY 2022 MedPAR file,
which contains hospital bills received from October 1, 2021, through September 30, 2022, and
where otherwise indicated, additional analysis was based on ICD—10 claims data from the
December 2022 update of the FY 2022 MedPAR file, which contains hospital bills received by
CMS through December 31, 2022, for discharges occurring from October 1, 2021, through
September 30, 2022. Therefore, we believe our analysis of claims data in consideration of the
MS-DRG request to reassign cases reporting USAT of peripheral vascular structures procedures
with the administration of thrombolytic(s) for DVT is consistent with our standard process,
regardless of the effective date of the coded claims data. We also do not agree with the
commenters’ assertion that it is a lengthy process for hospitals to adopt and accurately implement
new coding. We note that procedure code proposals discussed at the September ICD-10
Coordination and Maintenance Committee meeting and subsequently finalized are typically
included in Table 6B. — New Procedure Codes in association with the proposed rule that is made

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




Service-Payment/AcutelnpatientPPS. This table (Table 6B) lists the new procedure codes that

have been approved to date that will be effective with discharges on and after October 1 of the
upcoming fiscal year. Therefore, information regarding the finalized codes from the September
meeting is made publicly available approximately 4-5 months in advance of the implementation
date, affording the ability for users of the code set to gain familiarity with the updates. In
addition, there are extensive industry-sponsored educational opportunities through various
professional associations that introduce and discuss the annual code updates. For example, the
American Hospital Association (AHA), American Health Information Management Association
(AHIMA), and the American Academy of Professional Coders (AAPC) generally take lead roles
in developing detailed technical training materials for coders and other users of the ICD-10 code
set. The AHA also includes updates to ICD-10 in its Coding Clinic® for ICD-10-CM/ICD-10-
PCS publication. Because the codes describing USAT were finalized for implementation
October 1, 2020 (FY 2021), we believe sufficient time has elapsed and that providers are
successfully coding and reporting the procedure as demonstrated in our claims analysis.

It is also not clear what conflicting coding advice for utilization of the ICD-10-PCS
procedure codes for CDT and USAT the commenters are referring to since the commenters did
not provide examples or supplemental information for what they believed to be conflicting
advice to enable further evaluation.

Comment: A couple commenters expressed concern that the inclusion of both
conventional CDT, also known as “standard infusion catheters,” and USAT in the proposed new
MS-DRGs disregards fundamental clinical differences between the procedures. According to the
commenters, CDT generally relies on a multi-sidehole infusion catheter placed adjacent to the
thrombus through which thrombolytics are delivered, typically over the course of 24 hours with
the catheter in-dwelling, whereas USAT employs ultrasound to assist in thrombolysis, and the
pulses of ultrasonic energy temporarily make the fibrin in the thrombus more porous and

increase fluid flow within the thrombus. The commenters stated standard CDT is the simple



infusion of liquids into the vessel and should not map to the same root operation fragmentation
codes as does USAT. The commenters also stated CDT procedures are generally less complex
clinically and consume significantly lower level of hospital resources as a result. The
commenters recommended CMS should delay implementation, not finalize the proposed MS-
DRGs at this time and reconsider at a later date when utilization volumes reach a threshold of
significance.

A commenter also indicated that an analysis of cost data was being submitted to CMS to
demonstrate that USAT DVT cases have total costs that are more than three times the cost of
CDT procedures for the sickest patients.

Response: We disagree with the commenters that inclusion of both conventional CDT
and USAT in the proposed new MS-DRGs disregards fundamental clinical differences between
the procedures. We note that while USAT procedures performed utilizing the EKOS™ device
employ ultrasound, the objective of both CDT and USAT procedures is to effectuate
thrombolysis and reduce clot burden. In response to the commenters’ statement that standard
CDT is the simple infusion of liquids into the vessel and should not map to the same root
operation fragmentation codes as does USAT, we note that under ICD-10-PCS, both USAT and
CDT are reported with the root operation fragmentation, defined as breaking solid matter in a
body part into pieces. The procedure may be accomplished by physical force (e.g., manual,
ultrasonic) applied directly or indirectly that is used to break the solid matter into pieces. The
solid matter may be an abnormal byproduct of a biological function or a foreign body. The
pieces of solid matter are not taken out. With respect to the commenters’ statement that CDT
procedures are generally less complex clinically and consume significantly lower level of
hospital resources, we note that any procedure that places a catheter inside a blood vessel carries
certain risks, including damage to the blood vessel, bruising or bleeding at the puncture site, and
infection. In response to the commenters’ recommendation that CMS should delay finalization

for the proposed MS-DRGs and reconsider in the future when utilization volumes reach a



threshold of significance, as discussed in the proposed rule, once the decision was made to
propose a new base MS-DRG, we applied the criteria to create subgroups and the criteria for a
two-way split was met, therefore, we believe sufficient volume does exist for the proposed new
MS-DRGs.

Finally, in response to the cost data that was submitted by a commenter, we note that it
was the same data analysis as reflected and discussed in the proposed rule, therefore we refer
readers to that prior discussion.

Comment: A commenter stated they agreed that fragmentation procedures with or
without USAT do not belong in the requested MS-DRGs 270, 271, and 272, and suggested they
remain in their current MS-DRGs 252, 253, and 254 based on clinical coherence and resource
utilization.

Response: We appreciate the commenter’s feedback and agree that fragmentation
procedures with or without USAT do not belong in the requested MS-DRGs 270, 271, and 272.
However, for reasons discussed in the proposed rule, we believe our review of these procedures
and data analysis findings support the proposal to create new MS-DRGs 278 and 279 for
grouping cases reporting the performance of USAT or CDT with any principal diagnosis from
MDC 05.

Comment: A couple commenters disagreed with the proposal to create new MS-DRGs
278 and 279. A commenter stated USAT procedures have been receiving appropriate payment
since FY 2021 and the proposed new MS-DRGs would create unnecessary administrative burden
for established procedure codes that already have appropriate payment. Another commenter
stated that fragmentation procedures, with or without ultrasonic assistance to break up blood
clots in the peripheral vasculature, should stay assigned to the current MS-DRGs 252, 253, and
254, respectively. The commenter stated that the costs and resources for these procedures are
consistent with current payment levels when compared to the rest of the procedures assigned to

the current MS-DRGs, that the change is not needed or necessary, and that over time may result



in overall reduced payment, given that such a low number of procedures would be assigned to
their own MS-DRGs.

Response: We appreciate the commenters’ feedback, however, based on our review of
the procedures and claims data analysis as discussed in the proposed rule, we believe that USAT
and CDT procedures performed on peripheral vascular structures are clinically distinct and
utilize a different pattern of resources than other procedures in MS-DRGs 252, 253, and 254.
We stated in the proposed rule that while we did not agree with the request to reassign cases
reporting USAT or CDT for peripheral vascular structures from MS-DRGs 252, 253, and 254 to
MS-DRGs 270, 271, and 272, we believed the findings from our analysis warranted proposed
reassignment of these cases. While we described the findings from our review of the procedures
currently assigned to MS-DRGs 270, 271, and 272 to specifically address the MS-DRG request
(88 FR 26704), we note that in our review of cases assigned to MS-DRGs 252, 253, and 254 we
identified the majority of procedures reported are for procedures that involve a bypass or dilation
procedure that alters the diameter or route of a tubular body part with either an open or
percutaneous endoscopic approach in contrast to the USAT endovascular (percutaneous)
procedure performed on the peripheral vascular structures. In addition, a number of procedures
in these MS—DRGs also involve the use of a permanently implanted device while the procedures
utilizing USAT or CDT do not. We also do not agree that the proposed new MS-DRGs would
create an unnecessary administrative burden for the established procedure codes since providers
are accustomed to proposed and finalized changes to the MS—DRG classifications each fiscal
year and software vendors incorporate the finalized changes into their products. With respect to
the commenter’s assertion that a low volume of procedures would be assigned to their own MS-
DRGs based on the proposal, as previously discussed, once the decision was made to propose a
new base MS-DRG, we applied the criteria to create subgroups and the criteria for a two-way
split was met, therefore, we believe sufficient volume does exist for the proposed new MS-

DRGs.



After consideration of the public comments we received, we are finalizing our proposal to
create new MS-DRG 278 (Ultrasound Accelerated and Other Thrombolysis of Peripheral
Vascular Structures with MCC) and new MS-DRG 279 (Ultrasound Accelerated and Other
Thrombolysis of Peripheral Vascular Structures without MCC), without modification, for FY
2024. We are also finalizing our proposal to define the logic for the new MS-DRGs using the
previously listed procedure codes for USAT and CDT, as identified and discussed in our analysis
of the claims data in Table 6P.5a associated with the proposed rule. We will continue to monitor
the claims data for these new MS-DRGs after implementation to determine if additional
refinements are warranted.

d. Coronary Intravascular Lithotripsy

In the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26706 through 26712), we
discussed a request we received to review the MS-DRG assignment of cases describing
percutaneous coronary intravascular lithotripsy (IVL) involving the insertion of a coronary drug-
eluting stent. Coronary IVL is utilized in a subset of percutaneous coronary interventions (PCI)
procedures when the artery is severely calcified. The presence of calcium can create various
challenges in PCI procedures as it can prevent the optimal deployment of coronary stents and can
negatively impact patient outcomes. To fully optimize the PCI for severely calcified arteries,
advanced techniques, such as coronary IVL, that utilize specialty devices are often required. In
coronary IVL, a lithotripsy device catheter is delivered from a small incision in the patient’s arm
or leg through to the coronary arterial system of the heart to reach the site of a severely calcified
lesion. The lithotripsy emitters at the end of the catheter create acoustic pressure waves that are
intended to break up the calcification that is restricting the blood flow in the vessels of the heart
to help open the blood vessels when an angioplasty balloon is inflated. After the lithotripsy is
performed, the provider can implant an intraluminal device, also called a stent, to keep the vessel

open.



According to the requestor, PCls involving coronary IVL are clinically more complex
because coronary IVL is a therapy deployed exclusively in severely calcified coronary lesions,
and these lesion types are associated with longer procedure times and increased utilization of
hospital resources. The requestor performed its own analysis of claims data for cases reporting
procedure codes describing coronary IVL in MS-DRGs 246 and 247 (Percutaneous
Cardiovascular Procedures with Drug-Eluting Stent with MCC or 4+ Arteries or Stents and
without MCC, respectively) and stated that their findings showed a significant disparity in total
standardized costs for cases in MS-DRG 247. Therefore, according to the requestor, the
reassignment of all cases reporting procedure codes describing percutaneous coronary IVL
involving the insertion of a drug-eluting intraluminal device from the lower severity level MS-
DRG 247 to the higher severity level MS-DRG 246 would be reasonable. The requestor also
asked that CMS analyze the cases reporting procedure codes describing percutaneous coronary
IVL involving the insertion of a non-drug-eluting intraluminal device to determine if
reclassifying cases from the lower severity level MS-DRG 249 (Percutaneous Cardiovascular
Procedures with Non-Drug-Eluting Stent without MCC) to the higher severity level MS-DRG
248 (Percutaneous Cardiovascular Procedures with Non-Drug-Eluting Stent with MCC or 4+
Arteries or Stents) would be warranted.

The four ICD-10-PCS procedure codes that describe percutaneous coronary IVL are

shown in the following table.

ICD-10-PCS

Code Description
02F037Z Fragmentation in coronary artery, one artery, percutaneous approach
02F137Z Fragmentation in coronary artery, two arteries, percutaneous approach
02F23727Z Fragmentation in coronary artery, three arteries, percutaneous approach
02F337Z Fragmentation in coronary artery, four or more arteries, percutaneous approach

We stated in the proposed rule that the Shockwave C2 Intravascular Lithotripsy System,
indicated for lithotripsy-enabled, low-pressure dilation of calcified, stenotic de novo coronary

arteries prior to stenting, is identified by the reporting of an ICD-10-PCS code that describes




percutaneous coronary IVL shown in the previous table. The Shockwave C2 Intravascular
Lithotripsy System was approved for new technology add-on payments for FY 2022 (86 FR
45151 through 45153) and FY 2023 (87 FR 48913). We refer readers to section II.E.5 of the
preamble of the proposed rule and this final rule for a discussion regarding the FY 2024 status of
technologies approved for FY 2023 new technology add-on payments, including the Shockwave
C2 Intravascular Lithotripsy System.

We stated in the proposed rule that the requestor is correct that cases reporting procedure
codes that describe percutaneous coronary IVL involving the insertion of a drug-eluting
intraluminal device group to MS-DRGs 246 and 247. We also stated the requestor is correct that
cases reporting procedure codes that describe percutaneous coronary IVL involving the insertion
of a non-drug-eluting intraluminal device group to MS-DRGs 248 and 249. We referred the
reader to the ICD-10 MS-DRG Definitions Manual Version 40.1, which is available on the CMS

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

Payment/AcutelnpatientPPS/MS-DR G-Classifications-and-Software for complete

documentation of the GROUPER logic for MS-DRGs 246, 247, 248, and 249.

In analyzing this request, we noted in the proposed rule that coronary IVL is a vessel
preparation technique and that there may be instances where an intraluminal device is unable to
be inserted after the application of the IVL pulses. Therefore, in our analysis of cases reporting
procedure codes describing percutaneous coronary IVL involving the insertion of a drug-eluting
intraluminal device and non-drug-eluting intraluminal device that group to MS-DRGs 246, 247,
248, and 249, we stated that we included cases reporting percutaneous coronary IVL without
procedure codes describing the insertion of a intraluminal device that group to MS-DRGs 250
and 251 (Percutaneous Cardiovascular Procedures without Coronary Artery Stent with MCC and
without MCC, respectively) in our examination of claims data from the September 2022 update
of the FY 2022 MedPAR file for cases reporting percutaneous coronary IVL and compared the

results to all cases in their respective MS-DRG.



The following table shows our findings:

Averag
Numbe e

r of Length | Averag

MS-DRG Cases of Stay | e Costs
All cases 40,647 52| $25,630

246 Cases reporting coronary I[IVL 2,359 5.7 | $35,503
All other cases 38,288 52| $25,022

All cases 54,671 24| $16,241

247 Cases reporting coronary IVL 1,505 2.7 $24,141
All other cases 53,166 24| $16,017

All cases 555 59| $25,740

248 Cases reporting coronary IVL 13 7.2 | $34,492
All other cases 542 59| $25,530

All cases 604 2.5] $14,909

249 Cases reporting coronary IVL 11 2.8 $18,648
All other cases 593 2.5| $14,840

All cases 3,483 4.8 | $20,634

250 Cases reporting coronary IVL 201 4.4 | $25,628
All other cases 3,282 4.8 $20,328

All cases 3,199 2.5 | $14,273

251 Cases reporting coronary IVL 185 24| $20,289
All other cases 3,014 2.5 ] $13,904

As shown by the table, in MS-DRG 246, we identified a total of 40,647 cases, with an
average length of stay of 5.2 days and average costs of $25,630. Of those 40,647 cases, there
were 2,359 cases reporting percutaneous coronary IVL, with higher average costs as compared
to all cases in MS-DRG 246 ($35,503 compared to $25,630), and a longer average length of stay
(5.7 days compared to 5.2 days). In MS-DRG 247, we identified a total of 54,671 cases with an
average length of stay of 2.4 days and average costs of $16,241. Of those 54,671 cases, there
were 1,505 cases reporting percutaneous coronary [VL, with higher average costs as compared to
all cases in MS-DRG 247 ($24,141 compared to $16,241), and a longer average length of stay
(2.7 days compared to 2.4 days). In MS-DRG 248, we identified a total of 555 cases with an
average length of stay of 5.9 days and average costs of $25,740. Of those 555 cases, there were
13 cases reporting percutaneous coronary IVL, with higher average costs as compared to all
cases in MS-DRG 248 ($34,492 compared to $25,740), and a longer average length of stay (7.2

days compared to 5.9 days). In MS-DRG 249, we identified a total of 604 cases with an average



length of stay of 2.5 days and average costs of $14,909. Of those 604 cases, there were 11 cases
reporting percutaneous coronary IVL, with higher average costs as compared to all cases in MS-
DRG 249 ($18,648 compared to $14,909), and a longer average length of stay (2.8 days
compared to 2.5 days). In MS-DRG 250, we identified a total of 3,483 cases with an average
length of stay of 4.8 days and average costs of $20,634. Of those 3,483 cases, there were 201
cases reporting percutaneous coronary IVL, with higher average costs as compared to all cases in
MS-DRG 250 ($25,628 compared to $20,634), and a shorter average length of stay (4.4 days
compared to 4.8 days). In MS-DRG 251, we identified a total of 3,199 cases with an average
length of stay of 2.5 days and average costs of $14,273. Of those 3,199 cases, there were 185
cases reporting percutaneous coronary IVL, with higher average costs as compared to all cases in
MS-DRG 251 ($20,289 compared to $14,273), and a shorter average length of stay (2.4 days
compared to 2.5 days). We stated in the proposed rule that the data analysis shows that the
average costs of cases reporting percutaneous coronary IVL, with or without involving the
insertion of intraluminal device, are higher than for all cases in their respective MS-DRG.

We also stated that the data analysis also shows that when the insertion of an
intraluminal device was reported with percutaneous coronary IVL, average costs are generally
similar without regard as to whether a drug-eluting or a non-drug-eluting intraluminal device was
placed. In MS-DRG 246, there were 2,359 cases reporting percutaneous coronary [VL
involving the insertion of a drug-eluting intraluminal device with average costs of $35,503
compared to 13 cases reporting percutaneous coronary IVL involving the insertion of a non-
drug-eluting intraluminal device with average costs of $34,492 in MS-DRG 248. In MS-DRG
247, there were 1,505 cases reporting percutaneous coronary IVL involving the insertion of a
drug-eluting intraluminal device with average costs of $24,141 compared to 11 cases reporting
percutaneous coronary IVL involving the insertion of a non-drug-eluting intraluminal device

with average costs of $18,648 in MS-DRG 249.



In the proposed rule, we stated we reviewed this data analysis and agreed that the
performance of percutaneous coronary IVL contributes to increased resource consumption for
these PCI procedures. We also stated that we agreed that clinically, the presence of severe
calcification can increase the treatment difficulty and complexity of service. The data analysis
clearly shows that cases reporting percutaneous coronary IVL, with or without involving the
insertion of intraluminal device, have higher average costs and generally longer lengths of stay
compared to all the cases in their assigned MS-DRG. For these reasons, we proposed to create
new MS-DRGs for percutaneous coronary IVL involving the insertion of an intraluminal device.
While there is not a large number of cases reporting percutaneous coronary IVL without the
insertion of an intraluminal device represented in the Medicare data, and we generally prefer not
to create a new MS-DRG unless it would include a substantial number of cases, we stated in the
proposed rule that we believed creating a separate MS-DRG for these cases as well would
appropriately address the differential in resource consumption. Therefore, we also proposed to
create a new MS-DRG for cases describing percutaneous coronary IVL without the insertion of
an intraluminal device.

To compare and analyze the impact of our suggested modifications, we noted that we ran
a simulation using the most recent claims data from the December 2022 update of the FY 2022
MedPAR file. The following table illustrates our findings for all 4,238 cases reporting procedure

codes describing percutaneous coronary IVL involving the insertion of an intraluminal device.

Average
Number Length of | Average
Proposed new MS-DRG of Cases Stay Costs
Proposed new MS-DRG XXX Coronary Intravascular Lithotripsy with 4,238 4.6 $31,115
Intraluminal Device

We stated we applied the criteria to create subgroups in a base MS-DRG as discussed in
section II.C.1.b. of the proposed rule and this FY 2024 IPPS/LTCH PPS final rule. As shown, a
three-way split of the proposed new MS-DRG failed to meet the criterion that there be at least a

20% difference in average costs between the CC and NonCC subgroup and also failed to meet



the criterion that there be at least a $2,000 difference in average costs between the CC and

NonCC subgroup.

Average
Number | Length
Proposed new MS-DRGs of Cases | of Stay | Average Costs
With MCC 2,079 6.3 $36,325
With CC 1,423 3.2 $26,707
Without CC/MCC 736 23 $24,924

We then applied the criteria for a two-way split for the “with MCC” and “without MCC”

subgroups and found that all five criteria were met. The following table illustrates our findings.

Average
Number | Length | Average
Proposed new MS-DRGs of Cases | of Stay Costs
With MCC 2,079 6.3 | $36,325
Without MCC 2,159 29| $26,099

As discussed in the proposed rule, for the proposed new MS-DRGs for cases reporting
procedure codes describing percutaneous coronary IVL involving the insertion of an intraluminal
device, there is at least (1) 500 cases in the MCC subgroup and 500 cases in the without MCC
subgroup; (2) 5 percent of the cases in the MCC group and 5 percent in the without MCC
subgroup; (3) a 20 percent difference in average costs between the MCC group and the without
MCC group; (4) a $2,000 difference in average costs between the MCC group and the without
MCC group; and (5) a 3-percent reduction in cost variance, indicating that the proposed severity
level splits increase the explanatory power of the base MS-DRG in capturing differences in
expected cost between the proposed MS-DRG severity level splits by at least 3 percent and thus
improve the overall accuracy of the IPPS payment system.

For the cases describing coronary intravascular lithotripsy without the insertion of an
intraluminal device, we identified a total of 404 cases using the most recent claims data from the
December 2022 update of the FY 2022 MedPAR file, so the criterion that there are at least 500

or more cases in each subgroup could not be met. Therefore, for FY 2024, we did not propose to



subdivide the proposed new MS-DRG for coronary intravascular lithotripsy without an
intraluminal device into severity levels.

In summary, for FY 2024, taking into consideration that it clinically requires greater
resources to perform coronary intravascular lithotripsy, we proposed to create two new MS-
DRGs with a two-way severity level split for cases describing coronary intravascular lithotripsy
involving the insertion of an intraluminal device in MDC 05. We also proposed to create a new
MS-DRG for cases describing coronary intravascular lithotripsy without an intraluminal device.
These proposed new MS-DRGs are proposed new MS-DRG 323 (Coronary Intravascular
Lithotripsy with Intraluminal Device with MCC), proposed new MS-DRG 324 (Coronary
Intravascular Lithotripsy with Intraluminal Device without MCC) and proposed new MS-DRG
325 (Coronary Intravascular Lithotripsy without Intraluminal Device). We refer the reader to
Table 6P.6a associated with the proposed rule (which is available on the CMS website at:

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

the list of procedure codes we proposed to define in the logic for each of the proposed new MS-
DRGs. We refer the reader to section II.C.15. of the preamble of this final rule for the discussion
of the surgical hierarchy and the complete list of our proposed modifications to the surgical
hierarchy as well as our finalization of those proposals.

Comment: Many commenters expressed support for CMS’ proposal to create new MS-
DRGs for cases describing coronary intravascular lithotripsy. A commenter stated that CMS’
proposal highlights the resources consumed when performing the procedure with or without the
insertion of an intraluminal device. This commenter further stated the proposal also takes into
consideration the challenges associated with coronary arteries that are severely calcified while
simultaneously providing better outcomes with the optimal deployment of intraluminal devices,
when necessary. A commenter stated they appreciate CMS' willingness to periodically review
hospital resources associated with the MS-DRGs for percutaneous coronary intervention

procedures. Another commenter applauded CMS' proposal and stated this adjustment should



provide for greater access to this new technology and should contribute to better outcomes for
Medicare patients with severely calcified arteries.

Response: We appreciate the commenters’ support.

Comment: While supporting the proposal, some commenters suggested that proposed
new MS-DRG 325 (Coronary Intravascular Lithotripsy without Intraluminal Device) be split into
two severity levels (with and without MCC) to recognize the increased resource utilization when
a secondary diagnosis designated as an MCC is present. Another commenter stated that CMS
proposed to delay application of the NonCC subgroup criteria to existing MS-DRGs with a three-
way severity level split for FY 2024 and questioned CMS’ application of the methodology to the
proposed new MS-DRGs. This commenter stated that the presence of a secondary diagnosis
designated as CC and a MCC impacts the length of stay and costs and therefore distinct tiers
within these proposed MS-DRGs are necessary to reflect the differences in resource utilization.

Response: We thank the commenters for their feedback.

In response to the suggestion that proposed new MS-DRG 325 for cases describing
coronary intravascular lithotripsy without intraluminal device be subdivided with a two-way
severity level split, as discussed in the proposed rule and earlier in this section, in the analysis of
the cases describing coronary intravascular lithotripsy without the insertion of an intraluminal
device, we note we identified a total of 404 cases using the most recent claims data from the
December 2022 update of the FY 2022 MedPAR file. Therefore, the criterion that there are at
least 500 or more cases in each subgroup could not be met so we did not propose to subdivide
the proposed new MS-DRG for coronary intravascular lithotripsy without an intraluminal device
into severity levels for FY 2024.

In response to the concern regarding the application of the NonCC subgroup criteria to
the proposed new MS-DRGs, we note 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 CC or 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. In the FY 2022 IPPS/LTCH PPS final rule
(86 FR 44798) and FY 2023 IPPS/LTCH PPS final rule (87 FR 48803), we finalized a delay in
applying this technical criterion to existing MS-DRGs in light of the PHE. We note that this
delay relates to applying this technical criterion to existing MS-DRGs with a three-way severity
level split. As discussed in prior rulemaking, in general, once the decision has been made to
propose to make further modifications to the MS-DRGs, such as creating a new base MS-DRG,
all five criteria must be met for the base MS-DRG to be split (or subdivided) by a CC subgroup.
We note that we have applied the criteria to create subgroups, including application of the
NonCC subgroup criteria, in our annual analysis of the MS-DRG classification requests effective
FY 2021 (85 FR 58446 through 58448). For example, we applied the criteria to create subgroups,
including application of the NonCC subgroup criteria, for a proposed new base MS-DRG as
discussed in our finalization of new base MS-DRG 018 (Chimeric Antigen Receptor (CAR) T-
cell Immunotherapy), new base MS-DRG 019 (Simultaneous Pancreas and Kidney Transplant
with Hemodialysis), new base MS-DRG 140 (Major Head and Neck Procedures), new base MS-
DRG 143 (Other Ear, Nose, Mouth and Throat O.R. Procedures), new base MS-DRG 521 (Hip
Replacement with Principal Diagnosis of Hip Fracture) and new base MS-DRG 650 (Kidney
Transplant with Hemodialysis) for FY 2021. Similarly, we applied the criteria to create
subgroups including application of the NonCC subgroup criteria for MS-DRG classification
requests for FY 2022 that we received by November 1, 2020 (86 FR 44796 through 44798), for
MS-DRG classification requests for FY 2023 that we received by November 1, 2021 (87 FR
48801 through 48804), and for MS-DRG classification requests for FY 2024 that we received by
October 20, 2022 (88 FR 26673 through 26676), as well as any additional analyses that were
conducted in connection with those requests. We refer the reader to section II.C.1.b. of the
preamble of this final rule for related discussion regarding our finalization of the expansion of

the criteria to include the NonCC subgroup in the FY 2021 final rule and our finalization of the



proposal to continue to delay application of the NonCC subgroup criteria to existing MS-DRGs
with a three-way severity level split for FY 2024.

Comment: Some commenters expressed concern with CMS’ proposal and stated that the
proposed MS-DRGs may not reflect the full range of treatment options for severely calcified
coronary lesions that may demonstrate similar increased costs and acuity. These commenters
stated that the presence of severe calcification can increase treatment difficulty and complexity
of service, which lead to higher average costs and generally longer lengths of stay. These
commenters stated that CMS should consider other well-established advanced vessel preparation
techniques, such as percutaneous coronary rotational and orbital atherectomy, that also use
specialty devices to fully optimize PCI for severely calcified arteries. A commenter stated that
they agreed that there is a subset of clinically complex PCI cases with higher average costs
however, they do not believe it serves the integrity of the IPPS to create new MS-DRGs for a
single technology serving a relatively low volume of patient cases and suggested that CMS refine
the proposed new MS-DRGs 323, 324 and 325 to include coronary atherectomy procedures.
Another commenter stated that its own analysis demonstrated that resource requirements for
orbital atherectomy are virtually the same as those for coronary IVL. This commenter noted
CMS proposed to create MS-DRG 325 for cases describing coronary intravascular lithotripsy
without intraluminal device and stated that this is inconsistent with the labeled indications for use
of these high-resource devices. The commenter stated that coronary IVL and other complex
vessel preparation technologies focus on treating severe calcium to facilitate placement and
technical success of intraluminal devices and expressed concern with the precedent of
establishing a device-specific MS-DRG that is inconsistent with a technology’s indications for
use.

Other commenters opposed these recommendations and stated they believed that CMS’
proposal correctly differentiates coronary IVL from other PCI procedures, given the significant

resource variance when IVL is utilized, and the more clinically complex patients being treated. A



commenter stated that atherectomy is distinct from coronary IVL in terms of mechanism of
action and technique, and further noted that, the clinical utilization is different in that
atherectomy is not a therapy that is exclusively utilized in heavily calcified lesions. This
commenter stated that in its own analysis of the claims data, the costs of atherectomy cases are
half the costs of coronary IVL cases.

These commenters all encouraged CMS to evaluate these and any other PCl-related
procedures in future rulemaking to allow for all options to be considered appropriately.

Response: We thank the commenters for their feedback. Although we note that the initial
request was to review the MS-DRG assignment of cases describing percutaneous coronary
intravascular lithotripsy, and not cases describing other PCI techniques, the commenters are
correct in that there are different types of treatment options available in the treatment of calcified
coronary lesions. Under the ICD-10-PCS procedure classification system there are two root
operations, Extirpation and Fragmentation, specifically defined as:

Extirpation: Taking or cutting out solid matter from a body part; and

Fragmentation: Breaking solid matter in a body part into pieces
that are reported to describe the respective procedure that was performed.

In coronary IVL, emitters at the end of the catheter create acoustic pressure waves that
are intended to break up the calcification that is restricting the blood flow in the vessels of the
heart to help open the blood vessels when an angioplasty balloon is inflated. Because the
technique fragments matter, procedures performed utilizing devices such as the Shockwave C2
Intravascular Lithotripsy System are identified and described by the root operation
Fragmentation. In contrast, procedures such as rotational and orbital atherectomy are reported
with the root operation Extirpation because both techniques cut up the calcified material into
small particles that are removed from the blood stream by the normal hemofiltration process.

In response to the commenter’s statement that both coronary IVL and coronary

atherectomy are procedures intended to treat calcified coronary arteries, we agree, however, as



shown, each of these procedures are defined by clinically distinct definitions and objectives, and
there are separate and unique ICD-10-PCS procedure codes within the classification for reporting
purposes. We do not believe it is appropriate to specifically compare the devices being utilized in
the performance of these distinct procedures in consideration of MS-DRG assignment, rather, the
emphasis is on the fragmentation and extirpation procedures performed and evaluating the
treatment difficulty, resource utilization, and complexity of service.

In response to the commenter’s statement regarding the labeled indications for coronary
IVL, as discussed in the proposed rule, there may be instances where an intraluminal device is
unable to be inserted after the application of the IVL pulses. Accordingly, we identified a total of
386 cases describing coronary intravascular lithotripsy without the insertion of an intraluminal
device using the September 2022 update of the FY 2022 MedPAR file and 404 cases describing
coronary intravascular lithotripsy without the insertion of an intraluminal device using the more
recent claims data from the December 2022 update of the FY 2022 MedPAR file. We continue to
we believe creating a MS-DRG for these cases as well would appropriately address the
differential in resource consumption.

As discussed in the proposed rule, the data analysis clearly shows that cases reporting
percutaneous coronary IVL, with or without involving the insertion of intraluminal device, have
higher average costs and generally longer lengths of stay compared to all the cases in their
assigned MS-DRG. We appreciate the commenters’ feedback and suggestions, however, we
believe that continued monitoring of the data and further analysis is needed prior to proposing
any modifications to the proposed new MS-DRGs for percutaneous coronary IVL. We will
continue to evaluate the claims data to determine if further modifications to the MS-DRG
assignment of cases reporting percutaneous coronary intervention procedures are warranted and
address any proposed modifications to the existing logic in future rulemaking.

Therefore, after consideration of the public comments we received, and for the reasons

discussed, we are finalizing our proposal to create new MS-DRG 323 (Coronary Intravascular



Lithotripsy with Intraluminal Device with MCC), new MS-DRG 324 (Coronary Intravascular
Lithotripsy with Intraluminal Device without MCC) and new MS-DRG 325 (Coronary
Intravascular Lithotripsy without Intraluminal Device) in MDC 05, without modification,
effective October 1, 2023 for FY 2024. We are also finalizing the list of procedure codes to
define the logic for each of the new MS-DRGs as displayed in Table 6P.6a associated with the
proposed rule (which is available on the CMS website at:

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

In reviewing this issue, we noted in the FY 2024 proposed rule that we received a
separate but related request in FY 2022 rulemaking. In the FY 2022 IPPS/LTCH PPS final rule
(86 FR 44848 through 44850), we discussed a request to review the MS-DRG assignments of
claims involving the insertion of coronary stents in PCIs. The requestor suggested that CMS
eliminate the distinction between drug-eluting and bare-metal coronary stents in the MS-DRG
classification. According to the requestor, coated stents have a clinical performance comparable
to drug-eluting stents, however, they are grouped with bare-metal stents because they do not
contain a drug. The requestor asserted that this comingling muddies the clinical coherence of the
MS-DRG structure, as one cannot infer distinctions in clinical performance or benefits among
the groups and potentially creates a barrier (based on hospital decision-making) to patient access
to modern coated stents. In response, we stated that based on a review of the procedure codes
that are currently assigned to MS-DRGs 246, 247, 248, and 249, our clinical advisors agreed that
further refinement of these MS-DRGs may be warranted. We noted that in the FY 2003
IPPS/LTCH PPS final rule (67 FR 50003 through 50005), although the FDA had not yet
approved the technology for use, we created two new temporary CMS DRGs to reflect cases
involving the insertion of a drug-eluting coronary artery stent as signified by the presence of
ICD-9-CM procedure code 36.07 (Insertion of drug-eluting coronary artery stent) in recognition
of the potentially significant impact this technology may conceivably have on the treatment of

coronary artery blockages, the predictions of its rapid, widespread use, and that the higher costs



of this technology could create undue financial hardships for hospitals due to the high volume of
stent cases. In the FY 2022 final rule, we noted that the distinction between drug-eluting and
non-drug-eluting stents is found elsewhere in the ICD-10-PCS procedure code classification and
stated evaluating this request required a more extensive analysis to assess potential impacts
across the MS-DRGs. We also stated that we believed it would be more appropriate to consider
this request further in future rulemaking.

As discussed in the proposed rule and this section of the final rule, our analysis of claims
data from the September 2022 update of the FY 2022 MedPAR file indicates that in cases
reporting percutaneous coronary IVL involving the insertion of an intraluminal device, average
costs are generally similar without regard as to whether a drug-eluting or non-drug-eluting
intraluminal device was inserted. Therefore, in consideration of the prior request discussed in FY
2022 rulemaking and to further explore this current finding, we stated we examined claims data
from the September 2022 update of the FY 2022 MedPAR file for MS-DRGs 246, 247, 248, and
249 for “all other cases” assigned to MS-DRGs 246, 247, 248, and 249 that did not report
percutaneous coronary IVL as reflected in the previous table.

In the proposed rule, we again noted that the data analysis shows that in percutaneous
cardiovascular procedures involving the insertion of an intraluminal device, the average costs are
generally similar without regard as to whether a drug-eluting or non-drug-eluting intraluminal
device(s) was inserted. In MS-DRG 246, there were 38,288 cases reporting percutaneous
cardiovascular procedures involving the insertion of a drug-eluting intraluminal device with an
MCC or procedures involving four or more arteries or intraluminal devices with average costs of
$25,022 compared to 542 cases reporting percutaneous cardiovascular procedures involving the
insertion of a non-drug-eluting intraluminal device with an MCC or procedures involving four or
more arteries or intraluminal devices with average costs of $25,530 in MS-DRG 248. In MS-
DRG 247, there were 53,166 cases reporting percutaneous cardiovascular procedures involving

the insertion of a drug-eluting intraluminal device without an MCC with average costs of



$16,017 compared to 593 cases reporting percutaneous coronary IVL involving the insertion of a
non-drug-eluting intraluminal device without an MCC with average costs of $14,840 in MS-
DRG 249.

We stated we reviewed these findings and believed that it may no longer be necessary to
subdivide the MS-DRGs based on the type of coronary intraluminal device inserted. Drug-
eluting intraluminal devices consist of a standard metallic stent, a polymer coating, and an anti-
restenotic drug that is mixed within the polymer and released over time. In current practice,
drug-eluting intraluminal devices are generally viewed as the default type of intraluminal device
considered for patients undergoing PCI, although non-drug-eluting stents such as bare-metal
coronary artery stents can also be used in PCI procedures for a range of indications, including
stable and unstable angina, acute myocardial infarction (MI), and multiple-vessel disease. We
noted the related data analysis clearly showed that in the years since the MS-DRGs for cases
involving the insertion of a drug-eluting coronary artery stent were created, cases reporting
percutaneous cardiovascular procedures involving the insertion of a drug-eluting intraluminal
device now demonstrate average costs and lengths of stays comparable to cases reporting
percutaneous cardiovascular procedures involving the insertion of a non-drug-eluting
intraluminal device. For these reasons, we proposed the deletion of MS-DRGs 246, 247, 248,
and 249, and the creation of new MS-DRGs.

We noted that in the FY 2008 IPPS/LTCH PPS final rule (72 FR 47259 through 47260)
we stated we found that percutaneous transluminal coronary angioplasties (PTCAs) with four or
more vessels or four or more stents were more comparable in average charges to the higher
weighted DRG in the group and made changes to the GROUPER logic. Claims containing ICD-
9-CM procedure code 00.66 for PTCA, and code 36.07 (Insertion of drug-eluting coronary artery
stent(s)), and code 00.43 (Procedure on four or more vessels) or code 00.48 (Insertion of four or
more vascular stents) were assigned to MS-DRG 246. In addition, claims containing ICD-9-CM

procedure code 00.66 for PTCA, and code 36.06 (Insertion of non-drug-eluting coronary artery



stent(s)), and code 00.43 or code 00.48 were assigned to MS-DRG 248. We also made
conforming changes to the MS-DRG titles as follows: MS-DRG 246 was titled “Percutaneous
Cardiovascular Procedures with Drug-Eluting Stent(s) with MCC or 4 or more Vessels/Stents”.
MS-DRG 248 was titled “Percutaneous Cardiovascular Procedures with Non-Drug-Eluting
Stent(s) with MCC or 4 or more Vessels/ Stents”. In FY 2018 IPPS/LTCH PPS final rule (82 FR
38024), we finalized our proposal to revise the title of MS-DRG 246 to “Percutaneous
Cardiovascular Procedures with Drug- Eluting Stent with MCC or 4+ Arteries or Stents” and the
title of MS-DRG 248 to “Percutaneous Cardiovascular Procedures with Non-Drug-Eluting Stent
with MCC or 4+ Arteries or Stents” to better reflect the ICD-10-PCS terminology of “arteries”
versus “vessels” as used in the procedure code titles within the classification.

Recognizing that the current GROUPER logic for case assignment to MS-DRGs 246 or
248 continues to require at least one secondary diagnosis designated as an MCC or procedures
involving four or more arteries or intraluminal devices, we examined claims data from the
September 2022 update of the FY 2022 MedPAR file for cases reporting percutaneous
cardiovascular procedures involving four or more arteries or intraluminal devices and compared

these data to all cases in MS-DRGs 246 and 248.

Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs
All cases 40,647 5.2 $25,630
246 Cases reporting percutaneous cardiovascular procedures
involving four or more arteries or intraluminal devices 3,430 3.2 $27,397
All cases 555 5.9 $25,740
248 Cases reporting percutaneous cardiovascular procedures
involving four or more arteries or intraluminal devices 21 34 $28,251

As discussed in the proposed rule, in MS-DRG 246, we identified a total of 40,647 cases
with an average length of stay of 5.2 days and average costs of $25,630. Of those 40,647 cases,
there were 3,430 cases reporting percutaneous cardiovascular procedures involving four or more
arteries or intraluminal devices, with higher average costs as compared to all cases in MS-DRG

246 ($27,397 compared to $25,630), and a shorter average length of stay (3.2 days compared to



5.2 days). In MS-DRG 248, we identified a total of 555 cases with an average length of stay of
5.9 days and average costs of $25,740. Of those 555 cases, there were 21 cases reporting
percutaneous cardiovascular procedures involving four or more arteries or intraluminal devices,
with higher average costs as compared to all cases in MS-DRG 248 ($28,251 compared to
$25,740), and a shorter average length of stay (3.4 days compared to 5.9 days). We stated this
analysis demonstrates that cases reporting percutaneous procedures involving four or more
arteries or intraluminal devices continue to be more comparable in average costs and resource
consumption to the cases in the higher weighted MS-DRG in the group and indicates that
maintaining the logic that recognizes the performance of percutaneous cardiovascular procedures
involving four or more arteries or intraluminal devices that exists currently in MS-DRGs 246 and
248 in the proposed new MS-DRGs was warranted.

We noted presently, MS-DRGs 246 and 248 are defined as base MS-DRGs, each of
which is split by a two-way severity level subgroup. Our proposal includes the creation of one
base MS-DRG split also by a two-way severity level subgroup. To compare and analyze the
impact of our suggested modifications, we stated we ran a simulation using the most recent
claims data from the December 2022 update of the FY 2022 MedPAR file. The following table
illustrates our findings for all 97,338 cases reporting percutaneous cardiovascular procedures

involving intraluminal devices.

Average
Number Length of | Average
Proposed new MS-DRG of Cases Stay Costs
Proposed new MS-DRG XXX Percutaneous Cardiovascular Procedures
with Intraluminal Device 97,338 3.5 $19,766

We applied the criteria to create subgroups in a base MS-DRG as discussed in section
II.C.1.b. of the proposed rule and this FY 2024 IPPS/LTCH PPS final rule. As shown in the table
that follows, a three-way split of the proposed new MS-DRGs failed to meet the criterion that

there be at least a 20% difference in average costs between the CC and NonCC subgroup and



also failed to meet the criterion that there be at least a $2,000 difference in average costs between

the CC and NonCC subgroup.

Average
Number | Length Average
MS-DRG of Cases | of Stay Costs
With MCC 37,604 53 $24,871
With CC 33,088 2.7 $17,407
Without CC/MCC 26,646 2 $15,492

We then applied the criteria for a two-way split for the “with MCC” and “without MCC”
subgroups for the proposed new MS-DRGs and found that all five criteria were met. The following

table illustrates our findings.

Average
Number of | Length | Average
Proposed new MS-DRGs Cases of Stay Costs
With MCC or 4+ Arteries/Intraluminal Devices 37,604 5.3 | $24,871
Without MCC 59,734 24| $16,553

For the proposed new MS-DRGs, there is (1) at least 500 cases in the MCC subgroup and
in the without MCC subgroup; (2) at least 5 percent of the cases are in the MCC subgroup and in
the without MCC subgroup; (3) at least a 20 percent difference in average costs between the
MCC subgroup and the without MCC subgroup; (4) at least a $2,000 difference in average costs
between the MCC subgroup and the without MCC subgroup; and (5) at least a 3-percent
reduction in cost variance, indicating that the proposed severity level splits increase the
explanatory power of the base MS-DRG in capturing differences in expected cost between the
proposed MS-DRG severity level splits by at least 3 percent and thus improve the overall
accuracy of the IPPS payment system.

We noted in that proposed rule that proposed refinements for cases reporting
percutaneous cardiovascular procedures with intraluminal devices represented the first step in
investigating how we may evaluate the distinctions between drug-eluting and non-drug-eluting

intraluminal devices found elsewhere in the ICD-10-PCS procedure code classification. We



stated we are making concerted efforts to continue refining the ICD-10 MS-DRGs and we
believed the resulting MS-DRG assignments in our current proposal would be more clinically
homogeneous, coherent and better reflect current trends and hospital resource use.

In summary, for FY 2024, taking into consideration it appears to no longer be necessary
to subdivide the MS-DRGs for percutaneous cardiovascular procedures based on the type of
coronary intraluminal device inserted, we proposed to delete MS-DRGs 246, 247, 248, and 249,
and create a new base MS-DRG with a two-way severity level split for cases describing
percutaneous cardiovascular procedures with intraluminal device in MDC 05. These proposed
new MS-DRGs are proposed new MS-DRG 321 (Percutaneous Cardiovascular Procedures with
Intraluminal Device with MCC or 4+ Arteries/Intraluminal Devices) and proposed new MS-
DRG 322 (Percutaneous Cardiovascular Procedures with Intraluminal Device without MCC).
We proposed to add the procedure codes from current MS-DRGs 246, 247, 248, and 249 to the
proposed new MS-DRGs 321 and 322. We also proposed to revise the titles for MS-DRGs 250
and 251 from “Percutaneous Cardiovascular Procedures without Coronary Artery Stent with
MCC, and without MCC, respectively” to “Percutaneous Cardiovascular Procedures without
Intraluminal Device with MCC, and without MCC, respectively” to better reflect the ICD-10-
PCS terminology of “intraluminal devices” versus “stents” as used in the procedure code titles
within the classification.

We refer the reader to section II.C.15. of the preamble of this final rule for the discussion
of the surgical hierarchy and the complete list of our proposed modifications to the surgical
hierarchy as well as our finalization of those proposals.

Comment: Commenters supported CMS’ proposals. These commenters stated that they
agreed with CMS that the distinction between drug-eluting and bare metal stents is no longer
required given the evolution of these technologies. A commenter stated they appreciated the
simplification of MS-DRGs involving percutaneous intraluminal devices by omitting the

distinction between drug-eluting versus non-drug-eluting devices with the proposed creation of



MS-DRGs 321 and 322. Another commenter stated that they appreciate CMS periodically
reviewing the MS-DRGs for percutaneous coronary interventions to ensure they appropriately
reflect current clinical practice and appropriately reflect the hospital resources associated with
these procedures. A commenter supported the proposal, but suggested that there be consideration
to split the new base MS-DRG for cases describing percutaneous cardiovascular procedures with
intraluminal device with a three-way severity level split, instead of a two-way severity level split
as proposed.

Response: We appreciate the commenters’ support. In response to the suggestion to split
the new base MS-DRG for cases describing percutaneous cardiovascular procedures with
intraluminal device with a three-way severity level split, as discussed in the proposed rule and
earlier in this section, we note we applied the criteria to create subgroups in a base MS-DRG as
discussed in section I1.C.1.b. of the proposed rule and this FY 2024 IPPS/LTCH PPS final rule.
We note that a three-way split of the proposed new MS-DRGs failed to meet the criterion that
there be at least a 20% difference in average costs between the CC and NonCC subgroup and
also failed to meet the criterion that there be at least a $2,000 difference in average costs between
the CC and NonCC subgroup.

Comment: Other commenters stated that while they agreed with CMS' rationale that it is
no longer necessary to subdivide the MS-DRGs based on the type of coronary intraluminal
device inserted and supported the proposal to delete MS-DRGs 246, 247, 248, and 249 and
create a new base MS-DRG with a two-way severity level split for cases describing percutaneous
cardiovascular procedures with intraluminal device in MDC 05, they did not agree with the
proposed relative weights for these new MS-DRGs and requested that CMS review the proposed
weights for these MS-DRGs with the weight decline to ensure it adequately captures the
resources for the complex treatment of these patients. These commenters stated a decrease in the
relative weight for the proposed new MS-DRGs would cause inadequate payment for the

medical care and treatment provided to the patient.



Response: We appreciate the commenters’ feedback and concern. We note that each year,
we calculate the relative weights by dividing the average cost for cases within each MS-DRG by
the average cost for cases across all MS—DRGs. 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. As discussed in the FY 2024 IPPS/LTCH PPS proposed rule, and
earlier in this section, upon application of the criteria to create subgroups, we proposed to create
a base MS-DRG split by a two-way severity level subgroup for cases describing coronary
intravascular lithotripsy involving the insertion of an intraluminal device in MDC 05 for FY
2024. Therefore, the data appear to reflect that the difference in the relative weights reflected in
Table 5.—List of Medicare Severity Diagnosis-Related Groups (MS—DRGs), Relative
Weighting Factors, and Geometric and Arithmetic Mean Length of Stay—FY 2024, associated
with the proposed rule, can be attributed to the fact that these proposals 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.D. of the preamble of this FY 2024 IPPS/LTCH PPS final rule for a complete
discussion of the relative weight calculations.

After consideration of the public comments we received, and for the reasons discussed,
we are finalizing our proposal, without modification, to delete MS-DRGs 246, 247, 248, and 249
for FY 2024. We are also finalizing our proposal to create new MS-DRG 321 (Percutaneous
Cardiovascular Procedures with Intraluminal Device with MCC or 4+ Arteries/Intraluminal
Devices) and new MS-DRG 322 (Percutaneous Cardiovascular Procedures with Intraluminal
Device without MCC). Accordingly, we are finalizing our proposal to reassign the procedure
codes from current MS-DRGs 246, 247, 248, and 249 to the new MS-DRGs 321 and 322.
Lastly, we are also finalizing our proposal to revise the titles of MS-DRGs 250 and 251 from

“Percutaneous Cardiovascular Procedures without Coronary Artery Stent with MCC, and



without MCC, respectively” to “Percutaneous Cardiovascular Procedures without Intraluminal
Device with MCC, and without MCC, respectively” effective October 1, 2023 for FY 2024.
e. Shock

In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44831 through 44833), we discussed a
request we received to review the MS-DRG assignment of ICD-10-CM diagnosis code 121.A1
(Myocardial infarction type 2). The requestor stated that when a type 2 myocardial infarction is
documented, per coding guidelines, it is to be coded as a secondary diagnosis since it is due to an
underlying cause. This requestor also noted that when a type 2 myocardial infarction is coded
with a principal diagnosis in MDC 05 (Diseases and Disorders of the Circulatory System), the
GROUPER logic assigns MS-DRGs 280 through 282 (Acute Myocardial Infarction, Discharged
Alive with MCC, with CC, and without CC/MCC, respectively). The requestor questioned if this
GROUPER logic was correct or if the logic should be changed so that a type 2 myocardial
infarction, coded as a secondary diagnosis, does not result in the assignment of a MS-DRG that
describes an acute myocardial infarction. During our review of this issue, we also noted that
ICD-10-CM diagnosis code 121.A1 (Myocardial infarction type 2) was one of the listed principal
diagnoses in the GROUPER logic for MS-DRGs 222 and 223 (Cardiac Defibrillator Implant
with Cardiac Catheterization with Acute Myocardial Infarction (AMI), Heart Failure (HF), or
Shock with and without MCC, respectively). However, code 121.A1 was not recognized in these
same MS-DRGs when coded as a secondary diagnosis. Acknowledging that coding guidelines
instruct to code 121.A1 after the diagnosis code that describes the underlying cause, we indicated
our clinical advisors recommended adding special logic in MS-DRGs 222 and 223 to have code
121.A1 also qualify when coded as a secondary diagnosis in combination with a principal
diagnosis in MDC 05 since these diagnosis code combinations also describe acute myocardial
infarctions. In the FY 2022 final rule, after consideration of the public comments, we finalized
our proposal to maintain the structure of MS-DRGs 280 through 285, without modification, for

FY 2022. We also finalized our proposal to modify the GROUPER logic to allow cases



reporting diagnosis code 121.A1 (Myocardial infarction type 2) as a secondary diagnosis to group
to MS-DRGs 222 and 223 when reported with qualifying procedures, effective October 1, 2021.
Under this finalization, code 121.A1, as a secondary diagnosis, is used in the definition of the
logic for assignment to MS-DRGs 222 and 223, and therefore does not act as an MCC in these
MS-DRGs.

In response to this final policy, in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR
26712 through 26717), we discussed a related request we received to also add ICD-10-CM
diagnosis code R57.0 (Cardiogenic shock) to the list of “secondary diagnoses” that group to MS-
DRGs 222 and 223. Cardiogenic shock occurs when the heart cannot pump enough oxygen-rich
blood to the brain and other vital organs resulting in inadequate tissue perfusion. The most
common cause of cardiogenic shock is acute myocardial infarction. Other causes include
myocarditis, endocarditis, papillary muscle rupture, left ventricular free wall rupture, acute
ventricular septal defect, severe congestive heart failure, end-stage cardiomyopathy, severe
valvular dysfunction, acute cardiac tamponade, cardiac contusion, massive pulmonary embolus,
or the overdose of drugs such as beta blockers or calcium channel blockers.

As discussed in the proposed rule, since the MS-DRG titles contain the word “shock”, the
requestor indicated that it seemed reasonable for the GROUPER logic to recognize cardiogenic
shock when coded as a secondary diagnosis because, according to the requestor, the specific
underlying cardiac condition responsible for causing the cardiogenic shock must always be
sequenced first. The requestor further asserted that ICD-10-CM coding guidelines require codes
from Chapter 18 (Symptoms, Signs, and Abnormal Clinical and Laboratory Findings) to be
sequenced first, therefore when coding guidelines are followed, this code can never be an
appropriate principal diagnosis. The requestor acknowledged that if code R57.0 were to be added
to the list of “secondary diagnoses” that group to MS-DRGs 222 and 223, and therefore used in
the definition of the logic for assignment, the code would no longer act as an MCC in MS-DRGs

222 and 223.



To begin our analysis, we stated we reviewed the GROUPER logic. In the proposed rule,
we noted that ICD-10-CM diagnosis code R57.0 (Cardiogenic shock) is currently one of the
listed principal diagnoses in the GROUPER logic for MS-DRGs 222 and 223. We stated that
requestor was correct that diagnosis code R57.0 is not currently recognized in these same MS-
DRGs when coded as a secondary diagnosis. We refer the reader to the ICD-10 MS-DRG
Definitions Manual Version 40.1, which is available 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 and 223.

We also stated that the requestor was also correct that the diagnosis code R57.0 is found
in Chapter 18 (Symptoms, Signs and Abnormal Clinical and Laboratory Findings) of ICD-10-
CM and that diagnosis code R57.0 has a current severity designation of MCC when reported as a
secondary diagnosis. We disagreed, however, that this code can never be an appropriate principal
diagnosis. We noted that according to the ICD-10-CM Official Guidelines for Coding and
Reporting, diagnoses described by codes from Chapter 18 of ICD-10-CM, such as R57.0, are
acceptable for reporting when a related definitive diagnosis has not been established (confirmed)
by the provider. We also pointed out that a “code first” note appears at ICD-10-CM diagnosis
code I121.A1 (Myocardial infarction type 2). The “code first” note is an etiology/manifestation
coding convention (additional detail can be found in the ICD-10-CM Official Guidelines for
Coding and Reporting), indicating that the condition has both an underlying etiology and
manifestation due to the underlying etiology. No such “code first” notes appear at ICD-10-CM
diagnosis code R57.0 (Cardiogenic shock). If providers have cases involving cardiogenic shock
which they need ICD-10 coding assistance, we encourage them to submit their questions to the
American Hospital Association’s Central Office on ICD-10 at

https://www.codingclinicadvisor.com/.




As discussed in the proposed rule, we then examined claims data from the September

2022 update of the FY 2022 MedPAR file for all cases in MS-DRGs 222 and 223 (Cardiac

Defibrillator Implant with Cardiac Catheterization with AMI, HF or Shock, with and without

MCC, respectively) and compared the results to cases that had a principal diagnosis or a

secondary diagnosis of cardiogenic shock in these MS-DRGs. We also included MS-DRGs 224

and 225 (Cardiac Defibrillator Implant with Cardiac Catheterization without AMI, HF or Shock

with and without MCC, respectively) and MS-DRGs 226 and 227 (Cardiac Defibrillator Implant

without Cardiac Catheterization with and without MCC, respectively) in our analysis as the logic

for these MS-DRGs is similar, differing only in the reporting of a diagnosis that describes acute

myocardial infarction, heart failure or shock, or the performance of cardiac catheterization. The

following table shows our findings:

MS-DRGs 222-227: All Cases and Cases with Principal or Secondary Diagnosis of
Cardiogenic Shock
Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs

All cases 1,488 11| $64,794

222 | Cases with principal diagnosis of R57.0 6 13.5| $88,486
Cases with secondary diagnosis of R57.0 322 15.1 | $77,451

All cases 270 5.7 $43,500

223 | Cases with principal diagnosis of R57.0 0 0 $0
Cases with secondary diagnosis of R57.0 0 0 $0

All cases 1,606 9.4 | $60,583

224 | Cases with principal diagnosis of R57.0 0 0 $0
Cases with secondary diagnosis of R57.0 268 129 | $77,334

All cases 1,167 4.6 | $42,442

225 | Cases with principal diagnosis of R57.0 0 0 $0
Cases with secondary diagnosis of R57.0 0 0 $0

All cases 3,595 83| $53,706

226 | Cases with principal diagnosis of R57.0 4 143 | $72,349
Cases with secondary diagnosis of R57.0 325 12.5 | $65,266

All cases 2,522 3.9 $41,636

227 | Cases with principal diagnosis of R57.0 0 0 $0
Cases with secondary diagnosis of R57.0 0 0 $0

In MS-DRG 222, we identified a total of 1,488 cases with an average length of stay of 11

days and average costs of $64,794. Of those 1,488 cases, there were six cases reporting a




principal diagnosis of R57.0, with higher average costs as compared to all cases in MS-DRG
222 ($88,486 compared to $64,794), and a longer average length of stay (13.5 days compared to
11 days). There were 322 cases reporting a secondary diagnosis of R57.0, with higher average
costs as compared to all cases in MS-DRG 222 ($77,451 compared to $64,794), and a longer
average length of stay (15.1 days compared to 11 days). In MS-DRG 224, we identified a total of
1,606 cases with an average length of stay of 9.4 days and average costs of $60,583. Of those
1,606 cases, there were zero cases reporting a principal diagnosis of R57.0. There were 268
cases reporting a secondary diagnosis of R57.0, with higher average costs as compared to all
cases in MS-DRG 224 ($77,334 compared to $60,583), and a longer average length of stay (12.9
days compared to 9.4 days). In MS-DRG 226, we identified a total of 3,595 cases with an
average length of stay of 8.3 days and average costs of $53,706. Of those 3,595 cases, there
were four cases reporting a principal diagnosis of R57.0, with higher average costs as compared
to all cases in MS-DRG 226 ($72,349 compared to $53,706), and a longer average length of stay
(14.3 days compared to 8.3 days). There were 325 cases reporting a secondary diagnosis of
R57.0, with higher average costs as compared to all cases in MS-DRG 226 ($65,266 compared
to $53,706), and a longer average length of stay (12.5 days compared to 8.3 days). We found
zero cases across MS-DRGs 223, 225, and 227 reporting R57.0 as principal or as a secondary
diagnosis. Our analysis clearly shows that the cases reporting a secondary diagnosis of
cardiogenic shock in MS-DRGs 222, 224 and 226 had higher average costs and longer average
length of stay compared to all cases in their respective MS-DRGs.

We stated in the proposed rule that we reviewed these data and did not recommend
modifying the GROUPER logic to allow cases reporting diagnosis code R57.0 (Cardiogenic
shock) as a secondary diagnosis to group to MS-DRGs 222 and 223 when reported with
qualifying procedures. As noted by the requestor, and as discussed in FY 2022 IPPS/LTCH PPS
final rule, (86 FR 44831 through 44833), a diagnosis code may define the logic for a specific

MS-DRG assignment in three different ways. Whenever there is a secondary diagnosis



component to the MS-DRG logic, the diagnosis code can either be used in the logic for
assignment to the MS-DRG or to act as a CC/MCC.

We stated we believed that patients with cardiogenic shock as a secondary diagnosis tend
to be more severely ill and these inpatient admissions are associated with greater resource
utilization. Cardiogenic shock represents a life-threatening emergency that requires urgent
treatment that focuses on getting blood flowing properly to prevent, and protect against, organ
failure, brain injury or death. For clinical consistency, we stated it was more appropriate for
ICD-10-CM diagnosis code R57.0 to act as an MCC when cardiogenic shock is documented in
the medical record and coded as a secondary diagnosis. Therefore, we did not propose to modify
the GROUPER logic to allow cases reporting diagnosis code R57.0 (Cardiogenic shock) as a
secondary diagnosis to group to MS-DRGs 222 and 223 when reported with qualifying
procedures.

Comment: Commenters expressed support for CMS’ proposal to not modify the
GROUPER logic to allow cases reporting diagnosis code R57.0 (Cardiogenic shock) as a
secondary diagnosis to group to MS-DRGs 222 and 223 when reported with qualifying
procedures.

Response: We thank the commenters for their support.

During our review of this issue, we noted in the proposed rule that the data analysis
showed that in procedures involving a cardiac defibrillator implant, the average costs and length
of stay are generally similar without regard to the presence of diagnosis codes describing AMI,
HF or shock. In MS-DRG 222, there were 1,488 cases reporting cardiac defibrillator implant
with cardiac catheterization with AMI, HF, or Shock with an MCC with average costs of
$64,794 and an average length of stay of 11 days compared to 1,606 cases reporting cardiac
defibrillator implant with cardiac catheterization without AMI, HF, or Shock with an MCC with
average costs of $60,583 and an average length of stay of 9.4 days in MS-DRG 224. In MS-DRG

223, there were 270 cases reporting cardiac defibrillator implant with cardiac catheterization



with AMI, HF or Shock without an MCC with average costs of $43,500 and an average length of
stay of 5.7 days compared to 1,167 cases reporting cardiac defibrillator implant with cardiac
catheterization without AMI, HF, or Shock without an MCC with average costs of $42,442 and
an average length of stay of 4.6 days in MS-DRG 225.

We stated that the analysis of MS-DRGs 222, 223, 224, 225, 226, and 227 further
demonstrated that the average length of stay and average costs for all cases are similar for each
of the “without MCC” subgroups. As stated previously, for all of the cases in MS-DRG 223, we
found that the average length of stay was 5.7 days with average costs of $43,500, and for all of
the cases in MS-DRG 225, the average length of stay was 4.6 days with average costs of
$42,442. Likewise, for all of the cases in MS-DRG 227, we found that the average length of stay
was 3.9 days with average costs of $41,636.

We reviewed these findings and stated we believed that it may no longer be necessary to
subdivide these MS-DRGs based on the diagnosis codes reported. We noted that in the FY 2004
IPPS/LTCH PPS final rule (68 FR 45356 through 45358) we stated we found that patients who
are admitted with acute myocardial infarction, heart failure, or shock and have a cardiac
catheterization are generally acute patients who require emergency implantation of the
defibrillator. Thus, we stated there were very high costs associated with these patients.
Therefore, we finalized the creation of new DRGs for patients receiving a cardiac defibrillator
implant with cardiac catheterization and with a principal diagnosis of acute myocardial
infarction, heart failure, or shock.

As discussed in the proposed rule, our analysis of claims data from the September 2022
update of the FY 2022 MedPAR file clearly shows that in the 20 years since the DRGs for cases
involving a cardiac defibrillator implant with cardiac catheterization split based on the presence
or absence of diagnosis codes describing acute myocardial infarction, heart failure, or shock
were created, cases reporting a cardiac defibrillator implant with cardiac catheterization continue

to demonstrate higher average costs and longer lengths of stays, however these increased costs



appear to be more related to the procedures performed than to the diagnoses reported on the
claim, and therefore we stated that we believed it was time to restructure these MS-DRGs
accordingly.

In the proposed rule, we did note that when reviewing consumption of hospital resources
for the cases reporting cardiac defibrillator implant with cardiac catheterization during a hospital
stay, the claims data clearly shows that the cases reporting secondary diagnoses designated as
MCCs are more resource intensive as compared to other cases reporting cardiac defibrillator
implant. As noted previously, in MS-DRG 222, there were 1,488 cases reporting cardiac
defibrillator implant with cardiac catheterization with AMI, HF, or Shock with an MCC with
average costs of $64,794 and an average length of stay of 11 days. Similarly, in MS-DRG 224,
there were 1,606 cases reporting cardiac defibrillator implant with cardiac catheterization
without AMI, HF, or Shock with an MCC with average costs of $60,583 and an average length
of stay of 9.4 days in MS-DRG 224. In comparison, there were 270 cases reporting cardiac
defibrillator implant with cardiac catheterization with AMI, HF, or Shock without an MCC with
average costs of $43,500 and an average length of stay of 5.7 days in MS-DRG 223, 1,167 cases
reporting cardiac defibrillator implant with cardiac catheterization without AMI, HF, or Shock
without an MCC with average costs of $42,442 and an average length of stay of 4.6 days in MS-
DRG 225, 3,595 cases reporting cardiac defibrillator implant without cardiac catheterization with
an MCC with average costs of $53,706 and an average length of stay of 8.3 days in MS-DRG
226, and 2,522 cases reporting cardiac defibrillator implant without cardiac catheterization
without an MCC with average costs of $41,636 and an average length of stay of 3.9 days in MS-
DRG 227.

Therefore, we stated we supported the removal of the special logic defined as “Principal
Diagnosis AMI/HF/SHOCK?” from the definition for assignment to any proposed modifications
to the MS-DRGs, noting the cases can be appropriately grouped along with cases reporting any

MDC 05 diagnosis when reported with qualifying procedures, in any restructured proposed MS-



DRGs. For these reasons, we proposed the deletion of MS-DRGs 222, 223, 224, 225, 226, and
227, and the creation of three new MS-DRGs. Our proposal included the creation of one new
base MS-DRG for cases reporting a cardiac defibrillator implant with cardiac catheterization and
a secondary diagnosis designated as an MCC and another new base MS-DRG split by a two-way
severity level subgroup for cases reporting a cardiac defibrillator implant without cardiac
catheterization.

We stated in the proposed rule that to compare and analyze the impact of our suggested
modifications, we ran a simulation using the most recent claims data from the December 2022
update of the FY 2022 MedPAR file. The following table illustrates our findings for all 3,467
cases reporting a cardiac defibrillator implant with cardiac catheterization and a secondary
diagnosis designated as an MCC. We note that as discussed in prior rulemaking (86 FR 44831
through 44833), a diagnosis code may define the logic for a specific MS-DRG assignment in
three different ways. The diagnosis code may be listed as principal or as any one of the
secondary diagnoses, as a secondary diagnosis, or only as a secondary diagnosis. For this
specific scenario, we proposed that secondary diagnosis codes with a severity designation of
MCC be used in the definition of the logic for assignment to the proposed base MS-DRG for
cases reporting a cardiac defibrillator implant with cardiac catheterization and a secondary
diagnosis designated as an MCC. Therefore, we did not apply the criteria to create further
subgroups in a base MS-DRG for cases reporting a cardiac defibrillator implant with cardiac
catheterization and a secondary diagnosis designated as an MCC as discussed in section I1.C.1.b.
of the FY 2024 IPPS/LTCH PPS proposed rule. We stated that we believed the resulting
proposed MS-DRG assignment is more clinically homogeneous, coherent and better reflects

hospital resource use.

Average
Number of Length of Average
Proposed new MS-DRG Cases Stay Costs

Proposed new MS-DRG XXX Cardiac Defibrillator Implant with
Cardiac Catheterization and MCC 3,467 10 $61,744




To further compare and analyze the impact of our suggested modifications, we stated we
then ran a simulation using the most recent claims data from the December 2022 update of the
FY 2022 MedPAR file for cases reporting a cardiac defibrillator implant without additionally
reporting both a cardiac catheterization and a secondary diagnosis designated as an MCC. The

following table illustrates our findings for all 7,935 cases.

Average
Number Length of | Average
Proposed new MS-DRG of Cases Stay Costs
Proposed new MS-DRG XXX Cardiac Defibrillator Implant 7,935 6.2 $47,822

We applied the criteria to create subgroups in a base MS-DRG as discussed in section
II.C.1.b. of the FY 2024 IPPS/LTCH PPS proposed rule. As shown in the table that follows, a
three-way split of the proposed new MS-DRGs failed the criterion that there be at least 500 cases
for each subgroup due to low volume. Specifically, for the “without CC/MCC” (NonCC) split,
there were only 452 cases in the subgroup. The criterion that there be at least a 20% difference in

average costs between the CC and NonCC subgroup also failed to be met.

Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs
With MCC 3,830 8.4 $53,924
With CC 3,653 4.3 $42,466
Without CC/MCC 452 3.2 $39,394

We then applied the criteria for a two-way split for the “with MCC” and “without MCC”

subgroups for the proposed new MS-DRGs and found that all five criteria were met. The following

table illustrates our findings.

Average
Number Length of Average
Proposed new MS-DRGs of Cases Stay Costs
With MCC 3,830 8.4 $53,924
Without MCC 4,105 4.2 $42,128

For the proposed new MS-DRGs, there is (1) at least 500 cases in the MCC subgroup and

in the without MCC subgroup; (2) at least 5 percent of the cases are in the MCC subgroup and in

the without MCC subgroup; (3) at least a 20 percent difference in average costs between the



MCC subgroup and the without MCC subgroup; (4) at least a $2,000 difference in average costs
between the MCC subgroup and the without MCC subgroup; and (5) at least a 3-percent
reduction in cost variance, indicating that the proposed severity level splits increase the
explanatory power of the base MS-DRG in capturing differences in expected cost between the
proposed MS-DRG severity level splits by at least 3 percent and thus improve the overall
accuracy of the IPPS payment system.

In summary, for FY 2024, taking into consideration that it appears to no longer be
necessary to subdivide the MS-DRGs for cases reporting a cardiac defibrillator implant based on
the diagnosis code reported, we proposed to delete MS-DRGs 222, 223, 224, 225, 226, and 227,
and create a new MS-DRG for cases reporting a cardiac defibrillator implant with cardiac
catheterization and a secondary diagnosis designated as an MCC in MDC 05. We also proposed
to create two new MS-DRGs with a two-way severity level split for cases reporting a cardiac
defibrillator implant without additionally reporting both a cardiac catheterization and a
secondary diagnosis designated as an MCC. These proposed new MS-DRGs are proposed new
MS-DRG 275 (Cardiac Defibrillator Implant with Cardiac Catheterization and MCC), proposed
new MS-DRG 276 (Cardiac Defibrillator Implant with MCC) and proposed new MS-DRG 277
(Cardiac Defibrillator Implant without MCC).

In the proposed rule, we noted that the procedure codes describing cardiac catheterization
are designated as non-O.R. procedures, therefore, as part of the logic for MS-DRG 275, we also
proposed to designate these codes as non-O.R. procedures affecting the MS-DRG. We referred
the reader to Table 6P.7a and Table 6P.7b associated with the proposed rule (which is available

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

Payment/AcutelnpatientPPS/index) for the list of procedure codes we proposed to define in the

logic for each of the proposed new MS-DRGs. We refer the reader to section II.C.15. of the
preamble of this final rule for the discussion of the surgical hierarchy and the complete list of our

proposed modifications to the surgical hierarchy as well as our finalization of those proposals.



Comment: Most commenters supported the proposal to delete MS-DRGs 222, 223, 224,
225,226, and 227, and to create three new MS-DRGs in MDC 05. These commenters stated that
they agreed with CMS that it is no longer necessary to subdivide the MS-DRGs for cases
reporting a cardiac defibrillator implant based on the diagnosis code reported. A few commenters
stated that while they found the proposal reasonable based on the data and rationale provided,
they urged CMS to monitor for any unintended consequences. However, a commenter opposed
the proposal. This commenter stated that the proposed change will have a notable negative
impact based on its own analysis of claims data at its organization. The commenter further noted
claims at its organization demonstrate significant length of stay and cost variations across the
current MS-DRGs which they asserted further supports that revising the MS-DRGs is not
appropriate from a resource utilization perspective.

Response: We appreciate the commenters’ support and appreciate the additional
feedback. With regard to the commenter’s concern that the proposal might have a negative
impact based on its own analysis of claims data at its organization, the examination of claims
data from the September 2022 update of the FY 2022 MedPAR file for MS-DRGs 222, 223, 224,
225,226, and 227 showed that in procedures involving a cardiac defibrillator implant, the
average costs and length of stay are generally similar without regard to the presence of diagnosis
codes describing AMI, HF or shock. We note that the commenter did not provide any clinical
rationale as to why the distinction based on the presence of diagnosis codes should be maintained
in these MS-DRGs. As noted 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. Our analysis of the
claims data demonstrated that for cases involving a cardiac defibrillator implant the increased
costs appear to be more related to the procedures performed than to the diagnoses reported on the
claim, and we continue to believe it is time to restructure these MS-DRGs accordingly, noting

that cases reporting any MDC 05 diagnosis when reported with qualifying procedures will group



to the proposed new MS-DRGs. CMS will continue to monitor the claims data for these
procedures for unintended consequences as a result of the deletion of the six MS-DRGs from the
GROUPER logic as we continue our comprehensive analysis in future rulemaking.

Comment: While supporting the proposal, other commenters noted that CMS proposed to
create new MS-DRG 275 (Cardiac Defibrillator Implant with Cardiac Catheterization and MCC)
for cases reporting a cardiac defibrillator implant with cardiac catheterization and a secondary
diagnosis designated as an MCC in MDC 05. These commenters recommended that an additional
MS-DRG be created for cardiac defibrillator implant with cardiac catheterization without MCC.
A few commenters stated that it was not clear where cases reporting a cardiac defibrillator
implant with a cardiac catheterization without MCC would be assigned. A commenter noted that
the draft HTML version of the ICD-10 MS-DRG Definitions Manual for Version 41 available on
the CMS website does not show “MCC” as part of the logic for MS-DRGs 275 and 276. Another
commenter noted that CMS proposed to delay application of the NonCC subgroup criteria to
existing MS-DRGs with a three-way severity level split for FY 2024 and questioned CMS’
application of the methodology to the proposed new MS-DRGs.

Response: We thank the commenters for their feedback. We note to commenters that
when reviewing consumption of hospital resources for the cases reporting cardiac defibrillator
implant with cardiac catheterization during a hospital stay, as discussed earlier in this section, the
claims data clearly showed that the cases reporting secondary diagnoses designated as MCCs are
more resource intensive as compared to other cases reporting cardiac defibrillator implant.
Accordingly, our proposal included the creation of one base MS-DRG for cases reporting a
cardiac defibrillator implant with cardiac catheterization and a secondary diagnosis designated as
an MCC and another base MS-DRG split by a two-way severity level subgroup for cases
reporting a cardiac defibrillator implant without cardiac catheterization.

As discussed in the proposed rule, we examined claims data from the September 2022

update of the FY 2022 MedPAR file for all cases in MS-DRGs 222, 223, 224, 225, 226, and 227.



In MS-DRGs 222 and 224, there were 3,094 cases reporting cardiac defibrillator implant with
cardiac catheterization, with or without a diagnosis of AMI, HF, or Shock, and a secondary
diagnosis designated as an MCC with average costs of $62,608 and an average length of stay of
10.2 days. In comparison, there were 3,959 cases reporting cardiac defibrillator implant, with or
without cardiac catheterization, with or without a diagnosis of AMI, HF, or Shock, without an
MCC with average costs of $42,001 and an average length of stay of 4.2 days in MS-DRG 223,
225 and 227. We did not propose to subdivide the proposed new base MS-DRG 275 for cases
reporting a cardiac defibrillator implant with cardiac catheterization and a secondary diagnosis
designated as an MCC into severity levels as the cases reporting a cardiac defibrillator implant
with cardiac catheterization without a secondary diagnosis designated as an MCC (that are
currently assigned to MS-DRGs 223 and 225) have average costs and an average lengths of stay
comparable to other cases reporting cardiac defibrillator implant, without cardiac catheterization,
with or without a diagnosis of AMI, HF, or Shock, also without a secondary diagnosis designated
as an MCC. Instead, for this specific scenario, we proposed that secondary diagnosis codes with
a severity designation of MCC be used in the definition of the logic for assignment to the
proposed base MS-DRG for cases reporting a cardiac defibrillator implant with cardiac
catheterization and a secondary diagnosis designated as an MCC. We continue to believe the
resulting proposed MS-DRG assignment is more clinically homogeneous, coherent and better
reflects hospital resource use.

In response to commenters who stated that it was not clear where cases reporting a
cardiac defibrillator implant with a cardiac catheterization without a secondary diagnosis
designated as an MCC would be assigned, we note that these cases would be assigned to
proposed new MS-DRG 277 (Cardiac Defibrillator Implant without MCC), as reflected in the
test version of the ICD-10 MS-DRG GROUPER Software, Version 41.

In response to the comment regarding the draft version of the ICD-10 MS-DRG

Definitions Manual, Version 41, available at https://www.cms.gov/Medicare/Medicare-Fee-for-




Service-Payment/AcutelnpatientPPS/MS-DRG-Classifications-and-Software, we agree there was

an inadvertent error in the logic table for MS-DRGs 275, 276 and 277. We are correcting the

display as reflected in the following logic table:

Cardiac Catheterization MCC MS-DRG
Yes Yes 275
No Yes 276
No No 277

This correction will also be reflected in the final ICD-10 MS-DRG Definitions Manual,
Version 41.

In response to the concern regarding the application of the NonCC subgroup criteria to
the proposed new MS-DRGs, we note that 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. In the FY 2022 IPPS/LTCH PPS final rule (86 FR 44798) and
FY 2023 IPPS/LTCH PPS final rule (87 FR 48803), we finalized a delay in applying this
technical criterion to existing MS-DRGs in light of the PHE. We note that this delay relates to
applying this technical criterion to existing MS-DRGs with a three-way severity level split. As
discussed in prior rulemaking, in general, once the decision has been made to propose to make
further modifications to the MS-DRGs, such as creating a new base MS-DRG, all five criteria
must be met for the base MS-DRG to be split (or subdivided) by a CC subgroup. We note that
we have applied the criteria to create subgroups, including application of the NonCC subgroup
criteria, in our annual analysis of the MS-DRG classification requests effective FY 2021 (85 FR
58446 through 58448). For example, we applied the criteria to create subgroups, including
application of the NonCC subgroup criteria, for a proposed new base MS-DRG as discussed in
our finalization of new base MS-DRG 018 (Chimeric Antigen Receptor (CAR) T-cell

Immunotherapy), new base MS-DRG 019 (Simultaneous Pancreas and Kidney Transplant with



Hemodialysis), new base MS-DRG 140 (Major Head and Neck Procedures), new base MS-DRG
143 (Other Ear, Nose, Mouth and Throat O.R. Procedures), new base MS-DRG 521 (Hip
Replacement with Principal Diagnosis of Hip Fracture), and new base MS-DRG 650 (Kidney
Transplant with Hemodialysis) for FY 2021. Similarly, we applied the criteria to create
subgroups including application of the NonCC subgroup criteria for MS-DRG classification
requests for FY 2022 that we received by November 1, 2020 (86 FR 44796 through 44798), for
MS-DRG classification requests for FY 2023 (87 FR 48801 through 48804) that we received by
November 1, 2021, and for MS-DRG classification requests for FY 2024 that we received by
October 20, 2022 (88 FR 26673 through 26676), as well as any additional analyses that were
conducted in connection with those requests. We refer the reader to section II.C.1.b. of the
preamble of this final rule for related discussion regarding our finalization of the expansion of
the criteria to include the NonCC subgroup in the FY 2021 final rule and our finalization of the
proposal to continue to delay application of the NonCC subgroup criteria to existing MS-DRGs
with a three-way severity level split for FY 2024.

Comment: A commenter stated that while they agreed that it appears to no longer be
necessary to subdivide the MS-DRGs for cases reporting a cardiac defibrillator implant based on
the diagnosis code reported, they did not think it was necessary to delete MS-DRGs 226 and 227
(Cardiac Defibrillator Implant without Cardiac Catheterization with and without MCC,
respectively) and create new MS-DRGs 276 and 277 (Cardiac Defibrillator Implant with and
without MCC, respectively). This commenter stated that the proposed new MS-DRG 276 has the
same GROUPER logic as the existing MS-DRG 226 and therefore will capture the same cases.
This commenter further stated they believed that the current title of MS-DRG 226 better
identifies the cases assigned. This commenter also suggested keeping existing MS-DRG 227 and
revising the title to “Cardiac Defibrillator Implant with or without Cardiac Catheterization

without MCC” instead of creating new MS-DRG 277.



Response: We appreciate the commenter’s feedback. The commenter is correct that
proposed new MS-DRG 276 has the same GROUPER logic as current MS-DRG 226. In
response to the commenter’s concern regarding why new MS-DRG numbers would be
considered, as discussed in prior rulemaking (87 FR 48804), 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. To minimize confusion for those who rely on MS-DRG concepts year to year
and to avoid unintended consequences from maintaining the existing MS-DRG number, we
believe it is appropriate to finalize the revision to both the MS-DRG number and corresponding
description for cases reporting a cardiac defibrillator implant without cardiac catheterization with
a secondary diagnosis designated as an MCC.

Therefore, after consideration of the public comments received, and for the reasons
previously stated, we are finalizing our proposal to delete MS-DRGs 222, 223, 224, 225, 226,
and 227. We are also finalizing our proposal to create new MS-DRG 275 (Cardiac Defibrillator
Implant with Cardiac Catheterization and MCC), new MS-DRG 276 (Cardiac Defibrillator
Implant with MCC), and new MS-DRG 277 (Cardiac Defibrillator Implant without MCC) in
MDC 05, without modification, effective October 1, 2023, for FY 2024. Accordingly, we are
also finalizing our proposal to designate the procedure codes describing cardiac catheterization
as non-O.R. procedures affecting the MS-DRG.

Comment: Another commenter stated that a code proposal requesting new procedure
codes to describe the implantation, removal and revision of extravascular implantable
defibrillator (EV ICD) leads was presented and discussed at the March 7-8, 2023 ICD-10
Coordination and Maintenance Committee meeting. The commenter further stated that CMS has
proposed to create new MS-DRGs 275, 276, and 277 for cases reporting cardiac defibrillator

implant procedures, which includes procedures describing the insertion of implantable



cardioverter-defibrillators (ICDs) for FY 2024, while cases reporting cardiac defibrillator lead
removal and revision procedures are assigned to MS-DRG 265 (AICD Lead Procedures). This
commenter suggested that any new procedure codes finalized after the March 7-8, 2023 ICD-10
Coordination and Maintenance Committee meeting that describe EV ICD procedures should be
assigned to MS-DRG 265 and MS-DRGs 275-277 as well and stated that alignment of these new
ICD-10-PCS codes with existing defibrillator procedure codes in terms of MS-DRG assignment
will ensure clinical coherence and facilitate patient access and provider choice among ICD
technologies.

Response: We thank the commenter for their feedback. We note that the proposal
requesting new procedure codes to identify procedures involving extravascular implantable
defibrillator leads that was discussed at the March 7-8, 2023 ICD-10 Coordination and
Maintenance Committee meeting was approved and 11 new procedure codes to identify
procedures involving EV ICD leads were finalized as reflected in the FY 2024 ICD-10-PCS
Code Update files that were made publicly available on the CMS website at

https://www.cms.gov/Medicare/Coding/ICD10 on June 6, 2023. We also note that the new

procedure codes are also reflected in Table 6B. — New Procedure Codes, in association with this

final rule and available on the CMS website at https://www.cms.gov/Medicare/Medicare-Fee-

for-Service-Payment/AcutelnpatientPPS, including the MS-DRG assignments for these new

codes for FY 2024. We refer the reader to section II.C.13. of the preamble of this final rule for
further information regarding the table.

As we have noted in prior rulemaking (86 FR 44805), we used our established process to
determine the most appropriate MS-DRG assignment for the new procedure codes approved after
March 7-8, 2023 ICD-10 Coordination and Maintenance Committee meeting to identify
procedures involving EV ICD leads. Specifically, we reviewed the predecessor codes and MS-
DRG assignments most closely associated with the new procedure codes, and in the absence of

claims data, we considered 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. The MS-DRG assignments for the

predecessor codes that we utilized to inform this analysis and the new procedure codes to

identify procedures involving extravascular implantable defibrillator leads under MDC 05 are

1dentified as follows.

Predecessor
ICD-10-PCS ICD-10-PCS
Code Description O.R. Code Description MS-DRG

0OWHC0GZ Insertion of Y 02HNOKZ Insertion of defibrillator 265
Defibrillator Lead lead into pericardium, (AICD Lead
into Mediastinum, open approach Procedures)
Open Approach

OWHC3GZ Insertion of Y 02HN3KZ Insertion of defibrillator 265
Defibrillator Lead lead into pericardium, (AICD Lead
into Mediastinum, percutaneous approach Procedures)
Percutaneous
Approach

OWHC4GZ Insertion of Y 02HN4KZ Insertion of defibrillator 265
Defibrillator Lead lead into pericardium, (AICD Lead
into Mediastinum, percutaneous endoscopic Procedures)
Percutaneous approach
Endoscopic Approach

0OWPC0GZ Removal of Y 0JPTOFZ Removal of subcutaneous | 265
Defibrillator Lead defibrillator lead from (AICD Lead
from Mediastinum, trunk subcutaneous tissue | Procedures)
Open Approach and fascia, open approach

0OWPC3GZ Removal of Y 0JPT3FZ Removal of subcutaneous | 265
Defibrillator Lead defibrillator lead from (AICD Lead
from Mediastinum, trunk subcutaneous tissue | Procedures)
Percutaneous and fascia, percutaneous
Approach approach

0OWPC4GZ Removal of Y 0JPTOFZ Removal of subcutaneous | 265
Defibrillator Lead defibrillator lead from (AICD Lead
from Mediastinum, trunk subcutaneous tissue | Procedures)
Percutaneous and fascia, open approach
Endoscopic Approach

0OWPCXGZ Removal of N OWPCXYZ Removal of other device
Defibrillator Lead from mediastinum,
from Mediastinum, external approach
External Approach

OWWC0GZ Revision of Y 0JWTOFZ Revision of subcutaneous | 265
Defibrillator Lead in defibrillator lead in trunk | (AICD Lead
Mediastinum, Open subcutaneous tissue and Procedures)
Approach fascia, open approach

0OWWC3GZ Revision of Y 0JWT3FZ Revision of subcutaneous | 265
Defibrillator Lead in defibrillator lead in trunk | (AICD Lead
Mediastinum, subcutaneous tissue and Procedures)
Percutaneous fascia, percutaneous
Approach approach

0OWWC4GZ Revision of Y 0JWTOFZ Revision of subcutaneous | 265
Defibrillator Lead in defibrillator lead in trunk | (AICD Lead
Mediastinum, subcutaneous tissue and Procedures)
Percutaneous fascia, open approach
Endoscopic Approach




Predecessor
ICD-10-PCS ICD-10-PCS
Code Description O.R. Code Description MS-DRG
OWWCXGZ Revision of N OWWCXYZ Revision of other device
Defibrillator Lead in in mediastinum, external
Mediastinum, approach
External Approach

While the new procedure codes are being assigned to the same MS-DRG as the
predecessor codes in this instance, as we have noted in prior rulemaking, and earlier in this
section, 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.

In addition to the MDC and MS-DRG assignments as reflected in Table 6B. — New
Procedure Codes, in association with this final rule, we note that the procedure code
combinations describing the insertion of an EV ICD lead with the insertion of a defibrillator
generator, are assigned to new MS-DRGs 275, 276, and 277 for FY 2024. This assignment is
reflected in the final V41 GROUPER logic. The public may provide feedback on the MS-DRG
assignments for FY 2024, which will then be taken into consideration for the following fiscal
year.

6. MDC 06 (Diseases and Disorders of the Digestive System): Appendicitis

In the FY 2023 IPPS/LTCH PPS proposed rule (87 FR 28163 through 87 FR 28165) and
final rule (87 FR 48849 through 87 FR 48850), we discussed a request related to the MS-DRG
assignment of diagnosis codes describing acute appendicitis with generalized peritonitis, with
and without perforation or abscess when reported with an appendectomy procedure. In that
discussion, we stated that any future proposed changes to the MS-DRGs for appendectomy
procedures would be dependent on the diagnosis code revisions that are finalized by the
CDC/National Center for Health Statistics (NCHS) since the CDC/NCHS staff presented a
proposal for further revisions to the diagnosis codes describing acute appendicitis with

generalized peritonitis at the March 8-9, 2022 ICD-10 Coordination and Maintenance Committee



meeting. Specifically, the CDC/NCHS staff proposed to expand diagnosis codes K35.20 (Acute
appendicitis with generalized peritonitis, without abscess) and K35.21 (Acute appendicitis with
generalized peritonitis, with abscess), making them sub-categories and creating new diagnosis
codes to identify and describe acute appendicitis with generalized peritonitis, with perforation
and without perforation, and unspecified as to perforation. We noted that the deadline for
submitting public comments on the diagnosis code proposals discussed at the March 8-9, 2022
ICD-10 Coordination and Maintenance Committee meeting was May 9, 2022, and according to
the CDC/NCHS staff, the diagnosis code proposals were being considered for an October 1,
2023, implementation (FY 2024). 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, including a recording of the discussion and the related meeting materials.
In the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26717), we stated that, as shown
in Appendix B — Diagnosis Code/MDC/MS-DRG Index of the ICD-10 MS-DRG Definitions

Manual V40.1 (available at: https://www.cms.gov/Medicare/Medicare-Fee-for-Service-

Payment/AcutelnpatientPPS/MS-DR G-Classifications-and-Software), diagnosis codes K35.20

and K35.21 are currently assigned to medical MS-DRGs 371, 372, and 373 (Major
Gastrointestinal Disorders and Peritoneal Infections with MCC, with CC, and without CC/MCC,
respectively) in MDC 06. Diagnosis code K35.21 is also assigned to surgical MS-DRGs 338,
339, and 340 (Appendectomy with Complicated Principal Diagnosis with MCC, with CC, and
without CC/MCC, respectively) in MDC 06 because diagnosis code K35.21 is defined as a
complicated diagnosis in the GROUPER logic. Therefore, when a procedure code describing an
appendectomy is reported with principal diagnosis code K35.21, the logic for case assignment to
MS-DRGs 338, 339, or 340 is satisfied.

As discussed in section I1.C.13. of the preamble of the proposed rule, Table 6C — Invalid

Diagnosis Codes (available on the CMS website at: https://www.cms.gov/medicare/medicare-

fee-for-service-payment/acuteinpatientpps) lists the diagnosis codes that are no longer effective




starting October 1, 2023. Included in this table are diagnosis codes K35.20 and K35.21. In
addition, we noted that as shown in the following table and in Table 6A — New Diagnosis Codes
associated with the proposed rule (and available on the CMS website at:

https://www.cms.gov/medicare/medicare-fee-for-service-payment/acuteinpatientpps), six new

diagnosis codes describing acute appendicitis with generalized peritonitis, with and without
perforation or abscess were finalized and are effective with discharges on and after October 1,
2023. We stated in the proposed rule that consistent with our established process for assigning
new diagnosis and procedure codes, we reviewed the predecessor codes (K35.20 and K35.21) to
determine the MS—DRG assignment most closely associated with the new diagnosis codes. In
addition, we noted that the proposed severity level designations for the new diagnosis codes are
set forth in Table 6A. As shown, the new codes are proposed for assignment to medical MS-
DRGs 371, 372, and 373 (Major Gastrointestinal Disorders and Peritoneal Infections with MCC,
with CC, and without CC/MCC, respectively), in accordance with the assignment of predecessor

codes K35.20 and K35.21.

ICD-10-CM Proposed
Code Description MS-DRGs
K35.200 Acute appendicitis with generalized peritonitis, without perforation or abscess 371,372,373
K35.201 Acute appendicitis with generalized peritonitis, with perforation, without abscess 371,372,373
K35.209 Acute appendicitis with generalized peritonitis, without abscess, unspecified as to perforation | 371, 372, 373
K35.210 Acute appendicitis with generalized peritonitis, without perforation, with abscess 371,372,373
K35.211 Acute appendicitis with generalized peritonitis, with perforation and abscess 371,372,373
K35.219 Acute appendicitis with generalized peritonitis, with abscess, unspecified as to perforation 371,372,373

We stated in the proposed rule that because the acute appendicitis diagnosis code

revisions have been finalized by the CDC/NCHS, we believed it is now appropriate to address

the MS-DRG request for diagnosis code K35.20 describing acute appendicitis with generalized

peritonitis when an appendectomy procedure is performed. We referred the reader to the ICD-10

MS-DRG Definitions Manual Version 40.1, which is available 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 338, 339, and 340 (Appendectomy with Complicated Principal Diagnosis with MCC, with




CC, and without CC/MCC, respectively) and MS-DRGs 341, 342, and 343 (Appendectomy

without Complicated Principal Diagnosis with MCC, with CC, and without CC/MCC,

respectively) that includes the procedure codes defined in the logic for an appendectomy.

As stated in the proposed rule, we first analyzed claims data from the September 2022

update of the FY 2022 MedPAR file for MS-DRGs 338, 339, and 340 and cases reporting any

one of the following diagnosis codes currently defined in the logic as a complicated principal

diagnosis when reported as a principal diagnosis.

ICD-10-CM
Code Description
C18.1 Malignant neoplasm of appendix
C7A.020 Malignant carcinoid tumor of the appendix
K35.21 Acute appendicitis with generalized peritonitis, with abscess
K35.32 Acute appendicitis with perforation and localized peritonitis, without abscess
K35.33 Acute appendicitis with perforation and localized peritonitis, with abscess

Our findings are shown in the following table. We note that if a diagnosis is not listed it

1s because there were no cases found.

10- Average
MS-DRG ICDC(I)geCM Number of | Length of Average
Cases Stay Costs
All Cases 579 7 $20,311
C18.1 30 6.7 $20,285
333 C7A.020 1 3 $20,984
K35.21 20 8.5 $23,290
K35.32 294 6.4 $19,743
K35.33 234 7.7 $20,772
All Cases 2,018 4.7 $14,068
C18.1 35 4 $13,855
339 K35.21 47 6.4 $14,857
K35.32 1,105 4.4 $13,370
K35.33 831 5.1 $14,960
All Cases 1,437 2.7 $9,988
C18.1 8 1.4 $11,529
340 K35.21 26 4.1 $10,187
K35.32 815 2.5 $9,670
K35.33 588 2.9 $10,399




The data shows that overall, each of the “complicated” diagnoses appears to have a
comparable average length of stay and similar average costs when compared to the average
length of stay and average costs of all the cases in the respective MS-DRG, as well as, to each
other.

Next, we analyzed claims data from the September 2022 update of the FY 2022 MedPAR
file for MS-DRGs 341, 342, and 343 and cases reporting any one of the following diagnosis

codes describing acute appendicitis.

ICD-10-CM
Code Description

K35.20 Acute appendicitis with generalized peritonitis, without abscess
K35.30 Acute appendicitis with localized peritonitis, without perforation or gangrene
K35.31 Acute appendicitis with localized peritonitis and gangrene, without perforation
K35.80 Unspecified acute appendicitis
K35.890 Other acute appendicitis without perforation or gangrene
K35.891 Other acute appendicitis without perforation, with gangrene

Our findings are shown in the following table.

Average
MS-DRG ICD-10-CM code Number | Length | Average
of cases | of Stay Costs

All Cases 533 5.8 $19,080

K35.20 30 6.6 | $17,634

K35.30 74 45| $16,483

341 K35.31 21 4.7 | $13,768
K35.80 225 44| $16,427

K35.890 9 5| $14,450

K35.891 26 5.8 | $20,554

All Cases 1,581 3.2 | $12,309

K35.20 82 45| $13,171

K35.30 187 2.7 | $10,540

342 K35.31 64 2.7 | $10,588
K35.80 833 2.7 | $11,678

K35.890 33 2.6 | $10,817

K35.891 118 3.2 $11,896

All Cases 1,482 1.9 $9,596

K35.20 61 2.4 $9,023

343 K35.30 212 1.8 $8,433
K35.31 59 2.1 $8,461

K35.80 883 1.8 $9,651




K35.890 39 1.5 $9,995
K35.891 91 2.1 $9,587

Similar to the findings for the “complicated” diagnoses, the “uncomplicated” diagnoses
also have a comparable average length of stay and similar average costs when compared to the
average length of stay and average costs of all the cases in the respective MS-DRG.

We stated in the proposed rule that based on our analysis for both the “complicated” and
“uncomplicated” diagnoses combined with our review of all the cases in the MS-DRGs, we
believed the findings support a prior comment, as summarized in the FY 2023 IPPS/LTCH PPS
final rule (87 FR 48849), that clinically, both localized and generalized peritonitis in association
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 identify possible
abscess, use of intravenous antibiotics, and prolonged monitoring. In addition, localized
peritonitis progresses to generalized peritonitis. In our direct comparison of the “complicated”
versus “uncomplicated” MS-DRGs, we believe the distinction is no longer meaningful with
regard to resource consumption. As shown in the following table, we found the “with MCC”
MS-DRGs, the “with CC” MS-DRGs, and the “without CC/MCC” MS-DRGs all have a
comparable average length of stay and similar average costs. For example, MS-DRG 338 has an
average length of stay of 7 days with average costs of $20,311 and MS-DRG 341 has an average
length of stay of 5.8 days and average costs of $19,080. The volume of cases for this MS-DRG

pair is also similar with 579 cases in MS-DRG 338 and 533 cases in MS-DRG 341.



Average
Number | Length | Average

MS-DRG Description of cases | of Stay costs
Appendectomy with Complicated

338 Principal Diagnosis with MCC 579 71 $20,311
Appendectomy with Complicated

339 Principal Diagnosis with CC 2,018 4.7 $14,068
Appendectomy with Complicated

340 Principal Diagnosis without CC/ MCC 1,437 2.7 $9,988
Appendectomy without Complicated

341 Principal Diagnosis with MCC 533 5.8 | $19,080
Appendectomy without Complicated

342 Principal Diagnosis with CC 1,581 321 $12,309
Appendectomy without Complicated

343 Principal Diagnosis without CC/ MCC 1,482 1.9 $9,596

As a result of our analysis and review of this issue, we stated in the proposed rule that we

believed the findings support eliminating the logic for “complicated” and “uncomplicated”

diagnoses and restructuring the six MS-DRGs. We also noted that in our review of the logic for

the appendectomy procedures, we identified procedures listed in the current logic that we did not

agree reflect an actual appendectomy as suggested in the title of the current MS-DRGs, rather the

logic describes various procedures performed on the appendix.

To compare and analyze the impact of our suggested modifications, we ran a simulation

using the most recent claims data from the December 2022 update of the FY 2022 MedPAR file.

The following table illustrates our findings for all 8,060 cases reporting procedure codes

describing a procedure performed on the appendix.

Average
Number Length of | Average
Proposed new MS-DRG of Cases Stay Costs
Proposed new MS-DRG XXX 8,060 3.7 $12,838

Consistent with our established process as discussed in section II.C.1.b. of the preamble

of the proposed rule, once the decision has been made to propose to make further modifications

to the MS-DRGs, all five criteria to create subgroups must be met for the base MS-DRG to be

split (or subdivided) by a CC subgroup. Therefore, we applied the criteria to create subgroups in



a base MS—-DRG. We noted that, as shown in the table that follows, a three-way split of this

proposed new base MS—-DRG was met. The following table illustrates our findings.

Number of Average Length Average
Proposed new MS-DRGs Cases of Stay Costs
With MCC 1,186 6.4 $19,584
With CC 3,813 4.0 $13,223
Without CC/MCC 3,061 2.3 $9,745

For the proposed new MS-DRGs, there is (1) at least 500 cases in the MCC subgroup, the

CC subgroup, and the without CC/MCC subgroup; (2) at least 5 percent of the cases are in the

MCC subgroup, the CC subgroup, and the without CC/MCC subgroup; (3) at least a 20 percent

difference in average costs between the MCC subgroup and the CC subgroup and between the

CC group and NonCC subgroup; (4) at least a $2,000 difference in average costs between the

MCC subgroup and the CC subgroup and between the CC subgroup and NonCC subgroup; and

(5) at least a 3-percent reduction in cost variance, indicating that the proposed severity level

splits increase the explanatory power of the base MS-DRG in capturing differences in expected

cost between the proposed MS-DRG severity level splits by at least 3 percent and thus improve

the overall accuracy of the IPPS payment system.

Therefore, we proposed to delete MS-DRGs 338, 339, 340, 341, 342, and 343 and

proposed to create new MS-DRG 397 Appendix Procedures with MCC, MS-DRG 398 Appendix

Procedures with CC, and MS-DRG 399 Appendix Procedures without CC/MCC for FY 2024.

These proposed new MS-DRGs would no longer require a diagnosis in the definition of the logic

for case assignment. We also proposed to include the current list of appendectomy procedures in

the logic for case assignment of appendix procedures for the proposed new MS-DRGs.

Comment: Several commenters expressed support for the proposed changes to the MS-

DRGs for appendectomy with and without a complicated principal diagnosis. A commenter who

agreed with CMS that the average length of stay and average costs were comparable among the

appendectomy MS-DRGs with and without a complicated principal diagnosis stated that the data

for diagnosis code K35.21 (Acute appendicitis with generalized peritonitis, with abscess)




specifically reflected a longer length of stay and higher average costs among all the MS-DRGs
for appendectomy with complicated principal diagnosis (MS-DRGs 338, 339, and 340). The
commenter requested that CMS continue to monitor this diagnosis code.

Response: We appreciate the commenters’ support and feedback. CMS will continue to
monitor and analyze the claims data for diagnosis code K35.21.

Comment: A commenter expressed concerns about the proposed new MS-DRGs 397,
398, and 399 no longer reflecting the differences in complexity and costs associated with treating
appendicitis, including concerns about the potential decrease in case weight. The commenter
stated tertiary care centers may have up to 30% of patients with complicated appendicitis and
that the treatment of appendicitis with a complicated principal diagnosis utilizes substantially
more resources. This commenter also stated specifically, patients with more complicated disease
frequently have perforated disease which contaminates the peritoneal cavity and wounds.
According to the commenter, as a result, these patients face significantly higher risk of surgical
site infections and require longer hospitalizations in order to a receive longer duration IV
antibiotics. Finally, the commenter stated that operations on complex patients take much longer
and suggested there is little parity with regard to these populations between major referral centers
and smaller centers of care.

Another commenter stated their belief that CMS failed to recognize clinical best practice
for treatment of patients with complicated disease including perforation. The commenter stated
that the proposed MS-DRG changes demonstrated a lack of understanding about the
complexities of appendectomy procedures and urged CMS to maintain the existing MS-DRGs
and reassign code K35.20 to MS-DRGs 338, 339, and 340, due to the risk of postoperative
abscess formation and extended length of hospital stay, thereby warranting classification as a
complicated diagnosis.

Another commenter who disagreed with CMS’ proposal agreed that clinically, both

localized and generalized peritonitis in association with an appendectomy requires increased



levels of care, inclusive of extensive intraoperative irrigation at the surgical site, direct inspection
or imaging of the abdomen, use of antibiotics and prolonged monitoring, however, the
commenter stated both localized and general peritonitis are complicated appendicitis diagnoses
and are clinically different than uncomplicated appendicitis, therefore, complicated appendicitis
diagnoses should group to a complicated appendicitis MS-DRG. The commenter recommended
retaining MS-DRGs 338, 339, and 340. Additionally, the commenter suggested CMS add four
diagnoses currently considered uncomplicated principal diagnoses: K35.20 (Acute appendicitis
with generalized peritonitis, without abscess); K35.30 (Acute appendicitis with localized
peritonitis, without perforation or gangrene); K35.31 (Acute appendicitis with localized
peritonitis and gangrene, without perforation); and K35.891 (Other acute appendicitis without
perforation , with gangrene) to MS-DRGs 338, 339, and 340 to reflect the complicated
appendectomy. The commenter further suggested that MS-DRGs 341, 342, and 343
(Appendectomy without Complicated Principal Diagnosis with MCC, with CC, and without
CC/MCQC, respectively) only reflect the principal diagnoses of K35.80 (Unspecified acute
appendicitis), K35.890 (Other acute appendicitis without perforation or gangrene), and K36
(Other appendicitis) as they would clinically be considered an uncomplicated appendectomy.
Response: We thank the commenters for their feedback. In response to the commenter
who expressed concerns about the potential decrease in case weight for the proposed new MS-
DRGs, we note that the relative weights (RW) and geometric mean length of stay (GMLOS) for
existing MS-DRGs 338, 339, 340, 341, 342, and 343 have been trending downward over the past

few years as shown in the following table.

FY 2020

FY 2021

FY 2022

FY 2023

MS-DRG

RW

GMLOS

RW

GMLOS

RW

GMLOS

RW

GMLOS

338 Appendectomy
with Complicated
Principal Diagnosis
with MCC

2.9101

6.6

2.7988

6.4

2.7973

6.4

2.6565

5.9

339 Appendectomy
with Complicated
Principal Diagnosis
with CC

1.7161

4.2

1.6950

4.0

1.6974

4.0

1.6284

3.7




FY 2020 FY 2021 FY 2022 FY 2023

MS-DRG RW GMLOS RW GMLOS | RW | GMLOS | RW | GMLOS
340 Appendectomy 1.2375 23| 1.2284 2.4 | 1.2283 2.4 | 1.1999 23
with Complicated
Principal Diagnosis
without CC/MCC
341 Appendectomy 2.5581 53| 23162 4.3 | 2.3224 4.3 | 2.2590 4.4

without Complicated
Principal Diagnosis
with MCC

342 Appendectomy 1.6103 3.4 | 14331 2.7 | 1.4329 2.7 | 1.4532 2.5
without Complicated
Principal Diagnosis
with CC

343 Appendectomy 1.1516 | 2.0 1.1094 | 1.7 1.1086 | 1.7 1.0927 | 1.6
without Complicated
Principal Diagnosis
without CC/MCC

In association with the proposed rule, we made available the proposed FY 2024 relative
weights and GMLOS for proposed new MS-DRGs 397, 398, and 399 as reflected in Table 5 -
List of Medicare Severity Diagnosis-Related Groups (MS-DRGs), Relative Weighting Factors,
and Geometric and Arithmetic Mean Length of Stay—FY 2024 Proposed Rule available on the

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

Payment/AcutelnpatientPPS.

Proposed Relative Proposed GMLOS
Proposed new MS-DRGs Weight
397 - Appendix Procedures with MCC 2.2479 4.7
398 - Appendix Procedures with CC 1.5111 3.1
399 - Appendix Procedures without CC/MCC 1.1126 1.9

We believe the proposed relative weight and GMLOS for the proposed new MS-DRGs
appear to be appropriately driven by the underlying data.

While we recognize the commenter’s statement that tertiary care centers may provide
treatment for up to 30% of patients with complicated appendicitis, we note that we do not
propose MS-DRG modifications based on provider type. We also do not agree with the
commenter’s statement that complicated appendicitis utilizes substantially more resources since,

as discussed in the proposed rule, our findings reflect that cases in the complicated



appendectomy MS-DRGs are comparable to cases in the uncomplicated MS-DRGs with regard
to volume, average length of stay, and average costs.

In response to the commenter who indicated that CMS failed to recognize clinical best
practice for treatment of patients with complicated disease including perforation, we note that
our proposed MS-DRG classification changes are not a reflection of, nor intended to define, how
providers render care for patients diagnosed with acute appendicitis, rather, our proposals are
based on a combination of data analysis and clinical judgement. With respect to the
commenter’s request that CMS reassign diagnosis code K35.20 (Acute appendicitis with
generalized peritonitis, without abscess), we note that, as discussed in the preamble of the
proposed rule and this final rule, diagnosis code K35.20 has been expanded and is no longer
valid effective October 1, 2023, as reflected in Table 6C. — Invalid Diagnosis Codes.

In response to the commenter who disagreed with CMS’ proposal but agreed that
clinically, both localized and generalized peritonitis in association with an appendectomy are
complicated appendicitis diagnoses and should group to a complicated appendicitis MS-DRG,
we note that our proposal reflects that both localized and generalized peritonitis in association
with an appendectomy are comparable, clinically coherent diagnoses and should be grouped
together. The MS—DRGs are a classification system intended to group together those diagnoses
and procedures with similar clinical characteristics and utilization of resources. Our proposal
also essentially reflects the commenter’s suggestion to group the four diagnoses (K35.20,
K35.30, K35.31, and K35.891) that are currently assigned to the appendectomy without
complicated principal diagnosis MS-DRGs (MS-DRGs 341, 342, and 342) together with the
diagnoses that are currently assigned to the appendectomy with complicated principal diagnosis
MS-DRGs (MS-DRGs 338, 338, and 340). Additionally, as previously discussed, we believe our
data findings and clinical review no longer support the distinction of complicated versus
uncomplicated MS-DRGs with respect to resource utilization for acute appendicitis and

therefore, disagree with the commenter’s suggestion to retain the existing MS-DRGs and to only



reflect diagnosis codes K35.80, K35.890, and K36 in an uncomplicated MS-DRG. We note that
diagnosis code K36 (Other appendicitis) is currently assigned to MS-DRGs 393, 394, and 395
(Other Digestive System Diagnoses with MCC, with CC, and without CC/MCC, respectively),
and was not specifically included or addressed in our analysis, nor our proposal.

After consideration of the public comments we received, and for the reasons discussed,
we are finalizing our proposal to delete MS-DRGs 338, 339, 340, 341, 342, and 343 and to create
MS-DRGs 397, 398, and 399 (Appendix Procedures with MCC, with CC, and without
CC/MCCC, respectively), without modification, for FY 2024. These finalized new MS—-DRGs
no longer require a diagnosis in the definition of the logic for case assignment. We are also
finalizing our proposal to include the current list of appendectomy procedures in the logic for
case assignment of appendix procedures for the finalized new MS—DRGs.

7. MDC 07 (Diseases and Disorders of the Hepatobiliary System and Pancreas): Alcoholic
Hepatitis

As stated in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26721 through 26726),
we received a request to create new MS-DRGs with a two-way split (with MCC and without
MCC) for cases reporting alcoholic hepatitis. Alcoholic hepatitis is identified with ICD-10-CM
diagnosis codes K70.10 (Alcoholic hepatitis without ascites) and K70.11 (Alcoholic hepatitis
with ascites) which are currently assigned to MS-DRGs 432, 433, and 434 (Cirrhosis and
Alcoholic Hepatitis with MCC, with CC, and without CC/MCC, respectively) when reported as a
principal diagnosis.

Alcoholic hepatitis is characterized as an inflammatory condition due to chronic,
excessive alcohol use and is considered an acute form of alcohol-associated liver disease (ALD).

Data suggests that ALD was responsible for over 100,000 hospitalizations in 2017 and



admissions for ALD continued to increase during the COVID-19 public health emergency.®
Data also suggest that ALD may be one of the leading causes of liver transplants in the U.S.

As discussed in the proposed rule, the requestor stated that currently there are no
effective therapies available to treat alcoholic hepatitis and current treatment guidelines suggest
corticosteroids, despite increased risk of infection and minimal impact on survival beyond 28
days. However, the requestor (manufacturer of Larsucosterol) also indicated that epigenetic
therapy is currently being studied to address various types of acute and chronic organ injury and
provided information related to its AHFIRM (Alcohol-associated Hepatitis to evaluate saFety
and efflcacy of LaRsucosterol (DUR-928) treatMent) Phase 2b study for patients diagnosed with
alcoholic hepatitis. The FDA granted Fast Track Designation to DUR-928 for the treatment of
alcoholic hepatitis in 2020.

The requestor stated it performed its own analysis using 2 years of claims data, (calendar
years 2018 and 2019), and its findings showed that the patients with alcoholic hepatitis are
distinct from the typical Medicare beneficiary and that the condition disproportionately affects
younger patients that represent a small proportion of the cases currently grouping to MS-DRGs
432,433, and 434. According to the requestor, the low volume of cases reporting alcoholic
hepatitis have little to no impact on the annual recalibration of the MS-DRG relative payment
weights for MS-DRGs 432, 433, and 434, resulting in underpayments. The requestor stated its
analysis of cases reporting alcoholic hepatitis showed higher resource utilization and a longer
length of stay when compared to all cases in MS-DRGs 432, 433, and 434. The requestor stated
it applied the criteria to create subgroups for the cases reporting alcoholic hepatitis currently
grouping to MS-DRGs 432, 433, and 434 and found that the criteria for a two-way split (with
MCC and without MCC) was met. The requestor further stated that splitting out the cases

reporting alcoholic hepatitis from MS-DRGs 432, 433, and 434 would enable more accurate

6 Gonzalez HC, Zhou Y, Nimri FM, Rupp LB, Trudeau S, Gordon SC. Alcohol-related hepatitis admissions
increased 50% in the first months of the COVID-19 pandemic in the USA. Liver Int. 2022 Apr;42(4):762-764.



payment of these cases and support research that is specific to alcoholic hepatitis distinct from
cirrhosis.
The logic for case assignment to MS-DRGs 432, 433, and 434 is comprised of the

following diagnosis codes.

ICD-10-CM Code Description
K70.10 Alcoholic hepatitis without ascites
K70.11 Alcoholic hepatitis with ascites
K70.2 Alcoholic fibrosis and sclerosis of liver
K70.30 Alcoholic cirrhosis of liver without ascites
K70.31 Alcoholic cirrhosis of liver with ascites
K70.40 Alcoholic hepatic failure without coma
K70.41 Alcoholic hepatic failure with coma
K70.9 Alcoholic liver disease, unspecified
K74.00 Hepatic fibrosis, unspecified
K74.01 Hepatic fibrosis, early fibrosis
K74.02 Hepatic fibrosis, advanced fibrosis
K743 Primary biliary cirrhosis
K74.4 Secondary biliary cirrhosis
K74.5 Biliary cirrhosis, unspecified
K74.60 Unspecified cirrhosis of liver
K74.69 Other cirrhosis of liver

As stated in the proposed rule, we analyzed claims data from the September 2022 update
of the FY 2022 MedPAR file for MS-DRGs 432, 433, and 434 and cases reporting any one of the
listed diagnoses as a principal diagnosis. We noted that if a diagnosis code is not listed it is
because there were no cases found reporting that code in the respective MS-DRG. The findings

from our analysis are shown in the following table.

Average
Number | Length of | Average
MS-DRG of Cases Stay Costs
432 — All cases 16,836 6.8 $16,532
432 — Cases reporting a principal diagnosis of K70.10 269 7.4 $14,710
(Alcoholic hepatitis without ascites)
432 — Cases reporting a principal diagnosis of K70.11 244 9.1 $20,727
(Alcoholic hepatitis with ascites)
432 — Cases reporting a principal diagnosis of K70.30 1,241 54 $14,136
(Alcoholic cirrhosis of liver without ascites)
432 — Cases reporting a principal diagnosis of K70.31 5,687 7.5 $17,694
(Alcoholic cirrhosis of liver with ascites)




Average

Number | Length of | Average

MS-DRG of Cases Stay Costs
432 — Cases reporting a principal diagnosis of K70.40 1,179 8.1 $19,277
(Alcoholic hepatic failure without coma)
432 — Cases reporting a principal diagnosis of K70.41 33 8.7 $22,530
(Alcoholic hepatic failure with coma)
432 — Cases reporting a principal diagnosis of K70.9 28 4.8 $12,708
(Alcoholic liver disease, unspecified)
432 — Cases reporting a principal diagnosis of K74.3 (Primary 244 7.3 $18,020
biliary cirrhosis)
432 — Cases reporting a principal diagnosis of K74.4 11 7.5 $15,324
(Secondary biliary cirrhosis)
432 — Cases reporting a principal diagnosis of K74.5 (Biliary 15 8.2 $16,569
cirrhosis, unspecified)
432 — Cases reporting a principal diagnosis of K74.60 5,501 6 $15,120
(Unspecified cirrhosis of liver)
432 — Cases reporting a principal diagnosis of K74.69 (Other 2,384 6.9 $16,501
cirrhosis of liver)
433 — All cases 8,436 43 $9,007
433 — Cases reporting a principal diagnosis of K70.10 309 4.8 $8,436
(Alcoholic hepatitis without ascites)
433 — Cases reporting a principal diagnosis of K70.11 173 5 $10,085
(Alcoholic hepatitis with ascites)
433 — Cases reporting a principal diagnosis of K70.30 433 4.5 $9,343
(Alcoholic cirrhosis of liver without ascites)
433 — Cases reporting a principal diagnosis of K70.31 2,825 4.4 $9,548
(Alcoholic cirrhosis of liver with ascites)
433 — Cases reporting a principal diagnosis of K70.40 815 4.6 $9,066
(Alcoholic hepatic failure with coma)
433 — Cases reporting a principal diagnosis of K70.41 6 3.2 $5,853
(Alcoholic hepatic failure with coma)
433 — Cases reporting a principal diagnosis of K70.9 24 4.8 $11,893
(Alcoholic liver disease, unspecified)
433 — Cases reporting a principal diagnosis of K74.3 (Primary 121 4 $7,757
biliary cirrhosis)
433 — Cases reporting a principal diagnosis of K74.4 4 33 $5,687
(Secondary biliary cirrhosis)
433 — Cases reporting a principal diagnosis of K74.5 (Biliary 12 2.2 $4,784
cirrhosis, unspecified)
433 — Cases reporting a principal diagnosis of K74.60 2,679 39 $8,482
(Unspecified cirrhosis of liver)
433 — Cases reporting a principal diagnosis of K74.69 (Other 1,035 4.3 $8,855
cirrhosis of liver)
434 — All cases 358 2.8 $5,825
434 — Cases reporting a principal diagnosis of K70.10 41 2.4 $5,784
(Alcoholic hepatitis without ascites)
434 — Cases reporting a principal diagnosis of K70.11 8 2.1 $4,316
(Alcoholic hepatitis with ascites)
434 — Cases reporting a principal diagnosis of K70.30 27 23 $4,624
(Alcoholic cirrhosis of liver without ascites)
434 — Cases reporting a principal diagnosis of K70.31 179 3 $6,348

(Alcoholic cirrhosis of liver with ascites)




Average
Number | Length of | Average
MS-DRG of Cases Stay Costs
434 — Cases reporting a principal diagnosis of K70.40 54 2.6 $4,803
(Alcoholic hepatic failure with coma)
434 — Cases reporting a principal diagnosis of K70.9 2 2.5 $5,351
(Alcoholic liver disease, unspecified)
434 — Cases reporting a principal diagnosis of K74.3 (Primary 6 4.2 $8,485
biliary cirrhosis)
434 — Cases reporting a principal diagnosis of K74.60 36 2.6 $5,862
(Unspecified cirrhosis of liver)
434 — Cases reporting a principal diagnosis of K74.69 (Other 5 3 $4,122
cirrhosis of liver)

Based on our initial analysis for cases in MS-DRGs 432, 433, and 434, the data clearly
demonstrate that there are several diagnoses, other than the two diagnoses identified by the
requestor (codes K70.10 and K70.11) with increased resource utilization when compared to the
average length of stay and average costs of all cases in MS-DRGs 432, 433, and 434.

We stated in the proposed rule that the data show cases in MS-DRG 432 reporting
diagnosis codes K70.11, K70.31, K70.40, K70.41, K74.3, or K74.5 as a principal diagnosis have
a longer average length of stay (9.1 days, 7.5 days, 8.1 days, 8.7 days, 7.3 days, and 8.2 days,
respectively versus 6.8 days) and higher average costs ($20,727, $17,694, $19,277, $22,530,
$18,020, and $16,569, respectively versus $16,532) compared to the average length of stay and
the average costs for all the cases in MS-DRG 432. We noted that the cases reporting diagnosis
codes K70.10, K74.4, or K74.69 as a principal diagnosis also have a longer average length of
stay (7.4 days, 7.5 days, and 6.9 days, respectively versus 6.8 days) compared to all the cases in
MS-DRG 432, however, the average costs of these cases are lower ($14,710, $15,324 and
$16,501, respectively versus $16,532) compared to the average costs for all the cases.

For MS-DRG 433, the cases reporting diagnosis codes K70.11, K70.30, K70.31, K70.40,
or K70.9 as a principal diagnosis have a longer average length of stay (5.0 days, 4.5 days, 4.4
days, 4.6 days, and 4.8 days, respectively versus 4.3 days) and comparable average costs
($10,085, $9,343, $9,548, $9,066, and $11,893, respectively versus $9,007) compared to the

average length of stay and the average costs for all the cases in MS-DRG 433. We noted that the



cases reporting diagnosis code K70.10 as a principal diagnosis also have a longer average length
of stay (4.8 days versus 4.3 days) compared to all the cases in MS-DRG 433, however, the
average costs of these cases are lower ($8,436 versus $9,007) compared to the average costs for
all the cases in the MS-DRG.

Lastly, for MS-DRG 434, the cases reporting diagnosis codes K70.31, K74.3, or K74.60
as a principal diagnosis have a longer average length of stay (3 days, 4.2 days, and 2.6 days,
respectively versus 2.8 days) and higher average costs ($6,348, $8,485, and $5,862, respectively
versus $5,825) compared to the average length of stay and the average costs for all the cases in
MS-DRG 434.

The data also show that there is significantly more case volume for several of the other
diagnoses compared to the case volume of the two diagnoses (K70.10 and K70.11) associated
with the request to create new MS-DRGs. We identified diagnosis code K70.31 (Alcoholic
cirrhosis of liver with ascites) to be the most prevalent diagnosis with respect to case volume
reported across MS-DRGs 432, 433, and 434. For example, as shown in the table, we found
5,687 cases in MS-DRG 432 reporting diagnosis code K70.31 as a principal diagnosis compared
to 269 cases reporting diagnosis code K70.10 and 244 cases reporting diagnosis code K70.11.
For MS-DRG 433, we found 2,825 cases reporting diagnosis code K70.31 as a principal
diagnosis compared to 309 cases reporting diagnosis code K70.10 and 173 cases reporting
diagnosis code K70.11. Lastly, for MS-DRG 434, we found 179 cases reporting diagnosis code
K70.31 as a principal diagnosis compared to 41 cases reporting diagnosis code K70.10 and 8
cases reporting diagnosis code K70.11.

As discussed in the proposed rule, following our initial review of the claims data for the
cases reporting any one of the listed diagnoses as a principal diagnosis that are included in the
logic for case assignment to MS-DRGs 432, 433, and 434, we performed additional analyses to

focus on the cases specifically reporting diagnosis code K70.10 or K70.11 as a principal



diagnosis in response to the request to create new MS-DRGs with a two-way split (with and

without MCC, respectively). The findings from our analysis are shown in the following table.

Summary Table for Cases Reporting Diagnosis Codes K70.10 or K70.11 in MS-DRGs 432, 433,
and 434
Average
Number | Length of Average
MS-DRG of Cases Stay Costs

432 — All cases 16,836 6.8 $16,532
432 — Cases reporting a principal diagnosis of alcoholic 513 8.2 $17,572
hepatitis without or with ascites (K70.10 or K70.11)

433 — All cases 8,436 4.3 $9,007
433 — Cases reporting a principal diagnosis of alcoholic 482 4.9 $9,028
hepatitis without or with ascites (K70.10 or K70.11)

434 — All cases 358 2.8 $5,825
434 — Cases reporting a principal diagnosis of alcoholic 49 24 $5,544
hepatitis without or with ascites (K70.10 or K70.11)

The data show that the 513 cases reporting alcoholic hepatitis without or with ascites in
MS-DRG 432 have a longer average length of stay (8.2 days versus 6.8 days) and higher average
costs ($17,572 versus $16,532). For MS-DRG 433, the data show that the 482 cases reporting
alcoholic hepatitis without or with ascites have a longer average length of stay (4.9 days versus
4.3 days) and a difference in average costs of $21 ($9,028 versus $9,007). For MS-DRG 434, the
49 cases reporting alcoholic hepatitis without or with ascites have a shorter length of stay (2.4
days versus 2.8 days) and lower average costs ($5,544 versus $5,825).

We stated in the proposed rule that, based on the results of our review and our analysis of
the claims data for cases reporting a principal diagnosis of alcoholic hepatitis without or with
ascites (codes K70.10 or K70.11), we believe the cases demonstrate similar patterns of resource
intensity in comparison to the other cases in MS-DRGs 432, 433, and 434. We also stated we
believed that these diagnoses are clinically coherent with the other diagnoses currently assigned
to MS-DRGs 432, 433, and 434. In addition, we stated that while we recognize the concerns
expressed by the requestor for this subset of patients with respect to the younger population and
the lower volume of cases, we noted that the logic for case assignment to MS-DRGs 432, 433,

and 434 includes clinically related diagnoses that differ in severity and resource intensity with



alcoholic hepatitis being at the lowest end of the severity spectrum. Therefore, we proposed to
maintain the structure of MS-DRGs 432, 433, and 434 for FY 2024.

Comment: The majority of commenters agreed with the proposal to maintain the
structure of MS-DRGs 432, 433, and 434 for FY 2024 given the data and information provided.

Response: We thank the commenters for their support.

Comment: A commenter (the requestor) who disagreed with the proposal stated that
alcoholic hepatitis (AH) is a distinct clinical pathological entity that is different from common
forms of alcoholic-liver disease (ALD) and that liver failure in severe AH is driven by loss of
hepatocyte nuclear factor 4 alpha (HNF4a) function and liver-specific changes distinct from
those seen in other forms of ALD. The commenter expressed concerns regarding both the
analysis conducted by CMS and the interpretation of the findings. Specifically, the commenter
stated that analyses by principal diagnoses comparing average length of stay and average costs
should not be used as the primary determinant in assessing resource use differences, although the
commenter acknowledged some principal diagnoses findings will be above, and some will be
below, when compared to an average. According to the commenter, the CMS analyses also did
not account for the differences between AH and non-AH cases and masked resource use
differences. Using data from calendar years 2018 through 2022, the commenter provided an
updated analysis for MS-DRG 432 while combining its analyses for MS-DRGs 433 and 434,
separating AH cases from non-AH and comparing average length of stay among the cases.

Response: The MS-DRGs were developed as a patient classification scheme consisting of
patients who are similar clinically and with regard to their consumption of hospital resources.
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 and that a specific
medical specialty should typically provide care to the patients in the MS-DRG. While all
patients are unique, groups of patients have diagnostic and therapeutic attributes in common that

determine their level of resource intensity. Similar resource intensity means that the resources



used are relatively consistent across the patients in each MS-DRG. However, some variation in
resource intensity will remain among the patients in each MS-DRG. In other words, the
definition of a MS-DRG will not be so specific that every patient is identical, rather the level of
variation is relatively understood and predictable. We continue to believe, as stated previously,
that AH diagnoses are clinically coherent with the other diagnoses currently assigned to MS-
DRGs 432, 433, and 434.

With respect to the updated analyses that was submitted, we appreciate the commenter’s
feedback. However, we note that the commenter did not uniquely identify and distinguish the
AH cases from non-AH cases with specific ICD-10-CM codes that it was considering under its
analyses, nor did the analysis include any case counts. As such, it was not clear specifically what
diagnoses were included in the commenter’s data analysis.

With respect to the commenter’s assertion that the CMS analyses by principal diagnoses
comparing average length of stay and average costs was used as the primary determinant in
assessing resource use differences, we note that while the logic for case assignment to MS-DRGs
432,433, and 434 is driven by the reporting of any one of the listed diagnoses as a principal
diagnosis, we also consider other factors in deciding whether to propose to make further
modifications to the MS—DRGs for particular circumstances brought to our attention, as
described in the preamble of the proposed rule (88 FR 26673) and discussed in prior rulemaking
(for example, severity of illness, treatment difficulty, complexity of service, etc.).

In response to the commenter’s statement that the CMS analyses did not account for the
differences between AH and non-AH cases masking resource use differences, we note that the
analysis we performed and made available in the proposed rule to address the MS-DRG request
listed the number of cases (volume), average length of stay and average costs of all cases, as well
as detailed data for each diagnosis code defined in the logic for case assignment to MS-DRGs
432,433, and 434 when reported as the principal diagnosis. Therefore, the data findings for what

we believe the commenter is referring to as non-AH cases were reflected and the ability to



perform a comparison between AH and non-AH was made available. Specifically, in review of
the findings for MS-DRG 432, as displayed in the proposed rule and this final rule, the number
of non-AH cases (e.g., cases reporting a principal diagnosis other than diagnosis code K70.10 or
K70.11) can be calculated by subtracting the total number of cases reporting AH from the total
number of all cases in the MS-DRG. For example, the total number of cases found in MS-DRG
432 is 16,836 and the total number of cases reporting AH is 513, therefore, the number of non-
AH cases is 16,323 (16,836-513=16,323), with an average length of stay of 6.8 days and average
costs of $16,499, resulting in a difference of 1.4 days for the average length of stay and a
difference in average costs of $1,073 for AH and non-AH cases. For MS-DRG 433, the number
of non-AH cases can be calculated as 7,954 (8,436-482=7,954) with an average length of stay of
4.3 days and average costs of $9,006, resulting in a difference of .6 days for the average length of
stay and a difference in average costs of $22 for AH and non-AH cases. Lastly, for MS-DRG
434, the number of non-AH cases can be calculated as 309 (358-49=309) with an average length
of stay of 2.9 days and average costs of $5,870, resulting in a difference of .5 days for the
average length of stay and a difference in average costs of $326 for AH and non-AH cases. We

illustrate these findings in the following table.

Summary Table for Cases Reporting Alcoholic Hepatitis and Non-Alcoholic Hepatitis
Average
Number | Length | Average
MS-DRG of Cases | of Stay Costs

432 — All cases 16,836 6.8 $16,532
432 — Cases reporting a principal diagnosis of alcoholic 513 82| $17,572
hepatitis without or with ascites (K70.10 or K70.11)
432 — All other cases 16,323 6.8 $16,499
433 — All cases 8,436 4.3 $9,007
433 — Cases reporting a principal diagnosis of alcoholic 482 4.9 $9,028
hepatitis without or with ascites (K70.10 or K70.11)
433 — All other cases 7,954 4.3 $9,006
434 — All cases 358 2.8 $5,825
434 — Cases reporting a principal diagnosis of alcoholic 49 24 $5,544
hepatitis without or with ascites (K70.10 or K70.11)
434 — All other cases 309 2.9 $5,870




After consideration of the public comments we received, and for the reasons discussed,
we are finalizing our proposal to maintain the structure of MS-DRGs 432, 433, and 434, without
modification, for FY 2024.

We also note, as discussed in section II.C.1.b. of the preamble of proposed rule, using the
December 2022 update of the FY 2022 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 2024. Findings from our analysis indicated that MS-DRGs 432,
433, and 434, as well as approximately 44 other base MS-DRGs, would potentially be subject to
change based on the three-way severity level split criterion finalized in FY 2021. We referred the
reader to Table 6P.10b associated with the proposed rule (which is available on the CMS website

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

the list of the 135 MS-DRGs that would potentially be subject to deletion and the list of the 86
new MS-DRGs that would potentially be created under this policy if the NonCC subgroup
criteria was applied.

Comment: A commenter expressed support for the analysis CMS performed to determine
how applying the NonCC subgroup criteria would potentially impact MS-DRGs currently split
into three severity levels. Specifically, the commenter stated application of the NonCC subgroup
criteria for MS-DRGs 432, 433, and 434 is reflective of the MS-DRG structure that was
requested for AH.

Response: We thank the commenter for their support. We refer the reader to section
II.C.1.b. of the preamble of this final rule for related discussion regarding our finalization of the
expansion of the criteria to include the NonCC subgroup and our finalization of the proposal to
continue to delay application of the NonCC subgroup criteria to existing MS-DRGs with a three-
way severity level split for FY 2024.

8. MDC 08 (Diseases and Disorders of the Musculoskeletal System and Connective Tissue):

Spinal Fusion



As discussed in the FY 2024 IPPS/LTCH PPS proposed rule (88 FR 26726 through
26729), we received a request to reassign cases reporting spinal fusion procedures utilizing an
aprevo™ customized interbody fusion device from the lower severity MS-DRG 455 (Combined
Anterior and Posterior Spinal Fusion without CC/MCC) to the higher severity MS-DRG 453
(Combined Anterior and Posterior Spinal Fusion with MCC), from the lower severity MS-DRG
458 (Spinal Fusion Except Cervical with Spinal Curvature, Malignancy, Infection or Extensive
Fusions without CC/MCC) to the higher severity level MS-DRG 456 (Spinal Fusion Except
Cervical with Spinal Curvature, Malignancy, Infection or Extensive Fusions with MCC) when a
diagnosis of malalignment is reported, and from MS-DRGs 459 and 460 (Spinal Fusion Except
Cervical with MCC and without MCC, respectively) to MS-DRG 456.

We noted that the Aprevo™ Intervertebral Body Fusion Device technology was discussed
in the FY 2022 IPPS/LTCH PPS proposed (86 FR 25361 through 25365) and final rules (86 FR
45127 through 45133) with respect to a new technology add-on payment application and was
approved for add-on payments for FY 2022. We also noted that, as discussed in the FY 2023
IPPS/LTCH PPS final rule (87 FR 49468 through 49469), CMS finalized the continuation of the
new technology add-on payments for this technology for FY 2023.

In support of the new technology add-on payment application that was submitted for FY
2022 consideration, we received a request and proposal to create new ICD—10-PCS codes to
differentiate spinal fusion procedures that utilize an aprevo™ customized interbody fusion
device, which was discussed at the March 9-10, 2021 ICD-10 Coordination and Maintenance
Committee meeting. As a result, effective October 1, 2021 (FY 2022), we implemented 12 new
ICD-10-PCS procedure codes to identify and describe spinal fusion procedures utilizing the

aprevo™ customized interbody fusion device as shown in the following table.

ICD-10-PCS
Code Description
XRGAOR7 Fusion of thoracolumbar vertebral joint using customizable interbody fusion
device, open approach, new technology group 7
XRGA3R7 Fusion of thoracolumbar vertebral joint using customizable interbody fusion
device, percutaneous approach, new technology group 7




ICD-10-PCS
Code Description

XRGA4R7 Fusion of thoracolumbar vertebral joint using customizable interbody fusion
device, percutaneous endoscopic approach, new technology group 7

XRGBOR7 Fusion of lumbar vertebral joint using customizable interbody fusion device, open
approach, new technology group 7

XRGB3R7 Fusion of lumbar vertebral joint using customizable interbody fusion device,
percutaneous approach, new technology group 7

XRGB4R7 Fusion of lumbar vertebral joint using customizable interbody fusion device,
percutaneous endoscopic approach, new technology group 7

XRGCOR7 Fusion of 2 or more lumbar vertebral joints using customizable interbody fusion
device, open approach, new technology group 7

XRGC3R7 Fusion of 2 or more lumbar vertebral joints using customizable interbody fusion
device, percutaneous approach, new technology group 7

XRGC4R7 Fusion of 2 or more lumbar vertebral joints using customizable interbody fusion
device, percutaneous endoscopic approach, new technology group 7

XRGDOR7 Fusion of lumbosacral joint using customizable interbody fusion device, open
approach, new technology group 7

XRGD3R7 Fusion of lumbosacral joint using customizable interbody fusion device,
percutaneous approach, new technology group 7

XRGD4R7 Fusion of lumbosacral joint using customizable interbody fusion device,
percutaneous endoscopic approach, new technology group 7

Each of the listed procedure codes are assigned to MDC 01 (Diseases and Disorders of
the Nervous System) in MS-DRGs 028, 029, and 030 (Spinal Procedures with MCC, with CC or
Spinal Neurostimulators, and without CC/MCC, respectively) and to MDC 08 (Diseases and
Disorders of the Musculoskeletal System and Connective Tissue) in MS-DRGs 453, 454, and
455 (Combined Anterior and Posterior Spinal Fusion with MCC, with CC, and without
CC/MCC, respectively), MS-DRGs 456, 457, and 458 (Spinal Fusion Except Cervical With
Spinal Curvature, Malignancy, Infection or Extensive Fusions with MCC, with CC, and without
CC/MCC, respectively), and MS-DRGs 459 and 460 (Spinal Fusion Except Cervical with MCC
and without MCC, respectively).

As stated in the proposed rule, the requestor (the manufacturer of aprevo™ customized
interbody spinal fusion devices) expressed concerns that findings from its analysis of claims data
for spinal fusion MS-DRGs 453, 454, 455, 456, 457, 458, 459, and 460 from the first half of FY
2022 indicate there may be unintentional miscoded claims from providers with whom they do
not have an explicit relationship. Specifically, the requestor stated that a subset of the facilities

identified in its analysis are not customers to whom the aprevo™ custom-made device was



provided. The volume of cases initially identified by the requestor in its analysis totaled 89
cases, however, upon eliminating the provider claims from the facilities that are not a current
client, the resulting volume was 14 cases. The requestor stated that subsequently, after another
quarter’s data became available from current clients for cases reporting the performance of a
spinal fusion procedure utilizing an aprevo™ customized interbody spinal fusion device, they
identified an additional 16 cases for a total of 30 cases, all of which were assigned to MS-DRGs
453,454, and 455.

Upon further review of the data, the requestor stated it found that cases reporting the
performance of a spinal fusion procedure utilizing an aprevo™ customized interbody spinal
fusion device had higher average costs in comparison to the average costs of all the cases in the
highest severity level “with MCC” MS-DRGs 453 and 456. According to the requestor, this
finding suggested that the use of the device impacts intensity of resources such that the cases
reporting the performance of a spinal fusion procedure utilizing an aprevo™ customized
interbody spinal fusion device merit reassignment to the highest severity level “with MCC” MS-
DRGs (MS-DRGs 453 and 456). The requestor asserted that while spinal disorders impact
approximately 65 million patients in the U.S., the patients undergoing spine surgery with an
aprevo'" customized interbody spinal fusion device are those with irreversible, debilitating
conditions. In addition, the requestor stated that since the cases reporting the performance of a
spinal fusion procedure utilizing an aprevo'" customized interbody spinal fusion device already
appear to map to the most resource intensive MS-DRGs for spinal procedures, there is no other
alternative assignment for these procedures, with the exception of a new MS-DRG. Lastly, the
requestor maintained that reassigning cases reporting the performance of a spinal fusion
procedure utilizing an aprevo™ customized interbody spinal fusion device to the “with MCC”
level aligns with CMS’s factors that are considered in review of MS-DRG classification change

requests, including treatment difficulty, complexity of service, and utilization of resources.



As discussed in the proposed rule, we analyzed data from the September 2022 update of
the FY 2022 MedPAR file for MS-DRGs 453, 454, 455, 456, 457, 458, 459, and 460 and cases
reporting any one of the previously listed procedure codes describing utilization of an aprevo™

customized interbody spinal fusion device. Our findings are shown in the following table.

Average
Number | Length of | Average
MS-DRG of Cases Stay Costs
MS-DRG 453 All cases 3,779 9.4 $77,856
MS-DRG 453 Cases reporting customized interbody spinal fusion 17 8.4 $79,080
MS-DRG 454 All cases 19,246 4.4 $54,227
MS-DRG 454 Cases reporting customized interbody spinal fusion 75 4.4 $75,294
MS-DRG 455 All cases 16,564 2.7 $40,683
MS-DRG 455 Cases reporting customized interbody spinal fusion 67 2.7 $54,287
MS-DRG 456 All cases 1,276 13.2 $73,399
MS-DRG 456 Cases reporting customized interbody spinal fusion 0 0 0
MS-DRG 457 All cases 2,973 6.4 $53,750
MS-DRG 457 Cases reporting customized interbody spinal fusion 2 3.5 | $158,782
MS-DRG 458 All cases 777 3.5 $40,343
MS-DRG 458 Cases reporting customized interbody spinal fusion 1 12 $91,672
MS-DRG 459 All cases 3,128 9.8 $53,342
MS-DRG 459 Cases reporting customized interbody spinal fusion 2 5 $57,039
MS-DRG 460 All cases 30,310 3.5 $31,921
MS-DRG 460 Cases reporting customized interbody spinal fusion 30 4.5 $46,683

We found the majority of cases reporting the performance of a spinal fusion procedure
utilizing an aprevo™ customized interbody spinal fusion device in MS-DRGs 453, 454, and 455
with a total of 159 cases (17+75+67=159) with an average length of stay of 4.1 days and average
costs of $66,847. The 17 cases identified in MS-DRG 453 appear to have a comparable average
length of stay and comparable average costs compared to all the cases in MS-DRG 453 with a
difference of 1.0 day and a difference in average costs of $1,383 for the cases reporting the
performance of a spinal fusion procedure utilizing an aprevo™ customized interbody spinal
fusion device. The 75 cases found in MS-DRG 454 have an identical average length of stay of
4.4 days in comparison to all the cases in MS-DRG 454, however, the difference in average costs
is $21,067 ($75,294-$54,227=%21,067) for the cases reporting the performance of a spinal fusion
procedure utilizing an aprevo™ customized interbody spinal fusion device. The 67 cases found
in MS-DRG 455 also have an identical average length of stay of 2.7 days in comparison to all the

cases in MS-DRG 455, however, the difference in average costs is $13,604 ($54,287-



$40,683=%13,604) for the cases reporting the performance of a spinal fusion procedure utilizing
an aprevo™ customized interbody spinal fusion device. As shown in the table, there were no
cases found to report utilization of an aprevo™ customized interbody spinal fusion device in
MS-DRG 456. For MS-DRG 457, the 2 cases found to report utilization of an aprevo™
customized interbody spinal fusion device appear to be outliers with a difference in average costs
of $105,032 ($158,782 - $53,750=$105,032) and a shorter average length of stay (3.5 days
versus 6.4 days) in comparison to all the cases in MS-DRG 457. For MS-DRG 458, we found 1
case reporting utilization of an aprevo™ customized interbody spinal fusion device with an
average length of stay almost three times the average length of stay of all the cases in MS-DRG
458 (12 days versus 3.5 days) and average costs that are twice as high ($91,672 versus $40,343)
compared to the average costs of all the cases in MS-DRG 458. For MS-DRG 459, the 2 cases
reporting utilization of an aprevo™ customized interbody spinal fusion device had a shorter
average length of stay (5 days versus 9.8 days) compared to the average length of stay of all the
cases in MS-DRG 459 with a difference in average costs of $3,697 ($57,039-$53,342=$3,697).
For MS-DRG 460, the 30 cases reporting utilization of an aprevo™ customized interbody spinal
fusion device had a longer average length of stay (4.5 days versus 3.5 days) compared to the
average length of stay of all the cases in MS-DRG 460 with a difference in average costs of
$14,762 ($46,683-$31,921=514,762).

As discussed in the proposed rule, the requestor expressed concerns that there may be
unintentional miscoded claims from providers with whom they do not have an explicit
relationship. In the proposed rule, we noted that following the submission of the request for the
FY 2024 MS-DRG classification change for cases reporting the performance of a spinal fusion
procedure utilizing an aprevo™ customized interbody spinal fusion device, this same requestor
(the manufacturer of aprevo™ customized interbody spinal fusion devices) submitted a code
proposal requesting a revision to the title of the current procedure codes that identify and

describe a spinal fusion procedure utilizing an aprevo™ customized interbody spinal fusion



device for consideration as an agenda topic to be discussed at the March 7-8, 2023 ICD-10
Coordination and Maintenance Committee meeting. The requestor stated its belief that the term
“customizable” as currently reflected in each of the 12 procedure code descriptions is potentially
misunderstood by providers to encompass expandable interbody fusion cages that have been
available for several years and which were not approved for new technology add-on payment as
was the aprevo™ customized interbody spinal fusion device. According to the requestor, these
other interbody fusion devices do not require the same patient specific surgical plan coordination
as the aprevo™ customized interbody spinal fusion device and do not offer the personalized fit
that matches the topography of a patient’s bone. Therefore, in an effort to encourage appropriate
reporting for cases where an aprevo™ customized interbody spinal fusion device has been
utilized in the performance of a spinal fusion procedure, the requestor provided alternative
terminology for consideration.

We stated in the proposed rule that the proposal to revise the code title was presented and
discussed as an Addenda item at the March 7-8, 2023 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 7, 2023.

We noted in the proposed rule that 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, Table 6B.—New Procedure Codes, Table 6C.—Invalid Diagnosis Codes,
Table 6D.—Invalid Procedure Codes, Table 6E.—Revised Diagnosis Code Titles or Table 6F.—
Revised Procedure Code Titles in association with the proposed rule. Accordingly, we stated
that any update to the title of the procedure codes describing utilization of an aprevo™

customized interbody spinal fusion device, if finalized following the March meeting, would be



reflected in Table 6F.—Revised Procedure Code Titles associated with the final rule for FY
2024.

As discussed in the proposed rule, based on our review of this issue and our analysis of
the claims data, we agreed that the findings appear to indicate that cases reporting the
performance of a procedure utilizing an aprevo™ customized interbody spinal fusion device
reflect a higher consumption of resources. However, due to the concerns expressed with respect
to suspected inaccuracies of the coding and therefore, reliability of the claims data, we stated we
believed further review is warranted. In addition, as previously discussed in the proposed rule
and this final rule, the proposal to revise the current code descriptions was presented at the
March 2023 ICD-10 Coordination and Maintenance Committee meeting and if finalized, the
revised coding may improve the reporting of procedures where an aprevo™ customized
interbody spinal fusion device is utilized. In the proposed rule, we also stated we believed that
because this technology is currently receiving new technology add-on payments, it would be
advantageous to allow for more claims data to be analyzed under the application of the policy in
consideration of any future modifications to the MS-DRGs for which the technology is utilized
in the performance of a spinal fusion procedure.

In the proposed rule, we noted that with regard to possible future action, we will continue
to monitor the claims data for resolution of the potential coding issues identified by the
requestor. We also noted that because the procedure codes that we analyzed and presented
findings for in the FY 2024 IPPS/LTCH PPS proposed rule may be revised based on the proposal
as discussed at the March 2023 ICD-10 Coordination and Maintenance Committee meeting, the
claims data that we examine in the future may change. Additionally, we stated that we will
continue to collaborate with the AHA as one of the four Cooperating Parties through the AHA’s
Coding Clinic for ICD-10-CM/PCS and provide further education on spinal fusion procedures
utilizing an aprevo™ customized interbody spinal fusion device and the proper reporting of the

ICD-10-PCS spinal fusion procedure codes. Until these potential coding inaccuracies are



addressed and additional, future analysis of the procedures being reported in the claims data can
occur, we stated we believed it would be premature to propose any MS-DRG modifications for
spinal fusion procedures utilizing an aprevo™ customized interbody spinal fusion device at this
time. For these reasons, we proposed to maintain the current structure of MS-DRGs 453, 454,
455, 456, 457, 458, 459, and 460 for FY 2024.

Comment: Commenters supported our proposal to maintain the current structure of MS-
DRGs 453, 454, 455, 456, 457, 458, 459, and 460 for FY 2024.

Response: We thank the commenters for their support.

Comment: Several commenters (orthopedic surgeons) who expressed support for the
requested reassignment of cases reporting the utilization of an aprevo™ customized interbody
spinal fusion device stated how important these devices are for their patients because it optimizes
patient alignment, is patient-specific, and therefore, beneficial for situations where a patient’s
normal anatomy does not allow for traditional implants. These commenters stated that without
reassignment to the higher severity MS-DRGs their facilities would not allow use of the
technology on the population of Medicare patients they serve.

Response: We appreciate the commenters’ feedback. As discussed in the proposed rule,
based on our review and analysis of the claims data, we agreed that the findings appear to
indicate that cases reporting the performance of a procedure utilizing an aprevo™ customized
interbody spinal fusion device reflect a higher consumption of resources. We also note that the
proposal to revise the current code descriptions that was presented at the March 2023 ICD-10
Coordination and Maintenance Committee meeting was finalized, as reflected in the FY 2024
ICD-10-PCS Code Update files available via the CMS website at:

https://www.cms.gov/medicare/icd-10/2024-1cd-10-pcs as well as in Table 6F. — Revised

Procedure Code Titles — FY 2024 associated with this final rule and available via the CMS

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

Payment/AcutelnpatientPPS.




As also previously discussed, because of the concerns with respect to suspected
inaccuracies of the current coding, we continue to believe additional review of claims data is
warranted and would be informative as we continue to consider this technology for future
rulemaking. Accurate and complete documentation within the medical record is important for
patient management, outcome measurement, and quality improvement, as well as payment
accuracy. We anticipate that the revisions to the code title for the aprevo™ customized
interbody spinal fusion device will encourage more accurate reporting of procedures and
improve the quality and reliability of the data. We also continue to believe that because this
technology is currently receiving new technology add-on payments and will continue to receive
new technology add-on payments, additional claims data analysis of the cases under the
application of the policy in consideration of any future modifications to the MS-DRGs for which
the technology is utilized in the performance of a spinal fusion procedure would be beneficial.

As we have stated in prior rulemaking, we rely on providers to assess the needs of their
patients and provide the most appropriate treatment. It is not appropriate for facilities to deny
treatment to beneficiaries needing a specific type of therapy or treatment that potentially involves
increased costs (86 FR 44847). It would also not be appropriate to consider modifications to the
MS-DRG assignment of cases reporting the performance of a procedure that identifies and
describes a specific technology solely as an incentive for providers to purchase and utilize one
technology over another.

After consideration